12 anpensa 2010 2. N 61-P3

POCCUHUCKAS ®EJEPALIUS
®EJIEPAJIBHBINA 3AKOH

Ob OBPAHIEHUU JTEKAPCTBEHHbIX CPEJICTB

(B pen. @eaepanbubix 3akoHOB 0T 27.07.2010 N 192-P3, o1 11.10.2010 N 271-P3, oT 29.11.2010 N
313-®3, or 06.12.2011 N 409-D3, ot 25.06.2012 N 93-P3, ot 25.12.2012 N 262-D3, o1
02.07.2013 N 185-®3, oT 25.11.2013 N 317-®3, o 12.03.2014 N 33-D3, 01 22.10.2014 N 313-P3,
0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot 08.03.2015 N 34-D3, o1 29.06.2015 N 160-D3,
ot 13.07.2015 N 233-®3, oT 13.07.2015 N 241-P3, o 13.07.2015 N 262-D3, oT 14.12.2015 N 374-
®3, o1 29.12.2015 N 389-D3, ot 02.06.2016 N 163-D3, ot 03.07.2016 N 261-P3, ot 03.07.2016 N
305-®3, ot 03.07.2016 N 350-P3, ot 29.07.2017 N 242-D3, ot 29.07.2017 N 278-D3, o
28.12.2017 N 425-®3, ot 04.06.2018 N 140-D3, oT 28.11.2018 N 449-P3, o1 27.12.2018 N 511-
®3, o1 06.06.2019 N 134-D3, ot 26.07.2019 N 240-D3, ot 02.08.2019 N 297-D3, o1 27.12.2019 N
462-D3, oT 27.12.2019 N 475-P3, o1 27.12.2019 N 478-P3, o1 27.12.2019 N 481-D3, oT
26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-®3, ot 13.07.2020 N 206-D3,
oT 08.12.2020 N 429-@3, ot 22.12.2020 N 444-D3, ot 11.06.2021 N 170-P3, ot 02.07.2021 N 317-
@3, ot 08.03.2022 N 46-P3, ot 26.03.2022 N 64-D3, ot 14.07.2022 N 311-P3, oT 20.10.2022 N
405-P3, o1 05.12.2022 N 502-D3, o1 19.12.2022 N 519-D3, ot 28.04.2023 N 149-D3, o1
28.04.2023 N 171-®3, ot 24.07.2023 N 341-®3, ot 04.08.2023 N 428-D3, o 04.08.2023 N 466-
@3, o1 04.08.2023 N 474-P3, ot 19.10.2023 N 503-P3, ot 30.01.2024 N 1-D3)
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I'nasa 1. OBUHIUE IMTOJIOKEHU S

Crares 1. llpeaMer peryanpoBanus HacTosiiero ®egepajibHOro
3aKOHa
1. Hacrosaumii ®enepanbHblii 3aKOH pEryjIMpyeT OTHOIICHMs, BO3HUKAIOIIME B CBS3U C

oOpamieHneM -  pa3pabOTKOH,  JOKIMHUYECKMMH  HCCIICIOBAHUIMH, KJIINHUYECKUMU
HCCIEA0BAHUSAMH, DKCIEPTU30H, TOCYJapCTBEHHOM PETHCTpalueld B COOTBETCTBHM C HACTOSILIUM
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@denepanbHbIM 3aKOHOM (llajiee - TOCYAapCTBEHHasi pETUCTpalusi) WM perucTpanuedl B
COOTBETCTBUU C MEKIYHAPOAHBIMU JOTOBOPAMH M aKTaMH, COCTABIISIOLIIMMHU MPaBo EBpazuiickoro
SKOHOMHUYECKOI0 COl03a (Jajiee - perucTpaiusi), co CTaHAapTU3ALMEN U C KOHTPOJIEM KayecTBa,
IIPOU3BOJCTBOM, M3TOTOBJICHUEM, XPAaHEHUEM, IIEPEBO3KOHM, BBO30M B Poccuiickyro denepanurio,
BbIBO30M U3 Poccuiickoit ®enepanuu, pekiIaMon, OTHOYCKOM, peajau3aluen, Iepenayen,
MPUMEHEHUEM, YHUYTOXKEHUEM JIEKAPCTBEHHBIX cpenctB. (B ped. dDenepanbHbIX 3aKOHOB OT
06.12.2011 N 409-®3, ot 30.01.2024 N 1-®3)

2. Hacrosumii @enepanbHblil 3aKOH YCTaHABIMBAET IPUOPUTET FOCYJAPCTBEHHOTO PETYJINPOBAHUS
6e30macHOCTH, KayecTBa U 3()(PEKTUBHOCTH JEKAPCTBEHHBIX CPEJICTB NPU WX OOpalleHuu. (B pei.
®enepanbHOro 3akoHa ot 25.06.2012 N 93-P3)

Crarbs 2. Cpepa npumeHenus: HacTosiero MegepaaibHOro 3aKoHa

Hacrosmuii denepanbHplii 3aKOH NMPUMEHSETCSI K OTHOILEHHUSM, BO3HHKAIOIIUM TPU OOpalieHuH
JIEKApCTBEHHBIX CPEICTB Ha Teppuropuu Poccuiickont Penepauuu.

Crartbi 3. 3aK0HOAAaTEJBCTBO 00 00pALIIEHNH JIEKAPCTBEHHbIX CPEICTB

1. 3akoHonmaTenbCTBO 00 O0OpalleHUH JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIETO
denepanbHOTO 3aKOHA, IPYrux (eAepalibHBIX 3aKOHOB M MHBIX HOPMATHBHBIX IPABOBBIX aKTOB
Poccuiickoit @enepanuu.

1.1. 3akoHOATENBCTBO 00 OOpaIIEHNH JIEKAPCTBEHHBIX CPEJICTB B OTHOLICHUN IOPHINYECKUX JIUI] U
WHIWBUIYAIbHBIX TpEANPHUHUMATENECH, OCYIECTBISIONIMX JEATENBHOCTh Ha  TEPPUTOPHUH
MEXIYHApOAHOTO  MEOUIIMHCKOTO  KJIacTepa, MPUMEHAETCS C  y4eTOM OCOOEHHOCTEH,
yCTaHOBJIEHHbIX PenepanbHbIM 3aKk0OHOM OT 29 mioHd 2015 roxa N 160-®3 "O mexayHapoaHOM
MEJIULMHCKOM KJIaCTEPE U BHECCHUHU U3MEHEHUH B OTJEIbHBIE 3aKOHOAATENbHBIE aKThl Poccuiickon
@enepanun". (B pea. PenepanbHbix 3ak0HOB 0T 29.06.2015 N 160-P3, ot 04.08.2023 N 428-P3)

2. JleiictBue Hactosmero denepaabHOro 3aKOHa PacIpOCTPaHIETCsl Ha 00palleHne HapKOTHUECKUX
JICKapCTBEHHBIX CPEACTB M TCHUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C Y4YETOM OCOOCHHOCTEH,
YCTaHOBJICHHBIX 3aKOHOJATENbCTBOM Poccuiickon @Penepauyu O HAPKOTUYECKUX CPEICTBAX,
MICUXOTPOITHBIX BELIECTBAX U 00 MX MPEKypCcopax.

3. JeiictBue Hactosmero @enepa’dbHOrO 3aKOHA  paclpocTpaHseTcss Ha  oOpaiieHue
panunodapManeBTUYeCKUX JICKApPCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHOJaTenbcTBOM  Poccuiickoit  ®exepanuu B obmactu  oOecnedeHUs  pagUalliOHHOM
0€30MacHOCTH.

4. Ecnu MexayHapoaHsIM fgorosopoM Poccuiickoit @enepaiiuu, MEKIyHapOIHBIMU JOTOBOpaMH U
aKTaMH, COCTaBJSAIOUIMMHM TpaBo EBpasuilckoro 53KOHOMHYECKOTO cOl03a (Jajee - akThl,
cocrapistone npaso Coro3a), yCTAaHOBJIEHBI MHBIE IPAaBHJIA, YEM T€, KOTOpPbIE MPELYCMOTPEHBI
HacrosuM PenepanbHbIM 3aKOHOM, IPUMEHSIOTCS IIpaBUjla MEXIYHApOIHOIO JOT0OBOPa, IPAaBUIIA,
coJepkaliiecss B akTax, cocraBisomux npaBo Coro3za. (B pen. dDenepaJbHOrO 3aKOHa OT
30.01.2024 N 1-®3)

4.1. PemeHuss MEXrocyJapCTBEHHBIX OpIaHOB, IPUHATBIE HA OCHOBAaHUM  IIOJIOXKEHUU
MEXKIYyHApOAHBIX 0roBopoB Poccuiickoit denepanuu B MX MCTOJIKOBAHHMM, NPOTHUBOPEUAILEM
Koncturynuu Poccuiickoit ®@enepainuu, He mojuiexar ucnojgHeHuto B Poccuiickoit ®@eneparuu.
Takoe npoTHBOpeYHE MOXXET OBITh YCTAaHOBJIEHO B TIOPSJIKE, OIpEIeIeHHOM (deaepalbHbIM
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KOHCTUTYLIMOHHBIM 3aKOHOM. (B pel. PenepanpHoro 3akona ot 08.12.2020 N 429-D3)

5. B Poccuiickont ®enepanuu B COOTBETCTBUM € MEXAYHAapOIHBIMU Jorosopamu Poccuiickoin
@enepany U (MIM) HA OCHOBE NPUHIMIA B3aUMHOCTH IPU3HAIOTCS PE3YJIbTAaThl KIMHUYECKUX
HCCIIEA0BAHUM JICKAPCTBEHHBIX IIPENApaToB Uil MEIULHUHCKOIO IPUMEHEHUs, IPOBEICHHBIX 3a
npezaesnamu reppuropun Poccutickon denepanuu.

Cratbs 4. OCHOBHBIE IOHATHS, HCIIOJIb3YyeMbI€ B HACTOSIIIIEM
DegepaibHOM 3aK0HE

Jns uenei Hactosimero PenepasbHOro 3aK0OHAa UCIIOIB3YIOTCA CJIEIYIOIIUE OCHOBHBIE ITOHATHS:

1) nexapcTBEHHBIE CpeICTBA - BELIECTBA MM WX KOMOWHAIMM, BCTYHAIOIIME B KOHTAKT C
OpraHU3MOM 4Y€JIOBEKA WJIM JKMBOTHOIO, IIPOHUKAIOLIME B OPTaHbl, TKAHU OPTaHU3Ma 4eJIOBEKa WU
KMBOTHOTO, IPUMEHsIEMbIe ISl TPOPHUIAKTHKY, TUATHOCTUKU (332 MCKIIOYEHUEM BEILECTB WM UX
KOMOWHAIM, HE KOHTAKTUPYIOIIMX C OPraHU3MOM UYEeJOBEKa WM JKUBOTHOTO), JICUCHHS
3a0oJeBaHusl, peabuINTaIuK, A1l COXPAHEHHUs, IPEIOTBPAIECHUS UIIH MTPEephIBaHUS OepeMEHHOCTH
U NIOJIyYEHHBIE U3 KPOBH, IUIA3MbI KPOBH, U3 OPraHOB, TKAHEW OpPraHW3Ma 4eJIOBEKa WIH )KUBOTHOTO,
pacTeHuil, MUHEpaJOB METOJAaMH CHHTE3a WM C MPUMEHEHHEM OMOJIOTMYEeCKHX TexHoJjormi. K
JICKapCTBEHHBIM CPEACTBAM OTHOCATCS (hapMaleBTHUECKUE CYOCTAaHIIMM U JICKApCTBEHHBIC
Ipenaparsl;

2) ¢dapmaneBTuueckas cyOCTaHIUS - JEKAPCTBEHHOE CPEACTBO B BUAE OJHOTO HJIM HECKOJIBKUX
obmagaromux (HpapMakoIOrMYecKOod aKTUBHOCTHIO JCHCTBYIOIIMX BEIIECTB BHE 3aBUCHMOCTH OT
IPUPOABLl  NPOUCXOXKICHUSA, KOTOpPOE MPEIHA3HAYCHO JUIs IPOU3BOJACTBA, W3TOTOBJICHUS
JICKapCTBEHHBIX IpernapaTroB U omnpenenser ux 3¢dexkruBHocTh; (B pen. denepanbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) BcrioMoraTebHbIe BELIECTBA - BELECTBA HEOPTaHUYECKOTO UM OPTaHUYECKOTO IPOUCXOKICHMS,
HCIIOJIB3yEMBIE B IIPOLIECCE IIPOU3BOJACTBA, W3rOTOBIEHUS JIEKAPCTBCHHBIX IIPENapaTroB s
NPUIAHUA UM HEOOXOIUMBIX (PU3NKO-XUMHUYECKUX CBOWCTB;

4) nexapcTBEHHBIC IIperaparbl - JIEKAPCTBEHHBIE CPEACTBA B BHUJAE JICKAPCTBEHHBIX (opM,
NpUMEHSIeMbIe sl TPO(PUIAKTHKH, TUArHOCTUKHU, JICUCHUS 3a00JeBaHUs, PEaOMIUTALUU, JUIS
COXpaHEHHUs, IPEJAOTBPAIICHHUS WU NPephIBaHNs OEPEMEHHOCTH;

5) nekapcTBeHHass opMa - COCTOSIHUE JIGKAPCTBEHHOTO IIperapara, COOTBETCTBYIOIIEe crocodam
€ro BBEJICHHs U IPUMEHEHHUS U 0OecIieunBaomiee JOCTIKEHHEe He00X0AUMOro JeueOHoro 3¢ dexra;

5.1) no3upoBKa - coiep’kaHle OJHOTO MIIM HECKOJIBKUX JICHCTBYIOMIMX BEIIECTB B KOJIMYECTBEHHOM
BBIPQ)KEHUU HAa €AMHUIY N103bl, WIM €IUHHIYYy 00BbeMa, WM EeIWHHUIy MAacChl B COOTBETCTBHH C
JeKapCTBEHHON ¢opMol 10O JUIsI HEKOTOPBIX BHJOB JIEKAPCTBEHHBIX (HOPM KOJIUYECTBO
BBICBOOOXK/IAEMOT'0 U3 JICKAPCTBEHHON (OPMBI ACHCTBYIOLIETO BEIECTBA 3a €IWHHILYy BPEMEHH; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) iepedeHb )KU3HEHHO HEOOXOAUMBIX M BaKHEHIITNX JIEKAPCTBEHHBIX MPENapaToB - YTBEPKAAEMBbI
IIpaBurensctBoM  Poccuiickoit  denepanuu  nepedeHb  JIGKAPCTBEHHBIX — IIPENApaTroB  JUIs
MEIULUHCKOTO MPUMEHEHUs], 00eCTIeUNBAIONINX MPHOPUTETHBIE TOTPEOHOCTH 37PaBOOXPAHEHHUS B
HemsiX mpo(UIaKTUKA W JIedeHHUs 3a00JeBaHUI, B TOM YHCJIE MPEoOIalalonuXx B CTPYKType
3aboneBaemoctu B Poccuiickoii @enepauunu; (B pen. enepanbuoro 3akona or 13.07.2020 N 206-
®3)
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6.1) opdanHble NeKapcTBEHHBIC Mpenaparbl - JIGKAPCTBEHHBIC Iperaparbl, MpeaHa3HAYCHHBIC
UCKJIIOYUTENBHO 71 JAMATHOCTUKH, STHONATOT€HETUYECKOIO0 WM MaTOr€HETUYECKOro JICUEHMSI
(J1edeHus1, HaNPaBJICHHOTO HA MEXaHU3M pa3BUTHs 3a00eBaHMs) peaKuX (OpQaHHbIX) 3a00IEBaHHIA;
(B pen. denepanbHbix 3akOHOB 0T 22.12.2014 N 429-03 (pen. ot 13.07.2015), ot 30.01.2024 N 1-
®3)

6.2) OuosOTMYECKHE JIEKAPCTBEHHBIE Ipenaparbl - JIEKAPCTBEHHBIC IpenapaTsl, JeHCTBYIOIIEe
BEIIECTBO KOTOPBIX IPOU3BEJCHO WJIM BBIACICHO W3 OWOJOTHYECKOTO HCTOYHUKA M JUIS
OTIpEeJICJIEHUs] CBOMCTB M KauecTBa KOTOPBIX HEOOXOAMMa KOMOWHAIMS OMOJOTHMYECKUX U (PU3UKO-
XUMHAYECKHX  MeTonoB. K OHONOrMyeckMM  JIGKapCTBEHHBIM  IperaparaM  OTHOCSTCS
MMMYHOOHOJIOTHUECKUE JIEKAPCTBEHHBIE MpernapaThl, JIEKapCTBEHHBIE Mpenaparhl, MOJTyYeHHbIE U3
KPOBM, IUIa3Mbl KpPOBH 4YellOBeKa M JKMBOTHBIX (32 HCKJIIOYCHHEM IIeIbHOW KpOBH),
OMOTEXHOJIOTMYECKHE  JICKapCTBEHHBIE  MpenapaTbl, TE€HOTEPANeBTHUYECKUE  JIEKAPCTBEHHBIC
Ipernaparsl, JeKapCTBEHHbIE MpenapaThl HA OCHOBE COMAaTHYECKUX KJIETOK; (B pen. DenepaibHBIX
3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTMUYHBIM JIEKapCTBEHHBIN IpenapaT - N€HOTEPaleBTUUECKUM JIEKapCTBEHHBIN
mpernapar A8 MEAMLIMHCKOIO IPUMEHEHMs, WIM JIEKApCTBEHHBIM IIpermapaT Ha OCHOBE
COMATUYECKUX KIIETOK JUIsl MEIUIMHCKOTO NMPUMEHEHMSI, WIN TKaHEMH)XEHEPHBIN JIEKapCTBEHHBIN
npernapar (mpenapar TKaHeBoi HHxeHepHun); (B pea. denepanbuoro 3akona oT 30.01.2024 N 1-P3)

7) UMMYyHOOHMOJIOTMYECKHE JIGKAPCTBEHHBIE TpenmapaTbl - JICKApPCTBEHHbIE  IPEnapartsl,
npeqHa3HaueHHble s (OpMHUPOBAaHMS AKTUBHOIO MM TACCHBHOTO HWMMYHHUTETa JHOO
JIUAarHOCTHKH HalU4ds WMMYHUTETa WM JUArHOCTUKU CIHEIU(PHUECKOrO0 TMPHOOPETEHHOTO
U3MEHEHUS  HMMMYHOJIOTMUECKOTO OTBETa  HAa  aJUIEprU3UpyroLUe BELIECTBA. K
MMMYHOOHOJIOTHYECKUM JIEKAPCTBEHHBIM IIperapaTaM OTHOCSTCS BaKIMHbI, aHATOKCUHBI, TOKCHHBI,
CBIBOPOTKH, UIMMYHOIJIOOYJIMHBI U ajuieprensl; (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

7.1) GMOTEXHOJIOTHUECKHUE JIEKaPCTBEHHBIE IIPENapaThl - JIEKAPCTBEHHBIE MPENapaThl, IPOU3BOJICTBO
KOTOPBIX OCYILECTBIISIETCS] C UCIOJIBb30BAaHUEM OMOTEXHOJOTHUECKUX MPOIIECCOB U METOOB (B TOM
yucne JIHK-pekoMOMHAHTHON TEXHONOTHUH, TEXHOJOIMH KOHTPOJHPYEMOH 3KCIIPEcCCHU TEHOB,
KOJAMPYIOUIMX OHMOJIOTHUYECKH AaKTUBHbIE OCJIKM B IPOKAPUOTAX M JSyKapuoTax, BKIOYas
M3MEHEHHbIE KJIETKH MJIEKONHUTAIONINX), THUOPUIOMHOIO METO/Ja M METOAa MOHOKJIOHAJBHBIX
aHTuTel; (B pea. PeaepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

7.2) TreHOTepaleBTMUECKHE JIEKapCTBEHHbIE Ipenaparbl - JIEKapCTBEHHBIE  Ipenaparsl,
dapmarieBTHUYECKasi CyOCTaHIIUS KOTOPBIX SIBISIETCS PeKOMOMHAHTHOM HYKJICMHOBOW KMCIIOTOM MK
BKJIIOYaeT B ce0S PEKOMOMHAHTHYIO HYKJICHHOBYIO KHCIIOTY, IIO3BOJISIONIYIO OCYIIECTBISATh
peryiupoBaHMe, — pemapanuio,  3aMeHy, J00aBlIeHMEe WO  yJAJIeHHE  TI'eHETHYECKOM
nociuenosarenbHocTy; (B pen. PepepanbHoro 3akoHa or 22.12.2014 N 429-®d3 (pen. ot

13.07.2015))

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpernapaThl U (hapMaleBTHUIECKUe
cyOCTaHINM, COAEprKallMe HAPKOTUYECKHE CPEICTBA U BKIIOYCHHBIE B [lepeueHb HaApKOTHUECKUX
CPEICTB, ICUXOTPOIHBIX BEIIECTB M HX IPEKYypCOPOB, MOJIEKAIIUX KOHTpOJIIO B Poccuiickon
@enepanny, B COOTBETCTBUM C 3aKOHOAATENBLCTBOM Poccuiickoit denepannu, MeEKIyHapOIHBIMU
norosopamu Poccuiickoit ®denepauuu, B TOM uyuciae EIWHOW KOHBEHLMEN O HApPKOTHUYECKUX
cpeactBax 1961 rona;

9) mCUXOTpOIHBIE JIEKAPCTBEHHBIE CPEICTBA - JEKAPCTBEHHbIC INpernaparbl U (papMaleBTUYeCKHe
CyOCTaHIINH, CO/AEpIKaIINe NCUXOTPOIHBIE BEIIECTBA M BKJIIOUYEHHBIC B llepeueHb HApKOTHUECKUX
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CPEICTB, ICUXOTPOIHBIX BEIIECTB M HX IPEKYypCOPOB, MOJJIEKAIMMX KOHTpOJIIO B Poccuiickoin
@®enepanuy, B COOTBETCTBUM C 3aKOHOAATENBLCTBOM Poccuiickoit denepannu, MeEKIyHapOIHBIMU
noroBopamu Poccuiickoit @enepannu, B ToM unciae KoHBeHIMeH 0 McuxoTponHbixX BemecTBax 1971
roja;

10) pammodapmarieBTHUECKHE JIEKAPCTBEHHBIC CPEICTBA - JICKAPCTBEHHBIE CPEACTBA, KOTOPHIC
collep>)kaT B TOTOBOW Ui UCHONB30BaHUS (QopME OAWH PAIAUOHYKIUI WM HECKOJIBKO
PAIUOHYKIUIOB (PaIMOAKTUBHBIX U30TOMIOB);

10.1) opurMHaJBHBIM JIEKAPCTBEHHBIM IpenapaT - JIEKapCTBEHHBIM Mpenapar ¢ HOBBIM
JEUCTBYIOIUM BEIIECTBOM, KOTOPBIM IIEPBBIM 3aperucTpupoBaH B Poccuiickoin denepanuu uim B
MHOCTPaHHBIX TIOCY/JapcTBaX Ha OCHOBAHUU pE3yJbTaTOB JOKIMHUYECKUX HCCIIEIOBaHUM
JEKapCTBEHHBIX CPEJICTB M  KIMHUYECKMX MCCIEIOBAHMM  JIEKAPCTBEHHBIX IPENaparos,
MOATBEPKIAIOIIUX €0 KauecTBO, d3(pPekTuBHOCTD U Oe30macHOCTh; (B pen. denepanbHOro 3aKoHa
o1 27.12.2019 N 475-P3)

11) pedepeHTHBII IeKapcTBEHHBIN Npenapar - JeKapCTBEHHBIN MpenapaT, KOTOPBIA UCIIONb3YeTCs
IUIi  OLEHKM OWOIKBHBAJICHTHOCTH WJIM TEPAaNeBTUYECKONM OSKBHBAJECHTHOCTH, KaydecTBa,
3pPEeKTUBHOCTH U  0E30MacHOCTH  BOCIPOU3BEICHHOIO JICKAPCTBEHHOTO —Iperapara WM
O6uoananaoroBoro (6MOMOAOOHOT0) JEKapCTBEHHOTO mpemapara (Oumoanamora). B kauyectBe
pedepeHTHOro JIEKapCTBEHHOTO Mpernapara Uil MEIUIMHCKOTO MPUMEHEHHS HCIIOIb3YeTCs
OpPUTMHAJILHBIN JIEKApCTBEHHBIN Mpenapart J1ub0, eclii OpUrHHAIBHBIN JEKapCTBEHHBIN Mpenapar He
3aperuCcTPUPOBAH WU HE HaxoauTcs B obopore B Poccuiickoit ®denepanyu u HE HAXOTUTCS B
000poTE€ B HMHOCTPAaHHBIX TOCYAAapCTBAX, BOCIPOM3BEICHHBIN JIEKAPCTBEHHBIA Ipenapar WiIn
O01oaHaoroBbIi (OMOMOAOOHBIN) JIEKAPCTBEHHBIM mpenapar (OMoaHaAIOr), KOTOPBIA MEPBBIM
3aperHCTPUPOBAH M3 4YHCIa Haxoasmuxcs B obopore B  Poccuiickoit  ®epnepanuw,
OMOSKBUBAJIICHTHOCTh WJIM TEparneBTUYECKass HKBUBAJICHTHOCTb, KayecTBO, 3(P(PEKTUBHOCTh U
0€30MacHOCTh KOTOPOTO OIICHMBAJIKHCh IO OTHOLICHUIO K OPUTHHAIBHOMY JICKApPCTBEHHOMY
mpernapary, a Takke KadecTBO, 3((EeKTUBHOCTh M 0€30MaCHOCTh KOTOPOTO MOATBEPIKIAIOTCS
pe3yabTatamMu (apMaKkoHa30pa U MPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB, HAXOIAIIUXCS
B IPa)JIaHCKOM 000pOTe, yCTaHOBICHHBIM TPEOOBAaHMIM K UX KauecTBy. B kauecTBe pedepeHTHOro
JICKapCTBEHHOTO TIpenaparta s BETEPUHAPHOTO MPHUMEHEHHS HCIIONb3YeTCs JIeKapCTBEHHBIH
mmpenapar Uil BETEpUHApHOrO IPUMEHEHMs, 3aperucTpupoBanHslii B Poccuiickoit denepanuu Ha
OCHOBAHUU PE3YJbTATOB JOKIMHUYECKUX HCCIEIOBAHHUN JIEKAPCTBEHHBIX CPEICTB U KIMHHUUYECKUX
MCCIICZIOBAaHUM JIEKApPCTBEHHBIX NpPENapaToB, MOJATBEPKIAIONIMX €ro KayecTBO, 3((HEKTUBHOCTh U
6e3omacHOCTh; (B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

12) BocIIpOM3BENEHHBIN JEKapCTBEHHBIN Npenapar - JIEKapCTBEHHBIN ITpernapaT sl MEJUIIMHCKOTO
NPUMEHEHHS, KOTOPBIH HMMEeT HKBHUBAJICHTHBIH pe(epeHTHOMY JIEKAPCTBEHHOMY Mpenapary
KaueCTBCHHBIM COCTAB U KOJIMYECTBCHHBIM COCTAB JECHCTBYIOIIUX BEIIECTB B 3KBUBAJICHTHOU
JIeKapCTBEHHOH (popme, TnOO JIeKapCTBEHHBIN MpenapaT JUIsi BETEpUHAPHOTO MPUMEHEHHS, KOTOPbIi
UMEeT TaKhe J>K€, 4TO U pe(EepeHTHBIH JIEeKapCTBEHHBIH Ipernapar, KayeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBI COCTaB JCHCTBYIONIMX BEIIECTB B TaKOW K€ JIEKApPCTBEHHOH ¢opme,
OMOSKBUBAJICHTHOCTh HJIM TepaneBTUYEeCKas SKBUBAICHTHOCTb KOTOPBIX COOTBETCTBYIOILEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipenapary MOATBEp)KIeHa COOTBETCTBYIOLIMMHU UCCIIEOBAHUSIMH,
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-P3)

12.1) TepaneBTHYECKAsl SKBUBAJIEHTHOCTD JIEKAPCTBEHHBIX MPENApaTOB - JOCTHKEHUE KIMHUYECKU
COIIOCTAaBUMBIX TeparneBThdeckoro 3¢ ¢exra u nokaszarenei 3ppekTuBHOCTH U OE30MaCHOCTH TIPU
NPUMEHEHUH JIEKaPCTBEHHBIX MPENapaToB IS MEIUIMHCKOTO NPUMEHEHHS, HMMEIOIIMX OJIHO
MEXIYyHAapOJAHOE HENMaTeHTOBAHHOE (WM XMMHUYECKOEe, WIM TPYIIUPOBOYHOE) HAUMEHOBAHME, B
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SKBUBAJICHTHBIX JO3UPOBKAX M0 OAHUM M TEM K€ ITOKA3aHUSAM K IIPUMEHECHMIO U IIPU OJUHAKOBOM
crioco0e BBEJCHUS Yy OJHOM M TOH e Tpymnmbl OonbHBIX; (B pen. dDenepanbHOTO 3aKOHa OT
27.12.2019 N 475-®3)

12.2) Ouoananorosslii (OMOMOOOHBIN) JeKapCTBEHHBINH Mpenapar (OnoaHanor) - OMOJOTHMYECKHi
JIeKapCTBEHHBIHN MpenapaT, CXOXKHH 1Mo mapameTrpaMm KadecTBa, 3(p(peKTUBHOCTH U Ge30MacHOCTH C
pedepeHTHBIM OHOJIOTUYECKUM JIEKAPCTBEHHBIM MPENapaToM B TAaKOH e JIeKapCTBEHHOH (opme u
UMEIOIIUI UACHTUYHBIN crioco0 BBeaeHus; (B pen. dexepanbHoro 3akoHa ot 22.12.2014 N 429-D3
(pen. ot 13.07.2015))

12.3) B3amMo3aMeHSAEMBIN JIEKAPCTBEHHBINM Ipenapar - JIEKapCTBEHHBIM IpernapaTr ¢ JOKa3aHHOU
TEpareBTUUECKOM SKBHUBAJICHTHOCTHIO WJIM OHMO3KBHBAJICHTHOCTHIO B OTHOILEHHH pPePEepeHTHOTO
JEKapCTBEHHOI'O Ipenapara, HMEIOIMHA SKBUBAICHTHBIE €My KA4eCTBEHHBI COCTaB U
KOJIMYECTBEHHBIM  COCTaB  JEWUCTBYIOUIMX  BEILIECTB, COCTAaB BCIIOMOTaTEJIbHBIX  BELIECTB,
JeKapCTBEHHYIO (opMy U criocod BBeneHus; (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

12.4) OMOPKBUBAJICHTHOCTh JICKAPCTBEHHBIX TpENapaToB - JOCTHKEHHE CONOCTaBHUMBIX
IIOKa3aTele CKOPOCTH BCAachbIBaHUS, CTENEHU IIOCTYIUIEHUS K MECTY AECUCTBUS U CKOPOCTH
BBIBEJICHUS] OJHOTO WJIM HECKOJBbKUX oOnajaromux  (HapMaKoJIOTHYeCKOH aKTHMBHOCTBIO
JNEHCTBYIOIMX BELIECTB MpPU INPUMEHEHUM JIEKAPCTBEHHBIX IPENApaToB [UIsl MEIUIIMHCKOTO
IIPUMEHEHHS, HMMEIOIIMX OJHO MEXIyHAPOJHOE HEMAaTEHTOBAHHOE (WIM XMMHMUYECKOE, WIH
IpyNIMPOBOYHOE) HAMMEHOBAHUE, B SKBUBAJICHTHBIX JO3MPOBKAX M TPU OJUHAKOBOM CIIOCO0E
BBenieHus; (B pen. PenepanbHoro 3akoHa oT 27.12.2019 N 475-P3)

13) nexapCTBEHHOE PACTUTEIBHOE CHIPhE - CBEKHE WJIM BBICYIICHHBIE PAaCTeHUs JHOO MX YacTH,
HCIIOJIb3YyEMBIE I IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3aLUsSMU - IPOU3BOIUTEIAMU
JIEKAPCTBEHHBIX CPEACTB  WIM  M3IOTOBIEHUs  JIEKAPCTBEHHBIX  IIPENApaTroB  alTEYHBIMU
OpraHu3aLMsIMU, BETEPUHAPHBIMU anTeYHbIMU OpraHu3aLusIMU, VHJVBUly aJIbHBIMU
NpeaNpUHIMATEISIMU, UIMEIOLTMMH JIMLIEH3UIO Ha (DapMalleBTUUECKYIO 1A TeIbHOCTD;

14) nexapcTBEHHBII PAaCTUTENBHBIN IpemnapaT - JIEKapCTBEHHBIM Ipenapar, NPOU3BEACHHBIN WM
U3TOTOBJICHHBIA M3 OJHOTO BUJA JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPbS WM HECKOJIbKMX BHJIOB
TAKOTO CBhIpbs W peanu3yeMblii B pachacoBaHHOM BHJEC BO BTOPHYHOU (TIOTPEOHTENHCKON)
YIIaKOBKE;

15) romeonaTuueckuii JEKapCTBEHHBIN MIpenapaT - JIEKapCTBEHHBIN Ipenapar, poU3BEACHHbBIN WIH
M3TOTOBJICHHBI M3 (apMalleBTUYeCKOH CyOCTaHIMM WM (apMaleBTUYECKHX CYOCTaHIM B
COOTBETCTBUM C TpeOOBaHMSAMH OOIMX (apMakoNeWHBIX CTaTeli K TOMEONaTUYeCKUM
JICKapCTBEHHBIM TpernapaTaM WIM B COOTBETCTBUM C TpeOOBaHMSIMU (DapMaKONeH CTPaHBI
IIPOU3BOUTEIIS TAKOT'O JIEKApCTBEHHOT 0 npenapara; (B pel. denepanpHoro 3akoHa or 22.12.2014 N
429-D3 (pen. or 13.07.2015))

16) MexxayHapOJHOE HENMATEHTOBAHHOE HAUMEHOBAHUE JIEKAPCTBEHHOI'O CPEICTBA - HAUMEHOBAHUE
JCUCTBYIOIIEr0 BellecTBa (papMaleBTUYECKON CcyOCTaHIIMM, peKOMeHA0BaHHOe BceMupHoii
opraHmsanuen 3apaBooxpaHenus; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pen. or

13.07.2015))

17) ToproBoe HaMMEHOBAHME JIEKAPCTBEHHOIO CpPEACTBA - HAUMEHOBAHME JIEKAPCTBEHHOTO
CpeACTBa, NMPUCBOEHHOE €ro pa3padOTUYMKOM, JepXKaTejleM WM BIAJENbLEM PErUCTPAHOHHOTO
YZIOCTOBEPEHUS JIEKApCTBEHHOI0 npenapara; (B pea. PenepaibHoro 3akoHa ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))
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17.1) TrpynnupoBOYHOE HAMMEHOBAHME JIEKAPCTBEHHOIO Ipenapara - HaWMEHOBaHHE
JIEKapCTBEHHOI'O Ipernapara, HE MMEIOLIEr0 MEKIyHAapOJIHOI0 HENAaTEHTOBAHHOIO HAMMEHOBAHUS,
WM KOMOMHALIMY JIEKaPCTBEHHBIX MPENapaToB, UCIOJIb3YEMOE B LEIIX 0ObEAUHEHUS UX B TPYIIIY
[0/l €AMHBIM HAMMEHOBAaHUEM MCXOJs U3 OJMHAKOBOIO COCTaBa JEHCTBYIOIIMX BEIIECTB; (B pel.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

18) obmmast papmakorieifHasi CTaThsl - TOKYMEHT, YTBEPKJACHHBIN YIIOJIHOMOUYEHHBIM (pelieparbHbIM
OpraHOM UCIIOJIHUTENbHON BJACTU U COJEpPKAIMU IepedyeHb IOKa3aTesle KayecTBa U (UJIN)
METOJIOB KOHTPOJISI Ka4eCTBa KOHKPETHON JIEKapCTBEHHON (POPMBI, TEKAPCTBEHHOTO PACTHTEIHLHOTO
CBIPbS, BCIIOMOTaTEJIbHBIX BEILIECTB, ONMCAHUSA OMOJIOTUYECKHX, OMOXMMHYECKHX,
MUKpPOOHOJIOTUYECKUX, (PUIUKO-XUMUYECKUX, (PU3UUECKHX, XHUMHUYECKUX U JAPYTUX METOJOB
aHaJlM3a JEKApCTBEHHOTO CPEACTBA, a TaKKe TPeOOBAHMS K HCIOJIB3YEMbIM B IENSIX MPOBEACHHUS
JAHHOTO aHajiu3a peakThBaM, TUTPOBAHHBIM pacTBOpaM, HMHAMKaTopaMm; (B pen. denepanbHbIX
3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-®3)

19) papmakorneiinast CTaThs - JOKYMEHT, YTBEPKICHHBIN YIIOJTHOMOUYEHHBIM (peiepaibHbIM OpPraHOM
WCIIOJIHUTEJIBHOM BIIACTH M COAEPKAIIMN IEpEeYEHb NMOKAa3aTeJeld KayecTBa U METOJIOB KOHTPOJIS
Ka4yeCTBA JIEKAPCTBEHHOI'O CPEACTBA, JIEKAPCTBEHHOI'O PACTUTEIBHOIO CBIPbs, BCIIOMOTraTEIbHbBIX
BeuecTB; (B pen. ®denepanbHbix 3akoHOB OoT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot
30.01.2024 N 1-®3)

19.1) cranmapTHble 00pa3Ibl - BEIIECTBA, MOCPEACTBOM CPABHEHHS C KOTOPBIMH OCYIIECTBIISCTCS
KOHTPOJIb KadeCcTBa HCCIIEAYEMBIX JIEKAPCTBEHHBIX CPEJCTB C MOMOIIbIO (DPU3MKO-XUMHUUECKUX H
OMOJIOTHYECKUX METOJNOB B IIENSAX IOATBEPKACHUS COOTBETCTBUS JIGKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM  HOPMATHUBHOW  JOKYMEHTAllMM,  YCTaHOBJICHHBIM  MpPHU  OCYILECTBICHUH
rOCYJapCTBEHHOMN PErUCTpaIliy, U KOTOPhIe IPUMEHSIOTCS I KaTMOPOBKH CTaHIAPTHBIX 00pa3IoB
IIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEJCTB, UCIIOJIB3YEMBIX JJIsl KOHTPOJIS KadecTBa U MHBIX LiEJeH
npu OOpalleHu! JEKapCTBEHHBIX cpelcTB; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-93
(pen. or 13.07.2015))

19.2) ¢apmakoneiHblii cTaHAapTHBIA O0Opa3eln - CTaHAApPTHBIM 00pasel, NpPOM3BEACHHBIH B
COOTBETCTBUM C (papMakoIeiHoi cTatheii; (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03
(pexn. ot 13.07.2015))

20) HOpMaTHBHas JOKYMEHTAalUsl - JOKYMEHT, COJAEp)KAIUMN NEpEeYeHb OINpPEAEIAEMBIX IIO0
pe3ysibTaTaM COOTBETCTBYIOIIMX JKCIIEPTH3 MOKa3aTeaeil KauecTBa JEKAapCTBEHHOI'O CPENCTBA IS
MEIUIMHCKOTO TPUMEHEHUs, METOJOB KOHTpOJII €ro KadecTBa M YCTAaHOBJIEHHBIM €ro
IIPOU3BOJUTENIEM;

21) HOpMATHBHBIN JTOKYMEHT - JTOKYMEHT, COJICPKAINI MMepeueHb ONMpeAesieMbIX 0 pe3yabTaTam
COOTBETCTBYIOIIUX JKCIEPTU3 TOKa3aTeleld KadecTBa W (WJIM) METOIOB KOHTPOJIS KadecTBa
JEKapCTBEHHOH (HOpMBI, OMUCAaHUS OHONOTHYECKHX, OMOXMMHYECKUX, MHKPOOHOIOTHYECKHUX,
(UBUKO-XUMHYECKUX, (UBNYECKUX, XUMUYECKHUX M JIPYTUX METOJOB aHajn3a JIEeKapCTBEHHBIX
CPEICTB HJsi BETCPUHAPHOTO MPUMEHEHUs, TPEOOBaHUS K HUCIOIB3YEMBIM B IENSIX MPOBEACHHUS
JAHHOTO aHalli3a pPeaKTHBaM, TUTPOBAaHHBIM pPaCcTBOpaM, HHIWKATOpPaM M YCTAHOBICHHBIA €ro
MIPOU3BOTUTEIIEM;

21.1) oOmuii TEeXHUYECKHH TOKYMEHT - KOMIUIEKT JOKYMEHTOB W MAaTepHajioB, COCTOSIIUHN U3
HECKOJIbKUX  pa3lelioB - JOKYMEHTalluM aJMHHHMCTPAaTUBHOTO  XapakTepa, XUMHYECKOH,
(bapManeBTHUECKOW M OMOJOTUYECKON TOKYMEHTAlnH, (HapMaKoIOrH4ecKor, TOKCHKOIOTHYECKON
JOKYMEHTAlUH, KIMHUYECKON AOKYMEHTAIlMM U IPECTABIAEMbIN OJJHOBPEMEHHO C 3asBJIEHUEM O
rOCy/IJapCTBEHHOW PETUCTPALIMM JIEKAPCTBEHHOI'O Ipernapara Uil MEAMLHMHCKOIO NPUMEHEHHS B
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dbopMaTe, yCTAaHOBICHHOM YIOJTHOMOYEHHBIM (peiepalbHbIM OpraHOM WCIIOIHUTENBHOM BIIACcTH; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

22) Ka4ecTBO JIEKAPCTBEHHOTO CPEJCTBA - COOTBETCTBUE JIEKAPCTBEHHOTO CPEIACTBA TPEOOBAHUIM
¢dapmakoneiiHoil craThu JMOO B CiIy4ae €€ OTCYTCTBUS HOPMATHBHOM JIOKYMEHTAllUW WU
HOPMAaTUBHOT'O JOKYMEHTA;

23) 0e30MacHOCTh JICKAPCTBEHHOTO CpEJICTBA - XapaKTEPUCTHKA JICKApCTBEHHOI'O CPENCTBa,
OCHOBAaHHAs Ha CPAaBHUTEIBHOM aHanu3e ero 3(QQeKTMBHOCTH W pUCKA NPUUYMHEHHUS Bpeaa
3J0pPOBBIO;

24) 3¢ ¢eKTUBHOCTh JIEKapPCTBEHHOTO IpernapaTa - XapaKTEPUCTHKA CTENEHU IOJO0XKHUTEIbHOTO
BJIMSIHUSL JIEKAPCTBEHHOI'O TIpernapaTa Ha TeueHHe, MPOJOJDKUTENBHOCTh 3a00JIEBaHUS WM €ro
NpeJOTBpallleHne, peaOWInTalMi0, Ha COXpaHEHHWEe, MPEJOTBpAlllCHHEe WM [pepbIBaHUE
OepeMEeHHOCTH;

25) cepus JIEKapCTBEHHOTO CPEJICTBA - KOJMYECTBO JIEKAPCTBEHHOI'O CPEICTBA, NMPOU3BEICHHOE B
pe3yabTaTe OJTHOTO TEXHOJIOTMUECKOTO IIUKJIA €r0 IPOU3BOAUTEIIEM;

26) perucTpalioHHOE yA0CTOBEPEHUE JIEKAPCTBEHHOIO IIpenapara - JOKyMEHT, IOATBEPK A0
(bakT rocy1apcTBEHHON PEruCTpalyy JIEKAPCTBEHHOTO Mperapara;

26.1) nepkarenb WM BiajAesel] PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOrO Ipernapara -
pa3paboTYMK JIEKApPCTBEHHOTO CPEJICTBA, IMPOU3BOAUTENb JIEKAPCTBEHHBIX CPEACTB MM HMHOE
IOPUINYECKOE JIUII0, 00J1a/1ato1iee MIPaBOM BIIAJICHUS PETHCTPALIMOHHBIM yI0CTOBEpEHHEM, KOTOPbIE
HECYT OTBETCTBEHHOCTD 3a KaueCTBO, 3()()eKTUBHOCTh U 0€30MaCHOCTh JIEKAPCTBEHHOTO Mpenapara;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. or 13.07.2015))

27) perucTpaoHHBIA HOMEp - KOJI0BOE 0003HAYCHHE, IPUCBOCHHOE JIEKAPCTBEHHOMY IpenapaTy
IIPU €r0 TOCYJAapCTBEHHOM DPETUCTpaluu WM perucrpauuu; (B pen. PenepasbHOro 3aKoHa OT
30.01.2024 N 1-®3)

28) oOpaiieHue JEKapCTBEHHBIX CpPEACTB - pa3paboTka, MOKIMHUYECKHE HCCIICIOBaHUS,
KIIMHUYECKUE HCCIIEI0BaHUs, HKCIEPTU3a, IOCYJAapCTBEHHAsl PETUCTpalds WIM Pperucrpanus,
CTaHJapTHU3aLMs U KOHTPOJIb KaueCTBa, IPOM3BOACTBO, U3TOTOBJIIEHNE, XPAaHEHHE, IEPEBO3KA, BBO3 B
Poccuiickyro ®enepanuro, BbeiB03 U3 Poccuiickoii ®enepauuu, pexiaMa, OTIIYCK, pealu3anus,
nepenaya, IPUMEHEHUE, YHUUTOKEHUE JIEKAPCTBEHHBIX CPEICTB; (B pel. PenepanbHbIX 3aKOHOB OT
06.12.2011 N 409-@3, or 30.01.2024 N 1-P3)

29) cyObekThl OOpamieHHus JIEKapCTBEHHBIX CPEICTB - (U3MYECKHe JMIa, B TOM YHCIE
WH/IMBUyaIbHbIC TPEANPUHUMATENN, U IOPUANYECKHE JINIA, OCYIIECTBISIONINE IEATEILHOCTD MPH
00palleHnH JIEKaPCTBEHHBIX CPEJICTB;

30) pa3paboTUuK JIEKAPCTBEHHOTO CPEACTBA - OPraHU3allMs, 00JIaaromas npaBaMyu Ha pe3yabTaThl
JTOKJIMHUYECKUX  WCCIICOBAaHUM  JIEKAPCTBEHHOTO  CPEACTBA, KIMHMUYECKUX  HCCIIECIOBAHUI
JIEKapCTBEHHOTO TpernapaTta M (WiIM) Ha TEXHOJOTHIO MPOM3BOJCTBA JIEKAPCTBEHHOI'O CPEJNICTBA; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

31) npou3BOACTBO JEKAPCTBEHHBIX CPEACTB - JEATENBHOCTh MO MPOU3BOACTBY JIEKApPCTBEHHBIX
CPEACTB OpraHu3alMsIMU - IPOU3BOAUTEIIAMHU JICKAPCTBEHHBIX CpPEICTB HAa OJHOM CTajuu,
HECKOJIBKMX WJIM BCEX CTAIMAX TEXHOJIOTMYECKOIO IPOLECCa, a TAKKE 110 XPAHCHUIO U pean3aluu
IIPOU3BEICHHBIX JIEKAPCTBEHHBIX CPEICTB;

31.1) npou3BOACTBEHHAS IUIOIIAJKA - TEPPUTOPHATIEHO 000COOJIEHHBI KOMIUIEKC MPOU3BOAUTEINS
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JIEKapCTBEHHBIX CPEACTB, INPEAHA3HAUYEHHBIM JUIs BBINOJIHEHUS BCETO Ipoliecca IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEACTB WM €ro ONpeleNeHHON cranuu; (B pen. denepanbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

32) mpou3BOOUTEND JIEKAPCTBEHHBIX CPEICTB - OPraHM3allMsl, OCYIIECTBISAIOUIas MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUH C TPEOOBAaHUSAMH HacTosIIero denepaibHOTo 3aKOHA;

33) dapmaneBTHUYECKas JESATEIBHOCTD - ACSITEIbHOCTD, BKIIOUYAIONIAs B c€0sl ONTOBYIO TOPTOBIIIO
JEKapCTBEHHBIMU CpPEICTBAMHU, MX XpaHEHHE, MEpPeBO3KY M (WIM) PO3HUUYHYIO TOPTOBIIIO
JIeKapCTBEHHBIMH TpenapaTamMy, B TOM YHUCIE JUCTAHIIMOHHBIM CIIOCOOOM, MX OTIIYCK, XpaHEHHUE,
IIEPEBO3KY, H3TOTOBJIEHUE JIEKAPCTBEHHBIX IpenaparoB; (B pena. denepampHOro 3akoHa OT
03.04.2020 N 105-®3)

34) opraHuzanus = ONTOBOM  TOPIOBIM  JIEKAPCTBEHHBIMU  CPEACTBAMU -  OpraHM3alus,
OCYIIECTBIISIONIAs] ONTOBYIO TOPrOBIIIO JIEKAPCTBEHHBIMHM CPEJICTBAMU, UX XpPaHEHHE, IEPEBO3KY B
COOTBETCTBUH € TpeOOBaHUAMH HacTosero denepanbHOro 3aKOHa;

35) anreyHas oOpraHu3anUs - OpraHu3alusi, CTPYKTYpHOE NOJpas[esieHue MEAULUHCKON
OpraHu3aIlM, OCYIIECTBISAIONINE PO3HUYHYIO TOPTOBJIO JIEKAPCTBEHHBIMHU IIperapaTaMu, B TOM
qHcie AUCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHe, MIEPEBO3KY, U3TOTOBJIEHUE U OTITYCK JICKapPCTBEHHBIX
IpenapaTroB A MEAMLMHCKOTO NPUMEHEHUS B COOTBETCTBHHM C TPEOOBAHMSIMM HACTOSIIETO
@enepanbHOro 3akoHa; (B pex. denepanbHbix 3akoHOB 0T 25.11.2013 N 317-P3, or 03.04.2020 N
105-D3)

36) BerepuHapHas anTeyHas OpraHM3alUs - OpraHu3alus, CTPYKTypHOE TOApa3/eicHUe
BETCPUHAPHOW OpPraHM3aLMH, OCYLIECTBISAIOMINE PO3HUYHYIO TOPTOBIIO  JICKAPCTBEHHBIMU
npenapatamMi, B TOM 4YHCIE JUCTAHLIMOHHBIM CIOCOOOM, XpaHEHHE, HM3TOTOBJICHHE U OTIYCK
JICKapCTBEHHBIX IPENapaToB s BETEPUHAPHOTO NMPUMEHEHHUS B COOTBETCTBHU C TPEOOBAHUSIMHU
HacTosero denepalbHOro 3akoHa; (B pea. @enepanbHoro 3akoHa ot 03.04.2020 N 105-P3)

37) danbcupuIpoBaHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPENICTBO, COMPOBOXKIAEMOE
JI0XHOM MH(OpMAIE 0 ero CoCTaBe U (W) IPOU3BOIUTETIE;

38) HemoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIGKAPCTBEHHOE CpPEICTBO, HE
COOTBETCTBYyIOIIee TpeOoBaHUSAM (papmakomneiiHoi craThu MO0 B cioy4yae €€ OTCYTCTBHUSA
TpeOOBaHUSAM HOPMATUBHON JOKYMEHTAIIMH WJIX HOPMATUBHOTO JIOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEACTBO, HaxXosmIeecsi B 000poTe
C HapyUIEHUEM T'PaKJAHCKOIO 3aKOHO/IATENbCTRA;

40)  JOKIMHUYECKOE  HCCIIEJOBaHUE  JIGKAPCTBEHHOTO  CpeACcTBa -  OMOJIOTHYECKHE,
MUKPOOHOIOTUYECKHE, MMMYHOJIOTHYECKHE, TOKCUKOJIOTHUECKHUE, (bapmakosiorniueckue,
¢usnueckre, XUMHUUECKUE U JPYTUe MCCIEOBAHUS JIEKAPCTBEHHOTO CPEJICTBA MyTeM NPUMEHEHHUS
Hay4YHBIX METOJOB OIICHOK B LEJISIX MOJYYEHHs [O0Ka3aTeJIbCTB OE€30MaCHOCTH, KadecTBa M
3¢ EKTUBHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA;

4]1) KIMHUYECKOE MHCCIENOBAHUE JIEKaPCTBEHHOIO IIpernapaTa - HW3y4YE€HHE IUarHOCTHYECKHX,
neueOHbIX, NPOPUIAKTHYECKUX, (PAPMAKOJOTHUECKUX CBOMCTB JIEKAPCTBEHHOTO IIpernapara B
mpolecce €ro MpUMEHEHHs Yy 4YellOBeKa, >KUBOTHOTO, B TOM 4YHCIE MPOIECCOB BCACHIBAHUS,
pacripenienieHus, ©3MEHEHHS U BbIBEICHUS, IIyTEM MPUMEHEHHs HayYHBIX METOJIOB OILICHOK B IEJISAX
MOJTyYeHHS 10Ka3aTeIbCTB 0€30MacHOCTH, KauecTBa U 3PPEKTUBHOCTH JICKApPCTBEHHOT'O Ipernapara,
JAHHBIX O HEXeNaTeNbHBIX pPEaKIMAX OpraHu3Ma 4eJOBEKa, J>KMBOTHOTO Ha TPHUMEHEHHUE
JIEKapCTBEHHOTO Tpemnapata U 00 3(dQexTe ero B3aMMOACUCTBHUS C JAPYTHMMH JIEKapCTBEHHBIMH
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npenapaTamu U (WIN) OUILIEBBIMU POAYKTaMHU, KOPMaMU;

42) MHOTOLIEHTPOBOE KIMHMUYECKOE MCCIEA0BAHNE JIEKAPCTBEHHOTO Mpenapara i MEJUIIMHCKOTO
IIPUMEHEHHS - KJIMHUYECKOE HCCIIEJOBAHME JIEKAPCTBEHHOIO IIpenapara s MEIUIIMHCKOrOo
NPUMEHEHHS, TPOBOJMMOE pa3pabOTYMKOM JIEKAPCTBEHHOrO IIperapara B JBYX U Oolee
MEIUIMHCKUX  OpraHu3alusXx [0 €AMHOMY IPOTOKOJy  KJIMHMYECKOIO  HCCIIEJOBAHMS
JIEKapCTBEHHOI'O IIpETapara;

43) MeXIyHapOJHOE MHOIOLIEHTPOBOE KIMHMYECKOE HCCIIEOBAHME JIEKAPCTBEHHOI'O IIpernapara
U1l MEIULUHCKOTO NMPUMEHEHUS - KIMHUYECKOE HMCCIIEIOBAHMUE JIEKAPCTBEHHOIO Ipenapara Jyis
MEIULUHCKOTO MPUMEHEHHs, MPOBOJUMOE pa3pabOTUYMKOM JICKApCTBEHHOTO IIpenapara B
pPa3IMYHBIX CTpPAaHaX IO €JUHOMY IPOTOKOJIY KIMHHUYECKOTO HCCIEN0BAHUSA JIEKAPCTBEHHOIO
npernapara;

44) TNOCTPEruCTpallMOHHOE KIMHUYECKOE MCCIIEJOBAHME JIEKAPCTBEHHOIO IIpemnapaTta Jyisl
MEIUIMHCKOTO TIPUMEHEHUs - KIMHUYECKOE MCCIEN0BaHUE JIEKAPCTBEHHOIO IIpenapara Jyis
MEIUIMHCKOTO IPUMEHEHHs, IMPOBOJAMMOE IPOU3BOJIUTENEM JIEKApCTBEHHOIO IIpemnapara,
IpaXJaHCKHI 00OpPOT KOTOPOTO OCYIIECTBISICTCS TOCJHE TOCYAAPCTBEHHOM pPErucTpaluu WM
perucTpanyy, B LeNsAX JONOJHUTEIBHOro coopa MaHHBIX O ero OezomacHocTH U 3(deKTuBHOCTH,
paciIMpeHus MOKa3aHUi K MPUMEHEHHUIO JaHHOTO JIEKAPCTBEHHOTO IIperapaTa, a TakKe BbISBICHUS
HEeXeJaTelIbHBIX pPeakUuid MalueHTOB Ha ero Jaeicreue; (B pen. denepalbHOro 3akoHAa OT
30.01.2024 N 1-®3)

45) wuccnenoBaHue OMOPKBUBAJICHTHOCTH JIEKAPCTBEHHOIO IIperapara - BUJA KIMHUYECKOTO
UCCIIEIOBaHMUs  JIEKAPCTBEHHOTO IIpernapara, IPOBEAECHHE KOTOPOTO OCYILIECTBISIETCA  JUIS
OIpENIEJICHUs] CKOPOCTH BCAChIBAaHHMSI W BBIBEACHUS OIHOTO WM HECKOJBKUX OOJIaaromux
(apMakoJIIOTHYECKOH  aKTUBHOCTHIO JCHCTBYIOIIMX BEIIECTB, KOJMWYECTBA JIEKAPCTBEHHOTO
Ipenapara, JOCTUTAIOIIEr0 CUCTEMHOIO KPOBOTOKA, U PE3yJbTaThl KOTOPOTO MO3BOJSIOT CHEIaTh
BBIBOJ] O OMO3KBHBAJICHTHOCTH BOCIPOM3BEIECHHOIO JICKAPCTBEHHOI'O IMperapara B OMpeesICHHBIX
JIEKapCTBEHHON (opMe M JO3MPOBKE, COOTBETCTBYIOIIMX (OpMe U JO3UPOBKE pedepeHTHOro
JEKapCTBEHHOIro mpemnaparta; (B pen. ®PeaepanbHoro 3akoHa or 22.12.2014 N 429-®P3 (pex. or

13.07.2015))

46) wuccnenoBaHHE TEPANEBTUYECKONW SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IIPEMAapaToB - BUJ
KJIMHUYECKOT'O MCCIIEIOBAHUS JIGKAPCTBEHHBIX MPENapaToB, MPOBEACHNUE KOTOPOTO OCYIIECTBIISACTCS
JUISL BBISABJICHHSI OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpPENapaToB ONpPEIEICHHON JeKapCTBEHHOM
dopmMBI, a TakKe HaIWYMA OJMHAKOBBIX IMOKazaTenel Oe3omacHOCTH H  3(PPEKTHUBHOCTU
JIeKapCTBEHHBIX MPENapaToB, OJUHAKOBBIX KIMHUYECKUX 3()()EKTOB MPH UX MPUMEHEHHH;

47) mpoTOKOJN KJIMHUYECKOTO HCCIIEIOBAaHMUS JIEKAPCTBEHHOIO IIpernapaTa - JOKyMEHT, B KOTOPOM
ONpENeNAIOTCA e, (OPMBI OpPTaHU3allMM M METOJOJOTHS IPOBEICHUS KIMHUYECKOTO
MCCIIEIOBAHMS, CTATUCTUYECKUE METOIbI 00pabOTKH Pe3ysIbTaTOB TAaKOTO MCCIEIOBAHUS U MEPHI I10
obecrieyeHn0 0e30MacHOCTH (PU3MYECKUX JIMI, YYAaCTBYIOIIUX B KIMHUYECKOM HCCIIEIOBaHUU
JIEKapCTBEHHOI'O IIpernapara;

48) Oporropa HcCaeI0BaTeNsl - CBOJHOE U3JI0KEHUE PE3yJIbTaTOB JOKIMHUYECKOTO MCCIIEAOBAHMS
JICKaApCTBEHHOTO CPEACTBA M KIMHMYECKOTO MCCIEIOBaHUS JIEKAPCTBEHHOTO Iperapara Juls
MEIULUHCKOTO MPUMEHEHHUS;

49) uHPOPMALIMOHHBIN JIMCTOK MALMEHTA - TOKYMEHT, B KOTOPOM COJIEPKaTCs B IOCTYIHOM dopme
CBECHMSI, KacalolIrecsl IPOBOAUMOIO KIIMHUYECKOTO UCCIIEJOBAHMSI JIEKAPCTBEHHOIO IIpenapara, u
B NHUCbMEHHOW (opMe 10OpPOBOJIILHOE COIJIacMe MaluMeHTa Ha YYacTHe B KIMHUYECKOM
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HUCCIICAOBAHNHU JICKAPCTBCHHOT'O IIPCIiapaTa MmocCjC O3HAKOMJICHUSA C 0COOEHHOCTSIMH KJIMHUYECKOTO
HUCCIICAO0BAaHNMA, UMCIOIMMHU 3HAYCHUC JJISI BBIPAXKCHUS TAKOTO COTJIACHSA;

50) mnobGouHoe JeiicTBHE - peakUuss OpraHu3Ma, BO3HMKIIAS B CBA3M C IPUMEHEHHEM
JIEKapCTBEHHOTO TpernapaTa B J103aX, PEKOMEHIYEMBIX B MHCTPYKLUHUHU IO €ro MPUMEHEHUIO, IS
npoWIAKTUKH, TUATHOCTUKY, JICUSHHUS 3a00JIeBaHUS WITH [T PeaOMIINTaluu;

50.1) HexenaTenbHas peakUMs - HENpeJHAMEpPEHHas HeOIarompuaTHas peakiys OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C IPUMEHEHHUEM JIEKapCTBEHHOIO mpenapara; (B pea. denepanpHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

51) cepbe3Hass HeXenaTelbHas peaklus - HEXenaTelabHas pPEakius OpraHu3Ma, CBs3aHHAs C
IIPUMEHEHUEM JICKapCTBEHHOI'O IIpernapara, IpuBeIIas K CMEPTH, BPOKICHHBIM aHOMAJIMAM WU
MOpPOKaM pa3BUTH JHOO0 MpeCTaBIAomas OO0l yrpo3y *KHU3HH, TpeOyIoasi TOCIUTATN3AUH UITH
MpUBE/IIAs K CTOMKON yTpare TpyI0CIIOCOOHOCTH U (MJIM) HHBAJIHMIHOCTH;

52) HempenBUACHHAs HEXKENAaTeIbHAs PEAKIMS - HEXKENaTelIbHas PEaKus OpraHu3Ma, KOTopas
CBsI3aHA C NIPUMEHEHUEM JIEKAPCTBEHHOIO Ipernapara B J103aX, PEKOMEHIYEMBIX B IIPOTOKOJIE €T0
KJIMHUYECKOTO HCCIIeIOBaHMs, OpoIIope HcCiaeloBaress, WK C NMPUMEHEHHEM JIEKapCTBEHHOTO
mpernapara B /033X, PEKOMEHIYEMBIX B HMHCTPYKLHHU IO €ro NMPUMEHEHHUIO Uil MPO(PHUIAKTHKH,
IMAarHOCTHKH, JICYeHUs 3a00JIeBaHUS WM MEIUIMHCKOW peadWIMTalMy TMAalUeHTa, U CYIIHOCTb,
TSOKECTh WJIM HUCXOJ KOTOPOM HE COOTBETCTBYET HMH(OpMAIMHM O JIEKAPCTBEHHOM IIperapare,
cojiepKalieiics B MPOTOKOJIE €ro KIMHUYECKOro HCCIeOBaHMs, OpOLIope HcciaenoBaTes Wik B
MHCTPYKIIMU IO TNPHUMEHEHHUIO JIeKapCTBEHHOTO Impemnapara; (B pen. denepanbHOTO 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

52.1) ¢apmakonaa3op - BUA ACATEIBHOCTH MO MOHUTOPHHTY 3(PQPEKTUBHOCTH U O€30MacCHOCTU
JICKapCTBEHHBIX IMPENapaTroB, HANpPABICHHBIM Ha BBIABICHHE, OLEHKY M IpelOTBpalleHUe
HEXKEJIaTeNbHbIX MOCEICTBUI NMPUMEHEHUS JIGKApCTBEHHBIX MpenapaTos; (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

52.2) mnaH ympaBieHHS PUCKaMHM - MOJIPOOHOE OIMHUCAHHWE MEPONPHUATHHA MO (GapMaKOHAI30py,
HaIpaBJICHHBIX Ha BBIABICHHE, OLICHKY U MPEIOTBPALICHUE WIM MUHUMH3AINIO PUCKOB, CBSI3aHHBIX
C JIEKapCTBEHHBIMU TpenapaTaMu, BKIOYas OLIEHKY 3P PEeKTUBHOCTH JaHHBIX MEPONIPHUATUH; (B pe.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

53) peuent Ha JEKapCTBEHHBIH Mpenapar - MEAMLMHCKUN JOKYMEHT YCTaHOBIIEHHOH (DOPMBI,
coJiepKalliil Ha3HAYEeHUE JIEKAaPCTBEHHOI'O IIpenapaTa AJis MEAUIMHCKOTO IIPUMEHEHUS, BbIIaHHbIN
MEIULIUHCKUM PAaOOTHUKOM B LIEJSIX OTITYCKa JIEKApCTBEHHOTO Iperapara Wik ero U3roTOBICHUS U
OTIIyCKa Ha OyMa)XHOM HOCHTEJIE WJIN C COIVIACHs MAallMEHTa WINA €ro 3aKOHHOTO IPEJICTaBUTEINS B
dopMe  BJEKTPOHHOrO  JOKYMEHTa,  TOANMHMCAHHOTO C  HCIOJIb30BAaHMEM  YCHUIJIEHHOU
KBAJTM(HUIUPOBAHHONW DJIEKTPOHHON MMOAMUCH MEAMLMHCKOrOo pabOTHUKA, JHOO JOKYMEHT
YCTAHOBJICHHOH (hOPMBI, COAEpIKAIINi Ha3HAYCHUE JIEKAPCTBEHHOTO Mperapara /i BETepUHAPHOTO
NPUMEHEHHUS, BBIIAHHBIN CIIEHUAINCTOM B 00JaCTH BETEpUHAPUH B IIEIISAX OTIYCKa JIEKAPCTBEHHOTO
mpernapara MM €ro HM3TOTOBJCHHS M OTIyCka Ha OymMakHOM HocuTene; (B pen. DenepaibHBIX
3akoHOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-03)

54) TpeGoBaHME MEIUIIMHCKONH OpraHM3alud, BETCPUHAPHONW OpraHM3alUU - JOKYMEHT
YCTQHOBJICHHOH (DOPMBI, KOTOPBIH BBINMHCAH MEAWLIUHCKUM pPAOOTHUKOM MJIHM CIEHUAINCTOM B
00JIaCTH BETEpHUHAPUHU, UMEIOUIMMU Ha 3TO NPaBO, U COACPKUT B MUCBMEHHOH (Qopme ykazaHHe
anTEeYHON OpraHM3alMU WM BETEPUHAPHOW aNTEeYHOH OpraHm3aiuu o0 OTIYCKE JIEKapCTBEHHOTO
mpernapara WM O €ro HM3rOTOBJICHMHM M 00 OTHycKe s oOecredyeHHs JeuyeOHOro mporecca B
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MEIUIMHCKOW OpraHu3alvy, BETepUHApHON opranuzauuu; (B pea. denepanpHOro 3akoHa OT
02.08.2019 N 297-®3)

55) KoMIUJIeKCHast OLIEHKa JIEKapCTBEHHOIO TIpemapara - OLEHKa 3aperucTpUpPOBAHHOTO
JIEKapCTBEHHOTO IIperapara, BKIOYamomas B ce0sd aHanu3 WHPOpMAIMKM O CPaBHHUTEIBHOM
KIMHUYeCKOH  3((eKTHBHOCTH W OE30MacHOCTH  JIGKAPCTBEHHOTO  IpemapaTta,  OLECHKY
HSKOHOMHUYECKUX TOCJIEICTBUM €ro MNPUMEHEHUS, HW3Y4YCHUE OMOJHUTEIbHBIX MOCIEICTBHUIMI
NPUMEHEHUS JIEKAPCTBEHHOTO MpernapaTa B LEeNIX MPUHATUS PEIICHHH O BO3MOKHOCTH BKJIIOUEHHS
JICKapCTBEHHOTO Iperapara B MepeuyeHb KU3HECHHO HEOOXOAMMBIX U Ba)KHEHIIMX JIEKAPCTBEHHBIX
IpernapaToB, HOPMAaTHBHBIC IIPABOBBIC aKThl W HHBIE JOKYMEHTBI, ONPEICISIONINE MOPAIOK
OKa3aHMUA MEJWIUHCKOW TIOMOIIM, WJIM HCKIIOYEHHsS €ro M3 YKa3aHHBIX IE€peyHs, aKTOB W
JOKYMEHTOB; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

56) cuctemMa MOHMTOPHMHIA JBUKEHMSI JIEKaPCTBEHHBIX MpENapaTroB Uil MEIUIIMHCKOTO
NpUMEHEeHHUS - (efepasibHas TOCyAapCTBeHHAs: HHPOPMAIMOHHAS CUCTEMa MOHUTOPUHTA JABHKEHHUS
JIEKapCTBEHHBIX IPENapaTroB Il MEAUIMHCKOTO MPUMEHEHUS OT IPOU3BOJUTENS 10 KOHEUYHOI'O
NoTpeOUTENS C MCIOJIb30BAaHUEM B OTHOIICHUH JIGKAPCTBEHHBIX MPENapaToB U MEIUIIMHCKOTO
pUMEHEHHS CpeACTB uaeHtuukanuu. (B pea. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

I'nasa 2. IOJTHOMOYMS ®EJEPAJIBHBIX OPTAHOB
HUCIOJTHUTEJBHOM BJIACTHU, OPTAHOB
NCHOJHUTEJBHOM BJIACTHU CYBBEKTOB POCCUHCKOMN
®EJIEPALIMU ITPU OBPAIIIEHUU JIEKAPCTBEHHBIX
CPEJICTB

Crarps S. [lostHOMOo4Yus ¢eaepaibHBIX OPraHOB UCIIOJTHUTEIbHOMN
BJIACTHU NIPU O0pAIEeHUH JIEKAPCTBEHHBIX CPEACTB

K nonnomounsiM henepabHBIX OPraHOB MCTIONHUTEIBHON BIACTH MPU 0OpaIlieHNH JIEKapCTBEHHBIX
CPEICTB OTHOCATCS:

1) mposenenne B Poccuiickoii denepanyu eAWHONW TOCYIAPCTBEHHOM MOJUTHKH B OOJIACTH
obecrieyeHnsl JICKapCTBEHHBIMHM TIpenapaTamMu rpaxnaaH B Poccuiickoit ®enepanuu; (B pen.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

2) yTBepkAeHHE oOmmMX ¢dapMaKONEWHBIX cTaTel, QapMakoNeWHBIX CTaTed, W3IaHue
rOCyJapCTBEHHOH (apmakoren, co3JaHHe W BeACHUE peecTpa (apMaKOMEHHBIX CTaHIAPTHBIX
o0pa3ios; (B pea. @exepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

3) ocymectBieHue (eneparbHOro rocyAapCTBEHHOTO KOHTPOJs (Haa3opa) B chepe oOparieHus
JIEKApCTBEHHBIX CPeACTB; (B pea. PeaepanbHbiX 3ak0HOB OT 25.06.2012 N 93-®3, ot 11.06.2021 N
170-P3)

4) NUIEH3UPOBAHUE MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB, B TOM 4YHCiIe (eaepaibHbIi
TOCYJapCTBEHHBIN JIMIICH3HOHHBI KOHTPOJb JEATENHOCTH IO MPOU3BOJCTBY JICKAPCTBEHHBIX
CPEACTB, MEPHUOIMUYECKOE MOATBEPIKJICHHE COOTBETCTBUS JIMICH3MATA, MMEIOIIETO JIMLEH3UIO Ha
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, U (papMaleBTUUECKOH AEATENbHOCTH B COOTBETCTBHH C
3aKkoHoAaTenbcTBOM Poccuiickoit @enepanuy; (B pea. @enepanpHoro 3akoHa oT 11.06.2021 N 170-
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D3)

5) opraHuzanus S3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB, ATHUYECKON SKCIEPTH3bl BO3MOKHOCTH
IIPOBEJEHUS KJIMHMUYECKOTO MCCIEAOBAHUS JIEKapCTBEHHOI'O Ipenapara Uil MEIUIIMHCKOrO
IIPUMEHEHHUS, OKCIEPTU3bl JOKYMEHTOB, IPEACTABIEHHBIX JJs OINPEACIECHUS BO3MOKHOCTH
paccMaTpuBaTh JEKapCTBEHHBIN IpenapaT Uil MEIUIIMHCKOTO IPUMEHEHHS B KauyecTBEe OpPaHHOTO
JeKapCcTBEHHOTO Tpemnapara; (B pen. denepanbHbix 3akoHOB oT 22.12.2014 N 429-D3 (pen. ot
13.07.2015), ot 30.01.2024 N 1-®3)

5.1) opraHu3anus IpOBEIEHUS KOMIUIEKCHOM OLIEHKM JIEKapCTBEHHOI'O Ipenapara B LEJIX
IIPUHSTHS PELIEHUH O BO3MOYKHOCTH BKJIFOUEHUS JIEKAPCTBEHHOT'O IIpenapara B IEpeUYeHb KU3HEHHO
HEOOXOMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IMPENapaToB, HOPMATHBHbIE MTPABOBBIC AKThl U HHbIC
JOKYMEHTBI, OIPEAEIAIONINe NOPAIOK OKa3aHUs MEIULMHCKON MOMOLIM WM UCKIIYEHHS €TI0 U3
YKa3aHHBIX [IEPEYHs, aKTOB U IOKyMEHTOB; (B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-P3
(pen. or 13.07.2015))

6) BblIa4ya pa3pellieHUui Ha MIPOBEIECHUE KIIMHUYECKUX UCCIIEI0OBAaHUI JIEKapCTBEHHBIX IIPENAapaToB,
BEJICHHE pEECTpa BBIJAHHBIX pPa3pelIcHUHM Ha IMPOBEICHHE KIWHUYECKUX MCCIIECIOBAaHUN
JIEKApCTBEHHBIX IIPENAPaTOB;

7) rocynapCTBEHHas perucTpaius JEKapCTBEHHBIX IPENapaTroB, BEIACHHE TOCYAAPCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPE/ICTB;

7.1) peructpanus, NOATBEPKIACHHE pErucTpaluu (Iepeperucrpanusi), BHECECHUE W3MEHEHHH B
PETUCTPALIMOHHOE JO0ChE, a TaKXE IPOBEICHUE MpOLENyp, CBSI3aHHBIX C PETUCTpAalMEd, B
COOTBETCTBUM C YTBEPXKACHHbIMM EBpa3sUHCKONM HKOHOMHYECKOM KOMHUCCHUEH IIpaBUIaMHU
perucTpaliMd M SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB M MEIULUHCKOTO IPUMEHEHHUS U
NpaBUJIaMU PEryJIMPOBaHUS OOpalleHUs BETCPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HA TAMOXECHHOM
Tepputopun EBpasuiickoro sakoHomMmuueckoro coro3a; (B pex. ®enepansHoro 3akona or 30.01.2024
N 1-®3)

7.2) mnpexacraBieHue  uUHGOPMAIMM O  PETHCTPALMHU,  MOATBEPKACHUM  PETUCTPAIMU
(mepeperucTpanun), BHECEHUN H3MEHEHUN B PErMCTPALMOHHOE [O0ChE, a TAKXKE O IMpoLerypax,
CBA3AHHBIX C pErucrpanuel, B EBpa3suiCKyl0 SKOHOMHMYECKYIO KOMHUCCHUIO C MCIIOJIb30BAHUEM
MHTETPUPOBAaHHONW WHGOPMAIMOHHON cucTeMbl EBpasuiickoro HSKOHOMHYECKOTO COI03a B
COOTBETCTBUM C YTBEPXKACHHBIMH EBpasuiiCKOM JKOHOMHYECKOM KOMHUCCHEW IOPSIAKOM
dbopMHpOBaHHS W BEACHUS EIWHOIO PEECTpa 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
EBpa3uiickoro SKOHOMHYECKOTO COI03a U MpaBWIIAMHU PETyIUPOBaHMS OOpPAIICHUs BETEPHUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB 32 TaMOXXEHHOW TeppuUTOpuM EBpa3niickoro 3KOHOMHYECKOrO COr03a; (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

8) opranuzanus u (WIM) MPOBEACHUE MHCIEKTUPOBAHMS CYOBEKTOB OOpAIICHUs JEKapCTBEHHBIX
CPEACTB HA COOTBETCTBHUE YTBEPKIAECHHBIM EBpa3uiiCKO SKOHOMHYECKOW KOMHCCHEHN IpaBHIIAM
Ha/IJIeKaIIen 1abopaTopHoOi MPAKTUKU, TIPAaBUIIaM HaJUIeKallel KIMHUYECKOH MPaKTHKH, TpaBUIaM
Ha/IJIeKaIIel TUCTPUOBIOTOPCKOM MPaKTHKY, MIPABUIaM HAAJISKaIIed NPpakTUKK (papMaKkoHa30pa, a
TaKXe YTBEPXKJICHHBIM YIOJIHOMOYEHHBIMU (eiepabHBIMU OpraHaMH MCIOJHHUTEIBHON BIIACTH
IIpaBWJIaM HaJyIeXkalllel aTeyHoN PaKTUKY, IPAaBUjIaM XpaHEHMs JIEKAPCTBEHHBIX CPEJCTB; (B pell.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

8.1) opranmzanus M (W) MPOBEACHUE MHCIIEKTUPOBAHUS CYyOBEKTOB OOpAIleHUs JTEKapCTBEHHBIX
CpPeACTB Ha COOTBETCTBHE TpPEOOBAaHMIM NpPaBWI HaJUIekKalled MPOU3BOJACTBEHHON MPAKTUKH,
BbIJIa4ya 3aKIIOYEHHH O COOTBETCTBUU MPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUIM
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IIpaBWJI HaJUIeXkallleld MPOU3BOJICTBEHHON NMpakTuKy; (B pea. PenepanbHOro 3akoHa ot 22.12.2014
N 429-®3 (pen. or 13.07.2015))

8.2) ycTaHOBIEHHE NOpSAJKAa BEJIEHUS U BEJIECHUE TOCYAAPCTBEHHOTO PEECTpa 3aKIOYEHHH O
COOTBETCTBUHM TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHUSAM TPABWI HAJIEXKaIIeH
IIPOU3BOJCTBEHHONW NpakTHKY; (B pen. PeaepanbHOro 3akoHa or 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

9) rocynmapcTBEeHHas perucTpauusi HpelIeNbHbIX OTIHYCKHBIX IIEH IPOM3BOAMUTENEN Ha
JICKapCTBEHHBIE IpENapaThl, BKIIOUYEHHBIC B MEPEYCHb XU3HEHHO HEOOXOAMMBIX M BAXKHEUIIHNX
JIEKapCTBEHHBIX MPENapaToB, U BEJEHUE T'OCYJIaPCTBEHHOIO peecTpa MPEIEibHbIX OTIYCKHBIX LIEH
IIPOM3BOJUTENIE HA JIEKapCTBEHHBIE IIpenaparbl, BKIIOYEHHbIE B IE€PEUYEHb IKU3HEHHO
HEOOXOJMMBIX W BaXKHEHIIMX JIEKapCTBEHHBIX Npenapartos; (B peld. DenepaibHOro 3akoHa OT
06.06.2019 N 134-03)

9.1) coriacoBaHue MPOEKTOB PEIICHUI OPraHOB MCIIOJHHUTEIBHON BIacTH CyObeKkTOB Poccuiickoii
@eneparn 00 yCTAaHOBICHUM U (WJIM) M3MEHEHUU IPENENbHBIX Pa3MEpOB ONTOBBIX HAJA0aBOK U
NpeJebHBIX Pa3MEepPOB PO3HUYHBIX HAA0aBOK K (PaKTUUYECKUM OTITYCKHBIM II€HAM, YCTaHOBJICHHBIM
IIPOU3BOJUTENIIMU JIEKAPCTBEHHBIX INPENapaToB, Ha JIEKAPCTBEHHBbIE IpeNapaThl, BKIIOYEHHBIE B
NEpeYeHb JKU3HEHHO HEOOXOMUMBIX U BAKHEHIIMX JIEKAPCTBEHHBIX IpernaparoB; (B pei.
®enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

10) BblHaua, yCTAaHOBJIEHHME TNOPSAAKAa BbIJAYM paA3pElICHUs Ha BBO3 KOHKPETHOM MapTHH
JEKapCTBEHHOro cpeactBa B Poccuiickyro @Penepanuio; (B pen. PeaepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.1) BbIaya, yCTaHOBJICHUE MOPSAKA BbIIaYl M (DOPMBI TOKYMEHTA, KOTOPBII MOATBEPKIALT, UTO
IIPOU3BOJICTBO JIEKAPCTBEHHOIO Mpenapara Uisi MEAULHMHCKOIO IMPUMEHEHMsI OCYIECTBIEHO B
COOTBETCTBUHM C TpeOOBaHMUSMHU NpPaBWI HAJUIeKALIEH NPOU3BOACTBEHHOW MPAKTUKH WM YTO
JIeKapCTBEHHBIH Mpenapar JUisi BETEpMHAPHOTO IPUMEHEHUS JOMYIIeH K oOparienuio B Poccuiickoit
@Denepalyy, U MOJIEKUT NMPEACTABIECHUIO N0 TPeOOBAaHUIO YIIOJHOMOYEHHOI'O OpraHa CTPaHbI, B
KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN Ipenapat; (B pen. PeaepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-
@3 (pea. or 13.07.2015), or 02.08.2019 N 297-D3)

10.2) Bblgaya, yCTaHOBIICHHE IMOPAIKA BBIAAYM M (POPMBI JOKYMEHTA, COAEPIKAIIET0 CBEICHUS O
CTaUAX TEXHOJIOITMUYECKOTO MpOLEcca IPOU3BOACTBA JIEKAPCTBEHHOT'O CPEACTBA I MEAUIIMHCKOTO
NPUMEHEHHS, OCYIIECTBIIEMBbIX Ha TEPPUTOPUH EBpazniiCKOr0 3KOHOMHUYECKOTO CO103a; (B pei.
®enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 13.07.2015 N 241-P3)

11) co3manue coBETOB MO BONPOCAM, CBA3aHHBIM C O0OpaIIeHUEM JICKapCTBEHHBIX CPEJICTB;
12) arrecranus u cepTU(PUKAIUS CICIIHATHUCTOB;

13) myHkt yrpatui cuiy. (B pea. @enepanbHoro 3akoHa ot 02.07.2013 N 185-P3)

14) ocymectBnenue (apmakonamzopa; (B pea. ®PenepanbHoro 3akoHa or 22.12.2014 N 429-93
(pen. or 13.07.2015))

15) yuactue B MeXayHapOAHOM COTPYIHUYECTBE;

16) nmonydenue 1o 3ampocaM yHOJIHOMOYEHHOTO (eiepaIbHOro OpraHa UCIIOJHUTEILHON BIACTH OT
OpPraHOB HCHOJHHUTENBbHOM BiacTu cyObekToB Poccuiickoit dexepanmu, a Takxke OT CyOBEKTOB
oOpaleHus JIEKAPCTBEHHBIX CPEACTB Ui MEJAULIMHCKOTO MPUMEHEHHU WH(GOpMAIMK MO0 BOIPOCAM
YCTAQHOBJICHHS U IPUMEHEHUS 1IEH Ha JICKapCTBEHHBIE MPeraparhl U Hal0aBOK K HUM;
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17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapyLIEHHE 3aKOHOAaTenbcTBa Poccuiickoit denepanuy;

18) yTBepkaeHHE NpaBWI HAAJIESKAIIEW JIabOpaTOpHOW TPAKTUKH, TMPaBHI HaJIeKalleH
KJIMHUYECKOW MPAKTUKH, IIPABWII HAJIEKALICH ITPOU3BOACTBEHHON TPAKTUKH, IIPaBUJI HAJUICKALLEH
IIPAKTUKN XPAHEHUS W NEPEBO3KU JIEKAPCTBEHHBIX IPENApaTOB JUIsl MEIULMHCKOTO MPUMEHEHUS,
IIPaBWJI XpaHEHUs JIEKAPCTBEHHBIX CPEJCTB JIUIsl BETEPUHAPHOTO PUMEHEHUS, IIPaBWJI HaJUIeKalleH
IUCTPUOBIOTOPCKON TPAKTHKH, MPaBHJI HAIJIEKAIICH anTEeYHOM NMPaKTHUKH, MPABUIJI HaJUIeKalle
MPaKTUKU (hapMaKoHaI30pa JIEKAPCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO MPUMEHEHHS;, (B peil.
®enepasbHbIX 3aKOHOB 0T 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 28.04.2023 N 171-P3)

19) ycranoBnenue nopsaka GOpMUPOBAHUS PETUCTPALIMOHHOTO JOChE Ha JIEKapCTBEHHBIH Mpemnapar
IUIE BETEPUHAPHOTO TPHUMEHEHUs W TpeOOBaHMHA K JOKyMEHTaM B €ro cocrase; (B pei.
®enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-P3 (pea. ot 13.07.2015), ot 30.01.2024 N 1-P3)

20-21) myHKTHI yTpaTtuiu cuiy. (B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

22) myHKT yTpaTui cuiy. (B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-P3)

23) yTBepxkaeHue TpeOOBaHMM K MHCTPYKLUH IO BETEPUHAPHOMY NPUMEHEHHIO JIEKApCTBEHHBIX
npenapaTos; (B pen. denepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. or 13.07.2015), oT
30.01.2024 N 1-93)

24) npuHATHE PEIICHUM, SBISAIOMIUXCS OCHOBAHMSIMHU JJISl BKJIIOYEHUS JTOMEHHBIX UMEH W (WIJIH)
yKazaTelneil CTpaHHll CaliToB B HH(pOpPMAIMOHHO-TEICKOMMYHUKAaMOHHOW cetu "MHTepHer", a
TaKXe CETEeBBIX AJPECOB B €IMHYI0 aBTOMATH3MPOBAHHYIO MH(OpMAIMOHHYIO cucTteMy "EnuHblii
peecTp IOMEHHBIX UMEH, yKa3aTeleil CTpaHull CAalTOB B MH()OPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM
cetu "MHTepHeT" W CETEBBIX AJpPECcOB, TIO3BOJAIONIMX HICHTHU()UIUPOBATH CaAMTHI B
MH(POPMALIMOHHO-TEIEKOMMYHUKAaIMOHHOW ~ cetn  "HMHTepHer", coaepxamue HH(OPMAIHIO,
pacnipocTpaneHne Kotopoil B Poccuiickoii deneparun 3ampenieHo", B OTHOIIEHUH WH(pOpMAINH,
coJiepKallell NpeUIoKEeHUE O PO3HUYHON TOProBiI€ JEKAapCTBEHHBIMH IIpenapaTaMH, B TOM UHCIE
JIUCTAHIIMOHHBIM CHOCOOOM, PO3HHMYHAsi TOPrOBIII KOTOPHIMH OTpaHWYEeHa WJIM 3alpelieHa B
COOTBETCTBUHM C HactosmuM DexepanbHbIM 3aKOHOM, M (MiIM) HH(OpMAIUH, CoAepKalien
IIPEIJIOKEHUE O PO3HUYHON TOPrOBJIE JIEKAPCTBEHHBIMM IIpenaparaMd, B TOM YHCIE
JMCTAaHIIMOHHBIM CIIOCOOOM, JIMLIaMH, HE UMEIOIIUMU JIMICH3UH U Pa3pellieHrs] Ha OCYILECTBICHUE
TaKOM  JEATENIbHOCTH, €CIAM  IOJyYeHUE JIMIEH3MM M pPa3pelieHus  IpeayCMOTPEHO
3aKOHOJATEILCTBOM 00 OOpalleHUH JeKapCTBEHHBIX cpelcTB; (B pen. demepanbHOro 3akoHa OT
03.04.2020 N 105-P3)

25) BbIava paspenieHui Ha BBOJ B IPaXJIaHCKUI 000pOT MMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX
npenapatos; (B pen. @enepanpHoro 3akoHa ot 28.11.2018 N 449-P3)

26) peryiaupoBaHHE BOIIPOCOB, CBSI3aHHBIX C B3aWMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX MPENapaToB
JUI METUIIMHCKOTro puMeHeHusl. (B pel. denepanpHoro 3akoHa oT 19.10.2023 N 503-P3)

Crares 5.1. Ilepenaua ocyumecTBiaeHus MOJHOMOYUN (eepabHbIX
OPraHoOB MCIOJHHUTEIbHON BJIACTH NPHU 00PALIICHUH JICKAPCTBEHHBIX
CpeACTB OpPraHaM MCIOJHUTEIbHOH BJIACTH CYObeKTOB Poccuiickoii
Denepaunu (B pea. PeaepanbHoro 3akona ot 13.07.2015 N 233-D3)

[TomHOMOUMS (hefepaibHBIX OPraHOB HCIIOJHUTENILHOW BIIACTH MPHU OOpALICHUH JIEKApCTBEHHBIX
CPEACTB, IPEAyCMOTpeHHbIe HacTosmuM dDenepasbHbIM 3aKOHOM, MOTYT II€peNaBaTbCs Ul
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OCYIIECTBIICHUSI OpraHaM WCIOJHUTENBHOW BiacTh cyObekToB Poccuiickoit  ®Denepanun
nocraHosieHussmMu  IIpasurensctBa Poccuiickon @Penepauyu B MOPSAAKE, YCTAHOBIECHHOM
denepanbHbIM 3aKOHOM OT 6 okTA6psa 1999 roga N 184-@3 "O6 o0mux mpUHIMIAX OpraHU3alUU
3aKOHOJATEIbHBIX (IPEICTABUTENBHBIX) U MCIIOJHUTEIBHBIX OpPraHOB T'OCYJAapCTBEHHOM BIACTH
cyobektoB Poccuiickoit deneparym”.

Crarbs 6. [1oJ1THOMOYHS OPraHOB UCHOJHUTEIbHOM BJIACTH CYObEKTA
Poccuiickoin Deaepanyu npu o0OpalieHUH JEKAPCTBEHHBIX CPeICTB

K nonHOMOYMSM OpraHoB HCIOJHUTENBHON BiacTH cyObekTa Poccuiickoit ®Penepauuu mnpu
OOpaIeHNH JIEKAPCTBEHHBIX CPEJCTB OTHOCITCS:

1) pazpaboTka U peanu3alsi pETHOHANBHBIX MPOrPaMM 00eCIICUeHUs] HACEJICHUS JIeKapCTBEHHBIMU
npenaparamu;

2) ycTaHOBJICHHE MPEAETbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M MPEICIbHBIX Pa3MEepOB PO3ZHUYHBIX
Ha/10aBOK K (PaKTUUECKUM OTITYCKHBIM II€HAM, YCTaHOBJICHHBIM MPOU3BOAUTENISIMHU JICKAPCTBEHHBIX
NpernapaToB, Ha JEKapCTBEHHbIE MPENapaThl, BKIOUYEHHBIC B MEPEUCHb KU3HEHHO HEOOXOAMMBIX U
BAJKHEUIIINX JICKAPCTBEHHBIX IIPENApaToB;

3) OCyUIECTBICHHE PETMOHAJIBHOTO TOCYNApPCTBEHHOTO KOHTpPOJII 3a MpPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIE IpENapaThl, BKIIOUYEHHBIC B MEPEYCHb XKU3HEHHO HEOOXOAMMBIX M BaKHEUIINX
JICKapCTBEHHBIX IPENapaToB, OPraHU3alUSMH OINTOBOH TOPTOBIM JICKAPCTBEHHBIMH CpPEICTBAMH,
anTEeYHBIMH OPTaHMU3ALUSAMH, UHAUBUIYATbHBIMHA PEANPUHIUMATEISIMU, UMEIOIIMMH JIULEH3UIO Ha
(bapMareBTHYECKYI0 JESTeIbHOCTh, MEAULIMHCKUMH OpPTaHU3ALUSAMHU, WMEIOMIMMHU JIMIEH3UI0 Ha
(bapManeBTHUECKYIO JEeSTEIbHOCTh, U WX O00OCOOJEHHBIMH TOAPA3JCICHUAMH (aMOYIaTOPHIMH,
denpamepckuMu U QenpAMEPCKO-aKyIEPCKUMH  [TyHKTaMHU, LEHTpaMu (OTIENECHUSIMH) OoOIIen
BpaueOHOI (CeMelHOM) NpaKTUKH), PACIOJOKEHHBIMH B CEJIbCKUX HACEJIECHHBIX IyHKTaX, B
KOTOpBIX OTCYTCTBYIOT alT€4Hble opraHusauuu; (B pel. PeaepanbHbIX 3aKOHOB OT 25.06.2012 N
93-®3, o1 27.12.2019 N 475-D3)

4) mpuHATHE peuleHHs 00 MCIONB30BAaHMM Ha TeppUTOpuM cyObekra Poccuiickoit deneparuu
HapsAoy C pelenTamMu Ha JISKapCTBEHHBIC NpenapaThl, 0pOpMICHHBIMH Ha OyMa)XHOM HOCHUTEIE,
pELIeNITOB Ha JIEKApCTBEHHbBIE MpernapaTsl, CPOPMHUPOBAHHBIX B (POPME IEKTPOHHBIX JOKYMEHTOB.
(B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 242-P3)

I'nmaBa 3. TOCYJAPCTBEHHAS ®APMAKOIIESA

Crarbs 7. Pazpa0dorka u u31aHue rocy1apcTBeHHOM (papmMakoneu,
pa3MeleHue JAaHHbIX 0 Hell

1. Tlox rocymapcTBeHHOW (hapmakoreeld MOHMMAETCs CBOJ OOmUX (apMaKOMEWHBIX CTaTed |
(bapMakomneHbIX cTaTei.

2. Paszpaborka oOmmx QapmakoneiiHpIX cTaTeil M (apMakomeMHbIX CcTaTeld, B TOM YHCIE
¢dapMakonelHpIX craTeii Ha (hapMakomeiHble CTaHJapTHBIE o00pa3ibl, U BKIIOYEHHE HUX B
rOCYJapCTBEHHYIO (papMaKoIelo OCYIIECTBISIIOTCS B MOPSIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM
denepaabHBIM OPraHOM HCIOTHUTENBHOU BiacTu. (B pea. PeaepanpHoro 3akona ot 22.12.2014 N
429-®3 (pen. or 13.07.2015))



https://normativ.kontur.ru/document?moduleid=1&documentid=425441#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=396959#l341
https://normativ.kontur.ru/document?moduleid=1&documentid=396959#l341
https://normativ.kontur.ru/document?moduleid=1&documentid=351582#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=298015#l4
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1263
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1263

3. Pa3zpabotka papmaxorneiiHOi cTaTbu Ha pedepeHTHbIN JeKapCTBEHHBIN MpenapaT U BKIIOYCHHE
ee B TOCYapCTBEHHYIO (h)apMaKoIelo B TEUCHNE CPOKa ACHCTBHS 3aIIUTHI HCKIIOUUTENILHOTO MIPaBa,
yIIOCTOBEPEHHOTO TAaTEHTOM Ha pe(epeHTHBIN JIEKAPCTBEHHBIA IMpenapar, OCYLIECTBISIOTCS C
cornacust ero paspaboruuka. (B pen. denepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

4. TocynmapctBeHHass (apmakomess HW3IaeTCS YINOJHOMOYCHHBIM  (peepalbHBIM  OPraHOM
WCTIOJTHUTEIILHOM BIIACTH 32 CUET CPEACTB (perepalibHOTO OIOJKETa U TOJUICKUT TEepEeru3IaHusIM He
peke 4YeM OAWH pa3 B TMATh JIET, B TEPUOA MEXKAY KOTOPHIMU H3JAIOTCS TPUIOKEHUS K
rocyapcTBeHHOU (hapmakomee, conaepkamme oOmue (apMakomneHple cTatbl W (WIN)
(dapmakorneiHble CTaTbU, YTBEPXKACHHBIE TOCTE H3IAHHS WM TEPEH3TaHUs TOCYIapCTBEHHOU
¢bapmakomnen.

5. YHoJIHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENPHOW BIACTH pa3MellaeT JaHHBIE O
roCy/IapCcTBEHHOU (hapMakoriee W MPWIOKECHHUSIX K HeW Ha CBOeM O(UIMATbHOM CaiTe B CETH
"NHTEepHeT" B yCTAaHOBJIEHHOM UM MOPSJKE.

I'nasa 4. JULHEH3UPOBAHUE ITPOU3BO/ICTBA
JEKAPCTBEHHBIX CPEJICTB U ®PAPMAILIEBTUYECKOHN
JESATEJBHOCTHU, TOCYJAPCTBEHHBI KOHTPOJIb
(HAZI30P) B COEPE OBPAIIIEHUSA JIEKAPCTBEHHbBIX
CPEACTB (B pea. ®enepaabHoro 3akona or 11.06.2021 N 170-P3)

Cratbs 8. JIunien3upoBaHue NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB U
(hapmaneBTHYECKOH 1€ATETbHOCTH

1. JIuneH3upoBaHUE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U (hapMaleBTUUECKON NESTEIBHOCTH
OCYILIECTBJISIETCS B COOTBETCTBUU € 3aKOHOaTeNIbecTBOM Poccuiickoit deneparum.

2. O0s13aTeNbHBIM YCIOBUEM IPEAOCTABICHHS JTUIICH3UH HA IPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB
ABIISICTCS TMPUIIOKEHHUE K 3asBJICHUIO COMCKATENs JINIEH3UH TIepEeyHs JeKapCTBEHHbBIX (opM U (1IIN)
BUZOB (papMalleBTUYECKHX CyOCTaHIMH, KOTOpBIE IPOU3BOAUTENb JIEKAPCTBEHHBIX CPEICTB
HaMepeH IIPOU3BOAUTD.

3. B ciydyae He0OXOAMMOCTH PACHIMPEHUs TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB 33 CUET HOBBIX
JIEKapCTBEHHBIX (OPM U BUAOB (apMaleBTHUECKUX CYOCTAHIIMH MPOU3BOAUTEINH JIEKAPCTBEHHBIX
CPEACTB JOJDKEH MOJATh B JIMLEH3UPYIOMIUNA OpraH 3asBJICHHE O BHECEHUU M3MEHEHHUIl B peecTp
JUILEH3UI Ha POU3BOJICTBO JIEKAPCTBEHHBIX CPelCTB. (B pen. PenepanbHbix 3akoHOB 0T 02.08.2019
N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuueH3usi Ha TMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKONW CyOCTaHLIMU CIHUPTA
STUJIOBOTO (3TaHOJA) BBIAAETCS MPHU YCIOBUHM HAJIMYMA Y OpraHM3allid Ha IMpaBe COOCTBEHHOCTH,
XO3SIIICTBEHHOI'O BEJEHUS WJIM ONEPATUBHOIO YNPABICHUS OCHOBHOIO TEXHOJOTHYECKOTO
000pyOBaHUS AJISi MPOHM3BOJCTBA 3THUJIOBOTO CIUPTA, 3aPErMCTPUPOBAHHOIO B COOTBETCTBUHU CO
cratbeil 14.1 denepanbHoro 3akoHa or 22 HosOps 1995 roma N 171-03 "O rocynapcTBeHHOM
peryIupoBaHUM MPOU3BOJCTBA U 000OPOTA ITUIOBOTO CHHUPTA, AIKOTOJIBHOM U CIIMPTOCOAepKAIICH
OPOAYKIMM U 00 OrpaHHMYEHUH MOTpeOeHus (pachuTusl) aJKOTOJbHOM mponxykiuu". (B per.
®enepanbHoro 3akona ot 27.12.2019 N 481-D3)
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Crarps 8.1. Oco0eHHOCTH JIULIEH3MPOBAHMS MIPOU3BO/ICTBA
JIEKAPCTBEHHBIX CPeACTB ((papManeBTHYECKON CYOCTAHIMM CIIUPTA
3THJIOBOIO (3TaHoJ12a) (B pea. PenepajbHoro 3akona or 27.12.2019 N

481-D3)

1. JleficTBHMe NMIEH3UM Ha TMPOM3BOJCTBO JIEKAPCTBEHHBIX CpeacTB ((hapmaneBTHUECKOit
CyOCTaHIIMM CHHMPTa THIOBOTO (3TaHOJIA) MPUOCTAHABIMBACTCS B YaCTH IMPaBa HAa MPOHU3BOJICTBO
¢dapMareBTHUECKOW CyOCTaHLIMM CHHPTa STWIOBOTO (3TaHONA) JHUICH3UPYIOUMM OpraHoM B
Cllydasix, onpeleseHHbIX crarbei 20 PenepanbHoro 3akoHa or 4 mas 2011 roga N 99-@3 "O
JUIEH3UPOBAHNUU OTAEJIbHBIX BUIOB JESATEIBHOCTH", a TAKXKE HA CPOK IMPUOCTAHOBJIEHUS JEHCTBUS
JMIIEH3UU HA IPOHU3BOJICTBO STHJIOBOTO CIMPTA JJIsl IPOU3BOJACTBA (papMaIleBTUYECKON CyOCTaHIIH
CIHUpTa ATHIOBOTO (3TaHOJA), BEIAAHHON B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 22 HOSOpS
1995 ropa N 171-®3 "O rocyaapcTBEHHOM pPETYJIHPOBAHUM MPOM3BOACTBA U 000pOTa ITHIOBOTO
CIHPTa, AaJKOTOJBHOM W CHUPTOCOJAEpKAIleld MPOAYKUMH U 00 OrpaHMYeHMH MOTpeOIeHUs
(pacniuTHsl) amKOTOJBLHON IPOIYKIUU".

2. JleWicTBME JMIIEH3MM Ha NPOM3BOJCTBO JIGKAPCTBEHHBIX CpeacTB ((hapmareBTHUECKOi
CyOCTaHIIMM CIHMPTa 3TWJIOBOTO (3TaHOJIA) B YAacTW MpaBa Ha MPOU3BOACTBO (hapMaleBTHUECKON
CyOCTaHIIMM CIUpPTa ATUIOBOTO (STaHOJA) MPEKpalaeTcs JUIEH3UPYIOUIMM OPraHOM B CIIydasX,
onpeneneHHbIx cratbeit 20 denpepanpHoro 3akoHa or 4 wmas 2011 roma N 99-®3 "O
JULEH3UPOBAHUU OTHEIBbHBIX BUAOB JEATENBHOCTH', a TaKXE C JaThl NPEKpaIlCHUs WU
aQHHYJMPOBAaHUS JACUCTBUS JIMIEH3UM HA IPOU3BOJACTBO STWJIOBOTO CIHMpTa Uil MPOU3BOJACTBA
¢dapManeBTHUECKOW CyOCTaHIMK CHOUpPTAa ATUIOBOTO (3TaHOJA), BBIJIAHHOH B COOTBETCTBHU C
®enepanbHbIM 3aKOHOM OT 22 HOs0psA 1995 rona N 171-@3 "O rocyaapcTBEHHOM peryIupOBaHUU
MPOM3BOJICTBA U 000POTA STHIIOBOTO CIIUPTA, AIKOTOJILHOW M CIIUPTOCOEPIKAIIEH MPOIYKIIMUA U 00
OrpaHUYEHUH NMOTpeOIeHUs (PACTIUTHS) aJTKOTOIBHON MPOIyKIHUU".

Honosxcenua cmamou 8.2 na meppumopusx /loneyxoii Hapoonoit Pecnyonuxu, JIyzanckoi
Hapoonou Pecnyonuxu, 3anopocckoii oo1acmu, XepcoHcKoul 001acmu RPUMEHAIOMCA ¢
01.09.2024 (wacmb 3 cmamovu 3 @edepanvhozo 3axkona om 04.08.2023 N 428-D3).

Crarbs 8.2. Oco0eHHOCTH JIULIEH3UPOBAHNS (papMALIEeBTHYECKOM
HeSITeJIbHOCTH B YACTH OCYIIECTBJICHUS ONTOBOM TOProBJIH
JIEKAPCTBEHHBLIMHU cpecTBaMu (B pea. @enepajbHOI0 3aK0HA OT_
04.08.2023 N 428-D3)

1. JlelicTBUe NUIIEH3UM Ha (apMaleBTUYECKYIO JESITEIbHOCTh B YaCTU OCYILECTBIICHUS ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMHU I MEIUIMHCKOTO NPUMEHEHUs IPEKpaIlaeTcs
JULEH3UPYIOLUM OpPraHOM B CiIy4dasX, onpeleneHHbIX cTarbei 20 denepanpHoro 3akoHa ot 4 mas
2011 rona N 99-®3 "O nuiieH3UpOBAaHUU OTJEIBHBIX BUIOB JEATEIBHOCTH', a TAKXKE MO PEIICHUIO
JUILEH3UPYIOLIETO OpraHa, IPUHATOMY B COOTBETCTBHM C HACTOSAIIEH YacThlo. B citydae BbIsiBIEHUS
IPU OCYLIECTBICHUU (PellepalbHOTO IOCYJapCTBEHHOIO KOHTPOJs (Haa30pa) B cdepe oOparieHus
JEKapCTBEHHBIX CPEACTB HApyLIEHHWs OpraHU3alUeil ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU
cpenctBamu TpeOoBaHuMil wacteir 1 - 3 cratebu 53 Hacrosmero denepanbHOr0 3aKoHA JCHCTBHE
JHUIEH3UN Ha (hapMaleBTHUECKYIO NESTEIbHOCTh B YaCTU OCYILIECTBICHUS OINTOBOM TOPTOBIH
JIEKapCTBEHHBIMU CPEACTBAMU ISl MEIUIMHCKOIO IPUMEHEHUs MPUOCTAHABIMBAETCS B TEUEHUE



https://normativ.kontur.ru/document?moduleid=1&documentid=351788#l29
https://normativ.kontur.ru/document?moduleid=1&documentid=351788#l29
https://normativ.kontur.ru/document?moduleid=1&documentid=454880#l591
https://normativ.kontur.ru/document?moduleid=1&documentid=455244#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=455244#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=454880#l591
https://normativ.kontur.ru/document?moduleid=1&documentid=455244#l4
https://normativ.kontur.ru/document?moduleid=1&documentid=453374#l24
https://normativ.kontur.ru/document?moduleid=1&documentid=453374#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=453374#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=445518#l591
https://normativ.kontur.ru/document?moduleId=1&documentId=467037#l2392
https://normativ.kontur.ru/document?moduleId=1&documentId=467037#l4999

JecaTd pabodymMx JHEH CO JHA BBIBICHUS YKa3aHHOTO HapylieHus. [leificTBue nuueH3uu Ha
(bapMareBTHYECKYIO JAEATEIBHOCTh B YaCTH OCYIIECTBJICHHUS ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU
CpeAcTBaMU  JUIi  MEAMLIMHCKOIO IIPUMEHEHMs IPUOCTAHABIMBACTCS HA CPOK, KOTOPBIA
OIIpEeAEIAETCS JIMLIEH3UPYIOIMM OpPraHoM (HO HE MEHEe 4YeM Ha OAMH MeECsl), N0 HCTEYEHHUH
KOTOPOr0 JEWCTBUE JAHHOW JIMLEH3UU IIOMJICKUT IPEKPAILICHUI0O HAa OCHOBAaHUM pELICHUS
JULEH3UPYIOLLETO OPTraHa, 3a UCKIOYEHUEM CiIyyasi, yKa3aHHOI'O B YaCTH 2 HACTOSILEN CTaThbH.

2. JleiicTBUe JUIICH3UHM Ha (hapMalleBTUYECKYIO JESITEIbHOCTh B YacCTHU OCYILECTBIICHUS ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMM JUJIi MEAMLMHCKOIO IIPUMEHEHHUS, IEHCTBUE KOTOPOM
MPUOCTAHOBIICHO B COOTBETCTBUU C YacThio | HACTOsIIEH CTaThbu, MOMJIEKUT BO30OHOBICHHIO B
cllyyae, eciy B IMEpUOJ MPHOCTAHOBIICHUS ACUCTBUS JAAHHOW JHUIICH3MM B paMKax J0CyAeOHOTro
00>KaJIOBaHUS PEILICHHE KOHTPOJILHOTO (HAJA30PHOT0) OpraHa B YacTH BBISBICHHOTO HapYLICHHUS
TpeboBaHuit yacteit 1 - 3 crareu 53 Hacrosmero dexepanbHOro 3aKoHa OTMEHEHO. B ykasaHHOM
cllyyae JeicTBHE IMICH3MM Ha (DapMaleBTUUECKYIO JEeSTeNbHOCTh B YacTH OCYLIECTBICHHUS
OIITOBOM TOPTOBIIH JICKAPCTBEHHBIMH CPEJICTBAMH TSI MEIUIIUHCKOTO IPUMEHEHUSI BO30OHOBIISIETCS
HE MO3/JHEE OJTHOTO PabOYero JHs CO THSI OTMEHBI pellIeHHs] KOHTPOJIBHOTO (HaJ30pHOT0) OpraHa.

Crarpsa 9. I'ocynapcTBeHHbIH KOHTPOJIb (HAA30P) B cepe odpaleHus
JIEKAPCTBEHHbIX cpeacTB (B pea. PenepanabHoro 3akoHa ot 11.06.2021
N 170-®3)

1. TocynapcTBeHHbBI KOHTpoJib (Ham30p) B cdepe oOpamieHus JEKapCTBEHHBIX CpPEICTB
OCYIIECTBIISICTCSI TOCPEACTBOM (pelepajIbHOr0 TOCYJapCTBEHHOTO KOHTpONA (Haa3opa) B cdepe
oOpalieHusi JIeKapCTBEHHBIX CPEACTB M (elepajbHOr0 TOCYJapCTBEHHOTO JIMIEH3MOHHOTO
KOHTPOJISI ~ JESATEIbHOCTH 110  IPOU3BOJCTBY  JIEKAPCTBEHHBIX CPEICTB, OCYILIECTBISIEMBIX
denepanbHBIMH  OpraHaMH  HUCIIOJIHUTENBHOW  BJIACTH, YIOJIHOMOYEHHBIMU [IpaBuTEenscTBOM
Poccutickoit @enepanuu.

2. Tlpeametrom (henepanbHOTO TOCYAApCTBEHHOTO KOHTpoIs (Ham3opa) B cdepe oOpamieHus
JIEKaPCTBEHHBIX CPEJICTB SIBIISIOTCS:

1) cobmonenue obs3arenbHbIX TpeOOBaHUN B cdepe oOpalleHHs JeKapCTBEHHBIX CPEJICTB, B TOM
qucie:

a) TpeOOBaHUM K JOKIMHMUYECKUM HCCICAOBAHUSAM JICKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
HCCIIEA0BAHUAM JICKAPCTBEHHBIX IIPENApaToB, W3TOTOBIEHUIO, XPAaHEHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyro ®enepanuio, OTIIYCKy, pealu3alyy, lepefade, MpOAaKe JEKApCTBEHHBIX CPEICTB,
IIPUMEHEHUIO  JICKAPCTBEHHBIX  IIPENApaToOB,  yYHUYTOXKEHUIO  JICKAPCTBEHHBIX  CPEICTB,
YCTaHOBJICHUIO NTPOU3BOJUTENISIMU JIEKAPCTBEHHBIX IIPENIAPATOB LICH Ha JICKAPCTBEHHBIE NIpEnaparsl,
BKJIIOYCHHBIE B TIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;

0) TpeOOBaHMI K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEACTB, HAXOISIMIMXCS B OOpalleHHH,
noKaszaTesiM KauecTBa, 3(PQPEKTMBHOCTH U O€30MaCHOCTH, YCTAaHOBIECHHBIM B COOTBETCTBUU C
HactosmuM denepanbHbIM 3aKOHOM;

B) TpeOOBaHUI K COOJIIOJCHHIO CYyOBEKTaMH OOpaIleHUs JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIX B
gactu 1 cratbu 67.1 Hacrosmero denepaabHOro 3aKOHA, OTPAaHUYEHUN, HAJJaraeMbIX cTaTbaMHu 67.1
u 67.2 Hactosuero denepalbHOrO 3aK0Ha;

2) coluroIeHHe JTMLIEH3MOHHBIX TPeOOBaHUN K OCYILIECTBICHUIO (papMalleBTUYECKOM 1A TEIbHOCTH;
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3) cobmtonenne TpeOOBaHUN K MPEIOCTABICHUIO CyObEKTaMu 0OpallieHus! JIeKapCTBEHHBIX CPEICTB
MH(pOPMAaIIKHU O JEKApCTBEHHBIX CPEJCTBAX M (WIJIN) JIEKAPCTBEHHBIX Mperaparax, MpeayCMOTPEHHOM
crathsMu 9.1, 52.1, 52.2 u 64 nacrosimero @eaepanbHOro 3aKoHa; (B pea. deaepaibHOro 3aKOHA OT
30.01.2024 N 1-93)

Honosxncenusa nynkma 4 wacmu 2 cmamou 9 npumensaomcsa 0o 01.03.2026 (nynkm 2 cmamou 2
®Deoepanvrozo 3axkona om 20.10.2022 N 405-D3).

4) cobmoieHre MPeIyCMOTPEHHBIX cTaThel 55.1 HacTosmero denepanibHOTO 3aK0HA TPEOOBAaHUN K
NPOBEACHUIO AKCIEPUMEHTAa II0 OCYIIECTBJICHUIO PO3HUYHOM TOPIOBIM JIEKApCTBEHHBIMU
npenapatam A MEAULUHCKOTO NMPUMEHEHUS, OTIYCKAEMBIMU IO PELENTy Ha JIeKapCTBEHHBIH
npernapar, TUCTaHIIMOHHBIM criocoOoM. (B pen. PexepansHoro 3akoHa oT 20.10.2022 N 405-D3)

2.1. B memax obecrnedeHuss TOCYJapCTBEHHOTO KOHTposis (Ham3opa) B cdepe oOparmeHus
JICKapCTBEHHBIX CPEICTB (enepalbHblii OpraH HWCHOJIHUTEIBHOW BIACTH, OCYIIECTBIISIONIUIA
TOCYJapCTBEHHYIO PETHUCTPAIMIO JICKAPCTBEHHBIX IPErnapaToB, MPEAOCTaBISET (enepaabHOMy
OpraHy MCHOJHHUTEJIBHOM BIACTH, OCYLIECTBIAIOMIEMY (DYHKIIMH [0 KOHTPOJIIO U HAaa30py B cdepe
3IPaBOOXPAaHEHHs, IO €ro 3ampocy B paMKax MEXBEJOMCTBEHHOTO HWH(POPMALMOHHOTO
B3aUMOJICHCTBHS B  TOpPSAJAKE, YCTAaHOBJIEHHOM YKa3aHHBIMU  (pelepalbHbBIMH  OpTraHaMH
WCTIOJIHUTENILHOW BJIACTH, CIENYIOIIUE CBEICHHS O JICKapCTBEHHBIX CPEACTBAaX, B TOM YHCIE B
cllyyae, eCiM TaKue CBEICHUS COCTABIIIOT KOMMEPUECKYIo TaiiHy: (B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-93)

1) cBenenus o papmaieBTudeckoit cyocranmnuu: (B pea. @enepansuoro 3akona ot 30.01.2024 N 1-
D3)

a) HauMMEHOBaHUWE (HapMaIleBTHUECKON CyOCTaHIMM, €€ CTPYKTypa, oOlue cBOicTBa; (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) HauMEHOBaHUE U aJipec mpou3BoauTes; (B pea. PexepanpHoro 3akoHa ot 30.01.2024 N 1-03)

B) CBOIICTBA M CTPYKTypa ACUCTBYIOIUX BelecTB; (B pea. denepanbhoro 3akoHa ot 30.01.2024 N
1-®3)

I') XapaKTepucTHKa npumeceit; (B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) crienuukanus Ha GapMaleBTHUECKYI0 cyOcTaHIMiO U ee obocHoBaHue; (B pen. denepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

€) aHAIMTUYECKUE METOAMKU, UCIOJIb3yeMble TP OCYIIECTBICHUM KOHTPOJISI KadyecTBa
dapmaneTrueckoit cyocranuuu; (B pen. @enepansroro 3akona oT 30.01.2024 N 1-D3)

) pe3yJIbTaThl aHATU30B cepuil (hapmarneBTHUECKOi cyocTanmy; (B pen. denepanbHOro 3aKkoHa 0T
30.01.2024 N 1-®3)

3) mepeueHb CTaHAAPTHBIX 00pPA3LOB WM BEIIECTB, UCIOIb3YyEMbIX IPU OCYLIECTBICHUNA KOHTPOJIS
KayecTBa (apMareBTHUECKol cyOcTaniuy; (B pen. PenepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) OIMCAHUE XapAKTEPUCTUK U CBOMCTB YNAKOBOUHBIX MAaTEpUalOB U YKYNOPOYHBIX CPEACTB; (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

K) JaHHble O CTaOWJIBHOCTH (hapmaleBTHUeCKoi cyOcranuuu; (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-93)

JI) CpOK roiHOCTH; (B pen. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)
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2) cBelleHUs O JIEKapCTBEHHOM Mpernapare s MEAUIIMHCKOro NpuMeHeHus: (B ped. PeaepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

a) OMHCAaHHWE W COCTAaB JIEKAPCTBEHHOI'O Mperapara i MEAWIIMHCKOrO TpPHUMEHEHUs; (B pes.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) omnmcanue (¢apManeBTHUECKOW pa3paboTku (0OOCHOBaHHE BBHIOOpPAa COCTaBa, IMEPBUYHON
ynakoBkn); (B pea. @enepanbHoro 3akoHa or 30.01.2024 N 1-P3)

B) HAaUMEHOBAHHME M aJIpec MecTa OCYIIECTBJICHHUS MPOU3BOACTBA JIEKAPCTBEHHOI'O Iperapara Juls
MEIULMHCKOTO TPUMEHEHHUS (B CIIydae HAJMYUs HECKOJBKHX YYaCTHHKOB Ipollecca MPOU3BOJICTBA
HEO0XOIMMO yKa3aTh HAMMEHOBAaHUE U a/IpeC KaKIOro U3 HHX); (B pen. denepaabHOro 3aKOHa OT
30.01.2024 N 1-®3)

') MUKpOOHOJIOTHYECKHE XapakTepucTuky; (B pea. denepanbroro 3akona oT 30.01.2024 N 1-P3)

71) ONMCAHME XapaKTEPUCTHK U CBOMCTB yNaKOBOYHBIX MAaTEpUATOB U YKYNOPOYHBIX CPEACTB; (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

€) TpeOoBaHUSI K KauyeCTBY BCIIOMOTATENbHBIX BemiecTB; (B pen. DeaepanbHOro 3aKOoHa OT
30.01.2024 N 1-®3)

) QaHAIUTUYECKHE METOAMKH, MHCIIONb3YyEMbIE NIPU OCYILIECTBIEHMHM KOHTPOJIS KadecTBa
BCIIOMOTaTENIbHBIX BellecTB; (B pea. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

3) cBedeHHMS OO0 WCHOJIb30BAHWU BCIIOMOTATENbHBIX BEIIECTB YEJIOBEYECKOIO U IKUBOTHOTO
npoucxoxaeHus; (B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-P3)

1) CBesleHUs 00 MCIOJIb30BAHUU HOBBIX BCIIOMOTATEIbHBIX BellecTB; (B pen. denepanbHOro 3akoHa
o1 30.01.2024 N 1-P3)

K) TpeOOBaHMS K KayecTBY JICKQpCTBEHHOTO IIperapara Ui MEIUIMHCKOTO IMPUMEHEHHUS
(ceprudukar, crneumduKanys Ha JEKApCTBEHHBIM mpemapar W uX 00OoCHOBaHHE); (B pex.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Jq) aHAIUTUYECKUE METOJHMKH, HCIIOIb3yeMble TP OCYIIECTBICHUH KOHTPOJIS KadecTBa
JICKapCTBEHHOTO Tpernapara A MEeIWIIMHCKOro NmpuMeHeHus; (B pen. DenepaibHOrO 3akoHa OT
30.01.2024 N 1-®3)

M) pe3yJIbTaThl aHAJINU30B CEPUI JIEKAPCTBEHHOr'O IpenapaTa Uil MEAMLMHCKOIO IMPUMEHEHUs; (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

H) XapakTepuctuka npumecei; (B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-P3)

0) TepedeHb CTaHIAAPTHHIX OOpPAa3IOB, HCIOJIB3YEMBIX IPH OCYIIECTBICHUH KOHTPOJIS KayecTBa
JIEKapCTBEHHOTO Tpernapara Jjis MEeIWIIMHCKOro NMpuMeHeHus; (B pen. denepaibHOrO 3akoHa OT
30.01.2024 N 1-®3)

1) JaHHbIE O CTAa0WJIBHOCTH JIGKAPCTBEHHOTO Tpernapara JUisi MEAUIMHCKOTO MIPUMEHEHHUS;, (B pel.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) OT4ETHI O NOKIMHUYECKHUX HcciaenoBaHusx; (B pen. denepanpHoro 3akoHa or 30.01.2024 N 1-
@3)

4) oTueThl 0 KIIMHUYECKUX UCCIeN0BaHusAX; (B pea. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

5) mactep-daiin cuctemsl hapmakoHaa3opa; (B pea. @enepanbaoro 3akona ot 30.01.2024 N 1-D3)
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6) ru1aH ynpasieHus puckaMmu. (B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. IIpu ocymiecTBieHnn (heaepaabHOro rocyAapCTBEHHOTO KOHTPOJS (Haa30pa) B cepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB MPOBOIATCS CIEAYIONINE BUABI KOHTPOJIBHBIX (HAI30PHBIX) MEPOTIPUSATHIA:

1) nokyMeHTapHasl IPOBEPKA;

2) BbI€31HAs IPOBEPKA;

3) BBIOOPOYHBII KOHTPOJIb KaUeCTBa;
4) KOHTpOJIbHAS 3aKYTIKA;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmojeHHe 3a CcoOMIOeHUEM O00S3aTeNbHBIX TPeOOBaHUN (MOHUTOPHHI OE30MaCHOCTH)
(papmaxonamzop).

4. Opranu3zainus U ocyliecTBIeHHE (eaepanbHOro TocyJapCTBEHHOT0 KOHTPOJIs (Haa3opa) B chepe
oOpalleHus JIEKAPCTBEHHBIX CPEICTB peryiaupyorcs denepaibHbM 3akoHOM OT 31 uionst 2020 roxa
N 248-®3 "O rocyaapcTBEHHOM KOHTpOJ€E (HAaA30pe) U MyHUIMIIAIILHOM KOHTpoJie B Poccuiickoi
Oenepauun".

5. BHennaHOBBI BBIOOPOYHBIN KOHTPOJb KayecTBa MPOBOJUTCS B TOM 4YHCJIE Ha OCHOBaHHMHU
IIPOrpaMMBbI IIPOBEPOK.

6. I1naHOBBII BEIOOPOUHBINA KOHTPOJIH KaueCTBa HE MPOBOAMUTCSI.

7. Ilo pe3ynbpTaTaM BHIOOPOYHOTO KOHTPOJISI KadecTBa HApSAAy C PEIICHUSMH, IPEIYyCMOTPEHHBIMU
OenepanbubiM 3akoHOM OT 31 wumrong 2020 roma N 248-®3 "O rocygapCTBEHHOM KOHTPOJIE
(Hag3ope) M MYHUIMIAILHOM KOHTpoidie B Poccuiickoit @enepauuu, denepanbHbIMU OpraHamu
UCTIOJIHUTEIIbHOW BJIACTH, YIOJIHOMOYEHHBIMH Ha OCYILIECTBIEHHE BBIOOPOYHOTO KOHTPOJIS
KauecTBa, IPUHUMAIOTCS CIIEAYIOIINE PELLIEHUS:

1) o nmanpHEWIIEM TIpa)XIaHCKOM O0OpOTEe CEpHH, MAapPTUU COOTBETCTBYIOIETO JIEKAPCTBEHHOTO
CpEICTBa B Ciy4yae IOATBEPXKIEHUS MO pe3yjibTaTaM IPOBEICHHBIX HCIBITAHUNH COOTBETCTBHS
Ka4yecTBa JIGKAPCTBEHHOT'O CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUSM;

2) 00 M3BATUHM U3 TPAXKTAHCKOTO 000pOTa CEpUH, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CpPEICTBAa B CiIy4ac BBIABICHUS IO pe3yslbTaTaM IIPOBEJEHHBIX MCIBITAHUI HECOOTBETCTBHUS
Ka4yecTBa JIGKAPCTBEHHOT'O CPEJICTBA YCTAaHOBICHHBIM TPEOOBAHUSM;

3) o mepeBoje JIEKAPCTBEHHOT'O CPEJCTBA HAa MOCEPUHUHBIA BHIOOPOUYHBIH KOHTPOJIb KayecTBa
JICKapCTBEHHBIX CPEJICTB B Cllydae IOBTOPHOTO BBISBICHUS HECOOTBETCTBHS KadecTBa
JICKApCTBEHHOTO CPEJICTBA YCTAHOBJIEHHBIM TpeOOBaHMAM U (IIPU HEOOXOIMMOCTH) O IpPOBEpKE
cyObekTa oOpalieHus JeKapCTBEHHBIX CPeICTB. Pacxoibl, CBA3aHHBIE C MMPOBEACHUEM TIOCEPUHHOTO
BBIOOPOYHOT'O KOHTPOJISL, OIUIAYUBAIOTCS MPOU3BOJIUTENEM JICKApPCTBEHHOTO CpelncTBa JHO0
Jiep KaTesieM WM BIIAJIeNbIeM PErUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO MTperapara.

8. denepalibHbIIl rOCYJapCTBEHHBIN JMIEH3UOHHBIA KOHTPOJIb JESATEIBHOCTH IO IPOU3BOICTBY
JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickon
denepauuu.

Crartba 9.1. Ilporpamma npoBepok (B pea. PeaepajibHOro 3aK0HA OT_
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11.06.2021 N 170-®3)

1. B mensx opranu3anuu BEIOOPOYHOTO KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEICTB (popMupyeTCs
MpOrpamMmma MpOBEPOK.

2. Jlna menedl peanus3alyd MPOrpaMMbl NPOBEPOK MPOU3BOAMUTEIN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alyy, OCYIIECTBIISIOIIME BBO3 JIEKApCTBEHHBIX cpeAcTB B Poccuiickyro ®Penepanuro,
IIPEAOCTABIIAIOT B OTHOLICHUU JIEKAPCTBEHHBIX CPEACTB Ul MEIULHMHCKOIO IIPUMEHEHHs B
YIIOJIHOMOYEHHBIN (heiepabHblii OpraH MCIOJHUTEIBHON BJIACTH, OCYIIECTBISIONNH (yHKIMH 110
KOHTPOJIIO M Haa30py B cdepe 31paBOOXpaHEHHs, B OTHOIIECHHH JICKAPCTBEHHBIX CPEICTB JUIS
BETEPUHAPHOTO MPUMEHEHHUSI B YIOJIHOMOYEHHBIH (efepalnbHblii OpraH MCIOJIHUTEIBHONW BIIACTH,
OCYIIECTBIISAIONINN (DYHKIIMH TTO KOHTPOJIIIO M HaJ30py B cepe oOpalieHus JeKapCTBEHHbBIX CPEICTB
JUIsL BETEPUHAPHOIO IIPUMEHEHUS, CBEICHHUS O CEpHUAX, MapTUAX JIEKAPCTBEHHBIX CPEICTB,
MOCTYMAOUINX B TpakaaHCKuil obopoT B Poccuiickoii @enepaium, B MOpsAAKe, cOCTaBe U 00beMe,
YCTQHOBJICHHBIX yKa3aHHBIMHU (eiepaJbHBIMU OpraHaMH HCIIOJHUTEIBHON BJIACTH B OTHOIICHUH
JIEKAPCTBEHHBIX CPEACTB VISl MEJULIMHCKOIO IPUMEHEHUS U B OTHOLLICHUH JIEKAPCTBEHHBIX CPEICTB
JUIsl BETEPUHAPHOIO IPUMEHEHHUs COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (opmupyeTcss Ha KajleHAapHbI rox B cpok no 30 npekabps roxa,
MPE/IIECTBYIOLIETO Oy IPOBEICHHUs BHIOOPOYHOTO KOHTPOJIS.

4. B ciydae HacTymieHHs COOBITHH, yKa3aHHBIX B MOAMyHKTax "0" u "B" myHkTa 2 yactu 6
HACTOSIIEH CTaTbu, (eiepabHBIM OPraHOM HCIIOJHUTEIBHON BIACTH, OCYIIECTBISIONMM (PYHKITUH
MO0 KOHTPOJIO M HAA30py B cdepe 3ApaBoOXpaHEHUs, (eaepaJbHbIM OPraHOM HCHOJIHHUTEIBHOM
BJIACTH, OCYIIECTBISAIOMNM (YHKIIMU IO KOHTPOJIIO ¥ Haa30py B chepe oOparieHust JIeKapCTBEHHBIX
CpeACTB Ui BETEPUHAPHOTO NPUMEHEHHUS, NP HEOOXOTUMOCTH BHOCSTCS COOTBETCTBYIOIIHE
MU3MEHEHHUS B IPOIpaMMy MPOBEPOK.

5. B nporpaMMy NpoBEpOK MOT'YT BKJIIOUAThCS MEPOIPUATHS C yYETOM HAPYILICHU, BBISIBICHHBIX B
paMKax KOHTPOJBHBIX (HaJ30PHbIX) MEPOIPUATHN 32 MIPEAbIAYIINNA KaJI€HAAPHBINA IO,

6. IIporpaMMa mpoBEpPOK COLEPHKUT:

1) mepeueHb JEKapCTBEHHBIX CPEACTB, OTOOP 0Opa3LOB KOTOPHIX OYAET OCYLIECTBIATHCA B paMKax
BBIOOPOYHOTO KOHTPOJS, (POPMHUPYEMBIH C YYETOM pe3yJIbTaTOB T'OCYJapCTBEHHOIO KOHTPOJIS
(Hag3opa) B cepe oOpalieHus JIEKapCTBEHHBIX CPEACTB 3a KaJICHAAPHBIN roJl, MpeAleCTBYOIIHNNA
TOAy POBEJICHHsI BHIOOPOUYHOTO KOHTPOJIS;

2) ykazaHuWe Ha COOBITHE, HACTYIUICHHE KOTOPOTO SIBJSIETCS OCHOBAHHEM JUISl OCYIECTBIICHHS
BBIOOPOYHOTO KOHTPOJIS:

a) MOJlyueHHE CBEJCHMMU, MPEACTaBIsIEMbIX B COCTaBe U 00BbEME, YCTAaHOBICHHBIX (herepalbHBIM
OpPraHOM HCIIOJIHUTENIFHON BJIACTH, OCYIIECTBISIONMM (YHKIMHU 110 KOHTPOJIO M HAA30py B cdepe
3[IpaBOOXpaHEeHHs, (eepaTbHbIM OPraHOM HCIIOJIHUTENFHON BIIACTH, OCYIIECTBIISIONUM (DYHKITUH
N0 KOHTPOJIO M HAA30py B cdepe oOpalieHusi JIeKapCTBEHHBIX CPEICTB JUIsI BETEPUHAPHOTO
NPUMEHEHHUS, O CEPUAX, MAPTUAX JICKAPCTBEHHBIX CPEJICTB, MOCTYMAIONIUX B TPAXXIaHCKHI 000pOT B
Poccuiickoit ®enepaumu, yka3aHHbBIX B IyHKTe | HacTosAmledl dacTu, OpraHU3aLUsIMH,
OCYLIECTBISIOIMMY IPOU3BOJICTBO JIEKAPCTBEHHBIX cpelAcTB B Poccuiickoit denepauuu U BBO3
JIEKapCTBEHHBIX cpencts B Poccuiickyro @exepanuio, 3a HUCKIIOUYEHHEM CEpUM WIM IApTUN
JIEKapCTBEHHBIX IPENapaToB, YKAa3aHHbIX B 4acTu 4 ctatbu 52.1 1 yacT 6 crarbu 52.2 HACTOALIETO
®enepasibHOTO 3aK0Ha; (B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) Mmoyy4eHHe MOCTYMAIOIIEH B MOPSIKE, YCTAaHOBIEHHOM cTathell 64 Hacrosmiero denepanbHOTO
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3aKOHa, HWHPOpPMALMU O TOOOYHBIX JEHCTBHUAX, HEXKENATENbHBIX pEaKIUsIX, CEePbEe3HBIX
HEXEJIATENIbHBIX PEAKIUAX, HENPEABUACHHBIX HEXKEIATEIbHbIX PpEaKUUAX IpU I[PUMEHEHUU
JIeKapCTBEHHBIX MPENapaToB, 00 WHAWBUIYATbHON HEIEPEHOCUMOCTH, OTCYTCTBUHU 3P (EKTUBHOCTH
JICKapCTBEHHBIX NpPENapaToB, a Takke 00 MHBIX (hakTaX U O0OCTOSATEIHCTBAX, MPEICTABISIOMINX
yrpo3y >KU3HU WM 3/0pOBBIO YeElIOBEKa JIMOO >KMBOTHOTO NPU NPUMEHEHUH JIEKApCTBEHHBIX
NPEerapaToB M BBISBICHHBIX HAa BCEX ATalax oOpalleHus JIEKapCTBEHHBIX MpenapaTtoB B Poccuiickoit
@enepauuu U Ipyrux rocyaapcrpax;

B) IOJyueHUE B COOTBETCTBMM ¢ DenepanbHbM 3akoHOM OT 31 wmrong 2020 roga N 248-P3 "O
roCy/1apCTBEHHOM KOHTpOJI€ (Haa30pe) U MyHHMLIMIIAJIbHOM KOHTposie B Poccuiickoit denepaunn"
CBEJICHUI O MPUYMHEHUH Bpesa WK 00 yrpo3e NpUUMHEHHS Bpea KU3HH, 370POBBIO TPaXIaH WIH
KUBOTHBIX.

Crarbs 9.2. 'ocynapcTBeHHBIA KOHTPOJIb (HAA30P) 32 peajm3anuen
OpPraHaMu UCIOJHUTEJIbLHOU BJIACTH CyObeKTOB Poccuiickoi
Denepanny MOJHOMOYMH B c(pepe 00OpalieHU JTeKAPCTBEHHbBIX
CPeICTB /Il MeJULIMHCKOI0 NnpuMeHeHus (B pea. PeaepajbHOro
3axkoHa o1 11.06.2021 N 170-P3)

1. TocyngapcTBeHHBIM KOHTPOJIb (HAA30p) 3a peanu3alieil opraHaMu HCIOJTHUTEIbHOW BJIACTH
cyobekToB Poccuiickoit deneparyu nmomrHoMouuii B chepe oOparieHust JeKapCTBEHHBIX CPEACTB IS
MEJIULUHCKOIO IPUMEHEHMs OCYILECTBIIETCS YIOJIHOMOYEeHHBIM IIpaBurensctBoM Poccuiickon
denepauny OpraHoM UCIIOJIHUTEIBHOM BIACTH.

2. IIlpenmeToM rocyJapCTBEHHOTO KOHTPOJISI (HAa/130pa) 3a peaau3alreil opraHaMu UCTIOTHUTEIbHON
BJacTu cyowbekToB Poccuiickoii ®Penepanuu moimHOMOUYMH B cdepe oOpalieHus: JeKapCTBEHHBIX
CPeACTB A MEIMIMHCKOTO NMPUMEHEHHS SBIAETCS COOJIIOJCHUE YIOJIHOMOYEHHBIMU OpraHaMu
UCTIOJIHUTENIBHOW  BiacTH  cyObekToB  Poccuiickoit  denepanuyi  METOIWKHA  yCTAHOBIICHHS
NpeJeNbHBIX Pa3MEpPOB OINTOBBIX HAM0ABOK M NPEACTbHBIX Pa3MEPOB PO3HUUYHBIX HAJA0aBOK K
(aKTHYECKUM OTIYCKHBIM LI€HaM, YCTaHOBJICHHBIM MPOU3BOAUTEISIMU JEKAPCTBEHHBIX IPENapaTos,
Ha JIEKapCTBEHHBIE MpemnapaThl, BKIIOUYCHHbIE B NEPEYCHb KU3HEHHO HEOOXOIMMBIX U BasKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB.

3. Ilpu ocymiecTBI€HHH TOCYJapCTBEHHOIO KOHTpOJs (HaA30pa) 3a peaju3aluel opraHamu
UCTIOJIHUTENIbHOM BiacTu cyObekToB Poccuiickoit @enepannu moiaHoMounii B chepe oOparieHus
JICKapCTBEHHBIX CPEACTB s MEAMLIMHCKOTO TPUMEHEHHS TPOBOIATCA CIEAYIOIINE BHJIBI
MEpOIPUIATHUIM:

1) noKyMeHTapHbIE IPOBEPKHU;
2) BbIE€3/IHBIE TTPOBEPKHU.

4. Opranuzanys ¥ OCYLIECTBICHHE TOCYJAapCTBEHHOIO KOHTpOJsA (Haa30pa) 3a peanusalueit
OpraHaMH HCIIOJIHUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu moiHoMouuil B cdepe
oOpalieHusi JIEKapCTBEHHBIX CPEACTB  JUISI  MEAWIMHCKOTO  TNPHUMEHEHHUS  PEryJIHpYyIoTCs
denepanbHbIM 3aKOHOM OT 6 okTaA6psa 1999 roga N 184-@3 "O6 o0mux mpUHIMIAX OpraHU3alUU
3aKOHOJATEIbHBIX (IPEICTAaBUTENBHBIX) U HCIIOJHUTEIbHBIX OpPraHOB T'OCYJAapCTBEHHOHN BIACTH
cyonekToB Poccuiickoit denepanuu'.

5. llonoxeHue O TOCYIapCTBEHHOM KOHTpoJjie (HaA30pe) 3a pealu3aluueil opraHamu


https://normativ.kontur.ru/document?moduleid=1&documentid=458066#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=393776#l2410
https://normativ.kontur.ru/document?moduleid=1&documentid=425441#l3

UCTIOJIHUTENIbHOW BiacTu cyObekToB Poccuiickoit @enepannu moiaHoMounii B chepe oOparieHus
JICKapCTBEHHBIX CPEACTB JJs MEAMLIMHCKOTO TpUMEHEHHs yTBepxkaaercs [IpaBuTenbcTBOM
Poccuiickoit @enepanuu.

Crarbs 9.3. PernoHajibHbIN IoCy1apCTBEHHbIN KOHTPOJIb (HAA30p) 32
NPUMEHEHHEM LIEeH HA JIEKAPCTBEHHbIE NMPenapaThbl, BKIKYEHHbIE B
nepeYeHb *KU3HEHHO He00XOAUMBIX  BAKHEHIIUX JIEKAPCTBEHHbIX
npenaparos (B pea. @eaepaabHoro 3akona ot 11.06.2021 N 170-D3)

1. PernoHanbpHblll roCyAapCTBEHHBIM KOHTPOJIb (HAaA30p) 32 MPUMEHEHUEM LIEH HA JIEKapCTBEHHBIE
npernaparsl, BKIIOUYEHHBIE B MEPEYEHb JKU3HEHHO HEOOXOIMMBIX M BAXHEWUIIMX JIEKapCTBEHHBIX
NpernaparoB, OCYIIECTBIIAECTCS OPraHOM HCIOJHUTEIbHOM BiacTH cyObekTa Poccuiickoii
@enepanyy, yNOJIHOMOYEHHBIM BBICIIMM HCIIOJIHUTENIBHBIM OPraHOM TIOCYJAapCTBEHHOW BIIACTH
cyobekra Poccuiickoit @eneparui.

2. IlpenmMeToM permoHaIbHOIO IOCYAAPCTBEHHOTO KOHTPOJSA (Haa30pa) 3a MPUMEHEHHEM LIEH Ha
JICKapCTBEHHBIE IpENapaThl, BKIIOUYEHHBIC B MEPEYCHb XU3HEHHO HEOOXOAMMBIX M BaKHEUIIHMX
JICKapCTBEHHBIX IpEMNapaToB, SBISETCA COONIOZACHHWE OpraHU3alUsSMU  ONTOBOW  TOPTOBIH
JIEKapCTBEHHBIMU CpeJICTBaMU, anTEeYHbIMU OpraHHu3alusIMH, UHIUBUAYAIbHBIMU
OpEANpUHUMATEISAMY,  MMEIOIUMH  JIMIEH3UI0 Ha  (apMaleBTHUYECKYIO  JIESTEIbHOCTD,
MEIULIMHCKUMH OpraHU3alUsIMU, UMEIOIUMH JIMIEH3UI0 Ha (hapMaIleBTUYECKYIO NESTeNbHOCTh, U
uxX 000COONICHHBIMH TOApa3fAeNeHUIMUA (amMOynaTopusMu, QenpAmepckKuMd U (eNbIamepcKo-
aKyIIepCKUMHU MYHKTaMHU, IEHTpamMH (OTIEICHHUSIMH) OOIIel BpaueOHOU (CeMEWHOI) MPaKTHKH),
pacrlojOKEHHbIMU B CEIbCKUX HACEJNEHHBIX IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlTE€4YHbIE
OpraHu3aIiy, MpH pealn3allii JIEKAPCTBEHHBIX INpenapaToB TpPeOOBAHWMH K NPUMEHEHHIO IICH,
YPOBEHb KOTOPBIX HE JIOJDKEH MPEBBIIIATH CyMMY (DaKTHUECKOH OTIYCKHOMW IIEHBI, yCTAaHOBJICHHOM
IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX IPENApaTOB, U KOTOPbIE HE MPEBBIIAIOT 3aPETUCTPUPOBAHHBIX
NpeJeNbHBIX OTIYCKHBIX LIE€H, M pa3MepoB ONTOBBIX HAaA0AaBOK M (WJIM) pa3MEpOB PO3HUYHBIX
Ha/10aBOK, HE MPEBHIIIAIONINX COOTBETCTBEHHO Pa3MEpOB IMPEACIbHBIX ONTOBBIX HA0aBOK M (M)
pasMepoB MpENEeNbHBIX PO3HUYHBIX HAJ0aBOK, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoii
denepauuu.

3. OpraHusanuss ¥ OCYLIECTBIEHHE PETMOHAIBHOTO T'OCYAApCTBEHHOIO KOHTpOJsA (Haa3opa) 3a
IIPUMEHEHUEM LI€H Ha JIEKApCTBEHHBIE IIpeNapaThl, BKIIOUEHHBIE B IE€PEUYEHb IKU3HEHHO
HEOOXO/IMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, peryiupyrorcs denepaabHbIM 3aKOHOM
ot 31 mronsa 2020 roga N 248-®3 "O rocyaapcTBEHHOM KOHTpOJ€ (Haa30pe) U MyHHUIMIIAIBLHOM
koHTpose B Poccuiickoit ®denepanun".

4. IlonoxeHne O PErMOHAJILHOM I'OCYAAPCTBEHHOM KOHTpOJIE (HAA30pe) 3a NPUMEHEHUEM LIEH Ha
JICKapCTBEHHBIC IpENapaThl, BKIIOUYEHHBIC B MEPEYCHb XKU3HEHHO HEOOXOAMMBIX M BaKHEUIINX
JIEKapCTBEHHBIX MIPENapaToB, YTBEP>KAAETCS BBICIIUM HUCIOJHUTENIBHBIM OPTaHOM T'OCY1apCTBEHHOMN
BJacTu cyobekra Poccuiickoit deneparmu.

Crarbs 9.4. ®eepajibHblii FOCYy1apPCTBEHHbIN JUICH3UOHHbII
KOHTPOJIb AeATeJIbHOCTH 110 MPOU3BO/JACTBY JEKAPCTBEHHBIX CPEICTB
(B pen. @enepanbHoro 3akona or 11.06.2021 N 170-P3)

1. ®enepanbHbIl TOCYIAPCTBEHHBIN JIMLIEH3UOHHBIM KOHTPOJb JEATEIBHOCTU IO IMPOU3BOJCTBY
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JICKapCTBEHHBIX CPEACTB OCYLIECTBISAETCS (enepaTbHbIMU OpraHaMU HCIOJHHUTEIBHOM BIAcTH,
ynosHoMoueHHbIMHU [IpaBurenscTBoM Poccniickoit denepanun.

2. ®epnepanbHbIi TOCYIapCTBEHHBIN JIMIIEH3MOHHBIM KOHTPOJb JAEATEIBHOCTU IO IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPEACTB OCYILECTBISAETCS B COOTBETCTBUU ¢ DeepalibHbIM 3aKOHOM OT 4 mas 2011
rojia N 99-®3 "O nuneH3upoBaHUU OTACIbHBIX BUJIOB JIeATeNbHOCTH" 1 DeepaabHbIM 3aKOHOM OT
31 wonsa 2020 roma N 248-®3 "O rocyaapCcTBEHHOM KOHTpPOJ€ (HaA30pe) U MYHHUIMIIAIBLHOM
KoHTpoJe B Poccuiickoit @enepanun. B paMkax ¢enepaabHOro rocy1apcTBEHHOTO JIUIIEH3UOHHOTO
KOHTpPOJISI AESITEIBHOCTH 10 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIBHBIE
(Ha30pHBIE) MEPONPUATHS HE IPOBOIATCS, IPU ITOM IIPOBOJUTCS IIEPUOAUUYECKOE TIOATBEPKICHHUE
COOTBETCTBUS JIMICH3UATOB JIMLEH3MOHHBIM TpeOOBaHUSAM B COOTBeTCTBUH C DenepaibHBIM
3akoHOM OT 4 Mag 2011 roga N 99-®3 "O nuueH3upoBaHUM OTAEIbHBIX BUIOB ACSITEIBHOCTH" .

I'naBa S. PABPABOTKA, JOKIMHUYECKHUE UCCJIEAOBAHUA
JIEKAPCTBEHHBIX CPEJICTB, A TAKKE KIMHUYECKHE
NCCIEAOBAHUA JTEKAPCTBEHHBIX ITIPEITAPATOB UIA

BETEPUHAPHOI'O ITPUMEHEHUASA

Crartbs 10. PazpadoTka JieKapCTBEHHbIX CPEICTB

1. Pa3zpaGoTka neKapCTBEHHBIX CPEJICTB BKJIIOYAET B ce0S TMOMCK HOBBIX (DapMaKOJIOTHYECKH
aKTHBHBIX BEILECTB, MOCIEAYIOLlee H3yYeHHE HX JICKApCTBEHHBIX CBOWCTB, JOKIMHUYECKHE
UCCIICIOBAHMs, Pa3pabOTKy TEXHOJOTMi MpPOM3BOJACTBA  (DapMalEeBTHUECKUX CyOCTaHIUM,
pa3paboTKy COCTaBOB M TEXHOJIOTHI1 MPOM3BOCTBA JIGKAPCTBEHHBIX MPETIapaToB.

2. ®uHaHCOBOE O0ecTieueHre pa3padOTKH JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS 3a CUET:
1) cpencts deaepanbHOro OIOIKETA;
2) cpencTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpeacTB  NpPOU3BOAMTENEH  JIEKAPCTBEHHBIX  CPEACTB  IPU  BBINIOJIHEHWH  HAy4HO-
UCCIIEIOBATENIbCKUX PA0OT MO JIOTOBOPY MEXAY pa3pabOTYMKOM JIEKAPCTBEHHBIX CPEACTB U
IIPOU3BOIUTEINIEM JIEKAPCTBEHHBIX CPEJICTB;

4) UHBIX HE 3aMPEeIICHHBIX 3aKOHOAaTeNbCTBOM Poccuiickoit denepanuu HCTOYHUKOB.

3. HpaBa pa3pa60Ttn/H<a JICKAPpCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKUM 3aKOHOAATCIILCTBOM.

Crarps 11. JlokIMHHYECKOE UCCIeI0BAHNE JIEKAPCTBEHHOI'0 CPE/ICTBA
JNJISE MeAMIUHCKOT0 MIPUMEHEeHU

1. JIOKIMHUYECKOEe HCCIIeOBaHUE JIEKAPCTBEHHOTO CPEACTBA IS METUIIMHCKOTO IMPHUMEHEHHS
NPOBOJUTCS IyTeM NPHUMEHEHHUs HAYYHBIX METOJOB OIICHOK B LIEJISAX MOJMYYCHMS JI0KA3aTEIbCTB
0e30macHOCTH, KauecTBa U 3 (PEKTUBHOCTH JICKAPCTBEHHOT'O CPE/ICTBA.

2. JloxnmuHuYeckoe HCCIEeIOBAHME JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIMHCKOTO TPUMEHEHUs
MPOBOAWTCS B  COOTBETCTBUM C TpaBWIAMU  HajJiexamed 1TabopaTopHON  MpPaKTHKH,
yTBepkIeHHbIMU EBpasuiickoil sxoHOMHuUeckoil komuccueit. (B pen. denepanbHbIX 3aKOHOB OT
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22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot 30.01.2024 N 1-P3)

3. Jlns opranu3anuy ¥ MPOBEACHUS JOKIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA IS
MEIHUIIMHCKOTO MPUMEHEHHSI pa3paboTUYUKK JIEKAPCTBEHHBIX CPEACTB BIPABE MPUBIICKATH HAYYHBIC
opraHm3anuu, o0pa3oBaTeNbHBIC OPTaHW3AI[MH BBICIIETO OOpAa30BAaHUS W WHBIC OpPTaHHU3AINH,
UMEIOIIIE HEOOXOIUMYI0 MaTepUATbHO-TEXHUYECKYI0 0a3y U KBaTU(UIIMPOBAHHBIX CHCIIHAIHNCTOB
B COOTBETCTBYIOIIEH 00macTu uccienoBanus. (B pea. @enepanbaoro 3akoHa ot 30.01.2024 N 1-D3)

4. JIOKJIMHUYECKOE HCCIIEJOBAHUE JIEKaPCTBEHHOIO CPEACTBA JUISI MEIUIMHCKOTO IPUMEHEHMS
MPOBOJUTCS MO YTBEPKACHHOMY pa3pabOTUMKOM JIEKaPCTBEHHOI'O CPEACTBA IJIAHY C BEACHUEM
IIPOTOKOJIA 3TOT'0 MCCIIEJOBAaHUS U COCTAaBICHUEM OTYETA, B KOTOPOM COLEPKATCS PE3yIbTaThl 3TOr0
HCCIEAOBAaHUS W 3aKJIIOYEHUE O BO3MOXXHOCTH IIPOBEICHMS KIMHUYECKOIO HCCIENOBaHUS
JIEKAPCTBEHHOI'0 Ipernapara A1 MEIULMHCKOTO IPUMEHEHUS.

5. IIpoBeneHne mpoBepoK COOMIOIEHUS PAaBUIT HAUIeKAIIEH JJaOOpaTOPHON MPAKTUKH M MPABOBBIX
HOPM HCIIOJIb30BaHUs KUBOTHBIX IIPU MPOBEACHUN JOKIMHUYECKUX MCCIEN0BAaHUMN JIEKAPCTBEHHBIX
CPeACTB Uil MEAMLMHCKOTO IPHUMEHEHHs] OCYLIECTBISETCS YIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHOM UCIOJHUTENBHOM BiacTu. (B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pexn. or

13.07.2015))

6. Pe3ynbraThl JOKIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOIO CPEACTBA Ul MEIUIIMHCKOTO
OPUMEHEHUSs MOTYT OBbITb TpEACTAaBICHbBl B  YIOJIHOMOYEHHBIH  (enepalnbHbIi  Opra
UCIIOJIHUTEJIBHOM BIACTHM B YCTAaHOBJIEHHOM IIOPSAKE B ILEJAX PETUCTPALMU JIEKAPCTBEHHOTO
npenapata. (B pex. @enepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

Crarps 12. JlIokJIMHHYECKOE UCCIeI0BAHNE JIEKAPCTBEHHOI'0 CPe/ICTBA
U KJIMHUYECKOe UCCIIe0BAaHHE JIEKAPCTBEHHOI 0 Mpenapara s
BEeTCPUHAPHOI0 IPUMEHEHUSA

1. JIOKIMHMYECKOE HCCIIENOBAaHUE JIEKAPCTBEHHOI'O CPEACTBA Il BETEPUHAPHOTO INPUMEHEHMS
IIPOBOAMTCS IYTEM IMPUMEHEHHS HAyYHBIX METOJOB OLIEHOK B IIEJIAX IOJYYEHHUS JOKA3aTElbCTB
6e30macHOCTH, KauecTBa M 3()(HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, B TOM YMCJE ONpEACICHHUs
CpOKa ero BBIBEJICHUS U3 OpraHU3Ma KMBOTHOTO, B LIEJSIX oOecreyeHus: 0€30MacHOCTH MPOIYKIMU
KUBOTHOT'O IIPOUCXO0KIEHUS TIOCIIE IPUMEHEHUS COOTBETCTBYIOIETO JIEKAPCTBEHHOTO Mpenapara.

2. JIOKIMHHMYECKOE HCCIIEOBAHME JIEKAPCTBEHHOTO CpPEACTBA M KIMHUYECKOE HCCIIEI0BaHUE
JIEKapCTBEHHOTO Mpernapara JJisi BETepUHAPHOTO MPUMEHEHUs, HCCIIeI0BaHNEe OMOAKBUBATIEHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOI'O Ipenapara MpOBOAATCA B  COOTBETCTBUM C  IIPaBHJIAMH,
YTBEP)KICHHBIMH YIIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH.

3. JIOKIMHHMYECKOE MCCIEIOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHMYECKOE HCCIIEJOBaHUE
JIEKAPCTBEHHOI'0 IIpenapara Uisi BETEPUHAPHOIO INPUMEHEHMs IPOBOAATCS IO YTBEPKICHHOMY
Pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEACTBA IUIaHY C BEIEHHEM NPOTOKOJIOB 3THUX HCCIIEIOBAHUHN U
COCTABJICHUEM OTUYETOB, B KOTOPBIX COAEPIKATCS PE3yIbTaThl dTUX UCCIICIOBAHUMN.

4. Jlna opraHu3aluy U NpOBEACHMs JOKJIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOIO CPENCTBA U
KJIIMHUYECKOT0 HCCIIEOBAHMs JICKAPCTBEHHOI'O IIpernapara Uil BETEPUHAPHOIO IIPUMEHEHUS
pa3paboTYMK  JIEKApPCTBEHHOTO  CPEJICTBA MOXKET TPHUBJIEKATh  OpPraHU3alllM, HMEIOLIUe
HEOOXOUMYI0O MaTepHaJbHO-TEXHUYECKYI0 0azy ¥ KBaJM(PHUIMPOBAHHBIX CIICHUAIUCTOB B
COOTBETCTBYIOILIEH 00J1aCTH UCCIIEIOBaHHUS.
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5. KnuHuueckue uccienoBaHUs JIEKAPCTBEHHBIX IMPENaparoB Uil BETEPUHAPHOTO INPUMEHEHMS
IIPOBOJATCS B BETEPUHAPHBIX OPraHU3AlMAX U B OpPraHU3aLMsX, OCYILIECTBIISIOLUIUX DPAa3BEICHUE,
BBIPAILIMBAHUE U COJEPKAHUE )KUBOTHBIX, B LICIIAX:

1) ycraHOBNEHMS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MIPENAPATOB 310POBBIMH KUBOTHBIMU;

2) moabopa ONTUMAIBHBIX JIO3UPOBOK JIEKAPCTBEHHBIX IperapaToB M Kypca JICUEHHUs Ha
KOHKPETHOM TPYIITE )KUBOTHBIX C ONPEIEICHHBIM 3a00JI€BaHNEM;

3) ycraHoBieHHs 0€30MacHOCTH U 3PPEKTUBHOCTH JICKAPCTBEHHOT'O Ipernapara, npeIHa3HaueHHOro
IUIL JICUEHUS] OIpPENEICHHBIX 3a00JeBaHUN >KUBOTHBIX, WM 3(P(EKTUBHOCTH JIEKAPCTBEHHOTO
npernapara Juist Ipo(UIaKTUKK 3a001€BaHNH 30POBBIX JKUBOTHBIX;

4) wn3ydyeHHs] BO3MOYKHOCTEH pacCIIUpPEHMs] IOKa3aHWM K NPUMEHEHUIO 3aperMCTPUPOBAHHOIO
JIEKapCTBEHHOI'O IIpeTnapaTa 1 BbISBICHUSI paHEE HEU3BECTHBIX TOOOYHBIX JEHCTBUI.

6. KinHuyeckoe wucciaenoBaHue JIEKapCTBEHHOIO Ipenapara Juisi BETEPUHAPHOIO IMPUMEHEHMS
OCYILIECTBIISIETCS 32 CUET CPEJCTB pa3padOTUNKa JIEKapCTBEHHOI'O CPECTBA.

7. Otyersl O pe3yibTaTax JOKJIMHUYECKOTO MCCIEAOBAHUSA JIEKAPCTBEHHOIO CPEACTBA M
KJIMHUYECKOIO HCCJIE0BAaHUS JIEKapCTBEHHOTO IIpernapara Uil BETEPUHApPHOIO IPUMEHEHMS
COCTaBJISIOTCS Pa3pabOTUMKOM JIEKAPCTBEHHOIO CPEACTBA C YUETOM 3aKJIIOUYEHHUH OpraHu3aluil,
NPUHUMABIIUX YYaCTHE B OPTaHU3AIMH U TIPOBEICHUH YTHX HCCIIEIOBAHUH.

8. KoHTponb 3a NpOBEAECHUEM JOKIMHUYECKHX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX CPEICTB U
KJIIMHUYECKUX MCCIICIOBAHUN JIEKAPCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IIPUMEHEHUS
OCYIIECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOJTHUTEIIHON BIACTH.

I'nasa 6. OCYIIIECTBJIEHUE 'OCYJAPCTBEHHOM
PEIT'UCTPALIMU, PETUCTPAIIUU JIEKAPCTBEHHBIX
IIPEITAPATOB (B pea. ®eaepaiabHoro 3akona ot 30.01.2024 N 1-P3)

Crares 13. I'ocynapcTBeHHasi perucTpanms, perucrpauus
JIEKAPCTBEHHBIX Npenaparos (B pea. @eaepaibHbIX 3aKOHOB OT_
22.12.2014 N 429-P3 (pea. ot 13.07.2015), o1 30.01.2024 N 1-P3)

1. B Poccuiickoii ®Penepanyu AONYCKAKOTCS IPOU3BOJICTBO, XpaHEHHE, INEPEBO3KAa, BBO3 B
Poccuiickyro ®enepanuto, BbeiB03 u3 Poccuiickoii ®enepauuu, pexiiaMa, OTIIYCK, pealu3anus,
neperada, INPUMEHEHHE  JIEKAPCTBEHHBIX  IpENapaTroB, €CIM OHM  3aperuCTPUpPOBAHBI
YIIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH B COOTBETCTBHU C HACTOSIIUM
denepanbHBIM 3aKOHOM JIMOO B COOTBETCTBHH C aKTaMM, COCTaBJSIOIMMH IpaBo Coro3a. (B per.
®enepanbHbix 3ak0HOB OT 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. 'ocynapcTBEHHON PErUCTpaLiy MOJIEKAT:

1) Bce nekapCTBEHHbIE NIpenapaThl, BIEPBbIE MOAJESKAIIMEe BBOXY B oOpamieHue B Poccuiickoii
denepaunu;

2) J5eKapCTBEHHBbIE IIpenaparbl, 3aperMCTPUPOBAHHBIE paHEE, HO IPOU3BEACHHBIE B JAPYTUX
JIeKapCTBEHHBIX (pOPMAaxX B COOTBETCTBUU C TEPEUYHEM HAUMEHOBAHMI JIEKapCTBEHHBIX (hopM, B
HOBOH JTO3UPOBKE MPH JI0KA3aTEIbCTBE €€ KIMHUYECKOH 3HAYMMOCTH U 3(PPEeKTUBHOCTH;
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3) HOBbIE KOMOMHAIIMH 3aPETUCTPUPOBAHHBIX paHee JEKApCTBEHHBIX MPENapaToB.

3. l'ocynapcTBeHHasi peructpanusi JeKapCTBEHHBIX IMpEnapaToB OCYIIECTBISIETCS MO pe3yibTaTam
AKCIEPTHU3BI JIEKAPCTBEHHBIX CpeaCcTB. (B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. T'ocynapcTBeHHas: perucTpanys JEKapCTBEHHOIO Npenapara OCyIECTBIISETCS COOTBETCTBYIOLINM
YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM MCIIOJHUTENBHOM BJIACTH B CPOK, HE MPEBBIMIAIONINN CTa
HIECTUACCATH pabouux IHEH cOo JHSA NPUHATHS 3asBJICHUS O TOCYJApCTBEHHOH pErucCTpaIuu
JIEKapCTBEHHOI'O Ipemnapara il MEIUIUHCKOTO NPUMEHEHHUS, U B CPOK, HE IPEBBIIIAIOIINN CTa
aBanuaTH pabouumx JHEW Cco JHS TPHHATUS 3aABJICHUS O TOCYJApCTBEHHON pEruCTpaluu
JIEKapCTBEHHOI'O IIpernapaTa Jjisl BETEPUHAPHOIO NMPUMEHEHHA. B yKa3aHHBI CPOK BKJIIOUAETCS
BpeMs, HeoO0X0AMMoOe UIsi TOBTOPHOTO MPOBEACHUS SKCIEPTH3Bl JIEKAPCTBEHHOTO CPEJCTBA B
COOTBETCTBUM €O crarbed 25 Hactosmero @enepanpHoro 3akoHa. Cpok rocyaapCTBEHHOM
pErucTpalMyi JIEKapCTBEHHOIO IIpernapaTa HCYHUCIAETCS CO JHS NPUHATUS COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (peiepabHBIM OPTaHOM UCTIOJIHUTENIBHON BJIACTH COOTBETCTBYIOIIETO 3asBICHHS
O TOCYJApCTBEHHOH pEerucTpalii JIEKApCTBEHHOT'O Ipernapara C MPUIIOKEHHEM HEOOXOIUMBIX
JOKYMEHTOB IO JE€Hb BbIIAYU PETUCTPALMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOI'O IIpernapara.
Bpems, HeoOXxommmoe s HAmpaBlIEHHs  YHOJHOMOYEHHBIM  (pefiepanbHbIM  OPraHOM
WCTIOJTHUTENILHOM BIIACTH 3aIrpoca O MPEACTABICHUHM HEOOXOAMMBIX MAaTepPHaJIOB U IMPEICTABICHUS
3asBUTEJIEM OTBETAa Ha JAHHBIN 3alpoCc B COOTBETCTBUU CO cTaThsiMu 16, 19 m 23 Hacrosuiero
@DenepalIbHOTO 3aKOHA, HE YYWUTBHIBAETCS MPU MCUUCIEHMM CpPOKa rOCYJapCTBEHHOM perucrpanuu
JeKapCcTBEHHOr 0 npemnaparta. (B pel. @enepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

5. 'ocynapCTBEHHOW pEerucTpaly HE OAJIEKAT:

1) nexapcTBEHHBIE IpemnapaThbl, M3TOTOBJIEHHBIE ANTEYHBIMU OPraHU3aLUsSMU, BETEPUHAPHBIMU
anTeYHbIMM  OPraHM3alUsAMM, WHIMBUAYAJIbHBIMU IPEANPUHUMATEISIMA, KOTOPBIE HMEIOT
JMIIEH3MI0 Ha (hapMaleBTHUECKYIO JESITEIbHOCTD, 110 pelenTaM Ha JeKapCTBEHHbIE MpenapaThl U
TpeOOBAHUAM MEIUIIMHCKUX OpraHu3alui, BeTePHHAPHBIX OpTaHU3aIHii;

2) nexkapcTBEHHBIE MpenapaThl, IpruoOpeTeHHbIe PU3MUECKUMH JHLaMu 3a npeaenamu Poccuiickoit
@enepanuy U NpegHaA3HAYEHHBIE I IMYHOIO UCIIOIb30BaHMS;

3) nekapcTBeHHbIE Mpenaparsl, BBo3uMble B Poccuiickyto denepanutio st oka3aHUsT MEAUIIMHCKOMN
IIOMOILIM MO0 JKU3HECHHBIM IIOKa3aHUSM KOHKPETHOrO IMAlMEHTa HA OCHOBAaHHUM pPa3pELICHUS,
BBIJIAHHOTO YIIOJIHOMOUYEHHBIM (he/IepaTbHBIM OPTraHOM HUCIIOJHUTEIBHOMN BIIACTH;

4) nexkapcTBEHHBbIE CpEICTBAa, BBO3MMbIE B Poccuiickyro denepannio Ha OCHOBAHWU BBIJAHHOTO
YIIOJIHOMOYEHHBIM  (efiepaibHbIM ~ OPraHOM  WCIHOJHMUTENBHOM  BIACTH  pa3pelieHuss |
IIpeAHA3HAYEHHBIE Ul MPOBEACHUSA KIMHUYECKUX HCCIEHOBAHUM JIEKAPCTBEHHBIX IIPENapaToB U
(uM) MpoBeNEHUsl 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB AJI OCYIIECTBIEHHUS TOCYAapCTBEHHOM
pEerucTpanyy JIEKapCTBEHHBIX IIPENapaToB;

5) dbapmarneBTHUecKHe CyOCTaHINY;

6) paauodapMaleBTHUECKUE JIEKAPCTBEHHBIC MpPENaparhl, M3rOTOBICHHBIC HEMOCPEACTBEHHO B
MEIULIMHCKUX OpPraHM3alUsAX B TMOPAIKE, YCTAHOBJICHHOM YIOJIHOMOYEHHBIM (penepaibHbIM
OpraHOM MCIIOJHUTEIBLHOM BIIACTH;

7) nexapCTBEHHbIE NTpenapaThl, IPOU3BOJUMBIE I SKCIIOPTA.
6. He nonyckaercs rocyaapcTBEHHas! peruCTpaLys:

1) nexapCTBEHHBIX MPENapaTroB, OTIMYAIOIIMXCS APyl OT JApyra KaueCTBEHHBIM COCTaBOM
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HeﬁCTBYIOIHHX BCIHICCTB, IO OAWMHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM,

2) OAHOTO JIEKapCTBEHHOTO Iperapara, MPeJCTaBICHHOTO Ha TOCYAAPCTBEHHYIO PETHCTPALUIO B
OTHOILICHUH OJHOTO M TOTO K€ JepKaTelsl WU BIAJENblla PETUCTPAIMOHHOTO YJOCTOBEPEHHUS
JIEKapCTBEHHOTO Ipernapara B BUAE JABYX M 0oJjee JIEKapCTBEHHBIX MPENapaToB MOJ Pa3iIuYHBIMU
TOProBbIMU HaUMEHOBAaHUAMU. (B pel. PenepanbHoro 3akoHa ot 04.06.2018 N 140-P3)

7. Ilo 3ampocy B »dneKTpoHHOH ¢(opme cyObekTa oOpalleHusl JIeKapCTBEHHBIX CpEICTB
COOTBETCTBYIOIIIUM  yTOJHOMOYEHHBIM  (pe/iepalbHbIM OpPraHOM  HCIIOJIHUTENBHOW  BIIACTH,
OCYIIECTBIISIIOIMM  TOCYAAPCTBEHHYIO  PETUCTPALIMIO  JIEKApCTBEHHBIX  IpEnaparoB, B
YCTAaHOBJIEHHOM MM THIOpSJKE OCYIIECTBIISETCS HAyyHOE KOHCYJIbTUPOBAaHUE II0 BOIIpOCaM,
CBSA3aHHBIM C IIPOBEJEHUEM JOKIMHMYECKUX HCCIENOBAaHUM, KIMHUYECKUX HCCIIEI0BaHUM
JICKapCTBEHHBIX IPENapaToB, SKCIEPTH3bl KaYeCTBA JIEKAPCTBEHHBIX CPEACTB, FPPEKTUBHOCTH H
0€30IacHOCTH, C OCYIIECTBICHHEM TOCYIApCTBEHHOM pPErucTpaluy JIEKAPCTBEHHBIX MPENapaToB.
KoHcynbTupoBaHHe OCYyLIECTBISETCS C TNpPUBICYCHHEM (peepanbHbIX  TOCYIapCTBEHHBIX
OIOJKETHBIX YUPEXKJICHHH, TOJJBEIOMCTBEHHBIX JTaHHOMY (hefiepalbHOMY OpraHy MCIOJHUTEIbHON
BJACTH M HE YYacTBYIOIIMX B OpPraHU3al[MM IPOBEJIEHUS SKCIEPTH3bl KAUECTBA JIEKAPCTBEHHBIX
CPEICTB B LIEJSIX OCYLIECTBIIEHUS UX FOCYJapCTBEHHOM perucTpaii B COOTBETCTBUH CO CTaTbel 16
Hacrosimero denepanbHOrO 3aKOHA, B BHJIE OTBETa B MHCbMEHHOH (hopMe yMOIHOMOYEHHOTO
(benepanbHOrO opraHa MCIOJHUTEIHLHON BIAcTH Ha 3amnpoc. Pasmep B3UMaeMol ¢ 3asiBUTENS TUIATHI
OTIpEeJIeNIAeTCSl B COOTBETCTBHM C 3aKOHOAATeNbCcTBOM Poccuiickoit ®Dexnepannu 06 opraHu3anuu
NPEJOCTaBICHUS TOCYAAPCTBEHHBIX M MYHHIMIAIBHBIX yciayr. MHpopmanus 00 oCyIiecTBICHUH
HAYYHOTO KOHCYJIFTUPOBAHMS, B TOM 4YHCJE CTaTbH, 0030pblI, CIPAaBOYHbIE MaTepHallbl U HHAs
uHpopManus 00 OCYIIECTBICHUH HAYYHOTO KOHCYJIbTUPOBAHMSA, pasMellaeTcs Ha O(HIHAIbHOM
caiiTe yIOJHOMOYEHHOro (pe/epaibHOTO OpraHa HCIOJHUTENbHOUW BiacTu B cetu "MHTepHer" ¢
COOJIFOJICHEM OTrPAaHHYEHHH, YCTAaHOBJICHHBIX 3aKOHOJATEILCTBOM O TEPCOHANBHBIX JaHHBIX,
KOMMeEpUeCKol U (Uin) rocyaapcTBeHHOM TaitHe. (B pea. denepanbHoro 3akona ot 30.01.2024 N 1-
®3)

8. T'ocynmapcTBeHHas perucrpanusi JIEKapCTBEHHBIX IPENapaToB, KOTOPbIE IpeIHAa3HAYEHBl MAJIs
IIPUMEHEHUsT B YCIOBUSAX BOCHHBIX JCHUCTBUM, YPE3BBIYAWHBIX CHUTYaLMM, NPERyNpPEKACHUS
Ype3BbIUANHBIX CUTyallud, TPOPUIAKTUKN U JIeUeHHs 3a00JIeBaHUM, PEACTABISIOMNX OMACHOCTb
UL OKPY)KAIOLIMX, 3a00JeBaHUN W TOPAKEHHUH, TIOJyYEeHHBIX B pE3yJlbTaTe BO3ACHCTBUS
HEONMAronmpusATHBIX XUMHUYECKUX, OHOJOTHMYECKUX, paJAUAMOHHBIX (AKTOPOB, M  KOTOpBIE
pa3paboTaHsl B TOM 4HCIE IO 3aJaHHI0 (eaepalbHBIX OPraHOB HCIIOJHUTEIBHON BJIACTH,
YIIOJIHOMOYEHHBIX B 00JIacTH OOOpPOHBI CTpaHbl M OE30MAaCHOCTH TOCYJapcTBa, a TaKxkKe
JIEKapCTBEHHBIX CPEJICTB B CIydae UX Ae(EeKTyphl MM PUCKA BOZHUKHOBEHHUS JEPEKTYPHI B CBS3H C
BBeACHUMEM B oOTHOLIeHMH Poccuiickoil denepanvyd OrpaHUYUTEIBHBIX MEp HKOHOMHUYECKOIO
XapakTepa OCyLIECTBIISIETCS B IOPsiAKe, ycTaHOBIEHHOM IIpaBurensctBoM Poccniickoit denepanun.
(B pen. @enepanbubix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-P3)

Crarps 14. IIpyHIUIIBI 3KCIIEPTU3BI JICKAPCTBEHHBIX CPeICTB (B pel.
DenepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1. DkcnepTu3a JIEKapCTBEHHBIX CPEJICTB OCHOBBIBAETCS HA MPUHIMIIAX 3aKOHHOCTH, COOIOJICHHUS
npaB U CBOOOJ YelOBEKa M TpaKJaHWHA, MPaB IOPUAMYECKOTO JIMIA, HE3aBUCHUMOCTH JKCIepTa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M IIOJHOTHI HCCIEIOBaHMNA, MPOBOJUMBIX C HCIIOJIB30BAaHHEM
COBPEMEHHBIX JOCTH)KEHUH HAyKH M TEXHUKHU, OTBETCTBEHHOCTH (heIepajIbHOTO rOCyAapCTBEHHOTO
OIOJKETHOTO YUPEXKIEHHUs MO MPOBEACHHUIO HKCIEPTHU3BI JICKAPCTBEHHBIX CPEJICTB U KCIEPTOB 32
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IIPOBEACHUE U KAYECTBO DKCIIEPTU3HI.
2. DKcrepTr3a JIEeKapCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHHs BKJIIOYaeT B ceOs:

1) sKcmepTU3y NOKYMEHTOB, MPEICTABICHHBIX Ul ONpEAETICHHUS BO3MOKHOCTU PAacCMaTpUBAThH
JIeKapCTBEHHBIH Mpenapar sl MeIUIIMHCKOTO IPUMEHEHHS B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO
npenapara; (B pea. @enepanbHoro 3akoHa or 30.01.2024 N 1-P3)

2) BKCNEpPTU3Y MNPEJI0KEHHBIX METOJO0B KOHTPOJIS KAayecTBa JIEKAPCTBEHHOTO CPEACTBA U (MIIN)
KauecTBa MPEJCTABICHHBIX 00pa3I[0B JIGKAPCTBEHHOTO CPEICTBA C UCIOIB30BAHUEM ITHX METOJOB
(mamee - sKcmepTH3a KadecTBa JIEKAPCTBEHHOTO cpeAcTBa); (B ped. deaepalbHOro 3akoHa OT
30.01.2024 N 1-®3)

3) oKchmepTH3y OTHOLIEHHS OXHAA€MOH IMOJb3bl K BO3MOXKHOMY PpHUCKY IPUMEHEHMS
JIEKApCTBEHHOIO IIperapara;

4) SKCHepTHU3y PETUCTPAIMOHHOTO JOChE Ha JIEKAPCTBEHHBIM Mpenapar B IESIX OMpeIeiICHHS
B3aMIMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO TNpUMEHEeHHs. (B pen.
®enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. DkcrepTu3a JIEKapCTBEHHBIX TpenapaToB Ui BETEPHUHAPHOIO NMPUMEHEHMs BKIIOYAeT B cels
JKCIIEPTU3Y KAYECTBA JIEKAPCTBEHHOI'O CPEACTBA U JKCIEPTU3Y OTHOLICHUS 0XKUAAEMOU IOJb3BI K
BO3MOKHOMY PUCKY IIPUMEHEHHs JIEKAPCTBEHHOIO Iperapara.

Crartba 15. @egepabHOE roCyJapcTBEHHOE 0I0XKETHOE YUPEeKIeHHU e
10 NMPOBEJACHUI0 IKCIEPTHU3bI JIEKAPCTBEHHbIX CPEICTB

DKcrepTu3a JIEKapCTBEHHBIX CPEJCTB MPOBOIUTCS (eaepalbHbIM IOCYAaPCTBEHHBIM OIOJKETHBIM
YUPEKJACHUEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (ellepaIbHOr0 OpraHa HCHOJIHHUTEIbHOM
BJIACTH, CO3JAHHBIM Il 0OecreueHus] UCTIONHEHUs TTOJTHOMOYHM 3TOro ¢enepaabHOro opraHa Io
BbIJIaU€ pa3pelicHU Ha MPOBEICHHE KIMHUYECKUX HCCIIEJIOBAaHHUN JIEKAPCTBEHHBIX NpPENapaToB M
(uM) MO rocyAapCTBEHHOM perucrpanuu (perucrpalnyu) JEKapCTBEHHBIX IMpenaparoB (panee -
JKCIIEpPTHOE yupexaeHue). (B pea. @enepanbHoro 3akoHa or 30.01.2024 N 1-P3)

Crarbs 16. Oprannsanus npoBeeHus IKCIEPTU3bI JTEKAPCTBEHHbBIX
cpeacts (B pen. PenepanabHoro 3akoHa ot 22.12.2014 N 429-P3 (pen.
or 13.07.2015))

1. DOkxcneprusa JEKapCTBEHHBIX CPEACTB IPOBOAMTCA KOMHUCCHEH 3KCIEPTOB 3KCIEPTHOTO
YUpPEXKICHUS, HA3HAYECHHOM €ro pyKOBOAUTEJIEM, Ha OCHOBAHUM 3aJaHUs Ha IPOBEICHUE
HKCHEPTHU3bl JIEKAPCTBEHHOT'O CPE/CTBA, BBIJAHHOTO YIOJIHOMOYEHHBIM (elepaabHbIM OpPraHOM
UCTIOJIHUTENIbHOW BiacTU. PyKOBOOUTENh SKCIEPTHOTO YUYPEXACHUS O00eCleuMBaeT HaJyIexaliee
MIPOBEACHUE JKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C 3aJaHHMEM, BBIIAHHBIM
YIIOJIHOMOYEHHBIM (pefiepaibHbIM OpPraHOM MCIIOJHHUTEIbHOM BJIACTH, M OPTaHU3YET IMOATOTOBKY
CBOJHOI'O 3aKJIIOUYEHHUs HTOM KOMHCCHM. B cOCTaB 3TONM KOMHUCCHH IO PELICHUI0 PYKOBOIUTENS
HKCHEPTHOTO YUPEXKJICHHUsI MOTYT OBITh BKIIIOYEHBI B KAYECTBE HKCIEPTOB JIMIA, HE pabOTaroIue B
JAHHOM SKCIEPTHOM YUPEKICHHUHU, €CIIM MX CICHUalbHbIe 3HAHUS HEOOXOIMMBI Ul MPOBEICHHUS
JKCIIEPTU3BI U TAKUE DKCIEPTHI OTCYTCTBYIOT B JAHHOM JKCIIEPTHOM YUPEKIACHUU.

2. DKCHEpTOM MO NPOBEIACHUIO 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB SIBISIETCS ATTECTOBAHHBIN
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pabOTHUK AKCIIEPTHOTO YUPEKICHUS, KOTOPHII MMEET BBICIIEe MEIUIIMHCKOE, (hapMarieBTHIECKOe,
OMONIOTMYecKoe, BETEPUHAPHOE WM XUMHUYECKOe O00pa3oBaHHUE U TPOBOAUT IKCIEPTHU3Y
JICKApCTBCHHBIX CPCACTB B IOPAAKE HCHOJHCHHA CBOUX IOOJIKHOCTHBIX O6$I33.HHOCTCI>'I (I[aﬂee -
JKCIIEPT).

3. Ilpu npoBeneHNN SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB IKCIEPT HE MOYKET HAXOJUTHCS B KAKOM-
a00 3aBHUCHMOCTH OT JIMIIA, HA3HAYMBIIETO ATy OHKCHEPTH3Y, pPa3paboTUMKa JIEKapCTBEHHOTO
CPEICTBA WIN APYTUX 3aUHTEPECOBAHHBIX B PE3YJIbTAaTaX dKCIIEPTU3bI JIULL.

Honosxcenus vacmu 4 cmamou 16 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus vacmu 4 cmamou 16 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHozZ0 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemcs 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4. Ilpu mnpoBeNeHHM OHKCHEPTH3bl JIEKAPCTBEHHBIX CPEICTB HE JOIYCKaeTCsl HCTpeOOoBaHUE
HKCHEPTOM Y 3asBUTEIIS TUOO UHBIX JIUI] MAaTEPHAJIOB, HEOOXOAUMBIX JUIsl IPOBEJCHUS SKCIIEPTU3BI.
B cnyuyae HetoCTaTOYHOCTH MPEACTABICHHBIX HKCIEPTY MAaTEPUAIOB B JIMYHBIN KaOMHET 3asiBUTEIIS
B €IMHOU TOCYAapCTBEHHON MH(OPMAIIMOHHON CUCTEME B cepe 3IpaBOOXpaHEHUS (ajnee - eauHast
cHCcTeéMa) SKCIEPTHBIM YUPEXKJICHHEM HaIpaBIseTCs 3alpoc O MPEICTaBICHUH HEOOXOIUMBIX
MaTEpUAJIOB, MOANMCAHHBIN PYKOBOAUTENIEM (YIIOJIHOMOUYEHHBIM JIMIIOM) 3KCIIEPTHOTO YUPEKIACHUS
C HUCHOJb30BAHWEM YCHJICHHON KBaJU(HUIMPOBAHHOW SJEKTPOHHOM momamucu. (B  pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxncenusn vacmu 4.1 cmamou 16 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CYO0aPCMEEHH O
UHpOpMauuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
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ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEH UL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxncenusn wacmu 4.1 cmamou 16 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0 eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

4.1. 3asBUTEnb 0053aH HANPABUTh B JIMYHBIM KaOMHET SKCIEPTHOTO YUPEKIACHUS B €IMHOMN cucTeMe
MOJNMCAHHBIA YCUJICHHOW KBaJU(PHUIMPOBAHHONW OSJIEKTPOHHON TMOANMUCHI0 OTBET Ha 3ampoc
HKCHEPTHOTO YUPEKACHHUS B CPOK, HE MPEBBIIIAIOIINI AEBIHOCTa paboUnX JHEH CO JHS MOJTyYSHHS
JKCIIEPTHBIM YUPEXKICHUEM IEKTPOHHOIO YBEIOMIICHUS O IOJIyYCHUH 3asiBUTENIEM 3a1rpoca. Bpems
CO JHSI HAIIPABJICHUS 3KCIEPTHBIM YUPEKIECHUEM B JIMUHBIM KaOMHET 3asiBUTENS B €IUHOM CUCTEME
3ampoca O MPEACTaBICHUU JONOJHUTEIBHBIX MAaTEpPUAJIOB A0 [Hs HAIpaBICHUS 3asBUTCIIEM B
JUYHBIA KaOWHET SKCHEPTHOTO YUPEXKJICHHS B €IMHON CHCTEME OTBETA Ha 3alpOC HE YUUTHIBACTCS
IIPY UCUUCIIEHUH CPOKa MPOBEACHUSI KCIIEPTU3bI JIEKAPCTBEHHOr0 cpeAcTBa. (B pen. denepanpHoro
3akoHa oT 30.01.2024 N 1-®3)

Honosxncenusn vacmu 4.2 cmamou 16 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpoOpMayuonHou cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCI1Y2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPEnapamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCMmU 3a 8bl0aUuell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIeKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).
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Honosxcenusn vacmu 4.2 cmamou 16 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.2. Ecnm 3asBuTeneM B cooTBeTcTBUM ¢ 4acTeio 1.1 crarbu 30 wmnm wacteto 2 crtatbu 34
Hacrosero  denepasbHOrO 3aKkOHA IPEACTABICHA KOMUA  PELICHHUS  YIOJIHOMOYEHHOI'O
(benepanbHOrO OpraHa HMCIOJHUTEIBHOM BIACTH O NMPOBEICHHM (HapMalEeBTHUECKOW WHCIEKIIMU
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB JUII MEAMLIMHCKOIO IPUMEHEHMSI Ha COOTBETCTBHE
TpeOOBAaHUAM MpaBUII Ha/JIeKallel MPOU3BOJCTBEHHONW NMPAaKTUKKA EBpazuiickoro 3KOHOMHUYECKOTO
COI03a, DJKCIepry A0 OQOpMIIEHHS pPEe3yJlbTaTOB 3KCIEPTHU3bl JIEKAPCTBEHHOTO CPEICTBA
IIPEJICTABIISETCS] KONUS 3aKJIIOYEHUS] O COOTBETCTBMM IIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBAaHUAM IPaBHI HaJIEKAIIeH MPOU3BOJCTBEHHOM MPAKTUKHU, BBIIAHHOTO YHOJIHOMOYEHHBIM
¢denepanbHBIM  OpraHOM HCIOJHUTENBHOW BIIACTH, WM KOMHUA cepTH(]UKAaTa COOTBETCTBUS
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEIACTB JJIsI MEIUIIMHCKOTO NPUMEHEHHs TPEOOBAHUSAM MpPaBUII
HaJJIeXkKalleld IMPOU3BOACTBEHHOM NpakTHKU EBpa3uiickoro SKOHOMHMUYECKOIO C€Or03a. (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenusn vacmu 4.3 cmamou 16 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0APCMEEHH O
UHpoOpMayuonHou cucmemol 8 cghepe 30pagooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvblX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHO 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxncenusn vacmu 4.3 cmamou 16 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentulX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIEKAPCMEEHHBIX npenapamoe 0na éemepunapro2o npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCROIHUMENbHOI 611aCmU 3a 8bl0auell
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YKA3aHH020 OyOIUKama Hanpasiaemcsa 6bINUCKA U3 20CY0apCmMEeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUTIEHHOU K8ANUPUUUPOBAHHOIL IJIEKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YROTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.3. 3asBUTEnb 0053aH HANPABUTh B JIMYHBIN KaOMHET SKCIEPTHOTO YUPEKIACHUS B €IMHOM cucTeMe
KOIIHMIO 3aKIIOYCHUS MM KOTHIO CepTU(HKATA, YKa3aHHBIX B 4acTH 4.2 HACTOSIIEH CTaThu, B CPOK,
HE TPEBBIIIAIOMIMN CTa BOCBMUICCATH pPAOOYMX JHEH CO JHS TOJYYEHHUS OSKCIEPTHHIM
YUPEXKICHUEM  DJJICKTPOHHOIO  YBEAOMIIEHUsS O IIOJIYYEHUM 3asABUTEIIEM  IOJAIUCAHHOIO
pykoBoguTeneM (YNMOJHOMOYEHHBIM JIMIIOM) 3KCIEPTHOIO YYPEXAECHHS C HCIOJIb30BAHUEM
YCUJICHHOM KBaIM(DPULIMPOBAHHOM 3JIEKTPOHHON IMOAIMMUCH 3ampoca O MPEAOCTABICHUH JTOKYMEHTA.
Bpewmst co nHs HampaBiIeHUs SKCIEPTHBIM YUPEKICHHEM 3allpoca B JIMUHbIM KaOWHET 3asBUTENS B
€IMHOW CHUCTEeME JI0 JHS HAIlpaBJICHHsS 3asBUTENIEM B JTUUHBIA KaOWHET SKCIIEPTHOTO YUPEKICHUS B
€IMHOW CUCTeMEe KOMMU 3aKJIIOYCHHS WM KONMUH CepTH(HKaTa, yKa3aHHBIX B YacTu 4.2 HacCTOAIICH
CTaTbU, HE YYWUTHIBACTCA IIPU HCYUCICHUH CpPOKAa IPOBEICHUs DKCIEPTU3bl JIEKAPCTBEHHOI'O
cpenctsa. (B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OkcnepT HpU NPOBEAEHUM IOPYYEHHOM €My pPYKOBOAMTEIEM SKCIEPTHOIO YUPEKACHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEACTBA 00s3aH:

1) mpoBecTH TOJHOE HCCICIOBAHMWE TIPEACTABICHHBIX €My OOBEKTOB, MaTepUalioB, JaTb
00OCHOBaHHOE U OOBEKTHUBHOE 3aKJIIOUYEHHE TI0 TOCTABJICHHBIM IIEpel] HUM BOMIPOCAM WU
MOTHUBHPOBAHHOE 3aK/IIOYEHHE O HEBO3MOXXHOCTHU IIPOBEIAECHUS UM DKCIIEPTU3BI JIEKAPCTBEHHOI'O
CPEICTBA, €CIM IOCTABICHHBIC BOIPOCHI BBIXOIAT 3a IPEIEibl CIEUUAIbHBIX 3HAHUU JKCIIEPTa,
OOBEKTHl HCCICNOBAaHMA W MaTephallbl HENPUIOJHBI WJIM HEAOCTATOYHBI [UIS TPOBEICHHUS
WCCIICZIOBAaHUM U JlauM 3aKJIIOUYEHUS TUOO COBpPEMEHHBIN ypOBEHb Pa3BUTHUS HAyKH HE IMO3BOJISET
OTBETUTH Ha IIOCTABJICHHBIE BOIIPOCHI;

2) He pasriamarh CBEJIEHUS, KOTOpPBIE CTAJIU €My U3BECTHBI B CBSI3U C IPOBEIECHUEM JKCIIEPTH3BI
JIEKAPCTBEHHOI'0 CPEJICTBA, 4 TAKXKE CBEJIEHHUs, COCTABIIAIOIINE TOCYAAPCTBEHHYI0, KOMMEPYECKYIO
WJIM MHYI0 OXPaHAEMYIO 3aKOHOM TalHY;

3) obecrieunTh COXpPAaHHOCTH MPEJICTABICHHBIX 00BEKTOB UCCIIEAOBAHUHA U MaTEPHUAJIOB.
6. DKcHepT He BIpaBe:

1) mpOBOIUTH 3KCIEPTU3Y JIEKAPCTBEHHOT'O CPEICTBA MO OOPAICHHIO HEMOCPEACTBEHHO K HEMY
OpraHu3aIyii Win GU3NIECKUX JINII,

2) caMOCTOSITENIbHO COOMPATh MaTEpUaIbl U TPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPEACTBA;
3) IpOBOAUTH HKCIEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA B KAUECTBE HEIOCYAaPCTBEHHOIO IKCIIEPTA.

7. B ciyuae He0OOXOAMMOCTH HKCIEPT BIIPaBe XOJaTalCTBOBATH Iepe/l PYKOBOIUTEIEM IKCIIEPTHOTO
YUPEXKJEHUS O IPUBJICUEHUU K IPOBEIEHUIO DSKCIEPTU3bl JEKAPCTBEHHOI'O CPEACTBA JAPYTUX
9KCIIEPTOB.

8. Kaxnplil skcnept, BXOIAIIUNA B COCTAaB KOMHCCHUHU 3KCIEPTOB, KOTOPOW MOPYYEHO MPOBEICHHE
AKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3ABUCHUMO M CAMOCTOSITEJIbHO MPOBOJMUT MCCIIECIOBAHUA,
OILICHUBAET PE3yJbTAThl, MMOJYYCHHBIE UM JIMYHO U JAPYTUMHU IKCIEPTaMH, U (DOPMYIHPYET BHIBOIBI
OTHOCHUTEJIBHO ITOCTABJIEHHBIX BOIPOCOB B IIPEAEIaX CBOMX CIEUUAIBHBIX 3HAHUM.

9. Pe3ynbraThl SKCHEPTU3BI JIEKAPCTBEHHOTO CPEACTBA O(GOPMIIIIOTCS 3aKIIOUYEHHEM KOMHUCCHU
HKCHEpPTOB. B 3aKiIIOYeHMH KOMHCCHUU IKCIEPTOB YKAa3bIBAIOTCS MEPEUYECHb HCCIEAOBAaHUM, 00BbeM
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MPOBEACHHBIX KaXJbIM 3KCIIEPTOM HCCIEIOBAaHMN, yCTAHOBICHHbIE KaXIbIM M3 HHUX (DaKThl H
CIENaHHBbIE B pE3yJbTAaT€ HMCCIEAOBAHUN BBIBOJBL. DKCIIEPT, MHEHUE KOTOPOIO HE COBIANAET C
peleHreM KOMUCCHU JKCIEPTOB, BIIPaBe BBIPA3UTh CBOE MHEHHE B MUCHMEHHOW (popme, KoTOpoe
nproOIIaeTcs K 3aKII0UYEHUI0 KOMUCCHH SKCIIEPTOB.

10. DOxcnepTsl, BXOJAIIME B COCTaB KOMHCCHUHU, NPEAYNpPEXAaloTcsi 00 OTBETCTBEHHOCTH B
COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu 3a nady 3aKIOYEHUs, COAEPIKAIIETO
HEO0OOCHOBaHHBIC WIN (aJIbCU(PUIIMPOBAHHBIEC BBIBOBI, O UEM OHH JAIOT MOAIHUCKY.

11. Onpeneneare ypoBHS MpOPECCHOHATHHON MOATOTOBKH DKCIEPTOB M ATTECTAIMS WX Ha MPaBO
MIPOBEICHUS AKCIIEPTU3BI JIEKapCTBEHHBIX CpencTB OCYIIECTBIISIOTCS 9KCIIEPTHO-
KBUTM(UKAIIMOHHBIMA ~ KOMHCCHSMH B TIOPSAJKE,  yCTAaHOBJICHHOM  COOTBETCTBYIOIIMM
YIOJTHOMOYEHHBIM (heJiepaabHbIM OPTaHOM HCIIONHUTENLHOM BIACTH. Y POBEHb MPO(ecCHOHATBLHOM
MOATOTOBKH 3KCIIEPTOB MOMAJICKUT IMIEPECMOTPY YKa3aHHBIMU KOMHUCCHUSIMU HE PEXe YeM OJIUH pa3 B
TISTh JIET.

12. IlpaBuna mnpoBeIeHUs SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH SKCIEPTU3BI
OTACNbHBIX BHUAOB JIEKAPCTBEHHBIX NpenapaToB (peepeHTHHIX JIEKapCTBEHHBIX MpenapaTos,
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OMOJIOIMYECKHX JIEKaPCTBEHHBIX IPENaparos,
O01oaHaIoroBbIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IpenaparoB (OMOaHAJIOrOB), TOMEONATHUYECKUX
JICKapCTBEHHBIX  MPENapaToB, JIEKAPCTBEHHBIX PACTUTENIBHBIX  IpErnapaTroB, KOMOHMHAIUi
JICKapCTBEHHBIX MpenapaToB), (GOPMbBI 3aKITIOUEHHH KOMHCCHU O3KCIIEPTOB YCTaHABIUBAIOTCS
COOTBETCTBYIOIUM YIOJTHOMOUYEHHBIM (e/lepaJbHbIM OPraHOM HCIOJIHUTENBHOW BIAcTH. (B pei.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

Crarps 17. Ilogaya u paccMoTpeHuUe 3asIBJICHUSA 0 FOCYAAPCTBEHHOM
PEerucTpanuu JeKApCTBEHHOI 0 MPenapara JJis BeTePUHAPHOT0
npuMeHenus (B pea. @eaepaiabHoro 3akona ot 22.12.2014 N 429-@3
(pea. or 13.07.2019))

Honosxcenus vacmu I cmamou 17 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMauuoHHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCMmU 3a 8bl0aUuell
YKa3anHo20 OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIeKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMENbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus vacmu I cmamou 17 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblxX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
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ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anH020 OyOauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTNCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. Jna rocynapCTBEHHOW pPETMCTpallMU JIEKApCTBEHHOIO Ipenapara JJii BETEPUHAPHOTO
NPUMEHEHHS Pa3pabOTUYMK TAKOro JIEKApCTBEHHOTO Iperapara WM YIOJIHOMOYEHHOE UM Jpyroe
IOpUAMUYECKOE JIMLO (Zajee B HACTOALIEM cTaTbe - 3asiBUTENb) HAIPaBISIET IOCPEICTBOM
(benepanbHON TocyIapcTBEHHON MH(POPMAIMOHHON cucTeMbl "EauHbIi mopTal rocy1apCTBEHHBIX U
MYHUIUNATBHBIX YCIyT (yHKUuMi)" (nanee - eIUHbIA MopTal) B YIOJTHOMOUYEHHBIN (enepaibHbIi
OpraH HCIIOJHUTEIBHON BJIACTU 3asBJIEHUE O TOCYJApPCTBEHHOM PErMCTpPAllMU JIEKAPCTBEHHOTO
npernapara Uil BETEpUHApHOTO NPUMEHEHHMS, MOANKUCAHHOE YCHJICHHOM KBAIM(UIIMPOBAHHOM
AJIEKTPOHHOH MOJIKUCHIO, @ TAKXKe JOKYMEHTBI, U3 KOTOPhIX (POPMUPYETCS PErHCTPALIMOHHOE JT0ChE
Ha JIEKapCTBEHHBII Ipenapar Ajs BETEPUHAPHOrO MpuUMeHeHus. (B pel. denepasbHOrO 3aKOHa OT
30.01.2024 N 1-®3)

2. B 3asB€HNHU O TOCYIapCTBEHHON pErucTpanuy JEKapCTBEHHOIO Ipenapara /s BETEpPUHAPHOTO
IIPUMEHEHHUS YKa3bIBAIOTCA:

1) HaMMeHOBaHUE U aJipec 3asgBUTENs, pa3paboTUrKa U MPOU3BOIUTEINS JICKAPCTBEHHOTO MpermapaTa
JUIsl BETEPUHAPHOI'O MPUMEHEHHUS U aJpec MeCTa OCYILIECTBIIECHHUS MPOU3BOJCTBA JIEKAPCTBEHHOIO
npenapara JJisi BETEpUHAPHOTO MPUMEHEHHUsI (B CIy4yae HaJu4Ksl HECKOJbKUX YYaCTHUKOB MpoIecca
MIPOU3BOJICTBA HEOOXOAMMO YKa3aTh KaXKJIOTO U3 HUX);

2) HaUMEHOBAHUE JIEKApPCTBEHHOI'0 Ipernapara Jjisi BETEpPUHAPHOTO MPUMEHEHUS (MEXKIyHApPOIHOE
HENaTEeHTOBAHHOE, WK IPYIIIUPOBOYHOE, UM XUMUYECKOE U TOPIOBOE HAUMEHOBAHMUS);

3) MEpCUCHDb HCFICTBYIOH.IHX N BCIIOMOTraTCJ/IbHBIX BCIICCTB, BXOJAIIUX B COCTAB JICKAPCTBCHHOI'O
npenapara Ajid BETCPUHAPHOI0 IPUMCHCHUS, C YKa3aHUECM KOJIMYCCTBA KAXKXJ0I'0 U3 HUX,

4) nexapctBeHHas (opma, HO3UPOBKA, CIOCOOBI BBEACHHS W MPHUMEHEHHs, CPOK TOJHOCTH
JIEKapCTBEHHOI'O IIpernapaTra sl BETEpUHAPHOTO IPUMEHEHUS;

5) dpapmakoTepaneBTHUECKas TPYIINA;

6) HE0OXOAMMOCTh MPUMEHEHUSI YCKOPEHHOM MpOLEayphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJIAX TOCYIapCTBEHHON PETUCTPALUU JIEKAPCTBEHHOIO IIpernapara;

7) KOIIMM TOKyMEHTOB, IOATBEPKAAOIINX YIIJIATy TOCY1apCTBEHHON OLUIMHBIL:

a) 3a NPOBEACHHME SKCIIEPTH3bl KAauyeCTBAa JIEKAPCTBEHHOI'O CPEJICTBA M HKCIEPTHU3bl OTHOLICHMS
OKMJIa€MOM TMOJB3bl K BO3MOXXHOMY PpHCKY IPUMEHEHUs JIEKapCTBEHHOIO Iipenapara Ui
BETEPUHAPHOI0 IPUMEHEHUS IIPU €0 TOCYAAPCTBEHHON PETUCTPALIUN;

0) 3a BbIZJauy PETUCTPAILIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MIperapara;

8) Hanmuue corjacusi, NPEAYCMOTPEHHOIO 4YacThlO 7 HACTOSILENH CTaTbH, €CIM C MOMEHTa
peructpanyu peepeHTHOTO JEKApCTBEHHOT0 MpenapaTa JUisi BETEPUHAPHOTO IPUMEHEHHS TPOILILIO
MeHee 4yeM 11ecTsh JeT. (B pen. PenepanpHoro 3akoHa oT 13.07.2015 N 241-P3)
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3. PerucrpaninoHHOE 10ChE B LIEIAX IKCHEPTU3BI JIEKAPCTBEHHOIO Mpenapara Juisi BETEPUHAPHOTO
npUMeHeHHs (GOpMUpYyeTcs U3 CIEAYIOINX JOKYMEHTOB U CBeJieHUi: (B pea. PenepaabHOro 3aK0Ha
or 27.12.2019 N 478-D3)

1) cBeneHuss 0 Aare MPEJOCTABJICHUS M PETHUCTPAIIMOHHOM HOMEpE JHUIICH3MHM Ha MPOU3BOJICTBO
JICKapCTBEHHBIX CPEACTB, MPEJAOCTABICHHON MPOU3BOAUTENIO0 PETHCTPUPYEMOTO JIEKAPCTBEHHOTO
mpernapara Juis BETEPHUHAPHOTO TPHMEHEHHs, /I POCCHUICKHX Tpou3BoAMTENed; (B per.
®enepanbHbIX 3ak0HOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

2) cBeleHUA O JaTe MPEJOCTABJICHUS W PETUCTPAIIMOHHOM HOMEpE JHUICH3MHM Ha IMPOU3BOJCTBO
JICKapCTBEHHBIX CPEJICTB, MPEJOCTABICHHONW IPOU3BOAUTENIO (hapMalleBTUYECKONH CyOCTaHIINH,
BXOJSIIIE B COCTaB PErHCTPUPYEMOrO JIEKApCTBEHHOTO TMpemnapaTta Uil BETEPUHAPHOTO
IIPUMEHEHHUS, JUIsl pOCCUMCKUX NpousBoautenel; (B pen. denepanbHpix 3akoHOB 0T 04.06.2018 N
140-P3, ot 27.12.2019 N 478-D3)

2.1) xomust NOKyMEHTa, BBIJAHHOI'O YIOJHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOAUTENS IS
KaXJIOM IPOU3BOACTBEHHON IUIOIIAJKU PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpermapara s
BETEPUHAPHOI0 MPUMEHEHUS U MOATBEPKAAIOLIETO COOTBETCTBUE IPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapara TpeOOBaHMAM MPaBUJ HAJUIKAILIEH MPOU3BOACTBEHHON MPAKTHUKU, U €ro MepeBo] Ha
PYCCKHH SI3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOPAJKE, a TaKKe KOIMUA 3aKIIOYeHUs O
COOTBETCTBUHM TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAaHUSAM TPaBWI HAJIEXKaIIeh
NPOU3BOJICTBEHHON  TPAKTUKH, BBIJAHHOTO  YIOJHOMOYEHHBIM  (efepalbHbIM  OPraHOM
WCIOJIHUTEJIBHOM  BJIACTH I KaXKJOW NPOU3BOJCTBEHHOW IUIOIIAJAKUA PETHUCTPUPYEMOTO
JIEKapCTBEHHOTO IpenapaTa Jjsl BETepUHAPHOTO MPUMEHEHHS, JTU00 KOIHUS PELICHUS O POBEICHUH
MHCIIEKTUPOBAHMUS IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB, IPUHATOIO YIOJHOMOYEHHBIM
(denepanbHBIM OPraHOM HCHOJHHUTEIBHOM BIIACTH JUIS KaKIOW NPOHM3BOJCTBEHHOM IUIOLIAIKU
PErUCTPUPYEMOrO JIEKApCTBEHHOI'O IIperapara Uil BETEPUHAPHOIO IIPUMEHEHHUdA. Y Ka3aHHbIC
JOKYMEHTBl MpPEACTABIAIOTCA B ClIydae, €CJIM IPOU3BOJACTBO JIEKAPCTBEHHOI'O IIperapara
ocymiecTBisieTcss 3a npenenamu Poccuiickoit ®enepaunn; (B pen. PepepanbHOro 3akoHa OT
04.06.2018 N 140-P3)

2.2) Komus JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpraHOM CTPaHbl IMPOU3BOIUTEI
dapManeBTHUECKOW  CyOCTAaHIIMM ¥ IOJTBEPXKAAIOLIETO  COOTBETCTBUE  MPOU3BOAUTEIS
(dapManieBTHUECKOW CyOCTAaHIIMM, BXOASAIIEH B COCTaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
mperapara  JUIsi  BETEpPUHAPHOTO  MPHUMEHEHHs,  TpeOOBaHWSAM  MpaBWJI  HaJUIeXkKalle
MIPOM3BOJICTBEHHOIN MPAKTHUKH, U €ro NepeBOJl Ha PYCCKUU S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM
MopsiIke, B Cllyyae, €CJIM MPOU3BOJCTBO (apMaleBTUYECKONH CyOCTaHIIMKM OCYIIECTBIISETCS 3a
npenenamu Poccuiickoit ®denepanny; (B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-P3)

3) IpoOeKT HOPMAaTUBHOIO JOKYMEHTa Ha JIEKAPCTBEHHBIM IIpemapaT i BETEPUHAPHOTO
IIPUMEHEHUS;

4) IOKYMEHT, COAEpXallui CIeAYyIIlylo WHpopManuio o (apMaleBTHUYeCKOH CYOCTaHIIMH WIIH
(dapmaneBTHUECKUX CYOCTaHIMSIX, BXOMSIIMX B COCTaB JIGKAPCTBEHHOTO Tpernapara Jyis
BETEPUHAPHOTO MPUMEHECHUS:

a) HauMeHOBaHHE (papmaleBTHUECKOH CyOcTaHIMM, €€ CTpPYKTypa, oOmume cBOicTBa (Ipu
TOCYJapCTBEHHON PErucTpall HMMMYHOOMOJIOTUYECKHUX JICKAPCTBEHHBIX IPENapaTtoB  JUIs
BETEPUHAPHOTO MPUMEHEHHSI MPEICTABIIAIOTCS CBEACHUS O LITaMMeE, BKJIIOYasi €ro HauMEHOBaHUE,
MHPOPMALIMIO O MPOUCXOXKACHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX M MECTEe JACTIOHMPOBaHUSA); (B
pen. ®enepanbHoro 3akona oT 02.08.2019 N 297-03)



https://normativ.kontur.ru/document?moduleid=1&documentid=416486#l48
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l6
https://normativ.kontur.ru/document?moduleid=1&documentid=416486#l48
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l6
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l6
https://normativ.kontur.ru/document?moduleid=1&documentid=416486#l48
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l57
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l57
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l57
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l29

0) HAaMMEHOBAaHUE U AJPEC MPOU3BOAUTEIIS;

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMCAHHUECM CTa,[[I/Iﬁ IMPpOU3BOACTBA U MCTOAOB KOHTPOJII Ha BCECX
CTagudgXx IMPOU3BOACTBA,

r) uHpOpManmus O TMpuMecisxX (HE TMPEACTaBIACTCS TMPH TOCYJApPCTBEHHOM PpETUCTpallUH
UMMYHOOHOJIOTHYECKUX JIEKaPCTBEHHBIX IpPEnapaToB JUIsl BETEPUHAPHOIO NPHUMEHEHUs); (B pei.
®enepanbHoro 3akoHa oT 02.08.2019 N 297-P3)

1) crienuduKanys Ha papMareBTHUECKYI0 CyOCTaHIUIO (He MPEeACTaBIsIeTCs IPH TOCYIapCTBEHHOM
perucTpanii ~ MMMYHOOMOJIOTHUECKUX  JICKAPCTBEHHBIX  MpPENapaTroB Ui  BETEPUHAPHOTO
IIPUMEHEHHUS);

e) OIMUCAHUC MCTOAWK KOHTPOJIA KaUCCTBA,

) pe3yJbTaThl aHaIW3a Cepuil (apManeBTHUECKOW CyOCTAaHIMM (HE TMPEICTAaBISAIOTCS TPH
TOCYJapCTBEHHON PpErucTpall HMMMYHOOMOJIOTUYECKUX JICKAPCTBEHHBIX IPENapaTroB  JUIs
BETEpUHAPHOTr0 NpuMeHeHus); (B pel. @enepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

3) IepeUYeHb CTaHJAPTHBIX 00PA3I[0B UM BEIIECTB, UCIOIB3yEMbIX MPU OCYIIESCTBICHUH KOHTPOJIS
KauecTBa;

1) OIIMCAHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaTEpUAJIOB U YKYIIOPOUHBIX CPENICTB;

K) JaHHble O CTaOWJIBHOCTH (HE TPEACTABISIOTCS MpPHU TOCYJApCTBEHHON pETrUCTpaliu
UMMYHOOHOJIOTHUECKUX JIEKaPCTBEHHBIX MpPEnapaToB JUIsl BETEPUHAPHOIO NMPHUMEHEHUs); (B pei.
®enepanbHoro 3akoHa oT 02.08.2019 N 297-P3)

JI) CPOK F'OTHOCTH, YCJIOBUS XpaHEHUS;

5) oruer O pe3yapraTax JOKIMHMYECKOTO MCCIIEJOBAHMS JIEKAPCTBEHHOI'O CPEACTBA IS
BETEPUHAPHOTO MPUMEHEHHS, BKJIIOYAIOMIUNM OMUCAaHUE METOJIOB ONPENEICHUSI OCTATOYHBIX
KOJIMYECTB JICUCTBYIOIIETO BEIIECTBA (IEUCTBYIOIIMX BEUIECTB), TOCTUTAIOMIETO (IOCTUTAIOIINX)
CUCTEMHOI'O KpPOBOTOKA, B MPOAYKLHU >XHUBOTHOTO MPOMCXOXKJIEHUS IOCIE NPUMEHEHHUS TAaKOTO
JIEKAPCTBEHHOTO CPEJICTBA, a TAKXKE JOKYMEHTAJIbHOE MOATBEPXKJICHUE (BaJIUJALMA) YKa3aHHBIX
MeTo10B; (B pen. PeaepanbHoro 3akoHa ot 02.08.2019 N 297-P3)

6) order O pe3yiapTaTax KIMHMYECKOIO MCCIEAOBaHUS JIEKAPCTBEHHOIO IIpernapaTra JUis
BETCPUHAPHOIO IPUMEHEHHs Y KaXJOro BHUJA JKUBOTHBIX, YKA3aHHBIX B HHCTPYKLUHU IO
BETEPUHAPHOMY IIPUMEHEHHUIO;

7) IPOEKT UHCTPYKILMH 110 BETEPUHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHOTO Mpenapara, CoaepKaliei
CIICAYIOLINE CBEICHUS:

a) HaMMEHOBaHUE JIEKAPCTBEHHOI'O Ipemnapara Uil BETEPUHAPHOIO NMPUMEHEHMS (MEKIYyHAPOIHOE
HENaTEeHTOBAHHOE, WK IPYNIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAaHUS);

0) nexapcTBeHHast popMa ¢ yKa3aHHEM HaMMEHOBAHUHM M KOJMUYECTBEHHOT'O COCTaBa JACHCTBYIOIIUX
BEILECTB U KAUECTBEHHOI'0 COCTAaBa BCIIOMOraTEIbHbIX BEILECTB;

B) ONHMCAHUE BHEIIHETO BUJIA JIEKAPCTBEHHOTO Npenapara Jjis BETEpUHApHOro IPUMEHEHHS;

r) apmakoTepaneBTUUECcKas rpyIia JeKapCTBEHHOT0 Ipernapara il BEeTePHHAPHOTO MTPUMEHEHHS
WIM yKa3aHHe "TOMeoNnaTu4eCcKuil IEKapCTBEHHBIN Npenapar';

o)  ¢apmakonuHamMMKa M (papMakOKMHETHKa (32  HCKIIOYeHHEM  (hapMaKOKHHETHKH
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rOMEONAaTHYECKUX JIEKAPCTBEHHBIX IIPENAPATOB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENApaToB) WU
OIMCaHNe UMMYHOOHOJIOTMYECKIX CBOUCTB JIEKAPCTBEHHOT'O IpenapaTa;

€) OKa3aHus [yl IPUMEHEHHS,
) IPOTUBOIIOKAa3aHUs AJIs1 IPUMEHEHUS;
3) MepBI IPEJOCTOPOKHOCTH MPU IPUMEHEHUY;

M) yKa3aHuE BO3MOXXHOCTH U 0COOEHHOCTEH NMPUMEHEHHs Y OEpEeMEHHBIX )KUBOTHBIX, Y dKHBOTHBIX B
[IEPUOJ JTAKTALUK, Y TIOTOMCTBA )KUBOTHBIX;

K) PEeXUM JI03UPOBaHMA, COCO0 BBEACHHMS U NMPHUMEHEHHs, NMPH HEOOXOAMMOCTH BpeMs MpHeMa
JIEKApCTBEHHOTIO IIperapaTa JJisi BETEPUHAPHOTO IPUMEHEHUS, IIPOJOJIKATEILHOCTD JICUEHUS,

.]I) BO3MO’KHEIE TOOOYHBIE IIGfICTBPISI, HCIXKCJIATCIBbHBIC PCAKIIMU NIPU NMPHUMCHCHUUN JICKAPCTBCHHOTO
npemnapara [yt BETCPUHAPHOT'O IPUMCHCHU A,

M) CUMIITOMBI [IEPEI03UPOBKH, MEPHI IO OKA3aHUIO MIOMOILU IIPU NIEPETO3UPOBKE;
H) B3aUMOJIEHICTBUE C IPYTUMHU JIEKAPCTBEHHBIMHU IIpeTapaTamMy U (WIN) KOpMaMu;
0) GOpMBI BBITyCKa JIEKAPCTBEHHOTO Mperapara Jjsl BeTePHHAPHOTO PUMEHEHUS;

n) yka3aHue (Mpu HEOoOXOAMMOCTH) OCOOCHHOCTEH NEHCTBHS JIEKApCTBEHHOTO Iperapara Juls
BETEPUHAPHOTO IPUMEHEHMS IIPU TIEPBOM IIPUEME WIIH IIPU €70 OTMEHE;

p) omnucanue (MpH HEOOXOAUMOCTH) JEHCTBUH CIIEIMAUCTa B 0OJACTU BETEPUHAPHH, BIaJelbla
’KMBOTHOTO TIPU TIPOITYCKE NMpHEMa OJHOW MM HECKOJBKHX JI03 JIEKAPCTBEHHOTO Mperapara JUls
BETEPUHAPHOTr0 NpuMeHeHus; (B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-P3)

C) CpOK TOJHOCTM M YyKa3aHME€ Ha 3alpeT IPUMEHEHHs JIEKAPCTBEHHOrO Ipenapara Jyis
BETEPUHAPHOTO IPUMEHEHMSI 110 UICTEUEHUH CPOKA F'OHOCTH;

T) YCJIOBHSI XpAaHEHUS;

y) yKa3aHMe€ Ha HEOOXOAMMOCTb XpaHEHHUs JIEKAPCTBEHHOro IMperapara JUisi BETEPUHAPHOTO
IIPUMEHEHHUS B MECTaX, HEAOCTYIIHBIX IS JETEH;

¢) ykazanue (mIpu HEOOXOAWMOCTH) CIEIHAIBHBIX MEp IMPEIOCTOPOKHOCTH NMPH YHHUUTOXKCHHU
HEUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX IIPENapaToB AJisl BETEPUHAPHOTO IPUMEHEHMS,;

X) CPOKHM BO3MOXKHOI'O HCIOJIb30BaHUS NPOAYKIMH XUBOTHOI'O IPOUCXOXKIEHUS IOCIE BBEACHMS
YKUBOTHOMY JIEKAPCTBEHHOTI'O IIperapara JJisi BETEpUHAPHOTO IPUMEHEHUS;

11) YCJIOBUS OTIYCKa;

‘I) HauMCHOBAHUSA W aApcCa MNPOU3BOACTBCHHLIX IIIOMAAOK MPOU3ZBOJAUTCIIA JICKAPCTBCHHOI'O
npemnapara it BETCPUHAPHOT'O IPUMCHCHUA

II) HAaUMEHOBAaHHWE, aJpec OpraHu3alud, YIOJIHOMOYEHHOH JepXkaTeileM WIH BIaJelbleM
PETUCTPAIIMOHHOTO yJIOCTOBEPEHHs JICKaPCTBEHHOTO IMperapara Ha MPHHATHE NPETeH3HH OT
noTpeOUTENS;

8) IPOEKThl MAKETOB NIEPBUYHOM YIIAaKOBKU M BTOPUYHOMN YIIaKOBKH JIEKAPCTBEHHOTO Npenapara ajs
BETEPUHAPHOI'0 IIPUMEHEHUS;

9) cnenyromue cBEAEHMS O JIEKAPCTBEHHOM Ipenapare Jjisl BETEpUHAPHOIO IPUMEHEHHUS:
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a) ONKCAHKE U COCTAB JICKAPCTBEHHOT'O MpenapaTta JJisi BETepUHAPHOTO IPUMEHEHHUS;
0) onucanue papMareBTHUECKON pa3paboTKy;

B) ONMMCaHHE Mpoliecca MPOU3BOJICTBA U €r0 KOHTPOJIS, HOAIMCAHHOE B OPSI/IKE, YCTAHOBJIEHHOM B
COOTBETCTBHUHM C 4acTbio | HacToswIel cTathy; (B pen. @eaepanbHoro 3akoHa ot 02.08.2019 N 297-
D3)

I) ONHUCAHHWE KOHTPOJI KPUTHYECKUX CTaauil MPOM3BOJICTBA W IPOMEXKYTOYHOH MPOAYKLUH,
MOJNMCAHHOE B MOPSJIKE, YCTAHOBIEHHOM B COOTBETCTBHHU C YacThio | HacTosimel craThu; (B pei.
®enepanbHoro 3akoHa oT 02.08.2019 N 297-P3)

1) HAaUMEHOBAaHUS W ajpeca pa3paboTuMKa, JepXKaTelsl WIM BIAAENblla PErHCTPALMOHHOTO
yIIOCTOBEpEHHs JICKAPCTBEHHOTO Iperapara, MPOU3BOJCTBEHHBIX IUIOMAJ0K MPOU3BOIUTEIS
JEKapCTBEHHOTO  Iperapara s BETEPHUHAPHOTO IMPUMEHEHUS C  yKa3aHHWeM  CTaauid
TEXHOJIOTUYECKOTO  TpOLIecca,  OCYIIECTBISIEMBIX  Ha  NPOU3BOACTBEHHBIX  IUIOLIAJIKAX
MPOU3BOIUTENST  JIEKAPCTBEHHOI'O TpenapaTta Uil BETEPHUHAPHOTO MPHUMEHEHUs; (B  per.
®enepanbHbix 3ak0HOB 0T 13.07.2015 N 241-P3, ot 02.08.2019 N 297-P3)

e) (apmarieBTHYECKAs COBMECTUMOCTb;

) MUKPOOHOJIOTHUECKHUE XapaKTePUCTHKHY;

3) MaTepuaIbHBIA OallaHC 7S POU3BOACTBA CEPUH TOTOBOTO MPOIYKTA;

1) OMKMCAHUE XapaKTEPUCTUK U CBOMCTB YIIaKOBOUHBIX MAaTEPUATIOB U YKYTIOPOUHBIX CPEJICTB;
K) TOKyMEHTaJIbHOE MOATBEPKACHHE (BaJIUIALKs) TPOLIECCOB U (MJIN) UX OIICHKA;

) TpeOOBaHUS K KA4eCTBY BCIIOMOTaTEIbHBIX BEMIECTB (cepTHUdUKAT, crenudukanus Ha
BCIIOMOTATENIbHBIC BEIIECTBA M UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAHUKH, HCIOJIB3YCMBIC IIPU OCYHICCTBJICHHU KOHTPOJIA KadCCTBaA
BCIIOMOI'aTCJIbHBIX BCIICCTB,

H) JAOKYMCHTAJIbHOC NOATBCPIKACHUC (BaJII/I,Z[aL[I/IH) AHAIIUTUYCCKUX MCTOJUK, HUCIIOJb3YCMbBIX IIPpU
OCYHICCTBJICHUU KOHTPOJI Ka4C€CTBA BCIIOMOT'aTCIIbHBIX BCILCCTB,

O) I/IH(bOpMaI_[I/IH 00 HCHOJIB30BAHUH BCIIOMOTraTEIbHBIX BCIICCTB YCIOBCUYCCKOIO M >XKHMBOTHOI'O
MMPOUCXOKIACHUA,

1) IOAMYHKT. - YTpatui cuiy. (B pex. @enepanpHoro 3akoHa oT 02.08.2019 N 297-P3)

p) TpeOoBaHMS K KadecTBY JIEKapCTBEHHOIO IIperapara s BETEpUHAPHOTO IPHUMEHEHHS
(ceprudukar, crienuduKays Ha JIEKapCTBEHHBIN MpenapaT u uX 000CHOBAHUE);

C) AQHAINTUYECKUE METOAMKH, MCIOJIb3yEMbIE IIPU OCYILIECTBICHHUU KOHTPOJSA KadecTBa
JIEKapCTBEHHOI'O IIpernapaTta sl BETEpUHAPHOTO IPUMEHEHUS;

T) AOKYMCHTAJIbHOC TMOATBCPKACHUC (Ba.HI/I,Z[aI_[I/ISI) AHAJIMTUYCCKUX MCTOJUK, UCIOJB3YCMbBIX IIPpHU
OCYHICCTBJICHUU KOHTPOJII Ka4CCTBA JICKAPCTBCHHOI'O MpCriapara AJjisi BETCPUHAPHOTI'O IPUMCHCHUA

y) IOKYMEHT, MOATBEP)KAAIOIIMI KauecTBO JIEKAPCTBEHHOI'O IIpernapaTa TPEX MPOMBIIIIECHHBIX
cepuil (IIPOTOKOJI aHAJIM3a WM CEPTU(PHUKAT aHAIN3A), OHA CEpUsi KOTOPOTO JOJDKHA COBMAAATh C
cepueil oOpasiia JeKapCTBEHHOTO Mpenapara, IOAaHHOTO Ha PETUCTPAIHIO;

¢) xapakTepucTHKa IPUMECEH;
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X) MEepevYeHb CTaHJAPTHBIX 00pa3IOB, UCIOJIb3YEMBIX INPH OCYIIECTBICHUH KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O IIpernapara Jisi BETEpUHAPHOTO IPUMEHEHUS;

I1) JaHHbIE O CTAOMIILHOCTH JICKAPCTBEHHOTO Mperapara JJisi BETEPUHAPHOTO IPUMEHEHUS;

10) komust MOKyMEHTa, cofep)kKamiero WHGOpPMAlMI0O O HAIWYMM WIH 00 OTCYTCTBHM (DaKTOB
perucTpanyy JICKapCTBEHHOTO TMperapara s BETEepUHAPHOTO TPHMEHEHHs 3a Mpeernamu
Poccuiickoi ®enepanuu;

11) cornacue B mMCbMEHHOH (opMe, MPEeIyCMOTPEHHOE YacTbi0 7 HACTOSALICH CTAaTbu, B Clyyae
perucTpani BOCIPOU3BEIEHHOIO JIEKApCTBEHHOIO npenapara; (B pea. denepaibHOrO 3akoHa OT
13.07.2015 N 241-P3)

12) komMs JOKyMEHTa Ha pYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAaHOBJIEHHOM IOPSAKE H
MOATBEP>KIAOLIETO IIPABOMOYHOCTD 3asIBJICHMSI O TOCYIaPCTBEHHON PErMCTPALMH JIEKAPCTBEHHOTO
Ipenapara Jyisl BETEpUHAPHOIO IPUMEHEHUS (JI0BEPEHHOCTD);

13) cBemeHHMss O TOCYAApCTBEHHOW pETHCTPAllMM  TE€HHO-MHXEHEPHO-MOAM(PUIMPOBAHHBIX
OpPraHU3MOB, TpPEAHA3HAYCHHBIX JUIS BBIIYCKAa B OKPYKAIOUIYI0 cpeay (Ipu TocyaapCTBEHHOU
perucTpanyy JEKapCTBEHHBIX NpenapaToB Uil BETEPUHAPHOTO MPUMEHEHMS, MOJIYYEHHBIX C
NPUMEHEHUEM TE€HHO-MH)KEHEPHO-MOIU(BHUIIMPOBAHHBIX OPraHU3MOB WM COJCPXKAIIUX TaKue
opranusmsl). (B pea. @enepanbHoro 3akoHa oT 02.08.2019 N 297-P3)

4. Ilpu mnpoBeneHHMH YCKOPEHHOM MpOLEAYypbl AKCIEPTU3bl JIEKAPCTBEHHOI'O Ipenapara Jyis
BETEPUHAPHOTO NMPUMEHEHUs (32 UCKIIOUEHHEM JICKapCTBEHHOTO Iperapara i BETEPUHAPHOTO
MPUMEHEHHUs, YyKa3aHHOTO B yactu 4.1 Hacrosmiedl cTtaTbu) B LENSIX €ro TrocyAapCTBEHHOU
perucTpani BMECTO OT4eTa pa3padoTyMka O pe3yibTaTax IOKIMHUYECKOTO HCCIIEIOBAHUS
JICKapCTBEHHOTO CPEJACTBAa JJIS BETEPUHAPHOTO NPUMEHEHHS MOXKET OBITh IpeACTaBlIeH 0030p
Hay4YHBIX pabOT O pe3yjbTarax JOKIMHUYECKOTO HCCIIEOBAaHUS PEePEepEeHTHOrO JIEKAPCTBEHHOTO
npernapara Uil BETEpUHAPHOTO TPUMEHEHHUS, a BMECTO OTYEeTa O pe3ysbTaTax KIMHUYECKOTO
UCCIIeZIOBAaHMS JIEKAPCTBEHHOTO MpenapaTa JUlsi BETEPUHAPHOTO NMPUMEHEHHUS! OTYET O pe3yJIbTarax
UCCIIeIOBaHNH  OMOIKBHMBAJICHTHOCTH BOCIPOU3BEJICHHOIO JIEKAPCTBEHHOTO TpemnapaTta  JUls
BETEPUHAPHOI0 NpHUMEHEHHus. (B pen. PenepanbHbix 3akoHOB 0T 02.08.2019 N 297-@3, ot
28.04.2023 N 171-P3)

4.1. Ilpu npoBeneHMHM YCKOPEHHOH NpOLEAYpbl SKCIEPTU3bl JIEKAPCTBEHHOI'O Ipenapara Jyis
BETCPUHAPHOIO IPUMEHEHHUs, IIPEIHA3HAYCHHOIO JUI1 JIEYEHHUs JOMAIIHUX JKUBOTHBIX,
onpeneneHHbIXx DenepanbHbIM 3akoHOM OT 27 aekabps 2018 roga N 498-P3 "OO6 0TBETCTBEHHOM
OOpalieHuu C >KUBOTHBIMH M O BHECCHHM H3MEHEHUH B OTAEIbHBIC 3aKOHOAATENIbHBIE AKTHI
Poccuiickoit ®enepanun”, u 3aperuCTpUPOBAHHOTO B KayeCTBE JIEKAPCTBEHHOI'O Ipernapara Jyis
MEIULMHCKOIO IPUMEHEHUS, B LEIAX €ro TrOCYJapCTBEHHOM pPEruCTpallid BMECTO OT4eTa
pa3paboTuMka O pe3yJbTaTax IOKIMHUYECKOTO HCCIEeNOBaHUS JICKAPCTBEHHOTO CPEJCTBA JUIS
BETCPUHAPHOTO TPUMEHEHUS MOTYT OBbITh TPEACTABICHBI PE3YJNbTaThl  JOKIMHUYECKOTO
HCCIIEA0BAHUS COOTBETCTBYIOILETO JIEKAPCTBEHHOI'O CPEACTBA I MEJULUHCKOIO IPUMEHEHHUs, a
BMECTO OTYe€Ta O pe3yJbTaTax KIMHUYECKOIO0 MCCIIEIOBAaHUs JIEKapCTBEHHOIO IIpemapara s
BETEPUHAPHOTO MPUMEHEHHS - 0030p HAYYHBIX paboT O pe3ybTaTax KIMHHUYECKUX HCCIICIOBAHUM
JIEKAPCTBEHHOI'0 IIpernapara Uil MEJUIUHCKOrO NPUMEHEHMS Ha BHMJIAX JXKUBOTHBIX, KOTOPBIM
IIpEeIHA3HAYaAETCsl UCCIEAYEMBIA JIEKapCTBEHHBIM mnpenapar. (B pexn. denepalpHOro 3akoHa OT
28.04.2023 N 171-P3)

5. Ha skcniepTusy pa3nuyHbIX JEKapCTBEHHBIX (POPM OJHOTO M TOTO K€ JIEKApCTBEHHOTO Mpernapara
JUId  BETEPUHApPHOIO IPUMEHEHUS 3asBUTENb NPEIACTABISIET OTACIbHBIE  3asBICHUA WU
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PETUCTpAIlMOHHBIE JOChE Ha KaXIYyI0 JeKapcTBeHHYIO (opmy. Ilpu ycrnoBuMm 0IHOBpEMEHHOM
M0JIa4y Ha SKCIEPTU3Y OJHOM JeKapCTBEHHOH (POPMBI ¢ pa3MTUYHBIMU JO3UPOBKOM, KOHIICHTpaLueH,
00bEMOM 3asBUTEb MPEACTABISIET OJHO 3asBICHHE M PETUCTPALMOHHOE JOChE C IMPHIOKECHHEM
MAaKeTOB IEPBUYHOM YINAaKOBKM M BTOPUYHOM ymnakoBKM. Ha Makerax IEepBHYHOM YIAKOBKU U
BTOPUYHOM YNAaKOBKU YKAa3bIBAIOTCSI BCE INMPOU3BOAMMBIEC JO3WPOBKH, KOHIEHTpAIMH, OOBEMBI U
KOJIMYECTBO J103 B YIIAKOBKE JIEKAPCTBEHHOTO INpemnapara /il BETEpUHAPHOTO NPUMEHEHUS. (B pell.
®enepanbHoro 3akoHa oT 02.08.2019 N 297-P3)

6. B ciayuae HempeacTaBieHUs C 3asABJICHUEM O T'OCYJAapPCTBEHHOM PErMCTpPALMU JIEKAPCTBEHHOTO
mpernapata JUIsi  BETEPUHAPHOIO IPUMEHEHUS  JOKYMEHTOB, IOATBEPXKAAIOLIUX  YIUIATy
roCyJapCTBEHHOU MOLUIMHBI M YKa3aHHBIX B MyHKTE 7 YacTH 2 HACTOAILUEH CTaTbU, CBEICHUU O
JULEH3UAX, YKa3aHHBIX B INYHKTaX | ¥ 2 yacTu 3 HacToOsIIEH CTaThbU, a TAKXE BBIJABAEMBIX
(mpenocTaBisieMbIX) YHNOJHOMOYEHHBIMH (hefiepalbHbIMU  OpraHaMH HCHOJHHUTENIBHON BIAcTH
JOKYMEHTOB (CBEJIEHUI), YKa3aHHbBIX B NMyHKTE 2.1 yacTu 3 HAcTOSIIEH CTaTbH, YIOJIHOMOYEHHBIN
(benepanbHBIl OpraH UCIOJHUTENFHON BIACTH 3alpalllMBaeT yKa3aHHbIE TOKYMEHTHI (CBEICHHS) B
MOps/IKE MEKBEIOMCTBEHHOTO MH(POPMALIMOHHOTO B3auMoeicTBus. (B pen. denepanbHOro 3akoHa
o1 27.12.2019 N 478-D3)

7. He nomyckaeTcs HCHIONb30BaHHE B KOMMEPUECKMX IIeNsAX HHPOpPMAaLUU O pe3yJbTarax
JOKIIMHUYCCKUX I/ICCJIC,[[OBEIHI/II\/'I JICKAPCTBCHHBLIX CpCACTB HU  KIMHUYCCKHUX I/ICCJIC,Z[OBaHI/II\/JI
JICKApCTBCHHBIX IpCNapaToB I BECTCPUHAPHOTO NMPUMCHCHUA, HpeHCTaBHeHHOﬁ 3a4ABUTCICM OJIA
FOCy,[IapCTBeHHOﬁ perucTpanvu JICKApCTBCHHLIX IIPCIapaTos, 0e3 ero coriacHs B TEYEHHE IIECTH
JeT ¢ JaThl TOCYIApCTBEHHOM perucTpanmuu peepeHTHOro JIEKapCTBEHHOrO IpernapaTra B
Poccuiickoit ®enepanuu.

8. JepxaTenp win BiaJeNel] PErUCTPAllMOHHOIO YAOCTOBEPEHNUs JIEKAPCTBEHHOTO Ipernapara Ajis
BETCPUHAPHOTO TPUMEHEHHUS TMPEICTaBIseT B  YINOJHOMOYEHHBIH  (edepalbHBIi  Opra
WCTIOJTHUTENILHOW BJIACTH OTYET IO pe3yibTaraM (apMakoHaa30pa OAMH pa3 B IIECTh MECSIECB B
TE€YEHUE JBYX JIET II0CJIE I'OCYJapPCTBEHHON PETUCTpaliu JIEKapCTBEHHOTr O Ipenapara B Poccuiickon
@enepannu, 3aTeM €XKETOJHO B TEUCHUE MOCIEAYIOIUX TPEX JET U B JAIBHEUIIEM OJIUH pa3 B TPU
roga. (B pexn. @enepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

Cmamuva 18 oeiicmgyem 00 01.09.2024 (nynkm 14 cmamou 1 @edepanvrnozo 3aKona om
30.01.2024 N 1-@3).

Crarps 18. Ilogaya u paccMoTpeHue 3asiBJICHUSA 0 FOCYAAPCTBEHHOM
PerucTpanuu JeKapCTBEHHOr 0 NMpenapara s MeJUIUHCKOr 0
npuMeHeHus (B pea. @eaepaiabHoro 3akona ot 22.12.2014 N 429-@3
(pea. or 13.07.2019))

1. JIns TrocymapcTBEHHOM pETMCTpallud JIEKapCTBEHHOIO IIpermapara i  MEIUIIMHCKOTO
NPUMEHEHHS I0PUIMUECKOE JIUIO, NEHCTBYIOIEe B COOCTBEHHBIX HHTEPECAX WM YIOJIHOMOYEHHOE
MIPEACTABIIATH HHTEPECHI APYTOro I0PUANUECKOrO JIMLA U 3asBIIAIOLICE JICKAPCTBEHHBIN Ipenapar Ha
rOCy/IJapCTBEHHYIO PETUCTpaluIo (Jajee B HACTOALIEH CTaTbe - 3asBUTENb), NPEACTABISAET B
YIIOJIHOMOYEHHBIA  (efepalbHBIi  OpraH  HCIOJHUTEIBHOM  BJIACTH,  OCYIIECTBIISIOLIHUI
TOCYJapCTBEHHYIO PETUCTPALUIO JICKAPCTBEHHBIX IIPENApaToB I MEIULMHCKOIO IIPUMEHEHHUs, B
AJIEKTPOHHON (opMe M Ha OyMa)KHOM HOCHTENE 3asiBIIEHHE O TOCYAapCTBEHHOW PETUCTpPaIUH
JIEKApCTBEHHOIO IIpernapara Uil MEAULMHCKOIO IIPUMEHEHUs, a TAKXKE B IMOPSAJAKE, YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (heiepallbHbIM OpraHOM HCIIOJIHUTENFHON BJIACTH, B AJIEKTPOHHOH (opme U Ha
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OyMaXHOM HOCHUTEJIe HEOOXOIUMBIC JOKYMEHTBI, U3 KOTOPBIX (OPMUPYETCS PErHCTPAIOHHOE
J0Che Ha JICKApCTBEHHBIN MpemapaTr [Uisi METUIIMHCKOro mpuMmeHeHus. (B pen. demepambHOTro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. B 3asgBneHUM O TOCYIapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOrO Mpenapara i MEJUIIMHCKOTO
IIPUMEHEHHS yKa3blBaloTcsa: (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

1) HamMeHOBaHME, aJpec 3asBUTEIAS M MPOU3BOJUTENS JIEKAPCTBEHHOrO IMpemnapara JJis
MEIUIIMHCKOTO MPUMEHEHHS, CBEJCHHS 00 HMX PErucTpaliyl B KadyeCcTBE HAJIOTOIUIATEIIbIIHUKA B
CTpaHE pEeTUCTpaluu (ISl POCCHMCKUX IOPUAMYECKUX JUI[ - UICHTH(PUKAIMOHHBIN HOMEp
Hanoromarensiiuka (MHH), amd vHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpaHa pPErucTpaluu,
HAaMMEHOBAHHE PETHCTPUPYIONIETO OpPTraHa, PETUCTPALMOHHBIA HOMEp, KOJ HaJIOroIuIaTeNblIuKa B
CTpaHe perucrpauuu (MHKOPHOpalMy) WIA €ro aHajor) W aJpec MecTa OCYIIECTBICHUS
MPOU3BOJICTBA JIEKAPCTBEHHOI'O Mpemnapara (B cilydae HaJIM4Msl HECKOJIbKMX YYaCTHUKOB IpoIecca
€ro MPOU3BOJICTBA HEOOXOIUMO yKa3aTh KaKJIOTO YYACTHHKA B COOTBETCTBHH C OCYIIECTBISIEMOM
cTaauel npousBoAcTBa); (B pel. denepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HauMEHOBaHHUE JICKAPCTBEHHOT'O MpemnapaTa A MEAMLUHCKOTO0 MPUMEHEHUs (MEXIyHAapOaHOE
HEMaTeHTOBAaHHOE, WU TPYNIHPOBOYHOE, WIM XMMHUYECKOE M TOProBOe HaMMEHOBaHUA); (B pei.
®enepanbHOro 3akoHa o 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

3) mepeueHb NEHCTBYIOMIMX M BCIIOMOTATENIBHBIX BEIIECTB, BXOAIIMX B COCTaB JIEKAPCTBEHHOTO
npernapara Juisi MEAULIMHCKOTO MPUMEHEHHUs, ¢ yKa3aHHEeM KOJMYeCTBa KaKIOro M3 HHUX; (B pei.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

4) nexapctBeHHas (opma, IO3UPOBKA, CIOCOOBI BBEACHHS W MPHUMEHEHHs, CPOK T'OJHOCTH
JICKapCTBEHHOTO Tpernaparta Jjis MEeIUIMHCKOro NmpuMeHeHus; (B pen. denepaibHOrO 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) hapmakoTepaneBTHYECKas TPYIINA, KOJ aHATOMO-TepaneBTUYECKO-XUMUUECKOHN K1acCu(pUKaIiy,
PEKOMEHIOBaHHOM BceMupHO oOpraHu3anuesl 3ApaBOOXPAaHEHMs, 3asBISEMbIC IOKAa3aHUSA IS
IIPUMEHEHHU JIEKaPCTBEHHOI'O IpernapaTa JUlsi MEIULMHCKOTo npuMeHeHus; (B pen. denepanpHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) OTCyTCTBHE HEOOXOIUMOCTH TPEIOCTABICHUS OTYeTa O pe3ysibTaraX KIMHUYECKOTO
UCCIICIOBaHMS, WCCIENOBAaHUS OMO’KBHUBAJICHTHOCTH JIEKAPCTBEHHOTO MperapaTa, pa3pemeHHOro
JUIS MEIULMHCKOTO npuMeHeHust B Poccuiickoit @eneparnuu Goiee NBaalaTH JIeT, ¢ YKa3aHHEM
HOPMATUBHBIX IIPABOBBIX AaKTOB, MOATBEPKAAOIINX MJAHHBIA CpPOK MNpUMEHEeHHs; (B pen.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

7) HEOOXOAMMOCTh OGOpMIICHHS pa3pelieHus Ha BBO3 B Poccuiickyro Demeparuio KOHKPETHOM
MapTUU  3apPETUCTPUPOBAHHBIX U (WIM) HE3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB,
MpeIHA3HAYEHHBIX Ui  TPOBEACHHUS  JKCHEPTU3Bl  JICKAPCTBEHHBIX  CPEACTB B  IEIAX
rocyJapcTBeHHOM peructpanuu; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®D3 (pex. ot

13.07.2015))

8) HeoO0XOAMMOCTh TNPOBEICHUS SKCIEPTU3bl JOKYMEHTOB, MPEACTABICHHBIX JUISL OINpeleIeHUs
BO3MOYKHOCTH pPacCMaTpUBaTh JIEKAPCTBEHHBIH Mpenapar Ui METUIMHCKOTO NPUMEHEHHUsS IpH
OCYIIECTBJICHUH TOCYJAapCTBEHHOM pErucTpaluy B KayecTBe Op(GAHHOTO JIEKapCTBEHHOTO
npenapara; (B pea. @enepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

9) HE0OXOAMMOCTh MPUMEHEHUSI YCKOPEHHOM MpOILEeayphl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
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LEJISIX TOCYAapCTBEHHONW PETUCTPALMU JIEKAPCTBEHHOIO Ipenapata; (B pen. denepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

10) xonmuMm JOKYMEHTOB, HOATBEP)KIAIOUIMX YIUIATy TIOCYJAapCTBEHHOM IMOLUIMHBL (B pen.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

a) 3a IPOBEJEHUE SKCIEPTU3bl JOKYMEHTOB, NPEICTABICHHBIX JUIS OINpPENETICHUs BO3MOXXHOCTU
paccMaTpuBaTh JIEKaPCTBEHHBIN MpemnapaT Ui MEAULUHCKOTO MPUMEHEHHS MPU OCYIIECTBICHUH
rOCYJapCTBEHHON perucTpanud B KadecTBE Op(aHHOrO JIeKapcTBEHHOIrO Mpemapara; (B pei.
@enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) 3a MmpoBeIeHHE IKCIEPTU3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA U IKCIEPTHU3BI OTHOIICHHUS
0XKMJAEMOM TMOJB3bl K BO3MOXHOMY PHUCKY [IPUMEHEHHsI JIEKApCTBEHHOI'O Ipenapara,
pa3pelieHHoro Ui MEAUIIMHCKOTo IpuMeHeHus: B Poccuiickoit @eneparuu 0ojee ABAANATH JIET,
NP  OCYULIECTBICHUM TOCYJIapCTBEHHOM pETUCTpalluy JIEKapCTBEHHOTO mpemapara; (B pel.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

B) 3a MPOBEJEHUE JKCIEPTU3bl KadecTBa JIEKAPCTBEHHOTO CPEACTBA U IKCIEPTHU3BI OTHOIICHHS
OKUIAeMOW TOJB3bl K BO3MOXHOMY PHCKY TPHUMEHEHUS JIEKapCTBEHHOTO TMpemnapara Jyis
MEIHUIIMHCKOTO TMPUMEHEHHsI MPH €ro TrocyAapcTBEeHHOW peructpamuu; (B pen. demepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

r) 32 MPOBEACHUE HKCIEPTU3bl KAaueCTBA JIEKAPCTBEHHOI'O CPEJCTBA U 3KCHEPTU3bl OTHOUIECHUS
0XKMJAEMOM TIOJIb3bl K BO3MOXXHOMY PHUCKY MPHUMEHEHHS JIEKAPCTBEHHOIO IIpenapara it
MEIMIMHCKOTO  INPUMEHEHUA, B  OTHOLIEHUMM  KOTOPOTrO  IPOBEICHBI  MEKIYHAPOIHBIE
MHOTOLEHTPOBbIE KJIMHUYECKHUE HCCIEAOBaHMs, 4YacTb W3 KOTOPBIX NpoBefeHa B Pocculickoit
®depepannu, IpU OCYLIECTBICHUU TOCYIapCTBEHHOM PErUCTpPALMM JIEKapCTBEHHOIO Mpenapara; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

11) namuuue coriacusi MPOU3BOJIUTENS JIEKAPCTBEHHOTO IMperapaTta, MPOU3BOJCTBO KOTOPOTO
ocyliecTsisiercss 3a npenenaMmu Poccuiickoil ®enepanny, Ha IPOBEACHUE WHCIEKTUPOBAHUS
NPOU3BOIUTENSI HAa COOTBETCTBUE TPeOOBaHMAM NPABWI HAMISKANIEH MPOU3BOJICTBEHHOM
npakTuky; (B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

12) manuuue coriacusi, NpeayCMOTPEHHOro yacThio 18 Hactosuieil cratey; (B pen. denepanbHoro
3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

13) yka3aHue BHJa JIEKAPCTBEHHOTO MpernapaTta, MpeICTaBIEHHOr0 Ha PErUCTpaluio (pedepeHTHbIH
JICKapCTBEHHBIN Mpernapar, BOCIPOMU3BEIEHHBIN JICKApCTBEHHBIN IMpenapar, OHOJOTHMYECKHi
JIeKapCTBEHHBI  mpenapaT, OuoaHaNoroBelii (OMOMOAOOHBIN)  JEKapCTBEHHBIM  mpenapaT
(Omoananor), TOMEONaTHMYECKUI JIEKAPCTBEHHBIM TpemnapaT, JIeKapCTBEHHBIH paCTUTEIbHBIN
npenapar). (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. or 13.07.20195))

3. PerucrtpannoHHOE [0ChE Ha JEKAapCTBEHHBIN @pemapaTr i MEIULUHCKOTO IPUMEHEHMUS
npenocTaBisercs B opMe 0O0IIEro TeXHUYECKOro JoKyMmeHTa. (B pen. demepaibHOrO 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. Paznen MOKyMEHTAllUU aMUHUCTPATUBHOTO XapakTepa BKItouyaeT B ceds: (B pea. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) 3asBIEHME O TrOCYJAapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOI'O IMpernapara Il MEIUIIMHCKOTO
NPUMEHEHHS B AJIEKTPOHHOU (hopMme M Ha OymMakHOM Hocutene; (B pea. PenepaabHOro 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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2) KONMIO JOKYMEHTa Ha pYCCKOM SI3bIKE, 3aBEPEHHOrO0 B YCTAHOBJICHHOM TMOpSAIKE WU
MOJTBEPXKIAIOUIETO TMPABOMOYHOCTh 3asBUTENSA I10/1aBaTh 3asiBICHHE O TOCYIapCTBEHHOM
perucTpanyy JeKapCTBEHHOTO IpenapaTa JUlsi MEIUIIMHCKOTO IIPUMEHEHUs (JI0BEpEHHOCTH); (B pel.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

3) cBeneHus O JaTe NPENOCTABIEHUS U PETHCTPAllMOHHOM HOMEpE JIMIIEH3UMH Ha IPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEICTB WJIM CBEIACHUSA O JAaTe€ IPEAOCTaBICHUS W PErUCTPALMOHHOM HOMeEpe
3aKIIOYCHUST O COOTBETCTBUU TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM MPaBUII
HaJJIeXkKalleld MpPOU3BOACTBEHHOM NPAKTUKH, BBIIAHHBIX (MPEJOCTABIEHHBIX) YIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIOJHHUTEIBHON BIIACTH B OTHOLICHWU MPOHM3BOJCTBEHHOM IUIOLIAIKU
PErUCTPUPYEMOrO JIEKAPCTBEHHOI'O IIperapara, B Clydae, €CJIIM IIPOU3BOACTBO JIEKAPCTBEHHOI'O
npenapata ocymectBisiercss B Poccuiickoit ®enepauun; (B pen. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

4) xonuio NPEeAOCTAaBICHHON YIIOJIHOMOYEHHBIM OpPraHOM CTpaHbl INPOU3BOAMTENS JIMLEH3UU Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIperapara W €€ IIEPeBOJ Ha PYCCKUHM S3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM IIOPSIAKE, @ TAaKXE KOIMUIO 3aKIIOUEHHs O COOTBETCTBUHM IIPOU3BOJUTEIS
JICKapCTBEHHBIX CPEICTB TpeOOBaHMSAM NpPaBUJI HaJJIeKAIIEH MPOM3BOACTBEHHON MPAKTUKH,
BBIJIAHHOTO YTIOJIHOMOYEHHBIM (heZiepallbHbIM OpraHOM HCIIOJIHUTENFHONW BJIACTH B OTHOIICHUH
MIPOU3BOACTBEHHON IIIOIIAJKU PETUCTPUPYEMOrO JIEKApCTBEHHOIO IIpenapara, WIH KOIHIO
peleHusl YMOJIHOMOYEHHOTo (hefiepanbHOr0 OpraHa HUCIOJHUTENBHOW BJIACTH O MPOBEICHUH
MHCIIEKTUPOBAHMS IIPOU3BOAMUTENS JICKAPCTBEHHBIX CPEICTB, B Cilydae, €CIM IPOU3BOJICTBO
JIEKapCTBEHHOI'O IIpernapaTra OCyLIecTBiIsgeTcs 3a npenenamu Poccuiickoil Penepanuu; (B pen.
@enepasibHbIX 3aKOHOB 0T 22.12.2014 N 429-D3 (pexn. or 13.07.2015), ot 04.06.2018 N 140-P3, ot
27.12.2019 N 478-®3)

5) OpOEKT UHCTPYKIMU 110 MEIUIIMHCKOMY PUMEHEHUIO JICKAPCTBEHHOTO IMpernapaTa, CoaeprKaiieit
cinenyromue cpeaenus: (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

a) HAUMEHOBAaHUE JIEKAPCTBEHHOrO Mpemnapara (MeXIyHapoJAHOE HEMaTEeHTOBAHHOE, WIH

IpPyIIMPOBOYHOE, WIM XMMHUYECKOE U TOProBO€ HaMMEHOBaHus); (B pea. denepalibHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) nexapcTBeHHas popMa ¢ yKa3aHHEM HaMMEHOBAHUHM M KOJMUYECTBEHHOT'O COCTaBa JACHCTBYIOIIUX
BEIIECTB M KAUYeCTBEHHOTO COCTaBa BCIOMOTATENbHBIX BEHIECTB (IpU HEOOXOIUMOCTH

KOJIMYECTBEHHOTO COCTaBa BCIOMOTaTEeNbHBIX BellecTB); (B pen. denepalibHOro 3aKoHa OT
22.12.2014 N 429-@3 (pen. or 13.07.2015))

B) OMMCaHUE BHEIIHETO BUJA JIEKAPCTBEHHOT'O MpenapaTa JJisi MEIUIUHCKOTO IPUMEHEHHUs; (B pefl.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

) (U3BNKO-XUMHUYECKUE CBOMCTBA (s paanodapMalieBTHUECKUX JIEKAPCTBEHHBIX IpenapaToB); (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) (apMmakoTepaneBTHUYECKasi TpyIma, KOJA JICKapCTBEHHOrO IpenapaTta Uil MEIHIIMHCKOTO
NPUMEHEHHS TI0 aHATOMO-TEPaNeBTUYECKO-XUMHUECKOW KiIacCU(UKAIUN, PEKOMEHIOBAaHHOM
BcemupHoii opranuzanueil 34paBOOXpaHEHMs], WM YKa3aHHE 'TOMEONaTUYECKUM JIEKapCTBEHHBIN
npenapat”; (B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

e) papmakoarHaMuka u hapMaKOKMHETHKA (32 UCKITIOYCHUEM (hapMaKOKUHETHKU TOMEOTIaTHIECKUX
JIEKapCTBEHHBIX MPENapaToB M PACTUTEIBHBIX JIEKAPCTBEHHBIX MpernapaToB); (B pen. DenepalbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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) MOKa3aHus sl mpuMeHeHus; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

3) MPOTHUBOIIOKA3aHUA A npuMeHeHus; (B pea. denepanpHoro 3akoHa or 22.12.2014 N 429-®3
(pen. or 13.07.2015))

1) Mephl MIPEIOCTOPOKHOCTU NpU IpUMEHeHuU; (B pen. PeaepanbHOro 3akoHa or 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

K) YyKa3aHHE BO3MOKHOCTM U OCOOCHHOCTEH TNPUMEHEHHUS JIeKapCTBEHHOTO IIperapara Juls
MEIULUHCKOTO TPUMEHEHHUs OCpEeMEHHBIMH KCHIIMHAMH, KCHIIMHAMH B MEpPUOJ TPYAHOTO
BCKapMJIUBAHMs, JI€TbMM, B3POCIBIMH, HWMEIOIIMMH XpOHUYECKHe 3aloneBaHus; (B pen.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

J) peXXUM JTO3UPOBAHUSA, CIIOCOOBI BBEACHUS U NMPUMEHEHUs, IPU HEOOXOAUMOCTH BpeMs Ipuema
JIEKapCTBEHHOI'O Npenapara Jyuisi MEAULUHCKOTO IPUMEHEHMS], IPOIOJKUTENBHOCTD JIEUEHUS, B TOM
qucie y AeTeil 1o u mocie ogHoro roxa; (B pea. @enepanbHoro 3akoHa oT 22.12.2014 N 429-93
(pen. or 13.07.2015))

M) BO3MOXHBIE HEXKENIATEJIbHbIE PEAaKLMUU INpU INPUMEHEHUM JIEKapCTBEHHOIO IIpernapara Jyis
MEIUIMHCKOrO0 IpuMeHeHus; (B pel. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

H) CHUMITOMBI TEpPEIO3UPOBKH, MEPHl MO OKa3aHWIO TOMOIIM IPH IEpeJo3upoBKe; (B pei.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

0) B3aMMOJEICTBHUE C IPYTMMHU JIEKAPCTBEHHBIMU IIpenapaTaMy U (WIM) NULIEBBIMU IPOLYKTaMH; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

) ¢opMBbI BBHITyCKa JIEKapCTBEHHOTO Ipemnapata; (B pen. denepanbHoro 3akoHa or 22.12.2014 N
429-03 (pen. ot 13.07.2015))

p) ykazanue (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEH IEHCTBHS JIEKAPCTBEHHOTO Iperapara Juls
MEIULUHCKOTO MPUMEHEHHs TPH TNEepBOM INpHEeMe WM MpH ero oTMmeHe; (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

c) onrcanue (Ipu He0OXOAUMOCTH) IeHCTBHI Bpaua ((penpamepa) 1 (WIK) MalueHTa Mpy MpomycKe
IIpYMEMa OJIHOM MJIM HECKOJBKUX 103 JIEKAPCTBEHHOTO IIpernapaTa JUisl MEJULMHCKOTO IPUMEHEHMS,
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. or 13.07.2015))

T) BO3MOXHOE BIHSHHE JIEKAPCTBEHHOTO TMpemnapara i MEIUIIMHCKOTO TMPUMEHEHHs Ha
CIIOCOOHOCTh YTNPaBISTh TPAHCHIOPTHBIMU CpelCcTBaMu, MexaHu3mamu; (B pen. DemepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

y) CpPOK TOAHOCTM M YKa3aHUE Ha 3alpeT IPUMEHEHMs JIEKApCTBEHHOrO Ipenapara Jyis
MEIUIMHCKOTO NPUMEHEHHUs MO0 HCTEUEHUM CpoKa rofgHocTu; (B pelx. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) ycnoBus xpanenus; (B pen. PexmepanmpHoro 3akona or 22.12.2014 N 429-®@3 (pen. ot

13.07.2015))

X) yKa3zaHHE€ Ha HEOOXOJMMOCTh XpaHEHHs JEKapCTBEHHOTO TIpemapaTta Uil MEIHIMHCKOTO
IIPUMEHEHHS B MECTaxX, HENOCTYIHBIX Ui JeTell; (B pen. PenepaibHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

1) yKa3aHue (MpH HEOOXOJMMOCTH) CHEUMATbHBIX MEp MPEIOCTOPOKHOCTH TPH YHUUTOKEHUH
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HEHCIIOJIb30BAaHHBIX JICKAPCTBEHHBIX NPEnapaToB Uil MEAWLIMHCKOrO NpUMEHeHus; (B per.
®enepanbHOro 3akoHa or 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

4) yClIOBUS OTIIyCKa; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. or 13.07.2015))

) HaUMEHOBaHMWS M aJpeca NPOU3BOJCTBEHHBIX IUIOIMIAJOK IPOU3BOJUTENS JIEKAPCTBEHHOTO
npenapara; (B pea. @enepanbHoro 3akoHa or 22.12.2014 N 429-d3 (pexn. ot 13.07.2015))

1) HAaMMEHOBAaHME, aJpeC OpraHMU3allM, YIOJHOMOYEHHON [ep)KaTeleM WU BIAJEIbLEM
PETUCTPALIMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipernapara A MEJUIMHCKOrO0 NMPUMEHEHUS
Ha MPHUHATHUE MPEeTeH3ul oT norpedutens; (B pen. PenepanabHoro 3akona oT 22.12.2014 N 429-93
(pen. or 13.07.2015))

6) MHCTPYKLHIO IO MEIAULUHCKOMY NPUMEHEHUIO WU KPaTKyH XapaKTEPUCTHKY JIEKAPCTBEHHOTO
Ipenapara, yTBEp KI€HHbIE B CTpaHe Npou3BoAuTeNs; (B pel. PenepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. or 13.07.2015))

7) IPOEKTHI MAaKETOB IEPBUYHON YIAKOBKU U BTOPUYHOMN YIIAKOBKH JIEKAPCTBEHHOTO Ipenapara Jis
MEIUIMHCKOrO0 IpuMeHeHus; (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

8) NpOEKT HOPMATUBHOM [JOKYMEHTallUM WJIM HOPMATHBHOI'O JOKYMEHTa Ha JIEKApCTBEHHBIN
npernapar A MEJUIIMHCKOTO NPHUMEHEHHUs OO0 yKa3aHHWEe COOTBETCTBYIOUICH (hapMaKomeiHoi
ctatby; (B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pex. ot 13.07.2015))

9) mOKyMEeHT, coaepKauuii HH(POPMAIMIO O HATUYUU WIK 00 OTCYTCTBUHM (PAaKTOB PETUCTPAIMU
JIEKApCTBEHHOI'0 IIpemapara il MEAUIMHCKOrO IMPUMEHEHUs 3a mpeaenamu Poccuiickon
®eneparun; (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

10) KOmMM OKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJICHHOM TMOPSAAKE M TMOATBEPXKIAIOMUX (aKT
perucTpanyy JeKapCTBEHHOTO NpenapaTa B MHOCTPAHHBIX I'OCYJapCcTBaX B KadyecTBE OP(aHHOTO
JEKapCTBEHHOIro mpemnapara; (B pen. ®PenepanbHoro 3akoHa or 22.12.2014 N 429-®P3 (pex. or

13.07.2015))

11) mnnman ynpaBieHuss pUCKaMU s OWONOTHMYECKUX JICKApPCTBEHHBIX MPENaparoB UL
MEIUIMHCKOrO0 IpHUMeHeHus; (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-D3 (pex. ot

13.07.2015))

12) nmoxymeHT o cucrteMe (apMakoHAA30pa JepKaTelss WIM BIAAeNblla PErHCTPALMOHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHOT0 npemnaparta; (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-
@3 (pen. ot 13.07.2015))

13) nOKyMEHT, MOATBEPKAAIOIIMNA KauecTBO JIEKAPCTBEHHOI'O IMpenapara TpPeX MPOMBIIIIECHHBIX
cepuil (IIPOTOKOJ aHAJIM3a WK CEPTU(PHUKAT aHAIN3A), OHA CEpUsi KOTOPOTO JOJDKHA COBMAAATh C
cepueil obpasia JIeKapcTBEHHOT0 Ipenapata JUisi MeAULIUHCKOTO TPUMEHEHHSI, TPEICTaBICHHOTO Ha
rocyJapcTBeHHYI0 peructpaiuio. (B pen. GenepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

5. Paznen xumuueckoi, hapmaneBTHUECKON U OMONOTMYECKON JOKYMEHTAIlMU BKIIOYAaeT B cels
JOKYMEHTBI, COfep)Kaliie HHPOpMaLuuio O QapMaleBTUYeCKOd CyOCTaHIIMM M JIEKapCTBEHHOM
npernapare i MEAMLIUHCKOTO NMPUMEHEHUS, MPOILECCe €ro MPOHM3BOJCTBA M METOAAaX KOHTPOJIS
KauecTBa, B TOM uMcie: (B pen. PenepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

1) KonHIO TOKYMEHTa, COJIEPIKAILEro CIEAYIONIYI0 HHPOPMALKIO O papMaIleBTUIECKON CyOCTaHIINH
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wid  (apManeBTHUECKUX CYOCTaHIUAX, BXOISIIMX B COCTaB JIEKAPCTBEHHOI'O Npenapara, 3a
UCKJTIOUEHHEeM HH(popMaluy 0 (papManeBTHYECKUX CyOCTaHIIMAX, BKIIFOUCHHBIX B TOCYJapCTBEHHBIH
peecTp JeKapCTBEHHBIX CPEJCTB B COOTBETCTBUHU CO cTaThbel 34 HacTosamiero denepaabHOro 3aKOHa:
(B pen. ®enepanpHbix 3ak0oHOB 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 27.12.2019 N
462-03)

a) HauMMEHOBaHUE (HapMaIleBTHUECKON CyOCTaHIMM, €€ CTPYKTypa, oOlue cBOicTBa; (B pen.
®enepanbHOro 3akoHa or 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

0) HaMMEHOBaHME U aJpec Mpou3BoauTeNs; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93
(pen. or 13.07.2015))

B) TEXHOJIOTUSl MPOU3BOACTBA C OMUCAHUEM CTAJUI MPOU3BOJCTBA M METOJIOB KOHTPOJS HAa BCEX
cTanusax npousBonacTBa; (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

I') onMcaHue pa3paboTKU Mpolecca Mpou3BoACTBa; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. or 13.07.2015))

1) OIMCAaHUE KOHTPOJISI KPUTHUECKUX CTAJAMNA MPOU3BOICTBA U POMEKYTOUHON MPOAYKLUH; (B per.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

€) JOKYMEHTAJbHOE MOATBEPXKICHUE (BaJlWJalMs) IMpoleccoB M (WIM) HUX OIEHKa; (B pel.
@enepanbHOro 3akoHa ot 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

) CBOMCTBA M CTPYKTypa AEUCTBYIOUIMX BellecTs; (B pea. denepanpHoro 3akoHa o 22.12.2014 N
429-D3 (pen. or 13.07.2015))

3) XapakrepucTuka npumecei; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

n) crenudukanys Ha papmaneBTHUECKYI0 cyOcTaHIMIO U ee o0ocHOBaHue; (B pea. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) QHAJIUTHUYECKHE METOJUKH, HCIIOJIb3yEeMble IIPU OCYIIECTBICHUM KOHTPOJII KadecTBa
bapmaneBTHueckol cyoctanimy; (B pen. dexepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

7) TOKyMEHTAIbHOE MOATBEPXKACHUE (BaluAallvs) aHAIUTHYCCKUX METOJIMK, HCIIONBb3yEeMBIX IMPHU
OCYIIECTBIICHUU KOHTPOJII KadecTBa (apMmareBTudeckoil cyOcrtannuu; (B pen. demepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

M) pe3yJbTaThl aHaM3a cepuil papmaneBTuueckoil cydcranuuu; (B pen. deaepanbHOro 3aK0OHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) NepeYeHb CTaHAAPTHHIX 00pPA3LOB WM BEIIECTB, UCTIONb3YEMBIX MIPU OCYIIECTBICHHUH KOHTPOJIS
KauecTBa; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

0) OMHCAaHWE XAPAKTePUCTHK M CBOWCTB yIMAKOBOYHBIX MATEPUATOB U YKYMOPOYHBIX CPEACTB; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1) JaHHBIE O cTabWIBHOCTH (papmaneBTHUECKOil cyOcranimu; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) cpok roaHocty; (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pea. ot 13.07.2015))
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1.1) B oTHOmEHUH (apMaleBTUUECKUX CYOCTaHLMH, BXOSIIMX B COCTAaB JIEKAPCTBEHHOTO
IpernapaTa ¥ BKJIIOUEHHBIX B FOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO
crarbeil 34 Hactosuiero denepaibHOrO 3aKOHA, - KOMMS JTOKYMEHTA, COJAEPIKAIIETO CIEAYIOUIYIO
uHpopmanuio: (B pea. @enepanbHoro 3akona ot 27.12.2019 N 462-03)

a) HauMMEHOBaHUE (HapMaIeBTHUECKON CyOCTaHIMM, €€ CTPYKTypa, oOlue cBOicTBa; (B pen.
®enepanbHoro 3akoHa ot 27.12.2019 N 462-D3)

0) HaMMEHOBaHUE U aJpec MpousBoaAnuTes; (B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 462-03)

B) pe3yJIbTaThl aHajau3a cepuil papmaneBTuueckoil cydcranuuu; (B pea. PenepaabHOro 3aKOHa OT
27.12.2019 N 462-D3)

I') cpok rogHocty; (B pen. denepanpHoro 3akoHa oT 27.12.2019 N 462-P3)

2) IOKYMEHT, COJepKAaIlliil CIeIyIoIne CBEICHHUS O JEKapCTBEHHOM MpenapaTe Uil MEIUIIMHCKOTO
npuMeHeHus: (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pea. ot 13.07.2015))

a) ONMCaHME M COCTaB JICKAPCTBEHHOIO Iperapara JUlsi MEAWLMHCKOrO NpPUMEHEHus; (B pei.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

0) onucanue papMareBTHUECKON pa3paboTku (000CHOBaHME BBIOOpa COCTaBa, MIEPBUYHON yIIaKOBKU
1 uHoro); (B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. or 13.07.2015))

B) TEXHOJIOTUS MPOU3BOACTBA C ONUCAHUEM CTAJUI MPOU3BOJCTBA M METOJIOB KOHTPOJS HAa BCEX
cTanusax npousBonacTBa; (B pen. denepampHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

I) ONWCAaHHE KOHTPOJS KPUTUYECKHX CTaJuii Mpolecca MPOM3BOJICTBA M IMPOMEXKYTOUHOM
nponykuuy; (B pea. @enepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pex. ot 13.07.2019))

J1) HAUMEHOBAHHUE U a/IpeC MECTa OCYIIECTBJICHHS MPOU3BOJCTBA JICKAPCTBEHHOTO Mperapara s
MEJUILMHCKOTO MPUMEHEHHS (B Cllydae HAJIMYUsl HECKOJbKMX YYaCTHUKOB MpOIEcca MPOU3BOACTBA
HE0OXOUMO yKa3aTh KaXIoro u3 Hux); (B pen. @eaepanpHoro 3akoHa oT 22.12.2014 N 429-®3
(pexn. ot 13.07.2015))

e) ¢apmareBTHYECKasi COBMECTUMOCTbH; (B pen. DenepanbHoro 3akoHa oT 22.12.2014 N 429-03
(pexn. ot 13.07.2015))

) MUKPOOHOJIOTUYECKHE XapaKTEPUCTHKH; (B pea. DenepanbHOro 3akoHa ot 22.12.2014 N 429-93
(pen. or 13.07.2015))

3) MaTepHalbHBIA OamaHc sl MPOW3BOJACTBA CEPUH TOTOBOTO MPOAykKTa; (B pen. demepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) OIMMCAaHUE XapAKTEPUCTUK U CBOWCTB YMAKOBOUYHBIX MATEPUAJIOB U YKYMOPOYHBIX CPEACTB; (B
pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

K) JOKYMEHTAJIbHOE MOJATBEPKACHUE (BaluaaIusi) MPOILECCOB MPOU3BOJICTBA U (MJIM) UX OLIEHKA; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Jq) TpeOoBaHMS K KAuyeCTBY BCIOMOTATEIbHBIX BEIIECTB (CepTHU(HKAT, crenupuKanus Ha
BCIIOMOTaTeNIbHBIC BEIeCTBA U UX 00OCHOBaHUE); (B pea. PeaepanpHOro 3akona ot 22.12.2014 N
429-®3 (pen. or 13.07.2015))

M) AHAIIUTUYCCKUC MCTOAHUKH, HCIOJIB3YCMBIC IIPU OCYHICCTBJICHHUU KOHTPOJIA Ka4dCCTBa
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BCIIOMOTATENIbHBIX BellecTB; (B pen. PeaepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

H) JOKYMEHTAJIbHOE MOATBEPKACHHE (BaIMIALNSI) AHATIMTUYECKUX METOIUK, UCIONb3YEMbIX IMpHU
OCYIIECTBJICHUU KOHTPOJISI KaueCcTBa BCIIOMOTaTeNIbHBIX BellecTB; (B pell. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) uHpopmanus 00 HCIOJIB30BAaHUH BCIIOMOTATEIbHBIX BEIIECTB YEJIOBEYECKOIO U KHUBOTHOTO
npoucxoxaeHus; (B pex. denepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

) uHpopManus 00 WCMOJIB30BAHWM HOBBIX BCIIOMOTATENbHBIX BemiecTB; (B pea. demepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) TpeOoBaHHMS K KauyecTBY JIEKaPCTBEHHOTO IMperapara JUIsi MEIUIMHCKOTO IMPUMEHEHHUS
(ceprudukar, crneumduKanys Ha JEKapCTBEHHBIM mpemapar W uX 000CHOBaHHE); (B pex.
®enepanbHOro 3akoHa or 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

C) AQHAINTUYECKUE METOAMKH, MCIOJIb3yEMbIE IIPU OCYLIECTBIEHHUU KOHTPOJSA KadecTBa
JIEKapCTBEHHOI'O Ipemnapara Uil MEIULUHCKOTO NpUMEHEHHUs; (B peld. DenepalibHOTO 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

T) JOKYMEHTAJIbHOE MOJTBEPXACHUE (BaJTHIAIMs) aHAIUTHUYECKUX METOJIUK, MCIOJIb3YEMBIX IPH
OCYILIECTBIICHMH KOHTPOJISI KauecTBa JIEKapCTBEHHOTO Ipernapara Jisi MEAMIUHCKOTO PUMEHEHHUS;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

y) pe3yJbTaThl aHAIM30B CEPUl JICKAPCTBEHHOTO IMpemnapara IS MEIUIMHCKOTO MpUMEHEHUs; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) xapaxTtepuctuka npumeceit; (B pea. denepanphoro 3akona or 22.12.2014 N 429-03 (pen. ot

13.07.2015))

X) HEepevYeHb CTaHJAPTHBIX 00pa3IOB, HCIOJIb3YEMBIX IPH OCYIIECTBICHUH KOHTPOJS KayecTBa
JIEKapCTBEHHOI'O Ipemnapara Uil MEIULUHCKOIO NMpUMEHEHHUs; (B peld. DenepalibHOTO 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) JaHHBIE O CTAOMJIBHOCTH JICKAPCTBEHHOT'O IpemnapaTa Jjsl MEIUIIMHCKOTO NpUMEHEeHHUs. (B per.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

6. Paznmen dapmakonornueckoi, TOKCUKOIOTHYECKON JTOKYMEHTAIIMH BKIIIOYAeT B ceOs OTUYETHI O
pe3yabpTaTax JOKIMHUYECKUX HCCIEHOBAHUN JIEKAPCTBEHHOIO CPEACTBA Il  MEAMIMHCKOIO
IIpUMEHEHHd, B TOM uucie: (B pen. denepanpHoro 3akoHa orT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

1) order o papmMakoJMHAMUYECKUX HCCIe0BaHUAXK; (B pen. DeaepanpHoro 3akoHa oT 22.12.2014 N
429-03 (pen. ot 13.07.2015))

2) otueT 0 (hapMaKOKMHETHUYECKUX UCClieAoBaHmX; (B pen. denepanbHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

3) OT4ET O TOKCHKOJOTMYECKUX HCCleNoBaHUAX. (B pen. PenepanbHoro 3akoHa or 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

7. Paznmen KIMHUYECKOM JOKYMEHTAIlMM BKIIOYAeT B ceOs OTUETHl O pe3ysbTaTaxX KIMHHYECKUX
UCCIIEIOBAaHUM JIEKAPCTBEHHOI'O Ipenapara JUisi MEIUILIMHCKOrO IPUMEHEHMSI, B TOM 4ucie: (B pel.
®enepanbHOro 3akoHa or 22.12.2014 N 429-D3 (pen. ot 13.07.2015))
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1) oruersl 00 wHcclaeNOBaHUAX OHOJOCTYITHOCTH M OMOPKBUBAJIEHTHOCTH, HCCIICIOBAHUSAX,
YCTaHABJIMBAIOUINX KOPPEJALHUIO Pe3yJIbTaTOB, MOJYUYEHHBIX B YCIOBUSX in Vitro u in vivo; (B pex.
®enepanbHOro 3akoHa or 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2) oT4eTsl 0 (papMaKOKMHETHYECKUX HCClenoBaHmsIX; (B pea. deaepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. or 13.07.2015))

3) oT4eThl 0 papMaKOTUHAMUYECKHX HUCCIenoBaHusX; (B pen. DeaepanpHOro 3akoHa ot 22.12.2014
N 429-93 (pen. or 13.07.2015))

4) oT4eTHl 0 KIMHUYECKUX HccaeoBaHusAX 3 dekTuBHOCTH U Oe3omacHocTH; (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) OT4ET O MOCTPETHCTPALIMOHHOM OMNbITE NpUMeHeHMs (npu Hannuuu). (B pen. denepanpHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

8. TpeboBanus k 00beMy HHPOPMAIUH, IPETOCTABISIEMON B COCTaBE PETUCTPALIMOHHOTO JOChE, AJIs
OTJIENBHBIX BUOB JICKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO TPUMEHEHUS YCTaHABINBAIOTCS
YIOJTHOMOYEHHBIM (eIepabHBIM OPraHOM UCTIONHUTENBHOU BiacTu. (B pen. denepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

9. B oTHOmIEHNH JIEKApPCTBEHHBIX MpPENapaToB, PA3pelICHHBIX AJi MEIUIMHCKOTO NMPUMEHEHHS B
Poccwuiickoit @eneparuu 6oee aBaAATH JET U B OTHOUICHUH KOTOPBIX HEBO3MOXKHO MPOBEICHHE
UCCIICIOBAaHUM WX OHOIKBUBAJICHTHOCTH (32 WCKJIIOYCHHEM OHOJIOTHYECKUX JIEKAPCTBEHHBIX
MpemapaToB),  JOMyCKaeTcs  BKJIIOYEHHWE B COCTaB  pasgena  (papMakoIOrHYecKoH,
TOKCUKOJIOTHYECKOW JOKYMEHTALMM W pa3feia KIMHUYECKOW JOKYMEHTAlMM BMECTO OTYeTa
pazpaboTdunka O pe3yldbTaTaXx COOCTBEHHBIX JOKIMHUYECKUX HCCICIOBAHUN JIEKAPCTBEHHBIX
CPEACTB M KIMHUYECKHX MCCICIOBAHUN JIEKAPCTBEHHBIX IMPENAPATOB I MEIULIMHCKOTO
NpPUMEHEHHs 0030pa Hay4YHbIX paboT o pe3ylnbTaTaX JOKIMHHYECKUX  HCCIETOBAHHMA
JIEKaPCTBEHHBIX CPEACTB U KIMHUYECKUX MCCIEAOBAHUN JAHHBIX JIEKAPCTBEHHBIX IPENApPATOB, B
TOM YHUCJI€ BKJIIOYAsi ONBIT UX MOCTPErUCTPALIMOHHOTO NMpUMeHeHus!. (B ped. denepaabHbIX 3aKOHOB
o1 22.12.2014 N 429-®3 (pea. ot 13.07.2015), o1 27.12.2019 N 475-P3)

10. IIpu rocymaapCTBEHHOW pErHCTpaldd BOCHPOHM3BEACHHBIX JIEKAPCTBEHHBIX IPENapaToB JUIs
MEIULUHCKOTO TPUMEHEHUS JOIMyCKAaeTCsl BKIIIOYEHHE B COCTaB paszzena (apMakoJIOTHYeCKOi,
TOKCHKOJIOTHYECKOW JOKYMEHTAIlMM W pasfesia KIMHUYECKOM JIOKYMEHTAallud BMECTO OTdYeTa
pa3paboTuMka O pe3yiabTaTax COOCTBEHHBIX MOKIMHUYECKHX MCCICIOBAHUN JIEKapCTBEHHBIX
cpeacTtB 0030pa HayyHBIX pabOT O pe3ysbTaTax AOKIMHUYECKUX HCCIeIOBaHUN pedepeHTHOro
JICKapCTBEHHOTO IMperapara W IpeJICTaBIeHHE BMECTO KIMHMYECKHX MCCIIEJOBAHUN B IIOJHOM
o0beMe, YCTAaHOBJICHHOM pa3[elioM KIMHUYECKOH JOKyMEHTAIlMHM, OT4YeTa O pe3yJbTarax
UCCIIeIOBaHNH  OMOIKBHMBAJICHTHOCTH BOCIPOU3BEJICHHOIO JICKAPCTBEHHOTO TpemapaTta  JUls
MEIULIMHCKOro npuMeHeHus. He TpeOyercs mpencTaBiieHHe OTYETa O pe3ysbTaTaX HCCIIEIOBaHUM
OMOSKBUBAJICHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOI'O Tpenapara Ui MEAULUHCKOTO
NPUMEHEHHS, €CIU PETUCTPUPYIOTCS BOCIPOM3BEICHHBIC JIEKAPCTBEHHBIC MpemapaTbl Ul
MEIUIMHCKOTO NMpUMeEHEHUs, KoTopble: (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-®3
(pen. or 13.07.2015))

1) nmpenHa3HaueHbl I NAPEHTEPATBHOrO (MOAKOKHOTO, BHYTPUMBILIIEYHOIO, BHYTPHUBEHHOIO,
BHYTPHUIJIa3HOTO, BHYTPHUIIOJIOCTHOIO, BHYTPUCYCTaBHOI'O, BHYTPHUKOPOHAPHOI'O) BBEIEHUS W
MPEJCTaBIAIOT COO00H BoIHBIE pacTBOpHI; (B ped. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93
(pen. or 13.07.2015))

2) mpencTaBisA0T co00il pacTBOPHI TSl MEPOPATBbHOr0 NpuMeHeHus; (B pea. dexgepanbHOro 3aKoHa
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or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) mpousBeneHbl B (OpME MOPOIIKOB WK JHOPUIN3ATOB JJIsl PUTOTOBJICHUSI PAacTBOPOB; (B pei.
®enepanbHOro 3akoHa or 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

4) sBnstorca razamy; (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

5) SBJIAIOTCS YIIHBIMM WM TJa3HBIMHU JICKApPCTBEHHBIMH IIpenapaTaMy, MPOU3BEACHHBIMU B (opMe
BOJHBIX pacTBOpOB; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

6) mpeaHa3HAYCHBI JJII MECTHOTO MPUMEHEHHUS W MPUTOTOBJICHBI B (JOpME BOAHBIX PAcTBOPOB; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

7) mpeAcTaBISIOT co00i BOJHBIE PACTBOPHI JJIS UCIIOJIB30BAaHUS B (JOPME MHTAISAIMHA C MOMOILBIO
HeOyaiizepa WM B Ka4eCTBE HA3aJbHBIX CIPEEB, MPUMEHIEMBIX C TOMOIIBIO CXOTHBIX YCTPOMCTB.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. or 13.07.2015))

11. Hns cnydaeB, yka3aHHbIX B myHktax 1 - 3, 5 - 7 wactu 10 HacTosield cTaThu,
BOCIIPOM3BEICHHBIN JIEKAPCTBEHHBIN Mpenapar Juisi MEAULIMHCKOTO TPUMEHEHHUS TOJKEH COACPKATh
Takhe JK€ BCIIOMOTATeJIbHBIC BEIIECTBA B TAaKUX JKE€ KOJMYECTBAX, KaKk H pedepeHTHHIH
JIeKapCTBEHHBIA mpenapar. Eciam cocTaBbl BCIIOMOTATENbHBIX BEIIECTB Pa3IMYalOTCs, 3asBUTEIb
JOJDKEH TPEJCTaBUTh JI0KAa3aTeIbCTBA TOrO, UYTO HCIOJNb3YEMblE B JaHHBIX KOHLIEHTPALUAX
BCIIOMOTATENIbHBIC BEIIECTBA HE BIMSIOT Ha 0e30macHOCTh U (Win) 3PHEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara A MEIULMHCKOTO NMpUMeHeHus. B ciyuae, ecnu 3asBUTENIb HE MOXKET MPEACTaBUTH
TaKue JO0Ka3aTeNbCTBa M (WJIM) HE MMEET JOCTyNa K COOTBETCTBYIOIIMM JAaHHBIM, OH JOJKEH
MPOBECTH COOTBETCTBYIOLLME HCCIEIOBAHUS JUIsl JOKA3aTebCTBA OTCYTCTBHUS BIIMSIHUSL Pa3HBIX
BCIIOMOTATENIbHBIX BEIIECTB WM BCIIOMOTATENBHBIX YCTPOHCTB Ha 0€30MacHOCTh W (WIIH)
3¢ (HEeKTUBHOCTh JICKAPCTBEHHOTO IpemapaTa A METUIIMHCKOTO MPUMEHEHHUS B COOTBETCTBHH C
aKTaMH, COCTaBJISIOIIMMU TpaBO EBpa3uiickoro skoHOMUYEeCKOro coro3a. (B pen. denepanbHbIX
3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 22.12.2020 N 444-D3)

12. Ilpu rocyqapcTBEHHOM perucTpanuu KOMOWHAIMN paHee 3aperucTpUPOBAaHHBIX JIEKAPCTBEHHBIX
[penaparoB i MEAULUHCKOIO IPUMEHEHHUS [OIIyCKaeTCs BKIIOYEHHE B COCTaB pasnena
(apMakoIIOTH4eCKOi, TOKCUKOJIOTHYECKON JOKYMEHTALMHU U pa3zienia KIMHHYECKONW JTOKyMEHTAIuN
BMECTO OT4YeTa pa3padoTyvka O pe3yJbTaTaX COOCTBEHHBIX JOKIMHUYECKUX HCCIICIOBAaHUMI
JICKapCTBEHHBIX CPEJICTB 0030pa HAay4yHBIX pabOT O pe3ysbTaTax AOKIMHUYECKHX HCCIICIOBAHUM
pedepeHTHBIX JIGKAPCTBEHHBIX IMPENaparoB, BXOAAIIMX B COCTaB KOMOWHAIIUU JIEKAPCTBEHHBIX
mpemapaToB, 1 00 OTCYTCTBHM WX B3aUMOJCWCTBHS B OJHOW JIeKapCTBEHHOW ¢opme. (B pen.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

13. Ha »skcnepTu3y pas3iMYHBIX JIEKaPCTBEHHBIX ()OPM OJHOTO W TOTO XK€ JIEKAPCTBEHHOTO
mpenapaTta A MEOUIMHCKOTO NPUMEHEHHS 3asBUTEIb IPEICTABISIET OTACIBHBIE 3asBICHUS U
pETUCTpaIMOHHBIE JOChE Ha KaXIYyI0 JeKapcTBeHHYIO (opmy. Ilpu ycnoBuMm oIHOBpEMEHHOM
MOJIa4y Ha SKCIEPTU3Y OJHOM JeKapCTBEHHOH (POPMBI ¢ pa3MUYHBIMU JO3UPOBKOM, KOHIICHTpaLueH,
00BbEMOM 3asIBUTEIb MPEACTABISIET OJHO 3asBICHHE M PETUCTPALMOHHOE JOChE C IMPHIOKECHHEM
MaKeTOB YIAaKOBOK Ha KaXIyI0 JO03UPOBKY, KaKIYI0 KOHIECHTPAIMIO, KAXKABIH 00bEeM M Kaxaoe
KOJIMYECTBO /103 B ymnakoBke. (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. or

13.07.2015))

14. Ilpu rocynapcTBeHHOH perucrpauuu op¢aHHOTO JIEKAPCTBEHHOTO IIpernapara 3asBHTENb
npeAcTaBisieT uHPOpMAIMIO, HEoOXoAuMylo uis  (GopMupOBaHHS —pasfena KIMHUYECKOM
JOKyMEHTallMk, B O00bEMe, YCTaHOBJIIEHHOM YIOJHOMOYEHHBIM (penepaibHbIM — OPraHOM
UCTIONHUTENBbHONW Biactu. (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot
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13.07.2015))

15. Tlpu peructpamuu OMOJOTUYECKOTO JIEKAPCTBEHHOTO MperapaTa, IMOJYyYeHHOTO U3 KPOBH,
T1a3Mbl KPOBH YEJIOBEKA, B COCTaBE PETHCTPAIMOHHOTO JIOChE Ha JICKAPCTBEHHBIM Mperapar s
MEIUIIMHCKOTO TIPUMEHEHUS TOJDKHBI OBITH MPEICTaBICHBI TOMOIHUTENbHO: (B pea. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) B pasgene JOKyMEHTAllMM aJIMUHHCTPATUBHOTO XapakTepa JOKYMEHT, COJepiKalluii
uHpopMannio 0 CyObeKTax oOpallleHHs] TOHOPCKOM KpOBHM M (WJIM) €€ KOMIIOHEHTOB, O TOM, T/
ObLTa OCYIIEeCTBJICHA HOHAIMS (KPOBU U (MJIH) TIA3MbI KPOBH), & TakKe JaHHBIE 00 HH(EKITMOHHBIX
3a00JIeBaHUAX, TEPENAIOUINXCS MapeHTepAIbHBIM IyTeM, WH(popMalus O cyObeKTax oOparieHHs
JOHOPCKOW KPOBU M (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHUH KOTOPBIX OCYIIECTBISIETCS KOHTPOJb
JIOHOPCKOW KpOBU U (MJIM) €€ KOMIOHEHTOB; (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-
@3 (pen. ot 13.07.2015))

2) B pasgene XHMHYECKOH, (papmaneBTHUeCKO M OMOJOTHMYECKOW JOKyMeHTauuu: (B per.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

a) KpUTEPUU U CIOCOOBI O0TOOpa, TPAHCHOPTUPOBAHUS U XPAHEHUS! JJOHOPCKOW KPOBU M (WJIH) ee
KOMIIOHEHTOB; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) pe3ylIbTaThl UCCIEIOBAaHUI OTOOpPAHHBIX JTOHOPCKOM KPOBH U (WIJIM) TUTa3Mbl KPOBU U MYJIOB Ha
Hanmnuue Bo3OyauTenedt WHQEKIUH, BKIOYas WHGOpMALKI0O 00 HCHOIB30BAHHBIX METOJIUKAX
WCCIICIOBAaHUM W B CIy4yae HCCJICIOBAHUS ITYJIOB IUIa3Mbl KPOBH PE3YIbTATHl TOKYMEHTAIHLHOTO
MOATBEPXKJICHUS (BaluJallMy) MCIOJb30BaHHBIX MeTOAMK; (B pen. deaepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. or 13.07.2015))

B) TEXHUYECKHE XapaKTEPUCTUKU YIAKOBKH Ul OTOOPA JOHOPCKON KPOBH U (WJIM) IJIa3Mbl KPOBH,
BKJIIOYast UH(GOPMAIHIO 00 MCIIOIB30BaHHBIX PACTBOPAX aHTHKOATYJSHTOB. (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

16. KnuHuueckue HccaenoBaHUs JIEKapCTBEHHOTO Ipernapara Juisi MEAULMHCKOIO NPUMEHEHHUS B
LEIAX €ro roCyJapCTBEHHOM perucTpauuu npoBoasarcss B Poccuiickon Penepauuu B MOPSAKE,
YCTaHOBJICHHOM cTaThbsAMH 38 - 44 nHactosmero denepaibHoro 3akoHa. OTUeT O MPOBEACHHBIX
HCCIIEA0BAaHUAX BKIIIOYACTCS B COCTAaB pasjeiia KIMHUYECKOW JOKYMEHTAlUd PErucCTPallMOHHOIO
JOCbE Ha JICKApCTBEHHBIM IIpenapar Mg MEAMIMHCKOrO IpUMEHeHMs. [l JIeKapCTBEHHBIX
[IpenaparoB Uil MEJULUHCKOIO IPUMEHEHMs, B OTHOLICHUU KOTOPBIX B pe3yJIbTaTe HKCIIEPTU3BI
JOKYMEHTOB, IPEJACTaBICHHBIX I ONpPEAEICHUs BO3MOKHOCTH PacCMATpUBATH JIEKAPCTBEHHBIN
npernapar uis MEIUIMHCKOTO NMPHUMEHEHHs B KauecTBe Op(aHHOTO JEKapCTBEHHOTO Mpernapara,
Takasi BO3MOYKHOCTb IIPU3HAHA U B OTHOILLIEHUM KOTOPBIX IIPOBEACHBI KIIMHUYECKUE UCCIICIOBAHNUS,
BBINIOJIHEHHBIE 3a npeaenamu Poccniickoit denepanuu B COOTBETCTBUM C NPABUIIAMU HaJUICKALLEH
na00opaTOpPHOl MPAKTUKKM M TPABWIAMHU HaJUIeKalleld KIMHUYECKOH NpPaKTUKH, JOIMYCKaeTCs
BKJIIIOYCHUE B COCTaB pasjella KIMHUYECKOW JOKYMEHTAallMH BMECTO OT4YeTa O pe3yJbTarax
KJIIMHUYECKUX HCCJIEAOBAHUM JIEKAPCTBEHHOI'O IIpenapara Uil MEAULMHCKOIO IIPUMEHEHUS,
nposBenicHHBIX B Poccuiickon ®Penepanyu, oryera O peE3yJbTarax KIMHUYECKUX WCCIIEIOBAaHUM,
BBIMOJIHEHHBIX 3a mpenenamu Poccuiickoit ®enepanuu. (B pen. PenepadbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

17. B ciiydae HENpenCTaBICHUS C 3asBJICHUEM O I'OCYJapCTBEHHOW PETHCTpalMM JIEKAPCTBEHHOTO
mpenapara  JUis  MEQULUHCKOIO  IPUMEHEHUs  JOKYMEHTOB, IOATBEPXKAAIOIUX  yIUIATy
roCy/1JapCTBEHHON NOLUIMHBI M yKa3aHHbIX B NMyHKTe 10 yactu 2 HacTosILEd CTaTbM, a TaKXKe
BBIJIaBaEMbIX (TIPEIOCTABISEMBIX) YIOTHOMOUYCHHBIMU (eiepabHBIMU OpraHaMU UCHIOTHUTEIBHOM
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BJIACTU JOKYMEHTOB (CBEACHMII), YKa3aHHbIX B MyHKTax 3 W 4 yacTu 4 HACTOAILIEH CTaThH,
YIOJTHOMOYCHHBIN (De/iepanbHblii OpraH HWCHOJHUTENBHON BIACTH 3alpaliiBacT yKa3aHHBIC
JOKYMEHTHI (CBEACHHS) B TOPSAKE MEKBEIOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aUMOJICHCTBUSA. (B
pen. ®enepanbHoro 3akona oT 27.12.2019 N 478-D3)

18. He pmomyckaercss HCIONB30BaHHE B KOMMEPYECKHMX IENsIX HHPOpMalUU O pe3yJbTarax
JTOKJIMHUYECKUX HCCICIOBAHUN JIEKAPCTBEHHBIX CPEACTB W  KIMHUYECKHUX HCCIIEIOBAaHUM
JICKapCTBEHHBIX MPENapaToB JUIsI MEAUIIMHCKOTO NMPHUMEHEHUs, MPEICTABICHHON 3asBUTENEM JUIs
TOCYJapCTBEHHON PErucTpaliy JIEKAPCTBEHHOTO Mpernapara, 0e3 ero corjacus B TCUCHHE IIECTH
JeT ¢ JaThl TOCYIApCTBEHHOM perucTpanmuu peepeHTHOro JIEKapCTBEHHOTO IpernapaTra B
Poccuiickoit ®enepanuu. (B pea. PepepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

19. JlepkaTens WM Biajelel] perucTpalroOHHOTO yIOCTOBEPEHHs JIGKAPCTBEHHOTO MpernapaTa Ha
OMOTEXHOJIOTMYEeCKH MM Op(haHHBIA JIEKapCTBEHHbIM mpenapaT o0sf3aH MPeNOCTaBIATh Ha
BO3ME3HOH OCHOBE 00pa3lbl pedepeHTHOro JIEKapCTBEHHOIO IMpernapara 3asBUTENAM UL
NPOBEACHUS KIMHUYECKHX HcchenoBaHuii. CTouMocTh obOpas3na pedepeHTHOro JIEKapCTBEHHOTO
npernapara, BKIIOYEHHOTO B IEPEYCHb JKM3HEHHO HEOOXOIUMBIX M BaXXKHEWIIMX JIEKApCTBEHHBIX
NpernaparoB, HE JOJDKHA MPEBBIIATh 3apPETHCTPHUPOBAHHYIO MPEIEIbHYIO OTIYCKHYIO LIEHY Ha
pedepeHTHBIM JIeKapCTBEHHBIM NpenapaT WM IEHy Ha JIEKapCTBEHHBIM IpenapaT B CTpaHe
npousBoautens. (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

20. 3asBieHHE O TOCYIApCTBEHHON PETHCTPALMM BOCIPOU3BEACHHOIO JEKApCTBEHHOIO IIpenapaTa
IUIE MEIMIIUHCKOTO TPUMEHEHHUSI MOXET OBITh MOJAaHO B YIOJHOMOYEHHBIN (enepaabHbIii opra
HCIIOJIHUTEIIBHON BJIACTH, OCYILECTBIISIOLUIUN TOCYJapCTBEHHYIO PETMCTPALAI0 JIEKAPCTBEHHBIX
NpernaparoB, MO MCTECUYEHUHM YETHIPEX JIET C JaThl TOCYAAPCTBEHHOW perucTpanuu peepeHTHOro
JeKkapcTBeHHoOro npenapara B Poccuiickoii ®enepaunun. (B pea. denepanpHoro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

21. 3asBneHHe O TOCYAApCTBEHHOM  perucTpanuu  OmoaHanoroBoro  (6MOMOA00HOrO)
JIEKapCTBEHHOTO Tpernapara (bnoaHamora) MOXeT ObITh TOJJaHO B YIIOJIHOMOYEHHBIN (eepanbHbIi
OpraH  UCHOJHUTENHLHOW  BIACTH,  OCYIIECTBISIONINN  TOCYJAapCTBEHHYIO  PETUCTPALIUIO
JIEKapCTBEHHBIX MPENapaToB, MO HCTEYCHWHM TPEX JEeT C JaThl TOCYAApCTBEHHOW pPEruCTparuu
pedepeHTHOTO JeKapcTBeHHOro mnpenapara B Poccwiickoii denepanuu. (B pen. dDenepalbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

22. Jlepxarenb WM BiaAesel] PErHMCTPALlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOrO IIpernapara
NpPEJCTaBIseT B  YINOJIHOMOYEHHBIH  (efepalbHBId  OpraH  HCIOJHUTENBHOW  BIIACTH,
OCYIIECTBIISIONIMHA (YHKIMU 1O KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXpAaHEHUs, OTYET IO
pesyabTataM (apMakoHaa30pa OAMH pa3 B IIECTb MECSIEB B TEUEHHE JBYX JIET Iocie
rOCYJapCTBEHHOM pEerucTpanuu JEKapCTBEHHOro Ipenapara B Poccuiickoin denepanuu, €KeroaHo
B T€YEHHE MOCIEAYIOUX TPEX JIET U B JaJbHEHIIEM OIMH pa3 B IATh JeT. (B pen. denepanpHoro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Crartba 19. IlpunsaTHe penieHus 0 Bbla4ye IKCIEPTHOMY YYpeKIACHUI0
3a/IaHUSA HA NMPOBeJAeHMEe IKCIEPTU3bI JIEKAPCTBEHHOI0 CpeAcTBa (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pea. or
13.07.2015))

Honosxcenus vacmu 1 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
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Kacaroujuecs npeoocmasienus 20cy0apcmeenblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM €OUHOIL 20CY0APCMEEHH O
UHpOpMauuoHHOU cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTICHHOU KeATUPUUUPOSAHHOIUL ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (edepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus vacmu 1 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. B Teuenue necsatu pabouux AHEW CO JAHSA MPHUHITHUS 3asiBICHUS O TOCYAaPCTBEHHONW PETUCTPAIIUH
JICKapCTBEHHOTO Tperapara WK 3asBJICHUS O NMPU3HAHUM JIEKAPCTBEHHOrO MpemnapaTta oppaHHbIM
JICKapCTBEHHBIM  MPENapaToM COOTBETCTBYIOUIMHA  YMOJTHOMOYEHHBIH (heaepalbHbli  OpraH
UCIIOJIHUTEIIBHOM BJIIACTU IPOBOAUT IIPOBEPKY IIOJHOTBHI, JOCTOBEPHOCTH M IPAaBWIBHOCTU
oopmieHHsT TIPENCTaBIECHHBIX JTOKYMEHTOB PETUCTPAI[MOHHOTO JOChE Ha JIEKAPCTBEHHBIN
IpernapaT ¥ IpUHUMAET PELICHUE O BbIJaue 3aJaHNs Ha poBeaeHue: (B pea. denepaabHOro 3aKkoHa
o1 30.01.2024 N 1-P3)

Honosncenus nynkm 1 wacmu 1 cmamou 19 (6 peo. @eodepanvnozo 3axona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPe0oCmMasienus 20cyoapcmeeHtsvlxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblxX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCcCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHROIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
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enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxncenus nynkm 1 wacmu 1 cmamou 19 (6 peo. @eodepanvnozo 3axona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyoapcmeeHtbvX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1) sKkcmepTH3bl AOKYMEHTOB, MPEICTABICHHBIX JISi OINpPENEICHUS BO3MOXXHOCTH PAacCMaTpUBATh
JIeKapCTBEHHBIH Mpenapar sl MeIUIIMHCKOr0 IPUMEHEHHS B KauecTBe Op(haHHOTO JIeKapCTBEHHOTO
npenapara; (B pea. @enepanbHoro 3akoHa or 30.01.2024 N 1-P3)

Ilynkm 2 cmamou 19 oeiicmeyem 0o 01.01.2026 (nodnynkm "a'"'nynkma 15 cmamou 1
®Deoepanvrozo 3axona om 30.01.2024 N 1-D3).

2) OKCICPTU3BI JICKAPCTBCHHOI'O CPCACTBA B HACTU SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPCACTBA
H OKCIICPTHU3BI OTHOLICHUSA oxcpmaeMoﬁ MOJIb3bI K BOBMOXHOMY PUCKY ITPUMCHCHUS JICKAPCTBCHHOT O
npenapara st MCAUIUHCKOTO IIPUMCHCHUA

Ilynkm 3 cmamou 19 oeiicmeyem 0o 01.01.2026 (nodnynkm "a'"'nynkma 15 cmamou 1
®Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

3) BKcnepTU3bl JIEKAPCTBEHHOT'O CPEJCTBA B YACTH AKCIEPTU3bI KAUeCTBA JIEKAPCTBEHHOI'O CPEICTBA
Y DKCIEPTU3bI OTHOIIECHHUS 0’KUJAEMOM MOJIb3bl K BOBMOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO
npernapaTta Uil MEIWLMHCKOIO IPUMEHEHHUs B MOPAJKE YCKOPEHHOM IpOLELyphl 3KCIEPTH3BI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaThell 26 HacTosero denepanbHOro 3aK0Ha;

4) »sKcmepTU3bl JIEKapCTBEHHOTO CpPEJICTBa B OTHOIIEHHWU JIEKAPCTBEHHOI'O Ipenapara Jyis
BETEPUHAPHOTO IPUMEHEHHSI.

Honosxcenus wacmu 2 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OYMaANHCHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUTL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).
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Honosxcenus vacmu 2 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. VYNONHOMOYEHHBIH (erepaabHblii OpraH HWCIOJHUTEIBHOW BJIACTH HANpPaBIsSeT B JIMYHBIHN
KaOMHET OKCHEPTHOIO  YUPEeXKIACHHS B  €OUHOM  CHCTeME  TMOJMHMCAaHHOE  YCHUJICHHOM
KBaJTU(HUIMPOBAHHONW  JJMIEKTPOHHOW  MOJAMUCHIO  3aJaHWE HA  NPOBEACHUE  DKCIEPTH3,
NPEeIyCMOTPEHHBIX YacThio 1 HACTOSIIEH cTaThH, B IMYHBII KaOWHET 3assBUTEINS B €AMHOM CUCTEME -
MOJNMCAHHOE YCUIICHHOM KBaTM(UIIMPOBAHHON JIEKTPOHHON MOJMHCHIO YBEIOMIICHHE O IPHUHIATOM
pELIeHNN O BBbIJAYe 3aJaHUs Ha MPOBEJIECHUE DKCIEPTU3, NPEAYCMOTPEHHBIX YacThi0 1 HacTosen
CTaThH, U B Cllydae HEOOXOIMMOCTH O BbIJaue paspeuieHus Ha BB0O3 B Poccuiickyro ®enepannio
KOHKPETHON MapTHH, CEPUH 3apETUCTPUPOBAHHBIX U (MJIM) HE3APETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeAcTB MM 00 OTKa3e B NMPOBEJCHMM TAaKUX AKCIEPTH3 C yKa3aHHEM NPUYMH OTKasza. (B pei.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenus vacmu 3 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNiCHOM Hocumene u 0yOIUKAMblL Pe2UCPAYUOHHBIX YOOCHO8EPEH UL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHROIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus wacmu 3 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHbIX YOOCHOGEPEHULL
JIEKAPCMEEHHBIX npenapamoe 0na éemepunapro2o npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTNCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
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ROONUCHIO YHOTITHOMOUEHHO20 TUYA YROTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3. B caywae BBISBIEHUS OTCYTCTBUSI WJIM HEIOCTOBEPHOCTHM HH(OPMALMHU, COAEpIKAIICHCs B
NpPEJCTaBICHHBIX  3asBUTE]EM  JIOKYMEHTaX,  YINOJHOMOYEHHBIH  (elepanbHblii  opral
UCIIOJIHUTEJIBHON BJIACTH HANPABIIICT 3asBUTEINI0 IIOCPEACTBOM E€OUHOIO IIOpTalla MU B €ro
JUYHBIA KaOWHET B €IMHOW CHCTEME 3amnpoc 00 yYTOYHEHHH ATOH HMH(pOpMAIMH, MOANUCAHHBIHN
YCUJICHHOM KBaIM(PUIMPOBAHHON 3IIEKTPOHHON MOJMHUCHIO (Zajee - 3ampoc YHOJIHOMOYEHHOTO
(benepanbHOrO OpraHa UCTIOTHUTEIbHOM BIacTH). (B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-
®3)

Honosxcenus wacmu 4 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CY0aPCMEEHH Ol
UHpoOpMayuonnou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus vacmu 4 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasgienus 20cy0apcmeenblxX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH8, ROONUCAHHAA YCUTICHHOU KeATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4. 3asBUTENb 00s13aH HAIIPABUTh MOCPEJCTBOM €IMHOTO MOPTajia B YIOJTHOMOYEHHBIHN (eepaibHbIi
OpraH HCIOJHUTEIHHON BIACTH WM B JMYHBIA KaOWHET YHOJIHOMOYEHHOTO (peepaibHOro opraHa
UCTIOJIHUTENIbHOW BJIACTH B €AMHOW CHUCTEME IMOANUCAHHBIN YCHICHHOW KBAIU(UIIMPOBAHHOM
AJIGKTPOHHOM  TOAMMCHIO OTBET Ha 3alpoc  YIOJIHOMOYEHHOro (enepanbHOro  opraHa
WCTIOJTHUTENILHOW BJIACTH B CPOK, HE NMPEBBIIIAIONIUI IEBSHOCTA pabounX THEH CO JHS MOTyYeHHs
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OPTraHOM HCIIOJHUTEIBHON BIACTH 3JIEKTPOHHOTO YBEJOMIICHHUS O
MIOJIyY€HUHU 3asBUTENEM MAaHHOro 3ampoca. Cpok, yka3aHHbIH B 4acTW | Hacrosuled craThby,
MPUOCTAHABJIMBAETCS CO JIHS HANPABJICHHUS IOCPEACTBOM €IMHOTO MOpTaia UM B JUYHBIA KaOMHET
3asBUTEIIA B €IMHOW CHCTEME 3arpoca YIOJTHOMOUEHHOTO (eiepaJIbHOro OpraHa MCHOIHUTEIbHOM
BJIACTH /IO JIHS HANPABJICHUS 3asBUTENIEM IOCPECTBOM €IMHOI0 MOopTajia WU B JIMYHBIM KaOWHeT
YIIOJIHOMOYEHHOTO (pe/iepaIbHOr0 OpraHa MCIOJIHUTENBHOM BIACTH B €IMHOI cucTeMe oTBeTa. (B
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pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

5. OcHoBaHMEM AJI OTKa3a B OpraHU3alMy SKCIIEPTH3, NMPEAYCMOTPEHHBIX YacThlo | HacTosuien
CTaTbHu, SABJISICTCA HpCILCTaBJIGHI/Ie HGOGXOI[I/IMBIX JJIA HpOBeILCHI/IH Hpe[[yCMOTpeHHBIX 3KCHepTI/I3
,Z[OKyMeHTOB B HCIIOJIHOM OGLGMG NJIIN HereZ[CTaBJIeHI/IC 3as4BUTCIIEM B yCTaHOBHeHHBII)'I CpOK
OTBETa Ha 3aMpoC YMOJIHOMOYEHHOTO (enepalbHOTO OpraHa HCIIOJHUTEIBHON BIIACTH, a TAaKXKe
Hpe,Z[CTaBHeHI/Ie ,Z[OKyMeHTOB, HEC conepxcamnx I/IC‘IepHBIBaIOH_ICFO HQpC‘IHSI H€06XO,Z[I/IMBIX
CBCICHUM.

Honosxcenus wacmu 6 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus wacmu 6 cmamou 19 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHozZ0 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemcs 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6. Ilpu oTka3ze B OpraHm3alUy SKCIEPTHU3bI, MPEAYCMOTPEHHOW MyHKTOM 4 yacTu | Hacrosuieu
CTaTbH, JOKYMEHTBI, BXOJAAIIUE B COCTaB PETUCTPALMOHHOIO JI0CHE HA JIEKAPCTBEHHBIN Mpenapar
JUIs. BETEPUHAPHOTO IPUMEHEHNUS, MOTYT ObITh BO3BpAILIEHBI 3asBUTENI0 HA OCHOBAaHUM €T0 3aIpoca,
MOJNMCAHHOTO YCWJIEHHOW KBIM(UIIMPOBAHHON HIEKTPOHHON MOJIMUCHI0 W HAIPABICHHOTO
MOCPEJICTBOM €IMHOT0 MopTajia B YIOJIHOMOYECHHBIH (eliepaabHbIil OpraH UCIOTHUTEIBHON BIACTH
WIN JTUYHBIA KaOMHET YIIOJTHOMOUYEHHOTO (heiepaibHOTO OpraHa UCTIOHUTENIBHON BIACTH B €MHOM
cucTeMe, B TEUCHHE TPUAATH pabouuX THEH cOo JHSA MPHUHATHUS YIOJIHOMOYEHHBIM (herepabHbIM
OpPraHoOM HCIIOJIHUTENIFHOW BJIACTH peleHHs 00 OTKa3e B OpraHM3allld TaKOH SKCIEPTU3BI.
YTHOTHOMOYEHHBIH  (peepanbHblii OpraH HCIOJHUTEIBHONM BJIACTH BO3BPALIAET 3asBHUTEINIO
yKa3aHHbIC JJOKYMEHTHI B TEUCHHE JECATH pabOuyuX JHEH cO JHS MOJYYEHHS COOTBETCTBYIOLIETO
3anpoca 3asButensd. (B pena. denepanpHpix 3akoHoB 0T 02.08.2019 N 297-®3; ot 30.01.2024 N 1-
®3)
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Crarps 20. JkcnepTu3a 10KyMEHTOB, PEACTABJICHHbIX /I
onpeaeJeHUs BO3MOKHOCTH PACCMATPUBATH JIEKAPCTBEHHbBIH
npenapar JJs MeAMIUHCKOT0 NIPUMEHEHH MPHU OCYIEeCTBJICHUN
rocyJapCTBEHHON perucTpauuu B Kauecrse OpPpaHHOro
JIEKAPCTBEHHOI 0 npemnapara (B pea. @exepajbHOro 3aK0HAa 0T
22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. DkcnepTu3a IOKyMEHTOB, IPEACTABICHHBIX IJs1 ONPEACIECHUS BO3MOXXHOCTH paccMaTpHUBaTh
JIEKApCTBEHHBIN Mpernapar i MEAULMHCKOTO IIPUMEHEHHUS] IIPU OCYILECTBIECHUN I'OCY1apCTBEHHOU
perucTpanii B KayecTBe OP(AHHOTO JIEKAPCTBEHHOTO Npenapara, COCTaBICHHE KOMMCCHUEH
JKCIIEPTOB 3aKJIIOYEHUS O BO3MOXKHOCTH WM HEBO3MOXKHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN
rpenapar Uil MEJUIUHCKOrO PUMEHEHMs IIPU OCYILECTBICHUH I'OCYIapCTBEHHON PETUCTpaluu B
KayecTBe Op(AHHOTO JICKApCTBEHHOTO IIpernapara M HaNpaBiCHHWE JAaHHOTO 3aKIIOYEHUS B
YIIOJIHOMOYEHHBIA (hefepaibHbli OpraH HCIOJHUTEIBHOW BIACTH OCYIIECTBIAIOTCS B CPOK, He
MPEBBILIAIONINNA TPUAATA PabouuX THEH CO JAHSA MOJyYeHHs SKCIEPTHBIM YUPEKICHHEM 3aaHHs
YIIOJIHOMOYEHHOTO (heiepaibHOTO OpraHa UCIIOJHUTEIBHOM BIACTH U B 3JICKTPOHHOH (popme miu Ha

yacTu 7 cratbu 18 Hacrosmero deaepaibHOrO 3aKOHA.

2. JIOKYMEHTBI, COJEp’KallMecs B PETUCTPALMOHHOM JOChE Ha JIEKapCTBEHHBIM Ipemapar |
MOCTYNUBIIME Ha OyMa)XHBIX HOCHUTENSAX B HKCHEPTHOE YUPEKACHHE IS OCYILIECTBICHHS WX
SKCIEPTU3Bl [UIsl OIPENEICHHMs] BO3MOYKHOCTH pacCcMaTpuBaTh JIEKApCTBEHHBIM mpenapar i
MEIULUHCKOTO MPUMEHEHHsI B KadecTBE Op(aHHOIO JIEKAPCTBEHHOrO IIperapara, MoJIexar
BO3BpaTy B YNOJHOMOYCHHBIN (enepanbHblii OpraH HMCHOJHHUTEIBHON BIACTH OJHOBPEMEHHO C
3aKJIFOYEHUSIMU COOTBETCTBYIOIINX 3KCIEPTHU3.

Cmamuvsa 21 oeiicmgyem 00 01.09.2024 (nyukm 17 cmamou 1 Dedepanvnozo 3aKona om
30.01.2024 N 1-@3).

Crarbs 21. PenieHue 0 BO3MOXKHOCTH PACCMATPUBATH JIEKAPCTBEHHbBIH
npenapar npu oCyuecTBJIeHUH roCyAapCTBEHHON perucrpauuy B
KavecTBe OPAHHOIO0 JIEKAPCTBEHHOI0 npenapara (B pei.
DenepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1. B cpok, He MpeBBIIAOIIUN MATH padOUYMX THEH CO THS MOJyYeHUs 3aKIIOYCHHS, YKa3aHHOTO B
gactu | crateu 20 Hacrosmero denepanbHOr0 3aKOHA, YIOJIHOMOYEHHBIH (enepanbHblii opraH
VCIIOJIHUTENIBHOM BJIACTH OCYILLIECTBIISIET OLEHKY IOJyUYEHHOI'O 3aKJIIOUEHUS AJI ONPEIEICHUs €ro
COOTBETCTBHS 3a/IaHUIO Ha MIPOBEJIEHUE COOTBETCTBYIOLIEH AKCIEPTU3BI U YBEAOMIISIET 3asBUTENS B
AJIEKTPOHHON (opMe MM Ha OyMa)KHOM HOCHTENE O pPe3ysbTaTax IMPOBEICHHON IKCHEPTH3BI C
NPUIOKEHUEM KONMUHM JKCHEPTHOTO 3aKIOYeHHS (C COXpaHEHHWEM KOH(HIECHIIHMATIbHOCTH
MHPOpPMALlUM O COCTaBe OHKCHEPTHOW KOMHUCCHHM) M O BO3MOXKHOCTH MM HEBO3MOXXHOCTH
paccMmaTpuBaTh JIEKapCTBEHHBIN Npenapar i MEJUIMHCKOrO NMPUMEHEHHS MPU OCYIIECTBICHUU
rOCyJapCTBEHHOM PEruCTpaliy B KauyecTBe ophaHHOTO JIEKaPCTBEHHOIO Tpenapara.

2. Ilpm BbIHECEHMM KOMMCCHEW OKCIEPTOB 3aKJIIOUYEHUS O BO3MOXHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIN MpenapaT Uil MEAULMHCKOTIO IPUMEHEHMSI IPU OCYILECTBICHUM TOCY1apCTBEHHOMN
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perucTpanyy B KauecTBe op(haHHOTO JIEKAPCTBEHHOI'O MpernapaTa yrnoJHOMOYEHHBIN (enepaabHbIi
OpraH MCHOJHUTEIBHOM BIACTH B CPOK, HE MPEBBIMIAIOMIUI NMATH pabOYNX JHEH CO THS MOTyUYSHHUS
JAHHOTO 3aKJII0YEHHs, NPUHMMAET pEIICHWE O BblJaye 3aJaHMsl Ha NPOBEACHHUE DSKCIIEPTH3BI
KauecTBa JIEKapCTBEHHOT'O CPEJICTBA U SKCIIEPTU3bl OTHOLIEHUS 0’KUIAEMOMU MOJIb3bl K BOZMOXKHOMY
PUCKY NPHUMEHEHHUs JIEKapCTBEHHOIO Ipenapara Uil MEAULMHCKOrO IPUMEHEHUS B IOpSAKE
YCKOPEHHOW MpOLEeIypbl IKCHIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUHU CO CTAThed 26
HacTosuero denepajbHOTO 3aKOHa.

3. B ciyyae npuHATHS pelIeHHs] 0 HEBO3MOXXHOCTH pacCMaTpHUBaTh JIEKAPCTBEHHBIN Ipenapar Jis
MEIULUHCKOTO MPUMEHEHHs IMpH TOCYJAapCTBEHHOM pErucTpalud B KadyecTBE OpQaHHOTO
JICKapCTBEHHOTO IIpernapara YHOJHOMOYECHHBIM (enepanbHblii OpraH HUCIOJHUTENBHONW BIIACTH
IIPEKPALAET MPOLEAYPY TOCYJapCTBEHHON PETMCTpaldy JIEKApCTBEHHOIO IMpernapara. 3asBUTENb
BIIpaBe OOpATUTHCS B PETUCTPUPYIOMIMN OpraH ¢ 3asBICHHEM O TOCYAAPCTBEHHOM pETrUCTpaIliH
YKa3aHHOT0 JIEKapCTBEHHOTO Iperapara B COOTBETCTBUHM cO cTaThel 18 Hacrosmero denepanbHoro
3aKOHa.

Crarbs 22. - YTpaTtuia cuiy. (B pea. @eaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-P3 (pen. ot 13.07.2015))

Honosxncenua cmamou 23 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-®D3), kacarouwjuecs
npeoocmasnenun 20cyoapcmeeHHblX yciy2 npu 00pauwieHuu 1eKapCcmeeHHbIX Cpeocme 0
MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOI 20CY0apCmMEEeHHOU UHPOPMAYUOHHOU
cucmemul 6 chepe 30pasooxpanenusn u (uiu) hpedepanvHoit 20cyoapcmeeHHol UHPOPMAYUOHHOU
cucmemut ""Eounstit nopmain 2ocyoapcmeennbix u MyHUYUNAAbHBIX Yeay2 (pynkyuir)'’,
npumenawomcea ¢ 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX npenapamoes
0J151 MEOUYUHCKO20 NPUMEHEHU, NOOmEepcoarouue hakm 20cyoapCcmeeHHol pecucmpayuu,
Ha Oymaxcnom Hocumere u 0yOIUKamol peucmpayuoHHblX YOOCHO6ePEeHUIl 1eKapCmeeHHbIX
npenapamog 011 meOuyunckozo npumenenusn ¢ 01.01.2025 ne evioaromcea. Cyovekmy
00pawenus 1eKapcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUA RPU €20 00paujeHuU 6
YHOJIHOMOYEHHBLIL (hedepanbHblili OP2aH UCHOIHUMENbHOI 611aCMU 3a 8bl10aYUell YKA3AHHO020
0yOnuKama HanpaeIaemca 6bINUCKA U3 20Cy0apcmeenHoz0 peecmpa 1eKapcmeeHHblX cpeocme,
HOONUCAHHAA YCUNEHHOU KEATUDUUUPOBCAHHOTL )]1EKIMPOHHOU NOONUCHIO YROIHOMOYEHHO20
JUUA YROTHOMOUEHHO20 (hedepanbhozo op2ana ucnoJIHuUmeNbHOU enacmu (nyukm 5 cmamou 4
®Deodepanvnozo 3axona om 30.01.2024 N 1-D3).

Crarps 23. JKCnepTH3a Ka4eCcTBA JIEKAPCTBEHHOI'0 CPeICTBA U
IKCIEPTHU3A OTHOLICHUS 0KMAAEMOH MOJIb3bl K BO3MOKHOMY PUCKY
IPUMEHEHUS JIEKAPCTBEHHOI0 Mmpenapara JAJs MeAUIUHCKOT 0
npuMeHenus (B pea. @eaepaabHoro 3akona ot 22.12.2014 N 429-@3
(pea. ot 13.07.2019))

1. DkcnepTu3a KayecTBa JEKAPCTBEHHOI'O CPEJICTBA M SKCIIEPTH3a OTHOLIEHUS OXKUAAEMOM MOJIb3bI
K BO3MOYKHOMY PHUCKY IPHMMEHEHHs JIEKAPCTBEHHOTrO Mpernapara s MEAULMHCKOrO MPHUMEHEHUS,
COCTaBJIEHUE KOMHUCCHUSIMHU 3KCIEPTOB 3aKIIOYEHHH IO pe3yjbTaTaM IPOBEIEHHBIX JKCIEPTH3 U
HampaBlICHUE  OTHUX  3aKIIOYEHUH, TOIMMCAHHBIX  YCUJICHHBIMH  KBaIM(DPUIUPOBAHHBIMU
AJIEKTPOHHBIMU TOANHUCAMHU, B JIMYHBI KaOWMHET YIOJIHOMOYEHHOro (heepanbHOro opraHa
VCIIOJIHUTENIBHOM BJIACTU B €IMHOM CHCTEME OCYIIECTBISIOTCA B CPOK, HE IPEBBINIAIOIMINN CTa



https://normativ.kontur.ru/document?moduleId=1&documentId=467037#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=467037#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l740
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l740
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l740
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l740

JecaTy pabovMX JHEH CO AHS HANpaBJICHUS B IMYHBIA KAOMHET 3KCIIEPTHOTO YUPEKICHUS B €AHHOM
CHCTEME COOTBETCTBYIOILETO 33aJaHHs YIOJHOMOUYEHHOTO (hefiepalbHOro OpraHa MCIOJIHUTEIbHON
BJIACTU M HEOOXOAUMBIX TOKYMEHTOB. (B pen. denepanbroro 3akoHa oT 30.01.2024 N 1-P3)

2. B TeuyeHue neBsHOCTa IHEH CO JHS TOJYYEHHUS YIOJTHOMOUYEHHBIM (efepasbHbIM OpPraHOM
WCTIOJTHUTEJILHOM BJIACTH YBEIOMIICHHS B DJICKTPOHHOH (hopMe O MOTyuyeHHH 3asBUTENIEM PEICHHS
O TPOBEJCHUM DOKCIEPTU3, MPEIYCMOTPEHHBIX 4YacThi0 1 HacTOsIIEH CTaTbu, 3asBUTEINb
NPEJCTABISACT B SKCIEPTHOE YUPEKACHUE JUIS MIPOBEIACHUS HKCIEPTH3bl KauyecTBa JIEKAPCTBEHHOTO
cpeacTBa o0pa3ibl JIEKaPCTBEHHOTO MpenapaTa Ui MEAULMHCKOTO MTPUMEHEHHS, IPOU3BEIEHHOTO
B COOTBETCTBHM C TpeOOBaHMAMHU OIBITHO-IPOMBIIUICHHOTO Y (MJIM) MPOMBIIIJICHHOTO
PEriIaMeHTOB, YTBEPKICHHBIX PYKOBOAMTEIEM IPOU3BOAUTEINS JIGKAPCTBEHHBIX CPEJCTB, a TAKKE B
COOTBETCTBYIOIIMX  Ciydasx  oOpas3ipl  ¢apMaleBTUYeCKOW  CyOCTaHIMM,  TeCT-IITaMMa
MHUKPOOPIaHU3MOB, KYJbTYPBI KJIETOK, 00pa3Ibl BELIECTB, MPUMEHSIEMBIX JJISi KOHTPOJS KayecTBa
JICKapCTBEHHOTO CPEJICTBA IMYTEM CPAaBHEHHUS C HUMHU HCCIIEIYEMOTroO JIEKAPCTBEHHOTO CPE/CTBa,
cnienn(uIeckue peareHTbl, He0OOXOAUMBIE IS MPOBEJICHUS UCIBITAaHUNA 00pa3IoB JIEKapCTBEHHBIX
MpernaparoB, B KOJIUYECTBAX, HEOOXOAUMBIX JJISi BOCIIPOU3BEICHHSI METOI0OB KOHTPOJIsI KauecTBa. (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-P3)

3. Ilpu mnomydeHuu oOpa3LOB JIEKAPCTBEHHOTO IMperapara M (apmaneBTHUEeCKOil cyOcTaHIMU
HKCHEPTHOE YUYPEXkKACHUE HampaBiseT B JUYHBIA KaOWHET 3asBUTENsl B E€IMHOM cHucTeMe
yBeJIOMJICHHE, TIOATBEPIKIAIoIIee MOIyueHHe yKa3aHHBIX 00pa3ioB. (B pen. PenepanbHOro 3aK0Ha
or 30.01.2024 N 1-®3)

4. YxazaHHBI B 4acTH 2 HACTOSILIEH CTAaThU CPOK JUIsl TNPEICTAaBICHUS 3asBUTENEM 00pa3loB
JIEKapCTBEHHOTO Mpernapara U (papmManeBTHIeCKO CyOCTaHIINKM He BKJIIOYAETCS B CPOK MPOBEICHHS
9KCIIEPTHU3, NPETyCMOTPEHHBIX 4YacThlo | Hacrosmieil cratbu. (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

5. Yactsb yrpaTtuna cuiy. (B pen. @enepansHoro 3akona ot 30.01.2024 N 1-03)

Honosxncenua cmamou 24 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-D3), kacarouwjuecs
npeoocmasnenun 20CyoapcmeeHHbLX yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX Cpeocme 0
6eMmMepUHapHO20 NPUMEHEHUSA HOCPEOCBOM (hedepanbHoil 20cy0apcmeeHHOl UHPOPMAYUOHHO
cucmemut ""Eounstit nopman 2ocyoapcmeeHnbix u MyHUYUNAAbHBIX Ycay2 (pynkyuir)'’,
npumenaomces ¢ 01.01.2026. /[yonuxkamul pecucmpayuoHHbIX yOOCHO6EPEHUI J1eKAPCMEEHHbIX
npenapamoe 011 eemepunapnozo npumenenus c 01.01.2026 ne evioaromcsa. Cyovexmy
o0pawienus 1eKapCcmeeHHbIX CPeOCcme 0 6eMePUHAPHO20 NPUMEHEHUS NPU €20 00pauieHuU 8
YHOJIHOMOYEHHbLIL (hedepanbHblil OP2aH UCHOIHUMENbHOI 611aCMU 3a 8b10aUell YKA3AHHO020
0yOnuKama HanpagIaemca 6bINUCKA U3 20Cy0apcmeenHozo peecmpa 1eKapcmeeHHblX cpeocme,
HOONUCAHHAA YCUNEHHOU KEATNUDUUUPOBCAHH O )]1EKIMPOHHOU NOONUCHIO YROIHOMOYEHHO20
JUUA YROJTHOMOUEHHO20 (hedepanbHoz0 0p2ana UChOJTHUMENbHOU énacmu (nyhkm 6 cmamou 4
Deoepanvnozo 3axona om 30.01.2024 N 1-D3).

Crarbs 24. JKCHepTH3a KAa4eCTBA JIEKAPCTBEHHOI'0 CPeICTBA U
IKCIEPTHU3A OTHOLICHUS 0KMAAEMOH MOJIb3bl K BO3MOKHOMY PUCKY
MPUMEHEHUS JIEKAPCTBEHHOI 0 Mpenapara 1jisi BeTePUHAPHOI0
IPUMEHEHUA

1. 3KcnepT1/13a KauCCTBa JICKAPCTBCHHOTO CPCACTBA U SKCIICPTHU3a OTHOILICHUA omnnaeMoﬁ I1OJIB3bI
K BO3MOXHOMY PUCKY MPUMCHCHUA JICKAPCTBCHHOI'O IIpCriapaTa IJjid BETCPUHAPHOI'O0 NPUMCHCHNA,
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COCTaBJIEHUE KOMMCCHSIMM 3KCIEPTOB 3aKJIIOUEHUN M0 pe3ysibTaTaM YKa3aHHBIX JKCIEPTU3 U
HaIpaBJICHUE TAKUX 3aKIIOYCHUN B JIEKTPOHHON (OopMe B YHOIHOMOYCHHBIN (epepanbHblii Opra
WCTIOJTHUTEJIHOM BJIACTU OCYIIECTBIISIOTCS B CPOK, HE MPEBBILIAIOIINK cTa AeCATH pabounx THEH co
IHS. TIOJTYYEHHUsI SKCIEPTHBIM YUPEXKIECHHEM B AJIEKTPOHHOW (opMe 3aJaHusl YHOIHOMOYEHHOTO
(benepanbHOrO OpraHa UCHOJHUTEIBHOM BIACTH C JOKYMEHTaMH, YKa3aHHBIMU B YacTu 3 cTatbu 17
HacTosuero denepanbHoro 3akoHa. (B pen. deaepanbHbix 3akoHOB 0T 22.10.2014 N 313-P3, ot
13.07.2015 N 241-®3, or 30.01.2024 N 1-P3)

2. B TedeHue Tpuauatu pabouyMx IHEW CO IHS MOJY4YEHHs YIOJHOMOYEHHBIM (enepaibHbIM
OpPraHOM HCIIOJIHUTENILHOW BJIACTH YBEAOMIICHUS B 3JIEKTPOHHON (hOpME O MOIyUYEeHUH 3asBUTEIEM
pelieHuss O TPOBEICHHM YKa3aHHBIX B YacTH | HACTOALIEH CTAaThU SKCHEPTU3 3asiBUTENb
NPEJCTABISET B SKCIEPTHOE YUPEKACHUE JUIS IPOBEIACHUS HKCIEPTH3bl KayecTBa JIEKAPCTBEHHOTO
cpeacTBa 00pasLbl JIEKAPCTBEHHOTO MpenapaTa /il BEeTEPUHAPHOTO MPUMEHEHUs], IPOU3BEICHHOTO
B COOTBETCTBHH C TPEOOBAHUSAMHU TEXHOJIOTUYECKUX PETIIAMEHTOB, YTBEPKACHHBIX PYKOBOJIUTEIEM
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB, a TaKXKe€ B COOTBETCTBYIOUIMX CIYy4asX TECT-IITAMMBI
MHUKPOOPIaHU3MOB, KYyJIbTYPBl KIETOK, 00pa3ibl (apMameBTHYecKol CyOCTaHLUHU, OOpa3lbl
BEIIECTB, NPUMEHsSEMbIe JUIsI KOHTPOJIA KauyecTBa JICKaPCTBEHHOTO CpPEICTBA, B KOJIMYECTBAX,
HEOOXOIUMBIX IS BOCIIPOM3BEACHUSI METOJIOB KOHTPOJIS KauecTBa. (B pea. demepaibHBIX 3aKOHOB
ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Ilpu mnomydeHuu oOpa3LOB JIEKAPCTBEHHOTO IMpemapara M (apmaneBTHUEeCKoil cyOcTaHIMU
HKCHEPTHOE YUPEXKJIEHHE B JCHb IOJIY4YeHHs OOpas3lloB HAIpPaBISET B JIIEKTPOHHOU (opme
3asBUTENIO YBEAOMIICGHHE, TOATBEPXKAAIONIee TOIy4YeHHUE YKa3aHHbIX o0Opas3moB. (B pex.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4. YxazaHHBI B 4acTH 2 HACTOSILIEH CTAaThU CPOK JUIsl NPEICTAaBICHUS 3asBUTENEM 00pa3loB
JIEKapCTBEHHOTO Mpernapara U (papmManeBTHUeCKO CyOCTaHIINKM He BKJIIOYAETCS] B CPOK MPOBEICHHS
9KCIIEPTHU3, NPETyCMOTPEHHBIX 4YacThlo | Hacrosmieil cratbu. (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

5. Yactsb yrpaTtuna cuiy. (B pen. @enepansHoro 3akona ot 30.01.2024 N 1-03)

Cratba 25. IloBTOpHOE NpPOBEAEHNE IKCIEPTU3HI JIEKAPCTBEHHbBIX
cpeacts (B pea. PenepanabHoro 3akoHa ot 22.12.2014 N 429-d3 (pen.
or 13.07.2015))

1. B cinyyasx HenocTaTouHOW 00OCHOBAaHHOCTH WMJIM HETIOJHOTHI 3aKIIOUCHHUST KOMUCCHH KCIIEPTOB,
HAJINYMS B HEM MPOTHBOPEUMBHIX JTAaHHBIX, (pajgbcuduKanuy BEIBOJOB 3KCIIEPTU3HI JIEKAPCTBEHHOTO
CPEACTBA, COKPBITUS OT YIOJHOMOUYEHHOTrO (heJepanbHOr0 oOpraHa MCIOJHUTENBHOW BIACTH
OCHOBAaHUM U1l OTBOJA DJKCIEPTAa BCIEJICTBUE €ro 3aMHTEPECOBAHHOCTHM B pe3yJbTaTax
COOTBETCTBYIOLIEH SKCHEPTH3bl, HAJMUYUS JAHHBIX O MPSMOM JIMOO KOCBEHHOM BMEILATEILCTBE B
IIPOLIECC COOTBETCTBYIOIIEH SKCIIEPTU3BI JIML, HE YYaCTBYIOIIUX B €€ IPOBEJEHUH, HO OKa3aBILIUX
BJIMSIHUE HA MPOIIECC U pe3yJbTaThl €e MPOBENEHHs, YINOJHOMOYEHHBIM (eepabHbIM OPraHOM
WCIIOJIHUTEJILHOM BJIACTH Ha3HAYaeTCsl MOBTOpPHAs AKCIEPTHU3A JIEKAPCTBEHHOI'O CPEACTBAa U (WJIN)
THYECKass dKcreptu3a. (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

Honosxcenun wacmu 2 cmamou 25 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
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UHpoOpMayuonHou cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoscenus vacmu 2 cmamou 25 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUS ROCPEOCMEOM (hedepanbHOIl 20Cy0apCcmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromcesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMENbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. IloBTOpHAas 3KCHEPTU3A JIEKAPCTBEHHOTO CPEICTBA IPOBOAMUTCA C YUETOM pE3yJIbTaTOB paHee
MPOBEJICHHONW SKCIEPTU3bl B CPOK, YCTAHOBJICHHBIM YMOJHOMOYEHHBIM (eepaTbHbIM OpPraHOM
UCTIOJIHUTENIBHOW BJACTW M HE NPEBBIIAIOMIMN TPUALATH pabouux THEH CO JHS IMOJTyYeHHs
SKCHEPTHBIM YUPEKICHHEM B JIMYHOM KaOMHETe B €AMHOM CHCTEeME 3aJaHHus Ha NpOBEICHUE
MIOBTOPHOM AKCIEPTU3BI JIEKapCTBEHHOI'O CpEJICTBA, MOANHACAHHOTO YCHJIEHHOM
KBAJTM(HUIMPOBAHHON 3JIEKTPOHHOHN moanuckio. (B pen. depepanbHbIx 3aKOHOB_OT 22.12.2014 N
429-®3 (pen. or 13.07.2015), o1 30.01.2024 N 1-P3)

3. duHaHCOBOE OOECTiCUYCHHE BBITIONHEHUS 33/laHUs HAa TPOBEJCHHE TOBTOPHON SKCIEPTHU3BI
JIEKApCTBEHHOT'O CPEJICTBA HE ocyluecTBisierca. (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pen. or 13.07.2015))

Ha npaeoomnowienus, 603HuKaroujue npu o0pauieHuu 1eKapCmeeHHbIX cpeocme 0
MeOUYUHCKO20 npumeHnenus, ne pacnpocmpansaomes ¢ 01.01.2026 nonoscenus cmamou 26 (6
peo. Deoepanvrozo 3akona om 30.01.2024 N 1-D3) (nynkm 7 cmamou 4 DPedepanvHozo 3aKona
om 30.01.2024 N 1-®3).

Crarbs 26. YCKOpeHHas NPoLeAyPa IKCIEPTU3BI JIEKAPCTBEHHbIX
CpeacTB

1. VYckopeHHas mnpolenypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B IENAX TIOCYAapCTBEHHOM
perucTpaiyy JeKapCTBEHHBIX MpEnapaToB NPUMEHIETCS B OTHOLICHUU OP(aHHBIX JIEKAPCTBEHHBIX
[IpenapaTroB, IEPBBIX TPEX JIEKAPCTBEHHBIX IPENApaToB, PETUCTpUpPYEMBIX B Poccuiickon
@enepanuy B Ka4eCTBE BOCIPOU3BEIACHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, OYEPEIHOCTH KOTOPBIX
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OIIpEeAEIsAETCS B COOTBETCTBMM C HOMEPOM U JAaTOM BXOASIIMX 3asBICHUM O roCydapCTBEHHOU
pErucTpalyy JEKapCTBEHHBIX MPENapaToB B paMKax OJHOIO MEXAYHapOAHOIO HENAaTEHTOBAHHOIO
HAaMMEHOBAHMsI JIEKAPCTBEHHOTO Mpenapara Wik rpyniupoBOYHOIO0 HAUMEHOBAaHMSI JIEKAPCTBEHHOTO
Ipenapara, JEKapCTBEHHBIX MPENaparoB AJi BETEPUHAPHOIO MPUMEHEHUS, NpeJHa3HAaYEHHbIX IS
JIeUeHHs! JIOMAIIHUX KUBOTHBIX, onpeseneHHbIX denepanbHbIM 3akoHOM OT 27 nekabps 2018 rona
N 498-®3 "O06 0TBETCTBEHHOM OOpAIICHUU C )KUBOTHBIMH M O BHECEHMU M3MEHEHUI B OTAEIbHBIC
3aKOHOAaTenbHbIe aKkThl Poccuiickont ®enepauuu", ¥ 3aperUCTPUPOBAHHBIX B  KadeCTBE
JIEKapCTBEHHBIX IPENapaToB JUIsl MEIULMHCKOTO INPUMEHEHMS, W JIEKAPCTBEHHBIX IPENaparos,
IIpEeIHA3HAYEHHBIX UCKIOYUTEIBHO ISl IPUMEHEHUSI HECOBEPILIEHHOJIETHUMHY IpaklaHaMu. (B pell.
@enepasibHbIX 3aK0HOB 0T 22.12.2014 N 429-D3 (pen. or 13.07.2015), ot 13.07.2015 N 241-P3, or
28.04.2023 N 171-P3)

2. YckopeHHas TpoIeaypa JKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB B IIENIAX TOCYIapCTBEHHOM
perucTpanuy JIeKapCTBEHHBIX MPENapaToB HE MPUMEHSETCS B OTHOLICHUH: (B pen. DenepalbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) OuoaHamoroBeix (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IMpemnapaTtoB (OmoaHanoro); (B pen.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

2) pedepeHTHBIX JIEKapCTBEHHBIX IpenapaToB (3a MCKIIOYEHHEM Op(aHHBIX JIEKApCTBEHHBIX
npenapatoB); (B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

3) BOCIHpPOU3BENEHHBIX JIEKAPCTBEHHBIX IpernaparoB (3a MCKIOYEHHEM IEPBBIX  TpeX
peructpupyeMbix B Poccuiickoit ®denepanu B KayeCTBE BOCIPOMU3BEIAEHHBIX JIEKAPCTBEHHBIX
IIPENapaToB U JIEKAPCTBEHHBIX IPENapaToB, NPEAHA3HAYEHHBIX MCKIIOUUTEIBHO IS IPUMEHEHUS
HECOBEPUICHHOJIETHUMHU I'PaKAaHAMHU, a TAKXK€E JIEKAPCTBEHHBIX MPENapaToB, NpeJHa3HAYEHHbIX IS
JIeueHHsl IOMAIIHUX KUBOTHBIX, onpeseneHHbIX denepanbHbIM 3akoHOM OT 27 nekabps 2018 rona
N 498-®3 "O6 0TBETCTBEHHOM OOpAIEHUH C )KUBOTHBIMHU U O BHECCHHM U3MEHEHUH B OT/ACIhHBIC
3aKOHOAaTenbHbIe aKkThl Poccuiickoit ®enepauuun", ¥ 3aperUCTPUPOBAHHBIX B  KadeCTBE
JIEKapCTBEHHBIX MPENaparoB I MEIUIUHCKOTO NpUMEHEHus); (B pel. DenepalbHbIX 3aKOHOB OT
22.12.2014 N 429-®@3 (pea. ot 13.07.2015), ot 28.04.2023 N 171-P3)

4) HOBBIX KOMOMHAIMKA 3apeTUCTPHPOBAHHBIX paHee JIeKapCTBEHHBIX Npenapartos; (B pex.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

5) nexapcTBEHHBIX IPENaparoB, 3aPETUCTPUPOBAHHBIX paHEe, HO MPOM3BEACHHBIX B JPYTUX
JIeKapCTBEHHBIX (pOpMax B COOTBETCTBHU C NEpPEYHEM HAMMEHOBAHMMU JIGKAPCTBEHHBIX (opM U B
HOBOM J103UpOBKe; (B pel. denepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

6) JIeKapCTBEHHBIX IPENapaToB sl MEIUIIMHCKOTO MPUMEHEHHsI, TOCYJapCTBECHHAs PETHCTpalus
KOTOPBIX OTMEHEHa, IpH HUX PErucTpaldil B KAdyecTBE JICKAPCTBEHHBIX IpENapaToB JUIs
BETEpUHAPHOTro npuMeHeHusl. (B pel. DenepanpHoro 3akoHa oT 28.04.2023 N 171-D3)

3. YckopeHHas mpoueaypa SKCHEpTH3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJUTCS IO PELICHUIO
COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO (heAepalibHOTO OpraHa MWCIOJHHUTEIbHON BIacTh Ha
OCHOBAHUU 3asIBIICHUS 3asBUTENI B CPOK, HE NMPEBBINIAIONINN BocbMuzecaTu padbounx anei. [Ipu
3TOM DJKCHEpTH3a JOKYMEHTOB, COJEPKAIIMXCS B PETHCTPALIMOHHOM JIOChE Ha JIEKapCTBEHHBIH
npernapar, MPOBOAUTCS B CPOK, HE MPEBBIIIAIOIIUN JecATH pabouux ITHEW, SKCIepTH3a KayecTBa
JICKapCTBEHHOTO CPEICTBA M JKCIIEPTHU3a OTHOILICHHUS OKUAAEMOM MOJB3bl K BO3MOXKHOMY PHUCKY
NPUMEHEHHS JIEKapCTBEHHOTO TpernapaTa MPOBOIATCA B CPOK, HE TNPEBBIIIAIONIUIN MIECTHUACCATH
pabouux auei. (B pen. deaepanpHoro 3akoHa oT 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

3.1. Yacte yTrpatuna cuiy. (B pen. @eaepanbuoro 3akoHa ot 30.01.2024 N 1-D3)
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4. YckopeHHas TMpolenypa OSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB NPOBOIUTCA B MOPSIKE,
ycTaHoBJIIEHHOM cTatbsiMu 17, 19, 20, 23 u 24 nacrosmero denepanbHOro 3akoHa, U HE 03HAYAET
CHIDKEHHS TpeOOBaHMUH K 0€30IacHOCTH, KaueCTBY U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPENAapaToB.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Crarbs 27. Peunienue 0 rocy1apcTBeHHOU perucTpauuu
JIEKAPCTBEHHOI'0 Mmpenapara

1. B cpok, He mpeBbIIIAONUI AecaTH pabouux JHEH CO JAHA MOIYYEHHUS 3aKIIOUYCHHH KOMUCCUH
JKCIIEPTOB II0 pE3yJIbTaTaM »JKCIEPTU3bl KAayeCTBA JICKAPCTBEHHOI'O CPEACTBA U DKCIIEPTU3BI
OTHOLIEHUS OKUJAEMOH I10JIb3bl K BO3MOXKHOMY PHUCKY IIPUMEHEHUs JICKAPCTBEHHOT'O IIperapara,
COOTBETCTBYIOIIUI YIIOJTHOMOUYEHHBIN (efepanbHblii OpraH HCHOJHHUTENbHOM BiacTH: (B per.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

Honosxcenua nynkma 1 wacmu 1 cmamou 27 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyo0apcmeeHtslxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0APCMEEHH O
UHpoOpMauuonHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus c 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honoscenua nynkma 1 wacmu 1 cmamou 27 (8 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyo0apcmeeHtslxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0aUuell
YKa3anHo20 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (edepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1) ocymiecTBiIse€T OLEHKY 3aKIYEHHH KOMHCCHM SKCIEPTOB JI ONpPEAEIEHUS COOTBETCTBUS
3aJIJaHUIO Ha MPOBEACHUE ITUX IKCIEPTU3; (B pea. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

2) TmpUHUMAET pEUIeHHE O TOCYAAPCTBEHHOM pPETUCTpalMM JIEKAPCTBEHHOrO Ipernapara Hid 00
OTKa3€ B TOCYJJapCTBEHHOM pErucTpaluy JIEKApCTBEHHOTO IIpenapara;

3) BHOCUT IpU NPUHATHU PEUIEHHs] O TOCYAApCTBEHHOM perucTpaniy JIEKapCTBEHHOrO Ipernapara
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JaHHBIE O 3aPETUCTPUPOBAHHOM JICKAPCTBEHHOM IIperapare, B TOM 4YHcle O (apManeBTUYECKOM
CyOCTaHIMK, BXOJSIIEH B COCTaB JIGKAPCTBEHHOTO IIpemapaTa, B TOCYIapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEJICTB U BBIJACT 3asIBUTEIIO PETHCTPALIMOHHOE yIOCTOBEPEHHUE JIEKAPCTBEHHOIO
npemapata, ¢GopMa KOTOPOTO YTBEPXKIACTCS  YIMOJTHOMOYEHHBIM  (eAepaibHbIM  OPraHOM
WCIIOJIHUTENIbHOW  BJIACTHU, COIJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTAllMI0, HOPMATHUBHBIN
JOKYMEHT, WHCTPYKIHUIO MO MPUMEHEHHUIO JIEKapCTBEHHOI'O Ipernapara MU MaKeThl MEPBUYHOU
YIAKOBKM W BTOPUYHOW (MOTPEOMTENHCKON) YIMAaKOBKM C yKa3aHWEM Ha HUX HOMepa
PErUCTPALIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOIO IMpenapara M JaThl €ro TrocyAapCTBEHHOU
peruCTpalii WIA B CIydyae MPUHATHS pPEIIeHUus 00 OTKa3e B TOCYAAPCTBEHHOW pPErUCTpaIuu
JIEKapCTBEHHOTO Tperapara yBEAOMIISIET B MUCbMEHHOU (opMe 3asBHTENS 00 3TOM C yKa3aHUEM
MPUYHMH TAKOTO OTKa3a. 3a BbIJAady PETUCTPALMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara
B3UMAETCA TOCYAapCTBEHHAs IMOLUIMHA B COOTBETCTBMM C 3aKOHOJATENIILCTBOM Poccuiickoit
®eneparun 0 Hasorax u coopax. (B pea. deaepanpHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot

13.07.2015))

2. OcHOBaHWeM Ui OTKa3a B TOCYJAapCTBEHHOW pErHCTpallMU JIEKapCTBEHHOIO Mpernapara Juls
MEIULUHCKOTO TIPUMEHEHHUsSI SBJIAETCS 3aKIIOYEHHE COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO
denepanbHOrO OpraHa WCHOJHUTEIBHON BJIACTH O TOM, YTO KadecTBO W (win) 3PQPEeKTUBHOCTH
PETUCTPUPYEMOTO JICKAPCTBEHHOTO IMpernapara JUIsi MEAUIIUHCKOTO IPUMEHEHUS HE TOATBEPKACHBI
MOJYYCHHBIMH JAaHHBIMM WJIM 4YTO PHUCK NPUYMHEHHs Bpela 370POBBIO YENOBEKa BCIEICTBHUE
npreMa JIEKapcTBEHHOIO Ipernapara Jilsi MeJUIIMHCKOTO MPUMEHEHUS MpeBbIIIaeT 3PPEKTUBHOCTD
ero npuMeHeHus. (B pea. PenepanbHoro 3akoHa oT 04.06.2018 N 140-P3)

3. IloBTOpHOE TMpEACTaBICHHE B COOTBETCTBYIOIIMHA YIOJIHOMOYEHHBIH (efepalbHbli OpraH
HCIIOJIHUTEJILHON BJIACTH JIEKAPCTBEHHOI'O IIperapara, B OTHOLICHUMH KOTOPOIO IIOIY4YeH OTKa3 B
TrOCYJapCTBEHHOM PErucTpalvuy U KOTOPBIM BIIOCIEACTBUU IIOABEPICS M3MEHEHUIO B YacTU €ro
COCTaBa, pacCMaTpUBACTCA KaK IPEICTaBICHUE HOBOI'O JICKAPCTBEHHOIO IIpermapara Ha €ro
rOCy/JapCTBEHHYIO PETUCTPALIMI0 HE3aBUCHMO OT COXPAHEHMs €ro MEpBUYHOIO HAaUMEHOBAHHUSA. (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. Ilpu npenocTaBlI€HMM 3asBUTEIEM B COCTABE PETUCTPALMOHHOIO JIOChE Ha JIEKapCTBEHHBIN
npernapar s BeTepUHAPHOTO MPUMEHEHHsI KOIMWHU PELICHUS YIOJIHOMOYEHHOTro (enepanbHOro
OpraHa HUCIIOJHUTEIbHON BIACTH O NMPOBEICHUU MHCIIEKTUPOBAHUS IIPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB CPOK NPHUHATHS PELICHHUs O IOCYJApCTBEHHOM PETUCTpALMU JIEKAPCTBEHHOIO IIperapara
JUIsl BETEPUHAPHOIO IIPUMEHEHMS] [IPUOCTAHABIIMBACTCS CO IHS MOIYYEHUs 3aKII0OUYEHUN, YKa3aHHBIX
B 4YacTH | HacTofAmed cTaTbu, IO JHS MPHHATUS YHNOJHOMOYEHHBIM (peepanbHbIM OpPraHoOM
WCTIOJTHUTENILHOM BIIACTH PELICHHS O BbIJIaue WM 00 OTKa3e B BbIJIaUe 3aKJIFOYCHHS O COOTBETCTBUH
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHMAM IMPAaBHI HaJJIeKalled MpOH3BOJCTBEHHOM
MPaKTUKH, HO HE OoJjiee YeM Ha CTO BOCEMbAECAT pabounx mHel. (B pea. denepanbHOro 3akoHa OT
04.06.2018 N 140-D3)

5. OcHoBaHMEM ISl OTKa3a B TOCYJApCTBEHHOW PEruCTpalliM JIEKApCTBEHHOTO Npernapara Jjis
BETEPUHAPHOTO TPHUMEHEHHUsS SBIIACTCS 3aKIIOYCHHE YIIOJHOMOYEHHOTO (QeepalibHOTO opraHa
WCTIOTHUTENILHON BJIacTH O TOM, YTO KauecTBO M (uiu) 3(PPEKTUBHOCTH PErHCTPUPYEMOTO
JIEKapCTBEHHOI'0 Ipemnapara JJisi BETEPUHAPHOrO NMPUMEHEHHS] HE MOATBEPKACHBI MOJYyYEHHBIMU
JAHHBIMM WJIM YTO PHUCK IMPUYMHEHUS Bpeda 3J0pPOBbIO0 KMBOTHOIO BCJIEACTBHUE IpHUEMaA
JIEKapCTBEHHOTO Mpemnapara s BETePUHAPHOTO MPUMEHEHUS TNpeBbIIaeT 3(PPEeKTUBHOCTH €ro
MPUMEHEHHUS, O0TKa3 YIOJHOMOUYEHHOTO (eIepalbHOTO OpraHa UCTOTHUTEIHHOW BJIACTU B BhIIAYE
3aKJIFOUYEHUsI O COOTBETCTBHH MPOU3ZBOIUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPaBUI
HaJJIeKalled IPOU3BOJACTBEHHOW IPAKTUKH Uil KaXIOM MPOU3BOJACTBEHHOM IUIOLIAJKH
PETUCTPUPYEMOIO JIEKAPCTBEHHOI'O Mpernapara Uil BETEPUHAPHOIO MPUMEHEHHUS B CIydae, €CIu
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IIPOU3BOJCTBO JICKAPCTBEHHOI'O Ipernapara A BETEPUHAPHOIO NPUMEHEHMS OCYIIECTBISETCSA 3a
npenenamu Poccuiickoit @enepaiuy, Uim OTCYTCTBHE TaKOro 3akiatoueHus. (B pen. denepanpHoro
3akoHa oT 04.06.2018 N 140-®3)

Crarbs 27.1. B3auMo3aMeHs1€eMOCTD JIEKAPCTBEHHbIX NMPENapaToB s
MeJULIMHCKOro npuMeHenus (B pea. @eaepajbHOro 3aK0Ha 0T
27.12.2019 N 475-93)

1. B3ammo3aMeHSeMOCTh JIGKAPCTBEHHBIX MPENapaToB JJIs MEIUIUHCKOTO IMPUMEHEHHS
OIpeNeNIAeTCS  YNOJHOMOUYEHHBIM  (eiepaJbHBIM  OpPraHOM  HCHOJHMTENBHOM  BIIACTH,
OCYWIECTBIISIIOUIMM ~ TOCYAAPCTBEHHYIO  PETHUCTPAIMIO  JIGKAPCTBEHHBIX  IpENapaTtoB  JUis
MEIULUHCKOTO TPUMEHEHHsA, B paMKax OJHOTO MEXIyHAPOJHOTO HEMaTeHTOBAHHOTO (MM
XMMUYECKOT0, WM TPYNIUPOBOYHOIO) HAWMEHOBAHUS Ha OCHOBE 3aKIIOYECHUS KOMHUCCHUH
HKCHEPTOB 3KCIEPTHOTO YUYPEKIEHHUS O B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHOTO Iperapara Juls
MEIULUHCKOTO TPUMEHEHHs JHOO O TOM, YTO JIEKAPCTBEHHBIM Mpenapar Ais MEIUIMHCKOTO
NPUMEHEHHUS HE SBISIETCS B3anMo3aMeHseMbIM. llopsiok ompeneneHus B3aUMO3aMEHSEMOCTH
JICKapCTBEHHBIX MpEnapaToB A MEAMLMHCKOTO MPUMEHEHUs M (opMa 3aKIIOYCHUS KOMUCCHH
HKCHEPTOB HKCHEPTHOIO YUPEKACHUS O B3aUMO3aMEHSEMOCTH JICKaPCTBEHHBIX IPENapaToB JUIs
MEJULUHCKOTO TpPUMEHEHHs JHUOO O TOM, YTO JIEKAPCTBEHHBIM Mpenapar ais MEIUIMHCKOTO
NPUMEHEHHUS HE SBIAETCS B3aUMO3aMEHSEMBIM, YCTaHABIMBAIOTCA (DeJepaibHBIM OpPraHOM
UCTIOJIHUTENIBHOM ~ BJIACTH, OCYIIECTBISIONIMM (YHKIMM 10 BBIPAaOOTKE U  pealu3aluu
TOCYyJapCTBEHHOH  MOJUTHKM ¥  HOPMATHBHO-TIPABOBOMY  peryJupoBaHHi0 B  cdepe
3IPaBOOXPAHEHHs, [0 COINIACOBaHUIO C (efepaTbHbIM OpPraHOM HCIHOJHHUTENBHOM BIIACTH,
OCYIIECTBIISIONIMM (DYHKIHH T10 JHUIEH3UPOBAHUIO MPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB. (B peil.
®enepanbHoro 3akoHa or 19.10.2023 N 503-P3)

2. Komuccusi 3KCHEPTOB 3KCIEPTHOTO YUPEKIACHHS JAeT 3aKIIOUEHHE O B3aMMO3aMEHSEMOCTH
JICKapCTBEHHOTO Ipenapara Ui MEIWIUHCKOTO NMPUMEHEHUs JH00 O TOM, YTO JIeKapCTBEHHBIH
npernapaTr AJii MEIULUHCKOTO IPUMEHEHHUs HE SBISIETCS B3aMO3aMEHSEMBbIM, Ha OCHOBaHHUU
CIIEIYIOIINUX KPUTEPUEB (XapPAKTEPUCTHUK):

1) »kBuBaJieHTHOCTh (A1 OMOAHANTOTOBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX IMPEIMapaToB
(OmoaHanoroB) - CONOCTAaBUMOCTb) KAUECTBEHHBIX W  KOJWYECTBEHHBIX  XapaKTEPHCTUK
(bapManeBTHUECKUX  CyOCTAaHIM WM  CONOCTaBUMOCTh  AHTUTEHHOTO  COCTaBa  BaKIUH.
Vcnonb30BaHue Pa3mUYHBIX COJEH, 3(UPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAUIMYECKUX (OPM H
JAPYTUX IIPOU3BOJHBIX OJHOTO U TOTO )K€ JAEUCTBYIOLIETO BELIECTBA HE SIBJISETCS MPENATCTBUEM IS
ONpEAE/CHUs] B3aUMO3aMEHIEMOCTH JIEKAPCTBEHHBIX IIPENapaToB, €CIU IpU IPOBEICHHUU
UCCIICIOBAaHUsI ~ OMODKBUBAJIEHTHOCTH  JIGKAPCTBEHHOI'O  Ipermapara WM  HCCIEAOBAHUS
TepaneBTUUECKON IKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Ipenapara JoKa3aHo OTCYTCTBUE KIIMHUYECKU
3HAYMMBIX pa3nu4uii papMaKOKHHETUKU U (WK) 3PPEeKTUBHOCTH U OE30MMACHOCTH JIEKAPCTBEHHOTO
npernapara JUisi MeMIUHCKOTO TPUMEHEHHS,

2) PKBUBAJICHTHOCTH JiIeKapcTBEHHOU (opmbl. Iloa SKBHBAaJEHTHBIMU JIEKAPCTBEHHBIMU (hOpMaMH
MOHUMAIOTCS pa3Hble JIEKAPCTBEHHBIE (POPMBI, UMEIOIINE OJUHAKOBBIE CIIOCOO BBEJCHUS U CIIOCOO
NPUMEHEHHs, O00Jalalone COMOCTABUMBIMH (apMaKOKUHETUYECKUMHU XapaKTEPUCTHKAMH |
(apMakoJIIOTHYECKUM JIeHCTBHEM M OOECIeUYMBaIOIIUe TaKXKe JOCTI)KEHHE HEeo0X0IUMOro
KIMHUYecKoro s¢dekra. Pa3nuuus nekapcTBEHHBIX (OPM HE SBISIOTCS MPEMSITCTBUEM  JUIS
ONpElEeICHUsT B3aMMO3aMEHSEMOCTH JIEKaPCTBEHHBIX IIPENApaToB, €CIM IPU I[POBEACHUU
UCCIICIOBAaHUsI ~ OMODKBUBAJIEHTHOCTH  JIGKAPCTBEHHOT'O  Mpermapara WM  UCCIEAOBAHUS
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TEpareBTHUECKOM SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IMpernapara J0Ka3aHO OTCYTCTBUE KIMHUYECKH
3HAYMMBIX pa3nu4uii papMaKOKHHETUKU U (W1K) 3PPEeKTUBHOCTU U OE30MMaCHOCTH JIEKAPCTBEHHOTO
npernapara JUisi MeUIUHCKOTO TPUMEHEHHS,

3) PKBUBAJIEHTHOCTh WJIM COIOCTAaBUMOCTH COCTaBa BCIOMOTATENbHBIX BEIIECTB JIEKAPCTBEHHOTO
mpernapara A METUIMHCKOTO TPUMEHEHHus. Pa3nmuuus cocraBa BCIOMOTATENBHBIX BEIIECTB
JICKapCTBEHHOTO Iperapara He SIBIISIOTCS MPEMATCTBUEM IS ONpEAETICHUs B3aUMO3aMEHSIEMOCTH
JICKapCTBEHHBIX IpenapaToB, €CJIM MpHU NPOBEIECHUH HUCCICAOBAHHUS OHO’KBUBAJIEHTHOCTH
JEKapCTBEHHOTO  Mpermapara WM  HUCCIENOBaHMA  TEPANCBTHUECKOW  AKBUBAJICHTHOCTH
JeKapCTBEHHOTO  Mperapara JO0Ka3aHO OTCYTCTBHE  KJIMHHUYECKH 3HAYUMBIX  pa3IMyuid
(dapMakoKuHETUKH M (WIH) 3PPEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara Juis
MEIULUHCKOTO MpuMeHeHus. [Ipy HaaMuuyM KIMHUYECKH 3HAaYMMBbIX Pa3induii (papMaKOKMHETHKH U
(wmu) oSddexTuBHOCTH U 0E30MACHOCTH JIEKAPCTBEHHOTO TMpemapara i MEIUIIHHCKOTO
NPUMEHEHHS B3aMMO3aMEHSAEMOCTh OIPEEIIETCS ¢ YKa3aHUEM Ha UCKIIOUEHHE OTICNIBHBIX TPYII
MaIMEHTOB;

4) UACHTUYHOCTD CIIOCO0a BBEACHUS U CIIOCO0a TPUMEHEHHS,

5) COOTBETCTBHE MPOU3BOJUTENS JEKAPCTBEHHOTO CPEACTBA TPEOOBAaHUSAM IPAaBUJ HAJIEKaIIeH
IIPOU3BOJCTBEHHOM IIPAKTUKH.

3. be3 HeoO0X0AMMOCTH J0Ka3aTesIbcTBA OWOIKBHBAJCHTHOCTU OCYILIECTBIISICTCS OMNpeAeTICHHUE
B3aMMO3aMEHAEMOCTH BOCIPOM3BEIECHHBIX JIEKAPCTBEHHBIX IMPENaparoB, KOTOpwle: (B per.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) nmpenHa3HaueHbl [ NAPEHTEPATBHOrO (MOAKOKHOTO, BHYTPUMBILIIEYHOIO, BHYTPHUBEHHOIO,
BHYTPHUIJIa3HOTO, BHYTPHUIIOJIOCTHOIO, BHYTPUCYCTaBHOI'O, BHYTPHUKOPOHAPHOI'O) BBEIEHUS W
MPEJCTaBIAIOT c000i BoaHbIE pacTBOPHI; (B ped. PenepanbHoro 3akona ot 30.01.2024 N 1-P3)

2) mpencTaBisA0T co00il pacTBOPHI ATl MEPOPANTBbHOro npuMeHeHus; (B pea. degepanbHOro 3aKkoHa
o1 30.01.2024 N 1-P3)

3) mpousBeneHbI B (popMe MOPOLIKOB WM JIMODUIU3ATOB ISl IPUTOTOBJICHHS PACTBOPOB; (B peil.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4) sBnstorcd razamuy; (B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5) SIBIIAIOTCS YIIHBIMHM WM TJa3HBIMHU JICKApPCTBEHHBIMH IIpenapaTaMy, MPOU3BEACHHBIMU B (popMe
BOJHBIX pacTBOpOB; (B pea. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

6) mpenHa3zHau€HBl JUII MECTHOTO M (WMJIM) HAapyKHOTO MPUMEHEHHsS M IPUTOTOBJICHBI B (opme
BOJHBIX pacTBOpOB; (B pea. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

7) mpeAcTaBISIOT co00i BOJHBIE PACTBOPHI JJIS UCIOJIB30BAaHUS B (JOPME MHTAISALMHA C MOMOILBIO
HeOyaiizepa WK B Ka4eCTBE HA3aJbHBIX CIPEEB, MPUMEHSIEMBIX C MIOMOLIbIO CXOIHBIX (TIOX0XKHX,
aHAJIOTHYHBIX) YCTPOICTB (prOOpoB, ammaparoB). (B pen. PenepanbHoro 3akoHa ot 30.01.2024 N
1-®3)

4. OcoOEeHHOCTH OTIPE/ICICHUS B3aMMO3aMEHIEMOCTH OMOIOTHYECKUX JIEKAPCTBEHHBIX MIPENapaTosB,
KOMOWHUPOBAHHBIX JICKAPCTBEHHBIX IIpernapaTroB (coAepikKalmMx KOMOWHAIMIO JBYX M Oolee
JEUCTBYIOIMX BEIIECTB), JIEKAPCTBEHHBIX MPENapaTroB s MNapeHTEPAIbHOTO MHUTAHHUS |
HE/I03UPOBAHHBIX JICKAPCTBEHHBIX MpPENapaToB YCTAHABIMBAIOTCA (hefepalibHbIM  OpPraHOM
UCTIOJIHUTENIbHOM ~ BJIACTH, OCYIIECTBISIONIMM (YHKIMM 10 BBIPAaOOTKE U  pealu3aliuu
TrOCYyJapCTBEHHOH  MOJUTHKM M  HOPMAaTHBHO-TIPABOBOMY  peryjlupoBaHHi0 B  cepe
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3PaBOOXPAHEHHs, [0 COIVIACOBaHMUIO C (eAepaTbHbIM OpPraHOM HCIOJHHUTENBHOM BIIACTH,
OCYIIECTBIISIONIMM (DYHKIHH T10 JHUIIEH3UPOBAHUIO MPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB. (B peil.
®enepanbHoro 3akoHa or 19.10.2023 N 503-P3)

5. OHpeI[eJICHI/IC B3aUMO3aMCHACMOCTH HC OCYHICCTBIIACTCA B OTHOIICHHUU JICKAPCTBCHHBIX
PACTUTCIILHBIX TTPCTIApPaTOB, TOMCOMNMATUYCCKUX JICKAPCTBCHHBIX IIPLCIIAPATOB.

6. @opMHUpPOBAaHUE MEPEUHS B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX IPENApaToB Uil MEIUIIMHCKOTO
NPUMEHEHHUS  OCYIIECTBIISICTCSI  AKCHEPTHBIM  YUPESKICHHEM  IOCPEACTBOM  OOBEAMHEHHS
JIEKAPCTBEHHBIX IIPENAPAaTOB B OTACIBbHBIC TIPYIIBI, B KaXJOW M3 KOTOPBIX JIEKAPCTBCHHBIC
IIpenaparsl sSBJIIOTCS B3aMMO3aMEHIEMBbIMH.

7. B ciy4ae BKIIOYEHMS B HUHCTPYKLUIO II0 MEIULUHCKOMY IIPUMEHEHHUIO JIEKapCTBEHHOI'O
mpenapara Ha OCHOBAaHMM pe3yJbTaTOB COOTBETCTBYIOIIMX HCCICAOBAHUN IIOKA3aHUM s
IIPUMEHEHHUs], KOTOpBIE OTIMYAIOTCA OT IIOKA3aHUW Ui INPUMEHEHHs JAPYIMX JIEKApCTBEHHBIX
[penaparoB W3 TIPYyINIbl  B3aMMO3aMEHSEMbBIX JICKAPCTBEHHBIX IIpenaparoB, B IIEpEUYHE
B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IPENapaToB s MEIUIIMHCKOTO NMPHUMEHEHUs JTOJKHA OBITH
yKa3aHa COOTBETCTBYIOIIAsi HHPpOpMaLus.

8. IlepeueHp B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IPENapaToB I MEAMIMHCKOIO IPUMEHEHUs
pasMmeraeTcs  yNOJHOMOYEHHBIM  (QelepajbHbIM  OpraHOM  HCHOJHHUTENIBHOM  BJacTH,
OCYIIECTBIISIIOIMM ~ TOCYJAapCTBEHHYIO  PETUCTPALMI0  JIEKApCTBEHHBIX  IIPENapaToB Ui
MEIULMHCKOTO MPUMEHEHUs, Ha cBoeM oduuuanbHoM caiite B cetd "MuTtepuer". MHpopmanus B
IIEpEYHE B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX IIPENapaTroB JUIsl MEAMLMHCKOIO IPUMEHEHMS
OOHOBIISIETCA yKa3aHHBIM (hefepalibHbIM OpPraHOM HCIIOJIHUTENFHOW BJIACTH C Y4YETOM HOBBIX
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB A MEAULMHCKOTO MPUMEHEHUS U BHECEHHBIX
U3MEHEHUH B JIOKYMEHTBI, COAEpXAIIUECs B PETMCTPALMOHHBIX JOChE Ha 3aperMCTPUPOBAHHBIC
JIEKapCTBEHHbIE MPENapaThl A1 MEAULUHCKOIO IPUMEHEHUS.

9. ITopsnoK MCHOIB30BaHUS MHPOPMALIMU O B3aMMO3aMEHIEMbIX JIEKapCTBEHHBIX Mpernaparax uis
MEIULUHCKOTO NMPUMEHEHUS U TOPSAOK Jaud pa3bsCHEHUI MO BOIpPOCaM B3aUMO3aMEHSEMOCTH
JICKapCTBEHHBIX IPENapaToB A MEAWIUHCKOTO MPUMEHEHHs YCTaHaBIMBAIOTCA (enepaibHbIM
OpPraHOM HCIOJHHUTEIbHOM BIIACTH, OCYIIECTBISIOIIMM (YHKIHMH IO BBIPAOOTKE W peau3aliu
TOCYJapCTBEHHOH  MOJUTHKM M  HOPMATHBHO-TIPABOBOMY  peryilupoBaHHi0 B  cepe
3PaBOOXPAHEHHs, [0 COIJIACOBaHMUIO C (eAepaTbHbIM OpPraHOM HCIHOJHHUTENBHOM BIIACTH,
OCYIIECTBIISIONIMM (DYHKIHH T10 JHUIEH3UPOBAHUIO MPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB. (B peil.
®enepanbHoro 3akoHa or 19.10.2023 N 503-P3)

Crarbs 28. PerucrpauuoHHoe y10CTOBEPEeHUE JIeKAPCTBEHHOI 0
npemnapara

1. PeructpannoHHO€ yIOCTOBEPEHHE JIEKAPCTBEHHOIO IIpenapara ¢ yKa3aHMEM JIEKapCTBEHHBIX
¢opM U T03MPOBOK BBIJAECTCS OECCPOYHO, 32 UCKIIOUEHHEM PErHCTPALMOHHOTO YJOCTOBEPEHHUS
JIEKAPCTBEHHOI'0 IIperapaTra, BbIIaBAEMOIO CO CPOKOM JEWCTBUS IIATh JIET, Ha BIIEPBbIC
peructpupyemeie B Poccuiickoit @enepanny J1eKapCTBEHHbIE TPENapaTshl.

2. Tlo wucTedyeHUM YyKa3aHHOTO B 4YacTH | HacTosed cTaTbU CpOKa BbIIaeTcs OeccpodHoe
PETUCTPALIMOHHOE yIOCTOBEPEHHUE JIEKAPCTBEHHOI'O Mpernapara IpHU yCIOBUM MOATBEPXKICHUS €TI0
roCy/1apCTBEHHOW PETUCTPALINH.

3. B ciiyyae BHeceHHMsl B cOOTBETCTBUU cO cTarthsiMu 30 u 31 Hacrosimero denepanbHOro 3aKoHa
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U3MEHEHUH B cOZepKallMecss B pETUCTPAllMOHHOM JJOChE Ha 3aperMCTPUPOBAHHBIN JIEKapCTBEHHBIN
mpernapaT  JAOKYMEHTBI, 3aTparuBarolllMX  CBEIEHUS, OTPAKEHHbIE B  PErHCTPALlMOHHOM
yIIOCTOBEpEHHH  JICKapCTBEHHOTO  Nperapara,  YHOJIHOMOYEHHBIM  (enepanbHbli  oprad
UCIIOJHUTENIBHOM BJACTU BBIJAET HOBOE PETUCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO
IpernapaTa, COJEpKallee BHECEHHbIE B HEro M3MeHeHus. (B pel. PenepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Yacmo 4 cmamou 28 oeiicmgyem 00 01.01.2026 (nyukm 24 cmamou 1 Dedepanvnozo 3aKona om
30.01.2024 N 1-@3).

4. B cnyuyae yTpaThl WJIH IOBPEXKIEHUS PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapara 1o 3asBJICHHIO B MUCbMEHHON (opMme JepkaTens WIM BiaJelblia PErHCTPALlMOHHOTO
YAOCTOBEPEHUS JICKAPCTBEHHOT'O Iperapara WIA YIOJIHOMOYEHHOIO UMHU JAPYTrOro IOpUAUYECKOTO
JUIa O Bblgaue JyOnMKaTta PEerucTpalMOHHOTO YJIOCTOBEPEHMS JIEKAPCTBEHHOTO Npernapara
YIIOJIHOMOYEHHBIA (efepanbHblii OpraH HCIOJHUTEIBHONH BJIACTH B CPOK, HE IPEBBIIIAIONIUI
Jecatu pabouyux IHEW cO JHSA TMOCTYIJICHHUS 3asiBICHUS, BBIAAET AyOJUKAT PErHCTPALMOHHOTO
yIIOCTOBEpEHHsI  JIGKAPCTBEHHOT0 TMpemapaTta. 3a BblJady AyOJuKaTa pPErucTpalliOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOIO MperapaTa B3UMaeTCs rOCy 1apCTBEHHAs MOLUIMHA B COOTBETCTBUU
¢ 3akoHozaTenbcTBOM Poccuiickoit @enepannu o Hamorax u coopax. (B pen. denepanbHOro 3akoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Ha npaeoomnowienus, 603HuKaroujue npu o0pauieHuu 1eKapCmeeHHbIX cpeocme 0
MeOUYUHCKO20 npumeHnenus, ne pacnpocmpansaomes ¢ 01.01.2026 nonoscenus cmamou 29 (6
peo. Deoepanvrozo 3akona om 30.01.2024 N 1-D3) (nynkm 7 cmamou 4 PedepanvHozo 3aKona
om 30.01.2024 N 1-®3).

Crarbs 29. [loaTBepaxaeHne rocy1apCTBeHHOM PerucTpanuu
JIEKAPCTBEHHOI 0 npenapara (B pea. @exepajbHOro 3aK0Ha 0T
22.12.2014 N 429-P3 (pen. ot 13.07.2015))

Honosxcenus wacmu 1 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoalouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbl Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMBEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOUL
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus vacmu 1 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblxX yciyz npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
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ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anH020 OyOauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTNCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. IloaTBepxkaeHNE TOCYIapCTBEHHONW PETUCTPALMU JIEKAPCTBEHHOI'O IIpernapaTra OCYIIECTBIISIETCS
OpU BbIJaue OECCPOYHOTO PErHCTPALMOHHOTO YIOCTOBEPEHHs JICKapCTBEHHOTO IpenapaTta B
clly4ae, yKa3aHHOM B 4acTH 2 craThu 28 Hactosmero ®enepaibHOro 3aKOHa, B CpPOK, HE
NPEBBILAIONINNA COpOKa pabouux AHEW CO JTHS HANpaBJIeHUs MOCPEJCTBOM EIMHOTO IOpTaja B
YIIOJIHOMOYEHHBIH  (eiepabHbIii OpraH HCIOJHUTENFHOW BJIACTH WIM JIMYHBIA KaOuHeT
YIIOJIHOMOYEHHOTO (peiepanibHOTr0 OpraHa UCIOJHUTEIFHON BJIACTH B €MHOM CHCTEME 3asBJICHUS O
MOATBEP)KICHUN TOCYJIAapCTBEHHOM pPETUCTPAllUM JIEKapCTBEHHOIO IIpenapara, MOANNCAHHOTO
YCUJICHHOM KBaJIM(UIIMPOBAHHOM 3JEKTPOHHOM moanuchio. He ocymiecTBisieTcss MOATBEPXKICHUE
rOCy/IJapCTBEHHOW perucTpalyy B OTHOLIEHMM JIEKAPCTBEHHOIO Ipernapara [jsi BETEPUHAPHOTO
NpPUMEHEeHMs, HEe HaXoIuBIIerocs B oopamenuu B Poccuiickoii @enepannu B TeUeHUe Tpex U Oosee
JeT, a TaKKe B OTHOLICHWM JICKAPCTBEHHOI'O CpEACTBA, IPOU3BEICHHOIO C HapyLICHUEM
TpeOOBaHMUs, YCTAHOBICHHOTO YacThio 3.7 crathu 71 Hacrosimero ®enepanbHOro 3aKoHa. (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenus wacmu 2 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNiCHOM Hocumene u 0yOIUKAMblL Pe2UCPAYUOHHBIX YOOCHO8EPEH UL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHROIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus wacmu 2 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHbIX YOOCHOGEPEHULL
JIEKAPCMEEHHBIX npenapamoe 0na éemepunapro2o npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTNCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
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ROONUCHIO YHOTITHOMOUEHHO20 TUYA YROTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. 3asdBlIeHHE O TOATBEPKACHUUM TOCYJApPCTBEHHON pPETUCTPALMM JIEKAPCTBEHHOIO IIpernapara
HANpaBJIETCs. MOCPEICTBOM E€IMHOTO TopTaja B YIOJIHOMOYEHHBIH (enepanbHblii  opra
UCTIOJIHUTENIbHOW BJIACTH WM JIMYHBIA KaOMHET YHOJIHOMOYEHHOTo (efepalbHOr0 OpraHa
WCIIOJIHUTEJILHOM BJIACTH B €IUHOW CHCTEME HE PaHEE YEM 3a CTO BOCEMBIECAT JHEW 10 UCTEUEHMUSI
CpOKa JEHCTBUSl PETUCTPALMOHHOIO YJOCTOBEPEHUS JIEKApCTBEHHOIO Ipernapara U HE IO3JHEe
OKOHYaHMS CpoKa ero aeicTeus. (B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2.1. Yacts yTpatuna cuiy. (B pea. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. IloaTBepxkneHNE TOCYyIapCTBEHHONW PETUCTPALMU JIEKAPCTBEHHOI'O IpernapaTra OCYIECTBISETCS
10 PE3yJIbTaTaM KCIEPTU3bl OTHOLIEHUS OXUIAEMOM IOJIb3bl K BO3MOKHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOTO TMperapara Ha OCHOBAaHMM pE3yJbTaTOB MOHHUTOpHHra 3ddexkTuBHOCTH U
0€30MacHOCTH  JIGKAPCTBEHHOTO TIpenapaTa, MPOBOAMMOTO JepXkaTeleM WM  BIaJesbleM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JICKapCTBEHHOIO Ipernapara JMOO YHOJHOMOYEHHBIM HUMH
IOPUIMYECKUM JIMIIOM, @ TaKXe€ COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (elepaabHbIM OpPraHOM
WCTIOJTHUTENILHOW BIIACTH B COOTBETCTBUHU C TpeOOBaHMAMHU CTaTbu 64 Hacrtosiero denepanbHOro
3aKOHa.

4. K 3asBIeHHIO O TIOATBEPKICHUH FOCYJapCTBEHHON PEerucTpaluyl JIEKapCTBEHHOTO Ipenapara Juist
MEIUIMHCKOrO0 NMPUMEHEHUs npuiararorcs: (B pen. PenepanbHoro 3akoHa or 04.06.2018 N 140-
@3)

1) NOKYMEHTHI, COJAEpKalllhe pe3ylbTaThl MOHHMTOpUHTa 3(QeKTHBHOCTH U 0E30MaCHOCTH
JICKapCTBEHHOTO Mpernapara s MEAMLIUHCKOTO0 NPUMEHEHUS, MPOBEIECHHOIO JepiKaTeleM WM
BJIAJICNIbLIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Mpernapara i MEIHIIMHCKOTO
NPUMEHEHHUS JUOO YIOJTHOMOUYEHHBIM MM IOPUIMYECKUM JIHMIOM, MO (opMme, YTBEP:KICHHOM
YIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM HMCIIOJTHUTENBHOM BiacTy; (B pea. PenepaabHOro 3aK0Ha

ot 04.06.2018 N 140-P3)

Honoscenua nynkma 2 wacmu 4 cmamou 29 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPe0oCmMasienus 20cyo0apcmeeHtslX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0711 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUTL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 une evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 2 wacmu 4 cmamou 29 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPeooCcmMasienus 20cyo0apcmeentsvlxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
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(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o Oyoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTNCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

2) cBeneHUsA O JaTe NPENOCTABJICHUS U PErMCTPAlMOHHOM HOMEpE JIMIEH3UM Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, WM CBEACHMS O JaTe NPEJOCTaBICHHS M PErMCTPALlMOHHOM HOMeEpe
3aKIIOYCHUSI O COOTBETCTBUU TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM MpPaBUII
Ha/JJIeKalled  MPOU3BOACTBEHHOW  TNPAKTUKM, WIM  KOMUSA  CepTH(HUKATa  COOTBETCTBHS
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO NPUMEHEHHs TPEeOOBAHUSAM MpPaBUI
HaJUIeKAIlEd  IPOU3BOACTBEHHOM  INpPAaKTHUKU  EBpPasuiCKOro  HDKOHOMHUYECKOIO  COHO3a,
NPEJOCTaBICHHBIX  YIOJIHOMOYEHHBIM (pelepajJbHBIM OpPraHOM HCIOJHMUTENIBHOM BJAcTH B
OTHOIIEHUU TPOU3BOJCTBEHHOM IUIOIIAJKHU JIEKAPCTBEHHOIO Ipenapara s MEIUIIMHCKOrOo
IIPUMEHEHHNS, TOCYJapCTBEHHAs perucrpanus KOTOpOro IOJATBEPXKIAETCS B Cllydae, €CiH
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IpernapaTa A MEAMIMHCKOIO NMPUMEHEHMS OCYILIECTBIISIETCS B
Poccuiickoit ®enepanuy; (B pen. eaepanbubix 3akoHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N
478-®3, or 30.01.2024 N 1-P3)

Honosxcenua nynkma 3 uacmu 4 cmamou 29 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmMasienus 20cyo0apcmeeHtblX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0sa meouyuncko2o npumenenus c 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROONUCAHNHAA YCUTNCHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYCHHOZ0 (edepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 3 uacmu 4 cmamou 29 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecs nPe0oCmMasienus 20cyo0apcmeeHtslX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCMmU 3a 8bl0aUuell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIeKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).
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3) xomus TPEeAOCTaBICHHOM YMNOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAMUTENS JIMLEH3UU Ha
MPOU3BOJACTBO JIEKAPCTBEHHOI'O IIpernapara Uil MEAULUHUHCKOIO INMPUMEHEHHS U €€ NEpPEeBOJ Ha
PYCCKMH SI3bIK, 3aBEPEHHbIC B YCTAHOBJIEHHOM TIOPSIAKE, a TaKXe KONUSA 3aKIIOUCHHUS O
COOTBETCTBUHM TPOU3BOIUTEINSI JICKAPCTBEHHBIX CPEJACTB TPEeOOBAHUSAM TMPABWI HAJJICKAIICH
MPOU3BOJCTBEHHOW TMPAaKTUKW, WIA KOMUsA cepTuduKaTa COOTBETCTBHUS  IMPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJACTB JUISI MEIUIIMHCKOTO MPUMEHEHHsI TPeOOBaHUSAM MPABHI HaalexKalei
MIPOU3BOACTBEHHOMN MIPAKTUKH EBpasuiickoro 3KOHOMUYECKOTO COm03a, BBIIAHHBIX
YIOJTHOMOYEHHBIM  (pemepalbHBIM ~ OpPraHOM  WCIOJHUTENBHOM  BIACTH B OTHOUICHHUH
MPOU3BOACTBEHHON IUIOMIAJAKHA JIEKAPCTBEHHOrO IIpernapara Juisi MEAULIUMHCKOTO NPUMEHEHUS,
FOCYJIApCTBEHHAs] ~ PETHCTpALMs  KOTOPOrO  MOATBEPXKAAETCSA, WM  KONUSA  PELICHHS
YIOJTHOMOYEHHOTO  (efiepalbHOrO0  OpraHa  UCHOJHUTENBHOM  BIacTH O  TPOBEIACHHUH
(dapmaneBTHUECKON WHCIEKIIUN TIPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB IS MEIUIIMHCKOTO
MPUMEHEHHUS Ha COOTBETCTBHE TPEOOBAHMSIM IMPABWI HAJJICKAIICH MPOW3BOJCTBEHHON MPAKTUKH
EBpa3uiickoro 3x0HOMHUYECKOTO COK03a B ClIy4ae, €CJId MPOU3BOJCTBO JIEKAPCTBEHHOIO Mpenapara
U1 MEJUIIMHCKOTO NPUMEHEHMSI OCYILECTBIsIETCs 3a npeaenamu Poccuiickoit @enepauuu. (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4.1. B oTHOIIEHNH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB JIJIsl MEIAUIIMHCKOTO MPUMEHEHHUS
3asBUTENb JOMOJHUTEIBHO MPEACTABIACT PE3yJNbTaThl MEPONPHUIATUN, MPETyCMOTPEHHBIX IIAHOM
yIOpaBJIE€HUS  PHUCKAMH,  YTBEPXKICHHBIM  YIOJIHOMOYEHHBIM  (elepajbHBIM  OpPraHOM
WCTIOJTHUTENILHOW BJIACTH NPU OCYIIECTBICHUH TOCYAApPCTBEHHOW PETHCTpAIMU JIEKAPCTBEHHOTO
Ipenapara sl MEAULMHCKOro npuMeHeHus. (B pen. denepanbHoro 3akoHa oT 04.06.2018 N 140-
®3)

4.2. K 3asBI€HUIO O MOATBEP)KIECHUU IOCYAAPCTBEHHOW pErucTpalnyu JEKapCTBEHHOIO Ipernapara
JUId  BETEPUHAPHOTO IPUMEHEHHUS MPWIAraloTCsl JOKYMEHTBI, COJEpJKallMe  pe3yJIbTaThl
MOHHUTOPHUHTA 3PPEKTUBHOCTH M OE30IaCHOCTH JICKApPCTBEHHOI'O Mperapara i BETEPUHAPHOTO
IIPUMEHEHHUS, IMPOBOAUMOIO [EP/KATEIEM WM BIAJENbIEM PErMCTPALMOHHOIO YJIOCTOBEPEHMUS
JICKapCTBEHHOTO TpenapaTta Jjs BETEPUHAPHOTO MpPUMEHEHHsS JHOO0 YINOJTHOMOYEHHBIM UM
IOPUIMYECKUM JIMIIOM, 1O (opMe, YTBEP)KIACHHOW YHNOJHOMOYEHHBIM (eepaTbHbIM OpPraHOM
WCTIOJTHUTENILHOM BJIACTH, U JOKYMEHTBI, yKa3aHHbIC B MyHKTax 1, 2 - 2.2, monmyHkrax "a", "6", "k",
"n" mnynkra 4 wactu 3 crateu 17 Hactosmero denepanbHOro 3akoHa. B oTHomeHuun
MMMYHOOHOJIOTHUECKUX JICKApPCTBEHHBIX IPErapaTroB [Jii BETEPUHAPHOTO TPUMEHEHUS He
IIPEJICTABIISIOTCS CBEICHNUS, YKa3aHHble B noAnyHKTe "K" myHkTa 4 yactu 3 ctatbu 17 HacTosmiero
@enepallbHOTO 3aKOHAa. B OTHOIIEHMHM JIEKapCTBEHHBIX IpPENapaToB s BETEPUHAPHOTO
NPUMEHEHHS, TOJTYYCHHBIX C MPUMEHEHHEM T'€HHO-WH)XEHEPHO-MOAU(DUIIMPOBAHHBIX OPTaHU3MOB
WIM COJEp)KalIUX TAKUE OpPraHU3MBbl, JONOJHUTENIBHO IPEACTABISAIOTCS CBEIEHUS, YKa3aHHbBIE B
nyHkte 13 vactu 3 crathu 17 Hacrosimero denepanbHOro 3akoHa. (B pen. deaepanbHbIX 3aKOHOB

ot 04.06.2018 N 140-®3, ot 02.08.2019 N 297-D3)

Honosxcenusn vacmu 4.3 cmamou 29 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoalouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMBEEHHBIX NPENnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
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oOpaweHuu 8 YNOIHOMOUEHHBLIL (hedepanbHblil OP2aH UCHOTIHUMENbHOU 671ACMU 3a 8bl0aYell
YKA3aHH020 0yOIuKama Hanpasiaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUICHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTHOMOUEHHO20 (hedepanbHo20 0peana UCHOIHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenusn vacmu 4.3 cmamou 29 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUSA NPU €20
obpawienuu 8 ynoaHOMO4YEeHHbLI (edepanbHblil OP2an UCHROIHUMENbHOI 611aCmU 3a 8bl0auel
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.3. 3asgBuTenp BIpaBe MPEACTaBUTH C 3asBICHUEM O MOATBEP)KIECHUU TOCYAapCTBEHHOM
perucTpalM JIEKapCTBEHHOI'O Ipenapara pPeKBU3UTHl JOKYMEHTA, IOATBEP)KAAIOLIErO YIUIaTy
roCy/1apCTBEHHON NOLUIMHBI 32 MOATBEPKACHUE I'OCYIapCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
mpernapara, a TakXe BblJaBacMble (IPEIOCTaBIIIEMbIE) YIIOJIHOMOYEHHBIMU —(enepaabHbIMU
OpraHaMM HCIIOJIHUTENBHON BIACTH JTOKYMEHTHI (CBEIECHHUS), YKa3aHHbIE B IyHKTax 2 U 3 4dactu 4
HacTosIed craThbd. B cioyyae uX HeNpencTaBICHUS YIOJIHOMOYEHHBIH (enepanbHblii OpraH
UCIIOJHUTENIBHOM BJIACTHU  3alpalllMBacT yKa3aHHbIE JOKYMEHTBHl (CBEACHMs) B IOPSIKE
MEXBEJOMCTBEHHOTO HMH(OpMAIMOHHOTO B3auMmojeicTBus. (B pen. denepainbHBIX 3aKOHOB OT
27.12.2019 N 478-@3, ot 30.01.2024 N 1-P3)

Honosxcenun wacmu 5 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMBEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus wacmu 5 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHbIX YOOCHOGEPEHUIL
JIEKAPCMEEHHBIX npenapamoe 0na éemepunapro2o npumenenus c¢ 01.01.2026 ne evioaromces.



https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l335
https://normativ.kontur.ru/document?moduleid=1&documentid=416486#l48
https://normativ.kontur.ru/document?moduleid=1&documentid=416486#l48
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l61
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26

Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKA3aHH020 0yOIuUKama Hanpasisaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUIEHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOTHUMETbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

5. B Tedenue nATM pabouymx AHEH CO JHS HANpPaBICHUS IOCPEICTBOM EIMHOTO IOpTana B
YIIOJIHOMOYEHHBIH  (peiepajbHbIii OpraH WCIOJHUTENBHOW BJIACTH WIM JIMYHBIA KaOWHeT
YIIOJIHOMOYEHHOTO (peiepaibHOr0 OpraHa UCIOJHUTEIFHON BJIACTH B €MHOM CHCTEME 3asBJICHUS O
MOATBEPKIEHUN T'OCYAAPCTBEHHOW pErucTpanuy JEKapCTBEHHOIO IIpernapaTa U JOKYMEHTOB,
COJZIepKALIMX Ppe3yNbTaThl MOHMUTOpUHra 3((EeKTUBHOCTH U OE30HMaCHOCTH JIEKaPCTBEHHOTO
IpenapaTta, HIPOBOAMMOIO JAEpXKaTeleM WM BIIAJENIbLEM pPETUCTPALMOHHOIO YJIOCTOBEPEHMUS
JIEKapCTBEHHOTO MpenapaTa JU00 YIOJTHOMOUYEHHBIM UMH IOPUANYECKUM JIUIIOM, YIOJTHOMOYCHHBIH
denepanbHBIA OpraH MCIONHUTENBHOU BhacTh: (B pea. @eaepanproro 3akona ot 30.01.2024 N 1-
®3)

1) mpoBOIUT MNPOBEPKY IOJHOTHl CBEACHUH, COAEpXKAILMXCS B IPEICTABICHHBIX 3asBUTEIEM
JNOKYyMEHTaXx;

2) mpUHHMMaeT pPELICHHE O MPOBEACHHWU WIM 00 OTKa3e B NPOBEICHUU SKCIEPTHU3bl OTHOIICHHS
OKHJIa€MOH TOJIb3bI K BOBMOKHOMY PHUCKY IIPUMEHEHHS JIEKAPCTBEHHOI'O Mperapara Ha OCHOBaHUU
pe3yJabTaToOB MOHUTOpPUHra 3((EKTUBHOCTH U 0€30MacCHOCTH JICKApCTBEHHOI'O —IIperapara,
MIPOBOJIUMOTIO JIepKaTesleM WM BJaJeNblieM PErUCTPAMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara Ju00 yIOJIHOMOYEHHBIM UMM IOPUIUYECKUM JIUIIOM, a TaKkke (eaepaibHbIM OPraHOM
WCTIOJTHUTENILHOW BJIACTH B COOTBETCTBUHU C TpeOOBaHMAMHU CTaTbu 64 Hacrtosiero denepanbHOro
3aKOHa;

Honosxcenua nynkma 3 uacmu 5 cmamou 29 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyo0apcmeentslX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUTL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCmU 3a 8bl0aUuell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 3 uacmu 5 cmamou 29 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmMasienus 20cyo0apcmeentblxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
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oOpaweHuu 8 YNOIHOMOUEHHBLIL (hedepanbHblil OP2aH UCHOTIHUMENbHOU 671ACMU 3a 8bl0aYell
YKA3aHH020 0yOIuKama Hanpasiaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUICHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTHOMOUEHHO20 (hedepanbHo20 0peana UCHOIHUMETbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3) HampaBisieT B JIMYHBIA KaOMHET SKCIEPTHOTO YUPEXKICHHS B €IMHOM CHCTEME MOANHCAHHOE
YCUJICHHOM KBaJM(UIIMPOBAHHOM 3JIEKTPOHHOW MOJNKCHIO 3a/laHHe Ha MPOBEIECHUE SKCIIEPTHU3HI,
IIPEyCMOTPEHHON IYHKTOM 2 HACTOSILEH YacTH, a TAKXKE HaIpaBIISIET 3asBUTENIO IOCPEICTBOM
€IMHOTO MOopTajla UK B JMYHBIA KaOWHET 3asiBUTENS B €IMHOM CHCTEME MOJNHCAHHOE YCUICHHON
KBAJTM(HUIIUPOBAHHON 3JIEKTPOHHOW MOANUCHIO YBEIOMJICHHE O MPHUHSATOM pPEIIEHUH O BbIAaye
3aJJaHUsd Ha TPOBEJCHHE YKa3aHHOW OSKCHepTH3bl JMOO 00 OTKa3e B IMPOBEIACHUU YKa3aHHOM
AKCIIEPTU3BI C YKa3aHUEM NPUYMH 0TKa3a. (B pen. PenepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

Honosxcenus wacmu 6 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0APCMEEHH O
UHpoOpMayuonHou cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvblxX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus wacmu 6 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCROIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6. B cinyyae BBISIBICHUSI HETOCTOBEPHOCTHU U (MJTM) HEJOCTATOYHOCTH MH(POPMALINH, COAepKalIecs
B TIPEACTABJICHHBIX 3asBHUTENEM JIOKyMEHTaX, YIOJIHOMOYEHHBIH (enepanbHbIi  Oprat
VCIIOJIHUTEJILHOM BJIACTH HAINPABJISAET 3asBUTENIO MOCPEICTBOM E€IUMHOIO MOpTala WIM B JIMYHBIN
KaOMHET 3asBUTENA B €AWHOW CHUCTeMe 3ampoc 00 YTOYHEHHMH YyKa3aHHOH HHQOpManuy,
MOJNMCAHHBIA YCHJIEHHON KBANIU(UIIMPOBAHHOMN AJIEKTPOHHON moAnuceio. (B pea. denepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

Honosxcenun wacmu 7 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
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Kacaroujuecs npeoocmasienus 20cy0apcmeenblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM €OUHOIL 20CY0APCMEEHH O
UHpOpMauuoHHOU cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTICHHOU KeATUPUUUPOSAHHOIUL ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (edepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus vacmu 7 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

7. 3asgBUTENb 00513aH HAPABUTH IMOCPEACTBOM €IMHOT0 TOPTajia B YIOJIHOMOYCHHBIN (hefepanbHbIi
OpraH HCIIOJIHUTENBHON BJIACTH WM JIMYHBIM KaOWMHET YIMOJHOMOYEHHOro (enepanbHOro opraHa
UCTIOJIHUTENIbHOW BJIACTH B €AMHOW CHCTEME TOANUCAHHBIN YCHICHHOW KBAIM(UIIMPOBAHHOM
AJIGKTPOHHOM  TOJAMMCHIO OTBET Ha 3alpoc  YIOJIHOMOYEHHOro (enepanbHOro  opraHa
WCIIOJIHUTEJILHOM BJIACTH, YKA3aHHOTO B YacTH 6 HACTOSIIEW CTaTbH, B CPOK, HE NPEBBIIIAIOLINIMA
JEBSIHOCTa pabouyMx JHEW cO JHS TIOJNYYEeHUS YIHOJIHOMOYEHHBIM (elepaabHbIM OpraHoOM
HCIIOJIHUTEJIBHON BJIACTHU AJIEKTPOHHOIO YBEAOMIICHHUS O IOJY4YCHHMM 3asBUTEIEM TAKOr'O 3ampoca.
Cpok, yka3aHHBIH B 4YacTU 5 HACTOALIEH CTaThbU, NPUOCTAHABIMBAETCS CO JHS HAINpPaBJICHUS
3asBUTEIIO MOCPEACTBOM €IMHOIO MOpTaja WM B JUYHBIA KaOMHET 3asBUTENSA B €UHON cHCTEMe
Takoro 3ampoca [0 JHS HallpaBlIEHUs 3aiBUTENIEM IIOCPEACTBOM €IMHOIO IOpTajsa B
YIIOJIHOMOYEHHBIH  (peiepabHbIii OpraH HCIOJHUTENFHOW BJIACTH WIM JIMYHBIA KaOuHeT
YIIOJIHOMOYEHHOTO (he/IepabHOr0 OpraHa MCIOJHHUTEIbHON BIACTH B €IMHON CHUCTEME OTBETa Ha
TaKOM 3alpoCc U HE YYUTBHIBACTCSA IIPU HCUMCIECHHHM CpPOKa IOATBEPKICHHS TOCYNAapCTBEHHOU
perucTpanmy JeKapcTBeHHoro npenapara. (B pea. @enepanproro 3akona ot 30.01.2024 N 1-P3)

Honosxcenus vacmu 8 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMauuoHHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou



https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l335
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l61
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26

pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvioaromcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o Oyoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTNCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenun vacmu 8 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHozZ0 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

8. OcHOBaHMEM /JIi OTKa3a B NPOBEIEHUHM OHKCIEPTH3bl OTHOIICHUS OXXHUIAEMOH MOJb3Bl K
BO3MOKHOMY PHCKY MpPHMEHEHHs JICKapCTBEHHOTO TIpenapaTra sBISETCS IpeICTaBIICHUE
JOKYMEHTOB, COJAEP)KAIllMX pPEe3yJbTaThl MOHUTOPHHra d3(PQPEKTUBHOCTH U  OE30MaCHOCTH
JICKapCTBEHHOTO Tpemnapara, U (WiIM) B OTHOLICHUU OWOJIOTHYECKUX JICKApPCTBEHHBIX IMPENapaToB
Pe3yJIbTaTOB OCYIIECTBICHUS MEPONPUATHII B COOTBETCTBHM C IUIAHOM YIIPABJICHHS PHUCKaMHU,
YTBEP)KJICHHBIM ~ yIIOJIHOMOYEHHBIM  (peiepajJbHBIM OpPraHOM HCIHOJHHUTENIBHOM BJACTH TPH
OCYILECTBICHIH TOCYAAPCTBEHHOM PErucTpaluy JEKapCTBEHHOT0 IpenapaTa, B HEIOJIHOM o0beMe,
OTCYTCTBUE HWH(OpPMALUHU, NOATBEpKIalomeld (akT yriatel TOCYAAPCTBEHHOM TOIUIMHBI 32
MOJATBEPXKACHUE  TOCYJAapCTBEHHOM  pPErMCTpaliM  JIGKApCTBEHHOTO  Ipemapara,  Ju0o
HETPEICTAaBICHUE 3aBUTENIEM B YCTAHOBJICHHBIA CPOK OTBETa Ha YKAa3aHHBIM B 4aCTH 6 HACTOSIICH
CTaThU 3alpoc YHOJIHOMOYEHHOTO (heAepallbHOTO OpraHa HCIOJHUTENBHOW BIIACTH, a TaKXkKe
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX WH(POpPMAIUU, KOTOPas T0JIKHA OBITh B HUX OTpa)KeHa.

Honosxcenun wacmu 9 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpoOpMayuonHou cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCI1Y2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPEnapamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCMmU 3a 8bl0aUuell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIeKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).
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Honosxcenun vacmu 9 cmamou 29 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

9. DkcrmepTuza OTHOWICHHWS OXXKHUIAEMOH TMOJIb3BI K BO3MOXHOMY PHCKY HIpPUMEHEHHUS
JEKapCTBEHHOTO  Iperapara B  LEJNAX IOATBEPKACHUS TOCYNAapCTBEHHOW  PETrUCTpaIliH
JIEKapCTBEHHOTO TpernapaTa MpoBOIUTCS KOMUCCHEH 3KCIIEPTOB SKCIIEPTHOTO YUPEKICHHUS B CPOK,
HE MPEeBBIIIAIONINHN TpuaaT pabounx anel. (B pea. PenepanpHoro 3akona ot 30.01.2024 N 1-93)

Honosxcenus wacmu 10 cmamou 29 (8 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHBOM eOUHOTL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCcCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 OP2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus wacmu 10 cmamou 29 (8 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentulx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIEKAPCMEEHHBIX npenapamoe 0na éemepunapro2o npumenenus c¢ 01.01.2026 ne evioaromces.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (edepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

10. B ciydyae HEOCTaTOUHOCTH MPEACTABIECHHBIX KCIEPTY MATEPHANIOB Ul Ayl 3aKJIIOUEHUS B
JUYHBIA KaOMHET 3asBUTENs B €IWHOW CHUCTEME HalpaBiIIeTCsl 3alpoc O MPeICTaBICHUH
HEOOXOJMMBIX  MaTepUaloB, MOAMUCAHHBIM  pyKoBoguTenaeM  (YIOJTHOMOUYEHHBIM  JIUIIOM)
HKCHEPTHOTO YUPEKICHUS C MCIIOJIBb30BAaHUEM YCHJIEHHON KBaJU(UIIMPOBAHHOW 3JIEKTPOHHOM
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noanucu. (B pea. @enepanbHoro 3akoHa or 30.01.2024 N 1-P3)

Honoscenus wacmu 11 cmamou 29 (8 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0sa meouyuncko2o npumenenus c 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROONUCAHNHAA YCUTNCHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoscenus wacmu 11 cmamou 29 (8 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHozZ0 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensarwomesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSGAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (edepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

11. 3asBuTenp 00s3aH HANPABUTh B JIMYHBIN KaOMHET SKCIEPTHOTO YUPESKICHHUS B €AMHOM CHCTEME
MOJNMCAHHBIA YCWJICHHOW KBaJU(PHUIMPOBAHHONW OSJIEKTPOHHON TIOAMUCHI0 OTBET HA 3ampoc
HKCHEPTHOTO YUYPEKACHUS B CPOK, HE IMPEBBIMIAIOUINNA IMIECTUAeCITH pabouux IHEH co JHS
MIOJIyYEHUSI DKCIEPTHBIM YUYPEKICHHUEM 3JJIEKTPOHHOIO YBEIOMIICHHS O IOJyYCHUU 3asiBUTEIIEM
yKa3aHHOTO 3ampoca. Bpems co qHs HarpaBlieHUs B JIMYHBIN KaOMHET 3asBUTENS B €MHOM cucTeMe
3ampoca HKCHEPTHOTO YUPESKICHHS [0 [HS HalpaBICHUS 3asBUTENEM B JIMYHBIA KaOWHeT
JKCIIEPTHOTO YUYPEKJCHUs B €IMHON CHCTEME OTBETA HA YKA3aHHBIM 3alpOC HE YUYUTBIBACTCS IIpU
HCYHUCIICHUH CPOKA POBEAECHUS SKCIIEPTU3bI OTHOLIECHUS OKUIAEMOM T0JIb3bI K BOSMOXKHOMY PUCKY
IIPUMEHEHHUs JIEKAPCTBEHHOI'O IIpernapara Ha OCHOBAHMM JIOKYMEHTA, COACPIKALIErO pPe3yJbTaThl
MOHHUTOPHHTA YPPEKTUBHOCTH U O€30MIaCHOCTH JIEKAPCTBEHHOT0 npenapara. (B pea. denepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

Honoscenun wacmu 12 cmamou 29 (8 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CYO0APCMEEHH Ol
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCI1Y2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbl Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
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J1eKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU KeATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus vacmu 12 cmamou 29 (8 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

12. B cpok, He NpeBBIIAIOMNN MATH pabOYMX IHEH CO JHS HAmpaBiIeHHUA B JMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (peiepaibHOro OpraHa UCIOJHUTEIbHON BIACTH B €AMHOM CUCTEME 3aKITIOUEHHS
KOMHUCCHH IKCIEPTOB M0 pe3yIbTaTaM dKCIEPTU3bl OTHOIIECHUS 05KMIAEMOM MOJIb3bl K BOZMOXKHOMY
PUCKYy IPUMEHEHHs JIEKAPCTBEHHOIO  IIpernapaTra, COOTBETCTBYIOIIMN  YIOJHOMOYEHHBIN
benepanbHBIA OpraH MCIONHUTENBHON BiacTh: (B pea. @exepanpHoro 3akona ot 30.01.2024 N 1-
®3)

1) ocylecTBIsI€T OLIEHKY 3TOrO 3aKJIIOYEHHS AJisi ONpENETCHUs €ro COOTBETCTBHS 3aJaHUIO0 Ha
MPOBEACHUE YKa3aHHOU HKCIIEPTHUDL;

2) NpUHMMAET pEIIEHUWE O MOATBEP)KIAECHUU TOCYJApPCTBEHHON PpErMCTpaluy JIEKAPCTBEHHOTO
npernapara wid 00 OTKa3ze B IMOATBEPXKACHUU TOCYJApCTBEHHON pErucTpaluu JIEKapCTBEHHOTO
Ipenapara;

Honoscenua nynkma 3 uacmu 12 cmamou 29 (¢ peo. @eoepanvnozo 3axona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmMasienus 20cyo0apcmeeHtlX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM €OUHOIL 20CY0aPCMEEHH O
UHpOpMauuoHHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblxX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCMmU 3a 8bl0aUuell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIeKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).
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Honosxncenua nynkma 3 uacmu 12 cmamou 29 (¢ peo. @eoepanvnozo 3axona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyoapcmeentslX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3) BHOCUT INpU TNPUHATUU pEUIEHHs O MOATBEPKACHUU TOCYJAapCTBEHHOM perucTpanuu
JIEKAPCTBEHHOI'0 IIperapaTta CBEACHUS B TOCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEICTB U
BBIJIACT 3asBUTENIO OECCPOYHOE PETUCTPALMOHHOE YAOCTOBEPEHHE JIEKapCTBEHHOTO Ipernapara
MOCPEJICTBOM HAIpaBJICHUS 4Yepe3 €AMHBIM MOpTajl WM JUYHBIA KaOMHET 3asBUTENS B €IMHOM
CUCTEME BBIIIUMCKM W3 TOCYAAPCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB, IOAIUCAHHON
YCUJICHHOM KBalU(HUIIMPOBAHHOW HIIEKTPOHHOM moanuceio. (B pen. dexepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

13. OcHoBaHuEeM Aji OTKa3a B MOATBEPKACHUM I'OCYNAapCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
npernapara sSBISETCS 3aKII0YEHHE COOTBETCTBYIOIIETO YIIOJHOMOUYEHHOTO (enepaabHOro opraHa
VCIIOJIHUTENILHOM BJIACTH O TOM, YTO PUCK IPUUMHEHUS BPEAA 3OPOBBIO UEIOBEKA WM )KUBOTHOTO
BCJIEJICTBHE MPHEMa JIEKAPCTBEHHOT'O Iperapara mpeBbimaeT 3()(GeKTUBHOCTh ero NpuMeHeHus. (B
pen. ®enepanbHoro 3akona oT 04.06.2018 N 140-P3)

14. B mnepuon mnpoBeAcHMs] MpOLENYphl IOATBEPXKIEHUS TOCYJAapCTBEHHON perucrpanuu
JIeKapCTBEHHOTO Mpernapara ero oopaienue B Poccuiickoit @enepannu He IPUOCTaHABINBACTCS.

15. JlomyckaeTcst oOpallleHue JIEKapCTBEHHBIX MPENapaToB J0 HCTEYCHHS CPOKa TOJHOCTH,
IIPOM3BENCHHBIX B TEYEHHWE CTAa BOCBMUJIECATH KaJ€HAApHBIX JHEW IOCiae AaTbl MPUHITHS
YIIOJIHOMOYEHHBIM (pelepajIbHBIM OPTaHOM HCIOJIHUTENBHOM BIACTH PEIIECHHS O MOATBEPKICHUH
rOCYJapCTBEHHON pEerucTpalyy, B COOTBETCTBUHU ¢ MH(OpMAIMEH, colepiKalleicss B JOKyMEHTaX
PETUCTPALIMOHHOIO JI0ChEe Ha JIEKAPCTBEHHBIN Ipernapar 10 JaThl NPUHATHS TaKOro pelieHus. (B
pen. ®enepanbHoro 3akona oT 02.08.2019 N 297-03)

Crarbs 30. BHeceHUe U3MEHEHHH B JOKYMEHTbI, COJlepKaluecs B
PEerucTpalMOHHOM J0Che HA 3aPeruCTPUPOBAHHBIN JIEKAPCTBEHHbIN
npenapar JJs MeAUIUHCKOT0 IPUMEeHEeHM

Honosxcenus wacmu 1 cmamou 30 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CYO0aPCMEEHH O
UHpOpMauuoHHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
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J1eKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU KeATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. B mensix BHECEHHs M3MEHEHMI B JOKYMEHTBI, COAEpIKaIlIMecs B PETUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Ipenapar Al MEIULUHCKOrIO IIPUMEHEHUS, NepKaATENb WU
BJIAJIEJICL] PETUCTPALIMOHHOIO YAOCTOBEPEHUs JIEKaPCTBEHHOI'O Ipernapara WM yIOJHOMOYEHHOE
UM JIpyroe IpUINYECKOe JIUIO (J1ajee B HACTOSILEH CTAaThe - 3asiBUTEIb) HAIIPABIISAET IOCPEICTBOM
€IMHOTO TMOopTajlia B YINOJHOMOYEHHBINH (enepaabHblii OpraH HUCIOJHUTENBHOW BIAcTH WIH B
JUYHBIA KaOWHET YMOJHOMOYEHHOTO (elepaIbHOr0 OpraHa HCIOJHUTEIBHON BIACTH B €IMHOM
cHCTEeME TMOANHUCAHHOE YCWJICHHOW KBaTU(HUIMPOBAHHOW 3JIEKTPOHHOW MOJMHUCHIO 3asBICHUE O
BHECCHHMHU TaKUX MU3MEHEHHH 1o ¢opme, yCTaHOBICHHOH YIIOJHOMOYEHHBIM (heiepaibHbIM OPraHOM
HCIIOJIHUTEJILHON BJIACTH, U IIpUJIaracMble K HEMY U3MCHECHMS B yKa3aHHBIC JOKYMEHTBI, a TaK¥Ke
JTOKYMEHTBI, IOJTBEPXKAAIONINE HEOOXOJMMOCTh BHECEHHUS TAaKMX UW3MEHEHMH. (B pen.
@enepanbHbIX 3ak0HOB 0T 04.06.2018 N 140-P3, ot 30.01.2024 N 1-P3)

Honosxncenusn wacmu 1.1 cmamou 30 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeennblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @edepanvnozo 3axkona om 30.01.2024 N 1-D3).

1.1. Ilpu HEOOXOAMMOCTH BHECEHUS B JIOKYMEHTHI, COJEpKAIINEcs B PETUCTPALMOHHOM JIOChEe Ha
3apErHuCTPUPOBAHHBINA JICKAPCTBEHHBIN TMpenapar Uisi METUIIMHCKOTO MPUMEHEHUS, H3MEHEHHM
OTHOCHUTEIILHO MECTa MPOU3BOJICTBA JIEKAPCTBEHHOTO MperapaTa s MEAUIIMHCKOTO MPUMEHEHUS,
TpeOyIONINX  TPOBEJACHHS  OKCIEPTH3hI  KAauecTBa  JIEKAPCTBEHHBIX  CPEJACTB,  3asBHUTEIb
JIOTIOJTHUTEHHO HAIPABISIET TOCPEICTBOM EIMHOTO MOpTaja B YIIOJHOMOYEHHBINA (enepabHbIi
OpraH WCIIOJIHUTEIHHOW BIACTH WU JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (pelepallbHOTO OpraHa
WCIIOJTHUTENIbHOW BJIACTU B €UHOM cucteme: (B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Honosxncenua nynkma 1 wacmu 1.1 cmamou 30 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPe0oCmMasienus 20cyoapcmeeHtsvlxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepIHcoaouiue haxkm 20cyoapcmeeHou
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pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvioaromcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o Oyoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTNCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1) cBeneHus o JgaTe NPENOCTABIEHUS U PETMCTPALMOHHOM HOMEpE JIMIEH3MM Ha IPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEACTB, a TaKK€ KOIMIO 3aKIIOUEHHUS O COOTBETCTBUM IIPOU3BOJUTEIS
JICKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO IMPHUMEHEHHs TPeOOBaHUSAM TMpaBHJ HaJIeKalleH
NPOU3BOJICTBEHHON TNPAaKTUKW, WJIM KONHIO CepTU(PHKATa COOTBETCTBHS IPOU3BOIUTEIS
JICKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO IMPHUMEHEHHsI TPeOOBaHUSAM MpaBHJ HaJUIeKalleH
IIPOU3BOJCTBEHHON MPaKTUKHU EBpasuiickoro SKOHOMHUYECKOI0 CO103a, BBIJJAHHBIX
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCIOJHHUTEIBHOM BIACTH B OTHOIIECHUH W3MEHEHHOH M
(uM) TONOJTHEHHOW NMPOU3BOICTBEHHOM IIIOIAKU JIEKAPCTBEHHOTO IIpenapaTa A1 MEJUIIMHCKOTO
NPUMEHEHHS, WU KOIHUIO PEIIEHHUs] YIMOJIHOMOYEHHOTo (heAepalbHOTO OpraHa HCHOJHHUTEIbHOM
BJIACTH O MPOBEJCHUU (papMalleBTUYECKONH MHCHEKIIMH MPOU3BOJICTBA JEKAPCTBEHHBIX CPEACTB JUIS
MEIULIMHCKOTO  MPUMEHEHHs Ha  COOTBETCTBME  TPeOOBAaHMSAM  TpPaBWI  HaJyIeXKalleH
IIPOU3BOJCTBEHHOM NPAKTUKU EBPa3suiiCKOro 5)KOHOMUYECKOIO COK03a B OTHOILIEHUM U3MEHEHHOU U
(uM) TONOJTHEHHOW NMPOU3BOICTBEHHOM IIIOIAKU JIEKAPCTBEHHOI'O IIpenapaTa A MEJUIIMHCKOTO
IIPUMEHEHUs B Cly4dae, €CIU IPOU3BOJACTBO JIEKAPCTBEHHOIO IIperapara OCYILECTBIAECTCS B
Poccuiickoit @enepanuy; (B pea. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxncenua nynkma 2 wacmu 1.1 cmamou 30 (¢ peo. @edepanvrnozo 3axona om 30.01.2024 N 1-
D3), Kacarouwuecs nPedoCmMasienus 20cyoapcmeeHtbvX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2) KOIMHIO MPETOCTaBICHHOW YMOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOJAUTENS JIMIIEH3UU Ha
MPOU3BOJACTBO JIEKAPCTBEHHOI'O IIpernapara Uil MEAULUHUHCKOIO INMPUMEHEHUS U €€ NEpPEeBOJ Ha
PYCCKMHM A3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOPSAKE, a TaKXKE KOIUIO 3aKIIOUYEHUs O
COOTBETCTBUHM TPOU3BOIUTENSI JICKAPCTBEHHBIX CPEICTB TPeOOBAaHUSAM TMPABWI HAJJICKAIICH
MPOU3BOJCTBEHHOW TPAKTUKH, WJIA KOMHIO CepTU(HUKATa COOTBETCTBUS  IMPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJACTB JUISI MEIUIIMHCKOTO MPUMEHEHHsI TPeOOBaHUSM MPABHI HaaleKalei
MPOU3BOACTBEHHOMN MPAKTUKH EBpasuiickoro 3KOHOMUYECKOTO COm03a, BBIIAHHBIX
YIOJTHOMOYEHHBIM (peIepaIbHBIM OPTaHOM HCTIOJHUTEIHHOW BIIACTH B OTHOIICHUU W3MEHEHHOU W
(W1M) JOMOJHEHHOM MPOU3BOJICTBEHHONW IUIOMIAJKH JIEKAPCTBEHHOTO TMperapaTta, HWIA KOIHIO
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pelIeHusl YMOJIHOMOYEHHOTo (hefiepanbHOro OpraHa HUCIOJHUTENBHOW BJIACTH O MPOBEICHUH
(apMarneBTHYECKOW HWHCIIEKIMU TPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB Ui MEAULUHCKOTO
NPUMEHEHHUS HAa COOTBETCTBHE TPEOOBAHUSAM TMPABMII HA/JIEKAIIEH MPOM3BOJICTBEHHOM NMPaKTHKH
EBpa3uiickoro 3KOHOMHUYECKOIO COI03a B Cllydae, €CJIA IPOU3BOJCTBO JIEKAPCTBEHHOIO Ipernapara
ocymiecTsisiercss 3a mnpenenamu Poccuiickoii ®enepaunu. (B pen. PenepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

Honosxncenusn vacmu 1.2 cmamou 30 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CYO0aPCMEEHH O
UHpOpMayuoHHOU cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0 meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROONUCAHHAA YCUTCHHOU K6ATUPUUUPOGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

1.2. Tlpu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTHI, COJEpKAIINECs B PETUCTPALIMOHHOM JIOChEe Ha
3apErHuCTPUPOBAHHBINA JICKAPCTBEHHBIN TMpenapar Ui METUIIMHCKOTO TPUMEHEHUS, H3MEHEHHM
OTHOCHUTEIIFHO TIOKa3aTeNIel KauecTBa JIGKAPCTBEHHOTO TperapaTa sl MEIUIIUHCKOTO IPUMEHECHHUS
1 (WIH) METOJ0B KOHTPOJISl KauecTBa JIEKAPCTBEHHOTO Mpemnapara Jjisi MEAUIIMHCKOTO TPUMEHEHUS,
TpeOyIONINX  TPOBEJACHHS  OKCIEPTH3bI  KAauecTBAa  JIEKAPCTBEHHBIX  CPEJACTB,  3asBHUTEIb
JIOTIOJTHUTEHHO HAIPABISIET TOCPEICTBOM EIMHOTO MOpTajia B YIIOJHOMOYEHHBINH (enepalbHbIi
OpraH WCIIOJIHUTEIHHOW BIACTH WU JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (pelepallbHOTO OpraHa
WCIIOJTHUTENIbHOM BJIACTU B €MHOM cucTteme: (B pena. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Honosxncenua nynkma 1 wacmu 1.2 cmamou 30 (¢ peo. @edepanvrnozo 3axona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyo0apcmeentslX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUTL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCROIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1) CBCACHUA O HAaTC NPCAOCTABIICHUSA U PCTUCTPALIMOHHOM HOMCEPC JIMICH3WMU Ha MPOHU3BOACTBO
JICKApCTBCHHBIX CPCACTB WM CBCACHHA O OaTC IMPCAOCTABJICHUA U PCTUCTPAMOHHOM HOMCPE
3aK/IIIOYCHHUA O COOTBCTCTBHUU MPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tp660BaHI/I$IM IIpaBUJI
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HaJJIeXkKaIeld  TPOU3BOACTBEHHONW  TPAKTHKHM WU  KOMHIO  CEePTH(PHUKATA  COOTBETCTBHS
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB IS MEIUIIMHCKOTO MPUMEHEHUS TPEOOBAHUSM IMPaBUI
HaJJIe)Kallel IMPOU3BOJACTBEHHOW MPAaKTUKU EBpa3uiiCKOro SKOHOMHYECKOTO COK03d, BBIJAHHBIX
(TIpenocTaBICHHBIX) YIOJIHOMOUYEHHBIM (efepalbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH B
OTHOILEHUU TPOU3BOACTBEHHOM IUIOUIAJKH JIEKAPCTBEHHOI'O IIpenapara, B Ciydae, €ClH
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Ipemnapara ocyuecTiserca B Poccuiickoit ®@enepanuu; (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxncenua nynkma 2 wacmu 1.2 cmamou 30 (¢ peo. @edepanvrnozo 3axona om 30.01.2024 N 1-
D3), kacarouwuecs nPedoCmMasienus 20cyoapcmeentslX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMayuonHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMblL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUTCHHOU K6ATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2) KONMIO MPEOCTaBICHHON YIIOJIHOMOYEHHBIM OpPraHOM CTpaHbl INPOU3BOAMTENS JIMLEH3UU Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara il MEJULUHCKOIO IIPUMEHEHUs U €€ IIepPeBOJ Ha
PYCCKHUH SI3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IIOPSJKE, @ TAK)KE CBEICHUS O JaTe IPEIOCTaBICHUS
U PETUCTPALIMOHHOM HOMEPE 3aKIIIOUECHHS O COOTBETCTBUU IIPOU3BOUTEINS JICKAPCTBEHHBIX CPEICTB
TpeOOBAaHUAM TMpaBHJ HAJUICKAIEH NPOM3BOJICTBEHHON MPAKTUKHU, WM KONHIO cepTU(UKaTa
COOTBETCTBUSL IPOU3BOJUTENSA JIEKAPCTBEHHBIX CPEACTB JUIsl MEIULMHCKOTO IPUMEHEHUS
TpeOOBaHUAM MpaBUII Ha/JIeKallel MPOU3BOJCTBEHHONW NMPAaKTUKKA EBpazuiickoro 3KOHOMHUYECKOTO
COI03a, BBIJAHHBIX YIOJHOMOYEHHBIM (he/lepalbHbIM OpPTraHOM HCIIOJIHUTENBbHOW BIIACTH B
OTHOLIEHUU IPOU3BOJCTBCHHON IUIOLIAAKU JIEKAPCTBEHHOI'O IIpernapara, WM CBEICHHsS O JaTe
NPEJOCTABICHUS M PETUCTPALIMIOHHOM HOMEpPE PELIeHHs YIOJIHOMOYEHHOTO (peepanbHOro opraHa
UCTIOJIHUTENIBHOW  BJIACTM O MpPOBEACHUU  (apMaleBTHUECKOW MHCHEKIMH  IPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB A MEAUIIMHCKOTO MPUMEHEHHSI Ha COOTBETCTBHE TPEOOBAHUSAM IPABUII
HaJUIe)KAIEd IPOU3BOJACTBEHHOM IIPAaKTUKU EBpa3suiiCKOro 3>KOHOMHYECKOIO COK03a, €CIIU
IIPOU3BOJACTBO  JICKAPCTBEHHOI'O IIperapara OCYyLIECTBISIETCS 3a IpeaenaMu  Poccuiickon
Oenepauuu. (B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Honosxncenusn vacmu 1.3 cmamou 30 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeenHblxX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO08EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvroaiomcs.
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Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKA3aHH020 0yOIuUKama Hanpasisaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUIEHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOTHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.3. Ilpunatue pemieHus O BHECCHWM HM3MEHEHHH WM 00 OTKa3e BO BHECEHHWU H3MEHCHUN B
JOKYMEHTBI, COJAEPKAIIKUECs B PErUCTPALIMOHHOM J10ChE HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npernapar Uil MEIUIMHCKOTO NMPHUMEHEHHs, B Cllydyae HEOOXOAMMOCTH IMPOBEACHUS SKCIEPTU3BI
KauecTBa JIEKAPCTBEHHBIX CPEIACTB M (MJIM) SKCIEPTU3bl OTHOLIEHMSI OXHMIAEMOM TIOJb3Bl K
BO3MOKHOMY DPHUCKY IPUMEHEHUs JIEKAPCTBEHHOI'O IIpernapara Uil MEIULUHCKOIO IPUMEHEHUS
OCYILECTBIISICTCSI B CPOK, HE MPEBBIIIAIOIINN MATHACCATH padoyuX JIHEH, a B OCTAIbHBIX CIIyYasx B
CPOK, HE TNpEBBIIAIOIMINN JecaTh pabouumx JAHEH CO [HS HaANpaBICHUS IOCPEACTBOM €IWHOTO
nopTaja B yIOJIHOMOYEHHBIN (eiepaabHbIil OpraH UCTIOJHUTELHON BIACTH WM JIMYHBIN KaOUWHET
YIIOJIHOMOYEHHOTO (peiepanibHOTr0 OpraHa UCIOJHUTEIFHON BJIACTH B €MHOM CHCTEME 3asBJICHUS O
BHECEHUM TaKuWX u3MeHeHui. (B pen. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, ot
30.01.2024 N 1-®3)

Honosxncenusn vacmu 1.4 cmamou 30 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMblL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCROIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.4. YnonHOMOYEHHBIH (enepanbHbIi OpraH HCIOJHUTENBHOW BJIACTH C YYETOM pE3YJIbTaTOB
¢dapMakoHag30pa U TMPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB, HAXOMIALIMXCS B
rpakJaHCKOM 000pOTe, YCTAaHOBJICHHBIM TPEOOBAaHUSAM K MX KaueCTBY B TEUEHHE JIECSATH paboumx
JTHEW cOo JTHS MOCTYIUICHHS COOTBETCTBYIOIICH MH(pOpMalMU pa3MellaeT Ha CBOeM O(HINAIbHOM
caiite B cet "MHTepHET" cBEICHHSI O HEOOXOIMMOCTH BHECEHHUS! B MHCTPYKIIMIO 110 METUIITHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOI'0 Ipernapara U3MEHEHUI B OTHOLIEHUM CBEACHMN O MOKa3aHMAX IS
IIPUMEHEHHS U NPOTHBOINOKA3aHMSX JUIsl NIPUMEHEHHUs JIEKAPCTBEHHOI'O INpenapara, BbIIBICHHBIX
NOOOYHBIX JEHCTBUAX, HEXKENATEIBHBIX PEAKUUAX MPU MPUMEHEHUHU JIEKAPCTBEHHOTO Ipenapara u
HampaBisieT MOJMUCAHHOE YCHJICHHON KBaTH(PUIMPOBAHHOM 3JIEKTPOHHOM MOJMHUCHIO YBEIOMIICHUE
B JIMYHBIA KaOWMHET 3asBUTENs] B €AMHOM CHCTEMe, a TakXKe B JIMYHbIC KaOMHETH 3asBUTEJICH B
€AMHOM CUCTEME, SBISAIOLIMXCA JEP/KATENSIMH WU BIIaJIEIbllaMH PETUCTPALIMOHHBIX yIOCTOBEPEHUM
B3alMO3aMEHSIEMbIX  JIEKAPCTBEHHBIX IpernaparoB (WIM  YIOJHOMOYEHHBIX HMMH  JApPYTHUX
opuauyeckux ). (B pea. @eaepanbHbix 3akoHOB 0T 27.12.2019 N 475-D3, ot 30.01.2024 N 1-
®3)

Honosxncenus vacmu 1.5 cmamou 30 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
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Kacaroujuecs npeoocmasienus 20cy0apcmeenblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM €OUHOIL 20CY0APCMEEHH O
UHpOpMauuoHHOU cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTICHHOU KeATUPUUUPOSAHHOIUL ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (edepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

1.5. Jlepxatenb WM BlaJeiel] PErucTPallMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOrO IMpemnapara, a
TaKKe Jep:KaTesd I BIaAeNblibl PETUCTPAIIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMapaToB
(w1 YNOJTHOMOYEHHbIE  WMHM  JApPyrHe  IOpUAUMYECKHE  JIMLA), KOTOphIE  SIBISIOTCS
B3aMIMO3aMEHSIEMbBIMU, 00s3aHBl HAMPABUTH B JUYHBIM KaOWHET YIMOJTHOMOYEHHOTO (heaepaabHOro
OpraHa  WCIIOJIHUTEIbHOW  BJIACTH  TOANHMCAHHBIE  YCHUJICHHBIMH  KBalU(UIIUPOBAHHBIMH
AJIEKTPOHHBIMU MOJMUCAMH 3asBJICHHS O BHECEHHM M3MEHEHHU B JIOKYMEHTBI, COJep Kalluecs B
PErUCTPALIMOHHBIX JIOChE Ha 3apErMCTPUPOBAHHBIC JIEKAPCTBEHHBIC MpenapaTsl JUisi MEAUIIMHCKOTO
MIPUMEHEHHUS, B OTHOIIEHUH CBEJCHHM, YKA3aHHBIX B UHCTPYKUUU IO MEIUIIMHCKOMY MPUMEHEHUIO
JEKapCTBEHHBIX TMpenaparoB, B TEYCHHE COpoKa paboumx JHEH co JHS TOTy4YeHUS
YIOJTHOMOYEHHBIM (heIepaTbHBIM OPTaHOM HCIOIHUTEIBHON BIACTH JIEKTPOHHOTO YBEIOMIICHUS O
MOJIYYEHUU JIepXKaTeleM WM BIAJENbIEM PETrUCTPALMOHHOTO YAOCTOBEPEHUSl JIEKAPCTBEHHOI'O
npemapaTa (WK YIOJTHOMOYEHHBIM MM JPYTHM IOPUANYECKUM JHUIIOM) HHQOpPMAIINH, YKAa3aHHOH B
gactu 1.4 Hacrosimeil cratbu. JlaHHOE TpeOoBaHME HE PACIPOCTPAHSETCS HA CIIy4ad BHECCHHS B
WHCTPYKIMIO TIO0 MEIUIMHCKOMY TPUMEHEHHMIO JIEKAPCTBEHHOrO0 IIpernapara H3MEHEHHH B
OTHOLIEHWU HOBBIX TOKa3aHUM [ NPUMEHEHUs JIEKapCTBEHHOIO Ipernapara Ha OCHOBaHUU
pe3yJabTAaTOB COOTBETCTBYIOIIUX HccienoBanuil. (B pen. denepanbHbix 3akoHOB OT 27.12.2019 N
475-®3, ot 30.01.2024 N 1-P3)

Honosxcenun wacmu 2 cmamou 30 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHol cucmemol 8 cihepe 30pagooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMBEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU KeATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. Pemienue o NMpoBENEHHUU SKCIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB M (MJIM) SKCIIEPTH3BI
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OTHOIICHUS OXKUJIAEMOW TOJb3bl K BO3MOXHOMY PHUCKY NPHUMEHEHUS JICKapCTBEHHOIO Ipernapara
VIS MEIWIMHCKOTO  TIPUMEHEHHsS NPUHUMAETCs B COOTBETCTBHM C  YTBEP)KICHHOM
YIIOJIHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM HCIIOJIHUTENFHON BJIACTH KiIacCU(pUKAIed H3MEHEHUH,
BHOCHMBIX B JOKYMEHTBI, COJEpXKallliecs B PErUCTPAIMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIH
JIEKapCTBEHHbIN npenapar. (B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenus wacmu 3 cmamou 30 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHBOM eOUHOIL 20CY0APCMEEHH O
UHpOpMauuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvblxX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoalouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3. 3asBUTENH BIpPABE MPEICTABUTD 110 COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBJICHHEM O BHECEHUU
U3MEHEHUH B JIOKYMEHTHI, COAEpXKAILMECS B PETMCTPALMOHHOM JOChE€ Ha 3aperucTpUpPOBAHHBIN
JEKapCTBEHHbIM  mpenapar i  MEAUIMHCKOIO IPUMEHEHHS, pPEKBU3UTHI JOKYMEHTOB,
MOATBEPKIAIOLIUX YIIIaTy FOCYAapCTBEHHON MOIUIMHBI 32 BHECEHUE B IOKYMEHTHI, COJEPIKALINECS
B PErHMCTPALMOHHOM JOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl MEJUIIMHCKOTO
NPUMEHEHHS, U3MEHEHUH, TPEOYIOMUX MPOBEACHHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B YACTH
9KCIEPTU3bl KauecTBA JIEKAPCTBEHHOI'O CPEACTBA M (MJIM) S3KCHEPTU3bl OTHOIIEHUS O0XXHMIAEMOMU
MOJIb3bl K BO3MOXXHOMY pHUCKY IPHUMEHEHMs JIEKapCTBEHHOIO Ipenapara JUisi MEIUIIMHCKOTO
IIPUMEHEHHUS, TOCYJAapCTBEHHON TMONUIMHBI 3a BHECEHHWE B JOKYMEHTBI, COJEpKalluecs B
PETUCTPALIMOHHOM JI0ChE€ Ha 3aperMCTPUPOBAHHBIN JEKAapCTBEHHBIN NpenapaTr A1 MEIULUHCKOTO
NPUMEHEHHS, U3MEHEHUH, He TPeOYIOUMX MPOBEICHHS SKCHEPTH3bI JIEKAPCTBEHHOTO CPEACTBA, a
TaKXKe BblJaBacMble  (IPEIOCTaBIIsIEMbIE)  YIIOJIHOMOYEHHBIMU  (pellepalbHbBIMH  OpTraHaMH
HCIIOJIHUTENILHOM BJIACTH JOKYMEHTHI (CBEEHNUS), YKa3aHHbIE B yacTaX 1.1 u 1.2 HacTosme craTeu.
B cnyuae ux HempejacTaBieHUS YHOJIHOMOYEHHBIH (efepanbHblii OpraH UCIOJIHUTEIBHONW BIIACTH
3alpammBaeT  yKa3aHHbIE  JOKYMEHTbl  (CBEIEHHs) B  MOPSAKE  MEXBEAOMCTBEHHOIO
MH(POPMALIMOHHOTO B3auMoAeHCTBU. (B pea. denepanbHbix 3akoHOB OT 27.12.2019 N 478-D3, ot
30.01.2024 N 1-®3)

Honoscenun wacmu 4 cmamou 30 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoalouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMBEEHHBIX NPENnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
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oOpaweHuu 8 YNOIHOMOUEHHBLIL (hedepanbHblil OP2aH UCHOTIHUMENbHOU 671ACMU 3a 8bl0aYell
YKA3aHH020 0yOIuKama Hanpasiaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUICHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTHOMOUEHHO20 (hedepanbHo20 0peana UCHOIHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

4. B Tedenue mATH paboOYMX THEH CO THS MOCTYIUICHUS YKa3aHHOTO B 4acTH | HacToOsIIEH cTaThbH
3asBJICHUS U HEOOXOAMMBIX TOKYMEHTOB YIIOJTHOMOUYEHHBIH (hefiepabHblid OpraH UCHOIHUTEIBHOM
BiacTu: (B pen. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

Honosxcenua nynkma 1 wacmu 4 cmamou 30 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmMasienus 20cyo0apcmeeHtblX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHBOM €OUHOIL 20CY0aPCMEEHH Ol
UHpOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0sa meouyuncko2o npumenenus c 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROONUCAHNHAA YCUTNCHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1) mpoBOOUT MPOBEPKY MOIHOTHI U TOCTOBEPHOCTU CBEJAECHHM, COAECPKAIIUXCS B MPEACTABICHHBIX
3asBUTEJIEM MaTepHaIax;

2) npuHUMAET pelIeHNE O POBEACHUH YKa3aHHbBIX B YaCTU 2 HACTOSIIEH CTaTbU COOTBETCTBYIOINX
HKCHEPTH3 JIEKAPCTBEHHOT'O CPEACTBA WK 00 OTKa3e B X MPOBEICHHUH;

3) HampaBiseT B JUYHBIA KaOWHET 3asBUTENS] B E€AMHOM CHUCTEME IOANMCAHHOE YCUJICHHOU
KBAJTM(UIIUPOBAHHON AJIEKTPOHHON MOMMCHIO YBEIOMIICHHE O MPUHITOM PEIICHUN WU B Clydyae
NPUHATHUS pelIeHns 00 OTKa3e B MPOBEACHUU COOTBETCTBYIOIIEH SKCIEPTH3bI C YKa3aHUEM MPUYUH
Takoro oTkasa. (B pea. @enepanbHbIX 3aKkoHOB OT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), oT
30.01.2024 N 1-93)

Honosxncenusn vacmu 4.1 cmamou 30 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentulX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepeHus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPEnapamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCcCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHROIHUMENbHOI 671aCmU 3a 8bl0aUuell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
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ROONUCHIO YHOTITHOMOUEHHO20 TUYA YROTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

4.1. B cnywae BBIABIEHUS HEIOCTOBEPHOCTH CBEIEHHUM, COJEPKAIIMXCSA B IPEACTABICHHBIX
3asBUTEJIEM MaTepuaiax, YIOJHOMOUYEHHBIH (efepalbHblii OpraH MCIOJHUTEIBHOW BIIACTH
HanpaBisieT B JUYHBIA KaOWHET 3asBUTENS B €JUHOIN CHUCTEME 3ampoc 00 YTOUHEHUHM yKa3aHHBIX
CBE/ICHUH, TOANMMCAHHBIA YCHJICHHON KBaTU(UIMPOBAHHOW 3JEKTPOHHOM NOAMMCHIO. (B pei.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxncenusn uacmu 4.2 cmamou 30 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpoOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.2. 3asBuTenp 00sd3aH HANpPaBUTh B JMYHBIH KaOMHET YHNOJHOMOYEHHOTO (pelepaibHOTO OpraHa
UCTIOJIHUTENIbHOM BJIACTH B €AMHOM CHUCTEME IMOANUCAHHBIN YCHUICHHOW KBAIM(UIIMPOBAHHOM
AJIGKTPOHHOM  TOJAMMCHIO OTBET Ha 3alpoc  YIOJIHOMOYEHHOro (enepanbHOro  opraHa
WCTIOJTHUTENILHOM BJIACTH B CPOK, HE NMPEBBIIIAIONINI IEBSHOCTA pabounX THEH CO JHS MOJTydeHHS
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM HCIIOJIHUTEIBHON BIACTH 3JIEKTPOHHOTO YBEJOMIICHHUS O
MIOJIyY€HUHU 3asBUTENEM MAaHHOro 3ampoca. Cpok, yka3aHHBIH B 4acTH 4 HacTOsLIEW CTaThy,
MPUOCTAHABIMBAETCS CO JIHS HANpaBICHUS B JIMYHBIM KaOMHET 3asBUTENS B €AMHOM cHCTEME
3arpoca YIoJHOMOUYEHHOTO (heepaibHOTO OpraHa UCIOJHUTEIBHOM BIACTH /10 JAHS HANPaBICHUS B
JUYHBIA KaOWHET YMOJHOMOYEHHOIO (elepaIbHOr0 OpraHa HMCIOJHUTEIbHON BIACTU B €IMHOM
CUCTEME OTBETA Ha JAHHBIN 3alpOC U HE YYUTBIBACTCS IPU UCUMCICHUH CPOKA IPUHATHS PEIICHUS
O BHECCHMM W3MEHEHHHM B JOKYMEHTBI, COJEpXKallMecs B PEruCTPAllMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar [yl MEAWLUHCKOIO IpUMEHEHMs. (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenus wacmu 5 cmamou 30 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM €OUHOIL 20CY0aPCMEEHH Ol
UHpOpMauuoHHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMBEEHHBIX NPENnApamaoe 0na MeOuyunHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o OyoauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
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JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUIEHHOU K8ANUPUUUPOBAHHOIL IJ1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YROTTHOMOUEHHO20 (hedepanbHo20 0peana UCHOTHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

5. OcHOBaHMEM Uil OTKa3a B NMPOBEJCHWU YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTAaThbH SKCIEPTHU3
ABIISICTCS TPEJCTABICHUE JOKYMEHTOB, NMEPEUMCICHHBIX B 4acTaX | M 3 HacToslIel CTaTbu, B
HETIOJTHOM 00BbeMe, HETIPe/ICTaBIICHUE 3asBUTEIIEM B YCTAHOBJICHHBII CPOK OTBETa Ha yKa3aHHBIN B
yacTu 4.1 HacTosAlIeH CTAaThU 3alpoc YHOJHOMOYEHHOTO (helepallbHOrO0 OpraHa HMCHOJIHHUTEIbHOM
BJACTH, a TakXe OTCYTCTBUE B TMPEJACTaBICHHBIX JOKYMEHTaX JOCTaTOYHBIX CBEACHUM,
MOJATBEPKAAIOUINX HEOOXOAMMOCTh BHECEHUS HW3MEHEHMH, WIM OTCYTCTBHE HH()OpMaLUH,
MOATBEpXKAAOUIeH (GakT ymiaaThl TOCYAAPCTBEHHBIX MOLUIMH, YKa3aHHBIX B YacTH 3 HACTOSIICH
ctatbi. (B pea. @enepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3 (pen. or

13.07.2015))

6. Yka3aHHbIE B YaCTH 2 HACTOSILEH CTaTbH 3KCIEPTU3bI IPOBOAATCA B MOPSAKE, YCTAHOBIEHHOM
ctarbel 23 HacTodero denepabHOTO 3aKOHA.

7. B cpok, He MpEeBBIIIAIOMUI MATH pabO4YMX THEH CO JHS HAmpaBJICHUS MOCPEICTBOM €IUHOTO
nopTaja B yIOJIHOMOYEHHBIN (eiepaabHbIil OpraH UCTIOJHUTEIFHON BIACTH WM JIMYHBIN KaOWHeT
YIIOJIHOMOYEHHOTO  (pelepajbHOr0 OpraHa HCIOJHUTEIbHOM BIAacTH B E€AWHOW CHCTEME
MOJNMCAHHBIX YCUJICHHBIMUA KBAJIM(UIIMPOBAHHBIMUA 3JEKTPOHHBIMU MOJAMUCIMH 3aKIIOUEHUH
KOMHUCCUI 3KCIEPTOB MO pe3yJbTaTaM YKa3aHHBIX B 4YacTU 2 HACTOSIIEH CTaTbU SKCIEPTH3,
YIIOJIHOMOYEHHBIN (peepanbHbIii OpraH MCHOJIHUTENBbHONW BiacTH: (B pen. denepanbHBIX 3aKOHOB

or 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 30.01.2024 N 1-®3)

Honosncenua nynkma 1 wacmu 7 cmamou 30 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyo0apcmeentvlxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1) mpuHMMaeT pelieHne 0 BHECEHUH U3MEHEHUH B IOKYMEHTBHI, COAEPKAIINUECS B PETUCTPALlMOHHOM
JI0ChE HA 3apETUCTPUPOBAHHBIN JIEKaPCTBEHHBIN MpenapaT sl MEJUIIMHCKOTO PUMEHEHUS, UITH 00
OTKa3€ BO BHECCHUU TAKUX U3MECHECHMUI;

2) BHOCUT B TOCYAAPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHWU PEUIEHMS O
BHECEHMM H3MEHEHMH B JOKYMEHTBI, COJEp)Kallhiecsi B PErUCTPAlMOHHOM JOChEe Ha
3apeTrUCTPUPOBAHHBIN JIEKApCTBEHHBIM Ipenapar JUisi MEAULUHCKOTO MPUMEHEHHUs, HEOOXOqMbIe
n3MeHenus; (B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-P3)

Honoscenua nynkma 3 wacmu 7 cmamou 30 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), kacarouwuecsa nPe0oCmMasienus 20cyo0apcmeeHtvlX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
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cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCcCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3) BBIJAET 3asBUTENI0O HOBOE PETUCTPALMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOIO IIpernapaTa B
clly4ae U3MEHEHMsI CBEACHUMN, COIEP)KALUXCS B HEM, ITyTEM HAIPaBJIEHUS 3asBUTEIIO IOCPEICTBOM
€IMHOTO TOpTajlla WIM B JIMYHBIM KaOWHET 3asdBUTENs B E€IUHON CHCTEME BBIIUCKU U3
roCy/1apCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB, MO CAaHHOU YCUJIEHHOU
KBAJTM(HUIMPOBAHHON 3JIEKTPOHHOHN moanuckio. (B pen. depepaibHbIX 3aKOHOB OT 22.12.2014 N
429-®3 (pen. or 13.07.2015), o1 30.01.2024 N 1-P3)

8. OcHoBaHuMeM [IJIsi OTKa3a BO BHECCHWHM W3MEHEHHH B JOKYMEHTBI, COJEp)Kalluecs B
PETUCTPAIIMOHHOM JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpemnapaTr IS MEIUIIUTHCKOTO
MPUMEHEHHUS, SIBISIETCS 3aKIIOUEHUE YIMOTHOMOYEHHOTO (henepanbHOro opraHa UCHOTHUTEIbHOM
BIIACTH O BO3MOXXHOCTH CHIDKEHHUS O€30MacHOCTH, KauecTBa, (P(PEKTUBHOCTH JIEKAPCTBEHHOTO
CPEJIICTBA B CIIy4ae BHECEHUS TAKUX U3MCHECHHIA.

9. Homyckaercsi oOpallleHHe JIEKApCTBEHHBIX MPENapaToB s MEAULMHCKOTO NPUMEHEHUS [0
UCTEUYEHUsI CpOKa TOAHOCTH, NMPOU3BEICHHBIX B TEUYEHHUE CTAa BOCBMHAECATU IHEH IMOCJE ATkl
NPUHATHS  YIOJTHOMOYEHHBIM (hefiepalibHbIM OpPraHOM HCIIOJIHUTENBHOW BJIACTH PELICHHUS O
BHECEHUU U3MEHEHMH B IOKYMEHTBHI, COJIEPKALUECS B PETUCTPALIMOHHOM JI0ChE, B COOTBETCTBUU C
uHpopManuel, coaepkalielcss B JOKYMEHTaX PETrMCTPAIlMOHHOTO JO0Che Ha JIeKapCTBEHHBIH
IIpenapar 10 AaThl IPUHATUSA TaKOro peuieHus. (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

10. IIpaBurenbctBo Poccuiickoii @Penepannu BrIpaBe YCTAHOBUTh OCOOEHHOCTH BHECEHHS
U3MEHEHUN B JOKYMEHTBI, COJEp KAIlIMeCs B PETrUCTPALMOHHOM JOChE HA 3aperuCTPUPOBAHHBIN
JIeKapCTBEHHBIN TpenapaTr Uil MEJUIIMHCKOTO NpPUMEHEHHMs, B ciiyyae Ae(eKTypbl WIH pHUCKa
BO3HUKHOBEHUS JI€PEKTYphl JICKAPCTBEHHBIX IPENapaToB B CBA3M C BBEJACHUEM B OTHOIICHUH
Poccuiickoit ®enepauny  OrpaHUYMUTENBHBIX MEp JKOHOMUYECKOIO Xapakrepa. (B pen.
®enepanbHoro 3akoHa ot 08.03.2022 N 46-P3)

Crarbs 31. BHeceHUe U3MEHEHHH B JOKYMEHTbI, COJlep:Kaluecs B
PEerucTpalMOHHOM J0Che HA 3aPEeruCTPUPOBAHHBIN JIEKAPCTBEHHbIN
npenapar JJis BeTepUHAPHOI0 IPUMEHECHUS
Honosxcenus wacmu I cmamou 31 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),

Kacaroujuecs npeoocmasienus 20cy0apcmeenblxX yciyz npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
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ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anH020 OyOauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTNCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. B mensix BHECEHHsS M3MEHEHMH B JOKYMEHTBI, COAEpIKAIIMecs B PETUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar ik BETEpUHAPHOIO IPUMEHEHHs], AepKaTelb WIN
BJIAJIENICL] PETUCTPALIMOHHOIO YAOCTOBEPEHUs JIEKaPCTBEHHOI'O Ipernapara Wid yIOJHOMOYEHHOE
UM JIpyroe IpUINYECKOoe IO (J1ajee B HACTOSILEH CTAaThe - 3asiBUTEIIb) HAIIPABIISAET IOCPEICTBOM
€IMHOTO MOpTaJIa B YIOJIHOMOYECHHBIH (pe/iepaibHblii OpraH UCTIOJIHUTEILHON BIACTH MOAIHCAHHOE
YCUJICHHOW KBaJM(UIIMPOBAHHOW 3JEKTPOHHOW TMOJMHUCHIO 3asABJICHWE O BHECCHMHM TaKUX
U3MEHEHMH 1o  Qopme, YCTAaHOBJICHHOW  YIOJHOMOYEHHBIM  (eepaibHbIM  OPraHOM
HCIIOJIHUTEJILHON BJIACTH, W IIpUJIaracMble K HEMY U3MCHECHHS B yKa3aHHBIC JOKYMEHTBI, a TaK¥Ke
JTOKYMEHTBI, ITOJITBEPKAAIOIIIEe HEOOXOAMMOCTh BHECEHHSI TaKUX M3MeHEeHUH. [Ipun HeoOXoumMocTH
BHECCHMS! M3MEHEHMM B JIOKYMEHTBI, COJEp)Kalluecs B PETUCTPALMOHHOM  JIOChE€ Ha
3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpemnapar Ui BETEPUHAPHOIO MPUMEHEHUS, B CIydasx
W3MEHEHHUs U (WIN) AONOJHEHUS IPOU3BOACTBEHHOM IUIOIIAIKH JIEKAPCTBEHHOI'O CPENICTBA, a TAKXKE
M3MEHEHUS MTOKa3aTesIed KauecTBa JISKapCTBEHHOIO Iperapara uisi BETEPUHAPHOIO IPUMEHEHU U
(M) METOIOB KOHTPOJISl KAaueCTBA JIEKAPCTBEHHOIO Ipemnapara JUisli BETEPUHAPHOTO NMPUMEHEHMUS
3asBUTEIb JOIOJIHUTENIBHO HAIPaBIseT IIOCPEACTBOM E€IMHOIO IOpTajla B YIOJHOMOYEHHBIN
benepanbHBIi OpraH HCHOJIHUTENBHOM BJIACTU CIEAyIOIIME JIOKYMEHTHl (CBeleHus): (B pei.
®enepanbHbiX 3ak0HOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-P3, ot 30.01.2024 N 1-P3)

1) cBeneHus o JaTe NPENOCTABIEHUS U PETMCTPALMOHHOM HOMEpE JIMIEH3UMM Ha IPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEICTB, IPEAOCTABICHHON IIPOU3BOAMTEIIO JIEKAPCTBEHHOIO IIpenapara s
BETEPUHAPHOT0 IPUMEHEHUS, JUIsl POCCUICKUX Npou3BoauTeneil; (B pea. denepaabHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) cBeleHUA O JaTe MPEJOCTABJICHUS W PETUCTPAIIMOHHOM HOMEpE JHUIICH3MHM Ha IMPOU3BOJCTBO
JICKapCTBEHHBIX CPEJCTB, MPEJOCTaBICHHONW IPOU3BOAUTENIO (hapMaIleBTUYECKONH CyOCTaHIINH,
BXOJISIIIIEH B COCTaB JIGKAPCTBEHHOTO Mperapara i BETEPUHAPHOTO MPUMEHEHUS, IIsI POCCUHCKUX
npousBoautenel; (B pen. denepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-
®3)

3) Konus NOKyMEHTA, BBIJAHHOTO YIIOJIHOMOUYEHHBIM OPIaHOM CTPAHbI IPOU3BOIUTEINS A KaXKI0M
IIPOU3BOJCTBEHHOM IUIOIIAJKHM JICKAPCTBEHHOI'O IIpernapara Uil BETEPUHAPHOIO IPUMEHEHUS U
MOJTBEPKIAIOUIETO COOTBETCTBHE IPOM3BOAUTENSA JICKAPCTBEHHOTO TMperapara TpeOOBaHUIM
IIPaBUJI HAJJIEXKAIIECH IPOU3BOJACTBEHHOM IPAKTUKH, U €T0 IIEPEBOJ HA PYCCKUU SI3bIK, 3aBEPECHHBIC
B YCTAaHOBJICHHOM IIOPAJKE, a TaKXe KONMs 3aKIIOUEHUs O COOTBETCTBUU IIPOU3BOJUTEIS
JICKapCTBEHHBIX CPEIACTB TpeOOBaHMSAM NpPaBUJI HAJJIeKALIEH IMPOMU3BOACTBEHHON NPAKTUKH,
BBIJIAHHOTO YTIOJIHOMOYEHHBIM (heZlepalibHbIM OpPraHOM HCIIOJIHUTENBHONW BJIACTU IS KaXIOoi
MIPOM3BOJICTBEHHOH TUIOIIAIKH JEKAapCTBEHHOTO Ipernapara JJisi BETepUHAPHOTO NPUMEHEeHHUs, 100
KOIIUs PpELICHUs O IIPOBEJCHUU WHCIIEKTUPOBAHUS IIPOU3BOIUTEINS JICKAPCTBEHHBIX CPEICTB,
NPUHATOTO YHOJHOMOYEHHBIM (eiepabHBIM OpPraHOM HCIOJHUTEIBHOW BIIACTH JJIS KaXIOH
IIPOU3BOJCTBEHHON IUIOLIAAKU JICKAPCTBEHHOIO IIpenapara i BETEPUHAPHOIO IPUMEHEHUS.
VYKa3zaHHbIE JOKYMEHTBI IPEIACTaBIAIOTCS B Cllydae, €CIU IPOU3BOACTBO JIEKAPCTBEHHOI'O
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mpenapara Uil BETEpUHApPHOIO IMPHUMEHEHHUS OCYLIECTBISETCA 3a mnpenenamu Poccuiickon
®enepauun; (B pen. GenepansHoro 3akona ot 04.06.2018 N 140-D3)

4) xomus [IOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOIUTEIS
dapManeBTHYECKOW  CyOCTAaHIIMM ¥ IOJTBEPXKAAIOLIETO  COOTBETCTBUE  MPOU3BOAUTEIIS
(dapManeBTHUECKOW CyOCTaHIIMM, BXOJALIEH B COCTaB JIGKAPCTBEHHOro Mpenapara Juis
BETEPUHAPHOTO MPUMEHEHHUs, TPEOOBaHUAM MPABUI HAAJISKAIIEH MPOU3BOJICTBEHHON MPAKTUKH, U
€ro IIepeBOJl Ha pPYCCKUU S3bIK, 3aBEPCHHBIE B YCTAaHOBJICHHOM IIOpSJKE, B CiIydae, €CIu
MIPOM3BOJICTBO (papMalleBTUYECKON CyOCTaHLIMM OCYIIECTBIIAETCS 3a mpenenamMu Poccuiickoit
®Denepanuu. (B pen. PenepanbHoro 3akoHa oT 04.06.2018 N 140-P3)

Honosxncenus vacmu 1.1 cmamou 31 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.1. B cnyyae u3MeHeHust U (UiM) JOMOJHEHUs MPOU3BOJCTBEHHOM IUIOLIAAKU JIEKAPCTBEHHOTO
CpeACTBa JOKYMEHTHI, YKa3aHHbIE B YacTH | HACTOSIIEH CTAaThH, MPEICTABISIOTCS 3asBUTEIEM B
OTHOILIEHUU HU3MEHSIEMON U (WIM) IOMOJIHSAEMOW NMPOM3BOACTBEHHOHN IUIOMIAJKH JIEKAPCTBEHHOTO
cpeacTBa. PerieHne o BHECEHMM M3MEHEHUH B JOKYMEHTBI, COAEpIKAILMECS B PETHCTPALMOHHOM
J0ChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpenapaT AJIs BETEPUHAPHOTO MPUMEHEHUS, WIIH
00 OTKa3e B WX BHECCHHWU NPUHHMACTCS B Cllydyae HEOOXOAMMOCTH TPOBEICHHS HKCHEPTH3BI
JICKapCTBEHHOTO CPEJICTBA B CPOK, HE IMPEBBIIIAIONINIA JAEBSIHOCTa padOYMX THEH, a B OCTaJbHBIX
Cllydasix B CpPOK, HE NPEBBIIAIOMINN TpUAATH pabouux IHEH CO THS HalpaBJICHUS MOCPEICTBOM
€IMHOTO TIOPTajia B YIOJIHOMOYEHHBIN (eiepaibHblil OpraH WCHOJHUTEIBHOM BIACTH 3asBJICHUS O
BHECEHUM TaKuWX u3MeHeHui. (B pen. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, ot
30.01.2024 N 1-®3)

Honosxncenusn vacmu 1.2 cmamou 31 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIEKAPCMEEHHBIX npenapamoe 0na éemepunapro2o npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUTCHHOU K6ATUPUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.2. B ciywae peopraHuszanmu jAepxarens WINM BIAJENblia PETUCTPALMOHHOIO YIOCTOBEPEHMUS
JICKapCTBEHHOTO Tpernapara JJisi BETEpUHAPHOTO MPUMEHEHUs, pa3paboTunKa WM MPOU3BOIUTEIS


https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l103
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l103
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l335
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l88
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l88
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l335

JIEKApCTBEHHOI'O IIpernapara JJisi BETEpUHAPHOIO IPUMEHEHHUs B 3asBJICHUM O BHECCHUU U3MEHEHUN
B JIOKYMEHTBI, COJIepKAIIUECS B PErUCTPALMOHHOM JIOChE Ha 3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar sl BETepUHApHOr0 IPUMEHEHHUs], YKa3bIBAKOTCS JaHHbIC JTOKYMEHTA, IOATBEPKAAIOLIETO
BHECEHHME COOTBETCTBYIOIIMX U3MEHEHMN B ENUHBIN roCcyJapCTBEHHBIM pEeeCTp FOPUIANYECKUX JIULL
(nns opraHu3alui, 3aperucTpUPOBAaHHBIX Ha Tepputopun Poccuiickoit denepaunn), Wi UHOTO
JOKYMEHTA, IOATBEP)KAAIOLIEr0 PEOpPraHU3alMIi0 IOPUANYECKOro JMna (Uis OpraHu3aluil, He
3aperucTpUpOBaHHBIX Ha Teppuropun Poccuiickoii ®enepaunn). 3asBlIeHHE O BHECEHHUM
U3MEHEHUN B JOKYMEHTBI, COJIEpXKAIIMECs B PETUCTPALMOHHOM JOChE HA 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIN IIperapar A BETEPUHAPHOIO IMPUMEHEHUs, U NpUIaraéMble K HEMY JOKYMEHTBI
HANpaBJSIIOTCA MOCPEICTBOM €IMHOIO TIOpTaja B YIOJHOMOYEHHBIH (QenepaiabHblii  Opra
UCTIOJIHUTENIPHOM BJACTH HE TO3JHEe YeM uepe3 TpHIUaTh padoyux JHEH cO THS BHECCHHS
COOTBETCTBYIOIIUX HM3MEHEHUN B ENMHBIN rocyIapCTBEHHBIN peecTp HOPUANYECKUX JHL (UL
OpraHM3aliii, 3aperucTpUpOBaHHbIX Ha TeppuTopun Poccuiickoit denepaunn) wuam co AHA
IIPUHATUS COOTBETCTBYIOLLETO JOKYMEHTA, IOATBEPKAAIOIIETO PEOPraHU3alMI0 IOPUIUYECKOTO
muna ([ opraHu3aluii, HE 3aperMcTpUpOBaHHBIX Ha Teppuropun Poccuiickoit @enepanun). B
Cllyyae pEOpraHu3allid JepXKaTeild WIM  BlaJelbla pPETUCTPALMOHHOIO  YIOCTOBEPEHUS
JIEKApCTBEHHOI0 IIpenapara Juisi BETEPUHAPHOIO IIPUMEHEHUS 3asBJICHUE O BHECCHUU U3MEHEHUU B
JOKYMEHTBI, COJEpKAIIUECs B PErUCTPALMOHHOM J10ChE HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
nmpenapar uisi BETEpUHApHOIO IPUMEHEHMs], IIOAACTCS IOPUINYECKUM JIMIOM, KOTOPOMY B XOJe€
peopraHu3alyy MepelaHo MpaBO BIAJCHUS TaKUM PErHCTPALMOHHBIM YAOCTOBEpPEHHEM. (B pel.
®enepanbHbix 3aKk0HOB 0T 02.08.2019 N 297-d3, ot 30.01.2024 N 1-D3)

2. B cnyuyae BHEceHMs] M3MEHEHHMH B TOKYMEHTBI, COAEpXKAILIMECS B PETUCTPALMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapaTr s BETEPUHAPHOIO NPUMEHEHHUs, B OTHOLIECHUU

nan 0w noononn

CBEJICHUH, yKa3aHHbIX B moamyHkrax "e", "x", "k", "n", "u", "c¢", "X" myHnkra 7 yactu 3 crarbu 17
Hacrosimiero DenepaqbHOrO 3aKOHA, W3MEHEHWs W (WIM) JOMOJHEHHUS MPOU3BOJCTBEHHOU
IJIOMIAKK JIEKAPCTBEHHOI'O CPEJCTBA, a TaKXKe B Cllydae H3MEHEHUsl MoKa3arejed KadecTBa
JIEKApCTBEHHOTO TMpenapara AJjisi BETEpUHAPHOTO MPUMEHEHHUS U (M) METOA0B KOHTPOJIsS KauecTBa
JIEKApCTBEHHOTO0  Tpemapara s BETEPUHAPHOIO MPUMEHEHHS IPOBOJAUTCA  DKCIEPTH3A
JIEKapCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO MPUMEHEHHs. B ciydae HEOOXOAMMOCTH BHECCHUS
WHBIX HM3MEHEHMM B  JOKYMEHTBI, COJAEpXKAaIIUecs B  PETUCTPALIMOHHOM  JOCh€  Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Jyisi BETEPUHAPHOTO MNPUMEHEHHS, SKCIEpTHU3a
JIEKAPCTBEHHOT'O CPEICTBA VISl BETEPUHAPHOTO MPUMEHEHUSI HE TPOBOAUTCS. (B pea. DenepanbHbIX

3akoHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

Honosxcenus wacmu 3 cmamou 31 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIEKAPCMEEHHBIX npenapamoe 0na éemepunapro2o npumenenus c¢ 01.01.2026 ne evioaromces.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3. 3asBUTENH BIpPABE MPEICTABUTD 110 COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBJICHHEM O BHECCHUU
U3MEHEHUN B JOKYMEHTBI, COJEpXKAIIMECs B PETUCTPALMOHHOM JOChE HA 3aperuCTPUPOBAHHBIN
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JEKapCTBEHHbI IpemapaT Juisi BETEPUHAPHOTO IPUMEHEHUs, PEKBU3UTHI JOKYMEHTOB,
MOATBEPK AKX YIUIATY IOCYIapCTBEHHOMU MMOLUUIMHBI 32 BHECEHUE B JIOKYMEHTHI, COACPIKALUECS
B PErHCTPALMOHHOM JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar sl BETEpPUHAPHOTO
NPUMEHEHHS, U3MEHEHHUH, TPeOYIOIIMX MPOBEIEHHs 3KCIEPTU3bI JIEKAPCTBEHHOTO CPENICTBA, WIIH
U3MEHEHMH, HE TpPeOYIOUIMX MPOBENEHHUS SKCIEPTU3bl JIEKapCTBEHHOrO cpeactBa. B cmyuwae
HEOOXOMMOCTH HW3MEHEHHs CBEIEHHH, COAEPKAIIMXCS B PETUCTPALMOHHOM YIOCTOBEPEHUH
JIEKapCTBEHHOI'O Npenapara JJil BETEpUHAPHOTO IPUMEHEHNS, C 3asIBJICHUEM, YKA3aHHBIM B 4acTH 1
HACTOSIIEH CTaTbH, 3asBUTEIb BIIPaBE NPEACTABUTH MO COOCTBEHHOW HHUIMATHBE PEKBHU3HTHI
JOKYMEHTA, OATBEPKIAIOIIETO YIUIATy TOCYIapCTBEHHOM MOLUIMHBI 32 BbI1ayy PErUCTPALlMOHHOTO
yIIOCTOBEpEHHsI JICKApPCTBEHHOTO IIpernapara. 3asBUTEIb BIIPAaBE NPEACTABUTh IO COOCTBEHHOM
MHULMATUBE CBEJCHUS O JUIECH3UAX, YKa3aHHbIe B NMyHKTax | u 2 yactu 1 Hacrosuieil craTtby, a
TaKXKe BBIJABACMbIC YIOJHOMOYEHHBIMH (ellepalbHBIMH OpraHaMHU HCIOJHHUTEIBHON BIIACTH
JOKYMEHTBI, yKa3aHHble B IYHKTe 3 4yacTu | Hacrosued craTbu. B cilydyae HempencTaBiIeHMs
yKa3aHHBIX JOKYMEHTOB (CBEJCHMI) YMOJHOMOYEHHBIN (enepanbHblii OpraH HCHOIHUTEIbHOM
BJIACTH 3allpallliBAe€T YKa3aHHbIE JOKYMEHTHl (CBEICHMs) B TMOPSJAKE MEXBEIOMCTBEHHOTO
MH(POPMALIMOHHOTO B3auMoAeHCTBU. (B pea. denepanbHbix 3akoHOB OT 27.12.2019 N 478-D3, ot
30.01.2024 N 1-®3)

4. B cpok, He IpEeBBIIAIOIINN ASCATH pabOUYMX JHEH CO JHS MOCTYIUICHHs YKa3aHHOTO B 4acTd |
HACTOSIIEH CTaTbU 3asBICHUS W HEOOXOAMMBIX TOKYMEHTOB, YIOJIHOMOYEHHBIH (enepaibHbIi
OpraH UCIOJIHUTEIBLHOMN BIACTH:

1) mpoBOOUT MPOBEPKY MOIHOTHI U TOCTOBEPHOCTU CBEJECHHH, COAECPKAIIUXCS B MPEACTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) IpUHUMAET pEIICHNE O MPOBEACHUN IKCIEPTU3bI JIEKAPCTBEHHOIO CPEACTBA sl BETEPUHAPHOTO
IPUMEHEHHS WK 00 OTKa3e B ee MPOBEACHUY;

Honoscenua nynkma 3 wacmu 4 cmamou 31 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyo0apcmeentslX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3) HampaBise€T IOCPEACTBOM €AMHOIO IOpTajla 3asgBUTENI0  IOJANHCAHHOE  YCHIICHHOU
KBAJTM(UIIUPOBAHHON AJIEKTPOHHON MOIMMCHIO YBEIOMIICHHE O MPUHITOM PEIICHUN WU B Clydyae
NOPUHATHS pelieHuss o0 OTKa3e B NPOBEIEHUHM OSKCIEPTHU3bl JIEKAPCTBEHHOTO CPEICTBA JUIS
BETEPUHAPHOIO MPUMEHEHUS C YKa3aHUEM IIPUUYUH TaKOro OTKa3a. (B pea. denepanbHOro 3aKOHA OT
30.01.2024 N 1-®3)

Honosxncenusn vacmu 4.1 cmamou 31 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWUNRATbHBIX YCIIY2
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(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o Oyoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTNCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

4.1. B ciyuae BbIsIBIIEHUSI HEIOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH CBEJCHUMN, COACPIKALTUXCS B
NpPEJCTAaBICHHBIX  3asABUTEJEM  MaTepualiax,  YHOJHOMOYECHHbBIM  (enepanpHBIi  Opras
WCTIOJIHUTENIBHOM BJIACTH HAIpPAaBIIIET MOCPEICTBOM E€IMHOTO MOopTaja 3asBUTENIO 3ampoc 00
YTOUYHEHHH YKa3aHHBIX CBEJICHHH, MOJNMUCAHHBIA YCUJICHHON KBaNU(UIIMPOBAHHON 3JEKTPOHHOM
noanucelo. (B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxncenusn vacmu 4.2 cmamou 31 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeenHblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUS ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvblxX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHHbIX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHROIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUICHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.2. 3asgBuTenb 00s53aH HANpaBUThb IOCPEACTBOM E€IMHOTO TOpTaja B YHOJHOMOYCHHBIH
(benepanbHBIi OpraH MCIOJHUTEIBHON BJIACTU IMOJIMUCAHHBIA YCHJICHHON KBaTU(HUIIMPOBAHHON
AJIGKTPOHHOM  TIOAMMCHIO OTBET Ha 3alpoc  YIOJIHOMOYEHHOro (enepanbHOro  opraHa
WCTIOJTHUTENILHOM BJIACTU B CPOK, HE NMPEBBIIIAIONINI IEBSHOCTA pabounX THEH CO JHS MOJTydeHHS
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM HCIIOJIHUTEIBHON BIACTH 3JIEKTPOHHOTO YBEJJOMIICHHUS O
MIOJIyY€HUHU 3asBUTENEM JaHHoro 3ampoca. Cpoku, yka3zaHHble B yacTu 1.1 HacTodmel cratew,
IIPUOCTAaHABIMBAIOTCS CO JIHA HAINpPaBJIEHMs IOCPEACTBOM E€IMHOIO IOpTaja 3asBUTENIO 3ampoca
YIOJIHOMOYEHHOTO  (heZiepaIbHOTO OpraHa MCIOJHUTENFHOW BJIACTH JIO0 JHS HAaIlpaBlICHUS
MOCPEJICTBOM €JMHOT'0 MopTajia B YIOJIHOMOYECHHBIH (eliepaabHbIil OpraH UCHOTHUTEIBHON BIACTH
OTBETAa HA JAHHBIM 3aIpOC M HE YUUTHIBAIOTCA IPU HCUYHUCIECHUU CPOKAa IPUHATHSA PELIECHUS O
BHECEHUM H3MEHEHMH B JOKYMEHTBI, COJEp)Kallhiecsi B PErUCTPAlMOHHOM JOChEe Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipenapar [uisi BETEPUHAPHOIO NPUMEHEHus. (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5. OcHoBaHMeM [UIsl OTKa3a B IHPOBEIACHUM OKCIIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA IS
BCTCPUHAPHOI'O IMPUMCHCHUSA SABJISACTCA MPCACTABIICHUC NOKYMCHTOB, YKAa3aHHBIX B YaCTIAX 1u3
HaCTOHH_[eﬁ CTaTbd, B HCIIOJIHOM o0beMe wiIn OTCYTCTBHUC B MNPCACTABJICHHBIX JOKYMCHTAX
AJOCTAaTOYHbIX CBC,Z[GHHI‘;I, TMOATBCPIKAAIOIINUX HCOGXOI[I/IMOCTI: BHCCCHU S I/I3M€HGHI/II71, JII/I6O
HENpPEJCTAaBICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha YyKa3aHHbIM B uactu 4.1
HACTOSIIEH CTaThbU 3alpoOC YIMOJHOMOYEHHOTO (pefiepanibHOro opraHa MCIOJHUTEIbHON BiacTu. (B
pen. ®enepanbHoro 3akona oT 04.06.2018 N 140-P3)

6. 9KCH€pTH3a JICKAPpCTBCHHOI'O CpCACTBAa AJId BCTCPUHAPHOIO NPUMCHCHHA B LCIAX BHCCCHUA
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U3MEHEHUH B JIOKYMEHTHI, COAEpXKAILMECS B PETMCTPALMOHHOM JOChE€ Ha 3aperuCTpUpPOBAHHBIN
JEKapCTBEHHBIN Mpenapar A BETEPUHAPHOIO IIPUMEHEHUS, OCYILIECTBISIETCS B IOpPSIKE,
YCTaHOBJIEHHOM CTaTbel 24 HacTosero denepanbHOro 3akoHa.

Honosxncenusn wacmu 6.1 cmamou 31 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensarwomesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo20 0yoauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTNCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6.1. B cpok, He mpeBbIMAIOMINN JecsITH pabounX JHEH CO JIHS HAIpaBJICHUS ITOCPEACTBOM €IMHOTO
nopTraja B YINOJIHOMOYEHHBIH (peaepanbHblii OpraH HCIOJHUTENBHOW BIACTH IMOIMUCAHHOTO
YCUJICHHOW KBaTU(UIIMPOBAHHON 3JIEKTPOHHON MOANHUCHIO 3aKIIOUYEHUS KOMUCCHH SKCIEPTOB IO
pe3yibTaTaM YKa3aHHOW B 4YacTH 2 HACTOSIIIEHM CTaTbU SKCHEPTHU3bI, YIOJIHOMOYEHHBIN
denepanbHBIA OpraH MCIOJHUTENBHON BiacTu: (B pen. PemepanbHbIX 3akoHOB 0T 22.10.2014 N
313-®3, o1 02.08.2019 N 297-®3, ot 30.01.2024 N 1-P3)

1) mpuHMMaeT pelieHne 0 BHECEHUH U3MEHEHUH B IOKYMEHTBHI, COAEPKAIINUECS B PETUCTPALIMOHHOM
JI0Cb€ Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBINM Mpenapar A BETEPUHAPHOIO MPUMEHEHUS, WIH
00 OTKa3e BO BHECCHMHU TaKMX U3MEeHEeHHUH; (B pen. PeaepanbHoro 3akoHa oT 22.10.2014 N 313-D3)

2) BHOCHT B TOCYJapCTBEHHBIH pEeCTp JEKapCTBEHHBIX CPEACTB HAa OCHOBAaHHM PEIICHUS O
BHECEHMM HW3MEHEHHMH B JOKYMEHTBI, COJEpXKalluecss B PETHUCTPAlMOHHOM JOChe Ha
3aperUCTPUPOBAHHBIN JIGKAPCTBEHHBIN Ipenapar JUisi BETEPUHAPHOTO MPUMEHEHHsI, HeOOXOqMbIe
n3MeHeHus; (B pen. @enepanpHpix 3akoHOB 0T 22.10.2014 N 313-P3, ot 30.01.2024 N 1-P3)

3) BBLOAET 3aABUTENI0 HOBOE PETMCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOIO Ipemnapara Jyis
BETEPUHAPHOTO MPHMEHEHHs B Cllydyae HEOOXOTUMOCTH M3MEHEHHUS CBEIEHHH, COoIepKalluxcs B
HEM, C COXpaHEHHEM HOMEpAa pPAHEE BBIJAHHOIO PETUCTPALMOHHOIO  YJIOCTOBEPEHMSI
JIEKapCTBEHHOI'O IIpenapaTa sl BEeTEpUHApHOro npumeHeHus. (B pea. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

6.2. B cnyyae BHeceHHs] U3MEHEHUI B JTOKYMEHTBI, COJEpIKAIINECS B PETUCTPAIIMIOHHOM J0ChEe Ha
3apEeTUCTPUPOBAHHBIN JICKApPCTBEHHBIN Ipemapar Ui BETEpUHAPHOTO MPUMEHEHHs, B YacTH,
Kacaromencss Mu3MeHeHus: M (WJIM) JOMOJHEHUS MPOU3BOJICTBEHHON IUIOIIAAKH JIEKAPCTBEHHOTO
npernapara, Mpu MpEeACTAaBICHUU 3asBUTENIEM B COOTBETCTBHUHM C IYHKTOM 3 yacTu | HacTosei
CTaThU KONHUM PELICHUS YHNOJIHOMOYEHHOTO (heAepallbHOrO OpraHa HMCIOJHUTENBHOW BIIACTH O
MPOBEICHUU MHCIIEKTUPOBAHUS IPOU3BOIUTENS JICKAPCTBEHHBIX CPEICTB CPOK, YKA3aHHBIA B YAaCTH
6.1 HacTosIIeH CTaThH, MPUOCTAHABIMBACTCS CO JHS MOJTyYSHHs 3aKII0UEHUS] KOMUCCUH IKCIIEPTOB
70 JTHSI TIPUHATHS YIIOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH PEIICHHS O
BbIJlaye WIM 00 OTKa3e B BbIJAu€ 3aKJIIOYCHHS O COOTBETCTBHH INPOU3BOAMTENS JICKAPCTBEHHBIX
CpeACTB TPeOOBAHUSAM MPABUII HAJIEKAIIEH MPOU3BOICTBEHHOM MPAKTUKH, HO HE 0oJiee YeM Ha CTO
BOCEMbJIeCT pabounx aHel. (B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-P3)

7. OcnHoBanuem JJId  OTKaza BO BHCCCHHUU U3MEHEHHI B JAOKYMCHTBI, COACPIKAIIHUCCA B
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PETUCTPAIIMOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat i BETEPUHAPHOTO
NPUMEHEHHS, B CIyyasX, HE TPeOYIOUIMX MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOI'O CPENICTBa,
ABIISICTCS TMPEICTABICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsAX 1 U 3 HacTosIIEeH CTaThbH, B HETIOJIHOM
0o0beMe MM OTCYTCTBUE B TPEACTABICHHBIX JOKYMEHTaX CBEACHUH, KOTOPbIE JOJDKHBI OBITh B HUX
OTpaXKeHbI, OO0 HEMpEACTaBICHUE 3asBUTEJIEM B YCTAaHOBJICHHBIH CPOK OTBETAa HA yKa3aHHBIM B
yacTu 4.1 HacTosAlIeH CTAaThU 3alpoc YHOJHOMOYEHHOTO (heZiepalbHOTO OpraHa HMCHOJIHHUTEIbHOM
BiacTu. (B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-P3)

7.1. OcHoBaHMEM JUIsl OTKa3a BO BHECEHUMM MW3MEHEHMH B JOKYMEHTBI, COJEp)Kallhecs B
PEruCTPAallMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s BETCPUHAPHOIO
NPUMEHEHHS, B CIyd4asX, TpeOyIoIUX NpPOBEACHUS OSKCIEPTU3bl JIEKApCTBEHHOTO CPENICTBa,
ABIISICTCS 3aKJIOYCHHUE YIIOJHOMOUYEHHOTO (peiepajJbHOr0 OpraHa MCIOJHHUTEIBHON BIACTH O
BO3MOYKHOCTH CHW)KEHHUSI 0€30IaCHOCTH, KadecTBa, ((PEKTUBHOCTH JICKAPCTBEHHOI'O Iperapara
BCIICCTBUE BHECCHUS W3MEHEHUNM B YKa3aHHbIE JOKYMEHTBI, OTKa3 YIOJIHOMOYEHHOI'O
¢denepanbHOrO OpraHa MWCIOJHHUTENBHOM BIAaCTH B BbIJau€ 3aKIIOUEHUS O COOTBETCTBHHU
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHMAM IMPAaBHI HaJJIeKalled MpOH3BOJCTBEHHOM
IIPAKTUKA B CIy4ya€ M3MEHEHUs U (WIM) JONOJHEHUS IPOU3BOACTBEHHOM IUIOLIAJIKH
JIEKApCTBEHHOI'O IIpernapara, €Ciau MPOU3BOJACTBO JIEKAPCTBEHHOIO Ipernapara Uil BETCPUHAPHOIO
IIPUMEHEHHUsl OCYILECTBIIsIeTCA 3a mpeaenamu Pocculickoi ®Penepauyu, WIM OTCYTCTBHE JTOIO
3axmoueHus. (B pea. PenepanbHoro 3akoHa or 04.06.2018 N 140-P3)

8. omyckaercsi oOpallleHHe JEKapCTBEHHBIX TMpENapaTroB Jisi BETEPUHAPHOTO MPUMEHEHHS 0
UCTEYCHHUs CpPOKa TOMHOCTH, MPOM3BEICHHBIX B TEUYCHHWE CTAa BOCHBMHJACCATH IHEH TOCJIE IaThI
NPUHITHS YIOJTHOMOYECHHBIM (eIepalbHBIM OPTaHOM HCIIOJTHUTEIBHOW BIACTH PEIICHUS O
BHECEHUU U3MEHEHUH B JOKYMEHTHI, COACPKAIIHUECS B PETUCTPAIIMOHHOM JI0ChE Ha JICKApCTBEHHBIH
mpemapaT, B COOTBETCTBMM C WHGOpMaIuel, coaepxkaieics B JOKYMEHTaX PETHCTPAIMOHHOTO
J0Che Ha JICKApCTBEHHBIN TpemapaT M0 AAaThl MPUHATHS Takoro pemienus. (B pea. demepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Crarps 32. OTMeHa roCyIapCTBEHHOM PerucTpanuu JeKapCTBEHHOI0
npemnapara

Pemenne 06 oTMeHe rocynapCTBEHHON PETHCTpPAIlMK JEKApCTBEHHOTO Iperapara M HCKIIOUEHUH
JIEKapCTBEHHOI'O IpernapaTa U3 rocyAapCTBEHHOTO PEecTpa JEKAPCTBEHHBIX CPEACTB IMPUHUMAETCS
YIIOJIHOMOYEHHBIM (peiepabHBIM OPTaHOM HCIIOJIHUTENILHON BIIACTH B CIydae:

1) mpeacTaBaeHUs: COOTBETCTBYIOUIMM YIOJTHOMOYEHHBIM (peliepajbHbBIM OPTaHOM HCIIOIHHUTEIBHOM
BJIACTH 3aKIIOYEHHS O PHCKE MM 00 yrpo3e 310pOBBIO, KU3HU YEJIOBEKa WJIM XKHUBOTHOTO IIPH
NPUMEHEHUH JICKApCTBEHHOTO Mpernapara, MPeBBIIAINMX ero 3(p(GEeKTUBHOCTh, 10 Pe3yIbTaTam
OCYIIECTBIIIEMOT0 UM MOHUTOPUHTA 6€30MaCHOCTH JIEKAPCTBEHHOTO MIpETapara;

Honosxncenun nynkma 2 cmamou 32 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasgienus 20cy0apcmeenblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepeHus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO08EPEHUIL
JIEKAPCMEEHHBIX NPEnApamoe 0na MeOuyuncko2o npumenenus ¢ 01.01.2025 ne gvroaiomcs.
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Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKA3aHH020 0yOIuUKama Hanpasisaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUIEHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOTHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoscenuna nynkma 2 cmamou 32 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUS ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvblxX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3annoz2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUICHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMENbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2) mojayM Jep)kKareleM WM BIIAJENbLIEM PETUCTPALMOHHOIO YJAOCTOBEPEHUS JIEKAPCTBEHHOTO
Ipernapata WIM YIOJIHOMOYEHHBIM WM JAPYTUM IOPUIMYECKUM JIMIIOM 3asBICHHUS OO0 OTMEHE
TrOCYJapCTBEHHOM  pPErucTpaluy JICKapCTBEHHOI'O  IIpenapara, IOAINUCAHHOTO  yCWICHHOU
KBAJTM(HUIIMPOBAHHON 3JICKTPOHHOH MOJIMUCHIO, MyTEM €ro HalpaBJIEHUS MOCPEACTBOM EIMHOTO
nopTaja B yIOJIHOMOYEHHBIN (eiepaabHbIil OpraH UCTIONHUTELHON BIACTH WM JIMYHBIN KaOWHeT
YIIOJIHOMOYEHHOTO (peIepaJbHOr0 OpraHa HCIOJHUTENBHON BIACTH B €IUHON cucteme; (B pei.
®enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3 (pea. ot 13.07.2015), ot 30.01.2024 N 1-P3)

3) HEenoATBEp)KJIEHUS TOCYIapCTBEHHOM PETUCTpAlLlMU JIEKAPCTBEHHOIO IMpernapara Mo MCTEYEHHUH
CpOKa JEUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHHUS], BBIJAHHOIO HA IIATH JIET;

4) HenpeACTaBICHUSA 3asiBUTETIEM HH(OPMAIK, KOTOpasi MOXKET MOBJIeYb 32 cO00I HEOOXOUMOCTD
BHECEHHS M3MEHEHUH B JOKYMEHTBI, COAEp)KallHecs B PErHCTPALMOHHOM JIOChe Ha
3apeTUCTPUPOBAHHBIN JIGKAPCTBEHHBIM TMpernapaT, B TEUYEHHUE TPUALATH pabouumx AHEH cO IHS
HACTYIUICHUS 3TUX U3MEHECHUH;

5) OCYIIECTBICHHUS TOCYJApPCTBEHHON PETUCTpAllUK JIEKAPCTBEHHOI'O Mpemnapara oA TOPTOBBIM
HAUMEHOBAHHEM  3apETHCTPUPOBAHHOTO  paHee TOJ OTUM TOPTOBBIM  HaWMEHOBAHHEM
JIEKapCTBEHHOT'O Mpernapara, OTIMYAIONIerocsi KaYeCTBEHHBIM COCTAaBOM JCHCTBYIONIUX BEIIECTB; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) OCyIIECTBICHHSI TOCYIaPCTBEHHON PETHUCTPALU OJJHOTO U TOTO )K€ JIEKApCTBEHHOTO Iperapara B
OTHOILICHUH OJHOTO M TOTO K€ JepKaTelsl WU BIAJENblla PETUCTPALMOHHOTO YJOCTOBEPEHHUS
JIEKapCTBEHHOTO Ipernapara B BUAE JABYX M 0oJjee JIGKapCTBEHHBIX MPENapaToB MOJ Pa3IuYHBIMU
TOProBbIMU HauMEHOBaHUAMY; (B pell. PenepanpHoro 3akona ot 04.06.2018 N 140-P3)

7) BbIHECEHUSI CYJIOM PELICHHs O HapyIIEHUH paB MpaBooOi1agaTenss 00bEKTOB HHTEIUIEKTYaIbHON
COOCTBEHHOCTH MPH 0OpaIleHUH JIEKapCTBEHHBIX CPEJICTB;

8) OTCYTCTBHS JIEKapCTBEHHOTO Mpernapara B oOpauiennu B Poccuiickoit denepain B Te4eHUE TPeX
u 6onee net; (B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

9) HCBBIINIOJTHCHUA ACPIKATCIICM 501041 BJIaaACIIbIIEM PEruCTpalluOHHOTO YAOCTOBCPCHUSA
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JIEKapCTBEHHOTO Tpenapara JMOO YIOJIHOMOYEHHBIM HMHU JPYTUM IOPUIUYECKUM JIMIIOM
MEpPONPUATHIA MO 00ecredyeHuto Oe30MacHOCTH JICKApCTBEHHBIX MPENaparoB, YCTaHOBICHHBIX
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM UCIIOJTHUTEIBHOM BIACTH B COOTBETCTBUU C YACTIMH 3 U
4 crarbu 64 Hacrosimero denepanbHOrO 3aKOHA, B paMKax OCYIIECTBIICHUS (hapMaKoHaa30pa; (B
pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

10) oTkaza pgepkarens WM BIAJENblla PErHMCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara Ju00 yHOJTHOMOYEHHOTO UMHU JIPYTOro IOPUIMUYECKOro JIHMIAa OT BHECEHUS! M3MEHEHUH B
MHCTPYKLHMIO IO IPUMEHEHHUIO JIEKapCTBEHHOT'O Mpenapara, KacarolluXcsl HOBBIX MOATBEPKICHHBIX
JaHHBIX O TOM, YTO PUCK NPUYMHEHMS Bpela 370POBbIO YEJIOBEKAa WJIM XUBOTHOI'O BCIIEICTBHE
npruemMa JIEKapCTBEHHOTO Ipernapara mpeBblmaeT 3((eKTHuBHOCTh ero npuMeHeHus. (B per.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

Crarbs 33. I'ocynapcTBeHHBIH peecTp JIeKAPCTBEHHbIX CPE/ICTB

1. T'ocynmapcTBEHHBII peecTp JEKAPCTBEHHBIX CPEICTB COACPKHUT IEPEUEHb JIEKAPCTBEHHBIX
NpernaparoB, MPOLIEANIMX TOCYJApCTBEHHYIO PETUCTpAIMIO, IepeueHb (hapMaleBTHUECKUX
CyOCTaHIM, BXOASIIUX B COCTAB JIEKAPCTBEHHBIX MPENApaTOB, U CISAYIOIIYI0 HH()OPMAIHIO:

1) B OTHOIIEHNHU JIEKAPCTBEHHBIX MIPENAPATOB:

a) HAaUMEHOBAaHUE JIEKAPCTBEHHOrO Mpemnapara (MeXIyHapoJAHOE HEMaTEeHTOBAHHOE, WM
IpPyIIMPOBOYHOE, WIM XMMHUYECKOE U TOProBO€ HaMMEHOBaHus); (B pea. denepalibHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) nexapcTBeHHass popMa C YKa3aHHEM JJO3MPOBKH JIEKAPCTBEHHOTO MpernapaTa 1 ero KOJIu4ecTBa B
NOTPEOUTENBCKON YIIaKOBKE;

B) HAUMEHOBAHME JIEPKATENsl WU BiaJeiblia PErUCTPAMOHHOTO yIOCTOBEPEHMSI JIEKAPCTBEHHOTO
IpernapaTa M CBEIEHUS O PETUCTpallMM JepKaTess WM BIAJENblia  PETUCTPALMOHHOTO
YIOCTOBEPEHUS JIEKApCTBEHHOIO Ipenapara JUlsi MEAMLHUHCKOIO IPUMEHEHHS B KadecTBE
HaJIOroIUlaTeNbplIMKa B CTpaHe perucrpauuu (A PpOCCUMCKMX  IOPUAWYECKUX JIMI[ -
UACHTU(PUKAIIMOHHBIN HOMep HanoromnaTtensinuka (MHH), ans nHOCTpaHHBIX IOPUANYECKHUX JIHII -
CTpaHa PETUCTpallM{, HaUMEHOBAaHUE PETHMCTPUPYIOLIEr0 OpraHa, pPEerMCTPALMOHHBIN HOMEp, KOA
HaJIOrOIUIaTENbIIMKAa B CTpaHE perucrpauuu (MHKOPIOpalMU) WM €ro asauor); (B pen.
®enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHUE U aJpec MPOU3BOJUTENS JIEKAPCTBEHHOrO MpernapaTa U CBEJAEHHS O perucTpanuu
IIPOU3BOJUTENS JIEKAPCTBEHHOI'O IIpemapaTa s MEAMIMHCKOIO IPUMEHEHMsT B KadecTBE
HaJIOroIUlaTeNbpllMKa B CTpaHe perucrpauuu (Aas PpOCCUMCKUX  IOPUAWYECKUX JIMIL -
UACHTU(PUKAIIMOHHBIN HOMep HanoromnaTtensinuka (MHH), ans nHOCTpaHHBIX IOPUANYECKHUX JIHII -
CTpaHa PETUCTPALMH, HaAUMEHOBAaHHE PETUCTPUPYIOLIEr0 OpraHa, pPEerMCTPALMOHHBIN HOMEp, KOA
HaJIOrOIUIaTENbIIMKAa B CTpaHE perucrpauuu (MHKOPIOpalMU) WM €ro asauor); (B pen.
®enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

o) (apmakorepaneBTHUECKass TpyIIa, KoOJ JIEKAPCTBEHHOTO TIpemapara IO  aHAaTOMO-
TepareBTHUECKO-XMMUYECKON KJaccu(uKalul, peKOMEHAOBaHHON BcemupHoW opraHuzanueit
31paBooxpaHeHus; (B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

€) I0Ka3aHMs U IPOTUBONOKA3aHUs K IPUMEHEHUIO JIEKapCTBEHHOTO Mpenapara;

) TOOOYHBIE JIEHCTBUSA JIEKAPCTBEHHOTO MIPEnapara;
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3) CPOK FOJJHOCTH JIEKAPCTBEHHOTO Ipenapara;
1) YCJIOBHS XpaHEHUs JIEKapCTBEHHOT'O Mpenapara;
K) YCJIOBHS OTITyCKa JIEKAPCTBEHHOTO IIpenapara;

1) HoOMep (apMakomeHOW CTaTbu WM B ClIydae €€ OTCYTCTBHSI HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH 100 HOPMATUBHOTO TIOKYMEHTA;

M) JaTa TrOCyJapCTBEHHOW PpErucTpanuy JEKapCTBEHHOI'O Ipenapara M €ro perucTpaliOHHBIN
HOMEp, JaTa 3aMEHbl pPEruCTPAllMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapara Ha
0eccpodyHOe PErUCTpaAllMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOrO Iperapara, JaTa IoJadu
3asIBJICHUSI O TOATBEP)KICHUM T'OCYNapCTBEHHOW pErucTpanuu JEKapcTBEHHOIO Ipenapara, gaTa
OTMEHBI FOCYJapCTBEHHOM perucTpaium JeKapcTBEHHOI O Ipenaparta; (B ped. deaepaibHOro 3aKoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) KayeCTBEHHBIH COCTaB U KOJMYECTBEHHBIM COCTaB JEHCTBYIOLIMX BEHIECTB M KaueCTBEHHBIN
COCTaB BCIIOMOTATENbHBIX BEIIECTB JIEKAPCTBEHHOTO Ipenaparta; (B pea. deaepalibHOro 3aKoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) uHpopmaius 000 BceX pa3pelieHHBIX BUaX BTOPHUHOU (MOTPEOUTENbCKOM) YIIaKOBKH; (B pei.
@enepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) fAaTa TNPUHATHS PELIEHUS O BO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM IpemnapaTr IpH
TOCYJapCTBEHHON perucTpauud B KadyecTBE Op(aHHOTO JIEKAPCTBEHHOrO IMpenapara (Juis
JIEKapCTBEHHBIX MPENaparoB I MEIUIUHCKOTO NpUMEHEHus); (B pel. DenepalbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 475-D3)

p) HalW4ue JIEKApCTBEHHOTO Tpernapara B TEpeYHe >KU3HECHHO HEOOXOMUMBIX W BaKHEHIIMX
JIEKapCTBEHHBIX MPENapaToB (sl IEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO IPUMEHEHNUs); (B
pen. @enepanbHbix 3akOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 475-
D3)

C) HAJIMYME B JIEKAPCTBEHHOM Ipenapare HapKOTHYECKHUX CPEACTB, IICUXOTPOIHBIX BEIIECTB M UX
MPEKYpCOPOB, NOMJICKAIMX KOHTpoJar0 B Poccuiickoit denepanuu, B COOTBETCTBUU C
3aKkoHOmarenscTBOM Poccuiickont ®enepanuu, MEXIYHapOIHBIMU JorosopaMu Poccuiickon
@enepanyy, B ToM uMciae EuHON KOHBEHLMEH O HapKOTHMUYECKHX cpexactBax 1961 roma wu
KonBeHnnuen o ncuxorponssix Bemectsax 1971 rona; (B pen. @enepanpHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. or 13.07.2015))

T) uHboOpMalMg O TOM, SBISETCS JHM JaHHBIM JIGKAPCTBEHHBIM mpenapar peepeHTHHIM
JIEKapCTBEHHbIM IpenapaToM; (B pea. PenepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pen. or

13.07.2015))

y) CBEleHUs O IojAaue 3asBJICHUS O BHECEHMM WM3MEHEHMH B JIOKyMEHTBI, COAEpIKalluecs B
PETUCTPAIIMOHHOM JIOChE Ha JIEKapCTBEHHBIH mpenapar; (B pen. demepanbHOrO 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) moxmyHKT yTpatui cuiy. (B pen. @enepanbHoro 3akona ot 27.12.2019 N 475-P3)

X) CPOK BBEACHHS JICKAPCTBEHHOTO MperapaTa JUIsl BETCPUHAPHOTO NMPUMEHEHHUS B TPa)TaHCKHMA
obopot; (B pen. denmepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. or 13.07.2015), ot
30.01.2024 N 1-®3)

11) “UH(GOPMAIHSL O TOM, SBJISICTCS JIM JTaHHBIHN JIEKapCTBEHHBIN IpenapaT op(paHHBIM JEKapCTBEHHBIM
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MpemapaToM, WMMYHOOMOJOTHYECKUM JIGKAPCTBEHHBIM IpEnapaTroM, paarnodapMareBTHIeCKHM
JIEKapCTBEHHBIM IPENapaToM, TOMEONAaTHYCCKUM JIEKApPCTBEHHBIM MpernapaToM, OHOJIOTUYECKUM
JIEKAPCTBEHHBIM TPENapaToM, BBICOKOTEXHOJIOTMUHBIM JIEKAPCTBEHHBIM IIpENapaToM, BIIEPBbIC
3aperucTpupoBaHHbIM B Poccuiickoii denepann B COOTBETCTBUU ¢ HactosAmuMm DenepalbHbIM
3aKOHOM WJIM aKTaMH, cocTaBstomuMu rnpaBo Coro3a; (B pen. @enepanpHoro 3akona ot 30.01.2024
N 1-®3)

2) B OTHOUICHUH (papMaIeBTUYECKUX CYOCTaHIIHIA:

a) HanmMeHOBaHHE (apMalEeBTUYECKOW CYOCTaHIIMM (MEXKIYHApOJHOE HEMAaTeHTOBAaHHOE, WIIH
TPYNIHPOBOYHOE, MU XMMHYECKOE M TOPrOBOE HAMMEHOBaHUs), (opMa BBIMTycKa (C yKa3aHHEM
JO3UPOBKH (IIPH HATUYUH), PAcOBKH M YITaKOBKH); (B pen. DemepanbHbIX 3akoHOB oT 22.12.2014 N
429-@3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

0) HauMEHOBaHHE M aJpec MPOU3BOAUTENS (hapMalEBTHUECKOW CyOCTaHIMM (U1 POCCUHCKUX
IOPUIMYECKUX JIMII - UISHTH(PUKAIMOHHBIN HOMep Hanorormiarensimka (MHH), s nHOCTpaHHBIX
IOpUAMYECKUX JIML - CTpaHa pPETUCTPalliM, HAUMEHOBAHHWE PETUCTPUPYIOIIETO OpraHa,
PETUCTPALIMOHHBIA HOMED, KOJ HAJOTOILIATENIbIIUKA B CTPAHE PETUCTPALMU (MHKOPIOpALlUK) WU
ero anajsor); (B pea. @eaepanbuoro 3akoHa ot 30.01.2024 N 1-®3)

B) CPOK TOJHOCTH (hapMalleBTHUECKON CyOCTaHIINY;
I') YCJIOBUS XpaHEHUs (papMalieBTUIECKON CyOCTaHIINH;

o) HoMep ¢apMakomeWHOW CTaTbu MM B ClIydae €€ OTCYTCTBHSI HOMEpP HOpPMaTHBHOM
JOKYMEHTAIMH 100 HOPMATUBHOTO JOKYMEHTA;

e) Hanuuue (papmaneBTUYECKOH CyOCTaHIIMU B IEpeUyHE HAPKOTUYECKUX CPEICTB, TCUXOTPOIHBIX
BEIIECTB U UX MPEKYPCOPOB, MOIEKAIMX KOHTPOIt0 B Poccuiickoit @enepaunu, B COOTBETCTBUH C
3aKkoHOmarenscTBOM Poccuiickont ®enepanuu, MEXIYHApOIHBIMU JorosopaMu Poccuiickon
@enepany, B ToM uMciae EuHON KOHBEHLMEH O HapKOTHMUYECKHX cpexactBax 1961 roma wu
KonBeHnnuen o ncuxorponssix BemecTsax 1971 roxpa. (B pea. ®denepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. or 13.07.2015))

2. ®apmareBTHUECKas CyOCTaHIUs, MPOU3BENEHHAs IJIsl pealn3alii, MOXeT OBbITh BKIIIOYCHA B
TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB HA OCHOBAHHM 3asBICHHS pa3padOTUMKa WIIH
MIPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEACTBA JIMOO YIMOJTHOMOUYECHHOTO UMHU FOPUIAMYECKOTO JIUIA TIPH
YCIIOBUY TPOBEJIECHUS B OTHOIICHUWU TAaKOH (apMalieBTUYECKON CyOCTAaHIIMH SKCIEPTU3bl KauyecTBa
¢dapManeBTHUECKOW CyOCTaHUMH B TIOpSIKE, YCTAHOBJIEHHOM cTaThel 34  HACTOSAIIEro
@enepanbHOro 3akoHa. B oTHomeHMn (apManeBTUUYECKUX CYOCTaHIMM, MPOU3BEICHHBIX IS
peanu3aluy, B TOCYJAapCTBEHHOM pEeCTpe JIEKaPCTBEHHBIX CPEACTB COINEPXKUTCS CIIeIyIoas
uHpOpMaLHs:

1) nammeHoBaHMe (DapMaleBTUUECKON CyOcTaHIMM (MEXIYHApPOAHOE HEMATCHTOBAaHHOE, WIIH
IPyNIMPOBOYHOE, MWIIM XMMHUYECKOE M TOProBO€ HaMMEHOBaHUs), (popma BbIMycKa (C yKazaHUEM
JO3UPOBKH (IIPH HATUYUH), PAcOBKH M YITaKOBKH); (B pen. DemepanbHbIX 3akoHOB 0T 22.12.2014 N
429-®3 (pen. or 13.07.2015), o1 30.01.2024 N 1-P3)

2) HauMEHOBaHHE, aapec MPOU3BOIUTENS (papMaIeBTUUECKONW CyOCTaHIIUH, a TAKKE B OTHOLICHHUH
JIEKaPCTBEHHBIX CPEJICTB JJISI MEAULMHCKOTO IPUMEHEHUS CBEICHUS O PETUCTPALMU POU3BOAUTENS
(dapmaneBTHUECKON CyOCTAaHIIMM B KAdeCTBE HAJOTOIUIATENbIIUKA B CTpaHE PETUCTpAy (ISt
POCCHUICKHX FOPUIUYECKUX JIUI - UACHTU(DUKAIIMOHHBIM HOMep Hamoromnatenbiuka (MHH), mnns
WHOCTPAaHHBIX HOPUAMYECKUX JIML - CTPAHA PETUCTPALMM, HAUMEHOBAHUE PETUCTPUPYIOLIETO
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OpraHa, pEerucTpalMOHHBI HOMEp, KOJ HAJOroIUIaTeNbIMKa B CTpPaHE perucTpanuu
(MHKOpIIOpaluy) UK ero aHaior); (B pea. @enepanpHoro 3akoHa oT 28.12.2017 N 425-P3)

3) cpok rogHOCTH hapmaneBTUYECKO# cyOocTanmmu; (B pen. DenepanpHoro 3akoHa ot 22.12.2014 N
429-®3 (pen. or 13.07.2015))

4) ycnoBus xpaHeHus (apmareBTHUecKoi cyOcraniuu; (B pea. demepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pex. or 13.07.2015))

5) Homep QapmakoneifHOH cTaTbu JMOO B Clyyae €€ OTCYTCTBHS HOMEpP HOPMAaTHUBHOU
JOKYMEHTAllMi WJIM HOPMAaTUBHOTO JOKyMeHTa; (B pen. denepanbHoro 3akoHa or 22.12.2014 N
429-03 (pen. ot 13.07.2015))

6) Hanmuumne ¢apMareBTHYECKONW CyOCTaHIIMK B MEPEYHE HAPKOTUYECKUX CPEICTB, TCHUXOTPOIHBIX
BEIIECTB U UX MPEKYPCOPOB, MOIEKAIUX KOHTPOIt0 B Poccuiickoit @enepanunu, B COOTBETCTBUH C
3aKkoHOmarenscTBOM Poccuiickont  denepauuu, MEXIYHapOIHBIMU JOrosopaMu Poccuiickon
@enepanyy, B ToM uMciae EAuHON KOHBEHLMEH O HapKOTHMUYECKHX cpexactBax 1961 roma wu
KonBeHnnuen o ncuxorponssix Bemectsax 1971 rona; (B pen. @enepanpHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. or 13.07.2015))

7) mata BKItoueHUs! (papMareBTUUECKON CyOCTAaHIIMU B TOCYJIAapPCTBEHHBIN peecTp JEKapCTBEHHBIX
CPEICTB, JaTa BHECEHUS W3MEHEHUH B JOKYMEHTHl (apMaleBTHUECKON CyOCTaHIMM, Oara
UCKITIOYCHHS (papMarieBTUYeCKOl CyOCTaHIIMM W3 TOCYAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX
cpencts. (B pea. enepanbHoro 3akoHa oT 22.12.2014 N 429-@3 (pex. ot 13.07.2015))

3. Tlopsnok BeaeHMsI TOCYIApCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO
IIPUMEHEHUsT U IMOPSIJOK BEIEHUsA TOCYAAPCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEIACTB s
BETEPUHAPHOTO MPUMEHEHHSI YTBEPXKIAIOTCS COOTBETCTBYIOLIMM YIOJIHOMOYEHHBIM (peepaibHbIM
OpPraHOM HCIIOJHUTEIbHOM BIACTH.

Crarbs 34. BriloueHue B rocy1apCTBEHHbIH peecTp JIeKAPCTBEHHbIX
CPeICTB U UCKJIIYEHHUE U3 TOCYJaPCTBEHHOI0 peecTpa
JIEKAPCTBEHHBIX CPEACTB (papMalieBTUYECKON CyOCTAHIUM,
NMpOoM3BeAeHHOM /1A peajm3anuu (B pea. PeaepasbHOro 3aK0Ha 0T
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

1. Hna BximoyeHHus (papmaneBTHUECKON CyOCTaHIMM, MPOU3BEIACHHOW JUIs pealn3alui, B

rOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB, MPOBOAMUTCS HKCIEPTH3a €€ KauecTBa. (B pei.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

Honosxcenus wacmu 2 cmamou 34 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO08EPEHUIL
JIEKAPCMEEHHBIX NPEnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
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oOpaweHuu 8 YNOIHOMOUEHHBLIL (hedepanbHblil OP2aH UCHOTIHUMENbHOU 671ACMU 3a 8bl0aYell
YKA3aHH020 0yOIuKama Hanpasiaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUICHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTHOMOUEHHO20 (hedepanbHo20 0peana UCHOIHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenuna nynkma 2 cmamou 34 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUSA NPU €20
obpawienuu 8 ynoaHOMO4YEeHHbLI (edepanbHblil OP2an UCHROIHUMENbHOI 611aCmU 3a 8bl0auel
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. DKcrepTH3a KauecTBa yKa3aHHOH B yacTu | HacTodAmIel cTaThy (papMalieBTUIeCKOi CyOCTaHIIuH,
COCTaBJIEHME KOMHMCCHEW 3KCIEPTOB 3aKJIIOUEHUI IO pe3ysibTaTaM 3TOM 3KCIEPTU3bI, OAIUCAHUE
UX YCWICHHBIMH KBaTH(PULIUPOBAHHBIMH 3JIEKTPOHHBIMU TOANHUCSAMH, HAIpPaBICHUE JIAHHBIX
3aKIIOYCHUH B JIMYHBIH KaOMHET YMOJHOMOYEHHOTO (heepanbHOro opraHa HCHOJIHHUTEIBHOM
BJIACTH B €IMHON CHUCTEME OCYIIECTBISIOTCS B CPOK, HE MPEBBIIAIOIINI TPUALATH pabounx THEH co
IHS HalpaBlIeHWs B JIMYHBIM KaOWMHET SKCIEPTHOrO YUYPEeXKICHHUS B EIUHON cHucTeme
COOTBETCTBYIOILIETO 3a/laHUsl YIOJHOMOYEHHOTO (ellepajbHOro OpraHa MCIOJHHUTEIbHOIN BIIACTH,
MOJNMCAHHOTO YCWJIEHHOW KBaNU(UIIUPOBAHHON AJIEKTPOHHON TMOAMUCHIO, U  CIEIYIOIIUX
JOKYMEHTOB (cBenieHui): (B pen. @enepanbHoro 3akoHa or 30.01.2024 N 1-P3)

1) cBeneHus O JaTe NPENOCTABIEHUS U PETMCTPALMOHHOM HOMEpE JIMIIEH3MM Ha IPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEICTB WJIM CBEIACHUSA O JAaTe€ IPEAOCTaBICHUS W PErUCTPALMOHHOM HOMeEpe
3aKIIOYCHUST O COOTBETCTBUU TPOU3BOAMTENS JIGKAPCTBEHHBIX CPEIACTB TPEOOBAHUSAM MPaBUII
HaJJIeXkKalleld MpPOU3BOACTBEHHOM NPAKTUKH, BBIIAHHBIX (MPEJOCTABIEHHBIX) YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTEIBHON BIACTH, B CIydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO
cpeactBa ocyuectBisiercas B Poccuiickoit ®enepaunn; (B pen. denepanbHpIX 3aKOHOB OT
22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

Honoscenua nynkma 2 uacmu 2 cmamou 34 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyo0apcmeeHtblX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTICHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUYCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
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enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 2 wacmu 2 cmamou 34 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyoapcmeeHtbvX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2) xomusi JIOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOIUTEIS
JIEKAPCTBEHHOI'0 CPEACTBA U IOATBEPKIAIOLIECTO pa3pelleHue IPOU3BOACTBA JIEKAPCTBEHHOI'O
CPEICTBA, U €0 NIEPEBOJ HA PYCCKUM SI3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM IIOPSAKE, & TAKIKE KOIUS
3aKIIOYCHUST O COOTBETCTBUU TPOU3BOAMTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM MPaBUII
Ha/IJIeKaIIeld IPOM3BOICTBEHHOM MPAKTHKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM
UCTIOJIHUTENIBHOW BJAcTH, JIMOO KOMMSA pELICHUS YIOJIHOMOYEHHOro (peaepanbHOro opraHa
UCTIOJIHUTENIBHOM  BJIACTM O MpPOBEACHUU  (hapMaleBTHUECKOW MHCHEKIMH IPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB AJISI MEAUIIMHCKOTO MPUMEHEHHSI Ha COOTBETCTBHE TPEOOBAHUSAM MPABUII
HaJUIeKALEH TPOU3BOIACTBEHHON IPAKTUKM EBpPa3sMICKOrO0 3KOHOMUYECKOIO CO03a. YKa3aHHbIC
JOKYMEHTBl IPEACTABIAIOTCA B CIy4dae, €CJIM IIPOU3BOACTBO JIEKAPCTBEHHOIO CPEACTBA
ocymiecTBisieTcss 3a mnpenenamu Poccuiickoit @enepanuu; (B pen. denepanbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 30.01.2024 N 1-D3)

3) IOKYMEHT, COIEpKalluil ClIeAyIoIIue CBeIeHUS O (apManeBTUYECKOW cyOcTaHuuu: (B pes.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

a) HauMMEHOBaHUE (HapMaIleBTHUECKON CyOCTaHIMM, €€ CTPYKTypa, oOuue cBOWCTBa; (B pea.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

0) HaMMEHOBaHME U aJpec Mpou3BoauTeNs; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93
(pen. or 13.07.2015))

B) TEXHOJIOTUS MPOU3BOACTBA C OMUCAHUEM CTAJUI MPOU3BOJCTBA M METOJIOB KOHTPOJS HAa BCEX
cTanusax npousBonacTBa; (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

I') onucaHue pa3paboTKU Mpoliecca Mpou3BoACTBA; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. or 13.07.2015))

1) ONHCAaHHE KOHTPOJS KPUTHUUECKUX CTaJui TIpolecca MPOU3BOACTBA M IMPOMEXKYTOUHOM
nponykuuy; (B pea. @enepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pex. ot 13.07.2019))

€) JOKYMEHTAJIbHOE MOATBEPXKICHUE (BalUJalMs) IMpoIeccoB M (WIM) HUX OIEHKa; (B pel.
®enepanbHOro 3akoHa or 22.12.2014 N 429-P3 (pexn. ot 13.07.2015))

) CBOMCTBA M CTPYKTypa AEUCTBYIOUIMX BellecTs; (B pea. denepanpHoro 3akoHa ot 22.12.2014 N
429-03 (pen. or 13.07.2015))

3) XapakrepucTuka npumeceil; (B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot
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13.07.2015))

n) cnenudukanys Ha papmaneBTHUECKyI0 cyOcTaHIMIO U ee oO0ocHOBaHue; (B pea. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) QHAIUTHUYECKHE METOJMKH, HCIIOJIb3YyEeMble IIPU OCYIIECTBICHUM KOHTpPOJII KadecTBa
bapmaneBTHueckol cyOctanimy; (B pen. dexepanpHoro 3akoHa ot 22.12.2014 N 429-3 (pen. ot

13.07.2015))

7) TOKyMEHTAIbHOE MOATBEPXKACHUE (Baluaalvs) aHAIUTHICCKUX METOJMK, HCIIONB3yEeMBIX IMPU
OCYIIECTBIICHUM KOHTPOJII KadecTBa (apMmareBTudeckoil cyOcrtanuuu; (B pen. DemepambHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

M) pe3yJbTaThl aHaM3a cepuil papmaneBTuueckoil cydcranuuu; (B pen. deaepanbHOro 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) NepeYeHb CTaHAAPTHBIX 00pPA3LIOB WIIM BEIIECTB, UCTIONb3YEMBIX MIPU OCYIIECTBICHHUH KOHTPOJIS
KauecTBa; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pea. ot 13.07.2015))

0) OMHCAaHUE XAPAKTEPUCTHK M CBOWCTB yIMAKOBOYHBIX MATEPUATOB U YKYMOPOYHBIX CPEACTB; (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) JaHHBIE O cTabWIBHOCTH (papmaneBTHUECKOil cyOcranimu; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) cpok rogHocTH. (B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) NOKyMEHT, COJepKalUi CBEAEHHS O PETUCTPALIUU IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO IPUMEHEHHS B KadeCTBE HAJIOIOIUIATENbIIMKAa B CTPAHE pErucTpauuu (s
POCCHUNCKHX FOPUIUYECKUX JIUI - UACHTU(DUKAIIMOHHBIM HOMep Hamoromatenbiuka (MHH), nns
MHOCTPAHHBIX IOPUIMYECKUX JHI] - CTpPaHa PETUCTpallMM, HAaUMEHOBAHHME PETUCTPHUPYIOIIETO
OpraHa, pEerucTpalMOHHBI HOMEp, KOJ HAJOroIUIaTeNbIIMKa B CTpPaHE perucTpanuu
(MHKOpHIOpanuM) UK ero asaior). (B pen. @enepanpHoro 3akoHa oT 28.12.2017 N 425-P3)

Honosxcenus wacmu 3 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpoOpMayuonHol cucmemol 8 cihepe 30pagooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblxX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus wacmu 3 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
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(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o Oyoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTNCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

3. Jlns mpoBeneHMs DKCHEPTHU3bl KadyecTBa YKa3aHHOM B dYacTu 1 Hacrosiied cCTaTbu
(dapMarieBTHUECKOW CyOCTaHLIMM 3asBUTENb HAMpPABISET IOCPEACTBOM €IMHOI0 IopTajla B
YIIOJIHOMOYEHHBIH  (eiepajbHbIii OpraH WCIOJHUTENFHOW BJIACTH WIM JIMYHBIA KaOWHeT
YIIOJIHOMOYEHHOTO (peIepaJbHOr0 OpraHa HCIOJHUTENBHON BIACTH B €IUHON cucteme: (B pei.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenua nynkma 1 wacmu 3 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmMasienus 20cyo0apcmeeHtblX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CY0aPCMEEHH O
UHpOpMayuoHHOU cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblxX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNiCHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0 meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSGAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (edepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honoscenua nynkma 1 wacmu 3 cmamou 34 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmMasienus 20cyo0apcmeeHtsxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblxX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1) 3asBieHHE O BKIIOYEHWH B TOCYJApPCTBEHHBIH pPEECTp JEKApPCTBEHHBIX CPEACTB JaHHOM
(dapMareBTHUECKOW CyOCTaHIIMH, MOAMMCAHHOE YCWJIEHHOW KBaNMU(DUIUPOBAHHON 3JIEKTPOHHON
noanuckio; (B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Honosxcenua nynkma 2 wacmu 3 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwgueca nPeOOCmMasaenus 20cyo0apcmeenvixX Yciy2 npu 00paujenuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHBOM eOUHOIL 20CY0APCMEEHH O
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UHpoOpMayuonHou cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoscenua nynkma 2 wacmu 3 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), kacarouwuecs nPedoCmMasienus 20cyoapcmeeHtbvxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUS ROCPEOCMEOM (hedepanbHOIl 20Cy0apCcmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromcesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMENbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2) pEeKBU3UTHI TOKYMEHTA, TOATBEPKIAOLIETO YIIJIATy TOCY1apCTBEHHOMN MOLUIMHBI 32 BKJIIOYEHHE B
TOCYJapCTBEHHBI  peecTp  JIGKAPCTBEHHBIX  CPEACTB  (papMaleBTUYECKOH  CyOCTaHIuH,
MPOU3BEACHHON Ui peaju3aluu, JIMO0 Mo COOCTBEHHON MHUIIMATHBE YyKa3aHHBIM JIOKYMEHT.
YTHOTHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENBHOW BIIACTH MpOBEpsAeT (AaKT yIiaTel
TOCYJapCTBEHHON TIONUIMHBI 3asBUTENIEM C HCIOJb30BaHHMEM HH(popMmamuu 00 ymaTe
rOCYJapCTBEHHON MOLUIMHBL, cojaepskamieicss B ['ocyaapcTBeHHOM MH(POPMALMOHHOW CHCTEME O
TrOCYJapCTBEHHBIX W MYHMIMIAIbHBIX IUIATEKAaX, Ha OCHOBAHUU IIPEICTABIICHHBIX 3asBUTEIIEM
PEKBU3UTOB JOKYMEHTa, IOATBEP)KIAIOLIET0 YIUIATy TOCYAApCTBEHHOM MOLUIMHBI, (B pex.
®enepasibHbIX 3aKOHOB 0T 22.12.2014 N 429-P3 (pea. ot 13.07.2015), ot 30.01.2024 N 1-P3)

3) HOKYMEHTBHI, YKa3aHHble B 4YacTH 2 HacTosiel crtateu; (B pen. deaepalibHOro 3akoHa OT
22.12.2014 N 429-@3 (pex. or 13.07.2015))

4) 3asBieHUE O BbAAue paspelieHus Ha BBO3 B Poccuiickyto denepannio KOHKPETHOM MapTHH
HE3apErUCTPUPOBAHHOIO  JIEKAPCTBEHHOI'O  CPEJCTBA, IPEAHA3HAUYEHHOIO Uil IPOBEACHMS
yKa3aHHON »skcneptussl. (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

Honosxcenusn vacmu 3.1 cmamou 34 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasgienus 20cy0apcmeenblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pagooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
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pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvioaromcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o Oyoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTNCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxncenusn vacmu 3.1 cmamou 34 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHozZ0 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3.1. B cnyuae HempeacTaBlieHUs C 3asBICHMEM O BKJIOYEHMHM B TOCYJAapCTBEHHBIH peEecTp
JICKapCTBEHHBIX CPEACTB (hapMaIeBTUUECKOW CYyOCTaHIIMM BBIJaBaeMbIX (TIPEIOCTaBISIEMBbIX)
YIOJIHOMOYEHHBIMU (heZiepallbHBIMUA OpraHaMU HCIOJHUTENIBHOM BJIACTH JOKYMEHTOB (CBEICHUIA),
yKa3aHHBIX B IMyHKTax | ¥ 2 yacTu 2 HACTOALICH CTaThbH, YIOJIHOMOYEHHBINH (penepanbHblii opran
UCIIOJHUTENIBHOM BJIACTHU  3alpalllMBacT yKa3aHHbIE JOKYMEHTBHl (CBEACHMs) B IOpSIKE
MEXBEJOMCTBEHHOTO HMH(OpMAIMOHHOTO B3auMmojeicTBus. (B pen. denepaldbHBIX 3aKOHOB OT
27.12.2019 N 478-@3, ot 30.01.2024 N 1-P3)

Honosxcenus wacmu 4 cmamou 34 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHBOM €OUHOIL 20CYO0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblxX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaxicHom Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCcCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHO 611aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenun wacmu 4 cmamou 34 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
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JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauxkama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU KeATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4. B Teuenue nsATH pabodux JAHEH CO JHS MPUHATHUS 3asBJICHHUS O BKIIOUYEHUH YKa3aHHOM B yacTu 1
HACTOSIIEH CTaThu (papMalleBTUYECKON CyOCTaHIIMM B TOCYJApCTBEHHBIN peecTp JIeKapCTBEHHBIX
CPEICTB M JOKYMEHTOB, IEPEUUCICHHBIX B 4acTU | M myHKTe 2 yacTu 3 HACTOSILEH CTaTbH,
YIIOJIHOMOYEHHBIN (peepanbHblii OpraH MCHOJIHUTENBbHONW BiacTH: (B pen. denepanbHBIX 3aKOHOB

or 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 30.01.2024 N 1-®3)

1) IpoBOOUT MPOBEPKY MOJTHOTHI M JOCTOBEPHOCTU JAHHBIX, COJAEPKAIIMUXCS B IMPEJCTABICHHBIX
3asBUTENIEM NOKyMeHTaX; (B pen. denepanbHoro 3akoHa oT 25.11.2013 N 317-P3)

2) NpUHUMAET pPEIIEHUE O HAIPaBJICHHUU B HDKCIEPTHOE YUPEXKICHUE 3a/laHus Ha IPOBEICHHE
HKCHEpPTH3bl KayecTBa YKAa3aHHOM B 4acTH 1 HacTosled ctarbu (apMaleBTHUECKOW CyOCTaHIIUH
WM 00 OTKa3e B TAKOM HallpaBlICHUH;

Honosxcenua nynkma 3 wacmu 4 cmamou 34 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecs nPedoCmMasienus 20cyo0apcmeentbvlxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0APCMEEHH O
UHpoOpMayuonHoU cucmemol 8 cihepe 30pagooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaANiCHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus c 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUTCHHOU K6ATUPUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 3 uacmu 4 cmamou 34 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarowuecsa nPedoCcmMasienus 20cyoapcmeeHtblxX yciy2 npu 00paujeHu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensarwomesn c 01.01.2026. /lyonuxamol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0aUuell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3) HampaBisieT B JIMYHBIM KaOWHET 3asBHUTENS B €IWHOM CHUCTEME TOJINHCAHHOE YCHIICHHOU


https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l335
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1070
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l98
https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1185
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l26
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l335

KBAJTM(UIIUPOBAHHON AJIEKTPOHHON MOMMCHIO YBEIOMIICHHE O MPUHITOM PEIICHUN WU B Clydyae
OTKa3a C yKa3aHMEM IIPUUYMH TaKOro oTKaza. (B pea. PenepalibHbIX 3aKOHOB OT 22.12.2014 N 429-
@3 (pen. or 13.07.2015), or 30.01.2024 N 1-D3)

Honosxncenusn vacmu 4.1 cmamou 34 (6 peo. Dedepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuoHHOU cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblxX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OYMaANHCHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUTL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3annoz2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUICHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMENbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honosxncenusn wacmu 4.1 cmamou 34 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeennblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0 eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

4.1. B ciyuae BbIsIBIICHUS HEIOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH CBEJCHUMN, COACPIKALTUXCS B
NpPEJCTAaBICHHBIX  3asABUTEJEM  MaTepualiax,  YHOJHOMOYECHHbBIM  (enepanpHBIi  Opras
VCIIOJIHUTEJILHOM BJIACTH HAINPABJISAET 3asBUTENIO MOCPEICTBOM €IUMHOIO MOpTala WIM B JIMYHBIN
KaOMHET 3asiBUTENS B €IMHON CHCTEME 3alpoc 00 YTOUHEHUH yKa3aHHBIX CBEJICHHM, IOANMCaHHbIH
YCUJICHHOM KBalU(HUIIMPOBAHHOW 3IIEKTPOHHOM moAanuceio. (B pen. depepaqbHOro 3akoHa OT
30.01.2024 N 1-®3)

Honosxncenusn uacmu 4.2 cmamou 34 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHO 611aCmU 3a 8bl0auell
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YKA3aHH020 OyOIUKama Hanpasiaemcsa 6bINUCKA U3 20CY0apCmMEeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUTIEHHOU K8ANUPUUUPOBAHHOIL IJIEKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YROTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxncenusn vacmu 4.2 cmamou 34 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROONUCAHNHAA YCUTNCHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.2. 3asgBuTenb 0053aH HANpaBUThb IOCPEACTBOM E€IMHOTO TOpTaja B YHOJHOMOYCHHBIH
denepanbHBIi  OpraH MCIOJHUTEIBHONM BJIACTH WIM JIMYHBIM KaOWHET YIOJHOMOYEHHOTO
denepanbHOrO OpraHa WCIOTHUTEIBHOW BJIACTH B €IUHOW CHCTEME TMOJNHCAHHBIN YCHICHHOU
KBAJTM(HUIIUPOBAHHON 3JIEKTPOHHOM MOANHUCHIO0 OTBET HAa 3alpOC YIOJIHOMOYEHHOTO (heepanbHOro
OpraHa WCIOJHHUTEIBHOM BJIACTH B CPOK, HE NPEBBIMIAIOMIMN JIeBSHOCTA pabouyux IHEH co JHA
MOJIyYeHHUS YHNOJHOMOYEHHBIM (heiepabHbIM OpPraHOM HCIIOJIHUTENFHOW BIIACTH 3JIEKTPOHHOTO
YBEAOMJIEHHSI O MOIYYEHHUH 3asBUTEIEM AAHHOTO 3amnpoca. Cpok, yKa3aHHbIN B 4acTH 4 HacTosALIEH
CTaTbhH, IPUOCTAHABIMUBACTCA CO JHS HAIPABIICHUs 3asIBUTEIIO IIOCPEACTBOM €IMHOIO IopTaia Uin
B JIMYHBIN KaOWHET 3asiBUTENS B €JMHOM CHCTEME 3aIipoca YIOJIHOMOYEHHOTO (peepaibHOro opraHa
WCIIOJIHUTEJIBHONM BJIACTH [0 [HS HAIPaBJICHUS 3asBUTEIIEM IIOCPEICTBOM EIUMHOrO IOpTaja B
YIIOJIHOMOYEHHBIH  (eiepajbHblii OpraH HCIOJHUTENFHOW BJIACTH WIM JIMYHBIA KaOWHeT
YIOJIHOMOYEHHOTO (he/IepaIbHOr0 OpraHa UCIOJHHUTEIbHOM BIACTH B €IMHON CHUCTEME OTBETa Ha
JAHHBIM 3alpOC M HE YYUTHIBACTCA IIPU HCYUCICHUM CpPOKa DOKCIEPTU3bl KadyecTBa
(dapmaneBTHUECKON CyOCTaHIIMM, TPOU3BENCHHON s peanu3anuu. (B pea. DeaepanbHOro 3aKOHA
o1 30.01.2024 N 1-P3)

5. OcHoBaHMEM JUIsl OTKa3a B HAIPABJIEHUU B 3KCIEPTHOE YUPEKIEHHUE 3aJaHMsI HAa IPOBEICHHE
HKCHEPTH3bl KayecTBa YKAa3aHHOM B 4acTH 1 HacTosled ctarbu (apManeBTHUECKONW CyOCTaHIIUH
SBJIAETCS HEIPEICTABICHUE JOKYMEHTOB, YKAa3aHHBIX B YacTU 2 HACTOSALIEH CTaTbHU, OTCYTCTBUE
uHpOpMalKY, TOATBEpXKAAONIed (aKkT ymiIaTel TOCYZAPCTBEHHOM TOIUIMHBI 33 BKJIIOYEHHUE
(dapMareBTHUECKONW CyOCTaHIMM, TMPOU3BEIECHHON IS pealHu3alud, B TOCYJapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEACTB, HEIPEACTABICHUE 3asBUTEIEM B YCTAHOBIEHHBIM CPOK OTBETa Ha
yKa3aHHbII B yacTu 4.1 HacTosAIed CTaThbu 3ampoc YHOJIHOMOYEHHOro (elepalbHOr0 OpraHa
UCIIOJIHUTEJIBHON BJIACTH WJIM IPEACTaBICHUE JOKYMEHTOB, HE COJEpXKAIlUMX HCYEPIIBIBAIOLIETO
nepevyHs HeoOXOAMMBIX cBeAeHUH. (B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-@3 (pen. ot

13.07.2015))

Honosxcenus wacmu 6 cmamou 34 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0APCMEEHH O
UHpoOpMayuonHoU cucmemol 8 cihepe 30pagooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
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npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anH020 OyOauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTNCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus wacmu 6 cmamou 34 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHozZ0 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROONUCAHHAA YCUTCHHOU K6ATUPUUUPOGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6. B TedyeHune nATHaALATH pabouumxX MAHEH CO JHSA TMOJNyYEHHUsS PELICHHsS YIOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HUCIOJHUTENIBHOW BJIACTH O HANPABICHUUM B HKCHEPTHOE YUPEKICHHE
3aJJaHUs Ha TMPOBEJCHHME OKCIEPTU3bl KadyecTBAa YKa3aHHOW B YacTH | HacCTOALIEH CTaThH
(dapMarieBTHUECKOW CyOCTaHIMU 3asgBUTENb MPEJICTABIAET B OSKCIEPTHOE YUPESKICHUE VIS
MPOBEACHUS JTAaHHOM SKCIEpTU3bl 00pa3ibl (papMaleBTUYECKOW CyOCTaHIIMM B KOJUYECTBE,
HEOO0XOUMOM JUIs BOCTIPOU3BEICHHSI METOJIOB KOHTPOJISI KayecTBa. DKCIEPTHOE YUPEKIACHUE MPH
MOJyYeHUH 00pa3lloB YKa3aHHOM B yacTu | HacTosmiel cTatbu (apMarieBTUYECKONW CyOCTaHIIMH B
TOT >XK€ JEHb HANpaBisieT B JIMYHbIM KaOWHET 3asBUTENs B EJUHON CHCTEME YBEIOMJICHHE,
MOJTBEPXKAAIONIEE MOIyYeHHE 3TUX O00paszlioB. DTH CPOKH HE BKJIIOYAIOTCS B CPOK MPOBEICHHS
JaHHOM 3KcnepTussl. (B pell. PenepaiibHbIX 3aK0HOB 0T 22.12.2014 N 429-P3 (pen. ot 13.07.2015),
or 30.01.2024 N 1-®3)

7. Yacts yrpaTuna cuiy. (B pen. @enepansHoro 3akona ot 30.01.2024 N 1-03)

Honosxcenun vacmu 8 cmamou 34 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTICHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YNOJIHOMOUYCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
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enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenus vacmu 8 cmamou 34 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMeEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

8. B cpok, He MpeBBIIAONIMA MATH pabounx AHEW CO JHSA HANpaBJICHUS MOCPEICTBOM €IUHOTO
nopTaja B yIOJIHOMOYEHHBIN (eiepabHbIil OpraH UCTIOJHUTEIFHON BIACTH WM JIMYHBIN KaOWHET
YIIOJIHOMOYEHHOTO (peiepanibHOro OpraHa UCIOJHUTEIBHON BIACTH B €MHON CUCTEME 3aKITIOUEHHS
KOMHUCCHHM 3KCIIEPTOB IO PE3yJbTaTaM SKCIEPTH3bl KadecTBa yKa3aHHOM B 4acTu | Hacrosuieu
cTaThu (papMaleBTUYECKO CyOCTaHIINM, YIIOJTHOMOYECHHBIN (eiepaabHbIi OpraH UCTIOIHUTEIbHON
BiacTu: (B pen. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

1) OCYHICCTBJIACT OLICHKY TAKOIr'0 3aKIIIOYCHUA JIS OMPCACIICHUA €r0 COOTBCTCTBUA 3aJaHUIO HaA
IMPOBCACHUC I[aHHOfI 9KCIICPTU3HI,

2) mpUHUMAET pelIeHHe O BKIIOUYEHUH YKa3aHHOW B yacTu | HacTosIIel cTaTbu (papMareBTUIECKOi
CyOCTaHIIMM B TOCYJapCTBEHHBII PEeecTp JEKapCTBEHHBIX CPEJICTB MM pelIeHHe 00 OTKa3e B TAKOM
BKJIIOUEHUU;

Honosxcenua nynkma 3 uacmu 8 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), kacarouwuecs nPedoCmMasienus 20cyo0apcmeeHtsvlX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOTL 20CY0aPCMEEHH O
UHpoOpMayuonHoU cucmemol 8 cihepe 30pagooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNiCHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0aUuell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTICHHOU K6ATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 3 uacmu 8 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarowuecsa nPedoCcmMasienus 20cyoapcmeeHtblxX yciy2 npu 00paujeHu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensarwomesn c 01.01.2026. /lyonuxamol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX nPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
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Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKA3aHH020 0yOIuUKama Hanpasisaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUIEHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOTHUMETbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3) BHOCUT NpU NPHUHSATUU PELICHUS O BKJIIOYEHUWU YKa3aHHOW B 4YacTH | HacTosled cTaTbu
dapManieBTHUECKOW  CyOCTaHIMM B  TOCYJApCTBEHHBIM  peecTp JIGKAPCTBEHHBIX  CPEACTB
MPEeIyCMOTPEHHYI0 4YacThio 2 cratbu 33 Hacrosmero denepanbHOro 3akoHAa HHPOPMAIUIO H
HATpPAaBIIAET 3asABUTEIIO TOCPEJACTBOM EIUHOTO TOpTalia WM B JUYHBIA KaOWHET 3asBUTENS B
€IMHOM CHUCTEME BBIIIUCKY W3 TOCYJapCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX CPEACTB. (B pex.
®enepasibHbIX 3aKOHOB 0T 22.12.2014 N 429-D3 (pexn. or 13.07.2015), o1 27.12.2019 N 462-P3, oT
30.01.2024 N 1-®3)

9. OcHoBaHMeM [UJIsi OTKa3a BO BKJIIOUYEHMHM YKa3aHHOM B uacThd | Hacrosmed cTaTbu
(dapmaneBTHUECKON CyOCTaHIIMM B TOCYAAPCTBEHHBI PEECTp JEKAPCTBEHHBIX CPEICTB SBISCTCS
3aKJIFOYEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (heaepaabHOro OpraHa HUCHOTHUTEIbHOM
BIIACTH O TOM, YTO KayeCTBO (papMalleBTUYECKOW CYOCTAHIIMU HE MOATBEPKIACHO IMOYYCHHBIMH
TaHHbIMU. (B pea. PenepanbHbIX 3ak0HOB 0T 22.10.2014 N 313-P3; o1 04.06.2018 N 140-P3)

10. He nmomyckaercsi BKIJIIOUEHUE B TOCYNApPCTBEHHBIH PEECTpP JIEKAPCTBEHHBIX CPEACTB OJIHOM
(dapMarieBTHUECKON CyOCTaHIIMU, TPOU3BEACHHON I peain3alliil U BBITYCKAaeMON OJHUM H TeM
’Ke TIPOU3BOJUTENIEM, B BUE IBYX M OoJiee peecTpoBBIX 3amuceil. (B pea. denepanbHOro 3aKOHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

11. BHeceHne n3MeHEeHH B IOKyMEHTHI Ha (hapMaleBTHUECKYIO CyOCTaHIUIO, IPOU3BEACHHYIO JUIS
peanu3alyy U BKIIOYEHHYIO B FOCYJaPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, OCYLIECTBISAETCS
B IOpsAKe, ycTaHOBIEHHOM cTatbaMHu 30 u 31 Hacrosmero denepalbHOTO 3aKOHA, C YIUIATOM
rOCyJapCTBEHHOM IOLUIMHBI, MPEIyCMOTPEHHOM 3akoHoxaTesnbcTBOM Poccuiickoit denepanuu o
Hasiorax u coopax. (B pexn. deaepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

Honoscenun wacmu 12 cmamou 34 (6 peod. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoalouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbl Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMBEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIeKMPOHHOUL
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

Honoscenus wacmu 12 cmamou 34 (6 peod. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblxX yciyz npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 015 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
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ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cybovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6emMEPUHAPHO20 NPUMEHEHUA NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anH020 OyOauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTNCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

12. Jlomyckaetcst oOpamieHue QapManeBTUIeCKol CyOCTaHIIMK 10 WCTEYCHUS CpOKa TOMHOCTH,
NPOU3BEACHHOW MJIsi peaJi3allid B TEUYEHHE CTa BOCBMHJIECATH MHEW TOCIE JAaThl HPUHSATHS
YIIOJIHOMOYEHHBIM  (eiepaibHbIM OpPraHOM HCIIOJIHUTENFHOW BJIACTH pEIIEHUS O BHECEHUH
M3MEHEHUH B JIOKYMEHTHI Ha (apMalieBTUYECKyl0 CyOCTaHIIMIO, B COOTBETCTBUU C MH(OpMaLuei,
cojiepkalieiics B JOKyMEHTax Ha (apMaleBTUYECKyl0 CyOCTaHIMIO O JaThl MPUHATHS TaKOTO
pemeHus. (B pexn. PenepanbHbIX 3akoHOB OT 22.12.2014 N 429-®3 (pea. or 13.07.2015), ot
30.01.2024 N 1-93)

13. Pemenune 00 UCKIIOUEHHMH U3 TOCYAapCTBEHHOIO pPEECTpa JIEKaPCTBEHHBIX CPEICTB
dapManeBTHUECKOW ~ CyOCTaHLUMHM,  TNPOW3BENCHHON  JUIsI  peanu3aliH,  [pUHUMAeTcs
YIIOJIHOMOYEHHBIM ~ (pe/iepalbHbIM OpPraHOM HCIIOJIHUTENbHOW BIACTM B ciydae: (B pen.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

1) mpeacTaBaeHUs: COOTBETCTBYIOUIMM YIOJTHOMOYEHHBIM (pe/iepajbHbBIM OPTaHOM UCHIOJIHHUTEIBHOM
BJIACTH 3aKJIFOYCHHS O PUCKE WK 00 Yrpo3e *KHM3HM WU 3J0POBbIO YEJIOBEKA JIMOO KUBOTHOTO MPH
HCII0JIb30BaHNU JIEKAPCTBEHHOTO CpelcTBa; (B pea. PeaepanbHOro 3akoHa or 22.12.2014 N 429-P3
(pen. or 13.07.2015))

Honoscenua nynkma 2 uacmu 13 cmamou 34 (¢ peo. @eoepanvrnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCmMasienus 20cyo0apcmeentslX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUTL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili OP2an UCHOIHUMENbHOI 671aCmU 3a 8bl0aUuell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Honoscenua nynkma 2 uacmu 13 cmamou 34 (¢ peo. @eoepanvnozo 3axona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmMasienus 20cyo0apcmeentblxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0151 6emepuHapHo20 NPUMEHEHUSL ROCPEOCMEOM (hedepanbHOIl 20Cy0apCmeeHHOl
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromesn c 01.01.2026. /lyonuxameol pecucmpayuonHblX YOOCHOGEPEHUIL
JIeKapcmeeHHbIX RPenapamos 0isa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy oopauieHus 1eKapcmeeHHbIX CPeOCme 01 6eMEPUHAPHO20 NPUMEHEHUA NPU €20
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oOpaweHuu 8 YNOIHOMOUEHHBLIL (hedepanbHblil OP2aH UCHOTIHUMENbHOU 671ACMU 3a 8bl0aYell
YKA3aHH020 0yOIuKama Hanpasiaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUICHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTHOMOUEHHO20 (hedepanbHo20 0peana UCHOIHUMETbHOU
enacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2) HarmpaBlieHUs pa3pabOTYUKOM JICKAPCTBEHHOTO CPEJICTBA WM MPOU3BOIUTEIIEM JIEKAPCTBEHHOTO
cpeacTtBa MO0 YIMOJTHOMOUYEHHBIM HMMH JPYTHM IOPHUIMYECKUM JIMIOM MOCPEICTBOM €IWHOTO
nopTaja B yIOJIHOMOYEHHBIN (eepaabHbIil OpraH UCIIOJHUTEIFHON BIACTH WM JIMYHBIN KaOUWHeT
YIIOJIHOMOYEHHOTO  (pelepajbHOr0 OpraHa HCIOJHUTEIbHOM BIAacTH B E€AWHOW CHCTEME
MOJNMCAHHOTO YCHWJIGHHOW KBJIM(UIIMPOBAHHOM SIEKTPOHHON MOANHMCHIO 3asiBICHUSA 00
UCKJIIOUEHHUH U3 TOCYJapCTBEHHOI'O peecTpa JIEKApCTBEHHBIX CPEICTB  (hapMareBTUUECKOi
cyOcTaHIK, TPOU3BEACHHON s peanu3auuy; (B pen. deaepanproro 3akona ot 30.01.2024 N 1-
®3)

3) orcyTcTBHs (papMaIeBTUUIECKONW CyOCTaHIINH, TPOU3BEICHHON ISl pealu3alui, B 00OpalieHIH B
Poccuiickoii denepanuu B TeueHne Tpex u bonee neT. (B pen. DenepanbHoro 3akoHa ot 22.12.2014
N 429-93 (pen. or 13.07.2015))

Cratba 35. - YTpaTtuiaa cuiy. (B pea. @eaepajbHOr0 3aK0HA 0T
22.12.2014 N 429-D3 (pea. ot 13.07.2015))

Crarbs 36. O0xxai0BaHue pelieHHs 00 0TKa3e B BbIaue pa3pelieHus
Ha NPOBeACHUE KIMHUYECKOr0 UCCJIeIOBAHNUSA JIEKAPCTBEHHOI0
npemnapara, peuieHus 00 0TKa3e B roCyAapCTBEHHON perucrpauuu
JIEKAPCTBEHHOI' 0 Mpenapara, 3aKJII4YeHus KOMUCCHHU IKCIIEPTOB
JIKCIEPTHOI0 YUYPEKACHUS UJIN 3aKJII0YEHUS COBETAa M0 ITUKeE (B pel.
DenepanbHOro 3akona ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

Perienne cOOTBETCTBYIOIIETO YIIOJTHOMOUYEHHOTO (ellepalbHOTO OpraHa MCIOJHUTEIBHON BIIACTH
00 OTKa3ze B BBIJAue pa3pelieHHUs Ha MPOBEICHHUE KIMHUYECKOTO MCCIIEJOBAHUS JIEKAPCTBEHHOTO
npernapara, pelieHHe yKa3aHHOTO (eaepaibHOTO OpraHa HCIOJHUTENBHOW BIAacTH 00 OTKase B
TrOCYJapCTBEHHOM DPETUCTpalMU JIEKAPCTBEHHOI'O IIperapara, 3akKIOYEHHEe KOMHCCHUU JKCIIEPTOB
HKCHEPTHOTO YUPEKIACHUS UM 3aKII0UYEHUE COBETA MO 3TUKE MOXKET OBITh 00KaJIOBaHO B MOPSIKE,
YCTaHOBJIEHHOM 3aKoHoAaTeabcTBOM Poccuiickoii denepannu. 3akiro4eHUe KOMUCCHU JKCIIEPTOB
JKCIIEPTHOT'O YUYPEKIACHUS O B3aUMO3aMEHIEMOCTH JIEKAPCTBEHHBIX IIPENapaToB JJIsi MEAULIMHCKOIO
NpUMEHEeHHUs 700 O TOM, YTO JICKapCTBEHHBIN mpemnapaT IUIsi MEIUIIMHCKOTO NPUMEHEHUS He
ABIISICTCS  B3aMMO3aMEHSEMBbIM, MOXXET OBITh OOKAJIOBaHO Jep)KaTelieM WM BIAJeNbIeM
PETUCTPAIIMOHHOTO yI0CTOBEPEHUS JIEKAPCTBEHHOTO TpenapaTa B YIOJIHOMOYECHHBIN (eepaibHbIi
OpraH HCIOJHUTEIILHOW BJACTH, KOTOPBIM TNPHBIEKAET K PACCMOTPEHUIO YKa3aHHOW KaoObl
MOJIBEZIOMCTBCHHBIE €MY Hay4dHble OpraHM3alMd U 00pa3oBaTeNbHbIE OPTraHU3AIMH BBICIIETO
00pa3oBaHMs, OCYIIECTBISIOUINE AEATEIBHOCTh B cepe oOpalleHus JIeKapCTBEHHBIX CPEICTB.
3aKiIl0OYeHHe KOMHCCHM OKCIEPTOB JKCIEPTHOTO YUpEXkKACHUs, O(GOpPMICHHOE IO HTOram
NEepecMOoTpa O00KATOBAHHOTO 3aKIIOYEHHS SKCIIEPTa, MOXKET ObITh OCHOPEHO JepiKaTeleM WM
BJAJIENIbLIEM  PETUCTPAIIMOHHOTO  YAOCTOBEPEHHUS  JICKQpCTBEHHOTO  mpemapara  Ju0o
YIOJHOMOYEHHBIM HMHU JIMIIOM B IOPSAJIKE, YCTAaHOBJICHHOM 3aKOHOJATEIbCTBOM Poccuiickon
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Oeneparun. [Ipuy  oOXkanmoBaHWM  peHICHHsS]  YIOJHOMOYEHHOTO  ()eAepalbHOrO  Oprana
WCTIOTHUTEIILHON BJACTH, 3aKIIOYCHUS OKCIepTa WIM KOMHCCHU JKCIEPTOB 3KCIEPTHOTO
YUpEeXKIICHUS, 3aKIIOYCHHS COBETa [0 OSTUKE JepXaTellb WIA BJIaJeJel] PErHCTPAIMOHHOTO
yIOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara 00 YIIOJHOMOYEHHOE UMU JIMIIO BIIPABE MPEACTABUTH
PE3YNIBTAThI SKCIIEPTHU3BI JIEKAPCTBEHHOTO TIperapaTa, MPOTOKOIbI MOJYYCHHBIX aKKPEIUTOBAHHBIMU
UCTIBITATEIbHBIMU JTabopaTopusMu (LIEHTPaMHU) Pe3yJIbTaTOB HCCIEAOBAHUN, UCTIBITAHUHN. (B pel.
®denepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

Crarbs 37. Uudopmanus, CBA3aHHASA C OCYLECTBJICHUEM
roCyJAapCTBEHHON PerucTpaly UM PEerucTpaluu JeKaApCTBEHHbIX
npemnaparos, iH¢GopmMalus 0 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHbIX
npenaparax u JeKapCTBeHHBIX Npenaparax, MCKJIIYeHHbIX U3
roCyJapCTBEHHOI0 peecTpa JIEKAPCTBEHHbIX CPeACTB (B pel.
DenepaabHoro 3akona or 30.01.2024 N 1-®3)

1. CooTBETCTBYIOUIMIA YIIOJTHOMOYECHHBIN (heZiepaibHbIA OpraH NCTIOIHUTEIBHOM BIACTH pa3MelaeT
Ha cBoeM oduumanbHOM caiiTe B cetu "MHTepHeT" MHPOpPMALINIO, CBA3aHHYIO C OCYIIECTBICHUEM
rOCy/IJapCTBEHHOW PETUCTPALMK WM PErucTpalyM JIEKAPCTBEHHBIX IPENapaTroB, B TOM YHUCIE
IIPOBEJIEHUEM DKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB (BKIIOYAs pE3yJbTaThl €€ IPOBEACHUSA),
MH(POPMALIMIO O 3apPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX NpenapaTax M JEKapCTBEHHBIX Mpernaparax,
UCKJIIOYEHHBIX U3 TOCYIapCTBEHHOIO PEECTPA JIEKAPCTBEHHBIX CPEACTB, HE MO3HEE YEM Yepe3 IISITh
pabouux AHEH cO JTHS TMOJyYEHHs YIOJIHOMOYEHHBIM (elepaJbHbBIM OpraHOM HCHOJHHUTEIBHOM
BJIACTU COOTBETCTBYIOLIEH MHpopManuu. (B pen. PenepanabHbIX 3aKOHOB 0T 22.12.2014 N 429-93
(pen. or 13.07.2015), ot 02.08.2019 N 297-®3, or 30.01.2024 N 1-P3)

2. Cpoku W TOpSAOK pa3MeIIeHUs yKa3aHHOH B vacTu | HacTosmed craTbu HH(OpMaIuu
YCTAQHABJIMBAIOTCS  YIOJIHOMOYEHHBIM  (peiepajbHBIM  OPraHOM  UCIIOJHUTEIBHOW  BIIACTH.
Wudopmanus, ykazaHHas B 4acTU | HACTOSIIEH CTAaThH, SIBISETCS OTKPHITOM M OOIIETOCTYIHON U
IIPEIOCTABIIAETCS 3aMHTEPECOBAHHBIM JIMI[aM B COOTBETCTBMM C 3aKOHOAATEILCTBOM Poccuiickoii
@enepanuu. (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.20195))

I'nasa 7. KIMHUYECKHUE UCCJIEAOBAHUA
JIEKAPCTBEHHBIX ITPEITAPATOB 1144 MEAUIIUHCKOI'O
HNPUMEHEHMUA, 1O0I'OBOP Ob UX ITPOBEJIEHHUUA, IIPABA
HAIIMEHTOB, YYHACTBYIOIIIUX B OTUX UCCIIEJOBAHUAX

Crarps 38. KiluHN4YecKHe UCC/IeJOBAHUS JIEKAPCTBEHHBIX NPENnapaToB
JMJISE MeAMIUHCKOT0 MIPUMEHEeHU

1. KnuHuyeckue MCClieZoBaHUs JIEKAPCTBEHHBIX IPENapaTroB A METUIMHCKOTO NMPUMEHEHUS, B
TOM 4YHUCIIE MEXIyHapOAHbIE MHOTOIICHTPOBbIE, MHOTOLIEHTPOBBIE, ITOCTPETUCTPAIUOHHBIE,
MIPOBOJISATCS. B OAHOM MJIM HECKOJIBKMX MEIUIIMHCKUX OpraHu3alMix B CICAYIOMIMX LEeJsX: (B pe.
®enepasbHbIX 3aKO0HOB 0T 22.12.2014 N 429-P3 (pea. ot 13.07.2015), ot 30.01.2024 N 1-P3)

1) ycranoBneHne 0€30MacHOCTH JIEKApPCTBEHHBIX MPENapaToB IS 30POBBIX 10OPOBOJIBLEB U (MIIN)
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NEPEHOCUMOCTH HMX 3[0POBBIMH JOOPOBOJBIIAMU, 32 MCKIIOUYCHHEM TaKUX HCCIICIOBAaHUIMI
JIEKApCTBEHHBIX IIPENapaToB, IPOU3BEACHHBIX 3a npeaenamu Poccuiickon @enepanny;

2) moa0op ONTUMAIBHBIX TO3UPOBOK JIEKAPCTBEHHOT'O Mperapara U Kypca JISUeHHUs sl AIlleHTOB
C OTpeIeIeHHBIM 3a00JIeBaHHEM, ONTUMANBHBIX 103 M CXEM BAaKIIMHAIIMH UMMYHOOHOJIOTUYECKIMHU
JIEKapCTBEHHBIMH ITperapaTaMy 310pPOBBIX JOOPOBOJIBIICB;

3) ycraHoBieHre 06€30MaCHOCTH JIEKaPCTBEHHOT'O IMpernapara U ero 3(pQpeKTUBHOCTH [T alluEeHTOB
C OIpelesIeHHBIM 3a00JeBaHueM, NPOPHIAKTHUECKON 3()(PEeKTHBHOCTH HUMMYHOOMOJOTHUECKUX
JIEKapCTBEHHBIX PENapaToB ISl 37J0POBBIX 100POBOJIBIIEB;

4) uzyueHue BO3MOKHOCTH PACIIMPEHUs NOKa3aHUM 111 MEAULIMHCKOTO IPUMEHEHUSI U BBISBICHMUSI
paHee HEM3BECTHBIX MOOOYHBIX JICHCTBHM 3apeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB.

1.1. KinHndeckue ucciaenoBaHUs JIEKAPCTBEHHBIX IMPENapaToB JUIsl MEIULMHCKOTO MPUMEHEHMS
IIPOBOASATCSI B COOTBETCTBUHM C NPaBUJIAMH HAJIEKAIEH KIMHUYECKOW MPAKTUKH, YTBEPKIECHHBIMU
EBpasuiickoil s3xoHOMHUecKOi komuccuei. (B pen. denepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

2. B oTHOIIEHNH BOCIIPOU3BEAECHHBIX JIEKAPCTBEHHBIX IPENAPATOB ISl MEAULIMHCKOTO IPUMEHEHMUSI
MIPOBOJISATCST UCCIENOBaHUS OWOIKBHBAJICHTHOCTH U (WJIM) TEPAaNeBTHUECKONW SKBHBAJICHTHOCTU B
NOpsZIKE, YCTAHOBJIEHHOM aKTaMH, cocTaBistolumu npaBo Coro3a. (B pen. denepanbHOro 3akoHa
o1 30.01.2024 N 1-P3)

3. OpraHu3anuio NOpPOBEAECHUS KIMHUYECKUX HCCIEJOBAaHUM JIEKAPCTBEHHOrO Ipenapara Jyis
MEJIULUHCKOr0 IIPUMEHEHUS BIIPABE OCYILECTBIIATD:

1) pa3paboTUuK JIEKapCTBEHHOTO Mpenapara Wik YIOTHOMOYSCHHOE UM JIULIO;

2) O6pa3OBaTeJII>HLIC opraHu3alii BbICHICTO 06pa3013aH1/151, opraHu3anv OOMOJHUTCIBHOI'O
npodeccnonansHOro 00pazoBanus; (B pen. GenepanpHoro 3akona oT 02.07.2013 N 185-D3)

3) HayuHble opranuzaiuu. (B pen. ®enepanbuoro 3akona ot 30.01.2024 N 1-03)

4. KnuHMuYecKHe HCCIENOBAaHUS JIEKAPCTBEHHOI'O Ipemnapara Uil MEIULUHCKOIO IMPUMEHEHMS
MIPOBOJATCS HA OCHOBAHMM PA3PCIICHHMs Ha IPOBEACHHUE KIMHUYECKOIO HCCIENOBaHUS
JEKapCTBEHHOTO  TpenapaTa,  BbIIAHHOTO  YIOJIHOMOYEHHBIM  (efepaibHbIM  OPraHOM
WCTIOJTHUTEJIHOW BJAcTU. YTIOJHOMOUYEHHBIN (eepaabHbIil OpraH MCIOJHUTEIBHON BIACTH BEJET
peecTp BBIJAHHBIX pa3pelICHUN Ha IPOBEICHHUE KIMHUYECKUX MCCICIOBAHUN JIEKAPCTBEHHOIO
mmpenapara, COAEpXKalluil yKa3aHWe Ha WX Lelb WU LEJIH, B YCTAHOBIEHHOM 3THM OPraHOM
nopsake. (B pen. denepanbHblXx 3akoHOB oT 22.12.2014 N 429-®3 (pen. or 13.07.2015), ot
13.07.2015 N 241-P3)

5. Yacts ytpatmina cuiy. (B pea. PenepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

6. K opranmzanuu npoBeneHHs KIMHMYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHOTO Npenapara Juis
MEIULUHCKOTO TPUMEHEHHUsI pa3pabOTUYMKOM JIEKAPCTBEHHOTO Iperapara MOTYT IPHUBICKATHCS
IOPUIMYECKHUE JIUIA JII00OW OpraHU3allMOHHO-TIPABOBOM (OPMBI TPH YCIOBUU OOECHeueHHUs
COOTBETCTBUS 3TUX UCCIIEIOBaHUN TpeOOBaHUAM HacTosmero denepaibHOTo 3aKOHa.

7. Yacts yrpaTtuna cuiy. (B pen. @enepansHoro 3akona ot 30.01.2024 N 1-03)

8. Hep CUYCHb MCOUIIMHCKHX OpFaHH3aHHﬁ, MMPOBOJAIINX KIIMHHUYCCKUC HUCCIICOOBaHUA
JICKApCTBCHHBIX IMPEIApaTOB JIs1I MCAULIUHCKOTO MIPUMCHCHUA, U PCCCTP BBIJAHHBIX pa3pemeHI/1171 Ha
MPOBCACHUC KIIMHUYCCKHUX I/ICCHCILOBaHI/Iﬁ JICKAPpCTBCHHBIX MPCIIapaToOB OHy6JII/IKOBBIBaIOTC$I u


https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l104
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l104
https://normativ.kontur.ru/document?moduleid=1&documentid=395894#l2169
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l104
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l823
https://normativ.kontur.ru/document?moduleid=1&documentid=255544#l27
https://normativ.kontur.ru/document?moduleid=1&documentid=255544#l27
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l823
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l823
https://normativ.kontur.ru/document?moduleid=1&documentid=464426#l104

pa3MemaoTcsl  YHOJIHOMOYEHHBIM  ()efepaibHbIM ~ OpPraHOM — HCIIOJIHUTENBHOW  BJIAcCTH B
YCTQHOBJICHHOM WM TIOpsiIKE Ha cBoeM oduuuanbHoM caiite B ceru "Wutepuer". (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Crartba 39. Pemienue o npoBeieHUH KJINMHUYECKOT0 HCCJIEeI0BAHUA
JIEKAPCTBEHHOI'0 Mpenapara 1Jisi MeIUIMHCKOro NpuMeHeHus (B pej.
DenepanbHOro 3akona ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

1. KnuHuuyeckoe HCCIEIOBaHUE JIEKAPCTBEHHOTO IMperapaTta il MEAMIMHCKOTO NPUMEHEHUS
MPOBOAUTCS HA OCHOBAHUM pPAa3pCLICHUST HAa NPOBEACHHE KIMHUYECKOIO HCCIEHOBAaHMS
JEKapCTBEHHOTO  Mpemnapara,  BBJIAHHOTO  YIOJHOMOYECHHBIM  (befiepalbHBIM  OpPTaHOM
WCTIOJTHUTENILHOM BIACTH 1O Pe3yIbTaTaM dKCIEPTU3bI JOKYMEHTOB, HEOOXOAMMBIX ISl IOy ICHHS
paspelieHuss Ha IPOBEACHUE KIMHUYECKOTO MCCIEAOBAaHUS JIEKApCTBEHHOrO IIpernapara u
3TUYECKOMN IKCIEPTU3HI.

Honosxcenus wacmu 2 cmamou 39 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonnou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblxX u MyHUWURATbHBIX YCIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEeKapCcmeeHHbIX CPeOCh 8, ROORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. Jlnga mosydeHHs pa3pellieHus Ha NPOBEACHHE KIMHUYECKOIO HCCIIEIOBAaHUS JIEKAPCTBEHHOTO
npenapara il MEAULMHCKOIO IIPUMEHEHMS 3asiBUTENIb HAIIPABIET IIOCPEACTBOM €AMHOIO IopTaja
B YIOJHOMOYEHHBIH (enepanbHblii OpraH MCIOJHUTENPHOW BJIACTH WIM JIMYHBIA KaOWHeT
YIIOJIHOMOYEHHOTO (peIepaJbHOr0 OpraHa HCIOJHUTEIBHON BIACTH B €IUHON cucteme: (B pei.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenua nynkma 1 wacmu 2 cmamou 39 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmasienus 20cyoapcmeeHtbvxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0APCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPEnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
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JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUIEHHOU K8ANUPUUUPOBAHHOIL IJ1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YROTTHOMOUEHHO20 (hedepanbHo20 0peana UCHOTHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1) 3asBiEeHME O BbIIAYE PA3PELICHUS HAa POBEACHUE KIMHUYECKOTO UCCIIEJOBAHMS JIEKAPCTBEHHOTO
mpernapara JAias MEIUIMHCKOTO NPUMEHEHHs, NOJNMCAHHOE YCHUJICHHOM KBaIM(UIIMPOBAHHOM
ANEKTPOHHOM noAnuckio; (B pen. denepanpHoro 3akona oT 30.01.2024 N 1-P3)

2) myHKT yTpatuia cuity. (B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-P3)

3) MOPOTOKOJ KIIMHHUYCCKOI0 HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpeliapaTta ajd MCIUIHUHCKOI'O
MMPUMCHCHUS

4) Oporrropy MccIea0BaTes;
5) uHGOPMAITMOHHBIN JIMCTOK MAIIMEHTA;

6) cBeneHus 00 ombITe pabOTHI MCCIIENOBATENEH MO COOTBETCTBYIOIIMM CIEHUAIBHOCTAM M HUX
OIBITE PabOTHI IO POBEICHUIO KIMHUYECKUX UCCIIE0BaHU;

7-8) myHKTHI yTpatuiiu cuiy. (B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

9) xommi0 OTOBOpa OOSI3aTENILHOTO CTPAXOBAHUS, 3aKIIOUYEHHOTO B COOTBETCTBUH C THUIIOBBIMH
MpaBWIaMu 00s3aTETFHOTO CTPAXOBAaHUS, C yKa3aHWEM NPEIeTbHONW YHCICHHOCTH TMAIHEeHTOB,
YyYaCTBYIONIMX B KIMHAYECKOM HCCIICIOBAaHUH JICKQPCTBEHHOTO IMpemnapara Uisi MEIUIIHHCKOTO
MIPUMCHEHUS,

10) unpopmanmio o cocTaBe JIEKapCTBEHHOTO Mpenapara Jjsi MEJUIIMHCKOTO IPUMEHEHHS;

11) noKyMeHT, COCTaBJICHHBIH MPOU3BOJUTEIEM JIEKAPCTBEHHOTO Ipenapara Jyisi MEIULUHCKOTO
MPUMEHEHHUS U COJIepKaIINi MoKazaTrenu (XapakTePUCTHKU), a TAKKE CBEIACHUS O JIEKapCTBEHHOM
rpernapare sl MEIUIMHCKOrO NPUMEHEHUS, NPOU3BEAECHHOM JUISi NPOBEACHUS KIMHUYECKUX
HCCIICIOBAHUM;

Honoscenua nynkma 12 yvacmu 2 cmamou 39 (¢ peo. @eoepanvrnozo 3axona om 30.01.2024 N 1-
D3), kacarouwuecsa nPe0oCmMasienus 20cyoapcmeeHtbvlX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepeHus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROONUCAHHAA YCUTICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMENbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

12) cBeneHus o JaTe NMPENOCTABIECHUS M PETMCTPALlMOHHOM HOMEpPE JMIEH3UU Ha MPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEICTB B  Clydae, €ClIM IPOU3BOJCTBO JICKAPCTBEHHOI'O IIperapara
ocymectsisiercs B Poccuiickoii ®Penepanuy, WIM IOKYMEHT, COAEPKAIUN CBEACHUS O JaTe
IIPEAOCTABIICHUS. M PETUCTPALMOHHOM HOMEpPE 3aKIIOYEHHUs O COOTBETCTBUM IIPOU3BOJUTEIS
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JICKapCTBEHHOTO TMpernapara TpeOOBaHHMSIM NpPaBWI HaAJEKaIleld NPOU3BOJCTBEHHOW MPAKTUKH,
NPEJOCTaBIEHHOIO  YINOJHOMOYEHHBIM OPraHOM CTPaHbl MPOM3BOJAUTENS  JIEKAPCTBEHHOTO
npenapata. (B pen. @enepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3, or
30.01.2024 N 1-93)

Honosxncenusn vacmu 2.1 cmamou 39 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHpOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2.1. Csenenwusi, moATBep:kIaromMe (akT YIUIaThl TOCYJApCTBEHHOM MONUIMHBI 332 TpPOBEICHUE
ATHUYECKON 3KCIEPTHU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar AJs IOJTy4YEeHHs
paspellieHusT Ha IPOBEJEHUE KIMHUYECKOTO HCCIEJOBaHMs JIEKapCTBEHHOI'O Ipenapara s
MEIUIMHCKOTO IIPUMEHEHUS, 32 BblJauy pa3pellieHusl Ha MPOBEACHNE KIMHUYECKOTO UCCIIEJOBAHMS
JEKapCTBEHHOI'O TIpenapara JUisi MEAUIMHCKOrO TIPUMEHEHUs, 3a IPOBEACHHE DSKCIEPTU3bI
JOKYMEHTOB Ha JIGKAPCTBEHHBIM IpenapaT A I[IOJy4E€HUs pa3pellleHuss Ha IPOBEICHHE
MEX1yHapOAHOIO0 MHOTOLIEHTPOBOTO KIMHUUYECKOTO UCCIIEJOBAHMSI JIEKAPCTBEHHOTO Mpenapara Jist
MEIUIMHCKOTO TPUMEHEHMsI, 3a BblJauy pa3pelleHus Ha MPOBEICHUE MEKIYHAapOIHOTO
MHOTOLIEHTPOBOTO KJIMHMYECKOTO HCCIIEOBaHMs JIEKApCTBEHHOIO Ipernapara A MEIUIIMHCKOTO
IIPUMEHEHHS, 3a IIPOBEIECHUE STUUECKON 3KCIEPTU3bI, IKCIIEPTU3BI TOKYMEHTOB Ha JIEKApCTBEHHBIN
mpernapaTr Uil HOJy4YEHHUs pa3pelleHHs Ha IPOBEJIEHUE IOCTPErMCTPALMOHHOIO KIMHUYECKOTO
UCCIIEIOBaHMUs JIEKApCTBEHHOIO IIpermapara JUisli MEIULUHCKOTO IPUMEHEHMs, 3a BbLAAUY
paspelleHuss  Ha  IPOBEJEHHE  IMOCTPETMCTPALMOHHOIO  KIMHUYECKOIO  HCCIEIOBaHUS
JIEKapCTBEHHOI'O IpenapaTa s MEAMLHMHCKOIO IMPUMEHEHHUs, a TaKXKe CBEIECHUS O BBIJABAEMBIX
(mpenocTaBisieMbIX) YHNOJHOMOYEHHBIMH (hefiepalbHBIMU  OpraHaMH  HCIOJHHUTENIBHON BIACTH
JOKYMEHTax (CBEICHMSIX), YKa3aHHBIX B ITyHKTE 12 yacTu 2 HACTOSAIIEH CTaTbH, YIOJIHOMOYEHHBIH
(benepanbHBIi OpraH HWCIHOJIHUTEIBHOM BIACTH 3alpalldBacT B TOPSJIKE MEXBEIOMCTBEHHOTO
AJIEKTPOHHOIO B3auMmojeicTBusA. (B pel. dDenepanbHbiXx 3akoHOB OoT 27.12.2019 N 478-P3, ot
30.01.2024 N 1-®3)

Honosxcenun wacmu 3 cmamou 39 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPEnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvroaiomcs.
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Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKA3aHH020 0yOIuUKama Hanpasisaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUIEHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOTHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3. B cpok, He MpeBHILAIOUINNA TpeX pabouMx IHEH co JHS HampaBlI€HUS B JIMYHBIM KaOWHET
YIIOJIHOMOYEHHOTO (heiepaIbHOTO OpraHa MUCIOJIHUTEILHON BIACTH B €IUHON CHCTEME YKAa3aHHOTO
B ITyHKTE | 4acTH 2 HACTOSIICH CTAThH 3asiBICHUS U HEOOXOIUMBIX JJOKYMEHTOB, YIOJTHOMOYCHHBIH
benepanbHBIA OpraH MCIONHUTENBHON BhacTh: (B pea. @eaepanproro 3akona ot 30.01.2024 N 1-
®3)

1) npoBOOUT MPOBEPKY MOIHOTHI U TOCTOBEPHOCTU CBEJAECHHI, COAECPKAILIMUXCS B MPEACTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PELIEHUE O MPOBEACHUM IKCIEPTU3BI TOKYMEHTOB IS MOJIyYEHHUs pa3pelieHHs Ha
MIPOBEACHUE KIMHUYECKOIO HCCIENOBaHUS JIEKAPCTBEHHOIO IIpenapara id MEIUIMHCKOIO
NPUMEHEHHS U 3TUYECKOH SKCIEepTU3bl WM 00 OTKa3e B MPOBEACHUH YKa3aHHBIX SKCIIEPTHU3;

Honosxcenua nynkma 3 uacmu 3 cmamou 39 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), kacarouwuecs nPedoCmMasienus 20cyoapcmeeHtslX yciy2 npu 00paujenuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH8, ROONUCAHHAA YCUTICHHOU KeATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

3) HampaBIIsSeT 3asBUTEIIO IMOCPEACTBOM €IUHOTO MOpTala WA B JIMYHBIN KaOWHET 3asBUTENS B
€IMHOW CHUCTeME MOJNHCAHHOE YCHJICHHOH KBaIM(PUUIMPOBAHHON SIEKTPOHHON MOAMUCHIO
YBEIOMJICHHE O NPUHATOM pEIICHHH OO0 B CiIydyae MPHHATUS PELIeHHS 00 OTKaze Takke C
yKa3aHHEM IIPUUYUH TaKoro 0Tkasa; (B pel. denepanpHoro 3akona oT 30.01.2024 N 1-P3)

Honosxcenua nynkma 4 wacmu 3 cmamou 39 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPe0oCmMasienus 20cyo0apcmeentslxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 01 MeOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCcCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
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oOpaweHuu 8 YNOIHOMOUEHHBLIL (hedepanbHblil OP2aH UCHOTIHUMENbHOU 671ACMU 3a 8bl0aYell
YKA3aHH020 0yOIuKama Hanpasiaemcsa 6bINUCKA U3 20CYy0apCmeeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUICHHOU K8ANUPUUUPOBAHHOIL I/1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YHOTHOMOUEHHO20 (hedepanbHo20 0peana UCHOIHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axkona om 30.01.2024 N 1-D3).

4) HampaBIIseT B JIMYHBIN KaOWHET SKCIIEPTHOTO YUPEKIACHUS B €IMHOM CUCTEME U JINYHBIN KaOuHeT
CoBETa II0 OJTUKE 3aJaHusd Ha MPOBEACHUE COOTBETCTBYIOUIUX JKCIEPTU3, IOAINUCAHHBIE
YCUJICHHBIMU KBaJTU(UIIMPOBAHHBIMU 3JIEKTPOHHBIMH MOAMUCIMH. (B pea. PenepaabHOro 3aK0Ha 0T

30.01.2024 N 1-®3)

Honosxcenun wacmu 4 cmamou 39 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CY0aPCMEEHH Ol
UHpoOpMayuonHou cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

4. B cnmyyae BBISBICHHS HEMOJIHOTHI M (MJIM) HEAOCTOBEPHOCTH MH(OpPMAIMHU, COJEpKalleics B
NpPEJCTaBICHHBIX  3asBUTE]IEM  JIOKYMEHTaX,  YINOJHOMOYEHHBIH  (elepanbHblii  opral
WCTIOJTHUTEJILHOW BJIACTH HAIPABIISET B JMUHBIA KaOMHET 3asBUTENS B €JUHON CHCTEME 3arpoc 00
YTOUHEHUH  yKa3aHHOW  HWH(OpPMAaLWHU, TMOAMUCAHHBIM  YCHJICHHON  KBaIM(UIIMPOBAHHOM
AJIEKTPOHHON TOAMUCHIO. 3asBUTENIb 005S3aH HANpPAaBUTh B JIMYHBIA KaOWHET YMOJIHOMOYEHHOTO
denepanbHOrO OpraHa WCIOTHUTEIBHOW BJIACTH B €IUHOW CHCTEME TMOJNHCAHHBIN YCHICHHOU
KBaJTM(HUIIMPOBAHHON 3JIEKTPOHHOM MOANUCHIO OTBET HAa 3alpOC YIOJIHOMOYEHHOTO (heepanbHOro
OpraHa HCIOJHHUTEIBHOM BJIACTH B CPOK, HE MPEBBIMIAIOMIMN JIeBSHOCTA pabouyux IHEH co JHA
MOJIyYeHHUs YHOJHOMOYEHHBIM (heiepabHbIM OpPraHOM HCIIOJIHUTENIBHOW BIIACTH 3JEKTPOHHOTO
YBEAOMJIEHHSI O MOIYYEHHUH 3asBUTeNEM 3anpoca. Cpok, yKa3aHHBIA B 4acTU 3 HACTOALIEH CTaThy,
MPUOCTAHABJIMBAETCS CO JIHS HANpABJICHUS B JIMYHBIM KaOMHET 3asBUTENS B €AMHOM cHCTEME
3arpoca YIoJHOMOUYEHHOTO (heepaibHOTO OpraHa UCIOTHUTEIBHOM BIACTH /10 JAHS HANPaBICHUS B
JUYHBIA KaOWHET YMOJHOMOYEHHOTO (elepaIbHOr0 OpraHa HCIOJHUTEIbHON BIACTU B €IMHOM
CUCTEME OTBETA Ha 3allpOC U HE YYUTBIBACTCS IIPU UCUUCICHUU CPOKA NMPUHATHS YIIOJTHOMOYEHHBIM
(benepanbHBIM OPTaHOM HMCIOJTHUTEIBHOM BIACTH PEIICHHS O TPOBEICHUH SKCIIEPTU3bI IOKYMEHTOB
JUIsL TIOJIy4EHHUS pa3pelleHuss Ha IPOBEACHHE KIMHUYECKOIO0 MCCIIEIOBAHUs JIEKAPCTBEHHOIO
Ipenaparta Jiuisl MEIULUHCKOT O IpuMeHeHus. (B pea. @exnepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

Honosxcenun wacmu 5 cmamou 39 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0APCMEEHH O
UHpoOpMayuonHoU cucmemol 8 cihepe 30pagooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
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npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anH020 OyOauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHNHAA YCUTNCHHOU K8ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

5. OcHoBaHMEM JUIsl OTKa3a B POBEAECHUN IKCIIEPTU3BI JOKYMEHTOB JJIs IIOJYUYEHHUS pa3pelieHHs] Ha
IIPOBEACHUE KIMHUYECKOIO HCCIENOBaHUS JIEKAPCTBEHHOIO IIpenapara Jid MEIUIMHCKOIO
IIPUMEHEHHUs] U YTUYECKOM DKCIIEPTU3BI SBIISETCS NPEACTaBICHUE JOKYMEHTOB, IIPEAYCMOTPEHHBIX
YacThl0 2 HACTOSIIEH CTaThd, B HEMOJIHOM OOBbEME, HENpeACTaBICHUE 3asBUTEIEM B
YCTAaHOBJIEHHBI CpPOK OTBETa Ha YKa3aHHbIH B 4YacTu 4 HaCTOSILEH CTaThbu 3ampoc
YIIOJIHOMOYEHHOTO  (pefiepanbHOr0 OpraHa HCHOJHHUTENIbHOM BIIACTH JUOO OTCYTCTBHE B
NPEJCTaBICHHBIX JOKYMEHTaX HCUYEPIBIBAIOLICTO MEpeyHs HeoOXoauMoil uHpopMaruu uiu
uHpOpMaLnU, KOTopas T0JKHA ObITh OTpakeHa B HUX, a TAaKXKE OTCYTCTBHE CBEICHUI, KOTOPHIC B
JalIbHENIIEM MIOATBEPKIAIOTCS IIOCPEICTBOM MEXBEJIOMCTBEHHOI'O 3JIEKTPOHHOIO
B3aUMOJICHCTBHS, O (paKTe YIUIaThl TOCYAApPCTBEHHOW IMOLUIMHBI 3a TPOBEJIEHHE STHYECKOM
JKCIIEPTU3BI, DKCIEPTU3bl JOKYMEHTOB Ha JICKaPCTBEHHBIN IIpenapar I MOJy4eHUS pa3pelIeHus
Ha MPOBEACHUE KIMHUYECKOIO HCCIENOBaHUS JIEKAPCTBEHHOIO IIpernapara i MEAUIMHCKOIO
IIPUMEHEHHUs, 3a BblAA4y paspelieHHss Ha IPOBEACHHE KIMHUYECKOIO  HCCIENOBaHUS
JIEKApCTBEHHOI'0 IIpenapara Juisi MEIULUHCKOrO IPUMEHEHHs, 3a IPOBEICHHUE HKCIIEPTU3BI
JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar Uil IOJy4eHUS pa3pelicHUus Ha IPOBEJCHUE
MEKyHApOAHOIO MHOTOLIEHTPOBOI'0 KIIMHUYECKOI0 MCCIIEIOBAHUs JIEKAPCTBEHHOTO IIpernapara s
MEIULMHCKOIO NIPUMEHEHUs, 3a BbIJA4y paspellieHHss Ha IPOBEACHHUE MEXKIYHApPOIHOIO
MHOT'OLICHTPOBOTO KJIIMHMYECKOI'0 HCCIEAOBAHUS JIEKAPCTBEHHOIO IIpernapara Il MEAUIMHCKOIO
IIPUMEHEHNUs, 3a IIPOBEICHUE ITUUECKOM IKCIEPTU3BL, SKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN
mpenapar Juisl IOJIY4YEHHUs pa3pelleHUs Ha IPOBEIACHUE IMOCTPETMCTPALIMOHHOIO KIMHUYECKOIO
HCCIEAOBAHUS JICKAPCTBEHHOIO IIpemapara Uil MEJUUUHCKOrO IIPUMEHEHMs, 3a BbLAA4y
paspemieHuss  Ha  IPOBEICHHME  IOCTPErMCTPALMOHHOIO  KIMHUYECKOTO  MCCIENOBaHUS
JIEKapCTBEHHOI'O Ipemnapara Julsl MEAULMHCKOro NpuMeHeHMs. (B pen. denepalbHOro 3akoHa OT
30.01.2024 N 1-®3)

Honosxcenus wacmu 6 cmamou 39 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM €OUHOIL 20CYO0aPCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEH UL
JIEKAPCMBEEHHBIX NPENnApamoe 0na MeOuyuncko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCcCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3annoz2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHH020 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHNHAA YCUICHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).
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6. IlpoBeneHue »HKCHIEPTU3bI JOKYMEHTOB JJIA TMOJYYEHHS pa3pelieHuss Ha MpPOBEIACHUE
KJIIMHUYECKOTO HCCJEIOBAHMS JIEKAPCTBEHHOI'O TNpernapara s MEAMIMHCKOrO NPUMEHEHHS U
ATUYECKON 3KCHEPTHU3bI, COCTABICHUE KOMHCCUEH 3KCIEPTOB U COBETOM IO ATUKE 3aKIIOYEHUH O
BO3MO>KHOCTH MJIM HEBO3MOXXHOCTH MPOBEICHUS TAKOTO KIIMHUYECKOTO UCCIIEI0BAHUS, IOITUCAHNE
3aKJIIOUYEHUN YCUJICHHBIMU KBaJTHU(PUIIMPOBAHHBIMUA JIIEKTPOHHBIMHU TOANMKUCSIMH W HAlpaBICHHUE
JaHHBIX  3aKIIOYCHUH B JWYHBIA KAOWHET  YIMOJHOMOYEHHOro (emepanpbHOrO  opraHa
WCIIOJTHUTENIbHOW BJIACTU B €IMHOW CUCTEME OCYIIECTBIISIIOTCSA B CPOK, HE MPEBBIIAIONINN BAIATH
MATH pabouyuX THEH CcO JHS HANpPaBIICHUS B JIMYHBIA KaOWHET SKCIEPTHOTO YUPEKICHUS B €IUHOM
CUCTeME 3aJaHHsl YIOJHOMOYEHHOr0 ¢eAepalbHOr0 OpraHa HWCHOJHUTEIBHON BIAcTH C
MPUIOKEHUEM TJOKYMEHTOB, YKa3aHHbBIX B MyHKTax 3,4, 10, 11 u 11.1 yactu 2 HacTosiien cratbu, U
HATpaBIICHUs B JIMYHBIM KaOMHET COBETA MO 3THKE B €IMHOM CHCTEME 3aJaHus YIIOJHOMOUYEHHOTO
denepanbHOrO OpraHa HCIONHUTEIBHONW BIIACTH C TPUIOKEHHEM JOKYMEHTOB, YKa3aHHBIX B
nyHkTax 3 - 6 u 9 yactu 2 Hacrosmen crateu. (B pen. @enepanpHoro 3akoHa or 30.01.2024 N 1-
@3)

Honosxcenun vacmu 7 cmamou 39 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

7. B cpok, HE MpEeBHIAIOUINIA TpeX pabouux IHEH co JHSA HampaBlICHUS B JIMYHBIA KaOWHET
YIIOJIHOMOYEHHOTO  (pelepajbHOr0 OpraHa HCIOJHUTEIbHOM BIAacTW B E€AWHOW CHCTEME
3aKIIIOYCHUH, YKa3aHHBIX B YacTH 6 HACTOSINEH CTAaThH, YHOJHOMOYECHHBIM (elnepanbHbIil opraH
UCIOJIHUTENBHOM BiiacTu: (B pe. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) OCYHICCTBIILACT OUCHKY IMOCTYIIUBIINX 3aKJIIOYCHU A OMIPEACIICHUS UX COOTBCTCTBUSA 3aJaHUAM
Ha NPOBCIACHUC COOTBCTCTBYIOIIUX SKCIICPTU3;

Honosxcenua nynkma 2 wacmu 7 cmamou 39 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecsa nPedoCcmMasienus 20cyo0apcmeeHtsxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM €OUHOIL 20CY0aPCMEEHH Ol
UHpOpMauuoHHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMBEEHHBIX NPENnApamaoe 0na MeOuyunHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o OyoauKama Hanpaenaemcsa 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
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JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUIEHHOU K8ANUPUUUPOBAHHOIL IJ1IeKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YROTTHOMOUEHHO20 (hedepanbHo20 0peana UCHOTHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2) NpUHMMAET pEIICHHWE O BBIAYe pPa3pelIeHUs] Ha TPOBEIEHHE KIMHUYECKOTO HCCIIEIOBAHMUS
JICKapCTBEHHOTO TMperapara s MEAULIUHCKOTO TPHUMEHEHHs, BHOCHUT B PEECTP BbBLIAHHBIX
paspelieHHii Ha TMpOBEACHHWE KIMHUYECKUX MCCIEJOBAHMH  JIEKapCTBEHHOIO Ipernapara
COOTBETCTBYIOIIYIO MH(POPMALIMIO M HANPABJISIET TIOCPECTBOM €MHOTO MOpTaJia 3asiBUTEIIO UM B
JUYHBIA KaOWHET 3asBUTENS B €AMHOM CHCTEME BBINHUCKY W3 PeecTpa BbIIAHHBIX Pa3pelleHuil Ha
NPOBE/ICHUE KIMHUYECKUX HCCIEI0BAaHMN JIGKAPCTBEHHOTO Mpernapara, MOANHCAHHYI0 YCUIICHHOM
KBaJTM(HUIIMPOBAHHON 3JIEKTPOHHOH moamnuckio; (B pen. dexepansHoro 3akoHa ot 30.01.2024 N 1-
®3)

Honosxncenua nynkma 3 uacmu 7 cmamou 39 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N 1-
D3), Kacarouwuecs nPedoCmMasienus 20cyo0apcmeentblxX yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWUNRATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoalouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblili Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU K8ATUPUUUPOSAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3) mpuHMMaeT pelieHHe o0 OTKa3e B BbIJAa4Ye pa3pelieHUss Ha IPOBEACHHE KIMHHUYECKOTO
UCCIIEIOBaHMs JIEKAPCTBEHHOI0 Ipenapara il MEIUIMHCKOTO INPUMEHEHUS W HalpaBiseT
MOCPEJICTBOM €AMHOTO MOpTala 3assBUTENIO WM B JIMYHBIA KaOMHET 3asBUTENS B €UHON cHCTEMe
JAHHOE pelIeHHEe, MOJMMCAHHOE YCWICHHOW KBAJU(HUIMPOBAHHOW HIIEKTPOHHOM MOAMHUCKHIO, C
yKa3aHHEM IPpUYUH OTKa3a. (B pex. @enepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

8. OcHoBaHHuEM IJI1 OTKa3a B BbIAAYC pa3pClICHUSA Ha NPOBCACHUC KIMHHUYCCKOI'O HCCICAOBAHUA
JICKApCTBCHHOT'O IIpfcIiapata i MCIHUIWHCKOrO MNPHUMCHCHUS ABJIACTCA HAJIWYUC 3aKIIOYCHHA
KOMHUCCHUH DOKCIICPTOB WM 3aKIOYCHHUA COBCTA IO 3THUKEC O HCBO3MOXHOCTHU MPOBCACHUSA
KIIMHUYCCKOI0 HCCIACAOBAHUA JICKAPCTBCHHOI'O IIpCriapaTta Ijd MCIHULOUHCKOrO MNPHUMCHCHUSA 110
pe3yjibTaTaM MPOBCACHHBIX SKCIICPTHU3, NPCAYCMOTPCHHBIX YaCThIO 6 HaCTOSIH_[eI‘/JI CTaTbu.

9. Pemenne 006 OTKa3e B MPOBEACHUU DKCIEPTHU3BI JOKYMEHTOB IJIsl TIOMYUYEHHUS pa3pelicHHs Ha
MPOBEICHUE KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOrO IIpernapara sl MEIULMHCKOTO
MPUMEHEHUS Y 3THUYECKOM SKCIEPTHU3bl U B BbLAAYE PA3pELICHHUS HA MPOBEICHHE KIMHUYECKOTO
WCCIICIOBaHMS JIEKAPCTBEHHOTO TIpemapaTa Uil MEIUIMHCKOTO TIPUMEHEHUS MOXET OBITh
00>KaJIOBAHO B MOPSJIKE, yCTAHOBICHHOM 3aKOHOIATENbCTBOM Poccuiickoit deneparium.

Cratba 39.1. DTnyeckas s3xcneprusa (B pea. PeaepajbHOro 3aKkoHa 0T
22.12.2014 N 429-D3 (pea. ot 13.07.2015))
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1. DTuueckas OKCIICPTHU3a NPOBOAUTCA COBCTOM IO 3TUKC, CO3AAaHHBIM B MOPAAKE, YCTAHOBJIICHHOM
YIOJIHOMOYCHHBIM (pellepaHBHBIM OpraHomMm HWCIOJTHUTEIbHOM BJIaCTH, B LICJIIX BblAAa4YHW 3aKIIOYCHUA
00 DATHYECKOM OOOCHOBAaHHOCTH BO3MOKHOCTH MNPpOBCACHUA KJIMHUYCCKOIO HUCCICAOBAHUA
JICKApCTBCHHOTO IpeCriapaTa AJid MCIUIUHCKOTIO NpUMCHCHHA.

2. DKcriepTaMu COBETA 10 3TUKE MOTYT OBbITh MPEACTABUTEIN MEAULIMHCKUX OPTaHU3aINi, HAyYHBIX
OpraHu3aiyii, o0pa3oBaTeNbHBIX OpPraHMW3ALMI BBICIIEr0 OOpa30BaHMA, a TAKXKe MPEICTABUTEIU
OOIIECTBEHHBIX OpraHU3allMii, PEJUTHO3HBIX OpPraHM3alMid M CPEACTB MaccOBOW HH(OpMAIUH.
JlaHHBIE S3KCIEPTHl HE JOJDKHBI HAXOIUTHCA B KaKOH-TMOO 3aBUCHMOCTH OT pa3pabOTYMKOB
JIEKAPCTBEHHBIX IIPENApaTOB MW JPYTUX JIML, 3aUHTEPECOBAHHBIX B pe3yJbTaTax JTUYECKOU
JKCIIEPTHU3BL.

3. Omymata yciIyr S3KCIEpPTOB COBETa IO 3THKE OCYLIECTBISETCS Ha OCHOBaHUM JOrOBOpA,
3aKIIOYCHHOTO MEXJYy YIOJHOMOUYEHHBIM (peepaibHbIM OpPraHOM HCIOJHUTEIBHOW BIIACTH,
KOTOPBIM CO3JIaH COBET IO JTHKE, M OKCIEPTOM COBETa IO O3THUKE, 3a CYET OIOKETHBIX
ACCUTHOBAHUM, MPEIyCMOTPEHHBIX YIOJIHOMOYEHHOMY (elepaJbHOMy OpraHy HCIOJIHUTEIBHON
BJIACTH, KOTOPBIM CO3/[aH COBET IO 3THKE, B (eiepaIbHOM OI0KeTe Ha COOTBETCTBYIOIIMN IOl HA
o0ecrieyeHne €ero IesATeNbHOCTH, B pa3Mepax, ycTaHoBIeHHbIX [IpaBurensctBom Poccuiickoii
denepauuu.

4. 3KCHCpTLI COBCTAa MO 3THUKC HCCYT OTBCTCTBCHHOCTH B COOTBCTCTBHUHU C 3aKOHOAATCIHCTBOM
Poccutickoit @enepanuu.

Honosxcenus wacmu 4.1 cmamou 39.1 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasgienus 20cy0apcmeenblxX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHou cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoalouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCROIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoaukama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.1. Tlpu mpoBeAECHUWH STHUYECKOW SKCIEPTU3bI HE MJOMYCKAaeTCsl HCTpeOOBaHHME SKCIEPTOM Y
3asBUTEIISA MO0 MHBIX JIUI] MaTePHUaIoB, HEOOXOAUMBIX JJIS IPOBEACHUS AITUYECKON SKCIepTH3bl. B
Cllyyae HEJOCTATOUYHOCTH IMPEJCTABICHHBIX AKCIEPTY MATEPHUAIOB B JIMUHBIA KAaOMHET 3asBUTENS B
€IUHOM CHUCTEME YIIOJIHOMOYEHHBIM JIMLIIOM COBETa II0 JOTUKE HANpaBIAeTCs 3alpoc O
NPEJCTaBICHUM HEOOXOJUMBIX MaTepHajoB, IMOAMUCAHHBIM PyKOBOAHUTENIEM (YHOJIHOMOYEHHBIM
JUIIOM) COBETa IO JTUKE C HCIOJIb30BAHUEM YCHUJICHHOW KBAIU(UIIMPOBAHHON SJIEKTPOHHOM
MOJNKMCH, a TaKXKe HampaBiseTcs YBEJAOMIIEHHME 00 YKa3aHHOM 3alpoce B JIMYHBIA KaOWHeT
YIIOJIHOMOYEHHOTO (peiepaIbHOr0 OpraHa HMCIOJHUTENFHOW BJIACTH B €IUHON cucTeMe. (B pei.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Honosxcenusn wacmu 4.2 cmamou 39.1 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
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cpeocme 011 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM eOUHOIL 20CYO0aPCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHoM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0sa meouyuncko2o npumenenus ¢ 01.01.2025 une evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCcCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCcmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU KeATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.2. 3asBurenp o0sf3aH HANpPaBUTh B JMYHBIA KaOMHET COBETa MO AITHKE B EIUWHOU CHCTEME
MOJNMCAHHBIA YCUJICHHON KBAIM(UIIMPOBAHHOM 3JEKTPOHHOM MOJAMUCHI0 OTBET Ha 3ampoc o
NPEJCTaBICHUN HEOOXOAUMBIX MaTEpPHAJIOB COBETY IO 3TUKE B CPOK, HE MPEBBIIIAIOIINN IEBIHOCTA
pabouux AHEW CO JHS TMOJTYYEHHUS COBETOM IO 3THUKE DJIEKTPOHHOTO YBEAOMIICHHUS O IOJyYECHUH
3asiBUTEJIEM YKa3aHHOIO 3ampoca. Bpems co AHsS HampaBi€HUS COBETOM IO 3THUKE B JIMYHBIM
KaOMHET 3asBUTENSI B €IMHOW CHCTEME 3ampoca O MPEACTABICHUN HEOOXOAMMBIX MaTEpUaIOB 10
THSI HaIlpaBJICHHs 3asiBUTEJIEM B JIMUHBIM KaOWHET COBETa MO 3THKE B €IUHOM CHCTEME OTBETa Ha
YKa3aHHBIH 3alpOoC HE YUUTHIBAETCSI IPU MCUNCIEHUH CPOKa MPOBEAECHUS ITUUYECKON IKCIIEPTU3HI. (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

5. CoctaB coBeTa IO 3THKE, MMOJIOKEHUE 00 3TOM COBETE, MOPSIIOK €ro e TeNIbHOCTH, TPeOOBaHUS K
KBAJTM(HUKAIIMKA U OMBITY pabOThl MO AKCHEPTHOM OLIEHKE HAYYHBIX, MEAMLMHCKUX U STHUYECKUX
ACIICKTOB  KIIMHHUYCCKHUX I/ICCJIG,Z[OBaHI/II\/JI JICKAPCTBCHHLIX  MperaparoB IJd MCAUILIMHCKOTO
MNPUMCHCHUA, NPCABABIIACMBIC K SKCIICPTAM COBCTA IO 3TUKEC, MOPAAOK OpraHHU3allvi U IPOBCACHUS
STUUYECKOM 9KCHICPTUIHI, (I)opMa 3aKJIIOYCHHUA COBCTA MO 3TUKC YCTAaHABJIMBAIOTCA YIIOJTHOMOYCHHBIM
denepatbHBIM OpPraHOM HCIIOJHUTENHHOW BIAcTH. UYHWCIO TpeacTaBUTeNed MEIUIIMHCKUX
OpFaHH3aL[I/II>'I HC MOXKCT IIPCBLINIATL MMOJIOBUHY OT 06H.[CFO qucia 5KCICPTOB COBETA IO 3TUKCE.

6. Undpopmanms o cocraBe coBeTa IO 3THUKE, IUIAHAX €ro paboThl M TEKyIeH AesITeIbHOCTH
pasmeriaercs Ha o(pUIMAIEHOM CaliTe YIMOJIHOMOYEHHOTO (peepanibHOro opraHa MCHOJHUTEIbHOM
BJIAcTH B ceTu "VIHTepHET" B yCTAaHOBJIEHHOM MM IOPSIIIKE.

Crartbi 40. IIpoBeneHne KIMHUYECKOT0 UCCJIEI0BAHUSA
JIEKAPCTBEHHOI0 Mpenapara JJisi MeAMIUHCKOr0 IPUMeHeHUs

1. PykoBoauTenb MEOUIIMHCKOW OpraHu3alliy, KOTOpas IMPOBOAUT KIMHUYECKOE HCCIIEOBaHHE
JEKapCTBEHHOI'O IIpemnapaTa s MEIAUIMHCKOrOo IPUMEHEHMs, Ha3HadaeT UCClIeoBaTes,
OTBETCTBEHHOT'O 3a MPOBEIEHHE TAKOTO HCCIECIOBaHHMS M HMMEIOIIETO JICUeOHYIO CHEIHaIbHOCTD,
COOTBETCTBYIOIIYIO IPOBOJMMOMY KJIMHMYECKOMY HMCCIEIOBAHUIO JIEKAPCTBEHHOTO Ipernapara, co
CTaxeM paboThl MO MporpaMMaM KIMHMYECKHX HCCIEJOBAaHHUN JIEKApCTBEHHBIX IPENapaTroB HE
MEHEE YeM TpH rojia U M0 €ro NpeUIoKEHUI0 Ha3HAYaeT COMCCIIE0BATENEeH U3 Yhciia Bpauel 3Tou
MeOUIMHCKOW opranuzanuu. (B pea. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. I/ICCJIGIIOBaTeJIB OCYHICCTBJIACT BLIGOp NanucHTOB, KOTOPBIC IO MCAUITUHCKUM IMOKA3aHUAM MOTYT
OBITE MMPUBJICYCHBI K YYA4CTUIO B KIMHHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOI'O IIpCriapaTa IJIsa
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MCIUITUHCKOI'O IPUMCHCHUA.

3. MHccnenoBarenb ©  COUCCIIEAOBATENM JOJDKHBI OBITh O3HAKOMJIGHBI C  pe3yJbTaTaMu
JTOKJIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO CPEJCTBA, COJCpXKAIIUMHCA B OpoIIope
HCCIIEA0BATeNsd, IPOCKTOM IIPOTOKOJIA KIMHUYECKOIO MCCIENOBaHUsS JICKAPCTBEHHOI'O IIpernapara
IUI. MEAMLIMHCKOTO MIPUMEHEHUs, pa3paboTaHHBIM pa3pabOTYNKOM JIEKAPCTBEHHOTO MpernapaTa UiH
UHBIM IOPUIUYECKUM JIMLIOM, IIPUBJIEKAEMBIM K OpPraHU3alUM IIPOBEICHUS KIMHUYECKOIO
HCCIEAOBaHUs JIEKapCTBEHHOIO IIpenapara Uil MEAMIMHCKOIO IPUMEHEHUs, WU JIpYTUMU
MaTepuasaMu TaKOIro UCCIIEAOBAHMS.

3.1. PykoBoauTens MEIUIIMHCKOM OpraHu3allui B CPOK, HE MPEBBHIIAIONINNA TpeX padodyux THEH co
IHS Hayaja TMPOBENCHHUA KIMHHYECKOTO WCCIICAOBAaHUS JIEKAPCTBEHHOIO TMpemapara JUls
MEIULUHCKOTO MPUMEHEHHsI, CO00maer 00 3TOM B YIHOJHOMOYEHHBIM (eaepanbHblii opra
WCTIOJIHUTENIbHOM BIIACTH, BBIJABIIMN pa3pelleHHe Ha MPOBEACHUE TAKOTO HCCIEAOBAHHS, IO
ycTaHOBIICHHOI uM ¢opme. (B pea. @enepanbHoro 3akoHa oT 29.11.2010 N 313-P3)

4. Opranuzanyy, OCYIIECTBIISIIOIIME OpPraHU3aLMI0 MPOBEACHUS KIMHUYECKOIO HCCIIECJOBAHMS
JIEKapCTBEHHOI'O Ipernapara Juisi MEJUIMHCKOrO0 NMPUMEHEHMSI U yKa3aHHble B 4acTW 3 craThu 38
Hacrosero denepaabHOro 3aKOHA, B clyyae HEOOXOIUMOCTH BHECEHHsS M3MEHEHHUH B MPOTOKOIM
KJIIMHUYECKOT0 HCCIEOBaHUSA JIEKapCTBEHHOIO IIpenapara Uil MEAMIUMHCKOIO IIPUMEHEHUs
coo0mIat0T 00 3TOM B YIIOJTHOMOUYEHHBIH (heiepaabHbIil OpraH UCTIOTHUTEIBHON BIACTH, BbIIABIIMNA
paspelieHre Ha TpPOBEIEHHE TAaKOr0 HCCIEAOBAaHMs, IO YCTAaHOBICHHOM uM Qopme. (B pen.
®enepanbroro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooOIIeHUS O BHECCHHMM HM3MEHEHUH B MPOTOKOJ KIMHUYECKOTO HCCIIEAOBAHMS
JEKapCTBEHHOI'O IpernapaTta Uisi MEIUIUHCKOTO MPUMEHEHUS [0JDKHA COAEpXKaTh CIEAYHOLIUE
cBeneHus: (B pen. PenepanpHoro 3akoHa oT 11.10.2010 N 271-P3)

1) HaumMeHoBaHME, UICHTH(PHUKAIMOHHBII HOMEp U JlaTa MPOTOKOJA KIMHUYECKOTO MCCIIeIOBAHUS;
(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-P3)

2) nata BHECEHHS] M3MEHEHHI B MPOTOKOJ] KIMHUYECKOTO HuccienoBanus; (B pen. deaepanbHOro
3akoHa oT 11.10.2010 N 271-®3)

3) HaMMEHOBaHUE U MECTO HaxOoXxAeHUs 3asButens; (B pen. @enepanbHoro 3akona ot 11.10.2010 N
271-03)

4) HaMMEHOBaHWE OpraHU3allid, MPHUBJICUYCHHOW pa3paOOTUYMKOM JIEKApCTBEHHOTO Ipemnapara K
OpraHu3alli MPOBEACHUS KIMHUYECKOro uccienoBanus (mpu Hanuuuu); (B pea. denepanbHoro
3akoHa oT 11.10.2010 N 271-®3)

5) HaUMEHOBaHUS U MeECTa HAXOXKICHHUS MEIUIMHCKUX OpTraHu3allui, B KOTOPBIX IPOBOIUTCS
KIIMHUYECKOE uccienoanue; (B pea. @enepanpHoro 3akoHa oT 11.10.2010 N 271-P3)

6) mara BbAAUM Pa3peIICHUs] HA TMPOBEJACHUE KIMHUYECKOTO HCCIEIOBAHUS M HOMEP 3TOr0
paspemenus; (B pea. @enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

7) U3MEHEHHUS, BHOCUMBIE B IPOTOKOJI KIMHUYECKOIO UcciaenoBaHus. (B pel. PenepanbHOro 3aK0Ha
or 11.10.2010 N 271-P3)

Honosxcenun wacmu 5 cmamou 40 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeentblxX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0APCMEEHH O
UHpOpMauuoHHOU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
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ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblx u MyHUWURATbHBIX YCIIY2
(pynkyuir) "', npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEH UL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIEKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUYECHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

5. B cpok, He mpeBBIIAOMUI ABAAIATH BOCBbMH pabouuX THEH co JHS MOJy4YeHHs YKa3aHHOTO B
yacTu 4 HacTOSIIEH cTaThbH COOOLICHHS, YIIOJIHOMOYEHHBIN (enepaabHbIil OpraH UCHOIHUTEIBHOM
BJIACTU PAcCMaTPUBAET ITO COOOIIEHHE B YCTAHOBJICHHOM MM MOpPSJIKE M NPUHUMAET pPEIICHUE O
BHECCHUM W3MEHEHHUU B IPOTOKOJ KIMHUYECKOIO UCCIIENOBAHMS JIEKAPCTBEHHOI'O IIperapara s
MEIULUHCKOTO TPUMEHEHUS MM 00 OTKa3e BO BHECEHHWH TAaKUX HW3MEHEHMH, IOAMUCAHHOE
YCUJICHHOM  KBIM(UIIMPOBAHHOM  3JEKTPOHHOM  IMOAIMUCHIO, TOCPEACTBOM  HAIPaBICHUS
COOTBETCTBYIOIIETO PEIICHUs B TMUHBIA KaOMHET 3asBUTENS B eluHON cucteMme. [Ipu paccMoTpeHnn
coOOIIeHNs 0 HEOOXOAMMOCTH BHECEHUS M3MEHEHHH B NMPOTOKOJ KIMHMYECKOTO HCCIIEeIOBAHUS
JIEKapCTBEHHOTO Mpernapara Ui MEIUIIMHCKOTO NMPUMEHEHHs B IENAX OLIEHKH OOOCHOBAaHHOCTH
IIpeAJIaraéMbIX U3MEHEHUN U OIIPEIEIICHUs CTEIIEHH PUCKA JUIA NALUEHTOB, IPUHUMAIOIINX Yy4acTHe
B KJIMHUYECKUX HCCICIOBAHUAX, YIOJHOMOUYEHHBIM (heZiepalbHbIM OpPraHOM HCHOJIHHUTEIBHOM
BJIACTM MOTYT IIPUBJIEKATbCS AKCIEPTHl COBETA MO OTUKE M (WMIM) BKCHEPTHl 3KCIEPTHOTO
yupexjeHus. (B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pexn. or 13.07.2015), ot
30.01.2024 N 1-®3)

6. KnmHnueckoe wuccienoBaHHE JIEKApCTBEHHOIO IIpernapaTta A MEIULUHCKOTO INPUMEHEHMS
MOJKET OBITh MPHUOCTAHOBIICHO HJIM IMPEKPAIICHO, €CIH B MPOLECCE €ro MpOBEJCHUs OOHApYKEeHa
OIACHOCTh ISl JKU3HM, 3J0POBbs IALUEHTOB. B cilyyae BO3HMKHOBEHHUS ONACHOCTH MJI JKHU3HU,
30pOBbsl MALIMEHTA, YYaCTBYIOILETO B KIMHUYECKOM MCCIIEIOBAHUM JICKAPCTBEHHOI'O IIperapara
IUIE  MEAMLMHCKOTO TIPUMEHEHUs, HCCIeqoBaTenu o00sa3aHbl NpouH(OPMUPOBATH 00 3TOM
PYKOBOAMTEN MEAULUHCKONM OpPraHM3alid M  OpPraHU3alMIo, IIOJYYUBIIYI0 pas3pelleHue
YIIOJIHOMOYEHHOTO (pe/iepaIbHOTO OpraHa MCIOJIHUTENBHOM BJIACTH HA OPraHU3alMI0 MPOBEICHHS
KJIIMHUYECKOIO0 MCCIIEIOBAHUs JIEKAPCTBEHHOIO Ipemnapara. PemeHne o0 IPUOCTaHOBIECHUU
KJIIMHUYECKOT0 HCCIEOBaHUSA JIEKapCTBEHHOIO IIpenapara Uil MEAMIUMHCKOIO IIPUMEHEHUs
IIPUHUMAIOT PYKOBOJIUTENIb MEIUIUHCKOM OpraHum3auud M (WIM) OpraHu3alnus, MOJTy4YUBIIAs
paspelieHre yrnoJHOMOYEHHOTO (peiepanbHOro opraHa MCIOJHUTEIBHON BIACTH Ha OpPraHU3alHIo
MIPOBEACHUS KIMHUYECKOIO MCCIENOBAaHUs JIEKAPCTBEHHOIO IIpernapara [Jisi MEAUIMHCKOIO
IIPUMEHEHHUs, pPELICHUE O IPEKPaALICHUU TAaKOr0 HCCIIENOBAHMUS IPUHUMAET YIOJHOMOYECHHBIN
(benepanbHBIi OpraH MCIOJHUTEIBHON BIIACTH HA OCHOBAHMHU COOOIIEHUS B NMUCBMEHHOH (opme
PYKOBOAMTENL MEIULMHCKOM OpraHu3alMy WM OpraHu3alys, IOJy4MBLIas paspelleHue
YIIOJIHOMOYEHHOTO (pe/iepaibHOTO OpraHa MCIOJIHUTENBHOM BIIACTH HA OPraHU3alMI0 MPOBEICHHS
KJIMHUYECKOT'0 MCCIIEI0OBAaHUs JIEKAPCTBEHHOIO IIpernapara s MEJULUHCKOTO IIPUMEHEHMS.

7. B cpok, He NpEeBBIIAIOIINN MATH PabOYMX JHEH CO JHS 3aBEPLICHHS, MPUOCTAHOBICHUS WU
IIPEKpalICHUsI KIMHUYECKOIO HCCIIECNOBAHMs JIEKAPCTBEHHOIO IIpenapara Uil MEIUIMHCKOIO
NPUMEHEHHS, COOOIIeHne 00 ATOM HalpaBIIeTCs] OpraHU3alMsAMU, YKa3aHHBIMU B YacTU 3 CTaThH
38 nacrosmero ®denepaabHOro 3aKOHA, B YIIOJIHOMOYEHHBIN (peepanbHblii OpraH UCTIOIHUTEIbHON
BJIACTH 110 YCTAHOBJICHHOW UM (opme.
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8. ®opma coOOIIEeHHs] O 3aBEpIICHUH, MPUOCTAHOBICHHM WJINM TPEKPALICHUHA KIMHUYECKOTO
HCCIIEA0BAaHM JICKAPCTBEHHOT' O IIpernapara Juisi MEAULMHCKOIO IPUMEHEHHUs TOJKHA COACPKATh:

1) uHpOpMAIUIO O MEIUIIMHCKON OpraHU3alliy WM MEIUIMHCKUX OpraHU3aIUsiX, MPOBOJAUBIINX
JIaHHOE MCCJIeJOBaHNE;

2) onmMcaHue TaHHOTO UCCIICIOBAHMS;

3) maHHble uccienoBaTens (pamuivs, WUMs, OTYECTBO, MECTO pabOTHI, 3aHMMaeMas JOJKHOCTD,
CHEIMALHOCTh, CTaXX padOThl MO TporpaMMaM KIMHHYECKUX HCCIICIOBAaHUN JIEKapCTBEHHBIX
MpenaparoB, MepeyeHb KIMHUYECKUX HCCIEAOBaHUM JIEKAPCTBEHHBIX IPENapaToB, B KOTOPHIX OH
MPUHUMAJ y9acTue (MeproIbl YUacTHs) B KAUeCTBE MCCIICIOBATENS W COUCCIeoBarens); (B pe.
®enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3ynbTaT IaHHOT'O UCCIEAOBaHUS (3aBEpIICHUE, PUOCTAHOBICHUE WM MPEKpalleHHe JTaHHOTO
UCCIICIOBaHMS C YKa3aHHEM WX MPUYUH U BIHMSHHUS HA OIEHKY €ro pe3yibTaToB, OOIIYIO OICHKY
PHCKa U OKHUJIAEMOU MOJIb3bl OT MPUMEHEHUS HCCIEAYEMOr0 JEKAPCTBEHHOIO IPEnapara, a TaKxKe
npeAnojaraeMble JajabHEHIINE 1eUCTBUS).

8.1. Ilpm BbIsBIeHUM (eAepalibHBIM OpPraHOM HCIIOJHUTEIBHONM BIACTH, OCYIIECTBISIOIINM
(GYHKIMU 1O KOHTPOJIO M HaI30py B cepe 3ApaBOOXpaHEHUs, HAPYIICHUNA MPaBHI HaAJEKaIIen
KIMHUYECKOW TMPaKTUKU I[P NPOBEACHUM KJIMHMYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOTO
Ipenapara, BIUAIOIIKX Ha IOJHOTY U (WJIN) JOCTOBEPHOCTH JaHHOTO KJIMHUYECKOI'O UCCIIEI0BaHuS,
yKa3aHHbIN (enepaiabHbIil OpraH UCIIOJHUTEIHHON BIACTH MPUOCTAHABIMBACT MPOBEJCHUE JAHHOTO
KJIIMHUYECKOT'0 HCCJIENOBAHMS M BBIHOCUT MEIMLMHCKOM OpraHu3alud, B KOTOPOM IIPOBOJUTCS
JAaHHOE KJIMHUYECKOE HCCIIEOBaHUE, TPEANrcaHie 00 yCTpaHEHUH BbISBICHHBIX HapymeHui. [Ipu
HEYCTPAHCHUM MEIMIMHCKON OpraHu3alvel BbIABICHHBIX HApyLICHUH B YCTAHOBIICHHBIA B
NPENICaHuM CPOK YKa3aHHBIN (hefiepabHbli OpraH UCHOTHUTEIBHOM BIACTH MIPHUHUMAET pEIlIeHUE
O IIpEeKpallleHU! IPOBEACHMS KIMHUYECKOTO UCCIECNOBAHMS JIEKAPCTBEHHOIO IIpernapara |
HampasisieT B (enepalbHbli OpraH HMCIOJHUTEIBHOM BJIACTH, OCYIIECTBIISIONINN (YHKIHU IO
BBIPAOOTKE U peau3aly rocy1apCTBEHHON MOJIMTUKU U HOPMATUBHO-TIPABOBOMY PETYJIUPOBAHHIO
B cdepe 3ApaBOOXpAHEHUS, 3aKIIOUYCHHE O BBISIBICHUH MPHU MPOBEACHUM TAHHOTO KIMHUYECKOTO
UCCIIEIOBaHMs HApyIIEHUH NPaBWJI HaJJeXkalleld KIMHUYECKON MPAKTUKU Ui NPUHATHUS pPELICHUS
00 OTMEHE pa3pelieHUs] Ha OpPraHU3alMi0 MPOBEIEHHs JaHHOTO KIMHHYECKOTO HCCIEIOBAHUS C
JaThl TNPUHATUS PpEUIEHHs O MPUOCTAHOBIEHUU MPOBEACHUS KIMHUYECKOIO HCCIIECJOBAHMS
JeKapCcTBEHHOr 0 npemnaparta. (B pel. @enepanpHoro 3akona oT 13.07.2015 N 241-P3)

Honosxncenusn uacmu 8.2 cmamou 39 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNiCHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anHo2o OyoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROORUCAHHAA YCUTICHHOU K6ATUDUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUCHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
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enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

8.2. Ilpu mpoBeneHMM KIMHMYECKOTO MCCIEAOBAaHUS JIEKApCTBEHHOIO Ipemnapara s
MEIUIMHCKOTO NPHUMEHEHUs B CilIy4yae YTOYHEHMs (MU3MEHEHMs) AAHHBIX, COIEpPXKAIIUXCS B
pa3pelleHny Ha IPOBEJCHUE TaHHOTO KIMHUUYECKOTO UCCIIEJOBaHMsI, HA OCHOBAHUU HAIIPaBJIEHHOIO
B JIMYHBIA KaOWHET YMOJHOMOUYEHHOTO (peepanbHOro opraHa MCIOJIHUTEIBHOW BIACTH B €AMHOM
cucreMe OOpalleHusi 3asBUTENs, MOAMMCAHHOTO YCHUJICHHOW KBaJM(HUIIMPOBAHHOM 3JIEKTPOHHON
MOJNKCHI0, C MPUIOKEHUEM MOTHBUPOBAHHOIO OOOCHOBAHUS U JOKYMEHTOB, MOATBEPKIAIOIINX
HEOO0XOUMOCTh YTOYHEHHUS JaHHBIX, YIOJIHOMOYEHHBIH (elepaibHblii OpraH HCHOIHUTEIbHOM
BJIACTU B CPOK, HE NMPEBBIIIAIONINI ABAIaTH BOCBMU pabOYUX THEH CO JHS MOCTYIJICHUS TAaKOTO
oOpalieHusi, BHOCHUT W3MEHEHHMsS B pa3pellieHHe Ha IMPOBEACHHE KIMHUYECKOTO HCCIIeIOBaHUS
JIEKapCTBEHHOI'O IIpernapaTa JUisi MEAUIMHCKOTO MPUMEHEHUS U PEECTP BBIIAHHBIX pa3pelIeHUN Ha
IIPOBEJICHUE KIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB, a TAK)KE HAIIPaBIIAET B
JUYHBIN KaOWHET 3asBUTENS B €IMHOM CHUCTEME BBIIUCKY W3 PEECcTpa BBIAAHHBIX PA3pELICHUI Ha
IIPOBEJICHUE KIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX IPENAapaToB, MOANMCAHHYIO YCHIEHHOU
KBUTH()UIIUPOBAHHOHN 3JIEKTPOHHOW MOIMUCHIO, THOO MPUHUMAET pelieHue 00 0TKa3e BO BHECCHHUH
U3MEHEHHH B paspelleHHe Ha IPOBEIEHUE KIMHUYECKOTO HCCIEN0BAaHUSA JIEKAPCTBEHHOTO
npernapara il MEIUIUHCKOTO IPUMEHEHHUS U HAalPaBJIsieT B JIMYHBINA KaOMHET 3asiBUTENS B €AMHOM
CHCTEME 3TO peIIeHUE, MOANICAHHOE YCHICHHON KBATU(DUIIUPOBAHHON 3JIEKTPOHHON MOAMHUCHIO, C
yKa3aHHEM IPpUYUH OTKa3a. (B pex. @enepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

9. YnonHoMO4eHHBIN (eiepanbHblii OpraH UCIIOTHUTEIBHOM BIACTH OMYOJMKOBBIBACT U Pa3MelaeT
Ha cBoeM odunmansHOM caiite B ceTd "MHTepHeT" cooOIIeHne o 3aBepIIeHUH, MTPHUOCTAHOBICHUH
WIM MPEKPALEHUN KIMHUYECKOTO HCCIIEI0BAaHUS JIEKAPCTBEHHOIO IpenapaTa JUisi MEIUIIMHCKOTO
NPUMEHEHUS B CPOK, HE TMPEBBIIAIONIMA MATH pabouyMx JIHEH cOo JAHA €ro IMOJy4eHHUs, B
YCTaHOBJIEHHOM UM MOPSAKE.

10. YmomHOMOueHHBIN (enepaibHblii OpraH HCHOJHHUTENBHOM BIACTH OCYILECTBIISET BeJIECHHUE
peecTpa MCCIEAOBaTENe, MPOBOASIIMX WM TMPOBOAMBIIMX KIMHUYECKHE HCCIIEIOBAHUS
JIEKapCTBEHHBIX NPENapaToB JIJs MEAULMHCKOIO IPUMEHEHHUS, B COOTBETCTBUH C YTBEPKIACHHBIMU
UM TpaBWIaMH W pa3MellaeT ero Ha cBoeM o¢uiuaabHoM caiite B cetu "HMHrepHer" B
YCTQHOBJICHHOM MM TMOPSAJKE. YKa3aHHbBIM peecTp COACPKUT HHPOPMALUIO, MPEAyCMOTPEHHYIO
ITyHKTOM 3 4acTH 8 HacCTOSLIEH CTaThy.

Honoscenus wacmu 11 cmamou 39 (6 peod. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOIL 20CY0APCMEEHH O
UHpOpMayuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepeHus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaMiCHOM Hocumene u 0yOIUKAMbl Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPEnapamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMEbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCH 8, ROONUCAHHAA YCUTCHHOU K6ATUPUUUPOSAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

11. Ortuer o pe3ynbrarax KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpernapara Jyis
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MEIUIMHCKOTO MPUMEHEHUs COCTaBIISETCS OpraHu3aluel, yKa3aHHOM B 4acTM 3 cratbu 38
Hacrosmero dexepanbHOro 3aKOHA, M MPEICTABISETCS B YHOJIHOMOYECHHBIM (enepalbHblii OpraH
WCIIOJIHUTENILHOM BIIACTH, BBIJABLIMI pa3pelIEcHUE Ha MIPOBEIEHUE ITOTO MCCIEAOBAHUS, B CPOK, HE
IIPEBBILIAIOIIMKM  JBEHAALIATH MECSLEB CO JHA €ro 3aBeplICHUs, INPUOCTAHOBICHUS WIH
NpeKpalleHusi, B TMOpPSAKE, YCTAaHOBJICHHOM  YIOJHOMOYEHHBIM (hefepanbHbIM  OPraHOM
HCIIOJIHUTENIBHOM Bi1acTu. (B pea. @enepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

12. Hapymenue npaBuil HaJuIekalled KIMHUYECKOM MNpakTHKH, (ambcudukanus pe3yiabTaToB
KJIMHAYECKOT'0 UCCIIE0BaHUs JICKAPCTBEHHOTO Ipernapara il MEAULMHCKOIO IPUMEHEHUS BIEKYT
3a c00O OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIhCTBOM Poccuiickoit @enepanuu. (B pe.
®enepanbHOro 3akoHa ot 22.12.2014 N 429-P3 (pex. ot 13.07.2015)

13. Ilpu npoBeneHNN KIMHUYECKOTO MCCIEA0BaHUs JIEKAPCTBEHHOIO IIpenapaTa A MEJUIIMHCKOTO
NpPUMEHEHHUs JIOMycKaeTcss 3abop y TMAaIlMeHTOB OHOJOTMYECKHMX MarepuaioB (00pasibl
OMOJIOTUYECKUX JKUAKOCTEH, TKaHEW, CEKPeTOB U MPOAYKTOB >KU3HEICSITEIHHOCTH YEJIOBEKa,
(U3NOTIOTHUECKUX M TIATOJIOTUYECKUX BBIJICIICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHH3MOB,
OuoncuiHBIA MaTepuan) Uil ux u3ydeHus B Poccuiickoit denepamyu u (Wim) 3a mpeaersamu
Poccuiickoit ®enepanuu. (B pea. PepepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

14. Ilopsinok BBo3a B Poccuiickyro denepaumio M BbIBO3a 3a mpezensl Poccuiickoit @enepanuu
OMOJIOTHYECKUX MaTepUaANIOB, IMOJYYEHHBIX NPU TMPOBEICHHM KIMHUYECKOTO HCCIIEeIOBaHUS
JIEKapCTBEHHOI'O Ipernapara il MEAMIMHCKOrO IMPUMEHEHHUs, ycTaHaBiauBaeTcs [IpaButenbcTBoM
Poccuiickoit ®enepanuu. (B pea. PepepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

Crartbi 41. JIoroBop o npoBeiecHUH KIMHUYECKOT0 UCCJIeOBAHMS
JIEKAPCTBEHHOI0 Mpenapara Jisi MeAMIUHCKOI0 IPUMeHEeHUs
1. KnuHuueckoe uccienoBaHUE JIEKApCTBEHHOrO IpernapaTta A MEIULUHCKOTO INPUMEHEHMS
npoBOAUTCA B COOTBCTCTBMM C OOroOBOPOM O TMPOBCACHUU KIMHHUYCCKOIO HUCCICAOBAHUSA
JICKApCTBCHHOT'O IMperiapaTta AJid MCAUIUHCKOI'O MPUMCHCHH, 3aKJIIOYaCMbIM MCIKY opraHmauHeﬁ,
MOJTyYMBIIEH pa3pelieHne YIMOJTHOMOUYEHHOTO (heeparbHOro opraHa MCIIOJHUTEIHHON BJIACTH Ha

OopraHu3anuro MMPOBCACHUA TaKoIo HCCICIOBAaHUs, u MGHHHHHCKOﬁ Opl"aHI/I3aLII/ICI71,
OCYH_ICCTBJIHIOH_ICﬁ MPOBCACHUC TAKOI'0 UCCICAOBAHM.

2. I[OFOBOp O MPOBCACHUU KIMHHUYCCKOI'O0 HCCICAOBAHHA JICKAPCTBCHHOI'O0 TIMpcrapara i
MCIUIIUHCKOI'O IPUMCHCHUS JOJKCH COACPIKATD!:

1) ycnoBus 1 CpoKH NMPOBEACHUS JAHHOTO HCCIIEIOBAHNUS;

2) ompeneneHue OOIIEH CTOMMOCTH IMPOrpamMMbl JaHHOTO HCCIICAOBAaHHUS C yKa3aHHUEM CyMMBI,
npeJHa3HAYaIoIMIEeNnCs Ul BBIIUIAT UCCIIEI0BATEINISIM, COMCCIIEI0OBATENIM;

3) onpenenenue GOpMBI MPEACTABICHHS PE3YJIBTATOB JAHHOTO MCCIEAOBAHUS B YIIOTHOMOYCHHBIH
(benepanbHBI OPraH UCTIOTHUTEILHOMN BIIACTH.

Crarbi 42. DunancoBoe od0ecneueHNe KINHNYECKOr0 HCCJIe10BAHNSA
JIEKAPCTBEHHOI'0 Mpenapara aJjisi MeAMIUHCKOI0 IPUMeHeHUs
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®duHaHCOBOE 00ECICUCHHE KIMHHYECKOIO HUCCIICAOBaHUA JICKAPCTBCHHOI'O IIpcliapaTa JIA
MCIUITUHCKOI'0 TPUMCHCHUSA OCYIICCTBIISICTCA 3a CUCT:

1) cpencts deaepanbHOro OIOIKETA;

2) CpeacTB OpraHu3aluii, IMOJIyYMBIIMX pa3pellleHue Ha OPraHu3aldi0 IPOBEIEHUS JTaHHOTO
HCCIIEA0BaHMs, B COOTBETCTBUH C YCIOBUSAMHU JOTOBOPA O €r0 IIPOBEACHNH;

3) MHBIX HE 3alpPeILeHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit denepanvy HCTOYHUKOB.

Crarbs 43. IIpaBa nanueHTOB, YYACTBYIIHMX B KINHUYECKOM
HCCJICIOBAHUM JIEKAPCTBEHHOI'0 Mpenapara J1Jjisi MeIUuIMHCKOr0
IPUMEHEHUA

1. VYwuactme ManUCeHTOB B KIMHHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O Impfnapara I
MCIUITUHCKOI'O IPUMCHCHUS ABJISICTCA I[O6pOBOJIbHBIM.

2. TlamueHT WM €ro 3aKOHHBIA MPEICTaBUTENb JOJDKEH OBITh MH(POPMHUPOBAH B MHUCHMEHHOM
dopme:

1) O JICKAPpCTBCHHOM TIIp€raparc I MCAUIUHCKOTO NPUMCHCHUA W CYHIHOCTU KIIMHHUYCCKOI'O
HCCIICAOBAaHNA 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) 0 06e30MacHOCTH JIGKAPCTBEHHOTO Tpernapara JUisi MEIUIUHCKOTO MIPUMEHEHHUS, €r0 0XKHIaeMOM
3¢ (HEeKTUBHOCTH M CTETIEHU PUCKA IS MAIMEHTA;

3) 00 YCIIOBUAX YUACTUA MAIUCHTA B KIIMHUYCCKOM HUCCIICAOBAHUUN JICKAPCTBCHHOTO IIpCriapara IJisd
MCIUITUHCKOI'O IPUMCHCHUA

4) 0 mejimm wird »OeisiX W MPOAOJDKUTCIBHOCTU KIIMHUYCCKOIO HMCCICIOBAHUA JICKAPCTBCHHOI'O
npenapara st MCAUIUHCKOTO IIPUMCHCHUA

5) o neicTBUSAX NalMEHTa B cly4yae HENpenBUICHHBIX 3()()EKTOB BIMSIHUSA JIEKAPCTBEHHOTO
rpenapara s MEJUIUHCKOrO IPUMEHEHMS Ha COCTOSIHUE €0 310POBbS;

6) 00 yclIoBHsIX 0053aTEILHOTO CTPAXOBAHUS XKU3HH, 3/I0POBbS MAIHECHTA;

7) 0 TapaHTUuIAX KOH(I)I/IILCHL[I/IEUIBHOCTI/I ydactusd MnNanuceHTa B KIMHUYCCKOM HCCICAOBAHUN
JICKApCTBCHHOTO IpeCriapaTa AJid MCIUIUHCKOTIO NPpUMCHCHHA.

3. I[OGpOBOHLHOC corjiacue MmaiueHTa Ha y4aCcTUC B KIIMHUYCCKOM UCCIICAOBAHUHN JICKAPCTBCHHOI'O
npenapara Ajd MCIUIHUHCKOrO IMPUMCHCHUSA NOATBCPIKAACTCA €TI0 NOANHMCHIO WM MOAIUCBIO €ro
3aKOHHOI'O MPCACTABUTCIIA Ha I/IH(bOpMaI_II/IOHHOM JIUCTKC IManucHTAa.

4. HaI_II/IeHT HWIIH €T0 3aKOHHBIN MNpEACTAaBUTCIIb UMCCT MPABO OTKA3ATHCA OT YUACTUA B KIIMHUYCCKOM
HUCCIICAOBAHNU JICKAPCTBCHHOI'O IIpfriapara e MCIUIUHCKOTIO NPUMCHCHHA Ha 000H cTaguu
MMPOBCACHUSA TAKOI'0 UCCIICAOBAHU.

5. IlpoBeneHue KIMHMYECKOIO HCCIIENOBAHMS JIEKAPCTBEHHOIO IIpenapara il MEIULHUHCKOrO
IIPUMEHEHUs C y4acTHEM B KaueCTBE IIALMEHTOB JETEH JOIyCKAaeTCsd TOJBKO C COIJIacHus B
NUCHbMEHHOW (hopMe HMX pOJUTENeH, ycblHOBUTeneil. JleTh MOryT paccMaTpHUBaThCS B KauecTBe
MOTEHIMAJIBHBIX MAllMEHTOB TAaKOTO MCCIIEAOBAHUS, TOJIBKO €CIIH €ro MpoBeeHNne HEOOX0IUMO IS
YKPEIUICHUSI 3[0pOBbS JeTed WiIM NpO(WIAKTUKA WH(PEKIMOHHBIX 3a00JIeBaHUIl B JETCKOM
BO3pacTe JMOO €CIH IeNbI0 TAaKOTO HCCIEAOBAHMS SBISIETCS IMOJNyYEHHE JAHHBIX O HaWITydIIeH



JO3UPOBKE JICKAPCTBEHHOTO TIperapara Jyisl IeYeHUs JeTeil. B 3TuX ciydasx TakoMy HCCIIE0OBAHUIO
JOJDKHO — TMPEAIISCTBOBATh KIMHUYECKOE HCCICIOBAaHUE JICKAPCTBEHHOTO IMpemapara IS
MEIUIIMHCKOTO TMPUMEHEHHUs Ha COBEPIICHHOJETHHX TpakJaHaX, 3a UCKIIOUYECHUEM CIy4yaeB, eCIH
UCCIIETyeMbIi JICKQpPCTBEHHBIM Mpenapar Uis METUIIMHCKOTO TPUMEHEHUS TpeaHa3HAYCH
UCKITIOYUTENLHO TSI UCIIOJIb30BaHUS HECOBEPIIICHHOICTHUMHU Tpaxkaanamu. (B pen. denepanbHOro
3akoHa oT 22.10.2014 N 313-®3)

6. 3aHpemaeTcsI MPOBCACHUC KIIMHUYCCKOr0 HUCCICAOBAHUA JICKAPCTBCHHOTO IIpIliapara IJIsd
MCIUITUHCKOI'0 IPUMCHCHUS C YHACTUCM B KAYCCTBC MAIUCHTOB:

1) nereit-cupoT u Aerel, ocTaBIIMXCs 0€3 MOMeYEeHUsT POAUTEIICH;

2) SKEHIIMH B TMepHoa OEpEeMEHHOCTH, JKCHIIUH B MEPUOJ TPYAHOTO BCKapMIIMBaHUS, 32
HCKJIIOYEHHMEM CIIy4acB, €CJIU IPOBOAUTCS KIMHUYECKOE UCCIIEA0BAHNE JIEKAPCTBEHHOTIO IIpenapara,
NpeJHa3HAYCHHOTO Ul YKAa3aHHBIX JKEHIIWH, NpPU YCJIOBUM HEOOXOAWMOCTH IOJTyYCHHUS
MHGOPMALIUU TOJIBKO BO BPEMsl MPOBEIEHHUS COOTBETCTBYIOIIMX KIMHMYECKUX HCCIEIOBAHUU U
NPUHATHS BCEX HEOOXOIUMBIX MEp MO MCKIIOUEHHIO PUCKAa HAHECEHHs Bpea JKCHIIUHE B IEPHO
O0epeMEeHHOCTH, KEHIIUHE B IEPUOJI TPYJHOTO BCKApMJIMBAHUS, IOy I PEOCHKY;

3) BOEHHOCIY)XAalllMX, 32 MCKJIIOUYEHHUEM CIIy4yaeB IPOBEACHMSI KIMHUYECKOIO HCCIIECJOBAHMUS
JIEKapCTBEHHOTO TpenapaTa, CHeIHaabHO pa3padOTaHHOTO JJIsl IPUMEHEHUS B YCIOBHUAX BOCHHBIX
JIeUCTBUHM, Ype3BbIYAWHBIX CUTYAlM, NPOQHUIAKTUKKA M JIeYeHHS 3a00JeBaHUN M IMOpPAKEHUH,
MOJYYCHHBIX B pe3yJbTaTe BO3JCHCTBUS HEONIArOoNpHUATHBIX XUMHUYECKUX, OMOJIOTHYECKUX,
panuanoHHbIX GakTopoB. KimHMYeckoe nccieoBaHue TaKoro JISKapCTBEHHOTO Mpernapara MOKeT
IIPOBOJUTHCS C Y4YaCTUEM B KayeCTBE IIALIMEHTOB BOCHHOCIYXKAIMUX, 34 MCKIOYECHUEM
BOCHHOCITY>KAIllUX, MPOXOJAALIMX BOCHHYIO CIyXkOy IO NpHU3BIBY, C COOMIOJIEHHMEM TpeOOBaHUA,
YCTaHOBJICHHBIX HAcTOSIKUM DenepanbHbIM 3aKOHOM B OTHOLIEHUU IPAYKIAHCKUX JIULL;

4) cOTpyIHUKOB IIPAaBOOXPAHUTEIBHBIX OPraHOB;

5) nui, oTOBIBAIOIIMX HaKa3aHWE B MECTaxX JHUIICHHUS CBOOOJBI, a TAKXKE JIMI, HAXOAIIUXCS IO
CTpa)el B CJICICTBEHHBIX U30JATOPaX.

7. [omyckaeTcs NpPOBEACHHE KIMHUYECKOTO MCCIEAOBAaHMS JICKAPCTBEHHOTO IIpenapara it
MEIHUIIMHCKOTO TMPUMEHEHHUS, NPEJHA3HAYCHHOTO [JIs JICYCHHUS TCUXUUYECKUX 3a00JIeBaHUM, C
ydacTUEM B KayeCTBE MAIMEHTOB JIMII C T[CUXWYECKUMU 3a00JIeBaHUSAMH, TPHUIHAHHBIX
HEJECEeCIIOCOOHBIMH B TOPSIIKE, YCTAaHOBIEHHOM 3aKOHOJAATeNhcTBOM Poccuiickoit Dexneparuu.
Knnanueckoe uccienoBanue JeKapCTBEHHOTO MpenapaTa B 3TOM Clydae MPOBOJUTCS MPU HATUYUU
coryiacus B MMCbMEHHOM (pOpMe 3aKOHHBIX MPEICTABUTENCH YKa3aHHBIX JIHII.

Crarbs 44. O0s13aTe/IbHOE CTPAXOBAHUE *KU3HM, 3[I0POBbS MALMEHTA,
YY4acTBYHIIEr0 B KJIMHUYECKOM HUCCJICIOBAHUM JIEKAPCTBEHHOT' 0
npenapara JJjs MeJUUUHCKOro npuMeHeHus (B pea. OeaepajbHOro
3axkoHa o1 29.11.2010 N 313-®3)

1. OpraHusanus, IOJy4MBIIAs pa3pelIEeHUE Ha OPraHu3alyi0 IPOBEACHUS KIMHUYECKOTO
MCCIIeZIOBAaHM JICKAPCTBEHHOTO Ipernapara Ui MEIUIMHCKOTO MPUMEHEHHs, 00s3aHa B KauecTBe
CTpaxoBaTessl CTPaxoBaTb PUCK IPUYMHEHHs BPENA JKU3HHU, 3J0POBBIO IALMEHTa B pe3yjbTaTe
MIPOBEACHUS KIMHUYECKOIO MCCIENOBAaHUs JIEKAPCTBEHHOIO Ipernapara Jisd MEAUIMHCKOIO
NPUMEHEHHS 32 CBOW CUET IyTeM 3aKJIFOYCHUS JOrOBOpa 00s3aTEIbHOIO CTPaXOBaHMUS.
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2. OOBEKTOM 0053aTENILHOTO CTPAXOBAHUS SIBISETCA MMYIIECTBEHHBI MHTEpEC MAalMeHTa,
CBA3AHHBIM C MPUYMHEHUEM BpEAA €ro JKU3HU WM 3J0pPOBbI0 B PpE3YyJIbTaTe€ IIPOBEACHUS
KJIMHUYECKOT'0 MCCIIE0BAaHUs JIEKAPCTBEHHOIO IIpernapara s MEJULUHCKOTO IIPUMEHEHMS.

3. CTpaxoBBIM CIIy4aeM IO JIOTOBOPY 00S3aTEIBHOTO CTPAXOBAHUS SBJISIETCS CMEPTH MAIEHTA WIH
YXYJIIEHUE €ro 30pOBbs, B TOM YHCIE BJEKYyIIee 32 COOOH YCTaHOBJICHHWE MHBAJIUIHOCTH, NPH
HAIMYUKA TPUYUHHO-CIICICTBEHHON CBSI3M MEXAY HACTYIUICHHEM JTOTO COOBITHUS M YYacTHEM
MAIUEHTa B KIIMHUYECKOM UCCIIEI0BAaHUY JIEKAPCTBEHHOTO MIpenapara.

4. TpeOoBaHus O BO3MEIIEHUH Bpeda, NPUUYMHEHHOTO >KU3HM WM 30POBBIO MAIMEHTA,
NPEABSBIAIOTCS B TEYEHUME CPOKOB MCKOBOM JABHOCTH, YCTAHOBIECHHBIX T'PaXkKIaHCKUM
3aKOHOJIaTEIbCTBOM.

5. Pa3zmep cTpaxoBoii BBIIIJIATHI 10 JOTOBOPY 00S3aTEILHOIO CTPaXOBAHUS COCTABIISCT:

1) B ciiydae cMepTH MAIMEHTa J[Ba MIJIIMOHA pyOjieil Ha Ka)XI0ro MalMeHTa, Y4acTBOBABILETO B
KJINHUYECKOM HCCIIEJOBAaHUY JICKAPCTBEHHOTO IIPErapara;

2) npu yXyALIEHUH 30POBbs MallUEHTA!

a) TOBJIEKILEM 3a COOOH yCTaHOBJICHHE MHBAJIUIHOCTU | Ipymmbl, OJMH MHJUIMOH MSATHCOT THICSIY
pyOJieii Ha Ka)kKJO0ro MalnueHTa, y4acTBOBABIIETO B KIMHUYECKOM HCCIIECIOBAHUH JIEKAPCTBEHHOTO
npernapara;

0) moBjekmeM 3a coOOl ycTaHOBiIeHHME HMHBaIMIHOCTH II rpynmel, oaMH MHUIMOH pyOsiel Ha
Ka)KJI0T0 NAlMEHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HUCCIIEOBAaHUY JICKAPCTBEHHOT'O IIPEIapara;

B) MOBJIEKIIEM 3a co00i ycraHoBieHue MHBanuaAHOCTU III rpymnmel, maAThCOT THICSY pyOnel Ha
Ka)KJI0T0 MAlMEHTa, y4aCTBOBABLIETO B KIIMHUYECKOM HUCCIIEOBAaHUY JICKAPCTBEHHOT'O IIPEIapara;

') HE TOBJIEKIIEM 3a c000#l yCTaHOBIECHHSI MHBAIMAHOCTH, HE OoJiee YeM TpHCTa Thicsay pyOnel Ha
Ka)KJOr0 MalMeHTa, y4acTBOBABIIETO B KJIMHUYECKOM HCCJIEI0BAHUU JIEKAPCTBEHHOI'O Ipemnapara,
UCXOJS U3 HOPMAaTHUBOB, OTPAXKAIOIIMX XapaKTep M CTENEHb IOBPEKICHUS 3J0pPOBbS, a TaKXKe
(aKTHUECKH TIOHECEHHBIX IAalMEHTOM pacXoJlOB, BBbI3BAaHHBIX MOBPEXICHHEM 370pPOBbs, Ha
MEIULMHCKYIO TOMOIIIb, IPUOOpETEeHHE JIeKapCTBEHHBIX MpenapaToB. (B pea. PenepaabHOro 3aK0Ha
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6. Yacts ytpatmna cwiy. (B pea. PenepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

7. Cpok moroBopa 00s3aTeIbHOTO CTPaXxOBaHHUS HE MOXKET OBITh MEHEe, YeM CPOK IMPOBEICHHUS
KIIMHUYECKOTO UCCIIEI0BAHMSI JICKApCTBEHHOTO Mpernapara.

8. VYcnoBus 10roBopa 00s3aTENbHOTO CTPaxOBaHMSA, B TOM YHCIE CTpaxoBble Tapu(bl 10
0053aTeIbHOMY ~ CTPaxOBaHMIO, TIE€PEYCHb HEOOXOJUMBIX JIOKYMEHTOB [UIS OCYILIECTBIICHHUS
CTpaxOBOW  BBIMJIATHI, NOPSIIOK ~ YCTaHOBJIGHUS ~ CTpaxoBaTeleM  HHAMBHIYaJbHOTO
UACHTU(PUKAIIMOHHOTO KOJa MalMEeHTa, MOPSA0K HHYOPMUPOBAHHS CTPAXOBaTEIeM CTPAXOBIIUKA O
NPUBJICUYCHHBIX K KIMHHYECKOMY MCCIIEJOBAHUIO JIEKAPCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO
NPUMEHEHHUS T[alUEeHTaxX, TOPSJOK YIjaaTbl CTPaXxOBOW MpEeMHH, MOPSAOK pean3aliu
OIpeIeNIeHHBIX HacTosAMM Denepa’abHbBIM 3aKOHOM U JAPYTrUMH (peaepatbHbIMU 3aKOHAMH MIPaB U
0053aHHOCTE CTOPOH MO JOrOBOpPY OOS3aTEIBLHOIO CTPaxOBaHMSA, a TaKKe HOPMATHUBBI,
OTpaXKalolllle XapakTep M CTENeHb MOBPEXKICHHUS 3I0POBBS, YCTAHABJIMBAIOTCS THUIOBBIMU
npaBUiIaMu 00s3aTeNbHOTO cTpaxoBaHus. (B pen. DexepanbHoro 3akoHa oT 22.12.2014 N 429-93
(pen. or 13.07.2015))
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9. B cnyuae nmpuunHeHUs Bpefa KU3HU NallMeHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIEOBaHUU
JIEKapCTBEHHOTO Iperapara, BhITOJONPHOOPETATEISIMUA TI0 IOTOBOPY 00S3aTEIBHOTO CTPAaXOBAHMUS
ABJSIIOTCA T'PaKJaHe, MMEIOIIKME IIPaBO Ha BO3MEILECHHME Bpela B Cllydae CMEPTH KOpMUIbLA B
COOTBETCTBUU C IPaKAAHCKUM 3aKOHOJATEJIbCTBOM, IIPU OTCYTCTBUM TaKUX Tpa)<JaH - POIUTEIH,
Cynpyr, JeTH YMEpLIero IIallMeHTa, YYacTBOBABILIEIO B  KIMHUYECKOM HCCIEHOBAaHUU
JIEKApPCTBEHHOI'0 IIpernapara, B CilIydae CMEpPTH MAlUeHTa, Y4YacTBOBABLIETO B KIMHUYECKOM
HCCIIEA0BAaHUH JIEKAPCTBEHHOT'O IIpenapara 1 He UMEBIIEro0 CaMOCTOSATEIbHOTO JOXO0A4, - TPAXKIaHe,
Ha WKIMBEHUM KOTOPBIX OH HAXOIWICSA, B OTHOIIEHHUH BO3MEIIECHHUS pPacXoJl0OB Ha morpedeHue
MallMEHTAa, Yy4aCTBOBABILIEIO B KIMHUYECKOM MCCIIECJOBAaHUU JIEKAPCTBEHHOIO Iperapara, - JIMIO,
IIOHECIIEE TAKUE PACXOBI.

10. CrpaxoBas BbIIUIATA B CYET BO3MEIICHUS Bpela, MNPUUYMHEHHOTO JKWU3HM TMAlMEHTA,
y4acTBOBABLIErO0 B KIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO IMpernapara, pacupeesercs
MEX/Ty BBITOJIOTPUOOPETATENIMU TIPONOPIIUOHATIEHO WX KOJUYECTBY B PABHBIX JOJISX.

11. Ilpu HacTyluIeHMM CTpPaxoBOIO Cly4as IHalMEHT, Yy4acTBOBAaBLIMI B KIMHUYECKOM
UCCIICZIOBAaHUM  JICKAPCTBEHHOTO  Iperapara, BBITOAONPUOOpETaTeNlb  BIpPABE  NPEIbSIBUTH
HETIOCPEJICTBEHHO CTPAXOBIIUKY TpeOOBaHHWE O BO3MEIICHUH NPUYMHEHHOTro Bpena. Crpaxoas
BBIIIJIaTA OCYLIECTBIISIETCSA CTPAXOBIIMKOM B TEUEHUE TPUALATH [JHEU CO [Hs IPEIACTaBICHUS
HEOOXOIUMBIX JOKYMEHTOB. [lamMeHT, ydYacTBOBAaBIIMM B KJIMHUYECKOM HCCIICIOBAHUU
JICKapCTBEHHOTO IIperapara, WM BBITOJONPHOOpETaTeNh 00s3aH COOOLIUTH CTPAXOBIIMKY JUIS
OCYILECTBIICHHUSI CTPaxOBOW BBIIIATHl WHAWBUAYAIbHBIH HMICHTU(UKAMOHHBIA KOJ TalUeHTa,
YCTQHOBJICHHBII CTpaxoBaTelieM B COOTBETCTBHM C THIIOBBIMU IpaBHJIAMH 0053aTEIbHOTO
CTPaXOBaHHs.

12. Jlo momHOro ompeaeneHus pa3Mepa MOJJIEKALIEr0o BO3MELIEHUIO Bpela CTPAXOBIUMK IIO
3asBJICHHI0 MAIMEHTa, YYacTBOBABIIETO B KIMHUYECKOM MCCIEAOBAHUU JIEKAPCTBEHHOTO
mpernapara, WIM 3asABJICHUIO BBIFOJONPHOOpETATEeNs BIPAaBE OCYIIECTBHTH YacCTh CTPAaXOBOM
BBIIJIATHI, COOTBETCTBYIOIIYIO (PaKTHUECKU ONPECTICHHON YaCTH NPUIMHEHHOTO Bpea.

13. CrpaxoBas BblIUIaTa B COOTBETCTBUM C JIOTOBOPOM  OOS3aTENBHOIO  CTPAaXOBAHMS
OCYIIIECTBIISIETCS HE3aBUCUMO OT BBIILJIAT, IPUUUTAIOLUIUXCSA [0 IPYTHMM BHIaM CTPAaXOBaHMSL.

14. He AOMMYCKACTCA y4aCTUC IMalMCHTAa B MPOBCACHHUH KJIMHHUYCCKOIO HUCCICAOBAHUA
JICKApCTBCHHOTO IIpCriapaTa npu OTCYTCTBUU JOTOBOpaA 00513aTENBHOTO CTpaxoOBaHUA.

15. KoHTposip 3a HCHOJHEHHWEM OpraHu3alyel, MOJY4YMBUIEW pa3pelleHne Ha OpraHu3aluio
MIPOBEACHUS KIMHUYECKOIO MCCIENOBAaHUs JIEKAPCTBEHHOIO Ipernapara il MEAUIMHCKOIO
NPUMEHEHHS, YCTAaHOBJICHHON HacToOsIel cTaTheil 0053aHHOCTH MO 005A3aTEILHOMY CTPaXOBaHHIO
KU3HHU, 3[0pOBbS MALMEHTA, Y4YacTBYIOLIErO (Yy4acTBOBABIIETO) B KIMHMYECKOM HCCIIEIOBaHUU
JEKapCTBEHHOTO  Mpernapara, OCYIIECTBISETCS  YHNOJHOMOYEHHBIM  (elepalbHbIM — OPraHOM
WCIIOJIHUTEJIBHON BJIACTH, BBIJABIIMM pPa3pelICcHUE HA IMPOBEACHUE KIMHUYECKUX MCCIIECIOBAaHUN
JIEKAPCTBEHHBIX IIPENApPaTOB ISl MEAULIMHCKOTO IPUMEHEHUS.

I'nasa 8. IPOU3BOACTBO U MAPKHUPOBKA
JIJEKAPCTBEHHbBIX CPEACTB

Cratba 45. IIpou3BoACTBO JIEKAPCTBEHHBIX CPEACTB

1. TIpou3BOACTBO JEKapCTBEHHBIX CPEACTB JIOJUKHO COOTBETCTBOBATh TPEOOBAHUSIM MPaBUII



Ha/JIeKaIled MPOU3BOACTBEHHON MPAKTUKH, YTBEPKIECHHBIM YIIOJIHOMOYEHHBIM (penepaibHbIM
OpPraHoOM UCHOJHUTENbHOW BiacTu. (OCOOEHHOCTH TMepexoja IMPOU3BOJACTBA  OTAEIBHBIX
JIEKapCTBEHHBIX CPEJCTB K UX MIPOU3BOJICTBY B COOTBETCTBUH C TPEOOBAHUSAMHU MPABHI HAJUIEKAIICH
IIPOU3BOJCTBEHHON IPAaKTUKKU ycTaHaBinuBaroTcs lIpaBurensctBom Poccuiickonn denepanun.
Bbinaya 3axitoyeHMi O COOTBETCTBUU MPOHM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUIM
IIpaBUJl  HAJJIEXKALICH IMPOU3BOACTBECHHOM IPAKTUKU  OCYLIECTBIAETCA IO  pe3yibraraM
MHCIIEKTUPOBAHMUS IIPOU3BOAMTEIICH JIEKAPCTBEHHBIX CPEACTB B IOPSAKE, YCTAHOBICHHOM
IIpaBurensctBoM Poccuiickont denepanuu. Pazmep miatel 3a Bblgady 3aKJIIOUYEHUS] O COOTBETCTBUU
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBaHMAM IMPAaBHI HaJJIeKalled MpOH3BOJCTBEHHOM
IpakTUKU ycraHasiuBaeTcs IIpasurensctBom Poccuiickoit denepanuu. [lopsnok opranuszanuu u
IIPOBEACHUS MHCIICKTUPOBAHUSA IPOU3BOAUTEIEH JIEKAPCTBEHHBIX CPEICTB HAa COOTBETCTBUE
TpeOOBaHMSAM  TPaBWI  HaJJIeKalled  MPOU3BOACTBEHHONW  NPAaKTUKA  yCTAHABJIMBACTCS
IIpaButenscTBOoM Poccuiickoii @enepanuu. (B pea. @enepanbHbix 3ak0HOB 0T 25.06.2012 N 93-D3,
o1 22.10.2014 N 313-®3, o1 22.12.2014 N 429-®3 (pex. or 13.07.2015))

2. Ilpou3BOACTBO JEKApCTBEHHbIX CpeAcTB B Poccuiickoit @epepanuu OCYLIECTBISETCS
MIPOU3BOAUTENISIMU  JIEKAPCTBEHHBIX  CPEACTB, MMEIOIIMMHU JIMLEH3UIO Ha  [POU3BOJICTBO
JIEKApCTBEHHBIX CpeACTB. [loaTBepkacHUE COOTBETCTBUSA JIMIICH3MATa I[IPAaBWIAM HaJUIeKallen
IIPOU3BOJACTBEHHON IIPAaKTUKU OCYILECTBISIETCA B paMKax JIMUEH3UMOHHOIO KOHTpPOJIS B
COOTBETCTBHUH C 3aKOHOZAATEIbCTBOM Poccuiickoii depepanuu ¢ yaeToM 0COOCHHOCTEH, yKa3aHHBIX
B yactu | Hactosdmeil crateu. (B pen. PepepanbHblx 3akoHOB 0T 22.10.2014 N 313-P3, ot
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2.1. Jlnsa uenedl JMLEH3UpPOBaHMS INPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO
NPUMEHEHHS U MHCTIEKTUPOBAHUS CyOBEKTOB 00palleHHs JeKapCTBEHHBIX CPEJCTB HA COOTBETCTBHUE
TpeOOBaHMSAM TpPaBUI HaJIeKalleld MPOM3BOJICTBEHHON TpPakTUKU (enepanbHblii  opra
UCIIOJIHUTEIIBHON BJIACTH, OCYILECTBIJISIOINIUN TOCYJAapCTBEHHYIO PETMCTPALAIO JIEKAPCTBEHHBIX
IpernapaToB Ui  MEIUIMHCKOTO TNPUMEHEHUs, MpeaocTaBiseT  (QenepaibHOMy  OpraHy
WCTIOJIHUTEIIBHOW BIJIACTH, OCYILIECTBISIONIEMY (eaepalbHblii TOCyIapCTBEHHBIN JHIIEH3UMOHHBIH
KOHTPOJIb  J€ATEIBbHOCTH II0 IPOM3BOJACTBY JICKAPCTBEHHBIX CPEACTB Ul MEAMIMHCKOIO
NPUMEHEHHUS, 110 €ro 3arpocy B paMKax MEKBEJOMCTBEHHOTO WH(POPMAIIMOHHOTO B3aMMOICHCTBHS
B MOPSAJKE, YCTAHOBJICHHOM (eiepaIbHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH, OCYIIECTBIISIONIIM
JIMLEH3UPOBAHUE IIPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB I MEAMLIMHCKOIO INPUMEHEHMS, U
denepanbHBIM  OPTaHOM  WCHOJHHUTENBHOM  BIACTH, OCYIIECTBISIOUIMM  T'OCYJIAapPCTBEHHYIO
PEruCTPaLMIO JIEKAPCTBEHHBIX IIPENApaToB I MEIULUHCKOTO IPUMEHEHUS, CIEAYIOIINE CBEACHUS
O JIEKapCTBEHHBIX CpeACTBaxX (B TOM UHCJIE B Cllydyae, €CIM TaKHE CBEJIEHUS COCTaBISIOT
KOMMeEpUECKYI0 TaiiHy): (B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) B oTHOIIEHNH (hapMaleBTUUECKON CyOCTaHIIMK MIIH (hapMalleBTHUECKUX CyOCTaHIIMN, BXOSIINX
B COCTaB JIGKAPCTBEHHOTO Tpemapara (3a MCKIOYeHHeM (papmaneBTHUEeCKUX CyOCTaHIui,
BKJIIOYCHHBIX B TOCYJIapPCTBEHHBIH PEECTp JIGKAPCTBEHHBIX CPEJICTB B COOTBETCTBHU CO CTaTbeil 34
Hacrosiiero @eaepanbHoro 3akoHa): (B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

a) HauMMEHOBaHUWE (HapMaIeBTHUECKON CyOCTaHIMM, €€ CTPYKTypa, oOuiue cBOicTBa; (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) HauMEHOBaHHE U aJipec mpou3BoauTes; (B pea. Pexepanpaoro 3akoHa ot 30.01.2024 N 1-03)

B) TEXHOJIOTUS MPOU3BOJCTBA C OMMCAHMEM CTaJMW MPOU3BOJCTBA M METOIOB KOHTPOJISI Ha BCEX
CTaausIX MPOU3BOJCTBA; (B ped. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

I') onucaHue pa3paboTKU Mpolecca Mpou3BoACTBa; (B pea. denepanbHoro 3akoHa ot 30.01.2024 N
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1-®3)

1) OTMCaHUE KOHTPOJISI KPUTHUECKUX CTaANI MPOU3BOACTBA U MPOMEKYTOUHOU MPOAYKIUU; (B PEI.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

€) JOKYMEHTAJIbHOE MOATBEPXKJIECHUE (BaJlWJalvs) IMpoleccoB M (WIM) HUX OIEHKa; (B pel.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

) CBOMCTBA M CTPYKTypa AEUCTBYIOUIMX BellecTs; (B pea. denepanpHoro 3akoHa oT 30.01.2024 N
1-®3)

3) XapakTepucTHUKa npumeceil; (B pea. @enepanbHoro 3akoHa or 30.01.2024 N 1-P3)

n) cnenudukanys Ha papmaneBTHUECKyI0 cyOcTaHIMIO U ee o0ocHOBaHue; (B pea. denepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

K) QHAJIUTHYECKUE METOAMKH, HCHOJIb3yeMble TIPH OCYLIECTBICHHMHM KOHTPOJI KayecTBa
bapmaneBTHUecKOl cyOcTaniuy; (B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-93)

J) JOKYMEHTAJIbHOE MOATBEPKICHUE (BaJIUJALMSA) aHATIMTUYECKUX METOAMK, HCIONb3YEMBIX IMpHU
OCYIIECTBIICHUU KOHTPOJII KadecTBa (apMmareBTudeckoil cyOcrannuu; (B pen. demepambHOro
3akoHa oT 30.01.2024 N 1-®3)

M) pe3yJbTaThl aHaM3a cepuil papmaneBTuueckoil cydcranuuu; (B pen. deaepaabHOro 3aKOHa OT
30.01.2024 N 1-®3)

H) NepeYeHb CTaHAAPTHHIX 00pPA3LOB WM BEIIECTB, UCTIONb3YEMBIX MIPU OCYIIECTBICHHUH KOHTPOJIS
KauecTBa; (B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) ONMCAaHHE XAPAKTEPUCTHK M CBOWCTB yIAKOBOYHBIX MaTEpUAlOB U YKYNOPOYHBIX CPEACTB; (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

) JaHHBIE O cTabWIBHOCTH (papmaneBTHUECKOi cyOctanimu; (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-93)

p) cpok roaHocty; (B pea. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) B OTHOILICHUHU (papMalleBTUUECKUX CYyOCTaHIIUH, BXOAALIMX B COCTAB JIEKAPCTBEHHOTO Mpernapara
Y BKJIFOUEHHBIX B FOCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaThel 34
HacTodero OenepaibHOro 3akoHa: (B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

a) HauMMEHOBaHUE (apMaIeBTHUECKON CyOCTaHIMM, €€ CTPYKTypa, oOlue cBOicTBa; (B pen.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) HauMEHOBaHUE U aJipec mpou3BoauTens; (B pea. Pexepanpaoro 3akoHa ot 30.01.2024 N 1-D3)

B) pe3yJIbTaThl aHajau3a cepuil papmaneBTuueckoil cyocranuuu; (B pea. PenepaabHOro 3aKOHa OT
30.01.2024 N 1-®3)

r) cpok rogHocty; (B pen. denepanpHoro 3akona oT 30.01.2024 N 1-P3)

3) B OTHOIIGHWHW JIGKAPCTBEHHOTO TMpemapara Hjas MEIUIMHCKOTO TpUMEHEHUus: (B pes.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

a) OMHCAaHHE M COCTAaB JIEKAPCTBEHHOI'O TMperapara i MEAWIIMHCKOTO TpPHUMEHEHUs; (B pes.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

0) omnmcanue (¢apManeBTHUECKOW pa3paboTku (0OOCHOBaHHE BBHIOOpPAa COCTaBa, IMEPBUYHON
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ynakoBkn); (B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

B) TEXHOJIOTHS MPOU3BOJCTBA C OMMCAHUEM CTaJMW MPOU3BOJCTBA M METOIOB KOHTPOJISL Ha BCEX
CTaausIX MPOU3BOACTBA; (B ped. PenepanbHoro 3akoHa or 30.01.2024 N 1-$3)

I) ONHCAaHWE KOHTPOJs KPUTHUECKUX CTaJAWil mpolecca MNPOU3BOJACTBA U MPOMEXKYTOUHOU
npoaykuud; (B pen. GenepansHoro 3akona ot 30.01.2024 N 1-03)

1) HAMMEHOBAaHUE U AJPEC MECTa OCYLIECTBICHUS MPOU3BOJCTBA JIEKAPCTBEHHOI'O Iperapara Juls
MEIULMHCKOTO TPUMEHEHHUS (B CIIydae HAJMYUs HECKOJBKHX YYaCTHHKOB Ipollecca MPOU3BOJICTBA
YKa3bIBaeTCs KaX/blil U3 HUX); (B pea. PexnepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

e) apmaneBTHUECKas COBMECTUMOCTS; (B pen. denepansHoro 3akoHa oT 30.01.2024 N 1-D3)

’K) MUKpPOOHOJIOTHYECKHE XapakTepucTuky; (B pea. denepanbruoro 3akona oT 30.01.2024 N 1-P3)

3) MaTepHanbHBIA OamaHc sl MPOW3BOJACTBA CEPUH TOTOBOTO MPOAykTa; (B pen. demepambHOTro
3akoHa oT 30.01.2024 N 1-®3)

1) OIMCAHUE XapAKTEPUCTUK U CBOMCTB YNAKOBOUHBIX MAaTEpUaJOB U YKYNOPOYHBIX CPEACTB; (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-P3)

K) JOKYMEHTAJIbHOE MOJTBEPKACHUE (BaluaIusi) MPOILECCOB MPOU3BOJCTBA U (MJIM) UX OLIEHKA; (B
pen. enepanbHoro 3akona oT 30.01.2024 N 1-03)

) TpeOoBaHUS K KayecTBY BCIIOMOTaTelbHBIX BemecTB;, (B pen. demepalbHOr0 3aKoHa OT
30.01.2024 N 1-®3)

M) QHQINTUYECKUE METOJUKH, HCIHOJb3yEMblE IPU OCYLIECTBIEHUU KOHTPOJIS KadecTBa
BCIIOMOTaTENIbHBIX BellecTB; (B pea. PenepanbHoro 3akoHa or 30.01.2024 N 1-P3)

H) I[OKYMCHTEU'IBHOG HOIITBep)KI[eHI/Ie (BaJII/I,Z[aL[I/ISI) AHAJIUTHYCCKUX MCTOJUK, I/ICHOJ'H:?»YCMLIX HpI/I
OCYH.[CCTB.HGHI/II/I KOHTpOJISI Kady€CTBa BCIIOMOI'aTCIbHBIX BCIICCTB, (B pe;[. (I)eﬂepanLHoro 3aK0OHa OT
30.01.2024 N 1-03)

0) uHbpopmanus 00 HCIOJIB30BAaHUH BCIIOMOTATEIbHBIX BEIIECTB YEJIOBEYECKOIO U KHUBOTHOTO
npoucxoxaeHus; (B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-P3)

) uHpopMalnus 00 WCHOJIB30BAHWM HOBBIX BCIIOMOTATENbHBIX BemlecTB; (B pea. demepambHOro
3akoHa oT 30.01.2024 N 1-®3)

p) TpeOoBaHHMS K KauecTBY JICKaPCTBEHHOTO Iperapara JUIsi MEIUIMHCKOTO IMPHUMEHEHHS
(ceprudukar, crneumdpuKanys Ha JEKApCTBEHHBIM mpemapar W uX 000oCHOBaHHE); (B pex.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

C) AaHaJIMTUYECKUE METOJUKH, HCIOJIb3yeMble TIPU OCYUIECTBICHUHM KOHTPOJS KayecTBa
JICKapCTBEHHOTO Tpernapara Jjis MEeIUIMHCKOro NMpuMeHeHus; (B pen. denepaibHOrO 3akoHa OT
30.01.2024 N 1-®3)

T) JOKYMEHTaJIbHOE MOJTBEpXKIACHUE (Banugalusl) aHAIUTHYECKUX METOAMK, UCIOJb3YEMBIX MpHU
OCYHICCTBJICHUU KOHTPOJIA KaUCCTBA JICKAPCTBCHHOT'O IIpCIriapaTa i1 MCAULIUHCKOTrO IMPUMCHCHUS,
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

y) pe3yJbTaThl aHAJIM30B CEPU JIEKApPCTBEHHOrO Ipemnapara Jjs MEIULUHCKOIO NpPUMEHEHUS; (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

¢) xapakrepucTrka npumeceit; (B pea. dexepanpHoro 3akoHa ot 30.01.2024 N 1-D3)
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X) MEepevYeHb CTaHJAPTHBIX 00pa3IOB, UCIOJIb3YEMBIX INPH OCYIIECTBICHUH KOHTPOJS KayecTBa
JICKapCTBEHHOTO Tpernapara Jjis MEeIWIMHCKOro NMpuMeHeHus; (B pen. denepaibHOrO 3akoHa OT
30.01.2024 N 1-®3)

1) JaHHBIE O CTAaOWJIBHOCTH JICKAPCTBEHHOTO Tperapara il MEAWIIMHCKOTO MPUMEHEHUS. (B pell.
®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. TIpou3BOACTBO JIEKApPCTBEHHBIX CPEICTB OCYIIECTBISETCS C COOMIOACHHEM TpeOOBaHHIA
MPOMBIIIJICHHOTO  PETJIAMEHTa, KOTOPBI  yTBEpXKIAeTCS PYKOBOAHMTEIEM  MPOU3BOIUTEIS
JEKapCTBEHHBIX CPEJCTB W BKIIOYAET B ce0s MEepeueHb HCIOIB3YEMBIX (hapMarieBTHUECKUX
CyOCTaHIMII M BCIIOMOTATENBHBIX BEIIECTB C YKa3aHUEM KOJHMYECTBA Ka)XJIOTO W3 HUX, NaHHBIE 00
UCIIONIb3YEMOM O00OpYIOBAaHUH, OMHCAHUE TEXHOJIOTUYECKOTO MPOIecca W METOJO0B KOHTPOJIS Ha
BCEX JTarax Mpou3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.

4. IIpu npoU3BOCTBE JEKAPCTBEHHBIX MPENapaToB IS MEAUIUHCKOTO MPUMEHEHHSI HCIIOIB3YIOTCS
¢dapmanieBTHUECKHE CyOCTaHIIMHU, CBEJCHUS O KOTOPBIX COJAEPXkATCsi B TOCYAAPCTBEHHOM pPEECTpe
JEKapCTBEHHBIX CPEJICTB IS MEAWIMHCKOTO TMpUMEHEHHs | (WIM) €AMHOM peecTpe
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3uiickoro SKOHOMHYECKOTO COI03a, 32
UCKJIIOUEHHEeM (hapMaleBTHUECKUX CyOCTaHIMM, NMPOU3BOAMMBIX JJISI TMPOBEICHHS KIMHHUYECKUX
uccrleoBaHuii u (WwiM) Juis 9KcropTta. I[IpM TpOM3BOJACTBE JIEKAPCTBEHHBIX CPEACTB  JUIS
BETEPUHAPHOTO NMPUMEHEHHSI HCIIONB3YIOTCS (papMalieBTHYecKre CyOCTaHIINMU, CBEICHHUS O KOTOPBIX
coZiepKaTcsi B TOCYNAapCTBEHHOM pEeCcTpe JIeKapCTBEHHBIX CPEICTB IS BETEPUHAPHOTO
NpUMEHEeHHs, U (WIM) TOCYAapCTBEHHOM peecTpe JIEKaPCTBEHHBIX CPEACTB Ul MEIHIIMHCKOTO
NpUMEHEeHHs, W (WIM) €eIMHOM pEeecTpe 3aperuCTPUPOBAHHBIX BETEPHHAPHBIX JICKAPCTBEHHBIX
npemnapatoB EBpa3uiickoro 3KOHOMHYECKOTO €003, U (MJIM) EAMHOM PEeCcTpe 3aperucTpUpPOBAHHBIX
JEKapCTBEHHBIX  CpeACTB  EBpa3suiCKOro  3KOHOMHMYECKOTO  COI033a, 32  HCKIIOYEHUEM
(bapManeBTHYECKUX CyOCTaHLMH, MPOU3BOAMMBIX Uil MPOBEACHUS KIMHUYECKUX HCCIICAOBAHUM U
(umm) st sxenopra. K mpoueccy mpon3BoacTBa (papMarieBTUIECKON CyOCTaHIIMM OTHOCSTCS JII00bIe
CTagUM  TEXHOJIOTMYECKOTO  IPOLECCa,  MO3BOJSIONIME  IOJyYUTh  TOTOBBIM  NPOIYKT,
COOTBETCTBYIOLIUI TpeOOBaHUAM (hapMaKONEHHOM cTaThbH, B TOM YHCIe (pepMEHTALUS, SKCTPAKIIHA,
OYHMCTKA, BBIICJICHUE, TNEepEeKpHCTAIIM3alMs, BBICYIIMBAaHUE, H3MelbYeHHe. B ciydae
HEOO0XOIMMOCTH HCIIOIB30BaHMS ATUIIOBOTO CIIUPTA, B TOM YMCIE (apMaleBTHUECKONW CyOCTaHIIUH
CIHpTa ATHJIOBOrO (dTaHONA), MpPHU MPOU3BOJICTBE JICKAPCTBEHHBIX CPEICTB B KayecTBE
JEUCTBYIOIIETO U (WJIM) BCIIOMOTAaTEIbHOTO BEIIECTBA, @ TAKXKE B MHBIX TEXHOJOTHMUYECKUX IIEIISAX
JO0JDKHA OBITh MCIOJIB30BaHA TOJBKO (hapMaleBTHYECKasi CyOCTaHIMS CITUPTA 3TUIOBOTO (ITAHOM).
(B pen. ®enepanpHbix 3akoHOB 0T 22.12.2014 N 429-®3 (pen. or 13.07.2015), or 27.12.2019 N
462-03, ot 27.12.2019 N 481-D3, ot 24.07.2023 N 341-D3)

4.1. TlepeueHb JEKapCTBEHHBIX IPENapaToB JUIsI MEIUIMHCKOTO INPHUMEHEHHsS, B OTHOIICHUH
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K 0OBEMY Taphl, YIAKOBKE W KOMIUIEKTHOCTH, MEPEUCHb
JICKapCTBEHHBIX IpPErapaTtoB Ui BETEPUHAPHOTO TMPUMEHEHHUS, B OTHOLICHHH KOTOPBIX
yCTaHaBJIMBAIOTCS TPEOOBaHMS K 00bEMY Tapbl, a TaKkKe TPeOOBaHUS K 00BEMY Taphl, YIAKOBKE U
KOMIUIEKTHOCTH JIEKaPCTBEHHBIX IPENapaToB sl MEIUIIMHCKOTO TNPUMEHEHUs, TpeOOBaHUS K
00bEeMy Tapbl JIEKAPCTBEHHBIX MPENapaToB JUIsi BETEPHUHAPHOTO TNPUMEHEHUS OINpPENeNsioTCs
COOTBETCTBYIOIIUMH YIOJTHOMOUYEHHBIMH (pelepaJIbHBIMI OpraHaMH HCIIOJHUTEIBHON BJIACTH B
nopsiake, ycraHosieHHOM IIpaBurensctBom Poccuiickoit @enepanuu. (B pen. denepanpHoro
3akoHa oT 14.12.2015 N 374-®3)

4.2. OpraHuzaiuy, OCYUIECTBISIOIINE MPOU3BOJICTBO (PapMaleBTUYECKOH CYOCTaHIIMM CIHPTA
STWJIOBOrO (3TaHONA) A TNPOU3BOACTBA CHUPTOCOJAEPKALIMX JIEKAPCTBEHHBIX IPENaparos,
00s513aHBl OCYILECTBIISATh YUET B MOPSIJIKE, YCTAHOBICHHOM CTaThiMu 8 U 14 ®enepaibHOro 3aKOHa
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ot 22 Hos0ps 1995 roga N 171-®3 "O rocynapcTBEHHOM PETYJIMPOBAHUN POU3BOJICTBA U 000pOTa
STUJIOBOTO CIHPTA, AalKOTOJBHOW U CIUPTOCOAEp)KALIed MPOAYKUMH MU 00 OrpaHUYECHUH
notpeOienuss  (pacnuTsi) ankorosbHo mpoaykiuu'. [IpomsBoacTBo  (hapmaiieBTHUECKOI
CyOCTaHIIMM CIIMPTa 3TUJIOBOTO (3TAHOJIA) JOIMYCKACTCSl TOJIBKO OpraHM3alyei, OCyIECTBISIONICH
MIPOU3BOJICTBO PEKTH(PUKOBAHHOTO ATUIIOBOTO CIIUPTA U3 MHILEBOIO CHIPhsl HA OCHOBAHUU JINIICH3UH
Ha MPOU3BOJCTBO ITHIJIOBOTIO CIHPTA JJS MPOU3BOACTBA (papMalleBTUYECKON CyOCTaHIIMU CIIHPTA
STUJIOBOTO (3TaHOJIa) B COOTBETCTBUU C TpeboBaHusaMu denepanbHOro 3akoHa otT 22 HosOps 1995
roga N 171-®3 "O rocyaapcTBEHHOM PeryJIUpOBaHUU MTPOU3BOJICTBA K 000OPOTA STHIOBOIO CIUPTA,
QJIKOTOJIBHOM M CIHMPTOCOAEpXKAIEH NPOAYKIMH M 00 OTrpaHUYeHHUU MOTpeOaeHus (pacruTHs)
QJIKOTOJIbHOM MPOAYKLIMHU", METOJAOM pa3BENEHUS BOJOW OYMILEHHOM TaKOro 3THUJIIOBOIO CIIHPTA,
IIPOU3BECHHOTO  JTAHHOW  OpraHM3alueil o  MeCTy  OCYLIECTBIEHHS  IPOM3BOJICTBA
(dapmaneBTHUECKON CyOCTaHIIMM CIUpPTa 3TUIOBOTO (3TaHona). (B pen. denepaibHBIX 3aKOHOB OT
03.07.2016 N 261-®3, or 27.12.2019 N 481-D3)

4.3. NnpuBuayanpHble NPEIIPUHUMATENN U IOPUAWYECKUE JIMIA, OCYLIECTBIIAIOIINE 3aKYyIKy U
UCTIONIb30BaHNEe (apMalleBTHUECKON CYOCTaHIIMM COUpPTAa OTHIOBOrO (dTaHONa), a TaKKe
MPOU3BOJICTBO, H3TOTOBIEHHWE U (W) 00O0pPOT (32 HCKIIOUEHUEM PO3HUYHOW TPOIAXKH)
CIHUPTOCOJACPKAIUX JICKAPCTBEHHBIX IpErapaTtoB, O0sM3aHbl OCYIIECTBIATh HX Y4eT U
JeKJIapUpPOBAaHUE B TIOPSIZIKE, YCTAHOBICHHOM cTaThsiMU 8 u 14 denepanbHOro 3akoHa oT 22 HOSIOPs
1995 ropa N 171-®3 "O rocyaapcTBEHHOM pPETYJIHPOBAHMM MPOU3BOACTBA U 000pOTa ATHIOBOTO
CIHPTa, AaJKOTOJBHOM W CHUPTOCOAEpKAIleld MPOAYKUMH U 00 OrpaHMYeHHH MOTpeOIeHUs
(pacniuTHs) ankorosnbHOM npoaykuun". (B pen. denepanpHoro 3akoHa oT 29.07.2017 N 278-D3)

4.4. Ilpu mpou3BOJCTBE JIGKAPCTBEHHBIX MPENApaToOB I BETEPUHAPHOTO MPUMEHEHUS 0y CKACTCsI
WCIIOJIb30BaHUE MPOU3BEACHHBIX IS peann3auu (GapMareBTHUSCKUX CyOCTaHIIUH, BKIIFOUCHHBIX B
rOCy/IapCTBEHHBI pPEECTp JIEKAPCTBEHHBIX CPEICTB YIOJIHOMOUYEHHBIM (pelepalbHbIM OpPraHoOM
WCTIOJTHUTENILHOM BJIACTH, OCYIIECTBISIONINM BEICHHUE TOCYIaPCTBEHHOTO PeecTpa JIEKapCTBEHHBIX
CPEICTB JJIsi MEAUIIMHCKOTO TTpuMeHeHus. (B pen. DeaepanpHoro 3akona ot 02.08.2019 N 297-D3)

5. Banpemaercsi MPOU3BOJCTBO:

1) JekapCTBEHHBIX CPENCTB, CBENEHUS O KOTOPBIX HE COAEPXKATCA B IOCYAAPCTBEHHOM pEECTpE
JIEKapCTBEHHBIX CPEACTB Ul MEIULUHCKOIO IMPUMEHEHMs, W (MJIM) TOCYJapCTBEHHOM peecTpe
JEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOIO MPUMEHEHMs, U (WJIM) €IUHOM peecTpe
3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpazniickoro 3KOHOMHUYECKOTO COI03a, U (MJIN)
€IMHOM DPEECTpE 3apETrUCTPUPOBAHHBIX BETEPUHAPHBIX JEKAPCTBEHHBIX NpenapaToB EBpasuiickoro
SKOHOMHYECKOTO COI03a, 3a MHCKIIOUEHUEM JIEKApPCTBEHHBIX CPEACTB, IPOU3BOIUMBIX IS
IIPOBEJIEHUS KIMHUYECKUX MCCIENOBAaHUN WM A dKcnopra; (B pen. denepalbHOrO 3akoHa OT
24.07.2023 N 341-P3)

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nekapCcTBEHHBIX CPENCTB 03 JIMLEH3UU Ha IPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEACTB C HapyILIEHHEM IIpaBWJI OpraHU3alUd MPOU3BOACTBA U KOHTPOJI
Kau4ecTBa JICKapCTBEHHBIX CPE/ICTB;

5) noAmyHKT yTpaTuia cuiy. (B pen. @enepanbHoro 3akona ot 27.12.2019 N 481-D3)

6) cnupTocoAepKAIIMX JIEKAPCTBEHHBIX IIPENapaToB II0 MECTY OCYILECTBIEHHS INPOU3BOJACTBA
(bapMareBTHUECKON CyOCTaHIIMK CIIUPTA STHIIOBOTO (3TaHONA) M (MJIM) MO MECTY OCYLIECTBICHHUS
MIPOM3BOJICTBA STHJIOBOTO CIUPTa; (B ped. PenepanbHoro 3akona ot 27.12.2019 N 481-P3)
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7) dapmaneBTHUECKON CYyOCTaHIIMM CHOUPTA STUIOBOTO (3TaHONA) W (WJIHM) CIUPTOCOJEPIKAILIUX
JICKapCTBEHHBIX IPEMapaToB Ha OCHOBHOM TEXHOJOIMYECKOM OOOpPYAOBAaHHM JJIsI MPOM3BOJCTBA
STUJIOBOTO CIIUPTA, yKa3zaHHOM B nyHKTe 1.1 crateu 14.1 denepanbuoro 3akoHa ot 22 HostOpst 1995
roga N 171-®3 "O rocyaapcTBEHHOM PeTyJIUpOBaHUU MTPOU3BOJICTBA K 0O0OPOTA STHIOBOIO CIUPTA,
QJIKOTOJIBHOM M CIHMPTOCOAEpXkAIeH NPOAYKIMH M 00 OTrpaHUYeHHUU MOTpeOieHus (pacriuTHs)
aJIKoroJpHOM npoaykuuu'. (B pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 481-P3)

6. Ilpu BBOIE JEKAPCTBEHHBIX CPEACTB B TPAXIAHCKUH OOOPOT YMOJIHOMOYEHHOE JIUIO
IIPOU3BOJUTENS  JIEKAPCTBEHHBIX  CPEJICTB  OCYLIECTBIISIET  MOATBEPKACHHE  COOTBETCTBUS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM, YCTAHOBICHHBIM IPU UX TOCYAAPCTBEHHOM PErucTpanuu, 1
rapaHTHUpPYET, YTO JIEKAPCTBEHHBIE CPECTBA MIPOU3BEACHBI B COOTBETCTBUHU C TPEOOBAaHUAMHU MPABUII
HaJJIeXkalleld Mporu3BOJCTBEHHON NMpakTuku. (B pea. PexepanbHoro 3akoHa or 22.12.2014 N 429-
@3 (pen. or 13.07.2015))

7. YNOTHOMOUYEHHBIM JIMIIOM IPOU3BOIUTENS JICKAPCTBEHHBIX CPEACTB SIBISETCS €ro pabOTHHK,
aTTeCTOBAaHHBIH B YCTAHOBJICHHOM YIOJHOMOYEHHBIM (ellepajbHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTU TOPAIKE M UMEIOIMH CTaX pabOThl HE MEHEe YeM IIATh JIET B 00JacTH NMPOU3BOACTBA U
(MIM) KOHTPOJISL KayecTBa JICKAPCTBEHHBIX CPENICTB, BBICIIEE OOpa30BaHUE COOTBETCTBEHHO IO
OMHOW W3 CHenUaTbHOCTe M (WIM) OJHOMY U3 HANpaBICHUH TOATOTOBKU: OHOJIOTHA,
OMOTEXHOJIOTHSA, BETEPUHAPHs, BETEpUHAPHO-CAHWTApHAS SKCIEPTH3a, KIMHUYECKas MEIUIUHA,
panuanroHHast, XUMHUYEeCcKasi U Ouosornyeckas 3amuTa, Gpapmanus, GpyHraMeHTaIbHas METUIMHA,
XUMHYECKass TEXHOJIOTUA, XuMmus. (B pen. PenepanbHbiXx 3akoHOB 0T 22.10.2014 N 313-P3, ot
02.08.2019 N 297-®3)

8. IIpom3BoauTeNN JIEKAPCTBEHHBIX CPEACTB (32 HCKIIOYEHHEM (apMaleBTUYECKON CyOCTaHLIUU
COMpTa STWIOBOTO (3TaHONA) MOTYT OCYLIECTBIISTh NPOAAXKY JEKAPCTBEHHBIX CPEACTB WIH
nepeaaBaTh UX B YCTAHOBJIEHHOM 3aKOHOJaTeNbCTBOM Poccuiickoit denepanuu nopsake: (B pen.
®enepanbHoro 3akoHa ot 29.07.2017 N 278-P3)

1) apyruM pou3BOIUTEINSAM JEKAPCTBEHHBIX CPEACTB I IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3anysaM ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

3) amnTeyHbIM OpraHu3alusM, BETEPUHAPHBIM aNTEYHBIM OpraHU3alusIM, HWHIUBUAYAJIbHBIM
MPEANPUHUMATENISIM, UMEIONUM JTUIECH3UI0 Ha (DapMaIleBTHUECKYIO JESITeIbHOCTh WIIN JIUIEH3UIO
Ha MEIULMHCKYIO I€ATEIIbHOCTD;

4) Hay4YHBIM OpraHM3alMsAM MJIsi Hay4YHO-HCCIENOBaTENbCKOM paboTsl; (B pen. denepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

5) MEAMLIMHCKUM OPraHU3alysM U BETEPUHAPHBIM OpraHU3aLUsIM;

6) opraHmzanMsM ¥ WHAWBHIYAIbHBIM MPEANPUHUMATENSAM, OCYIISCTBISIONINM pa3BeacHHE,
BBIPALIUBAHUE M COJIEPKAHUE J>KUBOTHBIX (32 HCKIIOYEHHEM IMPOJAXH UM (apMaleBTHUECKUX
cyOcTaHImii U ux nepenaun); (B pea. @egepanpHoro 3akona ot 02.08.2019 N 297-D3)

7) ucHbITATEIbHBIM JabopaTopusM (LEHTpaMm), MPOBOJSAIIMM HCIBITAaHUS B 0OJACTH KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®denepanun 00 akkKpenAWTallMd B HAIIMOHAJIBHONW CHUCTEME aKKpeIUTaluuHu. (B pei.
®enepanbHoro 3akoHa oT 04.08.2023 N 428-P3)

9. IlpousBomutenu ¢apMaleBTUUECKON CYyOCTaHIIMM CHOHpPTAa STUJIOBOTO (3TaHONA) OO0S3aHBI
OCYLIECTBIISITh peain3anuio (mepefadyy B YCTAaHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
Oenepan Topsake)  (papMmaneBTUYECKOW — CYOCTaHIIMM — CHHpPTAa  OTHJIOBOTO  (dTaHOMA)
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IIPOU3BOJIUTENSAM  JIEKAPCTBEHHBIX CPEACTB JJs IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB,
IIPOU3BOJUTENSAM (M3TOTOBUTENSIM) MEIULMHCKUX W3JEIUNA JUISl NMPOU3BOACTBA M W3TOTOBJICHMS
MEIULMHCKUX M3ETHA B eMKOCTSIX 00beMoM He Oonee 1 nurpa u (nim) He meree 1000 nutpos, a
OpraHu3aIMsIM, YKa3aHHBIM B IMYHKTaxX 3 - 5 U 7 yacTu 8 HacTosIIeH CTaTbu, B Tape 0OHEMOM HE
6onee 1 nutpa. (B pen. @enepanbHbix 3akoHOB 0T 29.07.2017 N 278-D3, ot 27.12.2019 N 481-P3,
o1 22.12.2020 N 444-P3, ot 04.08.2023 N 428-D3)

10. Peanmzauust (mepemadya B YCTAaHOBJIEHHOM 3akoHomaTenbcTBOM Poccuiickoit ®eneparuun
nopsiake) (apMareBTHUECKON CYOCTaHIIMHM CIHUPTA 3TUJIOBOTO (3TAHOJA) OPraHHU3AIUSM ONTOBOM
TOPrOBIM JIEKAPCTBEHHBIMH CpPEACTBAMHU HE Jomyckaercs. (B pen. deaepalbHOro 3aKOHAa OT
27.12.2019 N 481-D3)

11. IlepeBo3ku papMareBTUIECKONW CYOCTAaHIIUM CIIUPTA ITHIOBOTO (ITAHOJA) OCYIIECTBISIOTCS C
coOmoneHneM TpeOOBaHWHM, YCTAaHOBJCHHBIX a03alleM YeTBepThIM MyHKTa 3 craTbu 9
®enepanbHOro 3akoHa oT 22 Hos0ps 1995 roma N 171-03 "O rocyaapcTBEHHOM peryIupOBaHUU
MIPOM3BOJICTBA U 000POTA STHIIOBOTO CIUPTA, AIKOTOJILHOW M CIIUPTOCOEPIKAIIEH MPOIYKIIMUA U 00
OrpaHUYEHUH MOTpeOIeHHs (PacUTHs) aIKOrOJIbHON mponykiuu". (B pen. denepanibHOTO 3aKOHA
o1 27.12.2019 N 481-P3)

Crarbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPEICTB

1. JlekapcTBeHHBIE Npenaparhl, NPOIIEAIINE FOCYJAapCTBEHHYK PETUCTPALMIO B COOTBETCTBUU C
TpeGoBaHusAMHU HacTosmero denepanbHOro 3aK0Ha, 3a UCKIIOYEHUEM JIEKApCTBEHHBIX MPENapaTos,
U3TOTOBJICHHBIX AaNTEYHBIMM OPraHHU3aLUsSMH, BETCPUHAPHBIMU AaNTCUYHBIMU OpPraHU3ALUSAMU,
WHIWBUIYAIbHBIMA  TPEANPUHUMATENIIMH, HWMEIOIIMMH JIMLIEH3UI0 Ha  (apMaleBTHUECKYIO
JesTeNbHOCTh, JIOJDKHBI IOCTYyNaTh B oOpamieHue, ecnu: (B pea. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

1) Ha uX MEepBUYHON YMAaKOBKE (32 WCKIIOYCHHEM TMEPBUYHON YIMAKOBKH JIEKAPCTBEHHBIX
pPACTHTENBHBIX MPEMapaToB) XOPOIIO YHTAEMbIM MIPUPTOM HA PYCCKOM SI3BIKE YKa3aHbI
HAUMEHOBAHHE  JIEKAPCTBEHHOro  mpemapara  (MEXIyHapOJHOE  HEMAaTeHTOBAaHHOE, WM
TPYNIHPOBOYHOE, I XUMUYECKOE, I TOPrOBOE HAMMEHOBAHHE), HOMEpP CEpHH, JaTa BBIMyCKa
(mmst UMMYHOOHMOJIOTHYECKHX JICKAPCTBEHHBIX IPENaparoB), CPOK TOTHOCTH, JO3MPOBKA WIIH
KOHIIEHTpAIMsl, O0bEeM, AaKTUBHOCTb B €IWHUIAX JACHCTBHS WIM KOJIHYECTBO 103; (B pen.
®enepanbHbix 3ak0HOB 0T 11.10.2010 N 271-D3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) HA WX BTOPUYHOU (MOTPEOUTEIHCKON) YMAKOBKE XOPOIIO YUTAEMBIM IIPUPTOM HA PYCCKOM
A3bIKE yKa3aHbl HAaMMEHOBAHUE JIEKAPCTBEHHOI'O Ipernapara (MeXAyHapOoJHOE HENAaTEeHTOBAHHOE,
WIM TPyNOUPOBOYHOE, WIM XUMHYECKOE M TOProBO€ HAMMEHOBaHHUS), HAaWMEHOBAaHHE
NPOM3BONUTENSl  JIKAPCTBEHHOTO  Ipemapara, HOMEp  Cepuu, Jara  BbIlycka  (JuIs
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB), HOMEP PETUCTPAILIMIOHHOTO yIOCTOBEPEHUS,
CPOK TOAHOCTH, CHOCOO0 NPUMEHEHHWs, JO3MPOBKA WM KOHIEHTpamus, o0beM, aKTUBHOCTh B
eIMHUIIAX JEHCTBHS JTUOO KOJMYECTBO J03 B yIAKOBKE, JIEKAPCTBEHHAs! (JOpMa, YCIOBUS OTITYCKa,
YCIIOBUS XpaHEHUS, IPEAYyIPEAUTEIbHBIE HAAMHCH. (B pel. PenepasibHbIX 3ak0HOB 0T 11.10.2010 N
271-®3, o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. dapmaneBTHYECKHE CYOCTaHIIMM JIOJDKHBI MOCTYNaTh B OOpalleHHe, €M Ha UX MEepBUYHOM
YIIaKOBKE XOpOIIO YHUTAaeMbIM IPU(TOM Ha PYCCKOM S3bIKe yKa3aHbl HaWMEHOBaHUE
(bapMareBTHUECKONW CyOCTaHIIMM (MEXAyHApOIHOE HEMAaTEHTOBAaHHOE, WK TPYINIUPOBOYHOE, WU
XMMHUYECKOE W TOProBO€ HAWMEHOBAHUS), HAWUMEHOBAHUE NPOM3BOIUTENS (DapMaleBTUUECKOI
cyOCTaHIIH, HOMEp CEpPUU U JlaTa U3TOTOBJICHUS, KOJMYECTBO B YIAKOBKE M €IUHMIIBI U3MEPEHHUS
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KOJIMYECTBA, CPOK FOJHOCTH U YCJIOBMs XpaHeHus. (B pex. denepanpHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

3. JIekapCTBEHHBIE CPEJICTBA B KAUECTBE CHIBOPOTOK JOJDKHBI ITOCTYNATh B 0OpallleHue ¢ yKazaHHEeM
KUBOTHOT'O, U3 KPOBH, IIa3Mbl KDOBH, OPTaHOB U TKAHEW KOTOPOTO OHU MOIYYEHBI.

4. Ha BTOpHUHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJyYEHHBIX U3 KPOBH,
IJIa3Mbl KPOBU, OPTaHOB U TKaHEH YeNloBeKa, NOJDKHA HAHOCUThCS Haanuch: "Antutena k BUY-1,
BIY-2, x Bupycy renarura C 1 NOBEpXHOCTHBINM aHTUTEH BUpyca rernaruta B orcyrcrByror".

S. Ha  nepBuunyo YIIAKOBKY 51 BTOPUYHYIO (TOTPEOUTENBCKYTO) YIIAKOBKY
panunodapmManeBTHYeCKUX JIEKapCTBEHHBIX CPEICTB JOJDKEH HAHOCHTHCSA 3HAK PaJUallMOHHOM
OIACHOCTH.

6. Ha BropnuHy10 (MOTPEOUTENBCKYIO) YHAKOBKY T'OMEONATHYECKUX JIEKAPCTBEHHBIX MpEnapaToB
OJDKHA HAHOCUTHCS HaAMmuch: ""['oMeonaTudeckuii”.

7. Ha BropuuHyl0 (IOTpeOUTENBCKYI0) YHAKOBKY JICKApPCTBEHHBIX PACTUTENBHBIX IMpEnapaToB
JOJKHA HAHOCUTHCA HaAmuch: "[Ipoaykius npouia paaualliOHHbIA KOHTPOJIb'.

8. Ha mnepBuuHyro ymakoBKYy (€ciau Uisi 3TOr0 CYIIECTBYET TEXHUYECKas BO3MOXKHOCTb) H
BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JICKQPCTBEHHBIX MPENapaToB, MpeTHA3HAYCHHBIX IS
KJIMHUYECKUX MCCIIEIOBAHUM, TOKHA HAHOCUTHCS HAANUCh: "J{J1 KIMHUYECKUX uccienoBanuit”. (B
pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

9. VYmnakoBka JIEKapCTBEHHBIX CPEACTB, NPEJHA3HAYEHHBIX HCKIOYMUTEIBHO MJIs DJKCIOpTa,
MapKHPYETCsl B COOTBETCTBUHU C TPEOOBAHUSAMU CTPAHBI-UMIIOPTEPA.

10. Ha tpaHcmopTHylo Tapy, KOTOpas HE NpeJHa3HaueHa JUIsl MOTpeOuTeneld W B KOTOPYIO
MIOMEIICHO JIEKAPCTBEHHOE CPEACTBO, JOJDKHA HAHOCUTHCSA MH(pOpMAIHMs O HAUMEHOBAHUH, CEPUH
JIEKapCTBEHHOTO CPEJICTBA, JaTe BBHIMYCKA, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENBCKHUX) YIAKOBOK
JIEKapCTBEHHOI'O CPEJCTBA, IPOU3BOJUTEIE JIEKAPCTBEHHOTO CPEJICTBA C YKa3aHUEM HAaUMEHOBAHUS
U MECTOHAXOXKJEHUSI MPOU3BOIUTEINS JIEKAPCTBEHHOI'O CpEACTBA (agpec, B TOM YHCIE CTpaHA U
(uM) MeCTO IPOM3BOJICTBA JIEKAPCTBEHHOI'O CPECTBA), & TAKKE O CPOKE T'OJAHOCTH JIEKAPCTBEHHOTO
CpeAcTBa U 00 YCJIOBHUSAX €ro XpaHEHUs U MEPEeBO3KH, HEOOXOAUMBIEC MPEAYIPEAUTEIbHBIC HAIHCH
Y MaHUIYJISATOPHBIC 3HAKHU.

11. Ha nepBuYHY10 YIIaKOBKY U BTOPHUYHYIO (IOTPEOUTEIHCKYIO) YIIAKOBKY JICKAPCTBEHHBIX CPECTB
JUId  BETEPUHAPHOTO INPUMEHEHUS JOJDKHA HAHOCUThCA Haamuch: "Il  BeTepUHApPHOIO
IIpUMEHEHHUA".

12. Ha BTtOpuuHyl0 (IIOTPEOUTENBCKYIO) YHAKOBKY JIEKAPCTBEHHOIO IIpernapara HAaHOCUTCS
LITPUXOBOH KOJI.

I'aasa 9. BBO3 JIEKAPCTBEHHBIX CPEJICTB B POCCUHUCKYIO
OEAEPAIINIO U BbIBO3 IEKAPCTBEHHBIX CPEACTB U3
POCCHUUCKOM ®EJEPAILINU (B pen. PenepalbHOro 3aK0HA 0T
06.12.2011 N 409-D3)

Crarbs 47. llopsaiok BB03a JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro
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deepannio M BbIB03a JIEKAPCTBEHHbIX cpeacTB u3 Poccuiickoi
Denepaunu (B pea. PeaepanbHoro 3axkona ot 06.12.2011 N 409-D3)

1. BBo3 unekapcTBeHHBIX cpeacTB B Poccuiickyro ®enepaunio OCyLIECTBISIETCS B IOPSIKE,
ycraHoBiieHHOM IIpaBurensctBom Poccuiickoii ®enepanuu, B COOTBETCTBUM C aAKTaMH,
cocrapisitouuMu - ipaBo  Coro3a, W (WiIM) 3aKkoHOJATENbCTBOM Poccuiickoit ®Depepauun o
TaMO>KEHHOM peryiaupoBaHuu. (B pen. denepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot
30.01.2024 N 1-®3)

2. BBo3umblie B Poccuiickyto @enepanuio JIEKapCTBEHHBIE CPENCTBA JOJKHBI COAEPXKATHCS B
rOCYJapCTBEHHOM DPEECTPE JIEKAPCTBEHHBIX CPEACTB, WM €IUHOM DPEECTPE 3apErUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CpeACTB EBpasuiiCKOro 3KOHOMHYECKOTO COK3a, WIM €IMHOM peecTpe
3apEruCTPUPOBAHHBIX BETCPUHAPHBIX JICKAPCTBEHHBIX IIpenapaToB EBpa3suiickoro 5KOHOMUYECKOTO
coto3a. (B pen. denepanbubix 3akoHOB OoT 06.12.2011 N 409-03, ot 27.12.2019 N 462-P3, ot
30.01.2024 N 1-®3)

3. Jlonyckaercst BBo3 B Poccuiickyro @enepanuio KOHKPETHOM MAapTHUM 3apErMCTPUPOBAHHBIX U
(WM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, IPEIHA3HAYEHHBIX U1 IPOBEACHMUS
KIIMHUYECKUX  HUCCIICNOBAHMM  JICKAPCTBEHHBIX  IIPENApaTroB,  IPOBEIEHUS  DKCIIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB JUIsl OCYIIECTBIEHUS TIOCYIapCTBEHHOM PEruCTpalvM JIEKapCTBEHHBIX
[IpenapaToB WIH Ui OKa3aHUs MEIULIMHCKOM IOMOILIH I10 XU3HEHHBIM IOKa3aHUSIM KOHKPETHOI'O
MaleHTa Ha OCHOBAHMHU Pa3pelICHHs, BBIJAHHOTO YHNOJHOMOYEHHBIM (peepantbHbIM OpraHoOM
WCIIOJIHUTEJILHOM BJIACTH I10 3asBICHUSM JIMII, YKa3aHHBIX B craThe 48 Hactodmero denepanbHoro
3aKOHA. PacCMOTpeHME TAakOro 3asBICHUS U IPUHATHE PELICHHs O BbIJAYE pPa3pellCHUs HAa BBO3
KOHKPETHOH NapTUM 3apeTMCTPUPOBAHHBIX W (WMJIM) HE3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPENCTB, MPEAHA3HAYEHHBIX Ul IPOBEACHUS KIMHUYECKUX HCCICNOBAHUM JIEKAPCTBEHHBIX
[IpenapaTroB, IPOBEIACHUS  OKCIEPTU3bl  JICKAPCTBEHHBIX  CPEICTB  JUI  OCYLIECTBICHUS
TrOCYJapCTBEHHOM PErucTpalyy JIEKAPCTBEHHBIX IIPENapaToB WM I OKa3aHUS MEIULUHCKOU
MOMOIIM MO >KU3HEHHBIM TIOKAa3aHUSAM KOHKPETHOrO TMalueHta Jubo o0 OTKa3e B BbLaye
YKa3aHHOTO pa3pelieHHs MPOU3BOIATCS B CPOK, HE MPEBBIIAIOMNN MATH pabounx nHei. IlnaTa 3a
BbIIaUy YKa3aHHOTO paspellieHus He B3umaercs. (B pea. PenepanpHoro 3akoHa or 06.12.2011 N
409-03)

3.1. Yacte yrpatuna cuiy. (B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-P3)

3.2. Jlo 31 nmekabpsa 2024 roma nomyckaioTcs BBO3 Ha Tepputopuio Poccuiickoit @epepauuu u
obpamienue B Poccuiickoit depepanun ¢ yaeroMm 0coOEHHOCTEH, ycTaHOBIEHHBIX [IpaBuTenscTBOM
Poccuiickoit @enepanny, 3aperuCTpUPOBAHHBIX JICKAPCTBEHHBIX IPENAPATOB I MEAUIMHCKOIO
NPUMEHEHHS B YIAKOBKAaxX, MpeIHa3HAuYE€HHBIX IS OOpalleHHss B MHOCTPAHHBIX TOCYAAapCTBAX, B
ciyyae Je(eKTypbl JIEKapCTBEHHBIX IpenapaToB WJIM pPHCKA €€ BO3HMKHOBEHHS B CBS3H C
BBeJCHUEM B oOTHOLIeHMH Poccuiickoil denepanvyd OrpaHUYUTEIBHBIX MEpP HKOHOMHUYECKOIO
XapakTepa IpU YCIOBUM COOTBETCTBUS BBO3MMBIX JIEKAPCTBEHHBIX IIPENapaToB TpeOOBaHUSAM,
YCTQHOBJICHHBIM TIPH HMX PETUCTPALlMH, 32 WCKIIOYEHHEM TpeOOBaHMN K NEPBUYHON YHaKOBKE,
BTOPUYHOM (TOTPEOUTETHCKOW) YITAKOBKE, a TAK)KE MIPH HAJTMYUU HA BTOPUIHOH (MMOTPEOUTENHCKOM)
YIaKOBKE JICKAPCTBEHHBIX IPENapaToB, HAXOIAIIUXCS B OOpAICHUH, CAMOKJIEALICHCS STHUKETKH,
cojiepkaiieit nHGopMaIio o JIEKapCTBEHHOM Iperapare Ha pycCcKoM si3bIke. (B pea. PenepaibHbIX
3aKk0HOB 0T 26.03.2022 N 64-®3, ot 19.12.2022 N 519-P3)

4. B Poccuiickyto @enepanuio MOXHO BBO3UThH JIEKAPCTBEHHBIE CPEICTBA, KAYECTBO KOTOPBIX
MOJATBEPXKIACHO CEepPTU(UKATOM MPOU3BOAUTEINS JICKAPCTBEHHBIX CPEICTB, YAOCTOBEPSIOLINM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TpPeOOBAaHUSAM, YCTAaHOBJICHHBIM IIPH UX
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perucTpalvi WIK TPOBEICHUHM NPOLENYp, CBS3aHHBIX C peructpaunueil. (B pea. denepanbHbIX
3aKk0oHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

5. 3anpemaetcs BBo3 B Poccuiickyio @enepannio GpanbCUPpUINPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
HE100pPOKAaYECTBEHHBIX JIGKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB. (B pei.
®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. @anbcUPUUUPOBAHHBIC JIEKAPCTBEHHBIE CPEICTBA, HEIOOpPOKaYeCTBEHHBIC JIEKAPCTBEHHBIC
CpPEeACTBa MOJUICKAT M3BATUIO M IIOCIECAYIOIIEMY YHHYTOXEHUIO WM BbIBO3Yy U3 Poccuiickoin
@enepanun, KOHTpadaKTHbIE JIEKAPCTBEHHbIE CPEICTBA - M3BATHI0O U MOCIEAYIOIEMY
YHUYTOKCHUIO. YHHUUTOXKEHHE WM BbIBO3 U3 Poccuiickoit ®enepaunu QambcuduunpoBaHHBIX
JICKapCTBEHHBIX CPEJCTB, HEIO0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, KOHTpPa(aKTHBIX
JIEKAPCTBEHHBIX CPEICTB OCYILIECTBIISICTCS 3a CYET JIMI@A, OCYLIECTBUBLIETO MX BBO3. llopsamok
YHUUTOXKEHUSI U3BATHIX (albCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEIO0OPOKAUECTBEHHBIX
JCKapCTBEHHBIX  CPEACTB, KOHTPAa()aKTHBIX  JICKAPCTBEHHBIX  CPEJCTB  yCTAHABJIMBACTCS
IIpaButensctBoM Poccuiickoit @enepanun. (B pen. PenepanbHoro 3akoHa or 06.12.2011 N 409-
®3)

7. Jluma, ocymecTBifoomme BB0o3 B Poccuiickyio @enepauuio  (ambcuduumupoBaHHBIX
JICKapCTBEHHBIX CPEJCTB, HEIO0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, KOHTpPa(aKTHBIX
JEKapCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBHUHM C 3aKOHOJATEILCTBOM
Poccuiickoit @enepanuu. (B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N
1-©3)

8. BrIBO3 neKkapcTBEHHBIX cpencTB u3 Poccuiickoii denepanyy OCyLIECTBIIAETCS B COOTBETCTBUU C
aKTaMmH, cocTaBistomuMu npaBo Coro3a, u (Uin) 3aKkoHoAaTeNlbcTBOM Poccuiickoit deaepannu o
roCy/1apCTBEHHOM PEryJIMpPOBAaHUM BHEIIHETOPTrOBOW JIEATENBHOCTH. (B pell. PenepabHbIX 3aKOHOB
o1 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014 N 429-P3 (pex. ot 13.07.2015),
o1 30.01.2024 N 1-P3)

9. BBoa B rpaxaaHcKkuii 000pOT JIEKApPCTBEHHBIX MpENapaToB Ui MEIUIIMHCKOTO NMPUMEHEHHMS,
BBe3eHHBIX B Poccuiickyio ®enepamuio, OCyIIECTBIIETCS C coOmoneHHeM TpeOoBaHUi,
YCTaHOBJIEHHBIX cTaThel 52.1 HacTosmero denepanbHOro 3akoHa. (B pe. denepaabHOro 3aKoHa OT
28.11.2018 N 449-D3)

Heiicmeue nonoxcenuit wacmu 10 cmamou 47 ne pacnpocmpansemca Ha cepuu 1eKapcmeeH X
npenapamoe 0y 6emepUHaApPHOZ0 NPUMEHEHU, 66¢0CHHblE 8 ZPAXNCOAHCKUIL 060pom Ha
meppumopuu P® 00 01.09.2023 (wacmsb 2 cmamou 2 @edepanvrozo 3akona om 02.07.2021 N
317-®D3).

Cepuu nexapcmeennvix npenapamog 0 6emepuHapHozo npumenenus, ykasanuole ¢ yacmu 10
cmamuyu 47, noonexcam xpanenuio, nepeso3ke, OMNycKy, peaiuzayuu, nepeoaie, RPUMeHeHUI0
00 ucmeyenus cpoka ux 200nocmu (wacms 3 cmamou 2 edepanvrozo 3axkona om 02.07.2021 N
317-®D3).

10. BBox B rpakaaHcKuii 000pOT JIEKAPCTBEHHBIX IPENapaToB Uil BETEPUHAPHOTO NMPUMEHEHUS,
BBE3CHHBIX (MepeMelleHHbIX) B Poccuiickyio @enepalriio, OCYIIECTBISETCS € COOMIOICHHEM
TpeOOBaHUH, YCTaHOBJIEHHBIX cTaThel 52.2 Hacrosimero @enepanbHoro 3akoHa. (B pen.
®enepanbHoro 3akoHa ot 02.07.2021 N 317-D3)

Crartba 48. IOpuauyeckue Jua, KOTOPbIM pa3peileH BBO3
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JIEKAPCTBEHHBbIX cpeaAcTB B Poccuiickyro @exepanuio (B pea.
DenepanabHOro 3akona ot 06.12.2011 N 409-D3)

JlexapctBenHble cpenctBa B Poccuiickyro ®enepanuio MOryT BBO3UTH: (B pel. DenepalibHOTO
3akoHa oT 06.12.2011 N 409-®3)

1) mpousBOOUTENM JIEKAPCTBEHHBIX CPEICTB IS Lelded COOCTBEHHOTO IPOU3BOICTBA
JIEKapCTBEHHBIX CPEJICTB;

2) WHOCTpaHHbIE pa3pabOTYMKU JICKAPCTBEHHBIX CPEACTB W HMHOCTPAHHBIC MPOU3BOJUTEIH
JICKapCTBEHHBIX CPEACTB MM JIpyrHe IOpUIMYECKHE JHMIa IO TOPYYEHHUI0 pa3padoTyrka
JIEKAPCTBEHHOI'0 CPEACTBA JUIA IPOBEICHUsA KIMHUYECKMX MCCIIEIOBAHUNM JIEKAPCTBEHHOI'O
mpenapara, OCYIIECTBJICHHs TI'OCYJapCTBEHHOM PpErucTpaluu JICKapCTBEHHOIO IIpernapara,
BKJIIOYEHHUS (papMaIleBTUYECKON CyOCTaHIIMU B TOCYJApPCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEJICTB,
KOHTpOJII KauecTBa JICKAPCTBEHHBIX CPEIACTB IPU HAIW4YUM pa3pelIeHus YIOJIHOMOYEHHOIO
(benepanbHOrO OpraHa HCIOJHUTEIBHON BIACTH HAa BBO3 KOHKPETHOW MapTUU JIEKApCTBEHHBIX
CPEICTB;

3) opraHu3anuy ONTOBOM TOPTOBJIM JEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4YHBIE OpraHU3aIuHl, 00pa30BaTEeIbHbIC OPraHU3alMU BBICIIETO 00PAa30BaHMUS, IPOU3BOIUTEIH
JIEKapCTBEHHBIX CPEJACTB JUIsl pa3pabOTKH, HCCIEAOBAHUN, KOHTPOISA OE30MacHOCTH, KauecTBa,
3(¢(}HEeKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB TMPU HAIWYAH Pa3pelIeHUs  YIOJIHOMOUYEHHOTO
denepanbHOro OpraHa MCHONHUTENBbHON Biacth; (B pen. DenepanbHbix 3akoHOB oT 02.07.2013 N
185-@3, ot 30.01.2024 N 1-D3)

5) MEOUIMHCKUE OpraHU3alMM, UHbIE yKa3aHHbIE B IyHKTaX 1-4 HacTosIEN CTaThU OpraHU3alUU
JUIsL OKa3aHWsl MEIMLMHCKOM IOMOIIM I10 JKU3HEHHBIM IIOKa3aHUAM KOHKPETHOI'O IALMEHTa IIpU
HAJIMYUU Pa3peIIeHUs] YIOJTHOMOUYEHHOTO (ellepaIbHOro OpraHa HCHOJHUTEIBHOM BIACTH Ha BBO3
KOHKPETHOW MapTHH JIEKapCTBEHHOTO IMpernapara, BBIJAHHOTO B YCTAaHOBICHHOM MOpSIKE B Gopme
AJIEKTPOHHOTO  JIOKYMEHTa, TOANKUCAHHOTO YCHJICHHOH KBaJU(HUIMPOBAHHOW 3JIEKTPOHHOM
noanuceio; (B pen. @enepanbHoro 3akoHa ot 12.03.2014 N 33-P3)

6) nmyHKT yTpatuia cuiy. (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-P3)

7) NPOU3BOIUTENN MEIULUMHCKUX U3JEIUN Uil 1eled MpOou3BOACTBA MEIULMHCKUX H3IEIuil. (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

Crarbs 49. JIOKyMeHTbI, IPEICTABJIAEMbIE B TAMOKCHHbIC OPraHbI
Poccuiickonn @enepanyu nNpu BBO3e JICKAPCTBEHHBIX CPEJICTB B
Poccuiickyio @enepanuio (B pea. @exepaabHoro 3akona or 06.12.2011
N 409-®3)

1. Tlpu BBO3e JekapcTBEHHBIX cpencTB B Poccuiickyto denepannio B TaMOKEHHBIE OpraHbl
Poccuiickoit ®denepauuu Hapsaxy ¢ JOKyMEHTaMH, IPEACTABICHUE KOTOPBIX IIPELYCMOTPEHO
aKTaMmH, cocTaBistomuMu npaBo Coro3a, u (Win) 3aKkoHoAaTeNnbcTBOM Poccuiickoit deaepannu o
TaMOXXCHHOM PEryJIMPOBAaHUM, NPEJICTABIISIOTCS CIEAYIOUINE TOKYMEHTHI B 3JIEKTPOHHOH (opme: (B
pen. ®enepanbabix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-P3)

1) ceptudukar mpou3BOAUTENS JIEKAPCTBEHHOTO CPEICTBA Ui BETEPHUHAPHOTO TNPHUMEHEHUS,
YAOCTOBEPSIIOIIUNA COOTBETCTBUE BBO3UMOIO JIEKAPCTBEHHOIO CPEACTBA Uil BETECPUHAPHOIO
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npUMeHeHHs TpeOoBaHUsAM (hapMaKONEeHHOI cTaThu MO0 B clydae €e OTCYTCTBUS HOPMATHBHOTO
JIOKYMEHTa; (B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) paspelieHre YMOJIHOMOYEHHOrO (¢enepaabHOro OpraHa HUCIOJHUTENBHOW BJIACTH HA BBO3
KOHKpPETHOW NapTHUU JIEKAPCTBEHHOI'O CPEACTBA B CIIydaslX, YCTAaHOBJIEHHBIX 4acTblo 3 craTbu 47
Hacrosuero GenaepanbHOro 3aK0Ha.

2. JIoOKyMEeHThI, yKa3aHHble B MyHKTax 1 um 2 yactu 1 Hactosuel cTaTbu, NPEACTABISAIOTCS B
TaMOXeHHble opranel Poccuiickoit deneparuu Npu TPUOBITHM JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepannto. (B pen. PenepanbHoro 3akona ot 06.12.2011 N 409-P3)

Crarbs 50. BB03 1ekapcTBEeHHBIX NpenaparosB B Poccuiickyro
(I)ez(epaumo AJIA JUIHOI'0 HCIMOJb30BaAHUA U HHBIX HEKOMMEPYECCKUX
neJiei, a TakxKe AJIs UCNOJIb30BAHUS HA TEPPUTOPUH MEKAYHAPOIHOIO
MEIULMHCKOr0 Kiacrepa (B pea. @eaepaibHbiX 3ak0HOB 0T 06.12.2011
N 409-@3, o1 29.06.2015 N 160-P3)

1. JlekapcTBeHHBIE IpenapaTthl MOTyT ObITh BBe3eHbl B Poccuiickyro ®epepanmio 0e3 yuera
TpeOOBaHUH, MPEeIyCMOTPEHHbIX 4YacTsMH 1 - 4 crtarbu 47, ctarbamu 48 u 49 HacrosIero

denepalIbHOTO 3aKOHA, €CIIM OHU IpeaHa3HadeHbl 1is: (B pen. PenepanbHoro 3akoHa ot 06.12.2011
N 409-D3)

1) TMYHOTO HCTIONIB30BaHMS (PU3MUECKUMHU JHIIaMu, TpUObIBIINME B Poccuiickyio ®eneparuto. [Ipu
stoM BB0O3 B Poccuiickyro ®enepanuio  JIEKApCTBEHHBIX  IMPENApaToOB,  COIAEPIKALIUX
CWIBHOACWUCTBYIOIIME U (WIH) $IOBUTHIE BEILECTBA, BKJIIOUEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJICHCTBYIOIIMX BEILIECTB [l LEJIEH YrOJIOBHOTO 3aKoHoAaTenbcTBa Poccuiickoit denepannun
U B CIIMUCOK SIIOBUTBIX BEUIECTB I LIENEN YTOJOBHOIO 3aKoHOAaTenbcTBa Poccuiickoin denepanuu,
yTBepxkaeHHble IlpaBurensctBoM Poccuiickoit @Penepanuu, OCYIIECTBIACTCS IPU  HAIUYUU
JOKYMEHTOB  (3aBEpPEHHBIX KONMH JOKYMEHTOB WM 3aBEPEHHBIX BBIIMCOK M3  HHX),
MOJATBEPXKIAIOUINX Ha3HaueHUE (U3NUYECKOMY JIUIY YKa3aHHBIX JIEKAPCTBEHHBIX IpenapaToB (3a
UCKJTIOUEHHEM JIEKapCTBEHHBIX MpenapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit denepannn 1100
3apEruCTPUPOBAHHBIX B COOTBETCTBUHU C aKTAMM, COCTABJIAIOIIMMU ITpaBo Coro3a, U OTIIYCKAaEMBbIX B
Poccuiickoit ®enepauun 06e3 penenta Ha JIeKapcTBeHHBIH mpemnapar). [loareepkaaromue
JOKYMEHTHl (MX 3aBEpEHHbIE KONUHU WJIM 3aBEPEHHBIE BBIMCKM W3 HUX) JOJDKHBI COAEpXKATh
CBEJICHUs O HAaUMEHOBAaHMU M KOJUYECTBE HA3HAYECHHOI'O JICKAPCTBEHHOIO Ipemnapara. B ciyuae,
€CIT TOATBEPXKIAIOIINE JTOKYMEHTHI (MX 3aBEpEHHBIC KOIUHU WM 3aBEPEHHBIC BBIMUCKU M3 HHUX)
COCTABJICHBI HA MHOCTPAHHOM S3bIKE, K HUM IIPWJIAraeTCsd HOTAapUAJIBLHO 3aBEPEHHBIN IIEPEBOJ Ha
pycckuii s3bIK; (B pen. PeaepanbHbix 3akoHOB 0T 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) wucmoib30BaHUS ~ paOOTHUKAMHU  JUINIOMAaTHYECKOTO  KOpIyca WM  IMPEACTaBUTEISIMU
MEXKIyHApOIHBIX OpraHu3alyii, akkpequToBaHHbIX B Poccuiickoit denepanuu;

3) JneyeHMs TACCAKUPOB U UJICHOB HKUIAKEH TPAHCIOPTHBIX CPEACTB, MOE3IHBIX OpHraa u
BOJUTENICH TPAHCIOPTHBIX CPEeACTB, MNpUObBIIKMX B Poccuiickyio @enepanuio; (B pex.
®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4) nedeHns y4aCTHUKOB MEXIYHapOAHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPUATUI U YYaCTHUKOB
MEKyHAPOIHBIX DKCIICIULINN;

5) 7edeHMs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, IUpKaX, OKeaHapuyMax,
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nenb(UHAPUIX, JCUCHUS JUKUX KUBOTHBIX, MOCTOSIHHO MJIM BPEMEHHO HACEJSIOIINUX TEPPUTOPHIO
Poccuiickoit denepannu, HAXOIAIINXCS B COCTOSHUU €CTECTBEHHONW CBOOOIBI M IPUHAJICIKAIINX K
BUaM, 3aHeceHHbIM B KpacHyto knury Poccuiickoit deneparuu v (MiM) KpacHble KHUTH CYOBEKTOB
Poccuiickoit denepanuu, a TakKe KUBOTHBIX, BBO3UMBIX B Pocculickyro denepanuio 15 y4acTus B
CIIOPTUBHBIX U 3pENIMUIHBIX Meponpusatusx; (B pen. denepanpHpix 3akoHoB 0T 06.12.2011 N 409-
P3, o1 02.08.2019 N 297-P3)

6) HCHONb30BaHUS Ha TEPPUTOPUM MEXKAYHApPOAHOIO MEIMLMHCKOrO Kiacrepa. (B pen.
®enepanbHoro 3akoHa ot 29.06.2015 N 160-P3)

2. B cnyuasx, npeayCMOTPEHHBIX 4acThlo 1 HAacTOALIEH cTaThu, AomyckaeTcs BBO3 B Poccuiickyro
@enepanyio JIEKAPCTBEHHBIX IIPENapaToB, HE 3aperucTpupoBaHHBIX B Poccuiickont denepanuu
1100 HE 3apEeTUCTPHUPOBAHHBIX B COOTBETCTBHM C aKTaMH, COCTaBisgomuMu mpaBo Coro3a. (B pen.
®enepanbHbIX 3aK0HOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

3. JlexapcTBEeHHbIE Ipenaparhl, IpeJHa3HAYCHHbIE AJI1 T'YMaHUTAapHOM NOMOIIM (COAEUCTBUA) WIH
IIOMOILM IIPU Ype3BBIYAMHBIX CUTyalusx, BBO3ATCca B Poccuiickyro ®Denepaunuio B INOPSAAKE,
ycraHoBieHHOM [lIpaButensctBoM Poccuiickoit @epepanun. 3ampemaercs BBo3 B Poccuiickyro
@Qenepallilo  HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENAapaToB, IPEIHA3HAYEHHBIX IS
IYMaHUTapHON NOMOIIM (COAEHCTBHUS) WM MOMOIIM IPH YpE3BBIYANHBIX CHUTyalusxX. (B pen.
®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarps 51. CorpyanuuectBo ¢eaepajibHOro OPraHa UCMOJHUTEIbLHOU
BJIACTH, OCYIIECTBJIAIIEr0 QYHKUMH 110 KOHTPOJIIO U HAA30PY B
00J12CTH TAMOKEHHOI'0 J1eJ1a, U IPYTUX YIIOJTHOMOYEHHBbIX
(peepanbHBIX OPraHOB UCIOJHUTEILHOU BJIACTH (B pPel.
DenepaabHoro 3akona or 30.01.2024 N 1-®3)

1. VYnomHomoueHHble (enepalbHble OpraHbl HWCHOTHUTENBHOW BIACTH MPEAOCTABISIOT B
pacnopsbkeHue (eaepaabHOr0 OpraHa MCHOJHUTENBHON BIIACTH, OCYHIECTBISIOMIETO (QYHKIIUU IO
KOHTPOJIFO ¥ HAJ30py B OOJIACTH TaMOKEHHOTO JieNia, TOCYJapCTBEHHBIN PEecTp JEKapCTBEHHBIX
CPEICTB, a Takke HH()OpPMAIMIO O BBIJAHHBIX pa3pPEHICHUSX Ha BBO3 KOHKPETHOW MapTHH
JIEKAPCTBEHHBIX CPEJICTB B Cly4yasX, YCTAHOBJEHHBIX 4acTblo 3 crtaThu 47 HACTOSLIETO
®enepanbHoro 3akoHa. (B pen. GenepansHoro 3akona ot 30.01.2024 N 1-03)

2. ®enepanbHBIi OpraH HCHOJHUTENBHOM BIIACTH, OCYHIECTBISIOMNN (YHKIMU MO KOHTPOIIO H
Ha/130py B 00JaCTH TaMOXXEHHOTO Jena, HHPOPMHUPYET yKa3aHHbIC B 4acTH | HACTOSIIEH CTaThH
YIIOJIHOMOYEHHBIE (heiepaibHbIe OPTaHbl UCIIOTHUTEIBHOM BIACTH O BBO3€E JICKAPCTBEHHBIX CPECTB
B Poccuiickyro ®denepanuio U BbIBO3€ JIEKapCTBEHHBIX cpeacTtB u3 Poccuiickoit denepanuu 1o
dopme u B mopsake, KOTopble ycraHoBieHbl [IpaBurensctBom Poccuiickoit deneparun. (B pe.
®enepanbHbiX 3aK0HOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

I'nmaBa 10. PAPMALHEBTUYECKASA JEATEJIBHOCTD

Crarbs 52. OcymiecTrBiaeHue papManeBTHYECKON AeITeJIbHOCTH

1. q)apMaI_ICBTI/I‘-IGCKaH ACATCIBHOCTE OCYHICCTBIIAACTCA OpraHU3allusAMU ONTOBOM TOProBJIN
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JICKapCTBEHHBIMH ~ CPEJCTBAMH, alTEUYHBIMU OpraHU3alMsIM{, BETEPUHAPHBIMHU aNTEYHBIMU
OpraHu3alMsIMM, HWHIUBUAYAIBHBIMA  NPEANPUHUMATENSIMH, HMEIOIIMMHU  JIMIEH3UIO0  Ha
(bapMareBTHYECKYIO JESITEIbHOCTh, MEAULIMHCKUMH OpPTaHU3ALUSAMHU, WMEIOMIMMHU JIMIEH3UI0 Ha
(bapManeBTHUECKYIO JEeSATEIbHOCTh, U WX O00OCOOJIEHHBIMH TOAPA3JICICHUIMH (aMOYIaTOPHIMH,
denpamepckuMu U QenpAIePCKO-aKyIEPCKUMH  [TyHKTaMHU, LEHTpaMu (OTIENECHUsIMH) oOIIen
BpaueOHOI (CeMelHO) NpaKTUKH), PACIOJOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX IyHKTaX, B
KOTOPBIX OTCYTCTBYIOT anTE€YHbIE OpraHU3allMM, ¥ BETEPUHAPHBIMU OPTaHU3ALMAMH, UMEIOIIUMHU
JMIIEH3MI0 Ha (apMaleBTHUYECKYIO IeATeNbHOCTh. (B pen. deaepanbHoro 3akoHa ot 25.11.2013 N
317-@3)

Honosxncenua wacmu 2 cmamou 52 (¢ pedaxyuu Dedepanvnozo 3akona om 28.04.2023 N 149-D3)
6 uacmu aKKpeoumayuu CReyuaIucmos 8 001acmu 6emepunapull, 0CyuleCmeasioujux
dapmayesmuueckyro deamenbHOCMb U UMEIOUAUX GblCULee UL CPEOHee 6emeEPUHAPHOe
oopazoseanue, npumenaomcesa c 01.03.2026 (nynkm 3 cmamou 4 Dedepanvnozo 3aKona om
28.04.2023 N 149-3).

2. ®usnyeckue JHIAa MOTYT OCYIIECTBIATH (DapMaleBTHUECKYIO AEATENbHOCTb IPH HAIHYUH
BBICILIETO MJIM CpPEAHEro (hapMaleBTHUECKOro oOpa3oBaHMs W cepTU(UKATa CIEUaTucTa 100
NPOIIEHHON aKKpEeIUTALUU CIIEIUAUCTA, BBICIIETO WM CPEIHEr0 BETEPUHAPHOTO 00pa3oBaHUs U
cepTH(HKaTa CIenUuaINCTa MO0 MPOUICHHON aKKpeAUTAIMH CIEIHAINCTA, @ TAKKE BBICIIETO WIH
CpeIHEro MEAMLIMHCKOro o00pa3oBaHus, CepTH(HKATa CHelHuagucra JHUOO0  MPOHACHHON
aKKpeIUTAlluM CIIeIUAUCTa M JIOTOJHUTEIBHOTO NPO(ecCHOHANBHOTO O00pa30BaHUs B YacTH
PO3HUYHON TOPrOBIM JIEKAPCTBEHHBIMU IIperapataMu s MEIUIUHCKOTO MPUMEHEHHS TpH
YCIIOBUU MX PabOThl B 000COOJICHHBIX MOAPA3ACICHUIX MEIUIIMHCKUX OpraHU3alui, YKa3aHHBIX B
yacTu | Hacrosmel cratbu. (B pen. @enepanpHoro 3akoHa ot 28.04.2023 N 149-P3)

Crarps 52.1. BBoa B rpaxaaHCcKuii 000poT JIEKAPCTBEHHbIX
NpenaparoB AJs MeAMIUHCKOr0 NpuMeHeHud (B pea. @eaepajabHOro
3axoHa o1 28.11.2018 N 449-®3)

1. Ilepen BBOJOM B rpa)IaHCKUIl 00OPOT KaXKIOW CEpUM WIIM KaXI0H MapTUX MPOU3BEACHHOTO B
Poccuiickoit ®@enepanyu JIEKapCTBEHHOIO Ipenapara Uil MEAMLMHCKOTO IPUMEHEHHS, 3a
UCKJIIOYEHHEM HMMYHOOHOJIOTUYECKHX JICKApPCTBEHHBIX IPENapaToB, MPOU3BOIUTENh TaKOTO
JICKapCTBEHHOTO TIpernaparta NpeAcTaBisieT B (elaepaibHbIl OpraH HCIOJHUTENBHONW BJIACTH,
OCYIIECTBIISIONIMIA (YHKIHMU IO KOHTPOJIO M HaA30py B cdepe 3ApaBOOXpPAHEHUs, JOKYMEHT
MIPOU3BOAUTENS  JIEKAPCTBEHHOI'O  CPEICTBA, IMOATBEPXKAAIOUUN KA4eCTBO JIEKAPCTBEHHOI'O
mmpenapara, U IMOATBEPKACHUE YIOJHOMOUYEHHOIO JIMIA MPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB
COOTBETCTBUSl ~ JICKQPCTBEHHOTO  Iperapara  TpeOOBaHHMSM, YCTaHOBJICHHBIM TIPU  €rO
rOCyJapCTBEHHOM pErucTpaLuu.

2. Ilepen BBOAOM B TpPaXTAHCKHH OOOPOT KaXIOW CepHM MM KaKIOW MapTUU BBO3UMOTO B
Poccuiickyro @enepanuio JIEKapCTBEHHOIO IIpernapara Uil MEOULUHCKOrO IIPUMEHEHMs, 3a
HCKIIIOYEHUEM UMMYHOOHOJIOTHUECKUX JIEKapCTBEHHBIX [Ipenaparos, OpraHu3arys,
OCYLLIECTBIIAIOIIAs BBO3 JIEKAPCTBEHHOIO Ipenapara B Poccuiickyto denepanuio, NpeacTaBisieT B
(denepanbHBIi OpraH MCIOJHUTENBHOW BJIACTH, OCYIIECTBISIOMMNA (YHKIMM IO KOHTPOJIO HU
Ha/J30py B cdepe 3IpaBOOXpaHEHHs, CEPTU(UKAT MPOU3BOAUTENS JIEKAPCTBEHHOI'O CPENICTBa,
yIIOCTOBEPSIOUIMIA  COOTBETCTBHE  BBO3UMOIO  JIEKAPCTBEHHOI'O  Tpemapata  TpeOOBaHUIM
¢dapmakoneiiHoil cTaThbM, a B clyyae OTCYTCTBHA (papMakomneiiHOH cTaThul TpeOOBaHUAM
HOPMAaTUBHOM JOKYMEHTALVM, U IIOATBEPKACHUE MPEICTABUTEI OPraHU3alUuH, OCYLIECTBISAIOIEH
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BBO3 JICKAPCTBEHHOT0 Ipemnapara B Poccuiickyro denepanuio U yrnoJIHOMOYEHHON MHOCTPAaHHBIM
IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHUs BBO3MMOIO JIEKAPCTBEHHOIO IIperapara
TpeOOBAHMUAM, YCTAHOBIIEHHBIM IPU €T0 TOCYJapPCTBEHHOMN PErUCTpaIUH.

3. Ilopsaok mpencTaBieHHs] B COOTBETCTBUM € YacTAMHU 1 M 2 HAcCTOALIEH CTaTbU JTOKYMEHTOB U
CBEJICHUI O JIGKAPCTBEHHBIX IIperaparax, BBOJUMBIX B TPAKAAHCKUN 0OOPOT, yCTaHABIUBAETCS
IIpaBurensctBoM Poccuiickoit denepanuu.

4. B OTHOWIEHMM NEPBBIX TPEX CEpUH WM MNApPTUHA JIEKAPCTBEHHOIO Ipenapara, BIIEPBbIE
npousBeneHHOro B Poccuniickoit denepanuu uinm Brepsbie BBO3UMOro B Poccuiickyro @enepanuto, B
(denepanbHBIi OpraH MCIOJHUTENBHOW BJIACTH, OCYIIECTBISIOMMNA (YHKIMM IO KOHTPOJIO HU
Ha/J30py B cdepe 3apaBOOXpaHEHHS, IOMOJHUTEIBHO MPEACTABISIETCS MPOTOKOJ HCHBITAHUNA O
COOTBETCTBUU CEpPUM HIIM NAPTUM JIEKAPCTBEHHOI'O Ipernapara i MEIULUHCKOrO NPUMEHEHUS
IIOKa3aTesiM KadecTBa, MPEJyCMOTPEHHBIM HOPMATHUBHON [OKyMEHTalMel (Jajee - MPOTOKOI
UCIBITaHUI), MPOBOJUMBIX aKKPEIUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHO/ATENbCTBOM Poccuiickoit
@eneparu 00 aKKpeAMTAIlMM B HAIMOHAJIBHOW CHCTEME aKKpeauTauuu (enepanbHbIMU
TOCYJapCTBEHHBIMH OIO/DKETHBIMHU YUPEXKICHUSMH, MOJBEIOMCTBEHHBIMU (hefiepalbHOMY OpraHy
UCTIOJIHUTENIBHOM  BJIACTH, OCYLIECTBIAIOMIEMY (DYHKIIMM 10 BBIpa0OTKE M  pealu3aluu
TrOCYyJapCTBEHHOH  MOJUTHKM ¥  HOPMATHBHO-TIPABOBOMY  pEryJupoBaHHi0 B  cdepe
3paBOOXpaHEHHs, M (enepaJbHOMYy OpraHy HCIOJHUTEIbHON BIACTH, OCYIIECTBISIOIEMY
(GYHKIMU 1O KOHTPOJIIO M Haa30py B cdepe 3apaBooxpaHeHHs. [Iopsaok BbIIauM yKa3aHHBIMU
(benepanbHBIMU TOCYJAPCTBEHHBIMH OIOJKETHBIMU YUPEKICHUAMU JAHHOTO MPOTOKOJIA U pa3Mmep
IIJIaThI 3a €70 BblAady ycraHasiuBaroTcs [IpasurensctBoM Pocceniickoit denepanun.

5. ExxerogHo He mo3zanee | ¢eBpanst Npou3BOAUTENH JIGKAPCTBEHHBIX CPEACTB MJIM OpPTraHU3aINH,
OCYLLIECTBIAIOIINE BBO3 JIEKAPCTBEHHBIX IpenaparoB B Pocculickyro denepanuto, IpeacTaBisAiOT B
(benepanbHBIi OpraH MCIOJHUTENBHOW BJIACTH, OCYIIECTBISIOMMNA (YHKIMM IO KOHTPOJIO HU
Ha/J30py B cepe 3ApaBOOXpaHEHHUs, MPOTOKOJ HCHBITAHWH IMOCTYNHBILETO B TEUYEHUE TO/Aa B
rpaXIaHCKUI 00OpOT JIEKapCTBEHHOI'O IMpernapara KOHKPETHOrO MPOU3BOAMUTENS (Ha OIHY CEpHIO
KaX/I0TO TOPrOBOT0 HAMMEHOBAHUS C YUETOM JIEKaPCTBEHHON (POPMBI U TO3UPOBKH), IPOBOIUMBIX
aKKpEJUTOBAaHHBIMH B COOTBETCTBHHM C 3aKOHOJATENbCTBOM Poccuiickoii @Denepanuu 00
aKKpeIuTallud B HAIMOHAJIBHOW CHCTEME aKKpPEeIUTAllUd HCHBITATEIbHBIMA J1a00paTOPHIMHU
(ueHTpamu).

6. IlpousBoauTenu JEKAPCTBEHHBIX CPEACTB WM OpraHMU3alMM, OCYLIECTBIIAIOIINE BBO3
JIEKapCTBEHHBIX IIpenaparoB B Pocculiickyro @exepanuio, HE MEHEEe YeM 3a OJMH Tof J0
IJIAHUPYEMBIX I[PUOCTAHOBJICHUS WIHM IPEKpaLICHUS IPOU3BOJACTBA JIEKAPCTBEHHBIX IIPENApaToOB
wii ux BBo3a B Poccuiickyto @enepauuio yBeAOMIIIIOT 00 3ToM (eaepalbHbI  OpraH
UCTIOJIHUTENIBHOM BIJIACTH, OCYILIECTBISAIOMMKA (YHKIMM 1O KOHTPOJIIO M Hau3opy B cdepe
3[IpaBOOXpaHEHHS U (eepabHbIi OpraH UCIIOJHUTEIHHON BIACTH, OCYIIECTBIISIONNH (QYyHKIHH 11O
JIMLEH3UPOBAHMIO IIPOU3BOCTBA JICKAPCTBEHHBIX CPEACTB.

7. BBOoI B rpakIaHCKUH 00OpOT KaKJIOW CepUM WIM KaXJIO0W MapTHH UMMYHOOHOJIOTMYECKOTO
JIEKApCTBEHHOI'0 TIIperapara, IpousBeleHHOro B Poccuiickonn ®enepanuu Wi BBO3MMOIO B
Poccuiickyro @enepaiuio, OCyIecTBISETCS Ha OCHOBAHUU pa3pelleHus], BbIIaHHOTO (eepaibHbIM
OpPTraHOM HCIIOJIHUTENIFHON BJIACTH, OCYIIECTBISIONMM (YHKIMHU 110 KOHTPOJIO U HAA30py B cdepe
3[IpPaBOOXPAaHEHHs, HA OCHOBAHWHU BBIJAHHOTO (efepaTbHBIMU TOCYIAPCTBEHHBIMU OIOIKETHBIMU
YUPEXKJECHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOALIEH CTaThH, 3aKJIIOUYEHUS O COOTBETCTBUHM CEPHUU
WINA TTapTUA UMMYHOOMOJIOTHYECKOTO JIEKApCTBEHHOTO Ipernapara TpeOOBaHUSAM, yCTaHOBICHHBIM
IIPU €ro roCyAapCTBEHHOM perucrpaunu. [Iopsaok Beliauu paspelleHus Ha BBOJ B IPaXKIAHCKUU
000pOT Ccepur WM MAPTHU UMMYHOOHMOJIOTHYECKOTO JIEKApCTBEHHOTO Ipenapara, a TakKe MopsAIoK



BBIJaYM YKa3aHHOI'O 3aK/IIOYECHHMs M pasMep IulaTbl 3a €ro BblJady YCTaHaBIIMBAKOTCS
IIpaBurensctBoM Poccuiickoit denepanuu.

8. 3a HempencTaBlieHWE WJIA HECBOEBPEMEHHOE IMPEACTABICHUE JOKYMEHTOB U CBEICHUM,
MpPEeAYCMOTPEHHBIX yacTsaMu 1, 2, 4, 5 u 6 HacTOsILIEW CTaTbU, MPOU3BOAMUTENN JIEKAPCTBEHHBIX
CPEeICTB M OpraHu3aluu, OCYIIECTBISIOIME BBO3 JIEKAPCTBEHHBIX NpemnapatoB B Poccuiickyio
@denepalnio, HECYT OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATENIILCTBOM Pocculickoit
denepauuu.

9. IlpencraBneHne NOKYMEHTOB M CBEIEHUH, NMPEAYCMOTPEHHBIX 4acTsMH 1, 2 m 4 Hacrosueu
CTaTbM, M TNOJYYEHHE NPEIYyCMOTPEHHOIO YacTbi0 7 HACTOSALIEH CTaTbU pa3pelIeHHs Ha BBOJA
MMMYHOOHOJIOTHUECKOTO JIEKapCTBEHHOTO Mperapara B TpakIaHCKHM 000poT He TpeOyroTcs B
OTHOILIEHUHU JIEKAPCTBEHHBIX IPENaparoB, MPEAHA3HAUYECHHBIX M MPOBEACHMS KIMHUYECKUX
UCCIIEIOBaHUM JIEKApCTBEHHBIX NIPENAapaToB, IPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJACTB IS
OCYIIECTBJICHUSI T'OCYAAPCTBEHHOW pErucTpanuy JIEKapCTBEHHBIX IpENaparoB, a TaKXKe B
OTHOILIEHNUU HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX PENApaToOB, NPEJHA3HAYEHHBIX ISl OKa3aHUs
MEIUIMHCKOW IOMOIIM I10 JKU3HEHHBIM II0OKa3aHMSM KOHKPETHOIO IalMeHTa WU T[PYIIIbI
MalKueHToB, BBO3UMbIX B Poccuiickyto denepanuio B cOOTBETCTBUU € YacTaMu 3 u 3.1 cratbu 47
HacToduero denepaibHOro 3akoHa. (B pen. @enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

10. IIpu BBIABIECHHM B TPa)KAAHCKOM 00OpOTE CEpUHM WM MApTHH JIEKAPCTBEHHOTO Mpernapara,
JOKYMEHTBI M CBEJEHMSI O KOTOPBIX, IIPEIYCMOTPEHHbIE YacTsAMU 1, 2 u 4 HacToALIEH CTaTbH, HE
NpeJCTaBICHBI B (peepanbHblii OpraH UCIOJHUTENFHONW BJIACTH, OCYIICCTBIIOMUN (QYyHKIUH IO
KOHTPOJIIO ¥ HaJ30py B cepe 31paBOOXpaHEHHS, TUOO0 CEpUN WIIM TApTHH UMMYHOOUOJIOTHYECKOTO
JICKapCTBEHHOTO IIperapara, HE HUMEIOIIMX pa3pelieHusi Ha BBOJA B TPaXIAHCKUH 000poT,
MPEIyCMOTPEHHOTO0 YacThlO 7 HACTOSIIEH CTaThM, (peepanbHbIil OpraH MCHOJIHUTENBHOM BIIACTH,
OCYIIECTBIISAIONMNA (YHKIIMM TIO KOHTPOJIO M HAA30py B cdepe 31paBOOXpaHEHHs, B HOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoMm Poccuiickon @enepannu, NIpUHUMAET PELICHUE O NPEKPALEHUN
rpakJaHCKOro 000OpOTa TaKMX CEPUH WIM MApTUU N0 MPEICTABICHHS YKa3aHHBIX JOKYMEHTOB H
CBe/IeHU 100 MOTyueHHs YKa3aHHOTO pa3peIieHusl.

Cmamusa 52.2 ne pacnpocmpansemcsa Ha cepuu 1eKapcmeeHHvIX NPenapamoes 0
6emepuUHapHO20 NPUMEHEHUS, 66€0CHHbLE 6 2PANCOAHCKUIL 000pom na meppumopuu P® oo
01.09.2023 (wacmsb 2 cmamovu 2 @edepanvhozo 3axkona om 02.07.2021 N 317-D3).

Cepuu nekapcmeennvix nPenapamog 0711 6emepuHapHozo nPUMeHeHus, YKa3aHHvle 6 Camoe
52.2, noonexcam xpanenuro, nepeso3ke, OMmnycKy, peaiusayuu, nepeoayie, NPUMEHeHUI0 00
ucmeuenus cpoka ux 2oonocmu (wacmyp 3 cmamou 2 @edepanvrnozo 3axona om 02.07.2021 N
317-®D3).

Crarps 52.2. BBoa B rpamaaHCKuil 000pOT JIEKAPCTBEHHbIX
NPenaparoB AJisi BeTePUHAPHOI0 nNpuMeHeHus (B pea. PeaepajbHOro
3axkoHa o1 02.07.2021 N 317-®3)

1. Tlepen BBOOOM B TpaKTAHCKUN OOOpPOT KaXIOW cepuH mMpom3BeleHHOro B Poccuiickoii
@enepany  JIEKapCTBEHHOI'O IIperapaTa Ul BETEPUHAPHOIO IPUMEHEHHS, 3a HCKIIOYEHHEM
MMMYHOOHOJIOTHYECKOTO  JIGKAPCTBEHHOIO0  Tpenapara Uil  BETEPUHAPHOTO  NPUMEHEHUS,
IIPOU3BOJUTEINIb TAKOTO JIEKAPCTBEHHOI'O INpenapara MpeACTaBIsSeT B YBEJOMUTEIBHOM MOPSAKE B
(denepanbHBIi OpraH HMCIOJHUTEIBHON BIIACTH, OCYIIECTBISIONMA (QYHKIMH IO KOHTPOIIIO
(Hang30py) B cpepe oOpaleHus JIEKapCTBEHHBIX CPECTB I BETEPUHAPHOTO IPUMEHEHHUS:
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1) JOKYMEHT IpOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, MOATBEPKIAAOIINIA COOTBETCTBUE KayecTBa
JIEKapCTBEHHOTO Tpernapara Jiisi BETEpUHAPHOTO MPUMEHEHHUSI, BBOJMMOTO B TPaKJaHCKHI 000pOT,
TpeOOBaHMUSAM, YCTAHOBIIEHHBIM IIPH €T0 TOCYJapCTBEHHOMN PerucTpaiyu;

2) NOATBEPK/ICHUE YIIOJTHOMOUYEHHOTO JIUIA IPOU3BOANUTEINS JIEKAPCTBEHHBIX CPEACTB COOTBETCTBHUSI
JIEKapCTBEHHOTO TpenapaTa Jjsi BETePUHAPHOTO MPUMEHEHHUs TPeOOBAHUSAM, YCTAaHOBJICHHBIM IPH
€ro rocyJapCTBEHHOM pEerucTparuu.

2. Ilepex BBOAOM B TpaKAAHCKUH OOOPOT KaKJOW CEpUM BBO3UMOTO (IEpEMEIIacMoro) B
Poccuiickyro @enepaiuio JeKapCTBEHHOTO IIperapara il BETEPUHAPHOTO NPUMEHEHHs, 32
UCKJIIOYEHHEM HMMYHOOHOJIOTHUECKOT0 JIEKAPCTBEHHOTO Iperapara sl  BETEPUHAPHOTO
NPUMEHEHHS, OpTaHM3alusl, OCYIIECTBISIONIast BBO3 (TMEepeMelIeHNe) JIEKApCTBEHHOrO IMpernapara
IUIsl BETEpUHApPHOTO MpuMeHeHus: B Poccuiickyio deneparuio, MpeacTaBiseT B yBEIOMHUTEIBHOM
nopsake B (enepanbHbIi OpraH HCHOJHHUTEIBHOM BIIACTH, OCYIIECTBISIOMMUN (YHKIMU 10
KOHTpOJIO (Ham3opy) B cdepe oOpamieHus JIEKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO
IPUMEHECHHUS:

1) JOKYMEHT IpOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, MOATBEPKIAAOIINM COOTBETCTBUE KayecTBa
JIEKapCTBEHHOTO Tpernapara Jilsi BETEpUHAPHOTO MPUMEHEHHUSI, BBOJUMOTO B TPaXXJaHCKHIH 000pOT,
TpeOOBaHMUSAM, YCTAHOBIIEHHBIM IIPH €T0 TOCYJapCTBEHHOMN PerucTpaiyu;

2) NOATBEPXKACHUE JHIA, YIOJHOMOYEHHOIO AEpXaTelleM WIM BIIAJENbLEM PETUCTPALIMOHHOTO
YAOCTOBEPEHUS JIEKapCTBEHHOI'O IIpenapara Uil BETEPUHAPHOTO IIPUMEHEHMs, COOTBETCTBUS
JIEKapCTBEHHOTO TpenapaTa Jjsl BETEPUHAPHOTO MPUMEHEHHUs TPeOOBAHUSAM, YCTAaHOBJICHHBIM IPH
€ro rocyJapCTBEHHOM pEerucTparuu.

3. BBoxg B rpaxmaHckuii 000poT BBo3uUMOro (mepemeriaemoro) B Poccuiickyro ®Denepanuro
JIEKApCTBEHHOr'0 TMpenapara JUisi BETEPUHAPHOTO NPUMEHEHHS OCYIIECTBISIETCS IMPU HAIUYUU
3aKJIFOUYEHUsI O COOTBETCTBHH MPOU3BOIUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPaBUI
HaJJIeXxKaIel MPOU3BOICTBEHHON MPAKTUKHU, BBIIAHHOTO YIIOJIHOMOUYEHHBIM (he/iepabHbIM OPraHOM
WCIIOJIHUTENIbHOW BJACTH JUIsl MPOU3BOACTBEHHOM IUIOIIAJKK JIEKapCTBEHHOI'O TIperapara s
BETEPUHAPHOTO MPUMEHEHHSI, BBOJUMOTO B TPAKIAHCKUN 000POT.

4. JIuno, yNOJHOMOYEHHOE JepiKaTeleM WM BIIAJCNbLEM PETUCTPAMOHHOTO YJIOCTOBEPEHHS
JICKapCTBEHHOTO IIpernapara Ui BETEPHUHAPHOTO IMPHUMEHEHHs, JOJDKHO OBITh aTTECTOBAaHO B
YCTQHOBJICHHOM YIIOJTHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIIOJIHUTENBHON BIACTU MOPSAKE U
UMETh CTaX paboThl HE MEHEee YeM MATh JeT B 00JacTy MPOU3BOJCTBA U (MJIM) KOHTPOJIS KauyecTBa
JICKapCTBEHHBIX CpPEACTB JHOO B 00JacTH MOHUTOpPHHTA 3(P(EKTUBHOCTH M 0E30MaCHOCTH
JICKapCTBEHHBIX MPENapaTroB JUIsi BETEPUHAPHOTO NPUMEHEHUS, MPOBOAUMOTrO JIep)KaTeleM WU
BJIAJICNIbLIEM DPETHCTPALMOHHOTO YIAOCTOBEPEHHUs JEKApCTBEHHOTO INpernapara il BETEPUHAPHOTO
OpPUMEHEHHUS JIMOO0 YIOJIHOMOYEHHBIM HMH IOPUAMYECKHM JIMIOM, BbICIIEe OOpa3oBaHUE
COOTBETCTBEHHO IO OJHOW M3 CHEUMANbHOCTEH W (WJIM) OJHOMY W3 HANpaBJICHUH NOJATOTOBKH:
Ouosiorusi, OMOTEXHOJIOTHS, BETEpUHApUs, BETCPUHAPHO-CAHUTAPHAS HKCIEPTH3a, KIMHUYECKas
MEIMLMHA, paJualliOHHas], XUMUUECKass U OMojoruyeckas 3amura, dpapMmarus, QpyHaaMeHTaabHas
MEIULMHA, XUMUYECKast TEXHOJIOTUSI, XUMHUSL.

5. Ilopsaok mpencTaBieHHs] B COOTBETCTBUM € HacTAMHU 1 M 2 HAcTOALIEH CTaTbU JTOKYMEHTOB U
CBEJCHUN O JIEKAPCTBEHHBIX IIpernaparax s BETEPUHAPHOIO IIPUMEHEHMs, BBOJHUMBIX B
rpaxaaHckuii o0opor, ycranasnuBaercs [IpaButensctBoM Poccuiickoii @eneparui.

6. B oTHOLIEHNH NTEPBBIX ABYX CEpUH JIEKAPCTBEHHOTO Mpenapara AJis BETEpUHAPHOTO IPUMEHEHMS,
BIIEpPBBIE MPOU3BEACHHOIO B Poccuiickoit denepanyiy Uiu BIIEpBbIE BBO3UMOTO (IIEPEMELLIAEMOTO) B



Poccuiickyro ®enepanuio, B (eaepanbHblii OpraH HCHOJHUTEIBHON BIIACTH, OCYIIECTBIISIOLIUIA
¢yHKIMHM 10 KOHTpoJIo (Ham3opy) B cdepe oOpalleHus: JEKapCTBEHHBIX CPEICTB JUIs
BETEPUHAPHOIO MPUMEHEHUS, HapsALy C JOKyMEHTAaMH{, NPEAYCMOTPEHHBIMM dYacTsMH 1 u 2
HACTOSIIEH CTAaTbM, IPEACTABISAIOTCS IPOTOKOJBI MCIBITAHUM O COOTBETCTBHM JTUX CEpUU
JIEKApCTBEHHOI'0  Ipernapara Ui BETCPUHAPHOIO IIPUMEHEHHs  II0Ka3aTelsiM  KadecTsa,
IIPEyCMOTPEHHBIM HOPMATUBHBIM JOKYMEHTOM (Jajee - MPOTOKOJI MCIBITAHWH), MPOBOAUMBIX
aKKpEJUTOBAaHHBIMH B COOTBETCTBHHM C 3aKOHOJATENbCTBOM Poccuiickori @Denepanuu 00
aKKpeIuTallud B HAIMOHAJIBHOW CHCTEME AaKKpPEeIUTAllMd HCHBITATEIbHBIME J1a00paTOPHIMHU
(ueHTpamm).

7. ExxerogHo He mo3aHee | ¢eBpans mpou3BOAUTENH JIGKAPCTBEHHBIX CPEACTB MJIM OpPTraHU3aINH,
OCYIIECTBISIOIIME BBO3 (IIEPEMEILEHUE) JIEKAPCTBEHHBIX IIPENapaToB Uil BETEPUHAPHOTO
npuMeHeHus B Poccuiickyto denepaiuio, NpeacTaBisioT B (eaepanbHblii OpraH UCHOTHUTEIBHOM
BJIACTH, OCYIIECTBISIONINNA (PYHKIIUHM IO KOHTPOIIO (HaI30py) B cepe oOpalieHus JeKapCTBEHHBIX
CPEICTB JUIsl BETEPUHAPHOTO IPUMEHEHMSI, IPOTOKOJ UCIIBITAHUN MOCTYNMBILErO B TEUYEHUE I'OJa B
rpaXIaHCKHI 00OpOT JEKapCTBEHHOTO Ipernapara AJis BETEPUHAPHOTO MPUMEHEHUS KOHKPETHOTO
IIPOU3BOUTENSA (Ha OJHY CEPHMIO KaKJOr0 TOPrOBOI'O HAWMEHOBAHUS C YUYETOM JIEKApCTBEHHOM
dopMmBbl, a 17 JEKapCTBEHHOTO Ipernapara JUlsi BETEpUHAPHOTO NPUMEHEHUs, HE SBISIOLIETOCS
UMMYHOOHOJIOTHUECKUM, TaKKE€ C YYETOM JIO3MPOBKH), IPOBOJAUMBIX AKKPEAUTOBAHHBIMU B
COOTBETCTBUH C 3aKOHOjaTeNbCTBOM Poccuiickoit denepanun 06 akKpeIuTalMu B HAI[MOHAJIBHON
CHCTEME aKKPEIUTALUHU UCIIBITATeIbHBIMU JJAOOPAaTOPUAMHE (LICHTPaMH).

8. BBom B rpaxmaHckuii 000pOT WMMYHOOMOJOTHYECKOTO JIEKAPCTBEHHOTO TIperapara aiis
BETEPUHAPHOIO IPUMEHEHHUs, IMpousBefeHHOro B Poccuiickon ®denepanuu UM BBO3UMOIO
(nepememaemoro) B Poccuiickyio ®enepaiinio, OCYIIECTBISECTCS HAa OCHOBAHMM pa3pelieHwus,
BBIAHHOTO (hefiepabHBIM OPTaHOM HCIOJNHUTEIBHON BIACTH, OCYIISCTBISIONINM (YHKIUH IO
KOHTpOIO (Hag30py) B cdepe oOpaimieHuss JEKapCTBEHHBIX CPEICTB MJIsi BETEPHHAPHOTO
MPUMEHEHHUs. YKa3aHHOE pa3pelieHUe BbIIACTCS Ha OCHOBAHMM TMPOTOKOJIA HCIBITAHUM,
MPOBOJAMMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBHM C 3aKOHOAATeNbCTBOM Poccuiickoin denepaunun
00 aKKpeIUTalliy B HAIMOHATHLHOW CHUCTEME aKKpEAUTAIUNA OPTaHU3AIHUSIMH, TI0JIBEIOMCTBEHHBIMH
denepanbHOMYy OpraHy HCIOJHHUTEIHHOW BIIACTH, OCYIIECTBISIONIEMY (YHKIMU IO BBIPAOOTKE
rOCyIapCTBEHHOW  TIOMUTHUKA W  HOPMATHUBHO-TIPABOBOMY  pETyIUpOBaHHIO B  cdepe
arponpoOMBIIINIEHHOTO ~ KOMIUJIEKCA, BKJIIOYas oOpallleHne JIeKApCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO  MPUMEHEHUs, wWid (eaepadbHOMy OpraHy  HUCIHOJHUTEIBLHOW  BIJIACTH,
OCYIIECTBIISIONIEMY (YHKIIMH TIO KOHTPONIO (Hama3opy) B cdepe oOpaieHus JIeKapCTBEHHBIX
CPEICTB ISl BETEPUHAPHOI'O MPUMEHEHUs, a TaKKe€ JOKYMEHTOB M CBEICHHM, MPEeayCMOTPEHHBIX
gacteio | (s mpemaparoB, Mpou3BedeHHBIX B Poccuiickoit denepanuu) wid 4acThio 2 (Iis
npenaparoB, BBO3UMBIX (mepemeniaembix) B Poccuiickyto denepanuio) HacTosIIEH CTaThu.

9. Cpok BbIJauu pa3pelIeHus], YKa3aHHOTO B YaCTH 8 HACTOALICH CTaThbH, COCTABISET MATh pabounx
OHEN €O JHS TpEACTaBIEHUS IPOU3BOAUTENIEM JIEKAPCTBEHHBIX CPEIACTB WJIM OpraHu3alue,
OCYIIECTBISIIOLIEN BBO3 (IIEPEMEILEHUE) JIEKAPCTBEHHOIO Ipernapara s BETEPUHAPHOTO
npuMeHerus B Poccuiickyto ®exepanmio, B (eaepalbHbli OpraH HCIOJHUTEILHONH BIIACTH,
OCYIIECTBIISIONINNA (DYHKIIH 110 KOHTPOIIO (HAA30pYy) B cpepe 0OpalieHus JIeKapCTBEHHBIX CPEICTB
JUIS. BETEPUHAPHOTO IPUMEHEHMS, TOKYMEHTOB, IPEyCMOTPEHHBIX YaCThIO 8 HACTOSAIIEH CTAaThH.

10. Pa3zpemienne, ykazaHHOE B 4acTU § HACTOSIIEH CTaThbU, BBIAACTCS B OTHOILICHUU KAXAOW W3
NEPBbIX JIByX CEpU MMMYHOOMOJIOTMYECKOTO JIEKApCTBEHHOTO Npernapara A BETEPUHAPHOTO
IIPUMEHEHHUs, BIIEpBBIE IPOM3BEACHHOrO0 B Poccuiickoi ®Penepauuy WIH BIEPBbIE BBO3UMOIO
(nepememaemoro) B Poccuiickyro @enepanuto. Takoe paspellieHHE BBIAAETCS Ha BECh CPOK
oOpalieHuss Cepuu MMMYHOOHOJOTHUYECKOTO JIKapCTBEHHOTO Mperapara s BeTepUHApHOTO



IIPUMEHEHHUs, B OTHOLIEHUU KOTOPOM OHO BBIIAHO. B OTHOHIEHUHM IOCIENYIOLIUX CEPUM OIHOIO
TOProBOr0  HAMMEHOBAHHS  HMMMYHOOMOJIOTUYECKOTO  JICKAPCTBEHHOTO  Ipemapara  JUls
BETEPUHAPHOIO IPUMEHEHHUs, IpousBefeHHOro B Poccuiickon ®Penepanuu UM BBO3UMOIO
(nepememaemoro) B Poccuiickyro denepannio, Takoe pa3pelieHne BbIIAETCsl CPOKOM Ha TpU Toja.
[Topsimox BbIIAuM pas3pelieHdss Ha BBOJ B TPaXIAHCKHA 000pOT HMMMYHOOHMOJIOTHYECKOTO
JIEKApCTBEHHOI'0 IIpenapara Uil BETEPUHAPHOIO IMPUMEHEHHS, IOPSALOK BbIIAYU IPOTOKOJIA
UCIBITaHUH, YKa3aHHBIX B YaCTU 8 HACTOSAIIEH CTATbU, a TAKXKE METOAMKA ONPEIEICHUS pa3MEpOB
IJIaThl 34 BbIJAYY YKAa3aHHOTO IIPOTOKOJIA HCIBITAaHUN YycTaHaBiauBaercs IIpaBurenscTBoM
Poccutickoit @enepanuu.

11. HmmyHOOMONMOTMYECKHE JIEKApCTBEHHBIE IMperaparhl il BETEPHUHAPHOIO INPHUMEHEHUS,
BBEJICHHbIE B TPAXIAHCKUHA 0OOPOT B COOTBETCTBHM C YAacThIO 8 HACTOSIIEH CTaThbH, MOJJIEXkKAT
XPaHEHMIO, [IEPEBO3KE, OTIIYCKY, pealu3alldy, Iepenade, NPUMEHEHHUIO 10 MCTEYEHHUs CpPOKa HX
TOJTHOCTH.

12. 3a HempexacTaBi€HHE WIM HECBOEBPEMEHHOE IIPEJCTABICHUE JIOKYMEHTOB M CBEICHMIA,
IIPEyCMOTPEHHBIX YacTsMU 1 - 3, 6 u 7 HacTosALled cTaTbu, MPOU3BOAMUTEIM JIEKAPCTBEHHBIX
CPEICTB M OpraHU3aly, OCYLIECTBIIAIOIINE BBO3 (IIEPEMEILEHUE) JIEKAPCTBEHHBIX MIPENAPATOB IS
BETEPUHAPHOTro NpuMeHeHHs B Poccuiickyro denepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU
C 3aKOHOJATENbCTBOM Poccuiickon denepanuu.

13. IlpeacraBneHue TOKyMEHTOB U CBEJEHUI, IPEyCMOTPEHHBIX YacTaMU | - 3, 6 u 7 HacTosuien
CTaThH, W TOJYYCHHE pa3pEIICHHUs, YKA3aHHOTO B YaCTH 8 HACTOSIIEH CTaThbH, HE TPEOYIOTCS B
OTHOLIEHUU JICKAPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHEHUS, MPEIHAZHAUYCHHBIX IS
BbIBO3a U3 Poccuiickoii denepannu, NpoBEeICHUS NOKIMHUYECKUX HMCCIEIOBAHUN JIEKAPCTBEHHBIX
CPEeICTB, KIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX IMpENapaToB JUisl BETEPUHAPHOTO
NMPUMEHEHUsS M BBO3a IS IIeJie, yKa3aHHbIX B NyHKTe 5 4actu 1 crarbu 50 Hacrosuiero
@denepallbHOTO 3aKOHA, a TaKXKe OOpaslloB JICKAPCTBEHHBIX NPENapaToB i BETEPHHAPHOTO
MIPUMEHEHHUS, MPEJHA3HAUCHHBIX IJI MPOBEJACHUSI SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB B LIEISAX
OCYIIECTBIIEHUSI TOCYAApPCTBEHHOM PEruCTpalliy JICKAPCTBEHHBIX MPenapaTroB JJisi BETEPUHAPHOTO
MIPUMEHEHHUS WM BHECEHUS] MU3MEHEHUU B PErMCTPALIMOHHOE JI0ChE Ha JICKAPCTBEHHBIN mpernapar
JUTsl BETEPUHAPHOTO IPUMEHEHHUS.

Crares 53. Ilpoaaka, nepeaaya JeKapCTBEHHbBIX CPEICTB
OpPraHM3alMsMU ONITOBOM TOPIOBJIH JIEKAPCTBEHHBIMH CPeICTBAMHU

1. Opranuzanuu ONTOBON TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMU MOTYT OCYILIECTBIISATH MPOAAKY
JIEKAPCTBEHHBIX CPEJICTB WJIM TEpe/laBaTh MX B YCTAHOBJICHHOM 3aKOHOJIATEILCTBOM Poccuiickoi
Oenepanyu  MopsAKe (32 UCKIIOYEHHEM (apMaleBTHYECKON CYOCTaHIIMHM CIHpPTa ATHIOBOTO
(aranona) ¢ yueroMm TpeOoBaHUWIl yacTu 3 Hacrosmel ctatbu: (B pen. DenepaiabHBIX 3aKOHOB OT
29.07.2017 N 278-®3, o1 27.12.2019 N 481-P3, ot 04.08.2023 N 428-P3)

1) apyrumM opraHu3anusaM ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;
2) NpOU3BOIUTEINISAM JIEKAPCTBEHHBIX CPEACTB VIS L€ IPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeuHbIM OpraHU3alUsIM U BETEPUHAPHBIM allTEUHbIM OpraHU3aLUsaM;

4) Hayd4HBIM OpTaHM3AlMSIM JUIS HAYYHO-HCCIIEOBATENhCKON pabothl; (B pen. demepambHOTro
3akoHa oT 30.01.2024 N 1-®3)

5) UHOUBUAYaJIbHBIM MPEANPUHUMATENSIM, HWMEIOIUM JIMICH3UI0 Ha (papManeBTHYECKYIO
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ACATCIIbHOCTDb UJIN JIMICH3HUIO HAa MCAUIIUHCKYTO JCATCIBbHOCTD,

6) MEIUIIMHCKUM OpraHU3alysaM, B TOM YHUCJIE CO3/IaHHBIM U 3apETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEJIbCTBOM HWHOCTPAHHOIO TrocyaapcTBa - wieHa OpraHuzaluyd 3KOHOMHUYECKOTO
COTPYJHMYECTBA U  PA3BUTUS MHOCTPAHHBIM  IOPUJIMYECKUM  JIMLAM, HHAWBHUIYaJIbHBIM
IPEANPUHUMATENSAM, SBJSIONIMMCS YYaCTHUKAaMU IIPOEKTa B COOTBETCTBUM C DenepaibHbIM
3akoHOM 0T 29 wmroHsa 2015 roma N 160-®3 "O MexayHapoAHOM MEIULMHCKOM KIIACTEPE U
BHECEHUM W3MEHEHUW B OTJACNIbHbIE 3aKOHOAaTellbHble akThl Poccuiickoir ®enepauuu", u
BETEPUHAPHBIM opranuzauusaM; (B pea. denepanpHpix 3akoHOB 0T 26.07.2019 N 240-P3, ot
04.08.2023 N 428-PD3)

7) oOpraHMzanMsIM W WHAWBHIYAIbHBIM MPEANPUHUMATENSAM, OCYIISCTBISIONINM pa3BelcHHE,
BBIPAIIUBAHUE M COJIEPKAHUE JKUBOTHBIX (32 HCKIIOYEHHEM IMPOJAXH UM (apMaleBTHYECKUX
cyOcTaHImii U ux nepenadn). (B pea. @enepanbaoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHu3alny OITOBOW TOPIOBJIM JIEKAPCTBEHHBIMHM CpPEICTBAMH HE BIPAaBE OCYLIECTBIISTH
npojaxy (mepenady B YCTAHOBJIEHHOM 3aKOHOJAATeNbCTBOM Poccuiickoit ®exnepanuu nopsake)
(bapManeBTHUECKONW CyOCTaHIIMM CIHpTa THIOBOTO (3TaHona). (B pen. dexepanbHOro 3aKOHA OT
27.12.2019 N 481-P3)

Honosxncenun wacmu 3 cmamou 53 na meppumopusax /loneykou Hapoonoit Pecnyonuxu,
Jlyzanckoit Hapoonou Pecnyonuku, 3anopoxcckoii oonacmu, Xepcouckou odonacmu
npumenawomces ¢ 01.09.2024 (vacmo 3 cmamovu 3 Dedepanvnozo 3axona om 04.08.2023 N 428-
D3).

3. Opranuzanuu ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMHU CPEACTBAMM MOTYT OCYILECTBIIATH MPOJAXKY
(mepenayy B YCTAHOBJIEHHOM  3aKOHOAATenbCcTBOM  Poccuiickoit ~ Denepanuu  nopsiake)
JEKapCTBEHHOI'O  Ipemapata  AJdsd  MEOUIMHCKONO  NPUMEHEHUS C  MEXAYyHapOJHBIM
HENaTEeHTOBaHHBIM HauMeHoBaHueM "Otanoin": (B pen. PenepanbHoro 3akoHa ot 04.08.2023 N 428-
®3)

1) ropuauYecKuM IUIaM, UMEIOIIUM JUIEH3UI0 Ha (apMareBTUYECKYIO NESATEIBHOCTh B cdepe
oOpareHusi JEKapCTBEHHBIX CPEICTB Uil MEAMIIMHCKOTO mpuMeHeHus; (B pea. denepambHOro
3akoHa oT 04.08.2023 N 428-D3)

2) WHIUBUIYaIbHBIM MPEANPUHUMATENSIM, HWMCIOIUM JIMIICH3UI0 Ha (papMaIreBTUUYECKYIO
JeSATeNbHOCTh B cdepe oOpalleHus: JIEKapCTBEHHBIX CPEACTB JII MEAUIIMHCKOTO MpUMEHEHUs; (B
pen. ®enepanbHoro 3akona oT 04.08.2023 N 428-D3)

3) UHAUWBUAYAJIbHBIM NPCANIPUHUMATCIIAM, UMCIOIIUM JIMICH3WUIO HA MCOAULIUHCKYIO NCATCIIbHOCTD,
(B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 428-P3)

4) [OpUAMYECKUM JIMLAM, HMEIOIIUM JIMIEH3MI0O Ha MEAWIUHCKYIO JEATENBbHOCTh; (B pei.
®enepanbHoro 3akoHa oT 04.08.2023 N 428-P3)

5) MHOCTPAHHBIM IOPUIMYECKUM JIMIIAM W UHAUBUAYAJbHBIM MPEANPUHUMATENSM, CO3AaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBUHU C 3aKOHOAATEIILCTBOM MHOCTPAHHOI'O TOCYIapCTBa - YJieHA
Opranuzanuy ’KOHOMUYECKOTO COTPYAHHYECTBA U PA3BUTHS, SIBISIOIIUMCS YYaCTHUKAMHU MPOEKTA
B cooTBeTcTBUU ¢ DenepanbHbM 3akoHOM OT 29 uions 2015 roga N 160-®3 "O mexayHapoaHOM
MEIMIMHCKOM KJIACTEPE U BHECEHUM U3MEHEHUMN B OTAEJIBHBIE 3aKOHOATENbHBIE aKThl Poccuiickoit
Oenepauun"; (B pea. Penepanbaoro 3akoHa ot 04.08.2023 N 428-D3)

6) ucHbITaTeTbHBIM JabopaTopusM (LEHTpaMm), MPOBOJSAIIMM HCIBITAHUS B 0OJACTH KOHTPOJIS
KauecTBa JIEKApPCTBEHHBIX CPEJACTB, AKKPEIUTOBAHHBIM B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
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Poccuiickoit ®denepanyu 00 akkpeAWTallMd B HAIIMOHAJIBHONW CHUCTEME aKKpEIUTaluHu. (B pei.
®enepanbHoro 3akoHa oT 04.08.2023 N 428-P3)

Cratbs 54. IIpaBuiia onToBoil TOProBJIN JIEKAPCTBEHHBIMU
cpeacTBaMu

1. OnroBas TOProBisl JIEKAPCTBEHHBIMM CpPEACTBAMHM OCYLIECTBISETCS IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX CPEICTB U OPraHMU3alUsIMU ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMHU CPEICTBAMM I10
npaBUjIaM HAJJSKaIed AUCTPUOBIOTOPCKONW TMPAKTUKH, TMpaBHJIaM HaJUIeXKallell MpakTHKH
XpaHEHUs! U MEPEBO3KU JIEKAPCTBEHHBIX MPENapaTroB A MEIULHUHCKOIO NMPUMEHEHUs, MpaBuiIaM
XpaHEHUsl JIEKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO IPUMEHEHMs, YTBEP)KIECHHBIM
COOTBETCTBYIOIIUMH YIOJHOMOYEHHBIMH (ellepaIbHBIMI OpraHaMH HCIOJHHUTEIbHON BiacTH. (B
pen. @enepanbHbiX 3aKOHOB OT 22.12.2014 N 429-03 (pen. ot 13.07.2015), ot 26.03.2022 N 64-
D3, ot 28.04.2023 N 171-P3)

2. OpraHuzanys ONTOBOW TOPTOBIM JICKAPCTBEHHBIMHM CpEICTBAMHM 00s3aHa COONIONATH
npeesbHbIe CPOKH OTTPY3KH 3aTpeOOBAHHBIX allTEYHOM OpraHu3alueil JeKapCTBEHHBIX MPENapaToB
IUI MEIUIIUHCKOTO IPUMEHEHMS U HE BIPABE OTKA3bIBATh allTEUHOW OPraHU3alluy, ¢ KOTOPOH y Hee
3aKJIOYEH COOTBETCTBYIOIIMH JOTOBOP O IIOCTAaBKaxX JIGKAPCTBEHHBIX IMpPENapaToB  JUIs
MEIULUHCKOTO TPUMEHEHUs, B TIOCTaBKE JICKAPCTBEHHBIX IPEMapaTroB Uil MEIUIIMHCKOTO
NPUMEHEHHUS NpU HaATUYMU 3aTPEOOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB s MEIUIIMHCKOTO
NPUMEHEHHS y OpraHu3alMy ONITOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CpeCcTBaMu. [IpeaenbHble CpoKH
OTrpy3KH  3aTpeOOBAaHHBIX  aNTEYHOH  OpraHu3aleil  JIEKapCTBEHHBIX  IpernapaTtoB  JUis
MEIULUHCKOTO MPUMEHEHHsS] B 3aBUCHMOCTH OT PACIOJIOKEHUS MECTa OTTPY3KH JIEKapCTBEHHBIX
MpenapaToB sl MEIUIIMHCKOTO MPUMEHEHHS YCTaHABJIMBAIOTCS YIOJIHOMOYECHHBIM (peepaibHbIM
OpraHOM MCHOJIHUTENbHOU BiacTH. (B pell. denepanpHoro 3akona ot 26.03.2022 N 64-D3)

Crarbs 55. IlopsiioKk pO3HMYHOI TOProOBJIN JIEKAPCTBEHHBIMU
npenaparaMmu

1. Po3HMYHass TOProBis JIEKAPCTBEHHBIMU IIpenapaTaMd B KOJMYECTBAX, HEOOXOAMMBIX JUIS
BBITOJIHEHUS BpaueOHBIX ((PenpAIlepcKrX) Ha3HAUYCHUH WM Ha3HAYCHUH CIIEUAINCTOB B O0JIACTH
BETCpUHAPUH, OCYIIECTBISETCS AaNTEYHBIMU OpPraHU3ALMsSMH, BETCPUHAPHBIMH aNTECYHBIMU
OpraHu3alMsIMM, HWHIUBUAYAIBHBIMA  NPEANPUHUMATENSIMH, HMEIONIMMHU  JIMIEH3UIO  Ha
(bapMareBTHYECKYI0 JESTeIbHOCTh, MEAULIMHCKUMH OpPTaHU3ALUSAMHU, WMEIOMIMMHU JIMIEH3UI0 Ha
(dhapManeBTHUECKYIO JEeSTeNbHOCTh, U WX O00OCOOJEHHBIMH TMOAPA3JCICHUIMH (aMOYIaTOPHIMH,
denpamepckuMu U QenpAMEPCKO-aKyIIEPCKUMH  [TyHKTaMHU, LEHTpaMu (OTIENECHUsIMH) oOIIen
BpaueOHOI (CeMelHOM) NpaKTUKH), PACIOJOKEHHBIMH B CEJIbCKUX HACEJIEHHBIX IyHKTaX, B
KOTOPBIX OTCYTCTBYIOT anTE€YHbIE OpraHU3allMM, ¥ BETEPUHAPHBIMU OPTaHU3ALMAMH, UMEIOIIUMHU
JHUIEH3UI0 Ha (hapMaleBTHUECKYIO [esTEeIbHOCTh. Pa3pemieHa po3HUYHAS TOPTOBIS TOJBKO
JIeKapCTBEHHBIMH TIpenapaTamM, 3apeructpupoBaHHbiMH B Poccuiickoit ®exepanmu 1mbo B
COOTBETCTBUHM C AaKTaMH, COCTaBISIOIMMH TpaBo Coro3a, MM HW3TOTOBJICHHBIMH AalTEYHBIMU
OpraHU3aIsMH, BETEpUHAPHBIMU anTEeYHBIMU OpraHu3alUsIMH, WH/IMBUAYabHBIMU
NpeANPUHUMATEISIMYA, UMEIOIIMMH JIMLIEH3UI0 Ha (apMaleBTHUECKYIO JEATENIbHOCTh. Po3HUYHAS
TOPIOBJISI JIEKAPCTBEHHBIMH TpenapaTaMH OCYILECTBIISIETCS IO MpaBUaM HaAJeKalleld anTeyHoM
NPAKTUKH, YTBEPHKJICHHBIM YIIOJIHOMOYEHHBIM (peiepanbHbIM OPraHOM UCIIOJHUTEIBHOM BIacTH. (B
pen. ®PepepanbHbix 3akoHOB oT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3 (pexn. or
13.07.2015), o1 30.01.2024 N 1-P3)
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1.1. Po3HuuHas TOpro.is JIEKapCTBEHHBIMM IpenaparaMu JJii MEJUIMHCKOro NpUMEHEHHs (3a
HCKIIIOYCHUEM JICKAPCTBEHHBIX IIPENApaToB, OTIYCKAEMBIX II0 pELENTy Ha JIEKapCTBEHHbIN
mmpenapar, HapKOTHYECKUX JICKAPCTBEHHBIX IIPENapaTOB M ICUXOTPONHBIX JIEKAPCTBEHHBIX
NpernaparoB, a TaKKe CHHPTOCOJEPXKAIIMX JICKApPCTBEHHBIX MpEnapaTtoB ¢ OOBEMHOH oJeit
STWJIOBOTO CIIMPTa CBBILE 25 NPOLEHTOB) MOXET OCYLIECTBISATHCS ANTEUHBIMU OpPIraHU3ALMSIMU
IUCTAHIIMOHHBIM ~ CITOCOOOM. PO3HMYHYIO TOProBIIIO JIEKAPCTBEHHBIMU IpernapaTaMu  JUIs
MEIULUHCKOTO TPUMEHEHHs JUCTAaHIIMOHHBIM CIOCOOOM MOTYT OCYIIECTBIIATH AaNTEYHbIC
OpraHu3aIfy, MUMEIOLINe JHMIEH3UI0 Ha (apMaleBTHUECKYIO JESITeIbHOCTh M COOTBETCTBYIOIIEE
paspenieHue (eaepalbHOrO0 OpraHa HCHOJHHUTENIbHOM BIIACTH, OCYIIECTBISIOMIErO (YHKIHMU IO
KOHTPOJIO M Haa3opy B cdepe 3apaBooxpaHeHus. [lopspok BelmauM  paspelieHus Ha
OCYILECTBIICHHE PO3HUYHON TOPTOBJIH JIEKAPCTBEHHBIMU IpeNapaTaMy JUCTAaHIIMOHHBIM CIIOCOOOM,
TpeOOBaHUS K aNTeYHBIM OpPraHU3alMsAM, KOTOPBIE MOTYT OCYIIECTBIISATH TaKyl TOPTOBIIO, H
MOPSIIOK €€ OCYLIECTBICHUS, & TAK)KE MPaBWIA JTOCTAaBKH JICKAPCTBEHHBIX IPENAapaToOB IpakJaHaM
ycraHaBiuBatorcsi IlpaButensctBoM Poccuiickoit ®enepanmu. Mudopmanus o0 omiaueHHBIX
(OTHYILIEHHBIX) U TOJIYYEHHBIX JIEKAPCTBEHHBIX IIpernapaTax BHOCHUTCA B CHUCTEMY MOHUTOPHUHIA
JIBIKEHUs JIGKQPCTBEHHBIX IIpenaparoB I  MEAMIMHCKOIO IPUMEHEHHS B  IOPSIKE,
MpeAyCMOTPEHHOM 4acTblo 7 ctathkl 67 Hactosiero denepanbHoro 3akoHa. (B pea. deaepanbHOro
3akoHa oT 03.04.2020 N 105-®3)

2. Buzapl anTeyHBIX OpraHu3alldii W TMpaBWia OTIYCKa JIEKAPCTBEHHBIX IpENapaToB JUIs
MEIULUHCKOTO pUMEHEHHUS anTEeYHbIMH OpraHu3aLUsIMH, WH/IMBUYaIbHBIMU
NpeANPUHUMATEISIMYA, MMEIOLUIMMH JIMIEH3UI0 Ha (PapMaleBTUYECKYIO JAEATENbHOCTh, a TaKXkKe
NpaBUja OTIYCKa JICKAPCTBEHHBIX IPENapaToB Ui MEIUIMHCKOTO MPUMEHEHUS MEAULUHCKUMHU
OpraHu3alMsIMM, MMEIOUIMMU JIMIEH3MI0 Ha (apMaleBTUYECKYI0 JeSTeIbHOCTh, M X
000COOJEHHBIMUA ~ TOApa3JeeHUsIME  (aMOylaTopusiMH,  (EeNpIAMEpCKUMU U (peTbaLepcKo-
aKyIIepCKUMHU MYHKTaMHU, IEHTpamMH (OTIEICHHUSIMH) OOIIel BpaueOHOU (CeMEeWHOI) MPaKTHKH),
pacIoJIOKEHHBIMH B CEJIbCKMX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE4HbIC
OpraHU3aIMH, YTBEPKIAIOTCS YIOJIHOMOYEHHBIM (pefiepanbHbIM OPraHOM MCIOJTHUTEIBHOM BIIACTH.
(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. IlpaBuna oTmycka HapKOTUYECKUX CPEACTB M ICUXOTPOIHBIX BEIIECTB, 3apErMCTPUPOBAHHBIX B
Ka4yecTBE JICKAPCTBEHHBIX IpPEnapaToB, JEKAPCTBEHHBIX MpPENapaToB, COACPKALINX HAPKOTHYECKUE
CpeACTBa M NMCUXOTPOITHBIE BEIIECTBA, YTBEPXKAAIOTCS YHMOJTHOMOYEHHBIM (hefiepalbHbIM OpPraHOM
HWCIOJHUTEIbHOM BJIACTH II0 COTJIACOBAHUIO C (bel[epaHLHbIM OopraHoM HUCIIOTHUTEIbHOM BJIaCTH,
YIIOJIHOMOYEHHBIM B chepe BHYTpeHHUX jael. (B pen. @exepanpHoro 3akona ot 03.07.2016 N 305-
®3)

4. JlekapCTBEHHbIE TMpemaparbl Ui BETEPUHAPHOTO MNPUMEHEHHMS MOJUIekKAaT  OTIIYCKY
BETEpUHAPHBIMU anTeYHbIMU OpraHU3aIUSMH, BETEPUHAPHBIMU OpraHU3aIIsIMH,
WHIWBUYAIbHBIMA  TPEANPUHUMATENIAIMH, HWMEIOIIMMH  JIMLIEH3UI0 Ha  (apMaleBTHUECKYIO
nesTenbHOCTh.  OTHYCK  JIGKAPCTBEHHBIX — NPEmapaToB  JUIsl  BETEPUHAPHOTO  MPUMEHEHHS
OCYILIECTBIISICTCSI B COOTBETCTBUU C MPABWJIAMHU HaJUIeXkKallel anTeYHON MPaKTHKH JIEKApCTBEHHBIX
MpenapaToB JUIsl BETEPUHAPHOTO NPUMEHEHHUSI, YTBEP)KICHHBIMU YIIOJTHOMOYEHHBIM (peepaibHbIM
OpraHOM MCHOJIHUTENbHOU BiacTH. (B pel. denepanpHoro 3akoHa oT 02.08.2019 N 297-D3)

5. TlepeueHb MEAWIMHCKUX OpraHU3alMi, WMEIOMMX JIMLIEH3UI0 Ha (apMaleBTUIECKYIO
NesTeNbHOCTh, M WX O000COOJIEHHBIX TMOJpa3/eneHuil (amOymnaTtopuil, (enpamepckux |
(benpamepcKo-aKynepckux MyHKTOB, IICHTPOB (OTAeneHuid) oOmelt BpaueOHOW (CeMeiHOl)
MPAKTUKH), PACHIOJIOKEHHBIX B CEIbCKUX HACEJICHHBIX MMyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHbIC
OpraHu3alM, a TaKKe IMEepeYeHb JIEKApCTBEHHBIX MPENaparoB, MpOAaXka KOTOPHIX MOXKET
OCYIIECTBIIATHCS YKA3aHHBIMH OpraHM3allUsIMH M UX O00OCOOJEHHBIMU MOJpPA3ACIICHUSIMH,
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YCTaHaBJIMBAIOTCS OpPraHaMU UCIIOJIHUTENIBHOM BiacTH cyObekToB Poccuiickoit deneparun. (B pe.
®enepanbHbIX 3aK0HOB 0T 25.11.2013 N 317-P3, ot 03.04.2020 N 105-P3)

6. AnTeuHble OpraHM3allM, HWHAWBHUIyaJbHbIE NPEINPUHUMATEIN, HMEIOUIME JMIEH3UI0 Ha
(bapMarneBTHYECKYI0 JIEATEIILHOCTh, 00s3aHbl O0ecreunBaTh yTBEepKIeHHBIN [IpaBuTenscTBOM
Poccuiickoit ®enepauuu u (popMupyemblii B YCTAHOBICHHOM UM TOPSJIKE MHUHHMAJIbHBIHI
ACCOPTUMEHT JICKapCTBEHHBIX MPENapaToB, HEOOXOAMMBIX Ui OKa3aHUs METUIIMHCKON oMoITH. (B
pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-P3)

7. AnTeuHble OpraHW3alll{, WHAWBHUIYaJbHbIC NPEANPUHUMATENN, HMEIOIIME JIHMIECH3UI0 Ha
(bapManeBTHYECKYI0 JIESTENbHOCTb, Hapsy C JICKapCTBEHHBIMH IpernapaTaMd HMEIOT IPaBo
npuoOperaTth W MpoAaBaTh, B TOM YHUCIE IUCTAHIIMOHHBIM CHOCOOOM, MEAMIIMHCKUE H3ICTHs,
Ne3UH(PUIUPYIOIINE CPEICTBA, IPEAMETHI M CPECTBA JIMYHON TMTUEeHbI, TIOCYy A MEAMLIIMHCKUX
Hese, IpeIMeThl U CpPelCTBa, NMpeAHa3HaYCHHbIE IS yX0/a 3a OOJbHBIMH, HOBOPOXKICHHBIMU H
JIeTbMH, HE JOCTUTUIMMM BO3pacTa TpexX JIeT, OYKOBYIO ONTHKY M CpEICTBa yXojaa 3a Hel,
MUHEpaJIbHBIE BOJbI, MPOAYKTHI JIEYEOHOTr0, AETCKOTO M JIHETUYECKOTO MUTAHUS, OMOJIOTMYECKH
aKTUBHBIE 00aBKH, MaproMepHble M KOCMETUYECKHE CpEACTBA, MEIMLMHCKUE WU CAHUTAPHO-
MPOCBETUTENIbHBIC TI€UaTHBIC W3JaHMs, TpeAHa3HAaYeHHbIC U TMpOIaraHibl 370pOBOro oOpasa
xu3HU. (B pen. denepanpHpix 3akoHOB oT 27.07.2010 N 192-®3, or 25.11.2013 N 317-®3, ot
03.04.2020 N 105-P3)

8. JlesTenpbHOCTh anTeuHbIX opraHuzauuil BoopykeHnbix Cun Poccuiickoit @enepanuu, Ipyrux
BOMCK, BOMHCKMX (OPMHUPOBAHUI M OPraHoB, B KOTOPBIX 3aKOHOJIATENBCTBOM Poccuiickoii
denepanuy MpeIyCMOTPEHO MPOXO0XKIECHUE BOCHHOM Ci1y kOBl min ¢enepaabHON rocyapcTBEHHON
CIIy’KOBI, CBSI3aHHOM C IPAaBOOXPAHUTEIBHON JEATENBbHOCTHIO, PETIAMEHTHPYETCS HACTOSIIMM
@enepanbHbBIM 3aKOHOM U YTBEP)KICHHBIMH COOTBETCTBYIOIIMMH (eiepabHBIMU  OpraHaMu
WCTIOJTHUTENIBHOW BIACTH MOJOXEeHUAMHU. KOHTponb 3a coOdrofeHHeM YKa3aHHBIMU alTEYHBIMH
OopraHu3alMsMU  IOJOXKEeHMM  Hacrosmero  denepanbHOro  3aKOHa  OCYILECTBIISIETCS
COOTBETCTBYIOIIUMH (peiepanbHBIMU OpraHaMu HCIIOJHUTENIbHON BiacTH. (B pen. dexepaibHOroO
3akoHa oT 13.07.2015 N 262-®3)

9. Yactp yrpatuna cuity. (B pex. @enepansroro 3akoHa oT 03.04.2020 N 105-P3)

Honoxncenua cmamou 55.1 npumenaomcsa 0o 01.03.2026 (nynxkm 2 cmamou 2 @edepanvhozo
3axona om 20.10.2022 N 405-d3).

Crarbs 55.1. Ilopsiiok ocyuiecTBJIACHUS] POSHUYHON TOPTrOBJIH
JEKAPCTBCHHBIMHU NIpcHnaparaMu AJsd MEAUIHUHCKOI'O IPUMECHCHUA,
OTIIYCKAECMbIMM 0 PeleNnTy Ha JIeKAPCTBEHHBIN Mpenapar,
AMCTAHIMOHHBIM c11oco0oM (B pea. DeaepajbHOI0 3aKOHA OT_
20.10.2022 N 405-93)

1. B mepuon ¢ 1 mapta 2023 rona 1o 1 mapta 2026 rozna B ropojie genepaibHOro 3HaueHust Mockae,
B benropoackoit 1 MockoBckoi 00nacTsax (maiee B HACTOSIICH cTaThe - CyOBeKThI Poccuiickoii
denepauun) MOpeaycMaTpPUBACTCS MPOBEJCHHUE HKCIIEPUMEHTA IO OCYIIECTBICHUIO PO3HUYHOI

TOPIrOBJIM JIEKAPCTBEHHBIMU IIpENAapaTamM JUisi MEIUIMHCKOTO IMPUMEHEHHUS, OTIYCKAEMBIMHU I10
pelenTy Ha JIeKapCTBEHHBIN Ipernapar, JUCTAHIIMOHHBIM CITIOCOOOM (J1ajiee - SIKCIIEPUMEHT).

2. B paMKax SKCICPpUMCHTA €TI0 YYAaCTHUKH BIIPABC JUCTAHIIMOHHBLIM CIIocooom OCYHICCTBJIATDH
POBHHUYHYIKO TOPTOBJIIO JICKAPCTBCHHBIMU IIpClapaTaMu Ojd MCOAUIUMHCKOIO IMPUMCHCHUA,
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OTIyCKaeMBIMH IO PELENTy Ha JICKApCTBEHHBIN mpemnapar (B TOM dYucie cCHOPMUPOBAHHOMY B
(dbopMe IEKTPOHHOTO JOKYMEHTA B JINYHOM KaOWHETe rpakJaHNHA Ha €IMHOM MopTaje u (Win) Ha
PErMOHANIBHBIX MOpTajiaX TOCYJapCTBEHHBIX M MYHUIMUIAIbHBIX YCIYr) M BKIIOYEHHBIMH B
MepeueHb JIEKAPCTBEHHBIX TMIperapaToB M (apMakOTEpameBTUYECKUX TPYII JIEKAPCTBEHHBIX
MpenaparoB, pa3pelieHHbIX K peaju3allid B  paMKax OKCHEPUMEHTa, YTBEP KICHHBIN
YIIOJIHOMOYEHHBIM  (pefiepalbHbIM ~ OPraHOM  MCIIOJHHUTEIBHOH BJacTH (32  HCKIIOYEHUEM
JIEKAPCTBEHHBIX IIPENapaToB, COACPKAILIMX HAPKOTUYECKUE CPEICTBA, IICUXOTPOIIHBIE BEIECTBA U
UX TPEKypCOpBl, JIEKAPCTBEHHBIX IIPENAPATOB, COAEPXKAIIMX CUIBHOACUCTBYIOIIUE BELIECTBA,
paanodapMareBTHUECKUX JICKAPCTBEHHBIX TPENnaparoB, UMMYHOOHOJIOTHUYECKUX JIEKAPCTBEHHBIX
MpenaparoB, a TaKXKe JICKAPCTBEHHBIX IMPENapaToB, sl KOTOPHIX B COOTBETCTBUM C MHCTPYKIUEH
M0 MPUMEHEHHIO JIEKAPCTBEHHOTO MpenapaTa yCTAHOBIICH TEMIIEPATYPHBII PEeXUM XpaHEHUSI HUXKE
15 rpamycoB Llenbcusi, cnMpTOCOAEp AIIUX JIEKAPCTBEHHBIX IPENapaToB ¢ OOBEMHOM J0Jeit
STWJIOBOTO CHMpTa CBBIMIE 25 MPOLEHTOB M JIEKAPCTBEHHBIX IIPENapaToB, H3TOTOBICHHBIX
anTeYHbIMM  OpraHuzauusmu). Kputepun  BKIIOUEHUS  JIGKAPCTBEHHBIX  MpenapaTtoB U
(dapmakoTepaneBTUUECKUX TPYMNN  JIEKAPCTBEHHBIX TpENaparoB B  yKa3aHHBIH TepeYCHb
ycranaBinuBaroTca [IpaBurensctBom Poccuiickoit @enepannu. [looxkeHnus HaCTOSENH CTaTbU HE
pacrpoCTpaHSIOTCS Ha JIGKAPCTBEHHBIE Ipenaparhl, OTIIyCKaeMble OECIUIATHO WM CO CKHIKOM
rpakJaHaM, UMEIOIMM MpaBO Ha OOeCleYeHHE JIEKAPCTBEHHBIMU MpenapaTaMH 3a CYET CPEICTB
OIO/DKETHBIX ACCHUTHOBaHUH denepanbHOro Orokera W OIOKETOB CyOBeKToB Poccuiickoii
Oenepauuu. (B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. YyacTHUKaMu  OKCIIEPUMEHTAa  SIBJISIIOTCA  YNOJHOMOYEHHBIH  (elepaibHblii  Opran
UCTIOJIHUTEIIBHOM  BJIACTH, YIIOJHOMOYEHHBIC OpraHbl HCIOJHHUTEIbHON BIAcTH CyOBEKTOB
Poccuiickoit ~ @epepaumy,  MEAULUHCKME  OpraHU3allMM U alTeYyHble  OpPraHMU3aldU,
COOTBETCTBYIOIIME TPEOOBAHUSAM, YCTAHOBIEHHBIM B COOTBETCTBHHU C YaCThIO 4 HACTOSAIICH CTAThU.

4. TlonoxxeHHe O MOPSAAKE MPOBEIEHHs SKCIIEPHUMEHTa, B TOM YHCJe TPeOOBaHHUS K MEAULIUHCKUM
OpraHu3alMsIM U alTeUYHbIM OPraHU3ALMAM, SBISIOIIMMCS YYaCTHUKAMM JKCIEPUMEHTA, MOPSAIOK
OCYLIECTBIICHUSI PO3HUYHOM TOPrOBJIM JICKAPCTBEHHBIMU IIpenapaTraMu Uil MEIULHUHCKOTO
IIPUMEHEHHUs, OTIIyCKacMbIMM II0 pELENTy Ha JEKAPCTBEHHBIM IIpernapar, AUCTAHLMOHHBIM
croco0oM, TpeOOBaHMsS K JOCTaBKE TaKHUX JIEKAPCTBEHHBIX IPEMapaToB TpakJaHaM, NpaBuiIa
BBIJJa4M PA3pEIICHNs HAa OCYLIECTBICHUE PO3HUYHOM TOPrOBIIM JIEKAPCTBEHHBIMU MIperapaTaMuy s
MEJIULMHCKOIO IPUMEHEHHS, OTIYCKAEMBIMM II0 PpELENTYy Ha JIEKapCTBEHHBIM IIpenapar,
IUCTAaHIIMOHHBIM ~ criocoOoM,  yTBepiknaercs IIpaBurenbctBom  Poccuiickoit  Deneparum.
TpeGoBaHMs K anTE€4YHbIM OPTaHU3ALMIM, SBISIONIMMCS YYaCTHUKAMHU SKCIEPUMEHTa, HE MOTYT
ObITh HUXKE TpeOOBAHUH, YCTAHOBJICHHBIX K allTEYHBIM OpPraHU3alMsIM B COOTBETCTBUU C YacThio 1.1
cTaTbu 55 Hacrosmero PeaepanbHOro 3aKOHA.

5. YnonHoMoueHHBIN (eiepaabHbIil OpraH UCIOIHUTEIBHOM BIACTH:

1) ocymecTBiIsET METOIUYECKOE COIPOBOXKAECHUE OKCIIEPUMEHTA, BKIIOYAas METOJUYECKOE
CONPOBOXKACHUE  JEATECIBHOCTH MEAULUHCKUX OpraHu3alMii M  alTeYyHbIX OpraHu3alnui,
YUYaCTBYIOUIMX B JKCIEPUMEHTE, MO O(OPMIICHHUIO, HCIIOJIB30BAaHUIO M XPAaHEHHIO PEIeNTOB Ha
JIeKapCTBEHHBIH Mpenapar, B TOM Yuciie cOpMUPOBAaHHBIX B (hOpME 3JIEKTPOHHBIX JTOKYMEHTOB;

2) mnpencrasiger B IlpaButenbctBo Poccuiickoit denepauuu NpeaBapUTENbHBIA (B NEPUOA
IIPOBEJICHUS HKCIIEPUMEHTA, HO HE IO3/IHEE YEM 3a JIBA MECALA 10 UCTEUEHUS CPOKa MPOBEACHMUS
9KCIIEPUMEHTA) U UTOTOBBIN (110 OKOHYaHMM SKCIIEPUMEHTA, HO HE MO3JHEE YEM UEpE3 [1Ba Mecsla
[IOCJIE HCTEYEHMsI CpOKa IPOBEACHUS DSKCIEPUMEHTAa) MAOKIAAbl O pe3ysbTaTaX MPOBEACHMUS
SKCIEPUMEHTa M TMPEJUIOKEHUST O BHECEHWM HM3MEHEHUIl B 3aKOHOJATENBCTBO 00 OOpalieHuu
JIEKapCTBEHHBIX CPE/ICTB.
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6. YII0OJIHOMOYEHHBIN OpraH MCIOJHUTEIBHOHN BacTH cyObekTa Poccuiickoii @enepanuu:
1) BpaBe yCTaHOBUTH OCOOCHHOCTHU MPOBEICHHS SKCIIEPUMEHTA;

2) yTBep)KIaeT MOPAIOK OTOOpa MEAWIMHCKUX OpPraHM3alUil M anTe4HbIX OpTraHu3aluil Ul
y4acTHs B DKCIIEPUMEHTE, a TaKKe MPOBOAMUT TaKOW OTOOP M YTBEPXKAACT MepeueHb MEAMIIUHCKUX
OpraHu3alii W TepeueHb aNTeYHbIX OpraHu3alMii, COOTBETCTBYIOUIMX TPEOOBAHMSIM,
YCTAaHOBJIEHHBIM B COOTBETCTBMM C 4YacTbiO 4 HACTOSILEH CTaTbU, M SBISIOLIMXCA YYaCTHUKAMU
JKCIIEPUMEHTA;

3) OCYILIECTBIISIET MOHUTOPUHI TNPOBEACHUS 3KCIEPUMEHTa U IPEJICTABISET €ro pe3yJbTaThl B
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOJHUTEIBHOM BIACTH;

4) obecneunBaeT HMH(POPMALMOHHO-TEXHUYECKOE OOECII€YeHHE IPOBEACHUSI OSKCIEPUMEHTA
MOCPEJICTBOM  HCIIOJIb30BAaHHUS ~ TOCYJapCTBEHHON  MH(POpPMALMOHHOM cucteMbl B cdepe
3IpaBooXpaHeHus: cyObekTa Poccuiickoit ®denepanuu U (WIKM) METUIIMHCKUX WH(OPMAIMOHHBIX
CUCTEM MEIULMHCKUX OpraHM3alMi, SBIAIOIIUXCS YYaCTHMKAMH OJKCIEPUMEHTa, M HX
B3aMMOJICHCTBUS C €IWHOW TOCYNapCTBEHHOW HH(OpPMAIMOHHOW cHUCTeMOd B  cdepe
31paBOOXPAHEHUS.

7. MeaunMHCKUE OpraHM3allMM M alTe€4yHble OpraHU3alMy BIIPaBE OTKAa3aTbCsl OT Yy4acTUs B
HKCIEPUMEHTE, TI0J[aB B YIIOJTHOMOUYEHHBIN OpraH MCIOJHUTENBbHON BiacTu cyObekra Poccuiickoit
denepanuu COOTBETCTBYIOIIEE OOpaIieHne B MUCbMEHHOU (hopMme.

8. AmnTeuHble OpPraHU3alMM, SBIAIONMECS YYaCTHUKAMHU SKCIIEPUMEHTA, O0s3aHBbl MPHU IMPOJake
JUCTAHIIMOHHBIM  CIIOCOOOM  JISKapCTBEHHOTO Mperapara s MEAMLIUHCKOTO TNPUMEHEHUS,
OTIIyCKaeMOro IO pEeLEeNTy Ha JIeKapCTBEHHBIM Ipemapar, 00eclneduTh MpU OCYLIECTBICHUU
JIOCTaBKM WACHTU(PHUKAIMIO JIMYHOCTH TpaKAaHWHA, TOJIYYaIOLUIer0o TaKOW JIeKapCTBEHHBIH
mpenapar, B LeJIsIX YCTaHOBJIEHUS COOTBETCTBUS €r0 JIMYHOCTU U JIMIA, YKA3aHHOIO B PELENTE Ha
JIeKapCTBEHHBIHN Ipemnapat (ero 3aKOHHOTO MPECTaBUTENs), IO JINIA, YIIOJHOMOYEHHOTO JIUIIOM,
YKa3aHHbIM B pELENTE Ha JIEKAPCTBEHHBIM IpenapaT (€ro 3aKOHHBIM IIPEICTAaBUTENIEM), Ha
II0JIy4€HHUE JIEKapCTBEHHOTO Mpenapara (Jajee B HaCTOSIIEH CTaThe - JUI0, YKAa3aHHOE B PELENTe
(3aKOHHBIN IPECTaBUTEID, YIIOJHOMOUEHHOE JIUILIO).

9. JInuo, oCyIIECTBIAIONIEE TOCTABKY JIEKAPCTBEHHOTO Npenapara A MEAULMHCKOTO IPUMEHEHMS,
OTITyCKaeMOro IO PELENTy Ha JIGKAPCTBEHHBIN Ipenapar, 00sf3aHO MOTpeOOBaTh y Ipa)KIaHUHA,
MIOJIy4YaIOIEro TaKOM JIEKAPCTBEHHBIN IIpenapaT, NMPEeAbSIBUTH JOKYMEHT, yJIOCTOBEPSIOUIUI €ro
JMYHOCTH, JJIS UACHTU(PHUKAIMUA JTUYHOCTH ATOTO T'PaXKJaHWHA U YCTAHOBJICHHUSI COOTBETCTBHS €TO
JUYHOCTH U JIMIA, YKA3aHHOT'O B peLENTe (3aKOHHOTO MPEACTABUTENS, YIIOJTHOMOUYEHHOIO Juia). B
Cllydae BBISBJICHUS HECOBNAACHMS JIMYHOCTU TpaKJaHUHA, [OJIY4arollero JeKapCTBEHHBIN
Ipenapar, U JIMLA, YKa3aHHOTO B pelenTe (3aKOHHOIO MPEICTaBUTENS], YIIOJTHOMOUYEHHOTO JHUla), a
TAaKKE B CiIydae OTKa3a TIpaKJaHWHA, MOJIYy4arollero JIEKapCTBEHHBIM Ipernapar, NpeabsSBUTh
JOKYMEHT, YJOCTOBEPSIIOIINNA €ro JUYHOCTb, JHUI0, OCYIIECTBISIOLIEE JTOCTABKY JIEKAPCTBEHHOTO
mpernaparta JUisi MEOUIMHCKOTO IPUMEHEHHs, OTIyCKaeMOro IO PELENTy Ha JIEKapCTBEHHBIN
npernapar, 00s13aHO BepHYTh TaKOMW JIEKAPCTBEHHBIN IpenapaT B allTeUHYI0 OpraHU3aluIo.

10. TloaTBepkaeHueM QaxkTa TMepeJadd JIEKapCTBEHHOTO TMperapara JUisi  MEIHIIMHCKOTO
IIPUMEHEHHUs, OTIIyCKaeMOI'O II0 PELENTy Ha JIEKapCTBEHHBIM Ipenapar, JIMIY, YKa3aHHOMY B
peuente (3aKOHHOMY IPEACTABUTENI0, YIOJIHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KacCOBBIM YE€K U
MOATMCH JIMLIA, IIOJIYyYUBILEr0 TAKO! JICKAPCTBEHHBIN IIpemnapar, Ha JOKyYMEHTE O IOJIy4YeHUH TaKOTrO
JIEKapCTBEHHOTO TpernapaTa mno (Gpopme, yTBEp>KAaeMoi YIOIHOMOYEHHBIM (heZiepalbHbIM OPraHOM
HCIIOJIHUTENIBHON BiacT. [locime mnepemaum JIeKapCTBEHHOTO Ipenapara JMIYy, YKa3aHHOMY B



peuente (3aKOHHOMY MPEACTABUTENIO, YINOJIHOMOYEHHOMY JIMIy), 3TOT JOKYMEHT IEpelaeTcs
JIMLIOM, OCYILECTBUBIINM JOCTABKY TAKOI'0 JIEKAPCTBEHHOTO IIpernapara, B allTeYHyl0 OPraHU3aLuIo,
OCYILIECTBHUBILIYIO OTIIYCK JIEKAPCTBEHHOI'O Ipenapara. B ciydae BBIABIEHUS IpU IEepeaade JIMLy,
YKa3aHHOMY B peLenTe (3aKOHHOMY IPEICTaBUTEINI0, YIIOJTHOMOUYEHHOMY JIMILY), JIEKAPCTBEHHOTO
npernapara (GakTOB MEXaHHYECKOTO MOBPEXKACHUS €ro MM €ro yMaKOBKU TaKOW JeKapCTBEHHBIH
Ipenapar JIMLOM, YKa3aHHBIM B pELENTe (3aKOHHBIM IPEICTaBUTENIEM, YIIOJTHOMOUYEHHBIM JIUIIOM),
HE TIPUHUMAETCS U BO3BpamlaeTrcs Oe3 ero OIulaThl JIMIly, OCYIIECTBUBIIEMY JOCTAaBKY
JICKapCTBEHHOTO MpernapaTa u 00ecreynBaoneMy ero BO3BpaT B aTEYHYI0 OpraHU3aIuIo.

11. 3a napymenus 3akoHogarenscTBa Poccuiickoit denepaunu, coBeplIEHHbIE NPU IPOBEICHUU
SKCIIEPUMEHTA, €r0 YYAaCTHUKM HECYT OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOAATEIbCTBOM
Poccutickoit ®enepanuu.

12. KoHTpoib 3a HCHOJHEHHEM TpeOOBaHWM, CBS3aHHBIX C TPOBEIEHHEM OSKCIIEPHMEHTA,
oCyIIeCTBIIsIeTCs (pesiepantbHbIM OPraHOM UCIIOJIHUTEIBHOM BIACTH, OCYIIECTBISIONMM (DYHKIIMU TIO
KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXpaHEHUS, B TOPSAIKE, yCTaHOBICHHOM @DenepanbHbIM
3akoHOM 0T 31 wmrons 2020 roma N 248-®3 "O rocyaapCTBEHHOM KOHTpoJIe (Haa30pe) U
MYHHUIMIIAILHOM KOHTpoJe B Poccuiickoit denepaunn'.

Crarba 56. U3roroBiieHHE 1 OTIYCK JIEKAPCTBEHHBIX MPENapaToB

1. WzroroBrneHue JEKapCTBEHHBIX IPENapaToB AanTEYHbIMH OpPraHU3alUsSMHU, BETEPHHAPHBIMU
anTEYHBIMH OPTaHM3ALMSAMH, UMEIOIIMMHU JIMICH3HI0 Ha (apMaleBTUYECKYIO JESTEIbHOCTD,
OCYILECTBIISICTCSI 10 pelenTaM Ha JIeKapCTBEHHBIC NpemnapaTsl, 1Mo TpeOOBaHUSIM MEIMIIMHCKUX
OpraHu3aIHii, BETEpUHAPHBIX OPraHU3aLUIl B COOTBETCTBUU C NMPAaBUIAMU U3TOTOBIICHUS U OTIYCKa
JICKapCTBEHHBIX IPENapaToB, YTBEPKICHHBIMU YHOJIHOMOYECHHBIM (elepabHbIM  OPraHOM
UCIIOJIHUTENIBHOM BiiacTu. (B pea. PenepanbHoro 3akoHa ot 05.12.2022 N 502-P3)

2. Ilpu U3rOTOBJIEHUU JIEKAPCTBEHHBIX MPENapaToB alTEYHBIMU OpraHU3alUsIMU, BETEPUHAPHBIMU
anTeUYHBIMH OpraHU3alUsSIMU, HUMEIONIMMH JUIEH3WI0 Ha (apMarleBTHUECKYIO0 JesSTEIbHOCTD,
UCTIOJNIL3YIOTCS JICKAPCTBEHHBIE TIpernapaThl U (M) (papMarieBTHUECKHE CyOCTaHIINH, BKIFOUCHHBIC
COOTBETCTBEHHO B TOCYJAPCTBEHHBIA PEECTP JEKAPCTBEHHBIX CPEACTB Uil MEIULIMHCKOTO
MIPUMEHEHUS, TOCYJapPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB JJIsI BETEPUHAPHOTO IPUMEHEHUS,
€IUHBIA PEeCTp 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpPasMHCKOro 3KOHOMHUYECKOTO
COI03a, €IUHBIA PEECTpP 3apPErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IPENapaToB
EBpa3uiickoro s3KOHOMHYECKOI0 COK03a B YCTAHOBJIEHHOM mopsiake. He momyckaercs u3roroBiieHUE
alTeYHbIMHU OPraHU3alUsIMU, BETEPUHAPHBIMH alITEUHBIMU OPTaHU3ALMSAMH, UMEIOILUMU JTULEH3UIO
Ha (apManeBTUYECKYIO IeSTENbHOCTh, JIGKAPCTBEHHBIX MPENapaToB, 3apETHCTPHUPOBAHHBIX B
Poccwuiickoit @enepainu 1100 B COOTBETCTBUM C aKTaMH, cOCTaBIsiromuMu mpaBo Corosza. (B pen.
®enepanbHbIX 3aK0HOB 0T 05.12.2022 N 502-D3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JIEKapCTBEHHBIX IPEMapaToB, H3TOTOBJICHHBIX ANTEYHBIMH OPTaHU3ALMSIMH,
BETCPUHAPHBIMU aNTEUYHBIMU OPTaHU3ALUSAMH, HMEIOUMMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO
JesITeIbHOCTD, U OPOPMIICHHE TaKUX MPENapaToB JOKHBI COOTBETCTBOBAThH MPABUIIaM, YKa3aHHBIM
B yacTu | Hacrosmel cratbu. (B pel. @enepanpHoro 3akona ot 05.12.2022 N 502-P3)

4. AnTeuHble OpraHu3allid, BETEPUHAPHBIE AaNTEYHbIE OPraHMU3AlMM, HUMEIOIIME JIMIECH3UI0 Ha
(bapManeBTHYECKYI0  JESTEeIbHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOOJIOJCHHE TpaBUII
U3TOTOBJIEHUSI U OTIIyCKa JIEKAPCTBEHHBIX IIPENapaToB B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu. (B pen. @enepanpHoro 3akoHa oT 05.12.2022 N 502-P3)
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Crares 57. 3anpemenune npoaaku paabCupuIMPOBAHHBIX
JIEKAPCTBEHHBbIX CPEACTB, HEI00POKAYECTBEHHBIX JIEKAPCTBEHHbIX
CpeaACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEICTB

[Tponaxa ¢anbCcUPUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEJTOOPOKAUECTBEHHBIX JICKAPCTBEHHBIX
CpeACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aIPEIIaeTCs.

Crartbia 58. XpaHeHue JieKAPCTBEHHbIX CPEICTB

1. XpaHeHue JI€eKapCTBEHHBIX CPEACTB OCYLIECTBISAETCA NPOU3BOAUTEISIMHU JIEKAPCTBEHHBIX
CPEACTB, OpraHMU3alUsMU ONTOBOM TOPIOBJIM JICKAPCTBEHHBIMU CPEICTBAMH, alTEYHBIMHU
OpraHu3aLMsIMU, BETEPUHAPHBIMU anTeYHbIMU OpraHu3alusIMU, WHJVBUly JIbHBIMU
OpEANPUHUMATEISIMYA, HMMEIONMMH  JIMIEH3UI0 Ha (apMaIeBTHUYECKYI0 JESTeIbHOCTh WM
JULEH3UI0 Ha MEIULUHCKYIO JEATEIBHOCTb, MEJULUHCKUMHU OpraHU3alMsIMH, BETEPUHAPHBIMU
OpraHu3alsIMM M HMHBIMH OpPTaHMU3ALUSAMH, OCYIIECTBISIONIMMU OOpaleHne JeKapCTBEHHBIX
CpencTB. XpaHEHUE JIEKapCTBEHHBIX CPEICTB I BETEPUHAPHOIO NPUMEHEHHMs OPraHU3alUsIMU U
VMHJVBHyaJIbHBIMU IIPEAIIPUHUMATEIISIMU B CIIy4dasiX, €CIIM OHU UCIIOJIb3YIOTCS UCKIIOUYUTEIBHO IIPU
pa3BeICHUH, BBIPAIUBAHUM, COJIEPKAHMM M JICYEHUHM >KUBOTHBIX, MOXET OCYIIECTBISATHCS O€3
MOJIyYeHHS JIMIEH3UH Ha (hapMaleBTHUECKYIO JesITeIbHOCTh. (B pen. denepanbHOTO 3aKoHA OT
22.10.2014 N 313-P3)

2. IlpaBuma  XpaHeHHUs  JIEKapCTBEHHBIX CPEICTB  YTBEPXKAAIOTCA  COOTBETCTBYIOLIMM
YIIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

3. XpaHeHHe HAapKOTHUYECKUX JIEKAPCTBEHHBIX CPEJCTB, NCUXOTPOINHBIX JIEKAPCTBEHHBIX CPEICTB,
panunodapmManeBTHYeCKUX JICKAPCTBEHHBIX CPEACTB  OCYIIECTBISETCA B  COOTBETCTBHU C
3aKkoHoarenbcTBoM Pocculickoit denepanuu.

Crarps 58.1. IlpeaMeTHO-KOJIMYECTBEHHbIN yUeT JIeKAPCTBEHHBIX
CPeICTB /Il MeJULIMHCKOr0 npuMeHeHus (B pea. PeaepajbHOrO
3aKkoHa oT 25.12.2012 N 262-D3)

1. IlepeueHp JIEKapCTBEHHBIX CPEACTB Ul MEIULMHCKOTO MPUMEHEHUS, MOAJIeKAIINX ITPEAMETHO-
KOJINYECTBEHHOMY  y4YeTy,  YTBEpXKAAaeTcsi  YIOJIHOMOYEHHBIM  (peepanbHbIM  OPraHoOM
HCIIOJIHUTEJIBHON BIIACTH.

2. HOpH,Z[OK BKIIFOUYCHUS JICKAPCTBCHHBIX CPCACTB JIA MCAUIHWHCKOI'O INMPUMCHCHUA B IMNCPCUCHDL
JICKApCTBCHHBIX CpCACTB JJIsA MCAUIIMHCKOI'O MNPUMCHCHUA, noAJICKalux npeaAMCTHO-
KOJINYECTBEHHOMY  Y4eTy, YCTAaHABJIMBAETCS  YIOJHOMOYEHHBIM  (eaepalbHbIM  OpPraHOM
HWCIOTHUTEILHOM BJIACTH TI0 COTJIACOBAHUIO C (bel[epaHLHbIM OopraHoM HWCIIOTHUTEIbHOM BJIacCTH,
YIIOJIHOMOYEHHBIM B chepe BHYTpeHHUX jaei. (B pen. @exepansHoro 3akona ot 03.07.2016 N 305-
®3)

3. HpCILMeTHO-KOHquCTBCHHBIﬁ YUCeT JICKAPCTBCHHBLIX CPCACTB IAJId MCAUIUMHCKOIO MPHUMCHCHUSA
BCAYT MPOU3BOAUTCIIN JICKAPCTBCHHBIX CPCACTB, OPraHu3aluun ONTOBOM TOPIroOBJIN JICKAPCTBCHHBIMHU
cpeacTBaMu, allTCHHBIC OpraHuU3allvi, UHAWUBUAYAJIbHBIC NPCANIPUHUMATCIIN, UMCIOIUC JTULICH3UIO
Ha (bapMaueBTI/meCKy}o ACATCIBHOCTD HWJIM JIMIOCH3WIO Ha MCAUIMUHCKYIO JOCATCIBHOCTb, U
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MEIULMHCKUE OpPTraHM3alUHU, OCYIIECTBIAIONINE OOpalleHHe JIEKAPCTBEHHBIX CPEICTB UL
MEJIULUHCKOTO MPUMEHEHHSI, IIyTeM PETUCTPALMH JIIOOBIX CBSI3aHHBIX C UX OOpaIleHHuEM Olepanuii,
[P KOTOPBIX M3MEHSAETCS MX KOJMYECTBO M (WJIM) COCTOSHUE, B CIELUAIBHBIX JKypHalax yueTa
orepanuii, CBA3aHHBIX C OOpallleHHeM JIEKapCTBEHHBIX CPEACTB Ul MEAUIMHCKOIO MPUMEHEHHUS
(manee - cnenManbHbIE KYpPHAJIbI).

4. TlpaBuna perucTpalnuy ONepanuid, CBA3aHHBIX C OOpAIICHUEM JIEKAPCTBEHHBIX CPEACTB JUIS
MEIULHHCKOIO IPUMEHEHUS, BKIIOYEHHBIX B IIEPEYEHb JICKAPCTBEHHBIX CPEICTB IS
MEJULUHCKOrO IPUMEHEHHUs], MOMIEKAIUX TPEAMETHO-KOJINYECTBEHHOMY YYETY, B CIECLUAIbHBIX
KypHallax ¥ IIpaBUja BEIECHHUA M XPAaHECHUs CIELUAIbHBIX JKYPHAJIIOB  YTBEPXKAAKOTCS
YIOJIHOMOYEHHBIM (he/iepaibHBIM OPraHOM HCIIOJIHUTENIFHON BIIACTH.

5. Koutpons 3a coOmioJieHHEM TpaBWJI PETUCTPAllMM OINEpaluii, CBA3aHHBIX C OOpalieHHeM
JIEKAPCTBEHHBIX CPEACTB U1 MEIMLMHCKOTO IIPUMEHEHUs, BKJIIOYEHHBIX B  IIEpEUYECHb
JIEKAPCTBEHHBIX  CPEACTB I  MEAMIMHCKOIO  IPUMEHEHHMs, IOJUICKAINUX  IPEAMETHO-
KOJINYECTBEHHOMY YYeTy, B CICIIHAIBHBIX JKypHAJIaxX, a TAKKe 3a COOJIIOJJCHUEM MPaBUJI BEACHUS U
XpaHEHHsl CIIEHUABHBIX JKYPHAJOB BO3JIATaeTCsl HA YIOJIHOMOYEHHBIE (elepajbHbIe OpTaHbI
WCTIOJTHUTENILHOW BJIACTU M OpPraHbl UCIIOJHUTENIBHON BIacTu cyObekToB Poccuiickoit @enepanum,
OCYIIECTBIISIONINE JUIIEH3UPOBAHUE MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, (hapMaleBTHUECKON
NEATEIbHOCTH U MEAMLMHCKOM JEATEIBHOCTH, M OCYLIECTBISETCA B paMKax JHMLEH3UMOHHOIO
KOHTPOJIA.

I'nasa 11. YHUUYTOXEHUE JEKAPCTBEHHbBIX CPEJCTB

Crarbs 59. OCHOBAHUSA U NOPAAOK YHHYTOKECHUS JIEKAPCTBEHHbIX
CpeacTB

1. HenoOpokauecTBeHHBIE JIEKAPCTBEHHBIE CPEIACTBA, (aNbCU(UIIMPOBAHHBIE JIEKAPCTBEHHbIC
CpeACTBa TOMJIEKAT M3BATUIO M3 OOpalleHHs W YHHUYTOXKCHHIO B TIOPSJKE, YCTaHOBJIEHHOM
IIpaButensctBoM Poccuiickoit ®epepanuu. OcHOBaHMEM Il YHUUYTOXKEHHUS JIEKAPCTBEHHBIX
CPEACTB SBIISICTCS pEIICHUE BIAJENbla JICKAPCTBEHHBIX CPEICTB, PEUICHHE COOTBETCTBYIOIIETO
YIIOJIHOMOYEHHOTO (pe/iepaibHOTO OpraHa MCIOJHUTENIBHOW BIIACTH WJIM pPELIeHHE cyna. (B pei.
®enepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

2. KoHTtpadakTHble JeKapCTBEHHbIE CPEACTBA MOJUIEKAT UZBATHIO U3 OOpAICHUS U YHHUUTOKCHHIO
no pemeHuo cynaa. llopsagok yHUUTOXKEHHS KOHTpaakTHBIX —JICKApPCTBEHHBIX CPEICTB
ycranaBnuBaercsi IIpaBurensctBom Poccuiickoit ®@enepanuu. (B pen. denepanpHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Pacxonpl, CcBsS3aHHbIE C YHHUYTOXXCHMEM KOHTPAa()aKTHBIX JIEKAPCTBEHHBIX  CPEICTB,
HE100pPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (anbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
BO3MEILIAKOTCS UX BIIAJEIIBLEM.

4. Bnanener| JeKapCTBEHHBIX CPEICTB JOJDKEH IPEICTaBUTh B YIOJIHOMOYEHHBIA (enepaibHbIi
OpraH UCIIOJIHUTEJILHOM BJIACTU JOKYMEHT UJIU 3aBEPEHHYIO B YCTAHOBJICHHOM IOPAJKE €r0 KOIIHIO,
NOATBEepXkAatoNIe (PaKT YHUUTOKEHHS JICKApPCTBEHHBIX CPEZCTB.

5. CoOTBETCTBYIOUIMI YHNOJHOMOYECHHBIM (QenepaiabHblii OpraH HCHOJIHUTEIBHOW  BIIACTH,
NPUHSABLIMNA pelieHrne 00 YHUYTOXXEHUH JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBISET KOHTPOJb 32 UX
YHUYTOXKEHUEM.
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6. VYHHUUYTOXXEHHE JIEKapCTBEHHBIX CPEACTB IPOU3BOAUTCS  OPraHU3ALUSAMH, HMMEIOUIMMHU
COOTBETCTBYIOIIYIO JIMIICH3MIO, HAa CIEUUAIBHO OOOpYJOBaHHBIX IUIOIIAAKAX, IMOJIMIOHAX U B
CTHEeLUANIbHO OOOPYJOBAaHHBIX TOMEIIEHUSAX C COOJIOAeHHWEM TpeOOBaHMM B 0O0NACTH OXpaHbI
OKpY>Karolleu cpeibl B COOTBETCTBUU C 3aKOHOAATENBCTBOM Pocculickoit @enepauuu.

7. HapxoTuueckue JIEKapCTBEHHBIE CPEACTBA, IICUXOTPOIIHBIE JICKAPCTBEHHBIE CPEACTBA,
panuodapmaneBTHYECKUE JIGKAPCTBEHHBIE CPEACTBA YHMUYTOXKAIOTCA B  COOTBETCTBUU  C
3aKkoHoarenbcTBoM Pocculickont denepanuu.

I'naBa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUWE LIEH HA
JIEKAPCTBEHHBIE HHPEITAPATBI 114 MEAUIIUHCKOI'O
NPUMEHEHUWA

Crarbs 60. I'ocynapcTBeHHOE peryJiMpoBaHue LeH HA JIEKAPCTBEHHbIE
npenaparsl AJs MeIMIUHCKOTr0 IPUMEHEHUA
1. FOCYI[apCTBeHHOG PEryjiupoBaHucC MNOCH Ha JICKAPCTBCHHBLIC Mpcraparbl IJid MCIUIHUHCKOI'O

IIPUMEHEHHUS OCYILECTBISAETCS MocpeAcTBoM: (B pen. denepanbHoro 3akoHa or 26.03.2020 N 67-
®3)

1) yrBepxknaenus [IpaBurensctBoM Poccuiickoit @enepanuu nmepevHst KU3HEHHO HEOOXOTUMBIX H
BOXHEUIINX JICKAPCTBEHHBIX MpEnapaToB, KOTOPHIH (OPMHUPYETCS U HE peke OJHOTO pasa B TOA
[IEPECMaTPUBAETCS B YCTAHOBJICHHOM MM IOPSJIKE HA OCHOBE KOMILIEKCHON OLIEHKH JIEKAPCTBEHHBIX
NpernaparoB, BKJIIOYas aHaJIM3 CBEICHUH O CPaBHHUTEIbHON KIMHHYECKOW 3(PQPEKTHUBHOCTH WU
0€30MacHOCTH JIEKaPCTBEHHOT'O CPEJICTBA, OLEHKY 3KOHOMHUYECKHX IOCIEACTBUI NpUMEHEHHUS
JIEKAPCTBEHHOI'0  CPEACTBA M M3YYECHHE  JIONOJHUTEIBHBIX  IIOCIECACTBUH  IIPUMEHEHUS
JIEKapCTBEHHOI'O cpencTBa; (B pen. PenepaibHbIX 3akoHOB 0T 22.12.2014 N 429-P3 (pen. or
13.07.2015), ot 13.07.2020 N 206-®3)

2) YTBEpXKACHHUS METOIWKH pacueTa TMpeAeNbHBIX OTIYCKHBIX IIEH MPOU3BOIUTENCH Ha
JIEKapCTBCHHBIE TpPENaparhl, BKIIOYCHHBIC B IMEPEUYCHb KU3HEHHO HEOOXOTUMBIX M BaKHEHIIMX
JEKapCTBEHHBIX TMPEMapaToB, a TaKXe BHEIPEHHUS MEXaHW3MOB (OPMUPOBAHUS CHCTEMBI
pedepentHbIX 11eH; (B pen. enepanbHbix 3akoHOB OT 22.12.2014 N 429-03 (pen. ot 13.07.2015),
ot 06.06.2019 N 134-93)

3) rocynapcTBEHHOW pETHCTpalM TpPEACNTbHBIX OTIYCKHBIX IIEH IPOU3BOAMTENCH Ha
JICKapCTBEHHBIC IpENapaThl, BKIIOUYEHHBIC B MEPEYCHb XKMU3HEHHO HEOOXOAMMBIX M BAKHEHIINX
JIEKapCTBEHHBIX Npenapatos; (B pea. PeaepanbHoro 3akoHa oT 06.06.2019 N 134-P3)

4) BeneHUs TOCYJapCTBEHHOIO peecTpa IIPelebHBIX OTIYCKHBIX LIEH IPOMU3BOJUTENEH Ha
JICKapCTBEHHBIE IpENapaThl, BKIIOUYEHHBIC B MEPEYCHb XU3HEHHO HEOOXOAMMBIX M BaKHEUIIHMX
JIEKAPCTBEHHBIX IIPENApPaTOB;

5) yTBepXKIEHHs METOAMKH YCTAaHOBJCHHS OpraHaMH MWCIOJHHUTEIBHON BlacTH CyOBEKTOB
Poccuiickoit denepanyu npeAeabHBIX pPa3MEpPOB ONTOBBIX HAA0AaBOK M IPEICIBbHBIX Pa3MEpOB
PO3HUYHBIX HAJ0aBOK K (PaKTHUECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOHU3BOIUTEIIMH
JIEKAPCTBEHHBIX IIPENapaToB, HA JICKAPCTBEHHBIC IIPENApaThl, BKIKOYCHHBIC B NIEPEUYCHb KU3HEHHO
HEOOXOMMBIX M BaKHEUIIHNX JIEKAPCTBEHHBIX MIPETapaToB;

6) yCTaHOBIJICHUS MPEAETbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK U MPEACIbHBIX Pa3MEPOB PO3ZHUYHBIX
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Ha/10aBOK K ()aKTUUECKUM OTITYCKHBIM II€HAM, YCTAaHOBJICHHBIM MPOU3BOAUTENISIMHU JICKAPCTBEHHBIX
NpernapaToB, Ha JEKapCTBEHHbIE MPENapaThl, BKIOUYEHHBIC B MEPEUCHb KU3HEHHO HEOOXOAMMBIX U
BAJKHEHIIINX JICKAPCTBEHHBIX IIPENapaToB;

7) yTBEpXKACHHS TMOPSAKA BBIJAYHM TMPEANMMCAHUNA OpraHaM HCIIOTHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoit ®dexnepaiuyn 0 NPUBEICHUM B COOTBETCTBHE C 3aKOHOJATENBCTBOM Poccuiickoit
®enepanun penieHuid 00 yCTaHOBICHUU MPEAEIbHBIX pa3MEPOB ONTOBBIX HAJ0AaBOK U MPEAETIbHBIX
pa3MepoB pPO3HUYHBIX HAI0aBOK K (AKTUYECKHM OTIYCKHBIM II€HAM, YCTaHOBJICHHBIM
MPOU3BOAUTENSIMH JIEKAPCTBEHHBIX IIPENAPATOB, HA JIEKAPCTBEHHBIE IpPENapaThbl, BKIIOUCHHBIE B
NepevYeHb KU3HEHHO HEOOXOMMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB, €CIH OHU MPUHSTHI
C HapyuieHueM 3akoHozarenbcTBa Poccuiickoit ®denepanuu, B INOPSAKE, YCTaHOBIEHHOM
[IpaBurenscTBOM Poccuiickoit @enepaunu;

8) HampaBiIeHUS YIOJIHOMOYEHHBIM (peepaibHbIM OPraHOM MCIOJHHUTEIBHON BJIACTH OpraHam
UCTIOJIHUTENIBHOW BiacTu cyObekToB Poccuiickoit denepanyu mnpeanvcaHdil O NPUBEACHUH B
COOTBETCTBHE C 3aKOHOIATenbCcTBOM Poccuiickoin @enepanuu NPUHATBIX C  HAPYLICHUEM
3akoHoJaTenbcTBa Poccuiickoit denepanuu pemieHUd 00 yCTaHOBJICHHHM HpEIENbHBIX Pa3MepOB
OITOBBIX HA/J0aBOK M MpEACTbHBIX Pa3MEpOB PO3ZHUYHBIX HAJA0aBOK K LIEHAM Ha JIGKAPCTBEHHBIC
IpernapaTtel, BKIIOUYEHHBIE B NEPEUYEHb JKU3HEHHO HEOOXOIMMBIX M BAXHEWUIIMX JIEKApCTBEHHBIX
[Ipenaparos;

9) ocymiecTBieHUs (enepaabHOro rocyJapcTBEHHOTO Haa30pa B cepe oOpaleHus JeKapCTBEHHBIX
CPEICTB U PETMOHAIIBHOTO I'OCYIapCTBEHHOI'O KOHTPOJIS 32 MPUMEHEHUEM LIEH Ha JIEKapCTBEHHBIE
npernaparsl COOTBETCTBEHHO YIOJIHOMOYEHHBIMU (elepaJbHBIMH OpraHaMU HCHOJHHUTEIBHOM
BJACTH W OpraHaMU HCHOJHMUTENBHOM BiacTH cyObekToB Poccuiickoit denepanuu coriacHO uX
KOMIIETEHIIUM B TOpsiaKe, ycraHoBieHHOM IlpaButenbctBoM Poccuiickoit ®@epepanuu; (B pen.
®enepanbHOrO 3aKk0Ha 0T 25.06.2012 N 93-P3)

10) mnpumeHeHMsI IPENyCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoir ®Denepauuu  Mep
OTBETCTBEHHOCTH 3a HAapyIICHUE TMOpsAJKa I[IEHOOOpa30oBaHMSA Ha JIEKApCTBEHHbIE MPENaparsl,
BKJIIOYCHHBIE B MEpPEUCHb KU3HEHHO HEOOXOAMMBIX M BaXHEUIIHNX JICKaPCTBEHHBIX MpEnapaTos. (B
pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycnoBusIX upe3BbIYAlHOM CUTyaluu W (WJIM) IPU BO3ZHUKHOBEHUHU YIPO3bl PACIIPOCTPAHEHMSI
3a00JIeBaHus, IPECTABISIONIETO OMACHOCTD JJIS OKPYKAIOLINX, @ TAKXKe B CIydae, eCIM B TCUCHUE
TPUALATH KaJeHIAAPHbIX JHEH nocie npuHsaTus llpasurensctBom Poccuiickon denepauny pemeHus
O IPOBEJCHUU MOHUTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIC IIPENApAaThl, HE BKIIOYCHHBIC B
NEepevYeHb JKU3HEHHO HEOOXOIMMBIX M BKHEHIINX JIEKAPCTBEHHBIX IPENapaToB, HA TEPPUTOPHUSX
cyobekToB Poccuiickoit @enepannu BBISBICH POCT PO3HUYHBIX 1I€H HA YKAa3aHHBIC JIEKAPCTBEHHBIC
npernaparsl Ha TPUALATH MPOIEeHTOB U Oonee, IlpaButenscTBo Poccuiickoit @enepaunu Brpase
YCTaHOBUTH IIPEJEIbHBIC OTIIYCKHBIE L€Hbl IIPOM3BOAUTEIICH HA YKA3aHHBIC JICKAPCTBCHHBIC
npernaparsl, NpeAeTbHbIE pa3Mephl ONTOBBIX HAA0AaBOK M NpEAeNbHBIE pa3Mepbl PO3HUYHBIX
Ha/10aBOK K (PaKTUYECKUM OTITyCKHBIM II€HaM IPOU3BOJAUTENICH Ha yKa3aHHBIC JICKapCTBEHHBIC
npenaparsl. [lepedeHb JIEKapCTBEHHBIX IPENApPaTOB, HE BKIIOYCHHBIX B IIEPEUYCHb IKU3HEHHO
HEOOXOJMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IIPenapaToB, W MOPSAOK €ro (HhopMupoBaHUS
onpexnenstorcs I[IpaBurensctBoM Poccuiickoit @enepauuu. (B pen. denepanpHOro 3akoHa OT
26.03.2020 N 67-D3)

3. B TeueHue neBsSHOCTa KaJeHAApPHBIX JHEW co nHsA yTBepxkaeHus [IpaButenbctBoM Poccuiickoit
@enepany NEpeyHs, YKa3aHHOIO B YAaCTH 2 HACTOSILIEH CTaTbU, HE JOINYCKAIOTCSA peaau3alus U
OTILYCK BKJIIOUECHHBIX B HETO JICKAPCTBEHHBIX IIPENapaToB IO LIEHAM, IIPEBBIIIAIONIUM IIPEACIbHbIE
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OTIIyCKHBIE ILI€Hbl IIPOM3BOAMUTEIIEM HA YKA3aHHBIC JICKAPCTBEHHBIC IIPENapaThbl, IIPEAEIbHBIC
pa3Mepbl ONTOBBIX HAJA0aBOK W TpeAeibHbIE pa3Mepbl PO3HUYHBIX HAJ0AaBOK K (PaKTHYECKUM
OTIIYCKHBIM LICHaM HpOI/I3BOIII/ITeJIeI71 Ha YKa3aHHBIC JICKAPCTBCHHBIC ITPCIIApaThbl C YUCTOM HAJIOTAa HA
N00aBJICHHYIO CTOMMOCTE. (B pea. @enepabHOro 3akoHa oT 26.03.2020 N 67-D3)

Cratbs 61. I'ocynapcTBeHHasi perucTpanus 1 nepeperucrpanus
NnpeaeJbHbIX OTILYCKHBIX HEH MPOU3BOAUTE/ICH HA JIEKAPCTBEHHbIE
npenaparbl, BKJIKYEHHbIEC B IepeUYeHb KU3HEHHO HE00X0AMMbIX U

BAKHEHIIMX JIEKAPCTBEHHbIX Npenaparos (B pea. @eaepajbHOro

3aKkoHa 0T 06.06.2019 N 134-P3)

Honosxcenus vacmu 1 cmamou 61 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblX yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMayuonHou cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPenapamos 0 meouyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oOpauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil Op2an UCHOIHUMENbHOI 671aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTICHHOU K6ATUDUUUPOSGAHHOU ITIEKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (PedepanbHOo20 Op2ana UCHOIHUMEbHO
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. IlpenenbHast OTIyCKHas IieHa MPOU3BOJMUTENS Ha JIEKAPCTBEHHBIM Mpernapar, BKIIOYEHHBIN B
MepeueHb JKU3HEHHO HEOOXOJMMBIX W BaXKHEUIINX JIEKAPCTBEHHBIX TIPENapaToB, IOJICKUT
rOCYJIApCTBEHHOW pErucTpalvu B TIOPSAIKE, ycTaHOBIEHHOM IIpaBurensctBoM Pocculickoit
@denepanny, HAa OCHOBAaHWM HAIIPABICHHOTO IMOCPEACTBOM €IMHOrO IOpTaja B YIOJIHOMOYEHHBIN
denepanbHBIA  OpraH WCIOTHUTEIBHOW BIACTH WM JIMYHBIA KAOWHET YIOJHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJHUTEIHHONW BIACTH B €AMHOW CHUCTEME, MOJIMUCAHHOTO YCHIICHHOU
KBUTM(UIIMPOBAHHON  DIEKTPOHHOM  MOAMKCHIO  3asBICHHUS  Jep)Karels WM  BiaJesblia
PErUCTPALIMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTta (yrnoJIHOMOYEHHOTO UM Jula). (B
pen. enepanbHoro 3akona oT 30.01.2024 N 1-03)

Honosxcenus vacmu 2 cmamou 61 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeentblx yciyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHBOM eOUHOTL 20CY0aPCMEEHH O
UHpOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounsviit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNicHOM Hocumene u 0yOIUKAMblL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvrioaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCROIHUMENbHOI 611aCmU 3a 8bl0auell
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YKA3aHH020 OyOIUKama Hanpasiaemcsa 6bINUCKA U3 20CY0apCmMEeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUTIEHHOU K8ANUPUUUPOBAHHOIL IJIEKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YROTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

2. 3aperucTpupoBaHHas IpeiebHas OTIyCKHasl [IeHa IPOU3BOUTEIIS Ha JIEKApCTBEHHBIN Ipenapar,
BKJIIOYCHHBI B INEpPEYCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIUX JIEKApCTBEHHBIX IPENapaTos,
MOKET OBITh TEpPEPEerucTpUpOBaHa B CTOPOHY YBEIMYEHHS OJIMH pa3 B KaJCHIApHOM TOAy Ha
OCHOBAHMHU HANPABICHHOTO0 10 1 OKTAOpS KaXJO0Tro ToAa IOCPEACTBOM €IMHOrO IopTajia B
YIIOJIHOMOYEHHBIH  (peiepajbHbIii OpraH HCIOJHUTENBHOW BJIACTH WIM JIMYHBIA KaOWHeT
YIIOJIHOMOYEHHOTO  (hefiepanbHOr0 OpraHa HCHOJHHUTENBHOM BIIACTH B €IUHOM  CHCTEME,
MOJNMCAHHOTO YCHJICHHOM KBaJHU(HIHMPOBAHHOW 3JIEKTPOHHOW MOJMHUCHIO 3asBJICHUS JepKaTess
WJIM BJIQJIENIblIa PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (YoJHOMOYEHHOTO
uM yina). (B pea. @enepanpHoro 3akoHa oT 30.01.2024 N 1-P3)

Honosxcenus wacmu 3 cmamou 61 (¢ ped. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmagienus 20cy0apcmeenHblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUSA ROCPEOCHIBOM €OUHOIL 20CY0aPCMEEHH O
UHpOpMayuoHHOU cucmemsl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeenuvblxX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUUUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHou
pezucmpayuu, Ha OyMaNiCHOM Hocumene u 0yOIUKAMbL Pe2UCPAYUOHHBIX YOOCHO8EPEHUIL
JIeKapcmeeHHbIX RPEenapamos 0 meouyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJiHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHOI 611aCmU 3a 8bl0auell
YKa3anno2o 0yoauKama Hanpaenaemca 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa
JIeKapCcmeeHHbIX CPeOCh 8, ROORUCAHHAA YCUTCHHOU K6ATUPUUUPOSGAHHOU ITIeKMPOHHOU
HOORUCHIO YHOTHOMOUEHHO20 JIUUA YROJIHOMOUECHHOZ0 (edepanbHOo20 Op2ana UCHOIHUMEbHOU
enacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

3. 3aperucTpupoBaHHas NpeaelbHas OTIYCKHas LIeHA IPOU3BOAUTENS Ha JIEKAPCTBEHHBIN IIpemnapar,
BKJIIOYCHHBI B NEpPEYCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKApCTBEHHBIX IPENaparos,
MOXET OBITh IEpPEeperucTpUpOBaHa B CTOPOHY CHIDKEHHMS Ha OCHOBAaHHMHM HAIPaBICHHOTO
MOCPEJICTBOM €MHOT'0 MopTajia B YIOJIHOMOYECHHBIH (eliepaabHbIil OpraH UCHOTHUTEIBHON BIACTH
WIN JTUYHBIA KaOMHET YIIOJTHOMOUYEHHOTO (heiepaibHOTO OpraHa UCTIOHUTENIBHON BIACTH B €MHOM
crcTeMe, MOJNMCAHHOTO YCWJICHHOW KBaIM(PUIMPOBAHHOM 3JIEKTPOHHOW MOJIMHMCHIO 3asBICHUS
JepXaTels WIM BIAJeNblla PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpernapara
(ynmosiHoMOuYEHHOT0 UM JIM1A). (B pea. PenepanbHoro 3akoHa oT 30.01.2024 N 1-P3)

Honosxcenun wacmu 4 cmamou 61 (¢ ped. @edepanvnozo 3axkona om 30.01.2024 N 1-D3),
Kacaroujuecs npeoocmasienus 20cy0apcmeenblx yciyz npu o0pauieHuu 1eKapcmeeHHbIX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA ROCPEOCHIBOM eOUHOIL 20CY0aPCMEEHH O
UHpoOpMauuonHoU cucmemol 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnou cucmemot ""Eounsvtit nopman 2ocyoapcmeennvblX u MyHUWURATbHBIX YCIIY2
(pynkyuir) ", npumensaromces c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapCmeeHHblX
npenapamoe 0,11 MeOUYUHCKO20 RPUMEHEHUA, ROOmEepiHcoaouiue haxkm 20cyoapcmeeHHou
pezucmpayuu, Ha OyMaicHOM Hocumene u 0yOIUKAMbL Pe2UCMPAYUOHHBIX YOOCHO8EPEHUIL
JIEKAPCMEEHHBIX NPENnApamoe 0na MeOuyuHcko2o npumenenus c 01.01.2025 ne gvroaiomcs.
Cyovexkmy oopauieHus 1eKapCcmeeHHbIX CPeoCme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpawienuu 8 ynoJaHOMO4YEeHHbLI (edepanbHblil OP2an UCHOIHUMENbHO 611aCmU 3a 8bl0auell
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YKA3aHH020 OyOIUKama Hanpasiaemcsa 6bINUCKA U3 20CY0apCmMEeHH020 peecmpa
JIEKAPCMBEHHBIX CPEeOCH18, NOONUCAHHAS YCUTIEHHOU K8ANUPUUUPOBAHHOIL IJIEKMPOHHOU
HOONUCHIO YHOTITHOMOUEHHO20 TUYA YROTHOMOUEHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
enacmu (nynkm 5 cmamou 4 @eodepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4. Jlepkatenb WM BIaAENEl] PETUCTPALMOHHOIO YJIOCTOBEPEHMs JIEKApPCTBEHHOIO IIpernapara
(YnoJTHOMOYEHHOE MM  JIHMIO) O00s3aH  HampaBUTh IOCPEACTBOM  E€IMHOTO IOpTaia B
YIIOJIHOMOYEHHBIH  (eiepajbHbIii OpraH HCIOJHUTENFHOW BJIACTH WIM JIMYHBIA KaOWHeT
YIIOJIHOMOYEHHOTO  (pelepajbHOr0 OpraHa HCIOJHUTEIbHOM BIAacTH B E€AWHOW CHCTEME
MOJANMCAHHOE  YCHJICHHOM  KBaJM(PHUIMPOBAHHOW  HJIEKTPOHHOW MOJMHUCHIO  3asBJICHHUE O
MEPEPETUCTPALNM  3aPETUCTPUPOBAHHON IMPEAEIBbHOM OTHYCKHOW LEHBI IMPOU3BOAMUTENS Ha
JICKapCTBEHHBIN TpenapaT, BKJIIOYEHHBIH B TEpeueHb KXU3HEHHO HEOOXOIUMBIX M BAXKHEUIINX
JIEKapCTBEHHBIX IPENApPaTOB, B CTOPOHY CHWKEHUS B CIEAYIOUIMX ciydasx: (B pea. PenepalibHOTO
3akoHa oT 30.01.2024 N 1-®3)

1) cHMKeHuE LeHbl B MHOCTPAHHOM BaJIOTE Ha JIEKAPCTBEHHBIN IIpenapaT B CTPAHE POU3BOIUTEIS
u (W) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN IpenapaT 3aperMCTPUPOBAH U (WJIHM) B KOTOpHIE
IIOCTABJISAETCS IPOU3BOAUTEIIEM;

2) CHIWXKEHHE IIeH Ha pedepeHTHbIC JEeKapCTBEHHBIE IMpernapaTtbhl B COOTBETCTBUU C IYHKTOM |
HACTOSIIEH YacTH (U1 COOTBETCTBYIOIIMX BOCIIPOM3BEICHHBIX, OMOAHAJIOrOBBIX (OMOMOT0OHBIX)
JIEKapCTBEHHBIX IIPENAPaTOB);

3) mpeBbIICHUE MPEASIbHONW OTIYCKHOM IIeHbl Ha MEPBBI BOCHPOM3BEACHHBINA, OMOAHATIOTOBBIN
(OmorooOHBINM) JIGKAPCTBEHHBIA Mpernapar WHOCTPAHHOTO MPOU3BOJACTBA HAX MpPeaesIbHON
OTITyCKHOW IIEHOH MPOW3BOAUTENS HA BTOPOH BOCIIPOM3BEICHHBIN, OMOaHAIOTOBBIN (OHOIIOT00HBIH)
JIEKAPCTBEHHBIM IIpErapar, pacCYUTAaHHOM B COOTBETCTBUM C METOAUKOH, YTBEPKICHHOU
[IpaBurenscTBOM Poccuiickon @enepaunu;

4) mpeBbIILIEHUE TPEIENTbHON OTITYCKHOW IIEHBI Ha NEPBBIA BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIHI
(Omoro1oOHBIN) JEKapCTBEHHBIN Ipenapar MPOU3BOJAMTENS TOCynapcTBa - wieHa EBpaszuiickoro
SKOHOMHUYECKOIO COI03a HaJ MPEAeiIbHOM OTIIyCKHOM ILICHOM IIPOU3BOAMTENS HAa BTOPOU
BOCIIPOU3BE/ICHHBIN, OMOAaHANTOTroBbIA (OMONMOJOOHBIN) JIGKAPCTBEHHBIN Ipernapar MPOU3BOIUTEN
rocyjapcrsa - wieHa EBpa3suiCKOro 3KOHOMHUYECKOIO COH3a, PACCYUTAHHOW B COOTBETCTBHU C
METOJIUKOM, yTBepkAeHHOM [IpaBuTenscTBOM Poccuiickont @enepauuu.

5. Ilopsnok nepeperucTpanuu 3aperuCTpPUPOBAaHHBIX MIPEIEIbHBIX OTIIYCKHBIX LIEH IPOU3BOUTEICH
Ha JIEKapCTBEHHBIE MpemnapaThl, BKIIOUYCHHbIE B NEPEYCHb KU3HEHHO HEOOXOIMMBIX U BasKHEHIINX
JIEKapCTBEHHBIX IPENapaToB, B CIy4asX, MPEAyCMOTPEHHBIX YacTAMU 2 - 4 HACTOSILEH CTaThy,
ycranasinuBaercs [IpasurensctBom Poccniickoint denepanuu.

6. DKOHOMMYECKUI aHaIu3 MPEICIbHON OTIYCKHOM LIEHbl IPOM3BOJUTENS HA JIEKapCTBEHHBIN
npernapar, BKIIOYCHHBIH B MEPEYEHb >KU3HEHHO HEOOXOAMMBIX W BAXKHEHMIIMX JIEKapCTBEHHBIX
IIPEnapaToB, IpPHU €€ TIOCYAAPCTBEHHOW PETUCTPALUU WM [EPEPETUCTPALUU OCYIIECTBISETCS
(denepanbHBIM OpPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIIECTBISIOMIMM (YHKIMU IO TNPHHITHIO
HOPMATHUBHBIX TPAaBOBBIX AKTOB M KOHTPOJIO 3a COOJIOZACHHWEM 3aKOHOJATENbCTBA B cdepe
rOCYJapCTBEHHOTO PETyJIMPOBaHUs LieH (TapudoB) Ha TOBApHI (YCIYTH).

7. Pacuer mpenenbHbIX OTIHYCKHBIX LIEH, YKA3aHHBIX B YacTsIX | M 2 HACTOAIIEW CTaThbu, IPHU UX
FOCYJJApCTBEHHOW PETUCTPALMU WM IEPEPErUCTPALUA OCYIIECTBISAECTCS B COOTBETCTBUU C
METOJUKOM, yTBepxkAcHHOM IIpaBuTensctBom Poccuiickoit @enepauvv M YYWUTHIBAIOLIEH B TOM
qyucie:
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1) coGmoneHne GanaHca MHTEPECOB MOTPeOUTENEH JIEKapCTBEHHBIX IPEMNapaToB, BKIIOUEHHBIX B
NEepeYeHb KU3HEHHO HEOOXOIUMBIX U BaKHEHUIIHNX JIEKAPCTBEHHBIX MPENapaToB, U MPOU3BOIUTENCH
JICKapCTBEHHBIX IPENapaToB, BKIIOUEHHBIX B IEpPEUeHb >KU3HEHHO HEOOXOAMMBIX M BAKHEUIIHNX
JIeKapCTBEHHBIX MPENapaToB;

2) hakTHYeCKyIO OTIYCKHYIO LIEHY Ha JIeKapCTBEHHbIE TpenapaTsl B Poccuiickoit deneparu, neHy
BBO32a JICKAPCTBEHHBIX NpenapatoB B Poccuiickyro dexnepanuro, a TakkKe LEHbI HA aHAIOTUYHBIE
JIeKapCTBEHHBIE MpeTapaThl, Haxoasumecs B ooparienuu B Poccuiickoit denepanuu;

3) 3arpaThl TNPOU3BOAUTENS JIEKAPCTBEHHOIO IIpenapara Ha IPOM3BOACTBO U PEATU3ALUIO
JIEKapCTBEHHOI'O IIpernapara;

4) neHy Ha JEeKapCTBEHHBIH IIpenapar, ero IeHy B CTpaHe IPOU3BOJUTENS U B CTPaHaxX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH U (UM) B KOTOPBIE IOCTABIISETCS TPOU3BOIUTEIIEM.

8. He momyckaroTcsi peanu3anus U OTIYCK JIEKapCTBEHHBIX IIPENApaTOB, BKIIOUYEHHBIX B NI€PEUYEHb
KU3HEHHO HEOOXOAMMBIX W  B@KHEHIIMX  JICKAPCTBEHHBIX  IpEmaparoB, Ha  KOTOpbIE
IIPOU3BOJUTENISIMU JICKAPCTBEHHBIX IIPENApaTOB HE 3aPETUCTPUPOBAHA MPEEIbHas OTIIyCKHAs LIEHA,
peanusanys POU3BOAMUTEISIMU  JICKAPCTBEHHBIX IIPENapaToB IO LEHaM, IPEBbIIIAIONUM
3apETUCTPUPOBAHHBIC WM IEPEPETUCTPUPOBAHHBIE  IIPEJCNbHBIE  OTIYCKHBIE ILEHBl Ha
JIeKapCTBEHHBIE MPeTapaThl ¢ y4eTOM Hajora Ha 100aBJICHHYIO CTOMMOCTb.

9. OcoGEeHHOCTH rOCYIapCTBEHHOTO PETYIMPOBAHMS MPEAETIbHBIX OTITYCKHBIX II€H MPOU3BOIUTEICH
Ha JIEKapCTBEHHBIE MpemnapaThl, BKIIOUYCHHbIE B NEPEYCHb KU3HEHHO HEOOXOIMMBIX U BasKHEHIINX
JIEKapCTBEHHBIX MPENapaToB, B 3aBUCUMOCTU OT SKOHOMUYECKUX U (MJIM) COLMAIBHBIX KPUTEPUEB
(U3MEHEHWe YyCJIOBUM, MOpsiAKa M CTOMMOCTH IPOM3BOJACTBA JIEKAPCTBEHHBIX IIPENApaToB,
UCTIOJIb30BaHUE HOBBIX (OPM, METOAOB M CIOCOOOB TOCYJApCTBEHHOTO PETYJIHPOBAHUS IIEH Ha
JIeKapCTBEHHBIE MIPENapaThl, B TOM YHCJIE HA OCHOBE MEXaHU3Ma peepeHTHOTO LIEeHOOOpa30BaHus,
M3MEHEHUH NOpsAJIKa OKa3aHUs MEIULIMHCKONW ITIOMOIIM, U3MEHEHUE Kypca MHOCTPAHHOM BAJIIOTHI U
WHbIE W3MEHeHus) ycraHaBiauBarorcs [IpaBurensctBom Poccuiickoit @®epepauuu. (B pen.
®enepanbHoro 3akoHa ot 08.03.2022 N 46-P3)

Cratbs 62. I'ocynapcTBeHHBIA peecTp npeaeibHbIX OTIYCKHBIX LEeH
NMPOU3BOAUTEICH HA JICKAPCTBEHHbBIE MPeNaparbl, BKINYCHHbIC B
NnepevYeHb JKU3HEHHO He00X0AMMBbIX U BaKHEMIINX JIEKAPCTBEHHbIX
npenaparos

1. 3aperucTpupoBaHHbIE WM  IEPEPETUCTPUPOBAHHBIC IpENEIbHbIE  OTIYCKHBIC  IICHBI
NPOU3BOIUTENCH Ha JIEKApCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B TMEPEYCHb IKU3HEHHO
HEOOXOJMMBIX M B@KHEHIIMX JICKAPCTBEHHBIX IPENapaToB, MOMJIEKAT BKIIOUYEHUIO B
TOCYJapCTBEHHBI peecTp NpeAeNbHBIX OTIYCKHBIX IIeH MPOM3BOJUTENCH Ha JIEKapCTBEHHBIC
Ipernaparhl, BKIIOUYEHHBIE B MEPEUYEHb JKU3HEHHO HEOOXOIMMBIX M BAXHEWUIIMX JIEKapCTBEHHBIX
npenapatos. (B pen. @enepanbHoro 3akoHa oT 06.06.2019 N 134-P3)

2. I'ocyiapcTBEHHBII peecTp NPEAEIbHBIX OTIYCKHBIX LIEH MPOU3BOJIUTENIECH HA JIEKApCTBEHHBIE
npenaparbl, BKIIOYCHHBIC B IICPCUCHL KU3HCHHO HCOGXOI[I/IMLIX U BaKHEHUIINX JICKApCTBCHHBIX
MpermapaToB, CONECPKUT B ceO€ CIeAYIONIYI0 HH(DOPMAIIHIO:

1) HaMMCHOBAHUC OCPIKATCIIA WJIK BJIAJC/Ibla PECTUCTPALIMOHHOI0 YAOCTOBCPCHUA JICKAPCTBCHHOI'O
npenapara, HAaMMCHOBAHUC MPOU3BOAUTCIIA JICKAPCTBCHHOI'O IMperapara, CBCACHUA O pCrucTpanuu
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JepKarens WM BIIaJEibla PETMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapara,
CBEICHUA O PErUCTpallMd IIPOU3BOAMUTEIN JICKAPCTBEHHOIO IIpemapara [yl MEIULHUHCKOTO
IIPUMEHEHHUS B KayeCTBE HAJIOIOIUIATEIbIIMKAa B CTpPaHE perucrpauuu (s POCCUHCKUX
IOPUIMYECKUX JIMII - UICHTH(PUKAIMOHHBIN HOMep Hanorormiarensimka (MHH), s nHOCTpaHHBIX
IOPUIMYECKUX JIMI[ - CTpaHa pPEruCcTpaldy, HAUMEHOBAHUE PETHCTPUPYIOLIETO OpraHa,
PETUCTPALIMOHHBIA HOMED, KOJ HAJOTOIUIATENIbIUKA B CTPAHE PETUCTPALMU (MHKOPIOpALUK) WU
€ro aHajor), MECTO HAaxOXKIEHHsS IPOU3BOJCTBEHHBIX IUIOLIAA0K, YYacTBYIOIIMX B IIPOLECCE
IIPOM3BO/ICTBA JIEKAPCTBEHHOTO IIpenapara, ¢ yKasaHHMEM CTaJuu Ipolecca MpOU3BOACTBA; (B pell.
®enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HauMEHOBaHME JIEKAPCTBEHHOI'O IIpemapaTa (MEXAyHapOOHOE HENAaTEeHTOBAHHOE, WM
IpPyIIMPOBOYHOE, WIM XMMHUYECKOE U TOProBO€ HaMMEHOBaHUs); (B pea. PenepalibHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) HOMEp pErucTpalMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOI'O IIPENapara;

4) nekapcTBeHHas opMa ¢ yKazaHHEM JO3UPOBKU JEKAPCTBEHHOTO Mperapara u ero KOJIU4ecTBa BO
BTOPUYHOM (TMOTPEOUTENBCKOI) YITAaKOBKE, a TAaKXKe KOMIUIEKTHOCTB; (B pea. deaepaibHOro 3aKOHA
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) 3aperucTpupoBaHHasi IpeienbHas OTITyCKHAs IIeHa Ha JIGKAPCTBEHHBINA mpemnapar B pyoisx; (B
pen. ®enepanbHoro 3akona oT 27.12.2019 N 475-03)

6) mara ¥ HOMEp MpHKa3a YHOJHOMOYEHHOTO (elepajbHOro OpraHa HCIOJHUTEIHHON BJIACTH O
rOCYJapCTBEHHOM pPETUCTpAlMd WIM IEPEPEerucTpaluy IpeAcsibHOW OTIIyCKHOM II€Hbl Ha
JICKapCTBEHHBIN TpenapaT, BKJIIOYEHHBIH B TEpeueHb KXU3HEHHO HEOOXOIUMBIX M BaKHEUIINX
JIEKapCTBEHHBIX NpenaparoB; (B pen. PeaepanbHbiXx 3akoHOB OT 22.12.2014 N 429-P3 (pen. or
13.07.2015), ot 06.06.2019 N 134-®3)

6.1) nata BcTymieHHs B CHJIy IpUKa3a YIMOJHOMOUYEHHOTO (elepaJbHOro opraHa UCTIOJIHUTEIbHON
BJIACTH O TOCYAApPCTBEHHOW PErHCTPaLMU WM MEPEeperucTpanuy NpeAebHONH OTITYyCKHOW IICHBI
MIPOM3BOIUTENS Ha JICKAPCTBEHHBIHN Mpenapar, BKIIOUYEHHBIN B IepeueHb KU3HEHHO HEOOXOIUMBIX
U BaKHEHIINX JIEKapCTBEHHBIX Ipenapatos; (B pex. PexnepanbHoro 3akoHa oT 06.06.2019 N 134-
®3)

7) IWTPUXOBOM KO, HAHECEHHBIH Ha BTOPUYHYIO (ITOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
npenapara; (B pea. @enepanbHoro 3akoHa or 22.12.2014 N 429-d3 (pexn. ot 13.07.2015))

8) KOI JEeKapCTBEHHOTO Npenapara MO aHAaTOMO-TepaleBTHUYECKO-XUMHUYECKOH KiIaccU(pUKaIIH,
pexoMeH10BaHHOW BeeMupHol opranu3zanuei 3npaBooxpanenus. (B pea. denepanbHoro 3akoHa 0T
22.12.2014 N 429-D3)

3. T'ocynmapcTBeHHass pETUCTpalus WIA NEPEepPErucTpalnys MpeleibHbIX OTIYCKHBIX LI€H Ha
JICKapCTBEHHBIC IpENaparThl, BKIIOUYEHHBIC B MEPEYCHb XKMU3HEHHO HEOOXOAMMBIX M BAKHEUIIHNX
JIEKAPCTBEHHBIX IIPENapaToB, BEACHUE I'OCYIapCTBEHHOI'O PEECTPa IPEAEIBHBIX OTIYCKHBIX LEH
MIPOU3BOAUTENIC HA JICKAPCTBEHHBIC IIpENapaThl, BKIIOUYECHHbIE B IIEPEUYCHb IKU3HEHHO
HEOOXOJMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBIAIOTCS B IOPSIKE,
ycraHoBieHHOM IIpaBurensctBoM Poccuiickoit ®denepaunu. (B pen. PeaepanbHOro 3akoHa OT
06.06.2019 N 134-03)

Crarbs 63. YcTaHOBJICHHE OPraHAMM MCIIOJTHUTEIbHON BJIACTH
cyobekTOB Poccuiickoii @enepanuu npeaebHbIX pa3MepoB ONTOBBIX
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HaJA0aBOK M NpeAebHbIX Pa3MePOB PO3HUYHBIX HA10ABOK K
(pakTHYECKUM OTIIYCKHBIM LIEHAM, YCTAHOBJICEHHBIM
MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX MPENapaToB, HA JICKAPCTBEHHbIE
npenaparbl, BKJIKYEHHbIE B IepeYeHb KU3HEHHO HE00X0AMMbIX U
BAKHEHIIMX JIEKAPCTBEHHbIX Npenaparos (B pea. @eaepajibHOro
3axkoHa o1 27.12.2019 N 475-®3)

1. Opranbl UCHOJHUTENBHOW BIACTH CyObeKTOB Poccuiickoit @enepanuu yCTaHABIMBAIOT
npeaenbHble pa3Mephbl ONTOBBIX HAA0aBOK W MpeleNbHBIE pa3Mepbl PO3HUYHBIX HAA0aBOK K
(aKkTHUECKUM OTIYCKHBIM LieHaM (6e3 yueTra Hajora Ha J100aBJIeHHYI0 CTOMMOCTb), YCTAHOBJICHHBIM
MIPOU3BOAUTENISIMU JIEKAPCTBEHHBIX IIPENApaToB, Ha JIEKAPCTBEHHBIEC IIpenaparsl, BKIIOUYCHHBIE B
NepevYeHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JIEKApCTBEHHBIX MPENapaToB, B COOTBETCTBUU C
YTBEPKICHHOU B IOpsiAKe, ycraHOBIEeHHOM IIpaBurensctBoM Poccuiickon denepanuu, METOOUKON
YCTQHOBJICHHS OpraHaMHM MCIIONHHUTEIbHOH BiacTu cyObekToB Poccuiickoit  ®Deneparuu
NpeJeNbHBIX Pa3MEpPOB OINTOBBIX HAA0ABOK M NPEACTbHBIX Pa3MEPOB PO3HHUYHBIX HAJ0aBOK K
(aKTHYECKUM OTIIYCKHBIM LI€HaM, YCTaHOBJICHHBIM MPOU3BOAUTEISIMU JEKAPCTBEHHBIX IPENapaTos,
Ha JIEKapCTBEHHBIE MpemnapaThl, BKIIOUYCHHbIE B NEPEYCHb KU3HEHHO HEOOXOIMMBIX U BasKHEHIINX
JIeKapCTBEHHBIX MpenaparoB. [IpoeKThl pelieHuil OpraHoB HCIOJHHUTENIBHON BIIACTH CYOBEKTOB
Poccuiickoii @enepanun 00 ycTaHOBICHUU M (MJIM) U3MEHEHHUU TPEAETbHBIX Pa3MEpPOB ONTOBBIX
Ha/J0aBOK U TPEACIbHBIX Pa3MEpPOB PO3HUYHBIX HA/M0aBOK K (DAKTHYECKMM OTITYCKHBIM ILI€HaM,
YCTaHOBJICHHBIM IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IIPENApPaTOB, HA JICKAPCTBEHHBIC IpEnaparsl,
BKJIIOYCHHBIE B TEpPEUEHb XKM3HEHHO HEOOXOIMMBIX M BAXXHEHMIIMX JIEKApCTBEHHBIX IPENaparos,
MOJJIeXKAT COTJIACOBAHUIO C YIOJIHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCIIOJHUTENLHOW BIIACTH,
OCYLIECTBIISIONIMM (DYHKIUU TO MPUHATHIO HOPMATHUBHBIX MPAaBOBBIX aKTOB M KOHTPOJIIO 32
COOJIIOJICHNEM 3aKOHOJATeIbCTBAa B C(epe TOCYJapCTBEHHOTO PEryJlMpoBaHUs LeH (TapudoB) Ha
TOBaphl (yciayru), B nopsjke, yctaHosieHHoM IIpaBurensctBom Poccuiickoit @enepanuu. (B pen.
®enepanbHbix 3aKk0HOB 0T 13.07.2015 N 241-D3, o1 27.12.2019 N 475-03)

2. OpraHu3anuy ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH CPEJICTBAMH, AalTE€YHbIE OpPraHU3aLUH,
WH/IMBUyaIbHbIC TPEANPUHUMATENN, UMEIOIINE JTUICH3HIO Ha (papMaleBTUUECKYIO JESTEIbHOCTD,
MEIULMHCKUE OpPraHM3alUHU, UMEIOIINE JUICH3HI0 Ha (apMaleBTUYECKYIO AEATENbHOCTh, U HUX
o0ocobseHHble Tonpa3neneHust (amOynaropuu, Qenpamepckue u - (eapaAIepcKo-aKymepeKue
MyHKTBI, LEHTPHI (OTAeneHus) oOlmiel BpaueOHON (CeMEeWHON) MpPaKTHKH), PaCIHOJOKEHHBIC B
CEeNbCKUX HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHBIC OPraHU3aLNHU, OCYIIECTBIISIOT
peanu3aiyio JEKapCTBEHHBIX IMPENapaToB, BKIIOYEHHBIX B MEPEUYEHb )KU3HEHHO HEOOXOAUMBIX H
BaXHEUIIMX JIEKAPCTBEHHBIX ITpENapaToB, MO IEHaM, KOTOpble ()OPMHUPYIOTCS B COOTBETCTBUH C
nopsiikoM, ycraHoBieHHbIM [IpaButensctBom Poccuiickoit @enepannu, U ypoBeHb KOTOPHIX (0€3
yueTa Hajora Ha J00aBJICHHYI0 CTOMMOCTb) HE JIOJDKEH IIPEBBIIIATh CyMMY (DaKTHUECKOM
OTIIyCKHOM  II€HbI, YCTAaHOBJIEHHOW IPOU3BOJAUTENEM JIEKAPCTBEHHOIO  Ipenapara, He
IIPEBBIIAIONICH 3aPETUCTPUPOBAHHON WU IEPEPErUCTPUPOBAHHOMN NPEAEIbHON OTIIYCKHOM LICHBI
npou3BoauTENs (Ha JaTy pealu3alyy JIGKAPCTBEHHOTO Iperapara MpOM3BOIUTENEM), U pa3Mepa
ONTOBOM Han0aBKU M (WIM) pa3Mepa pO3HHUYHOW HAA0aBKH, HE NMPEBBIIIAIONIUX COOTBETCTBEHHO
pa3Mepa mpeAeNbHON ONTOBOW Han0aBKu W (WIM) pa3Mepa NpeaeTbHONW PO3HUYHOW HaI0aBKH,
yCTaHOBJICHHBIX B cyObekTe Poccuiickoii @enepaunu. (B pea. PexepanpHoro 3akona ot 27.12.2019
N 475-93)

3. Opranbsl HUCIOJHUTENBHOW BIACTH CyObekToB Poccuiickoii ®enepanuu pa3MmemaloT B CETH
"UuTepHer"  uHPOpPMALMIO O  3apETUCTPUPOBAHHBIX  TMPEAETbHBIX  OTHYCKHBIX  LEHax
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MIPOU3BOAUTENIC HA JICKAPCTBEHHBIC IIpENapaThl, BKIIOYECHHbIE B IIEPCUYCHb IKU3HEHHO
HEOOXOJMMBIX M BAXXHEHIIUX JIEKApPCTBEHHBIX IPENnapaTroB, 00 YyCTAaHOBIEHHBIX B CyOBEKTe
Poccuiickoii @enepannu npeaenbHbIX pa3Mepax ONTOBBIX Ha10aBOK M (WIIN) MPEAETIbHBIX pa3Mepax
PO3HMYHBIX HAJA0aBOK K YCTAaHOBJIICEHHBIM MPOHM3BOJUTEISIMH JICKAPCTBEHHBIX IPENapaToB
(aKTHUECKUM OTIYCKHBIM II€HaM Ha JIEKapCTBEHHBIC IIpernaparhl, BKIIOYCHHbIE B MEPEUYCHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JICKApCTBEHHBIX IIPENapaTroB, a TaKXkKe O CyMMe
3apETUCTPUPOBAHHBIX IPEIECIbHBIX OTIIYCKHBIX L€H IPOM3BOJUTEICH HAa JIEKAPCTBEHHBIC
Ipernaparhl, BKIIOUYEHHBIE B NEPEYEHb JKU3HEHHO HEOOXOIMMBIX M BAXHEWUIIMX JIEKApCTBEHHBIX
MpernapaToB, YCTAaHOBIECHHBIX B cyObekTe Poccuiickoit @enepannu npeaeabHbIX pa3MEpOB ONTOBBIX
Ha/10aBOK M MpeNeIbHBIX Pa3MEpOB PO3HUYHBIX HAJ0ABOK M HaJlora Ha J00aBJICHHYIO CTOMMOCTD.
Wudopmanus, npeaycMOTpEeHHasi HACTOALICH YacThio, JOJDKHA HAXOAMTHCS TAaKKE B aANTEYHBIX
OpraHu3aIMsIX B JOCTYITHOW Ul BCEX 3aMHTEPECOBAHHBIX JIMIl (hOpME M OOHOBIATHCS MO MEpe ee
pa3MelleHsl OpraHaMy HCIIOJIHUTENFHOW BiacTu cyObekToB Poccuiickoit denepanuu B ceTH
"NnTepuer". (B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 475-P3)

4. Ilynkt yrpatua cuiy. (B pex. @enepanpHoro 3akoHa oT 27.12.2019 N 475-P3)

I'iasa 13. MOHUTOPHUHI Y®DPEKTUBHOCTHU U
BE3OINACHOCTHU JJEKAPCTBEHHbBIX IIPEITAPATOB,
HAXOJSIIUXCS B OBPAIIIEHUU B POCCUHICKOM
OEJAEPAIINUMU (B pen. PenepanbHoro 3axkona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

Crarbs 64. ®apmaxkoHaa3op (B pea. @exepajbHOro 3aK0HA 0T
22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. JlekapcTBEeHHBIE MpenapaThl, HaXoAsImuecs B oopameHuu B Poccuiickoit denepanuu, mojiexar
MOHHUTOPHHTY (P(EKTUBHOCTH W 0€30MacHOCTH B IENSIX BBISABICHUS BO3MOXHBIX HETAaTHBHBIX
MOCIAEACTBUM KX  NPUMEHEHHS, HWHIUBUAYAJIbHOM  HENEPEHOCUMOCTH, MPEAYINPEKICHUS
MEIUIIMHCKUX PaOOTHHUKOB, CIEIMAIMCTOB B OOJACTH BETEPUHAPHUH, MAIMEHTOB WJIM BIIAJICNIBIICB
KUBOTHBIX W UX 3alIUThl OT NPUMEHEHUsI TaKUX JIEKAapCTBEHHBIX MpenapaTtoB. (B pel.
®enepanbHoro 3akoHa oT 02.08.2019 N 297-P3)

2. ®apMaKoOHaI30p OCYIIECTBIISETCS COOTBETCTBYIONIMM YIIOJTHOMOYEHHBIM (heZiepalbHbIM OPraHOM
UCTIOJIHUTENIbHOW BJIACTH B YCTAHOBJICHHOM MM IOPSAKE C Y4E€TOM TpeOOBaHUIH HACTOSIIETO
denepanbHOTO 3aKOHAa M aKTOB, COCTaBJIOMIMX MpaBo Coro3a, MyTeM aHajdu3a MpPeoCTaBIIIEeMON
cyObeKTaMu OOpalleHusl JIEKAPCTBEHHBIX CPEACTB HMH(POpPMAaUU O TOOOYHBIX JCHCTBUSX,
HEXKEATeNbHbIX  PEaKLHUAX, CEPbE3HbIX  HEXKENATeNbHBIX  PEaKUUAX,  HENpeABHJICHHBIX
HEXKEJIATeNbHbIX pEaKIUsIX NMPH MPUMEHEHHH JIEKapCTBEHHBIX MpENapaToB, 00 WHAWBUIYATbHOM
HETMIEPEHOCUMOCTH, OTCYTCTBUU A(PPEKTUBHOCTH JICKAPCTBEHHBIX IPENapaToB, a TAaKKe 00 MHBIX
¢dakTax M OOCTOATENBCTBAX, IMPEICTABISAIOUINX YIPO3Yy JKM3HU MM 30POBBIO YeJOBEKa JHOO
’KMBOTHOTO TP TNPUMEHEHUH JICKApCTBEHHBIX NPENapaToB M BBIABICHHBIX Ha BCEX JTamax
oOpaleHusl JeKapCTBeHHbIX IpernapaTtoB B Poccuiickoit denepanuu u Ipyrux rocyaapcrBax. (B
pen. ®enepanbHoro 3akona oT 30.01.2024 N 1-03)

3. CyObexThl oOpalieHus JeKapCTBEHHBIX CPEJCTB B MOPSAJIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTEIBHOM BIACTH, O0s3aHBI COOOIIATh B  YIMOJIHOMOYEHHBIN
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(benepanbHbIil OpraH UCIOTHUTEIBHOMN BIACTH O MOOOYHBIX NEHCTBUAX, HEXKENATSIbHBIX PEAKLHUIX,
CephE3HBIX HEXENATeNbHBIX PpEaKIUsIX, HENPEIBUIACHHBIX HEXEIATeNbHBIX peakusaX Mpu
NPUMEHEHUH JIGKAPCTBEHHBIX IPErnapaTroB, 00 MHIMBUAYAIBHOM HEMEPEHOCUMOCTH, OTCYTCTBUH
3G EKTUBHOCTH JIEKApCTBEHHBIX IpEMapaToB, a Takke 00 HHBIX (pakTax M 0OCTOSTEIHCTBAX,
NPEJCTABISAIONIMX YIPO3Yy KU3HM WM 370POBBIO YeJIOBEKa JMOO XKMBOTHOTO NPH NPUMEHEHUH
JICKapCTBEHHBIX IMPENapaToB M BBIABICHHBIX Ha BCEX OJTamnax oOpalleHUs JIeKapCTBEHHBIX
npenaparos B Poccuiickoit @enepanuy U Ipyrux rocy1apcrpax.

4. JlepxaTenu WU BIIAJENbLbl PETUCTPALIMOHHBIX YOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKHE JMIAa, Ha HMs KOTOPBIX BBIJAHBl pPa3pelICHUs] Ha NPOBEIACHHE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit dexepanuu, 1m60 yIIOJTHOMOUEHHBIE UIMU JAPYTUE IOPUAMUYECKUE JTUIA
B pamKax oOecriedeHusi 0€30MacHOCTH JICKaPCTBEHHBIX IPENapaToB B IMOPSAKE, YCTAaHOBICHHOM
COOTBETCTBYIOIUM YIOJHOMOYEHHBIM (e/lepajIbHbIM OPraHOM HCIOJIHUTEIBHOW BIACTH, 00S3aHBI
OCYIIECTBIISATh TPHEM, Yy4eT, oO0paldOTKy, aHaJIW3 W XpaHEHUE IOCTYMANMX B HMX aJpec OT
CyOBEKTOB 00OpaIeHNUs JIEKAPCTBEHHBIX CPEJCTB U OPTraHOB F'OCYJApPCTBEHHOM BJIACTH COOOIIEHUH O
NOOOYHBIX JIEHCTBHSIX, HEXKEIATEIbHBIX PEAKIUAX, CEPhE3HBIX HEXKENATEIbHBIX U HEMPEABHICHHBIX
HEXKEJIATeNbHBIX PEAKIUAX MPU MPUMEHEHHMH JICKApCTBEHHBIX IMPENaparoB, 00 OCOOCHHOCTIX HX
B3alMOJECICTBUS C APYTUMU JIEKAPCTBEHHBIMU IpeNapaTaMy, UHIANBUYaIbHOM HENEPEHOCUMOCTH,
a Takke 00 MHBIX (pakTax M 0OCTOATENbCTBAX, MPEACTABISIONIMX YIPO3y *KU3HU HIU 37I0POBBIO
YyeoBeKa JHOO JKMBOTHOTO WM BIMSIOIIMX HAa M3MEHEHUE OTHOIICHUS OXXHIAeMOW MOJb3bl K
BO3MO>XHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHBIX IPENapaToB.

5. Ilpu BbIABICHMHM UH(POPMALUU O CEPHE3HBIX HEXKENATEIbHBIX PEAKIMAX M HENpeABHIICHHBIX
HEXKEJIATeNbHbIX PEAKIUAX MPU MPUMEHEHMH JICKApCTBEHHBIX IMPENaparoB, 00 OCOOCHHOCTIX HX
B3alMOJEICTBUS C APYTUMU JIEKAPCTBEHHBIMU IpeNapaTaMy, UHIANBUYaJIbHON HENEPEHOCUMOCTH,
a Takke 00 MHBIX (pakTaX U OOCTOSATENLCTBAX, BIMAIONIMX HAa M3MEHEHUE OTHOIICHUS OXKUIaeMOU
MOJIb3bl K BO3MOXKHOMY PHCKY IPUMEHEHMsI JIEKapCTBEHHBIX IIPENapaToB, JEP)KaTENd WU
BJIAJICIIBIBl PETUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB, IOPUANYECKUE JINLIA,
Ha MM KOTOPBIX BBIIAHBI PA3PEIICHUs HA IIPOBEICHHUE KIMHUYECKUX UCCIIeN0BaHuN B Poccuiickon
®enepanyn, TU00 YIMOJTHOMOUYEHHBIE UMM JIPYTHe IOpUAMYECKHE JUIAa O0s3aHbl NPUHATH MEpHI,
HaIpaBJICHHbIE HA YCTPAHEHHWE HETATUBHBIX NOCIEACTBUM IPUMEHEHHS TaKHUX JIEKAPCTBEHHBIX
NpenaparoB, MPEAYNPEeKIACHUE NPUYMHEHHUS Bpeda >KU3HU WM 3J0POBBIO 4YeJoBeKa JH0o
KUBOTHOT'O, 3alIUTY UX OT IIPUMEHEHUS TaKUX JIEKAPCTBEHHBIX MPENapaToB, HAa JONOJHUTEIBHBIN
cOop maHHBIX 00 3((HEeKTUBHOCTH U OE30MACHOCTH TAKUX JEKAPCTBEHHBIX MpEnapaToB.

6. 3a HecooOIIeHNE WM COKPBITHE MHPOPMALINH, TPEYCMOTPEHHOM YacThiO 3 HACTOSIIEH CTaThH,
JepXKaTelll WM BJIAAEbLbl PErMCTPALlMOHHBIX YAOCTOBEPEHUH JIEKApCTBEHHBIX IPENaparos,
IOpUAMYECKHE JMIAa, Ha KM KOTOPBIX BBIJAHBI pPa3pelIEHUs] Ha NPOBEIACHHE KIMHUYECKUX
uccnenoBannii B Poccuiickoit ®eneparuu, 1100 YHOTHOMOYEHHbIE MMHU JApPYTHE HOPUAMYECKHUE
JHIA, a TaKKe JOJDKHOCTHBIE JUIA, KOTOPBIM 3Ta HMH(pOpMAIMs CTajda HM3BECTHA MO POJY HX
npoeCCUOHATLHON 1eATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu.

7. Ilpu NOTYYEHUU YIIOTHOMOUYEHHBIM (ellepajIbHbBIM OpPraHOM HCIIOJIHUTENFHON BJIACTH B paMKax
OCYWIECTBICHUSI MM (hapMaKoOHa/I30pa JOKa3aTelbCTB O HECOOTBETCTBUHU JIEKAPCTBEHHOTO
npernapara yCTaHOBJICHHBIM TPeOOBaHMUSAM WIM TPH IMOJYYEHUH HH(POPMAIMH O HECOOTBETCTBUH
naHHbIX 00 »3¢ddexkTuBHOCTH W 0 ©0€30HMaCHOCTH JIEKAPCTBEHHOTO IIperapara JaHHBIM O
JICKapCTBEHHOM IIperapare, COACpKAIUMCS B MHCTPYKIMH IO €ro MPUMEHEHHUIO (B TOM 4YHCIe
BBISIBIIGHHBIX B XOJI€ OCYUIECTBJICHHS (papMaKOHAI30pa KOHTPOJIbHO-HAJ30PHBIMH OpTraHaMH
MHOCTPAaHHBIX TOCYJApCTB), YHOJIHOMOYEHHBIH (hefepaibHblii OpraH HMCIOJHUTEIHLHONW BIIACTH B
YCTQHOBJICHHOM MM MOpPSAKE pPacCMaTPUBAET BOIPOC O MPUOCTAHOBICHHM MPUMEHEHHS TaKOTO



JICKApCTBCHHOT'O IIperiapara.

Cratbs 65. IlpuocTtaHoB/IeHHE IPUMEHEHUS JIEKAPCTBEHHOI'0
npenapara (B pea. @eaepajabHoro 3akona ot 22.12.2014 N 429-d3
(pea. ot 13.07.2019))

1. Ilpu monydyennu wHGOpPMAIMK O HEKENATETBHBIX PEAKIUAX MPU MPUMEHEHHH JIEKAPCTBEHHOTO
mpermapaTa, He YKa3aHHbIX B HHCTPYKIIMH MO IPUMEHEHUIO JICKAPCTBEHHOTO TpermapaTa, Cepbe3HbIX
HEXKENATEIBHBIX PEaKIusiX, 00 OCOOEHHOCTSAX €ro B3aUMOJCHUCTBUS C JAPYTUMHU JICKAPCTBEHHBIMH
mpermapaTamMy, KOTOpPbIe MOTYT TPEACTABIATH YIpO3y JKU3HU WM 3I0POBBIO YEJOBEKa JHOO
KUBOTHOTO, a TakXe€ O HECOOTBETCTBUU MAaHHBIX 00 »d(hdekTuBHOCTH U O OE30MaCHOCTH
JIEKapCTBEHHOTO TIperapaTa JaHHBIM O JICKQPCTBEHHOM TIpernapare, COISpKalluMCs B UHCTPYKIIUU
0 €r0 MPUMEHEHUIO, B TOM YUCJIE OT YIIOJTHOMOUYEHHBIX OPTraHOB MHOCTPAHHBIX TOCYIapCTB, OOMEH
KOTOPOW OCYIIECTBISIETCS. B COOTBETCTBHM C COMVIAICHHUSIMH MEXIY YIIOJTHOMOYEHHBIM
denepatbHBIM OPraHOM HUCTIOJHUTEIHHOW BIACTH M YIOJTHOMOYEHHBIMH OpPraHaMU HMHOCTPAHHBIX
rOCy/apCTB, YIMOJTHOMOYCHHBIH (eAepanbHblii OpraH HCIOJHUTEIBHON BIACTH pPaccMaTpPUBACT
BOIIPOC O BO3MOXKHOCTH MPHOCTAHOBIIEHUS OOpallleHusi TaKOTO JIEKApCTBEHHOTO TIperapara B
MOPSIIKE, YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (hefiepaibHbIM OPTraHOM UCTIOTHUTEILHOU BIACTH.

2. Ilpy HEUCHOIHEHMM WIM HEHAUIEKALIEM HCIOJHEHUU JEpKaTesMU WIHM BiaJeibliaMU
PETUCTPALIMOHHBIX yIOCTOBEPEHUH JIEKAPCTBEHHBIX IIPENApPaTOB, IOPUINUYECKUMHU JIMLAMHU, Ha UMS
KOTOPBIX BBIIAHBI pa3pelICHUss Ha MPOBEJICHUE KIMHWYECKUX MHCCIEeN0BaHUd B Poccuiickon
@denepanyy, WIK YHOJHOMOYEHHBIMM UMM APYTUMH OPHUIMYECKUMHU JUIAMH OOS3aHHOCTEH,
YCTAQHOBJICHHBIX YacTsMH 3 U 4 ctatbu 64 Hacrosmero denepadbHOro 3aKoHa, JUOO B Cllydasx
NPEJCTABICHUS COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (eiepaJIbHbIM OpraHOM HCHOJIHHUTEIbHOM
BJACTH  3aKIIOYEHHS O  HEJOCTOBEPHOCTH  pE3yJlbTaTOB  KIMHUYECKOIO  HCCIIEJOBAHMS
JIEKapCTBEHHOI'O Mpernapara s MEIUIUHCKOrO MPUMEHEHHs, KOTOPOE OCHOBAHO HA pe3yjbTaTax
IIPOBEPKH MEIULMHCKON OpraHU3alyy, IPOBOAMBILEH YKa3aHHOE KIMHUYECKOE HCCIEIOBAHUE C
HapyLIeHHMEM IMpaBWJ HaJJeXalled KIMHUYECKONM MpPAaKTUKH, W TPUBEIO K IOJYYEHHUIO
HE/IOCTOBEPHBIX pE3yJabTaToB, JMOO B ciy4yac HEBBIOJHEHUS TPEANUCAHMS, BBIJAHHOTO
YIIOJIHOMOYEHHBIM (heZiepaibHbIM OpraHOM HCIIOJIHUTENFHOW BJIACTHU MO MTOTaM OCYIIECTBIICHHS
BBIOOPOYHOI'O KOHTPOJISI KauecTBa JIEKAPCTBEHHOTO Ipernapara, YIOJIHOMOYECHHBINH (enepaibHbIi
OpraH HCIOJHUTEIBHON BJIACTH B YCTAaHOBJIEHHOM UM IOPSJAKE paccMaTpuBaeT BOIPOC O
IIPUOCTAaHOBJIEHUH NIPUMEHEHUS TAKOTO JIEKAPCTBEHHOI'O IIpernapara.

Yacmo 3 cmamovu 65 oeiicmgyem 00 01.01.2026 (nodnynkm "2" nynkm 24 cmamou 1
®Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

3. YnonHOMOYEHHBIH (enepanbHbIii OpraH HMCIOJHUTEIHHON BIACTU IMPH TNPEACTABICHUU €My
CBEICHUII O HECOOTBETCTBUHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAHUSAM TPaBUII
Ha/JIeKalleld MPOU3BOJACTBEHHON MPAaKTUKU U (WJIKM) O HAPYLICHWU JIMLEH3UOHHBIX TpeOOBaHUM,
KOTOpbIE OBLTH BBISBICHBI B XO/€ MPOBEACHUS MHCIIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEACTB WJIM OCYIIECTBJICHHUS JIMLEH3UOHHOTO KOHTPOJS B cdepe MPOU3BOJACTBA JICKAPCTBEHHBIX
CPEACTB M IMPUBEIM WIM MOIYT IPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IIPENAPATOB IS
MEIULUHCKOTO TPUMEHEHUs, NPUYMHUBIIAX MIX CHOCOOHBIX NPUYMHUTH BpPEH KU3HHU WIIH
3I0POBBIO0 T'PaXkJaH, PacCMATPUBAECT BOIPOC O INPUOCTAHOBIICHUM IPUMEHEHUS JIEKAPCTBEHHBIX
[IpenaparoB Uil MEIULUHCKOIO IPUMEHEHUs B YCTAHOBIECHHOM MM IIOPSJKE B CIEAYIOLIHUX
ciyydasx: (B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-P3)
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1) coctaB u (WaM) TEXHOJOTHS MPOU3BOJACTBA JIEKAPCTBEHHOIO Mpernapara s MEIULHUHCKOTO
npUMeHeHus (C  ONUCaHMeM CTaguil TNPOW3BOACTBA) OTIMYAIOTCA OT  3asBJICHHBIX B
pETUCTpallMOHHOM J10che; (B pen. DenepanbHoro 3akoHa oT 04.06.2018 N 140-P3)

2) neKapCTBEHHBIN IMpenapar i MEAULIMHCKOTO MIPUMEHEHHS MPOU3BEJCH Ha MPOM3BOJICTBEHHOM
IUIOUIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J10Che; (B pea. denepanbHoro 3akoHa oT 04.06.2018
N 140-D3)

3) y Ipou3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPKIAIOLINE
COOTBCTCTBUC KAYCCTBA JICKAPCTBCHHOI'O IIpLCriapaTta Ajid MCAUIIMHCKOI'0 IMPUMCHCHU, BBOAUMOI'O B
rpakxIaHCKH 000poT, TpeOOBAHMIM, YCTAHOBJICHHBIM IIPHU €r0 rOCYAapCTBEHHON perucrpauuu; (B
pen. ®enepanbHoro 3akona oT 04.06.2018 N 140-P3)

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CpPEICTB B  COIVIACOBAHHBIM C  COOTBETCTBYIOLIMM
YIIOJIHOMOYEHHBIM  (eiepaibHbIM OpPraHOM HWCIOJHUTENBHOM BIACTH CPOK HE YCTPaHEHBI
HapylleHUs: TpeOOBaHMM TMpaBWJI HAJUIeKAIEH MPOM3BOJACTBEHHOM MpAKTUKH U (WIN)
JMIIEH3UOHHBIX TPeOOBaHMUM, KOTOpbIE OBLIM BBISBICHBI B XOJE IMPOBEACHUS HHCIIEKTUPOBAHHS
MIPOU3BOIUTENS JICKAPCTBEHHBIX CPEJACTB MM OCYILECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJIS B cepe
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M IPHUBEIM MIM MOTYT HIPHUBECTH K IPOU3BOJCTBY
JICKapCTBEHHBIX TPEMNapaToB Uil MEIUIMHCKOTO MPUMEHEHMS, NMPUYMHHUBIIUX HIH CHOCOOHBIX
IIPUYUHUTG BPEX U3HU WIM 310pOBbIO0 rpaxkaaH. (B pea. PenepanbHoro 3akoHa oT 04.06.2018 N
140-P3)

4. YIIOJTHOMOYEHHBIH (pesiepanbHblii OpraH UCIOTHUTENBHOM BIACTH MPU HAJIMYMU y HErO CBEICHUH
O HECOOTBETCTBMU TNPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IPABHI HAAJIEKAIIeH
MIPOU3BOJICTBEHHO!N MPAKTUKU U (MJIM) O HApyIICHUM JIMIIEH3MOHHBIX TPeOOBAHUM, KOTOpPHIE OBLIH
BBISIBJICHBl B XOJI€ IIPOBEJICHUs WHCIEKTUPOBAHMS IMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB WIIU
OCYILECTBIICHUS JIMLEH3MOHHOTO KOHTPOJIA B cdepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB U
IIPUBEIU WIA MOTYT IPHUBECTH K IPOU3BOJACTBY JICKAPCTBEHHBIX IIPENApaTOB JUIsl BETCPUHAPHOIO
NPUMEHEHMS, TPUYMHUBIINX WIM CIIOCOOHBIX MPUYMHUTH BPEIl KU3HH WU 370POBBIO KUBOTHBIX,
paccMarpuBaeT BONPOC O IPUOCTAHOBICHHUM pealu3allid U IPUMEHEHHUs JIEKapCTBEHHBIX
[IpenapaTroB il BETEPUHAPHOIO INPHUMEHEHHS B YCTAHOBIECHHOM UM IOPSAAKE B CIEAYIOLIHUX
ciyydasx: (B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-P3)

1) cocraB u (MiIM) TEXHOJOIHS NPOM3BOACTBA JIEKAPCTBEHHOI'O IIpernapara Ajs BETEPUHAPHOTO
npUMeHeHus (C  ONHCaHWeM CTaguil TMPOU3BOACTBA) OTIMYAIOTCA OT  3asBICHHBIX B
pETUCTpallMOHHOM J10che; (B pen. DenepanbHoro 3akoHa oT 04.06.2018 N 140-P3)

2) neKkapCTBEHHBIN MpenapaT [Uis BeTepUHAPHOTO MPUMEHEHHUS IPOU3BEIEH Ha MPOU3BOJICTBEHHOM
IUIOUIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J10Che; (B pea. denepanbHoro 3akoHa oT 04.06.2018
N 140-93)

3) y Ipou3BOIMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEPKIAIOLINE
COOTBCTCTBUC KAaUCCTBA JICKAPCTBCHHOTO IIpCIriapaTa JJI1 BETCPUHAPHOI0 NPUMCHCHN A, BBOOAUMOTI'O B
rpaXxIaHCKH 000poT, TpeOOBAHMIM, YCTAHOBJICHHBIM MIPHU €r0 rOCYAapCTBEHHOW perucrpauuu; (B
pen. ®enepanbHoro 3akona oT 04.06.2018 N 140-D3)

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CPEICTB B  COIVIACOBAHHBIM C  COOTBETCTBYIOLIMM
YIIOJIHOMOYEHHBIM  (eiepaibHbIM OpPraHOM HCIOJIHUTENBHOM BIACTH CPOK HE YCTPaHEHBI
HapylleHUs: TpeOOBaHMM TMpaBWJI HaJUIeKAIEH MPOM3BOJACTBEHHOM TMPAKTUKH U (WIN)
JMIIEH3UOHHBIX TpPeOOBaHUM, KOTOpbIE OBLIM BBISBICHBI B XOJE IMPOBEACHUS HHCIIEKTUPOBAHHS
MIPOU3BOIUTENS JICKAPCTBEHHBIX CPEJACTB MM OCYILECTBIICHUS JIMIEH3MOHHOTO KOHTPOJIS B chepe
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MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB W MPHUBEIM HIM MOTYT MPHUBECTH K MPOU3BOJCTBY
JICKapCTBEHHBIX MPENapaToB s BETEPUHAPHOTO MPUMEHEHMS, NPUYMHUBLIMX WJIH CHOCOOHBIX
IIPUYUHUTG BPEJ KU3HU WIN 310pPOBbIO )KMBOTHBIX. (B pen. denepanbHoro 3akoHa oT 04.06.2018 N
140-D3)

B IIEKMPOHHOM 001<ymeume Hymepauusn yacmeil coomeemcmeyem 6HECeHHbIM USMEHEHUAM.

7. B mopsinke, MpeayCMOTPEHHOM YacThlO 4 HACTOSIIEH CTaThH, YIIOJHOMOYEHHBINA (perepabHbIi
OpraH HCIIOJIHUTENBHOM BJIACTH paccMaTpUBacT BONPOC O NPHUOCTAHOBIEHUH peaIU3alUU U
IIPUMEHEHHU JIEKaPCTBEHHOI'O Ipernapara Jyisi BETEpUHAPHOTO MPUMEHEHUS B Cllydae BbISBICHUS B
rpaXJaHCKOM 00O0pOTEe CepUu JIEKapCTBEHHOI'O TpemnapaTa il BETEPHUHAPHOTO TNPHUMEHEHUS,
JOKYMEHTBI M CBEJIEHUSI O KOTOPOH, MpeayCMOTpeHHbIE yacTsMu | - 3 1 6 cTaTbu 52.2 HACTOSIIETO
denepanbHOTO  3aKOHA, HE  MPEACTaBICHBl B YKa3aHHbIM  opraH, Jubo  cepuu
MMMYHOOHOJIOTHUECKOTO JIGKAPCTBEHHOTO0 Tpenapara Ui BETEPHUHAPHOTO IPHUMEHEHHs, He
MMEIOIIEeH paspelieHus, IpeayCMOTPEHHOr0 4acThio 8 crtaThbu 52.2 Hacrosuiero denepanbHOro
3akoHa. B yKa3aHHOM cilydae YHOJIHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTEIBHONW BIIACTH
IIPUHMMAET pEUIEHHE O IIPUOCTAHOBJIEHUU pealn3allid W TPUMEHEHUs TaKUX CEepuil [0
NIPEJCTAaBICHNUS YKAa3aHHBIX JTOKYMEHTOB U CBEJCHUI JHOO /10 MOIYy4YEHHUS YKa3aHHOTO pa3pereHHs..
(B pen. @enepanbHoro 3akoHa ot 02.07.2021 N 317-93)

Crarbs 66. Uudopmanus o pesyabrarax papMaxkoHaa3opa (B pe.
DenepanabHOro 3akona ot 27.12.2019 N 475-D3)

YTHOTHOMOYEHHBIH  (eepaidbHbIi  OpraH  HMCIOJHUTEIBHOH  BJIACTH,  OCYIIECTBIISIOLIHUI
(dapMakoHaa30p, MO €ro pe3yJibTaTaM pa3MellaeT Ha CBoeM OQUIMAIbHOM caiiTe B ceTH
"NuTepHer" nHpopmaruio o:

1) BBISIBICHHMH HOBBIX TOATBEP)KICHHBIX MJAaHHBIX O MOOOYHBIX JEHCTBUAX, HEXKeIaTeIbHBIX
peaKIMX, CEpbEe3HBIX HEXKETATEIbHBIX PEAKIIUAX, HENPEABUICHHBIX HEXEIaTeIbHbIX PEAKLUAX MIPH
IIPUMEHEHNUHN JIEKAPCTBEHHOI'O IpernapaTa, B TOM YMCJE BIHMSIOIMX HA OTHOLIEHUE O0XKMIAEMOU
I10JIb3bI K BO3MOKHOMY PUCKY NPUMEHEHUS ITaHHOTO JIEKAPCTBEHHOTO MIpenapaTa;

2) OpUHATHIX PELIEHUSX O BHECEHUH U3MEHEHUI B MHCTPYKLMIO 110 NPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara, O TPUOCTAHOBICHMM TPUMEHEHUS JICKapCTBEHHOIO IIpernapara, 00 H3bITHU U3
oOpalleHusl JIEKApCTBEHHOT'O Ipernapara WM O BO30OHOBJIEHHUHM TNPUMEHEHUS JIEKapCTBEHHOTO
mpenapara.

I'nasa 14. UHO®OOPMAIIUSA O JEKAPCTBEHHbBIX
INPEITAPATAX. CUCTEMA MOHUTOPHUHI'A IBUXEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB JJ15d ME/IUIIUHCKOI'O
HNPUMEHEHMUA (B pea. ®exepaibHoro 3akona ot 28.12.2017 N 425-
@3)

Crarbs 67. Uudopmanus o JiekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHHIA IBUKEHUS JIEKAPCTBEHHbIX NMPeNnaparoB s
MeJULIMHCKOro npuMeHenus (B pea. @eaepajbHOro 3aK0Ha 0T
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28.12.2017 N 425-93)

1. Undopmanus o IEeKapCTBEHHBIX TMpenaparax, OTIHYCKAEMbBIX IO PEIEnTy Ha JIeKapCTBEHHBIH
mpermapar, T0JDKHA COJIEPIKATHCS TOJBKO B CIICUATN3UPOBAHHBIX U3/IaHUSX, MPEAHA3HAYCHHBIX IS
MEIUIMHCKUX, (apMaIleBTUUYECKHX pPAOOTHUKOB, CIICIMATUCTOB B O0JIaCTH BETEPUHAPHUHU.
Wudopmanus o0 JI€KapCTBEHHBIX MpemnapaTax /i CICHUAINCTOB B 00JacTH  oOparieHHs
JIEKapCTBEHHBIX CPEJICTB MOKET COEPIKATHCS B MOHOTpa(UsX, CIIPaBOYHUKAX, HAYYHBIX CTATHAX, B
JOKJIaJaX Ha KOHTpeccaxX, KOH(EPEHIUAX, CUMIIO3MyMax, HAyYHBIX COBETaX, a TaKXKe B
WHCTPYKIHUAX 10 TMPUMEHEHHUIO JICKApPCTBEHHBIX MpemapaToB. (B pen. demepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

2. Vndopmarus 0 JEKapCTBEHHBIX Iperaparax, OTIYCKaeMbIX 0e3 pelenrta Ha JeKapCTBEHHBIH
npernapar, MOXeT COAEPKaThCs B MyOJIMKAaUsAX U OOBSABICHUSAX CPEACTB MaccOBOI MH(OpMauy,
CIELMANIM3UPOBAHHBIX M OOIIMX TMEYAaTHBIX W3JaHMAX, MHCTPYKUUSAX 10 HPUMEHEHHUIO
JICKapCTBEHHBIX MPENapaToB, MHBIX H3AAHUAX CYOBEKTOB OOpallleHHs JIEKapCTBEHHBIX CPENICTB.
Pexnamuble MaTepuanbl O JIEKAPCTBEHHOM IIpemapare, OTIyckaemMoM 0Oe3 perenra Ha
JIEKAPCTBEHHBIM  IIpenapar, JOJDKHBI — COOTBETCTBOBATH ~ MHCTPYKLIMM 110  IPUMEHEHUIO
JIEKApCTBEHHOTIO IIpernapara.

3. JlomyckaeTrcs HUCHONB30BaHUE IIOOBIX MAaTEPHAIBHBIX HOCUTENEH, MO3BOJSIONINX XPaHUTh,
nepeiaBaTh U UCIOIh30BaTh HHPOPMAIIHIO O JICKApCTBEHHBIX MpemapaTax 0e3 ee HCKaKEHUSI.

4. Jlns ueneil WACHTU(HUKAIMM YNAKOBOK JIGKAPCTBEHHBIX MPENApaToB Il MEIUIIMHCKOTO
IIPUMEHEHHUSA  IPOU3BOAUTENIM  JIEKAPCTBEHHBIX  CPEJICTB B  IOPAAKE, YCTAHOBJIEHHOM
IIpaButensctBoM Poccuiickoit ®denepanuy, HaHOCAT Ha NEPBUYHYIO YIAKOBKY (B OTHOLIEHUM
JIEKapCTBEHHBIX IPENapaTroB JUIsl MEAMIMHCKOIO NMPUMEHEHUS, AJ KOTOPHIX HE MPEdyCMOTpEHa
BTOPUYHAS YMAaKOBKA) M BTOPUYHYIO (MOTPEOUTEIHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX MpPENapaToB
IUIE MEAMLMHCKOTO TPUMEHEHUS CPEICTBa MIACHTU(UKALMHM, 32 HCKIIOUCHHEM JIEKapCTBEHHBIX
[IpEenapaToB s MEAMIMHCKOIO INPUMEHEHMSI, NPOU3BOAMMBIX [UIsl MPOBEACHUS KIMHUUYECKUX
UCCIIEIOBAaHUM, S3KCIOpTa, JIEKAPCTBEHHBIX NPENapaToB s MEIUIMHCKOTO IPHUMEHEHUS,
yKa3aHHBIX B 4acTsaX 5 u 8 crarbu 13 HacTosmero denepanbHOro 3aK0Ha, paguohapMaleBTHUECKUX
JIEKapCTBEHHBIX IPENapaToB, BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IIPENapaToB, KOTOPbIE
IIPOU3BENEHBI MAJIBIMM CEPUSMH, COCTOAT U3 OAHOM WIIM HECKOJIBKUX 103 BBICOKOTEXHOJIOTMYHOTO
JIEKapCTBEHHOI'O Ipenapara, IpeJIHa3HaueHbl ISl KOHKPETHOIO MallueHTa, UMEIOT KOPOTKUHA CPOK
TOJHOCTU (0 AEBSHOCTA KaJlE€HAAPHBIX OHEW) M (WIM) TEeMIEpaTypHbIM pEeXUM XpaHEHHs U
TpaHcnoptupoBanust MuHyc 60 rpagycoB lLlenabcus mnM HMKE, NMUABOK MEIULMHCKUX W Ta3oB
MEOUIMHCKUX. I JIeKapCTBEHHBIX IIPEMapaTOB C MEXAYHAapOAHBIM HENATEHTOBAaHHBIM
HauMEHOBaHMEeM  "OTaHon"  CpPEeICTBO  WACHTU(HUKAIMM  HAHOCUTCS  HAa  BTOPHUYHYIO
(MOTpeOUTENbCKYIO) YMAKOBKY B Cllyyae, €CJIM Takas YIaKoBKa SBIISETCS HWHIUBUAYaIbHOU
BTOPUYHON (TIOTPEOUTENBCKOM) YIAKOBKOW JTOTO JICKAPCTBEHHOTO IMpemapara, a B Ciydae
OTCYTCTBUSI BTOPHYHOW (IMOTPEOUTENBCKOM) YHNAKOBKM WM HAJIWYMs YNAKOBKH, B KOTOpOMU
HaxoauTcs 0oJiee OJJHOM eMHUIIBI YKa3aHHOTO JIEKAPCTBEHHOI'O Mperapara B IEpBUYHOM yIaKOBKe,
CPeACTBO MACHTU(HUKAIIMM HAHOCUTCS HA MEPBUYHYIO YIAKOBKY. (B ped. denepanbHBIX 3aKOHOB OT
28.12.2017 N 425-@3, ot 04.08.2023 N 428-P3, ot 30.01.2024 N 1-P3)

5. XapakTepUCTHKHU CPEACTBA UACHTHU(PHUKAIINU, TIOPSIIOK €r0 HAHECEHUS U TPEOOBAaHUS K CTPYKTYpe
u Qopmary uUHPOpPMALUHU, KOTOPYIO COAEPKUT CPEICTBO HACHTH(PHUKALNU, OMPEACISIOTCS
IIpaButensctBOoM Poccuiickoit @enepanun. (B pen. PenepanbHoro 3akoHa or 28.12.2017 N 425-
@3)

6. HOpSI,ZLOK CO3aHus, pa3BUTHUA, BBOAA B OKCIUIyaTalhIO, OSKCIUTyaTallukh W BbIBOJAa U3
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JKCIUTyaTallid CUCTEMbl MOHUTOPUHIA JABUKCHUS JIEKAPCTBEHHBIX IPENApaTOB I MEAUIIMHCKOIO
NPUMEHEHUS, TOPSAJOK NPEAOCTaBICHUs MHPOPMALUHU, COAepXkAaleiics B CUCTEME MOHUTOPUHIA
JIBIDKEHUs  JIEKAPCTBEHHBIX IIPENAparoB JUIsl MEOULUHCKOIO IPUMEHEHMs, U  IOPSALOK
B3aUMOJICHCTBHS yKa3aHHOM CHCTEMBbl C MHBIMH TOCYJapCTBEHHBIMH HH(GOPMAIIMOHHBIMU
cucreMaMd ¥ HMH(GOPMAIMOHHBIMH CHUCTEMaMH IOPUAWYECKMX JIUI W  HMHIMBHIYaJbHBIX
IpealpUHUMATENEH, YyKa3aHHbIX B dYacTaXx 7 W 10 HacTosAlEed CTaTbM, YCTaHABIMBAIOTCS
IIpaButensctBoM Poccuiickoii ®enepanuu. OnepaTopaMu CUCTEMBI MOHUTOPHHIA JBUKECHMS
JIEKapCTBEHHBIX MPENapaToB Ui MEAMIMHCKOTO IMPUMEHEHHs SBISIOTCS (enepaibHbIil opra
WCIIOJIHUTENIBHOM BJIacTH U (WIM) OpraHu3anus, yrnosHomoueHHble IIpaBurensctBom Poccuiickoii
Oenepanuu. (B pen. PenepanpHoro 3akoHa oT 28.12.2017 N 425-P3)

7. FOpuauueckue auua U MHAUBUAYAJIbHbBIE NPEAIPUHAMATENN, OCYLIECTBIISIOIINE TPOU3BOJICTBO,
xpanenue, BBo3 B Poccuiickyro denepanuro, OTIYCK, pealu3alyio, Nepenady, IPUMEHEHHE U
YHUYTOXKCHUE JICKAPCTBEHHBIX MpPErnapaTroB Uil MEIUIMHCKOTO MPUMEHEHHs, 00eCleuMBalOT B
MOpPsIIKE U B COCTaBe, KOTOPbIE yCTaHOBJIEHBI [IpaBuTenscTBOM Poccuiickont denepanuu ¢ yueToM
BUJIA OCYIIECTBIIEMOM UMH JIEATEIbHOCTH, BHECEHHE MH(DOPMAIIUN O JIEKaPCTBEHHBIX Ipernaparax
JUISL MEAULMHCKOIO IIPUMEHEHMS] B CUCTEMY MOHUTOPHHIA JABUKEHUS JIEKAPCTBEHHBIX IIPENApaToOB
JUTSL MEIMIIMHCKOTO ITpuMeHeHus. (B pea. denepaibHoro 3akoHa oT 28.12.2017 N 425-03)

7.1. JlekapcTBEHHbIE IIpemapaThl A MEIULUHCKOTO IPUMEHEHMS, NpEJHA3HAYECHHbIE IS
obecrieyeHus 1L, OOJIBHBIX reMoprInel, MyKOBHCIIHI030M, THIIO(MU3APHBIM HAHU3MOM, 00JIe3HBIO
Iome, 3710Ka4ecTBEHHBIMU HOBOOOPA30BaHUSIMU JTUM(OUIHOM, KPOBETBOPHOM U POJCTBEHHBIX UM
TKaHEW, pacCEesIHHBIM CKJIEpO30M, JIMIl II0CJI€ TpaHCIUIAHTAllMM OpraHoB W (WIKM) TKaHEH,
npousBeneHHble 10 31 nmexabps 2019 roma, a Takke HHbIE JIEKapCTBEHHbBIC Iperaparbl JUIs
MEIUIMHCKOTO NIpPHUMEHEHus, npousBeAcHHble 10 1 wurons 2020 roma, moasexar XpaHEHHIO,
NepeBO3Ke, OTIYCKy, peald3aluy, Iepeaaye, NPUMEHEHHI0O Oe3 HaHeCeHHs CpPEeICTB
UACHTUPUKAIIMM /10 UCTeUeHHs cpoka ux roaHoctu. [IpaBurennbctBo Poccuiickoit deneparuu
BIIPaBE€ YCTAaHOBUTb OCOOCHHOCTH BBOJA B I'PAXKJIAHCKUH 0OOPOT JIEKAPCTBEHHBIX MPENapaToB JUIs
MEIULUHCKOTO MPUMEHEHHs, pou3BeaeHHbIX B nepuoA ¢ 1 utons 2020 rona mo 1 oxtsiOpst 2020
roga. B memax BBoma B TpakgaHCKUii 00OpOT JIEKapCTBEHHBIE Iperaparbl JUIs MEIHIIMHCKOTO
NPUMEHEHHMS, 32 UCKITIOUEHHEM JICKapCTBEHHBIX MPENapaToB, MpeIHa3HAUCHHBIX Il 00ecreueHHs
nui, OONBHBIX remModuianel, MYKOBHUCIMIO30M, THIO(GHU3apHBIM HaHU3MOM, Ooje3Hbio [oie,
3JI0KaY€CTBEHHBIMU HOBOOOPA30BaHUSAMH JTUM(POUTHON, KPOBETBOPHOM M POACTBEHHBIX UM TKaHEH,
paccestHHBIM CKJIEPO30M, JIMLL TIOCJIE€ TPAHCIJIAHTALIMM OPTaHOB U (WIN) TKaHEH, IPOU3BEICHHBIE 3a
npenenamu Tepputopun Poccuiickoit @eneparuu 10 1 oktsi6ps 2020 roga, MOTYT OBITH BBE3CHEI B
Poccuiickyro ®enepaunto 1o 1 sHBaps 2021 roma B mopsike, ycTaHoBI€HHOM lIpaButenscTBOM
Poccuiickoii ®eneparun, 6e3 HaHeceHHs CPEACTB UAeHTHPHUKAIMU. (B pea. DeaepabHBIX 3aKOHOB
o1 27.12.2019 N 462-P3, ot 13.07.2020 N 206-P3)

8. Opranmszanmss WHPOPMAIMOHHOTO B3aUMOJICHCTBUSL CHUCTEMBI MOHUTOPWHTA JIBMDKCHUS
JIEKAPCTBEHHBIX IMpPEnapaToB i MEAUIMHCKOIO MPUMEHEHHS C HMHBIMUA TOCYJapCTBEHHBIMU
WH(OPMAIIMOHHBIMU CUCTEMaMH OOECIIEYMBAETCS B TOM YHCIE TOCPEICTBOM HH(PPACTPYKTYPHI,
obecnieunBaromiel HHHOPMAIMOHHO-TEXHOJIIOTUYECKOE B3aUMOICHCTBIE HHPOPMAITMOHHBIX CUCTEM,
WCIIOJIb3YEMBIX ISl TIPEJOCTABICHUSI TOCYIaPCTBEHHBIX M MYHULIUIMAIBHBIX YCIYT M UCIIOJHEHUS
rOCy/IapCTBEHHBIX W MYHUIIMIAIBHBIX (YHKIUI B 31eKTpoHHOU (opme. (B pen. DenepambHOro
3akoHa oT 28.12.2017 N 425-®3)

9. Nndopmanusi, coaepxamiasics B CHCTEME MOHHUTOPUHTA JIBM)KEHUS JIGKAPCTBEHHBIX MpEnapaToB
IUI METUITUHCKOTO IPUMEHEHUS, SIBIIAETCS HH(OopMaIieil OorpaHi4eHHOro JOCTYTa B COOTBETCTBUH
co cratbeit 9 denepanbHoro 3akoHa ot 27 utons 2006 roma N 149-®3 "OO6 wunpopmarmu,
MH(POPMALIMOHHBIX TEXHOJOTHSIX M O 3amure HH(popMamuu', 3a HCKIOYEHHEM HH(OpMaLuH,
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HEIOMYCTUMOCTh OrpaHMYEHHs JIOCTyNa K KOTOPOHl ycTaHOBJeHa (elepalbHbIMUA 3aKOHAMH, a
Takxke uHpopmauuu, orHeceHHOH IIpaBurensctBom Poccuiickoit denepany B COOTBETCTBHU C
HacTosmuM  DenepalbHBIM  3aKOHOM K oOmefoctymHoi  uHpopManuu. OOmenocTymHas
uHpOpMaLKs, COJIEPKAIASACT B CUCTEME MOHUTOPUHTA JIBWKCHUS JIEKAPCTBEHHBIX IpEnapaToB JUIs
MEIULMHCKOTO MPUMEHEHHs, pa3Melaercs B WH(POPMAIMOHHO-TEICKOMMYHUKALMOHHOW CETH
"UuTepHer" (B TOM uucie B (opMEe OTKPBITHIX JAHHBIX) B TMOpPSAKE, YCTaHOBICHHOM
IIpaButensctBOoM Poccuiickoit @enepanun. (B pen. PenepanbHoro 3akoHa or 04.08.2023 N 474-
®3)

9.1. Hoctyn k mH(pOpMAaLUHU, COIEPKAIIEHCS B CHCTEME MOHUTOPUHTA JIBHKEHUS JICKAPCTBEHHBIX
MPEenapaToB I MEAULIMHCKOTO MTPUMEHEHHsI, 00eCTIeYnBaeTCs ONepaTopoOM CUCTEMbI MOHUTOPHUHTA
IOBWKEHMSI JIEKAPCTBEHHBIX IpPENapaTroB Uil MEIUIMHCKOTO IPUMEHEHUS B  IOPSIKE,
ycranoBiieHHOM IIpaBurensctBoM Pocculickont @enepanny, B COOTBETCTBUU C 3aKOHOATEIbLCTBOM
Poccuiickoit @eneparun 00 wuHPOpManuM, WHPOPMALMOHHBIX TEXHOJOTHUAX W O 3alluTe
uHpopManuy, 3aKoHOAaTeNbCcTBOM Poccuiickoit  ®Penepaunu O TOCYJapCTBEHHOM — TaiiHe,
3akoHoarenscTBoOM Pocculickoit denepanuu 0 KOMMEPUYECKOM M MHOW OXPAaHIEMOM 3aKOHOM TalHe
U C y4eTOM IOJOXKEeHMM Hacrosued cratbu. IIpaButensctBo Poccuiickonn denepaunu BIpase
YCTaHABJIMBATh ME€PEUEHb JIEKAPCTBEHHBIX MPENapaTroB ISl MEAULUHCKOIO MPUMEHEHUS U (MIIN)
TPYMI JIEKApCTBEHHBIX IMPENapaToB IS MEIUIUHCKOTO MPUMEHEHHS M OCOOCHHOCTH JOCTyIa K
uHpOpPMALlMM O TaKUX JIEKApCTBEHHBIX Npenaparax, COAEpKalleics B CHUCTEME MOHHUTOPUHIA
JBYKEHMSI JIEKAPCTBEHHBIX INPENAapaToB A MEAMLIMHCKOro npuMmeHeHud. (B pen. denepanpHoro
3akoHa oT 04.08.2023 N 474-®3)

9.2. Tlonmp3oBaTenw CUCTEMbl MOHHMTOPMHIA JBIKEHHMS JICKAPCTBEHHBIX MpEnapaToB JUis
MEIULUHCKOTO MPUMEHEHHs 00J1a/1al0T MPAaBOM JIOCTYyTNa K MH(QOPMAINH, COJIEpKAILEHCs B cUCTEME
MOHHUTOPHHTA JBIKEHHSI JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIIMHCKOTO MPUMEHEHUS, C YIETOM
OrpaHUYEHUI JOCTyIa K yKa3aHHON MHpOpPMAaLKU U ee ToCIeayIoe 00padoTke, yCTaHOBIECHHBIX
HacrosuM DenepalbHbBIM 3aKOHOM U MHBIMU HOPMAaTHBHBIMHU IIPaBOBBIMHU akTamu Poccuiickon
®Denepanuu. (B pen. PenepanbHoro 3axoHa ot 04.08.2023 N 474-P3)

9.3. ®enepanbHble OPraHbl UCIIOTHUTEIBHOM BIACTH M OpraHbl UCTIOHUTENILHON BIACTH CyOBEKTOB
Poccuiickoit ®enepauun B uensax, omnpeaeseHHblx IIpaBurensctBom Poccuiickoit denepanuu,
UMEIOT TPaBO JocTyna K HMHMOpManuu o cyObekTax oOpalleHHs JIEKAPCTBEHHBIX CPEICTB, O
JIEKapCTBEHHBIX Mperaparax u 00 000pOTe TaKUX JIEKAPCTBEHHBIX MPerapaToB, HEOOXOAMMOM IS
BBIMIOJIHEHUST 3a/lad W OCYILECTBJICHUS (YHKUMH, BO3JOXKEHHBIX Ha (eaepanbHble OpraHbI
WCTIOJTHUTENIHOW BJIACTU M OpPraHbl UCIOJHUTENIBHON BIacTu cyObekToB Poccuiickoit @enepanum,
CTaTUCTHYECKOW HHGPOpPMALMU O JIEKApCTBEHHBIX IMpernaparax U o0 ux o0opoTe, a TaKke K
obmenoctynHoi uH(popmaruu. CoctaB 3TOM MHPOpPMALMU ONpEAENseTCs COIJIAMICHUsIMH 00
MH(POPMALIMOHHOM  B3aUMOJICHCTBUH, 3aKIIOUYEHHBIMH OINEPATOPOM CHUCTEMbl MOHHUTOPHHIA
JBIDKEHUST JICKApPCTBEHHBIX NPEnapaToB IS MEIUIIMHCKOTO MPHMEHEHHs ¢ QenepaabHbIMU
OpraHaMH HUCIOJHMUTEIBHOM BJIACTH WM OpraHaMd HCIOJHUTENbHOW BIIACTH CyOBEKTOB
Poccuiickoit @enepaunu u (eaepanbHbBIM OpPraHOM HMCIIOTHUTEIBHON BIIACTH, OCYIIECTBIISIONIIM
(GyHKIMK 10 BBIpAOOTKE M peaju3allid TOCYAapCTBEHHOW IMOJUTUKUA U HOPMATHBHO-TIPABOBOMY
perynupoBaHuio B cepe 3apaBooxpanenus. (B pen. dexepanpHoro 3akoHa oT 04.08.2023 N 474-
®3)

9.4. CyObekT oOpaleHusi JEKapCTBEHHBIX CPEICTB HMMEET IpaBO JOCTyna K HHpopmauuu o0
OTepaLUsAX C JEKApCTBEHHBIMHU IIperapaTaMu JJsl MEIUIIMHCKOTO IPUMEHEHUS, COBEPIICHHBIX ATUM
CyOBEKTOM OOpalleHUs ICKapCTBEHHBIX CPEJICTB, a TaKXkKe K 00IIeI0CTyTHOM HHpopManuu. (B pe.
®enepanbHoro 3akoHa ot 04.08.2023 N 474-D3)
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9.5. Oneparop cucTeMbl MOHUTOPHHIA JBM)KEHUS JIEKAPCTBEHHBIX IIPENapaToB Ul MEIUIIMHCKOTO
IpUMEHEeHHs 00JalaeT MpaBoM AOCTyNa K MH(POPMALUHU, COAEPIKAIICHCS B CHCTEME MOHUTOPUHTA
ABUKCHUSA JICKAPCTBCHHBIX IPEMApaToB I MCAUIHMHCKOIO NMPpUMCHCHHA, BKIIOYasd I/IHq)OpMaL[I/IIO
OrPaHUYEHHOIO JIOCTYIMa, ¢ BO3MOXXHOCTBIO €¢ 00pabOTKH, B TOM YHCIE €€ MPEIOCTABICHUS U
pacrpocTpaHeHus, o0ecTieueHHs JOCTYIa K He W OKa3aHUs YCIYyT C ee MCIOJb30BaHHeM (nanee -
obpaboTka). (B pen. @enepansHoro 3akoHa oT 04.08.2023 N 474-D3)

9.6. OnepaTop cUCTeMbl MOHUTOPHHTA JBUKCHUS JIEKAPCTBEHHBIX MPENAPATOB I MEAULIMHCKOTO
NPUMEHEHUS MOXET OCYWIECTBIATH 00paboTKy HMH(OpPMAIMM OTrpaHUYEHHOrO JOCTYyIa,
coJepkaiieiics B CHUCTEeME MOHMTOPMHIa JBW)KEHHUS JICKAPCTBEHHBIX IperapaTtoB  JUis
MEIULUHCKOTO MPUMEHEHUS, TIPU YCIOBUU 00s3aTeIbHOr0 00e3IHMUMBaHMS Takol WH(pOpMAIUU B
COOTBETCTBUM C  yTBEpXKIaeMbIMH  (elepanbHbBIM ~ OpPraHOM  HMCIIOJIHUTENBHOW  BIIACTH,
OCYIIECTBISIONIMM (YHKIMU 10 BBIPAa0OTKE M pEAIM3alUU TOCYNApPCTBEHHOW TOJUTHKU U
HOPMATHUBHO-TIPABOBOMY PETYJIHPOBaHHIO B cdepe 3ApaBOOXpAHEHUs, IO COTJIACOBAHHIO C
(denepanbHBIM OPraHOM HCIIOJHUTEIBHON BJIACTH, OCYIIECTBIISIOUIMM (YHKUIUH MO KOHTPOJIO U
Ham30opy B cdepe HHDOPMANMOHHBIX TEXHOJNOTUH H CBs3M, W (elepalbHBIM OPraHoOM
WCTIOJTHUTENILHOM BJIACTH B 00J1acTH oOecriedeHus: 0e30macHOCTH TPeOOBAHUAMU K 00€3TMYMBAHHIO
Takoi wHpoOpMauUMM H MeToAaMu o0e3nuuyuBaHus Takod wuHpopmaruu. Obe3nuueHHas
uHpopManus, MONy4YeHHas B pe3yJbTaTe YKa3aHHOW OOpaOOTKM M COJAEpIKaIlascs B CHCTEME
MOHHUTOPHUHTA JBM)KEHUS JIEKApCTBEHHBIX IPENapaToB Uil MEIUIMHCKOTO MPUMEHEHHUS, SBIISCTCS
uHpopManueit orpaHudeHHOro noctymna. OOesnuueHHas MHGOpPMAIMS, JOCTYN K KOTOPOW OBLI
o0ecrieyeH OnepaTopoM CHUCTEMbl MOHHMTOPWHTA JABIDKEHHS JICKApCTBEHHBIX MpPENapaToB JUis
MEIULUHCKOTO TIPUMEHEHUS B LENAX OKa3aHUs yCIYT C €€ MCIOJIb30BaHUEM, MOAJICKUT XPaHCHHIO
B CHUCTEME MOHUTOPHHIA JIBUKEHHUS JIEKAPCTBEHHBIX MPENapaToB Uil MEAMLMHCKOTO MPUMEHEHHUS
HE MEHee IISITH JIET C JaThl MPEOCTaBICHHs JIOCTYyNa K 00e3TMueHHONH MH(pOpMaluy, U Ha Hee He
pacrpocTpaHsitoTcsi TpeOoBaHHMS K WHGPOpPMALMKM OrPAaHUYEHHOTO JOCTyIa, YCTAaHOBJICHHBIC
HacTodlel cratbel. (B pea. PenepanbHoro 3akoHa oT 04.08.2023 N 474-P3)

9.7. OnepaTop cUCTEMbl MOHUTOPHHTA JBUKCHUS JIEKAPCTBEHHBIX MPENAPATOB I MEAULIMHCKOTO
NPUMEHEHUS MOXET OCYWIECTBIATH 00paboTKy HMH(OpPMAIMM OTPaHUYEHHOrO JOCTYyIa,
coJepkalieiics B CHUCTEeME MOHMTOPMHIA JBW)KEHHUS JICKAPCTBEHHBIX IperapaTtoB  JUis
MEIULUHCKOTO TMPUMEHEHHs, IMOJYyYEeHHOH OT cyObekTa oOpalieHHs JIeKapCTBEHHBIX CPEJICTB,
3apETUCTPUPOBAHHOTO B CHCTEME MOHMTOpPMHIA JABIDKEHHS JICKAPCTBEHHBIX IMPENapaToB JUIs
MEIULUHCKOTO TPUMEHEHUSI M MPEJCTaBUBLIETO B HEE CBEIEHHS, B MHTEPECaX U IO MOPYUYCHHIO
TAKOro CcyOBeKTa OOpalleHusl JIeKapCTBEHHBIX CpencTB Oe3 o00e3nuuuBaHus  HH(pOpMaIUu
orpaHuueHHoro gocryna. (B pex. @enepanproro 3akoHa or 04.08.2023 N 474-D3)

9.8. Omneparop cucTeMbl MOHUTOPHUHIA JABMKEHUS JIEKAPCTBEHHBIX IIPENapaToB Ul MEAUIIMHCKOTO
IIPUMEHEHHUsl BIIPABE OKa3blBaThb HAa HEJUCKPUMHHALMOHHONM OCHOBE YCIYTM C HCIOJIb30BAaHUEM
00e31MYeHHO H(popMaIuK, colepsKalieicss B CUCTEME MOHUTOPHHTA JIBKCHHS JICKApCTBEHHBIX
NpenapaToB Uil MEIUIMHCKOTO NPUMEHEHUs, CyOBbeKTaM OOpalleHusl JIEKAPCTBEHHBIX CPEJCTB,
MOPSIIOK UM CTOMMOCTBb OKa3aHHUS KOTOPBIX OIPENEISIOTCS ONEPATOPOM CUCTEMBI MOHUTOPHHIA
JBIKEHU JICKAPCTBEHHBIX IIPENApaToB Il MEAULMHCKOIO IMPUMEHEHUS, C Y4ETOM OIPaHUYCHUN
J0CTyMa K 00e3TMueHHON HH(POPMALIUH, YCTAHOBJICHHBIX HACTOSIIEH cTaTheil. YKa3aHHbIE MOPSAIOK
U CTOMMOCTb OKa3aHMs TAKUX YCIYT Pa3sMEIIAIOTCs OIEpaTOPOM CUCTEMbI MOHUTOPHUHIA JABUKCHUS
JIEKAPCTBEHHBIX IPENapaToB I MEIULUHCKOIO IPUMEHEHHsI Ha CalTe CUCTEMbI MOHUTOPHHIA
JBMDKEHUS JIGKAPCTBEHHBIX TPEnapaToB Ui MEIUIIMHCKOTO NPUMEHEHUS B HH(POPMAIMOHHO-
TEJIEKOMMYHUKAIMOHHOW cetn "MHTepHeT" M momyiexar KOHTPOJIIO B COOTBETCTBUU C
AHTUMOHOIIOJBHBIM  3aKOHOAATeNbCTBOM Poccuiickoii ®Penepanuu. YKa3aHHbIE TIOPSAJOK U
CTOMMOCTbh OKa3aHHs TaKUX YCIYT JOJDKHBI OBITh €IUHBIMH JIi BCEX JIMI, OOpaIlarolIuXcs 3a
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OKa3aHWEM YCIYyTrd B OTHOIICHWH OJWHAKOBBIX BHIA, 00bEMa W COCTaBa MPEIOCTaBISEMOM
unpopmanuu. CyObekTaMm oOpalieHus JTEKapCTBEHHBIX CPEACTB 3alpeniacTcsi MpeAoCTaBIsATh H
pacnpocTpaHsaTh WH(GOPMAIMIO, TMOIYYCHHYI0 B COOTBETCTBUM C HACTOAIIEH dacThio. (B pel.
®enepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

10. IlpousBoauTenb JEKAPCTBEHHBIX CPEICTB, JAEpKaTelb MO0 BIAZENel] PEerHcTPALUMOHHOTO
YIOCTOBEpPEHUS JIEKAPCTBEHHOI'O IIpernapaTa WM MPeICcTaBUTENBCTBO MHOCTPAHHON OpraHu3aluy,
ABIISIOIICHCS epKaTeaeM MO0 BIaieiblieM PeruCTPAllMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara, Ha Teppuropun Poccuiickon ®enepanuu, 3aperuCTPUpPOBAaHHBIE B CUCTEME
MOHMTOPHMHIA JIBWJKEHHUS JIEKapCTBEHHBIX MIPENapaToB [UIsl MEIULUHCKOTO IPUMEHEHUS W
NpPEJCTaBUBIIME B HEE CBEACHUS O HAHECEHWU CPEICTB MIACHTU(UKAUUMU Ha YHaKOBKH
JIeKapCTBEHHBIX IpEnapaToB, HapsAAy ¢ nuHpopMalmel, ykazaHHO!W B 4yacTH 9.4 HacToslIel CTaThby,
II0JIy4aeT COJAEPKALLYIOCS B CHCTEME MOHUTOPUHIA JIBUKEHUS JIEKAPCTBEHHBIX MPENaparoB ISl
MEIULUHCKOTO TPUMEHEHUS! MH(OPMAIMIO OTPAaHUYEHHOTO JOCTYINA O CEepPHSIX M MapTHIX 3TUX
JICKapCTBEHHBIX IpernapaToB OE3BO3ME3HO M BIpaBE OCYMIECTBIATh CAMOCTOSTENBHO WIIH
nopy4arb 00paboTKy Takoil MH(OpMAIMK TOJIBKO B COOCTBEHHBIX MHTepecax. [Ipu saTom moctym K
Takol MH(pOpMaIUK WK pe3ybTaTaM ee 00padOTKH MMEET TOJNBKO JaHHBIM CyOBEeKT oOparieHHs
JIEKapCTBEHHBIX CPEJCTB HIIH JIUIO, KOTOPOMY OH Mopyuni o6padoTky. CocTaB MmpeaocTaBisieMoil B
COOTBETCTBUHM C HAcTOsAILIeH 4acThio MHpopMmauuu onpexaenserca IlpaButensctBoMm Poccuiickoit
Oenepanuu. (B pen. PenepanbHoro 3axoHa ot 04.08.2023 N 474-P3)

11. 3a mpou3BOACTBO WJIM MPOAAKY JEKAPCTBEHHBIX MPEMAPATOB JUIsI MEAUIUHCKOTO MPUMEHEHUS
0e3 HaHeCeHUs CPEICTB UACHTU(DUKAINK, C HAPYIICHHEM yYCTaHOBJICHHOTO MOPSIIKA UX HAHECCHWS,
a TaKXKe 32 HECBOEBPEMEHHOE BHECEHHE JAHHBIX B CUCTEMY MOHMUTOPHHIA JIBUKEHHS
JIEKaPCTBEHHBIX NIPENAPATOB JJIsI MEIUIIMHCKOTO PUMEHEHHS WJIM BHECEHUE B HEE HEJOCTOBEPHBIX
JAHHBIX IOPUIUYECKUE JUIA U UHAUBUAYAJIbHbIE NPEINPUHUMATENHN, YKa3aHHbIE B YacTsax 4 u 7
HACTOSIIEH CTaThbU, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATEIbCTBOM Poccuiickoit
@Denepanuu. (B pen. PenepanbHoro 3akoHa oT 28.12.2017 N 425-P3)

12. TlpaButensctBo Poccuiickoit denepanyu BIpaBe YCTaHOBUTH OCOOCHHOCTH BHEAPEHHUS
CUCTEMbl MOHUTOPHHIA JABUKEHUS JICKAPCTBEHHBIX IIPENapaToB UIsi MEIAULMHCKOTO IMPUMEHEHUS,
BKJIIOYasi CPOKH €€ BHEIAPCHMS, B OTHOLIECHUU JICKAPCTBEHHBIX IPENAPATOB IS MEAUIMHCKOIO
NPUMEHEHHS, BKIIOUYEHHBIX B TEpPEUEHb KU3HEHHO HEOOXOIMMBIX M BaXXHEUIIMX JICKApPCTBEHHBIX
MpenapaToB, JIEKAPCTBEHHBIX IMpENapaToB, MPEJHA3HAYCHHBIX IS OOECIEUYEHHUs JIHIL, OOJBHBIX
reModuiIneii, MyKOBUCIUI030M, THIIO(QHU3apHBIM HAaHU3MOM, 0oJie3HbI0 ['o11Ie, 3710KaueCTBEHHBIMU
HOBOOOPA30BaHUAMH JTMM(OUIHONW, KPOBETBOPHOH M POJICTBEHHBIX MM TKaHEH, pacCestHHbIM
CKJIEpO30M, JIMI] IIOCJI€ TPAHCIUIAHTAllMM OPraHoB M (WJIM) TKAaHEW, WHBIX JEKapCTBEHHBIX
IIpenapaToB AJI MEIULMHCKOTO IpUMEHEHHUs. (B pel. PenepanbHoro 3akoHa ot 28.12.2017 N 425-
®3)

I'naBa 14.1. OT'PAHUYEHUS, HAJIAT'AEMBIE HA
OPTAHM3BAIUU, OCYIHIECTBJIAIOINUE JEATEJIBHOCTD I10
OBPAIIEHUIO JEKAPCTBEHHBIX CPE/JICTB (B pen.
DeaepanbHOro 3akona or 25.11.2013 N 317-D3)

Crarps 67.1. OrpannyeHnus, Hajlaraemble NP OCYLIECTBJICHUU
NeATeJIbHOCTH B c(pepe 00OpallieHUs JIeKAPCTBEHHBIX CPEICTB
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1. OpraHuzanuy, 3aHUMaOIIUECs pPa3pabOTKOHM, NPOU3BOJACTBOM U (WJIM) pealn3anuei
JICKapCTBEHHBIX MpEnapaToB JUIsi MEAWIUHCKOIO TMPUMEHEHUs, OpraHu3alliH, O00JIaJaonme
IIpaBaMM Ha HCIIOJIb30BAHWE TOPrOBOI'O HAMMEHOBAaHUS JIEKapCTBEHHOIO IIpenapara Jyis
MEIUIMHCKOTO NPUMEHEHHUs, OPraHu3allid ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMHM CpPEICTBaMH,
anTe4yHble OpraHu3aluu (MX TPEACTABUTENH, HHble (U3UUYECKUE U IOPUAWYECKHE JIHUIIA,
OCYIIECTBIISIOLIUE CBOIO JEATENBHOCTh OT UMEHHU 3TUX OpPraHu3aluii) B OTHOLIEHUH MEIUIIMHCKUX
pabOTHUKOB M PYKOBOJIUTENCH MEAUIIMHCKUX OpraHU3alluil He BIpaBe:

1) BpyuaTh NoJapKu, BbIIUIAYMBATh JECHEXKHBIE CPEACTBA (32 UCKIIOUEHUEM BO3HArPaXKICHUH IO
JOTOBOpPAM IpU IPOBEACHUU KIMHUYECKUX MCCICJOBAHUN JIEKAPCTBEHHBIX IIPENApaToB s
MEJIULHHCKOIO IPUMEHEHHUs, BO3HAIPAXKICHUN, CBSA3AHHBIX C OCYLICCTBICHHUEM MEIULIMHCKUM
pabOTHUKOM TEeNarorn4eckod W (MiM) HayyHOW JEsITeIbHOCTH), B TOM 4YHCIE OIJIauyuBaTh
pa3BJICUYEHHUs], OTABIX, IIPOE3] K MECTY OTIbIXA, & TAKXKE IIPUBJIEKATh K YYaCTUIO B Pa3BJICKATEIbHbIX
MEpOIPHUATHIX, IPOBOJAUMBIX 34 CYET CBOUX CPENCTB;

2) 34KJII0YaTh COrjIaliICHUd O HA3HAYCHUMW WM PCKOMCHAAIMU TMMAllMCHTAM JICKAPCTBCHHBIX
npenaparoB i1 MCIUIUHCKOrO IPUMCHCHUA (321 HUCKIIIOYCHUCM JOTOBOPOB O IMPOBCACHHUU
KIIMHHUYCCKHUX HCCHC,[[OBaHHf/'I JICKApCTBCHHBIX NPCIapaToB AJId MCAUIUHCKOT'O HpI/IMeHeHI/I}I);

3) mpenocTaBiATh 00pa3Ibl JIGKAPCTBEHHBIX MPENApaToB JUIsi MEAULMHCKOTO MPUMEHEHUS B IIEISAX
BpYUYEHHUs MAaLMEHTaM (32 HUCKIIOYEHHEM CIIy4aeB, CBS3aHHBIX C IPOBEIECHUEM KIMHUYECKUX
HCCIIEIOBaHUM JIEKapCTBEHHBIX NPENApaTOB s MEAULIUHCKOIO IPUMEHEHN);

4) mpenoCTaBIATh HEJOCTOBEPHYIO M (MJIH) HETIOJIHYI0 HH(OPMAIUIO O JIeKapCTBEHHBIX MIpernaparax
TUI. MEJUIIMHCKOTO IPUMEHEHMS],

5) mocemath ux B pabodee BpeMsi Ha pabOUYMX MECTax, 3a UCKIIOUECHHEM CIIy4yaeB, CBS3aHHBIX C
MIPOBEACHUEM KIMHUYECKUX HCCIICNOBAHUM JIEKAPCTBEHHBIX IIPENApaToB JUIsl MEAMIMHCKOIO
IIPUMEHEHHUs, C YYaCTUEM B MOPSAJAKE, YCTAHOBICHHOM PYKOBOJIUTEIEM MEIULIMHCKOW OPraHU3aLUH,
B COOpaHUAX METUIIMHCKUX PAaOOTHUKOB U MHBIX MEPOIPUATHUSX, HAIIPABJICHHBIX Ha MOBBILIICHUE UX
npoeCCUOHATLHOTO YPOBHS WM HA MPEJOCTaBIeHUe HH(DOPMAINH, CBA3aHHON C OCYIIECTBICHUEM
MOHHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX MPETIapaToB;

6) moOy>XaaTh K BBHINMKUCHIBAHUIO JICKAPCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHHs Ha
OnaHKax, coAep KalMx MH(POPMAIUIO PEKJIaMHOTO XapaKTepa, a TakKe Ha PEeLEeNTYPHBIX OJlaHKaX,
Ha KOTOPBIX 3apaHee HaledyaTaHO HAaMMEHOBAHME JIEKApCTBEHHOIO IpemnapaTta JUisi MEIUIIMHCKOTO
IIPUMEHEHHUS.

2. OpraHu3anuu, yKa3aHHble B a03alle IepBOM 4YacTu | HACTOAIICH CTaTbu, U UX MPEACTABUTEIH B
OTHOILICHUU (papMaIeBTHUECKUX PAOOTHUKOB U PYKOBOJHUTENCH alTEUHBIX OpraHNU3aluii He BIpaBe:

1) Bpy4daTh MOAApPKH, BBIIJIAYHUBATHE ACHCIKHBIC CPCACTBA, B TOM YHCJIC OIIAYUBATHL PA3BJICUCHUS,
OTAbIX, MPOC3a K MCCTY OTAbIXAd, W HNPHUBJICKATH K YYACTHIO B Pa3BJICKATCIBbHBIX MCPOIIPHUATUAX,
MPOBOAUMEBIX 3a CHCT CBOUX CPCIACTB,

2) mpenocTaBIATh O0Opa3ibl JIGKAPCTBEHHBIX MPEMapaToB IS MEIUIIMHCKOTO TPUMEHEHUS s
BPYYEHHUSI HACEJICHUIO;

3) 34KJII0YaTh COIJIallCHUA O HNOPCHJIOKCHHUU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
npenapaTtoB AJist MCAUITUHCKOI'O MPUMCHCHU A,

4) mpenoCTaBIATh HEOCTOBEPHYIO M (MJIN) HETIOJIHYI0 HH(OPMAIUIO O JIeKapCTBEHHBIX ITpernaparax
UId  MEIUIMHCKOTO TPUMEHEHWs, B TOM 4HCI€ HUMEIOUIMX OJWHAKOBOE MEKIYHAPOIHOE
HENaTEHTOBaHHOE HaMEHOBAaHHUE.



Crarbs 67.2. TpeOoBaHus K OPraHM3alUM U MPOBEJICHUI0 HAYYHbIX
MEpPONPUATHI, HHBIX MEPONPUATHI, HATIPABJICHHBIX HA MOBbILICHUE
Npo¢eCcCHOHAIBHOI0 YPOBHA MEIUIMHCKUX PA0OTHUKOB UJIM HA
NnpeaoCcTaBJIeHue HH(POPMALIUN, CBA3AHHOM ¢ OCYLIECTBJICHUEM
MOHHMTOPHHIA 0€30MACHOCTH JIEKAPCTBEHHbIX MPENapaToB

1. Ilpu npoBeaeHUM Hay4HBIX MEPOINPHUATHI, UHBIX MEPOIPHUATHH, HAIIPaBICHHBIX HA MOBBILICHUE
npoeCCUOHATBHOTO YPOBHA MEAMLMHCKUX PAOOTHUKOB WM HA IPEIOCTABICHUE CBSI3aHHOM C
OCYILECTBIICHHEM MOHHTOPUHTA OE30MacHOCTH JIEKAPCTBEHHBIX INpenapaToB HMHGOpMAIHH,
OpraHU3yeMbIX OpraHM3aLUsAMH, YKa3aHHBIMU B a03arie mepBoM yactu 1 ctateu 67.1 HacTosIIero
denepanbHOTO 3aKOHA, MX MPEACTABUTENSIMU M (WiM) (UHAHCUPYEMBIX 3a CYET CPEICTB 3THX
OpraHu3allMii M HUX MPEACTABUTENEH, 3alpellaeTcs IMPElnsITCTBOBAaTh YYacTUIO B YKa3aHHBIX
MEpONPHUATUAX MHBIX OpraHU3alUi, KOTOpPbIE IPOU3BOIAT WU PEAIM3YIOT JIEKAPCTBEHHBIC
npernaparsl A7 MEAMLIMHCKOTO TPUMEHEHHS CO CXOXHM MEXaHHU3MOM (apMaKoJIOTHUECKOro
neicTBus, MO0 CO3/1aBaTh AUCKPUMHHAIIMOHHBIC YCIOBUS JUIS OJHUX YYaCTHHKOB 110 CPAaBHEHHIO C
JPYTMMU yYaCTHUKaMU, 8 UMEHHO:

1) npenocTaBisATh pa3InyHOE KOJUYECTBO BPEMEHHU JJIs BBICTYIUIEHUH YYaCTHUKOB, Pa3JIMUYHBIE 11O
pasMmepy 3aHMMaeMOM IIIOLIay MECTa Ul IEMOHCTpPAIMK 00paslloB JIEKAPCTBEHHBIX IMPENapaToB
JUISL MEJULIMHCKOTO IIPUMEHEHUS MM PEKIIAMHBIX MaTEpPUAJIOB O JIEKAPCTBEHHBIX Ipenaparax s
MEJIULHHCKOIO NPUMEHEHUS Ha JKCIO3ULMUAX, CTCHAAX, 32 HCKIIOUYECHHUEM CIIydaeB, €CIU TaKue
YCIIOBHS 3aKpEIUICHBI B COTJIAIICHUSX 3TUX OPraHM3aLUi, UX MpeICcTaBUTeNel O (PMHAHCHPOBAHUU
yKa3aHHBIX MEpONpHUATUH H OOYCIOBJICHBI pa3IMYHBIMH 3aTpaTaMd yYaCTHUKOB Ha UX
OpraHu3alLMIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JJIsl YYACTHUKOB MEpONPHUATHH, yKa3aHHBIX B a03alie IepBOM
HACTOSIIEH 4acTH, IPEBBIIAIOMIMI CyMMY 3aTpaT Ha OPraHMU3alUI0 YKa3aHHBIX MEPOIPUATHH U
BEAYIINNA K HEOOOCHOBAHHOMY OTPaHUYCHUIO YHCIIA UX YIACTHHUKOB.

2. Opranuzanuu, yka3zaHHbIe B a03are mepBoMm yacT 1 crateu 67.1 Hactosmero denepanbHOTo
3aKOHAa, WX MPEICTaBUTENH, OCYLIECTBISAIONINE OpraHu3anuio u (WiM) (UHAHCHPOBaHUE
MEpONPUATHHA, yKa3aHHBIX B 4acTH | HacTosmedl craThbM, 00sd3aHbl OOecrneyuBaTh IOCTYI K
uHpOpMallMM O JaTe, MeCTeé W BPEMEHHU TMPOBEICHHS YKa3aHHBIX MEpOINpPHUATUH, IJIaHaX,
IIporpaMMax MpPOBEACHMs YKa3aHHBIX MEPONPUATUN M TeMaX, IUIAHUPYEMBIX JUIsl pacCMOTPEHUS,
COCTaBe HX YYAaCTHHKOB ITyTeM pa3MEUICHUs COOTBETCTBYIOIIEH WH(pOpMAIMM Ha CBOHUX
ounmaneHeIx caiftax B cetu "MHTepHeT" He mMO31HEE NBYX MECSIEB OO0 Hayaja MPOBEICHHUS
YKa3aHHBIX MEPOIPUATHMN.

3. Undopmanus o MpoBeACHUN MEPONPUATHHA, YKa3aHHBIX B 4acTW | HAcTOsIIEH CTaThbu, B CPOK,
YCTQHOBJICHHBIM 4acThIO 2 HACTOSIICH CTAaThH, JAOJDKHA OBITH HampaBieHa B (eaepalibHbId OpraH
UCTIOJTHUTENIBHOW BIIACTH, OCYILIECTBISAIOMMNA (YHKIMM 1O KOHTPOJIIO M Hau3opy B cdepe
3[IPaBOOXPAHEHHS, JJIS TOCIEAYIOUIET0 pa3MeleHHs ee Ha O(PHIMAIbHOM CalTe 3TOro OpraHa B
cetu "UHTepHet".

I'nasa 15. OTBETCTBEHHOCTD 3A HAPYIIEHHE
3AKOHOJATEJBCTBA POCCUUCKOU ®EJEPAIIUU TTPU
OBPAIIEHUUN JIEKAPCTBEHHbBIX CPEACTB U


https://normativ.kontur.ru/document?moduleId=1&documentId=467037#l0
https://normativ.kontur.ru/document?moduleId=1&documentId=467037#l0

BOSMEIEHUE BPEJA, IPUMUHEHHOI'O 31OPOBbIO
I'PAXKIAAH BCJIEACTBUE ITPUMEHEHUSA JIEKAPCTBEHHbBIX
HHPEITAPATOB

Crarbs 68. OTBeTCTBEHHOCTDH 32 HAPYLICHUE 3aKOHOAATEIbCTBA
Poccuiickoun @Deaepanyu npu o0panieHUH JeKAPCTBEHHBIX CPeICTB
1. Hapymenue 3akonopatenbctBa Poccuiickoit @enepanuu mpu OOpalleHUH JIEKapCTBEHHBIX

CPEICTB BIIeYEeT 3a COOON OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHOJATENLCTBOM Poccuiickoii
@Oenepanuu. (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. or 13.07.20195))

2. 3a HempeACTaBJICHNE WM HECBOCBPEMEHHOE Ipe/ICTaBlIeHue HH(OpMAIMK U (WIH) JOKYMEHTOB
a0 TpencTaBIeHUE HEJOCTOBEPHBIX HHGpOpMAlMU W (WIM) JOKYMEHTOB, HPEAyCMOTPEHHBIX
HactosmuM  DenepajabHBIM 3aKOHOM, CYOBEKThl OOpaIleHUs JIEKAPCTBEHHBIX CpPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBHMU C 3aKoHogaTenbcTBoM Poccuiickoit ®enepauuu. (B pen.
®enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 04.06.2018 N 140-P3)

Crarbs 69. Bo3melienue Bpeaa, NPUYUHEHHOT0 310POBBI0 TPAXKIAH
BCJICJACTBHE IPUMEHEHUS JICKAPCTBEHHBIX NPenaparos

1. IIpousBoauTENb JIEKAPCTBEHHOTO TpenapaTa 00s3aH BO3MECTHTD BpPe, MPUUYUHEHHBII 3J0POBHIO
IpaKJaH BCIEACTBUE IPUMEHEHUS JICKAPCTBEHHOIO IIpenapara, eciid JoKa3aHo, 4To:

1) nexkapcTBEHHBIM NIpernapaT NPUMEHSUICA MO HA3HAYEHHUIO B COOTBETCTBHM C HMHCTPYKIMEH IO
NPUMEHEHUIO JIEKAPCTBEHHOTO TpenapaTa ¥ MPUYMHON Bpena sBUJICS BBOJA B IPaXIaHCKUH 000pOT
HE100pOKaYECTBEHHOTO JIEKAPCTBEHHOTO MPEapara;

2) Bpea 3A0POBBIO TNPHYMHEH BCIEACTBUE HEAOCTOBEPHOM HH(OpPMALUK, CcoOAep)Kalieics B
MHCTPYKLMHA 110 IIPUMEHEHMIO JICKapCTBEHHOIO IIpernapara, W3JaHHOM IPOU3BOJUTEIEM
JIEKApCTBEHHOTIO IIpernapara.

2. B ciyuae, ecnu Bpel 3J0pOBBIO IpaX<1aH MPUYMHEH BCJEICTBHE NMPUMEHEHUS JIEKApCTBEHHOTO
mpernapara, MNPULISNNIEr0 B HETOJHOCTh B pE3yJlbTaTe HApYIIEHUS MPaBHI  XpaHEHHS
JICKapCTBEHHBIX CPEJCTB, MPAaBUJI ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU MperapaTamMH, MpPaBUII
OTIIyCKa JIEKaPCTBEHHBIX IIpenapaToB, MpPaBUJ W3TOTOBJICHHS M OTIYCKa JIEKApCTBEHHBIX
NpernapaTroB, BO3MEUICHWE Bpela OCYLIECTBISETCS COOTBETCTBEHHO OpraHU3allel ONTOBOM
TOPrOBIM  JIEKAPCTBEHHBIMH  CPEACTBaMH, AaNTEYHOM  OpraHu3aluel, WHAUBUIYaIbHBIM
NpeanpuHIMATEIEeM, UMEIOIIMMH JIMIECH3UIO Ha (papMalleBTUYECKYIO AEATEIbHOCTD WU JTUICH3HIO
Ha MEIUIUHCKYI0 JEeATEIbHOCTb, MEIMLHUHCKOM OpraHu3alueid, HMEIOLIEH JIMLIEH3UI0 Ha
(bapMaeBTHYECKYI0  JIeATeNBHOCTh (€€  000COONIeHHBIM — ToJpasaesieHueM  (amOynaTtopuei,
denpamepckuM ¥ PenTbALIEPCKO-aKyIIEPCKUM MYHKTaMH, LEHTpoM (OTAeJeHueM) oOriei
BpaueOHOI (CeMEHOW) MPAaKTUKH), PACTIONOKEHHBIM B CEIIBCKOM HACEICHHOM ITYHKTE, B KOTOPOM
OTCYTCTBYET anTe€4YHas OpraHu3alus), JOMYyCTUBLUIMMHU MPOAAXY WIM OTIYCK  TaKoro
JEeKapCTBEHHOr 0 npemnaparta. (B pel. @enepanpHoro 3akona oT 25.11.2013 N 317-P3)

3. Bo3memenue Bpena, MNPUYMHEHHOTO 3[0POBBI0 TIPa)JaH BCIEACTBHE IPUMEHEHMS
JIeKapCTBEHHBIX MPENapaToB WM COBEPIIECHUS MPOTUBONPABHBIX JEHCTBUI CyObeKTaMH 0OpaleHHs
JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIETCS B COOTBETCTBUU C 3aKOHOAATEIBLCTBOM Poccuiickon
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denepauuu.
I'nasa 16. SAKJIFOYUTEJIBHBIE IMTOJTOKEHU S

Crarps 70. O npu3HaHUH YTPATUBIIUMH CHJIY OTAEJIbHBIX
3aKOHOAATEJbHBIX AKTOB (I0JI0KEHUH 3aKOHOIATEeJIbHBIX AKTOB)
Poccuiickou @enepanuu
IIpu3Hath yTpaTUBLIIUMU CUILY:

1) ®enepanbubiii 3akoH oT 22 utoHs 1998 rona N 86-P3 "O nekapcrBeHHbIX cpencTBax" (Cobpanue
3akoHonarenscTBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) ®enepanbubiit 3akoH oT 2 siHBaps 2000 roga N 5-®3 "O BHeCEeHUM U3MEHEHUs U JIOTIOJHEHUN B
@enepanbhblii 3akoH "O nexapcTBeHHbIX cpencTBax” (CoOpaHue 3akoHOAarenbcTBa Poccuiickoi
®enepauun, 2000, N 2, cT. 126);

3) crateio 40 ®enepanbHoro 3akoHa oT 10 suBapsa 2003 roga N 15-d3 "O BHeceHUU U3MEHEHUH U
JOTIOJIHEHU B HEKOTOPBIE 3aKOHOAATenbHbIe akThl Poccuiickoit denepanuu B CBSI3U ¢ IPUHATUEM
@enepanbHoro 3akoHa "O IUIEH3UPOBAHWU OTHENBHBIX BHUAOB jearenbHocTH" (CobOpanue
3akoHoarenscTBa Poccuiickoit denepanuu, 2003, N 2, ct. 167);

4) crarbio 31 ®enepanbuoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHUM U3MEHEHUU U
JOTIOJIHEHUI B HEKOTOpbIE 3aKOHoHarelbHble akThl Poccuiickoit ®enepauuu, NpU3HAHUU
YTPaTUBIIMMHU  CHJIly  OTHENBHBIX  3aKOHOAATENbHBIX  akToB  Poccuiickon — depepanuu,
MPEAOCTABIICHUH OTJEIbHBIX TapaHTUNH COTPYJIHUKAM OPraHOB BHYTPEHHHUX JI€Jl, OPraHoB IO
KOHTPOJIIO 32 000OpOTOM HApPKOTHYECKUX CPEACTB M IICUXOTPOIHBIX BEIIECTB M YIPa3dHICMBIX
denepanbHBIX OpPraHOB HAJNOTOBOW TMOJIMIMKA B CBS3HM C  OCYIIECTBIGHHEM Mep IO
COBEpIIICHCTBOBAHUIO TOCyaapcTBeHHOTO yrpaBineHus" (CoOpaHue 3akoHOAaTenbCcTBa Poccuiickoit
®enepauun, 2003, N 27, ct. 2700);

5) cratbio 101 denepanpHoro 3akoHa ot 22 aBrycta 2004 roga N 122-®3 "O BHECEHUM U3MEHEHUM
B 3aKOHOJaTeNbHble akThl Poccuiickor denepanuu U NIPU3HAHUKA YTPATUBIIUMU CHIIy HEKOTOPBIX
3aKOHOJATEIbHBIX akTOB Poccuiickoit denepanuil B CBSI3M C IPUHATHEM (enepaabHbIX 3aKOHOB "O
BHECEHMU M3MEHEHUH 1 gonoiaHeHuil B denepanbublii 3akoH "O0 00MIKX MPUHIMIIAX OPTaHU3AIUH
3aKOHOJATENbHBIX (IPEICTABUTENBHBIX) U HCIIOJHUTEIBHBIX OPraHOB T'OCYJAapCTBEHHOM BIACTH
cyobektoB Poccuiickoii ®enepanun” u "OO o0oO0mHMX NPUHIUNAX OpraHU3alMd MECTHOTO
camoympasieHust B Poccuiickoit ®epepauun" (CobOpanue 3akoHOAarenbcTBa Poccuiickoi
®enepauun, 2004, N 35, ct. 3607);

6) crarbio 28 denepanbHoro 3akoHa ot 18 gexadpst 2006 rona N 231-®3 "O BBeneHUU B IEHCTBHE
gactu yetBeproit ['paxmanckoro kogekca Poccuiickoit denepanun" (CoOpaHue 3aKOHOATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

Crarps 71. BerymuieHue B cuity HacTosiiero ®egepajibHOro 3aKoHa
1. Hacrosimuit denepaibHblii 3aK0H BeTymaeT B cuity ¢ 1 centsops 2010 roza.

2. JlexapCTBEHHBIE CpPEICTBA, 3apPETUCTPUPOBAHHBIE 10 AHS BCTYIUIEHMS B CHJIy HACTOSIIETO
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@denepanbHOr0 3aKOHA, MOMJEKAT BKJIIOYEHUIO B TOCYAApPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX
CPEeICTB C BHECEHHMEM YKa3aHHbIX B d4acTH 1 crarbu 33 Hacrosimero denepanbHOro 3aKkoHa
CBeICHH 00 OTHX JICKAPCTBEHHBIX CpEACTBaX 0€3 MPOXOXKIEHUS BHOBb IPOLETYPHI
roCyJJapCTBEHHOM perucTpaliu JIeKapCTBEHHBIX MTPENnapaTos.

3. l'ocynapcTBeHHas perucTpanus JEKapCTBEHHBIX MPENaparoB, 32 UCKIIOUEHUEM JIEKapCTBEHHBIX
IIPEnapaToB JUIsl MEAULUHCKOIO NPUMEHEHHUs, NPEICTaBICHHBIX HAa YKa3aHHYI PETUCTPALUIO 10
IHS BCTYIUIEHMs B cuily Hacrtosiero ®denepaibHOrO 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUU C
HacToammM denepanbHbIM 3aKOHOM HAa OCHOBAaHUM JIOKYMEHTOB U JIAHHBIX, NPEACTABICHHBIX 0
IHS BCTyIUIeHUs B cuily Hactosiero ®denepanpHoro 3akoHa. (B pea. denepanbHOro 3akoHa OT
11.10.2010 N 271-P3)

3.1. 'ocynapcTBeHHasl perucTpanys JEKapCTBEHHBIX MPENapaToB A MEIULUHCKOTO IPUMEHEHMS,
IIPEACTABICHHBIX HA TOCYAApPCTBEHHYIO PETHUCTPALMIO 0 JHS BCTYIUIEHHMS B CUILY HACTOSLIETO
@enepalIbHOTO 33aKOHA, W TOCYJAapCTBEHHAs pPETUCTpalus JIEKApCTBEHHBIX IPENapaTroB ISl
MEJIULUHCKOIO NPUMEHEHUS, MPEICTABICHHBIX HA JKCIIEPTU3Y JIEKAPCTBEHHBIX CPEIACTB 1O IHS
BCTYyIUICHUS B cuiny Hacrosmero @enepaJlbHOro 3akoOHa B LEIAX MX  OCIEAYIOLIEH
rOCYJapCTBEHHOM PpErucTpalyy, OCYILUECTBISAIOTCS Ha OCHOBAHUM JIOKYMEHTOB U JaHHBIX,
IIPEACTABICHHBIX [0 [HA BCTYIUICHMS B Cuily Hacrosuiero denepanbHOro 3akoHa, a TakkKe
3asBJICHUSA O TOCYJAapCTBEHHOW PETMCTPAlUU JIEKAPCTBEHHOIO IIperapara, IpPeICTaBIECHHOIO
IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX IIPENApPATOB WIKM YIIOJHOMOYEHHBIM MM JIMIOM B COOTBETCTBHUHU C
HactosmuM DenepaiabHBIM 3aKOHOM B YIOJHOMOYEHHBIH (hefepalibHblii OpraH HMCHOJIHHUTEIBHOM
Bractu 10 | wmapra 2011 roma, 6e3 TpeOoBaHUS yIUIATBl TOCYJApPCTBEHHOW IOILIHHBI,
NPeIyCMOTPEHHOM 3aKoHonaTenbCcTBOM Poccuiickoit @exepaunn o Hajorax u cOopax. (B pen.
®enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. IloaTBepXkaeHHE TOCYIAapCTBEHHOW PETUCTPALMU  JIEKAPCTBEHHBIX IPENapaToB IS
MEIULHHCKOIO  IPUMEHEHUs, IPEACTaBICHHBIX JUI1  IOATBEPKIEHUA  TIOCYNAapCTBEHHOU
perucTpanuy 10 OHS BCTYIUICHMS B CWIy HacToswmero denepaJbHOro 3aKOHa, U MOATBEPKICHUE
TrOCYJapCTBEHHOM PpErucTpaluy JICKAPCTBEHHBIX IIPENapaToB I MEIULMHCKOTO IIPUMEHEHUS,
IIPEACTABICHHBIX Ha 3KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 IHs BCTYILICHUS B CUJy HACTOSLIETO
@enepanbHOrO0  3aKOHa B LEIAX IOCIHEAYIOIIEr0 IOATBEPKIACHUS HX TIOCYJapCTBEHHOHN
pPErucTpanyy, OCYIIECTBIAIOTCS HA OCHOBAHMM JOKYMEHTOB U JAHHBIX, IIPEJACTABICHHBIX 1O IHS
BCTYIUICHUS B CHIy HacTosuero denepaJbHOro 3aKOHA, a TAK)KE 3asBJICHHUS O IOATBEPKICHUU
rOCYJapCTBEHHOM PErucTpalyy JIEKAPCTBEHHOI'O IIperapara, NPEeACTaBICHHOIO IPOU3BOJUTEIEM
JIEKAPCTBEHHBIX IIPENapaToB WA YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUU C HACTOSILIUM
denepanbHBIM 3aKOHOM B YIOJIHOMOYEHHBIH (peliepaibHblil OpraH MCIOJHUTEIbHON BiacTtu 10 1
mapra 2011 roma, 6e3 TpeOoBaHHS YIUIAThl TOCYAAPCTBEHHOW MOIUIMHBI, MPETyCMOTPEHHOM
3aKOHOJaTeIbCTBOM Poccuiickoit @enepanuu o Hanorax u cobopax. (B pea. denepaibHOTO 3aKOHA
or 29.11.2010 N 313-®3)

3.3. llpunAtne pemieHus O BHECEHMHM HW3MEHEHMH B JOKYMEHTBI, COJAEpXKalluecs B
PErUCTPAallMOHHOM J0ChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBINM Ipenapar Ui MEAULMHCKOIO
IIPUMEHEHHUs U MPEJCTaBICHHbIE 10 JHSA BCTYIUICHUs B CUIy Hacrosuero denepajbHOro 3aKoHa, U
IIPUHATUE PELICHUS O BHECEHUM HM3MEHEHUU B JOKYMEHTBI, COJEpKallleeCsl B PErUCTPALMOHHOM
JOCbE HA 3apEeTrUCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar il MEJULUHCKOrO IPUMEHEHUs U
IIPEACTABIICHHBIE HA HKCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB 1O IHS BCTYIUICHUS B CUJIY HACTOSIIETO
@enepanbHOro 3aK0HA, OCYLIECTBIISAIOTCS HA OCHOBAHUM JOKYMEHTOB U JAHHBIX, IIPEACTABICHHBIX
J0 JHS BCTYIUIEHMS B CHIly Hacrosmero deaepalbHOro 3aKOHA, a TAKXKE 3asBJICHUS O BHECEHUU
U3MEHEHUN B JOKYMEHTBI, COJEpXKAIIMECs B PETrUCTPALMOHHOM JOChE HA 3apEeruCTPUPOBAHHBIN
JIEKApCTBEHHBIN IIpemnapar Uil MEIULMHCKOTO MPUMEHEHUS, MPEICTABICHHOIO IPOU3BOJUTEIEM
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JIEKAPCTBEHHBIX IIPENapaToB WA YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHUU C HACTOSIIUM
denepanbHBIM 3aKOHOM B YIOJIHOMOYEHHBIH (pefiepaibHblil OpraH MCIOJHUTEIbHON BiacTtu 10 1
mapra 2011 roma, 6e3 TpeGoBaHMS YIUIaThl TOCYAAPCTBEHHOW MOLUIMHBI, MPETyCMOTPEHHOM
3aKOHOJaTeIbCTBOM Poccuiickoit @enepanuu o Hanorax u cobopax. (B pea. denepaibHOTO 3aKOHA
or 29.11.2010 N 313-®3)

3.4. Brinaua pa3pelieHuil Ha IpoBeIeHNE KIMHUUECKUX UCCIEI0BAHNN JIEKapCTBEHHBIX IIPENapaToB
JUIsL MEIULUHCKOIO IIPUMEHEHUs [0 3asBJICHHUSAM, IIOJAHHBIM [0 [HA BCTYIUICHHS B CHIY
Hacrosuero @enepanbHOro 3aKOHA, a TAK)KE 110 3asBICHUSAM, [TOJAAHHBIM IIOCJIE IHS BCTYIUJICHUS B
cuiny Hacroswmero @deneparbHOrO 3aKOHAa HAa OCHOBAaHUM DKCIEPTHU3, IPOBEACHHBIX 10 MJHS
BCTYIUICHUSI B Cuily Hacrosmero denepanbHOro 3aK0HA, OCYLIECTBISAETCS B COOTBETCTBUU C
HacrosuM DenepanbHbIM 3aKOHOM Ha OCHOBAHMM JIOKYMEHTOB M JIaHHBIX, IPEICTaBICHHBIX WU
MIOJIyYEHHBIX JO0 JAHS BCTYIUIEHHs B Cuily Hacrosmero @denepanbHOro 3akoHa, a TakXkKe Ha
OCHOBAHUU KOIIMU TIPEIBAPUTEIBHOTO JIOTOBOPA O0S3aTENIHOTO CTPAXOBaHHS KHU3HH, 370POBbS
[IALUCHTOB, Y4YacTBYIOIIMX B KIMHUYECKOM WCCIECOBAHUU JICKAPCTBEHHOIO IIpenapara s
MEIULUHCKOTO MPUMEHEHHS, WIN KOIHUU JA0rOBOpa 00s3aTENbHOIO CTPAXOBaHMS KU3HH, 3/10POBbS
MIALACHTOB, Y4YacTBYIOIIMX B KJIMHUYECKOM WCCIECIOBAHUU JICKAPCTBEHHOIO IIpenapara s
MEJIULUHCKOTO MTPUMEHEHHsI, TUOO0 MpeACTaBICHHON KOITUH JI0TOBOpa 0053aTeIbHOIO CTPAaXxOBaHUs,
3aKJIFOYEHHOTO B COOTBETCTBHHU C THIIOBBIMU MPaBUIaMU 0053aTEIBHOTO CTPAXOBAHUS, C YKa3aHUEM
NPEACIIBHOM  YUCICHHOCTM  IIAIMEHTOB, YYacTBYIOIIMX B  KIMHUYECKOM  MCCIIEJOBAaHUU
JEKapCTBEHHOTO TMperapara Jisi MEIAMIMHCKOTO TPUMEHEHHus, 0e3 TpeOOBaHUs YIIaThl
rOCyJapCTBEHHOM IOLUIMHBI, IPEIyCMOTPEHHOM 3akoHomaTesnbcTBOM Poccuiickoit denepanuu o
Hayiorax u coopax. (B pexn. degepanpHoro 3akoHa oT 29.11.2010 N 313-P3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAaHHOM BaJIOTE A0 AHS BCTYIUIEHMS B CHJIy HACTOSIIETO
@enepanbHOrO 3aKOHA IIpEJENbHBIE OTIYCKHBIE LIEHbl HMHOCTPAHHBIX IPOM3BOJUTENECH Ha
JICKapCTBEHHBIE IpENapaThl, BKIIOUYEHHBIC B MEPEYCHb XKU3HEHHO HEOOXOAMMBIX M BaKHEUIINX
JICKapCTBEHHBIX MPENaparoB, MOJJIEkKAT Iepecyery B pyomau mo kypcy LleHtpanbHoro OGaHka
Poccuiickoii ®@enepanun Ha naTy, yctraHoBieHHyto [IpaButensctBom Poccuiickoii deneparun, 6e3
NIPEACTABICHUS 3asBJICHHUS O IIEpecUeTe LEHBl C BHECEHUEM COOTBETCTBYIOLIMX H3MEHEHUU B
TOCYJAapCTBEHHBIM pEeCTp IMPENEIbHBIX OTIYCKHBIX LEH IPOU3BOAUTENICH HA JIEKAPCTBEHHBIC
IpernapaThl, BKIIOUYEHHBIE B NEPEUYEHb JKU3HEHHO HEOOXOIMMBIX M BAXKHEWUIIMX JIEKApCTBEHHBIX
npenapatos. (B pen. @enepanbHoro 3axkoHa oT 11.10.2010 N 271-P3)

3.6. 3aperucTpupoBaHHBIE 0 JAHS BCTYIUIEHMS B CHIy Hacrosiuero ®enepaibHOro 3aKOHA
IIpe/iebHbIE OTIYCKHBIE IIEHBl POCCHUMCKMX IPOM3BOAMTENEH Ha JIEKAPCTBEHHBIE IIpenaparsl,
BKJIIOYCHHBIE B TEpEUEHb XKM3HEHHO HEOOXOIMMBIX M BAXXHEHMIIMX JIEKApCTBEHHBIX IPENaparos,
nojuiexar uHaekcauuu ¢ 1 HosOps 2010 roma mcxons W3 MPOrHO3UPYEMOTO YPOBHSA HMHQIIALUH,
ycraHoBneHHoro ®denepanbHbiM 3akoHOM OT 2 aekadps 2009 roga N 308-03 "O ¢denepansHom
oromkere Ha 2010 rox m Ha turaHoBeiid mepuox 2011 m 2012 romo" wa 2011 rox. (B pen.
®enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He nomyckaroTcs IpOM3BOACTBO U BBO3 B Poccuiickyro denepannio
JICKapCTBEHHBIX MPENapaToB B YIMAaKOBKAX C MapKUPOBKOW, KOTOopas Obula HaHeceHa [0 IHS
BCTYIUICHHUS B CHITy Hactosiero dexepanbHoro 3akoHa. [1o nCcTeueHNH yKa3aHHOTO CpOKa JaHHbIE
JIeKapCTBEHHBIE MpenapaThl MOTYT OTIYCKAaThCs, PEATM30BBIBATHCA, MEPEIaBaTbCs U MPUMEHATHCS
70 MCTEYEHUsI UX Cpoka roxHoctu. (B pea. deaepanbHbix 3akoHOB 0T 29.11.2010 N 313-P3, ot
06.12.2011 N 409-D3)

4. Co nHa BcTymieHus B cuiny Hacrosiuero ®denepanpHoro 3akoHa u no 30 ampens 2011 roga
BKJIIOUUTENBHO JIOIYCKAeTCsl IPOBEIEHUE DSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB OSKCIEPTaAMU
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OKCICPTHOI'0 YUYpPCKIACHUA OO0 IMPOXOKACHUA HUMHU aATTCCTAlUU B HOPAAKC, YCTAHOBJIICHHOM
YIOJIHOMOYCHHBIM (I)CI[CpEUIBHBIM OopraHoM HWCIIOTHUTEILHOM BIACTH.

5. Co mus BerymieHus B cwily Hactosiiiero @enepanbHoro 3akoHa u mno 31 gexabpst 2013 roxa
BKJIIOYUTEJIBHO  OCYLIECTBJISIETCA IEPEXOA K IPOU3BOACTBY JIGKAPCTBEHHBIX CpPEICTB B
COOTBETCTBUM C IPaBWJIaMU OpraHM3allid IPOM3BOACTBA U KOHTPOJS KadecTBa JIEKAPCTBEHHBIX
CpeACTB, YKa3aHHBIMU B YacTh 1 craTthu 45 Hacrosmero denepaibHOro 3aKOHa, B MTOJTHOM OOBEME.
Cpoku mepexoja IpOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB K MX IPOU3BOJCTBY B COOTBETCTBHM C
KOHKPETHBIMHU TPEOOBAaHUSAMH JAHHBIX MTPABHJI, BKJIIOUAsI CPOKHU aTTECTALUU YIIOJHOMOYEHHBIX JIUII,
yKa3aHHBIX B 4vacTsx 6 u 7 crarbu 45 Hacrosiuero denepalibHOrO0 3aKOHA, YCTAaHABIMBAIOTCS
IIpaBurensctBoM Poccuiickoit denepanuu.

6. JluneHsun Ha NPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BblAaHHble A0 | sHBaps 2014 ropa,
neiictByror nocie 1 sHBaps 2014 roma 10 ucTedYeHHA cpoKa MX JAEMCTBHSI INPU  YCIOBHUM
COOTBETCTBHUS JIMIEH3MAaTa I[paBUWIaM OpraHU3alMy IPOM3BOJACTBA M KOHTPOJS KadecTBa
JIEKapCTBEHHBIX CPEJICTB, YKa3aHHBIM B yacTH 1 cratbu 45 HacTosuero denepanbHoro 3akoHa.

7. ®opMHpOBaHME TOCYJApCTBEHHOIO 3aJaHUsl Ha IPOBEJEHHE OJKCIEPTU3bl JIEKAPCTBEHHBIX
cpeactB (enepanbHOMY TOCYIApCTBEHHOMY OIO/DKETHOMY YUPEXKACHUIO IO IPOBEACHUIO
HKCHEPTHU3bl JIGKAPCTBEHHBIX CPEICTB M (PMHAHCOBOE OOECIIEYCHHE BBIMOJHEHUS ATOTO 3aJaHHs
OCYIIECTBIISIOTCA B MOPAJIKE, ycTaHOBIEHHOM DenepanbHbIM 3aKkoHOM 0T 12 suBaps 1996 roga N 7-
®3 "O Hekommepueckux opranuzanusax’. (B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

IIpesudenm Poccuiickou @edepayuu

JT. MEJIBEZIEB

Mocksa, Kpemiib
12 anpens 2010 rona
N 61-@3
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