12 anpens 2010 2. N 61-@3

POCCHUHUCKAS ®EJEPALINAS
®EJIEPAJIBHBINA 3AKOH

Ob OBPAHIEHUU JIEKAPCTBEHHbBIX CPEJICTB

(B pen. @enepanbHbix 3aKk0HOB 0T 27.07.2010 N 192-®3, o1 11.10.2010 N 271-®3, o1 29.11.2010 N
313-@3, ot 06.12.2011 N 409-®3, ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-P3, oT
02.07.2013 N 185-®3, o1 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-P3,
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 08.03.2015 N 34-P3, ot 29.06.2015 N 160-D3,
or 13.07.2015 N 233-®3, or 13.07.2015 N 241-®3, ot 13.07.2015 N 262-P3, ot 14.12.2015 N
374-@03, ot 29.12.2015 N 389-d3, o1 02.06.2016 N 163-P3, ot 03.07.2016 N 261-P3, oT
03.07.2016 N 305-@3, ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N
278-@3, ot 28.12.2017 N 425-D3, ot 04.06.2018 N 140-D3, ot 28.11.2018 N 449-P3, o
27.12.2018 N 511-®3, ot 06.06.2019 N 134-®3, ot 26.07.2019 N 240-P3, ot 02.08.2019 N
297-®3, o1 27.12.2019 N 462-D3, o1 27.12.2019 N 475-D3, o1 27.12.2019 N 478-P3, o
27.12.2019 N 481-®3, ot 26.03.2020 N 67-P3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-03, ot 22.12.2020 N 444-P3, ot 11.06.2021 N
170-®@3, ot 02.07.2021 N 317-@3, ot 30.12.2021 N 463-P3, ot 08.03.2022 N 46-P3, oT
26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-D3, ot 05.12.2022 N 502-P3,
ot 19.12.2022 N 519-®3, ot 28.04.2023 N 149-®3, ot 28.04.2023 N 171-®3, ot 24.07.2023 N
341-@3, ot 04.08.2023 N 428-D3, ot 04.08.2023 N 466-D3, ot 04.08.2023 N 474-D3, oT
19.10.2023 N 503-®3, ot 30.01.2024 N 1-®3, ot 08.08.2024 N 232-D3, ot 08.08.2024 N 292-D3,
ot 08.08.2024 N 323-@3, ot 26.12.2024 N 494-D3)

Ipunam
T'ocyoapcmeennotui [[ymoti

24 mapma 2010 200a

Ooobpen
Cosemom Dedepayuu

31 mapma 2010 200a

I'masa 1. OBIIUE NOJIOKEHUA

Crartba 1. [Ipeamer perynpoBanus HacTOsimero MeaepajbHOro
3aKOHAa

1. Hacrosmmuit ®enepanbHblil 3aKOH pETYJHMPYET OTHOLIEHHUS, BO3HUKAIOIIUME B CBSA3H C
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oOpamieHueM -  pa3paOOTKOH,  JOKJIMHUYECKHMH  HCCJIEIOBAaHUSIMU, KJIMHAYECKUMHU
WCCIICIOBAHUSIMH, SKCIEPTU30M, TOCYJapCTBEHHON PETrUCTPallMEd B COOTBETCTBUM C HACTOSILIHUM
@OenepalibHBIM  3aKOHOM  (fjaJieeé - TOCYJapCTBEHHAs pETUCTpalusi) WIM perucTpauueil B
COOTBETCTBUU C MEXIYHAPOJHBIMHU JOTOBOPAMU U aKTaMH, COCTABISAIOMMUMHU 1paBo EBpazuiickoro
SKOHOMMYECKOTO COro3a (Janee - perucrpainus), co CTaHAapTH3alueldl U C KOHTPOJIEM KauecTBa,
MPOU3BOACTBOM, M3rOTOBJIEHUEM, XPaHEHHUEM, INEPEBO3KOM, BBO30OM B Poccuiickyro denepanuro,
BbIBO30M M3 Poccuiickoit ®enepanuu, pekiIaMoM, OTIYCKOM, pealu3aluen, nepeaavei,
MPUMEHEHUEM, YHUYTOXEHUEM JICKapCTBEHHBIX CpeACTB. (B pen. denepanbHbIX 3aKOHOB OT
06.12.2011 N 409-@3, ot 30.01.2024 N 1-D3)

2. Hacrosmuit denepaibHbINA 3aKOH YCTAHABIMBACT MPUOPHUTET TOCYAAPCTBEHHOTO PETYIUPOBAHHMS
0e30MmacHOCTH, KauecTBa M 3PGEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPU UX oOpaiieHuu. (B pen.
denepanpHOro 3akona ot 25.06.2012 N 93-D3)

Crarps 2. Cdepa npumeHeHust HacTosinero @exepajbHOro 3aK0HAa

Hacrosimuit denepanbHplii 3aKOH MPUMEHSAETCS K OTHOILEHHSIM, BO3HMKAIOIIUM IPH OOpalleHuH
JIEKApCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepannu.

Crarbs 3. 3aK0HOAATEJIBCTBO 00 00PAIICHUH JIEKAPCTBEHHBIX CPE/ICTB

1. 3akoHOIaTenbCTBO 00 OOpallleHUH JICKAPCTBEHHBIX CPEICTB COCTOUT M3 HACTOSIIETO
@DenepallbHOTO 3aKOHA, APYruX (eaepaibHbIX 3aKOHOB M WHBIX HOPMATHUBHBIX MPABOBBIX AKTOB
Poccuiickoit @enepanuu.

1.1. 3akoHO1aTENBCTBO 00 OOpAIIEHUN JIEKAPCTBEHHBIX CPEACTB B OTHOILIEHUHU IOPUANYECKUX JIUL U
WHIVBUAYAIbHBIX  IPEANPUHUMATENEH, OCYIIECTBISIOIINX JAEATEIbHOCTh HA  TEPPUTOPHH
MEXIyHapOJAHOIO  MEIUIMHCKOrO  Kjacrepa, MpPHUMEHAETCs ¢  y4eTOM  OCOOEHHOCTEH,
ycTaHoBJIEeHHbIX DenepanbHbiM 3ak0oHOM 0T 29 mroHs 2015 roga N 160-D3 "O mexayHapoIHOM
MEJULIMHCKOM KJIAaCTEPE U BHECEHUM U3MEHEHUM B OTACIIbHBIC 3aKOHOJATENIbHBIE aKThl Poccuiickon
Ddenepanun". (B pea. PenepanbHbix 3ak0HOB 0T 29.06.2015 N 160-P3, ot 04.08.2023 N 428-D3)

2. JletictBue HacTosero deaepanbHOro 3aK0Ha paclpoCTpaHseTcs Ha 00pallieHue HapKOTUYECKUX
JIEKapCTBEHHBIX CPEACTB M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C YYETOM OCOOEHHOCTEH,
YCTaHOBJIEHHBIX 3aKOHOJATENBCTBOM Poccuiickoin @Penepanu O HAPKOTUUYECKHX CPEACTBAX,
NICUXOTPOIHBIX BELIECTBAX U 00 UX MPEKypcopax.

3. [eiictBue Hactosmero DenepanbHOr0 3aKOHA  pacHpoCTpaHsSeTcs Ha  oOpalieHue
pamuodapmMareBTUYECKUX JIEKAPCTBEHHBIX CPEJACTB C YYE€TOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3aKOHOAATeNbCTBOM  Poccuiickoii  Denepanuu B obmacTu  oOecmedeHHUs — paguaIliOHHOM
0€30IIaCHOCTH.

4. Ecnu mexxayHapoaHeIM norosopoM Poccuiickoit denepaiuu, MeKIyHapOJHbIMUA JOTOBOpPaMH U
aKTaMH, COCTaBJISIOUIMMH TpaBo EBpasuiickoro 5»KOHOMHYECKOro coOlo3a (Jnajee - aKThl,
cocrapistomme npaso Coro3a), yCTAaHOBJIEHBI MHBIE MPaBUJIA, YEM T€, KOTOPBIE MPELYCMOTPEHBI
HacToAMM DenepanbHbIM 3aKOHOM, IPUMEHSIOTCS MPaBUiIa MEXAYHAPOIHOTO JOTOBOpa, MpaBuia,
coJepkaliecss B akTax, cocraBisiomux npaBo Coro3a. (B pen. PenepalbHOrO 3aKOHa OT
30.01.2024 N 1-93)

4.1. PemeHuss MEXroCylapCTBEHHBIX OpraHOB, MPHUHATBIE HAa OCHOBAaHUU  ITOJIOKEHUU
MEXIYHApOAHBIX HOroBopoB Poccuiickoit ®Penepauv B HX HCTOJKOBAaHUHU, IPOTHUBOPEYAIIEM
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Konctutynuu Poccuiickoii denepannu, He MOJJIEkKAT UCNOIHEHUIO B Poccuiickoin denepanuu.
Takoe mpOTHBOpEYHE MOXKET OBITh YCTAaHOBJICHO B TMOPSJKE, OMpeIeiICHHOM (eaepaabHbIM
KOHCTHUTYLHOHHBIM 3aKOHOM. (B pea. PenepanpHoro 3akona ot 08.12.2020 N 429-D3)

5. B Poccuiickoit ®@enepanu B COOTBETCTBUM C MEXKIYHApOIHBIMU JoroBopaMu Poccuiickoi
Oegepauyu U (MIM) Ha OCHOBE MPUHIMIA B3aUMHOCTH MPHU3HAIOTCS PE3YyJbTaThl KIMHUYECKUX
WCCIICIOBAHUI JICKAPCTBEHHBIX MpPEenapaToB IJid MEIUIMHCKOrO MPUMEHEHUS, MPOBEACHHBIX 3a
npexaenaMu teppuropuun Poccuiickoin @enepanuu.

Cratbs 4. OCHOBHbIE IOHATHS, UCIIOJIb3YeMbIe B HACTOSALIIEM
DegepaibHOM 3aKOHE

Hns ueneit Hactosiniero denepanbHOro 3aK0HA UCIIOIB3YHOTCS CIIEIYIOIINE OCHOBHBIC IMOHSTHUSA:

1) nekapcTBEHHBIE CpEICTBA - BEIIECTBA WJIM WX KOMOWHAIMHM, BCTyMAlOIIME€ B KOHTAKT C
OpPraHW3MOM YeJIOBEKA WJIM KMBOTHOT'O, TPOHUKAIONIME B OPTaHbl, TKAHU OpPraHU3Ma YeJIOBEKa WU
JKUBOTHOT'O, MIPUMEHsIEMbIe Ui MPOPUIAKTHKY, JUATHOCTUKH (32 UCKIIOYEHHEM BEIEeCTB WA HX
KOMOWHAIIUM, HE KOHTAKTHUPYIOIIUX C OPraHU3MOM 4YEJIOBEKa WJIM >KHUBOTHOTO), JICUCHHS
3a0onieBaHusl, peadMIUTalUy, ISl COXpAaHEHHs, IPEIOTBPAILEHUS WIIK IPEPhIBaHUS OEPEMEHHOCTH
Y TIOJIyYEHHBIC U3 KPOBH, TUIa3Mbl KPOBH, U3 OPraHOB, TKAHEH OpraHu3Ma 4yeIoBeKa UIIH KUBOTHOTO,
pacTeHui, MUHEPAJIOB METOJaMU CHHTE3a WJIM C IMPUMEHEHHWEM OuoNorndyeckux TexHomorui. K
JIEKApCTBEHHBIM CPEJICTBAM OTHOCSATCS (papManieBTUYECKHE CYOCTaHIIMM U JIEKAPCTBEHHbBIC
npernaparsl;

2) dapmaneBTUUYECKass CyOCTAaHIIMS - JIGKAPCTBEHHOE CPEJICTBO B BHJI€ OJIHOTO WJIM HECKOIBKUX
oOmagaromux (GpapMaKoJOrHUECKOW AKTUBHOCTBHIO JICHCTBYIOIIMX BEIISCTB BHE 3aBUCHMOCTH OT
NPUPOJBI  MPOUCXOXKICHHS, KOTOPOE TpPEIHA3HAYCHO JIJI IMPOW3BOJCTBA, HM3TOTOBJICHUS
JIEKapCTBEHHBIX MpenaparoB u ompeneiser ux dhpdexTuBHOCTh; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) BcioMoraresbHbI€ BELIECTBA - BELIECTBA HEOPTaHUYECKOTO MJIM OPraHUYECKOI0 MIPOUCXOKACHHUS,
UCIIOJIB3YEMBIE B IIPOLIECCE IPOU3BOJCTBA, M3TOTOBJICHUSA JIEKAPCTBEHHBIX IIPENapaToB Ui
NpUIaHUS UM HEOOXOAUMBIX (PU3UKO-XUMUYECKUX CBOMCTB;

4) nexapcTBEHHBbIE IIpenaparbl - JEKapCTBEHHbIE CpEACTBA B BHUJAE JIEKAPCTBEHHBIX (HopM,
IpUMEHsSIeMble JJIsl NPO(QUIAKTUKH, IUArHOCTHKH, JiedyeHUs 3a0ojieBaHus, peadWiIMTaluu, i
COXpaHEeHMs, IPEAOTBPALLCHUS WIN NPepbIBaHNs OEPEMEHHOCTH;

5) nekapcTBeHHas Gopma - COCTOSHHE JIEKapCTBEHHOT'O Mperapara, COOTBETCTBYIOIIEE crocobam
€ro BBEJICHUS U IPUMEHEHUS U 00€CIIeUnBaIOIIee TOCTHRKEHUE He0O0X0auMoro JiedebHoro spdekra;

5.1) n03UpOBKa - CoJIEpIKaHKE OJHOTO HIIH HECKOJIbKUX JICHCTBYIOIINX BEIIECTB B KOJMYECTBEHHOM
BBIPQKEHUH HA CIUHUIY J03bI, WIH EAWHHILy O00beMa, WIIM EAWHUILy MacChl B COOTBETCTBHHU C
JICKApCTBCHHON (opMON OO JUIsi HEKOTOPBIX BHJIOB JIGKAPCTBEHHBIX (OPM  KOJIUYECTBO
BBICBOOOK/IAEMOT'0 M3 JIEKAPCTBEHHOM (POPMBI JIEHCTBYIOIIETO BEIISCTBA 3a €IUHHILY BpeMEHH; (B
pen. @enepanbHoOro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

6) mepeueHb JKU3HEHHO HEOOXOIMMBIX U BXKHEUIIIHNX JIEKAPCTBEHHBIX MPEMapaToB - YTBEPKAAEMBbIH
IIpaBurensctBOM  Poccmiickoit  ®enepanuu  nepedyeHb  JIEKAPCTBEHHBIX — IPENapaToB UL
MEIUIIUHCKOTO MPUMEHEHHsI, 00ECIIeUNBAIOLINX TPUOPUTETHBIE MOTPEOHOCTH 3/IPaBOOXPAHEHUS B
Hensx Mpo(QWIAKTHKA W JIeYeHUs 3a00JieBaHMiA, B TOM YHCIE TNPEOONIaaloNX B CTPYKType
3aboneBaemMoct B Poccuiickoit ®eneparuu; (B pea. denepanpHoro 3akona ot 13.07.2020 N
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206-03)

6.1) opdanHBIe JeKapCTBEHHBIE NpenapaThl - JIEKAPCTBEHHBIC MPENaparhl, MpeIHA3HAYCHHBIC
UCKJTIOUUTENFHO Uil JAMAarHOCTHKH, STHOMATOTEHETUYECKOTO WM NaTOT€HETHYECKOrO JICYCHHUs
(JieueHus1, HAITPABJICHHOTO HA MEXaHW3M Pa3BHUTHS 3a00JieBaHMs) peakuX (ophaHHBIX) 3a00JICBaHHMI;
(B pen. denepanbHbIX 3aKk0HOB OT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot 30.01.2024 N
1-93)

6.2) OuosIOTMYECKHE JIEKapCTBEHHBIE NpenapaThl - JIEKAPCTBEHHBIE IpEraparbl, IeHCTBYOIIEe
BEIIECTBO KOTOPBIX IPOM3BEICHO WJIM BBIACICHO M3 OHOJIOrMYECKOrO0 HCTOYHUKA M Ul
OTIpeNeJIeHUs] CBOWCTB M KadecTBA KOTOPHIX HeoOXoauMa KOMOWHAIMs OHOJOTHYECKUX U
(GU3UKO-XUMHYECKUX MeTOZ0B. K OHOJOTMYECKHM JIEKapCTBEHHBIM MpenaparaM OTHOCSTCS
UMMYHOOHOJIOTHYECKHE JIEKAPCTBEHHBIE IMPENapaThl, JIEKaPCTBEHHBIE MpPENapaThl, MOJyYCHHBIE U3
KpPOBH, IUIa3Mbl KpPOBHM UYEJIOBEKa M OKMBOTHBIX (32 HCKIIOYCHHEM IEIbHOH KpOBH),
OMOTEXHOJIOTHYECKHE  JIEKAPCTBEHHBIE  NpenapaThl, TE€HOTEPANeBTHYECKUE  JIEKAPCTBEHHBIC
npenaparsl, JEKapCTBEHHbIE MperapaThl Ha OCHOBE COMAaTHYECKUX KIETOK; (B pea. PenepanbHbIX
3aK0HOB 0T 22.12.2014 N 429-®3 (pexa. ot 13.07.2015), ot 04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTMYHBIM JIEKApCTBEHHBIM Ipernapar - reHOTeparneBTHUYECKUN JIeKapCTBEHHBIN
npenapar ajas  MEIUMLUMHCKOTO IPUMEHEHUs, WM JICKapCTBEHHBIM IIpenapar Ha OCHOBE
COMATHUYECKUX KJIETOK JUIsl MEOUIMHCKOTO MPUMEHEHHUS, WIN TKAaHEMH)KEHEPHBIN JIEKapCTBEHHBIH
npemnapar (Ipernapar TKaHeBoi HiKeHeprH); (B pex. deaepanbuoro 3akona ot 30.01.2024 N 1-D3)

7) UMMYHOOHMOJIOTHYECKHE JICKAPCTBEHHBIC IMpermapaTbl - JICKQPCTBEHHBIC  IpENaparsl,
npenHa3HayeHHble [ (QOpMHUpPOBAHUS AKTHUBHOTO WJIM MACCUBHOTO HWMMYHHTETa JIMOO
JUArHOCTUKU HAJIWYUs MMMYHUTETAa WM JUATHOCTHUKUA CHenu(UUeckoro mpuoOpeTeHHOTO
W3MEHEHUS UMMYHOJIOTHYECKOT0 OTBETa Ha aIJIEPTU3UPYIOLINE BElIECTBA. K
MMMYHOOHOJIOTUYECKUM JICKAPCTBEHHBIM IperapaTaM OTHOCSTCSI BaKIIMHbBI, aHATOKCUHBI, TOKCUHBI,
CBIBOPOTKH, UMMYHOTJIOOYIUHBI U amnepreHsl; (B pen. dexepanpHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

7.1) GMOTEXHOJOTUYECKHUE JIEKAPCTBEHHBIE MIpenapaThl - J€KapCTBEHHbIE TIPEraparhl, IPOU3BOCTBO
KOTOPBIX OCYIIECTBIISIETCS C MCIOJIb30BAaHMEM OMOTEXHOJIOIMYECKMX MPOLIECCOB U METOJ0B (B TOM
yncie JIHK-pekoMOMHAaHTHOW TEXHOJOTUH, TEXHOJIOTUHM KOHTPOJIUPYEMOW SKCIPECCHH TEHOB,
KOJAUPYIOUIMX OMOJIOTMYECKH aKTUBHBIE O€NKM B MPOKAPHOTaX W IYKApHOTaX, BKIIOYas
U3MEHEHHbIE KIJIETKH MIIEKONUTAIONINX), THOPUIOMHOTO METOAa W METOJa MOHOKJIOHAJIBbHBIX
anturel; (B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

7.2) TreHOTepaneBTUYECKUE JIEKApCTBEHHbIE IpemapaThl - JIEKQpCTBEHHBIE  IpernapaThl,
dapmalieBTUUYECKasi CyOCTAHIIHS KOTOPBIX SIBISIETCS PEKOMOMHAHTHON HYKJIEMHOBOW KHCIOTOW WIIH
BKJIIOYaeT B ce0f pPEKOMOMHAHTHYIO HYKJIEHHOBYIO KHCIOTY, IO3BOJIIONIYIO OCYIIECTBIISTh
perylupoBaHHe,  pemapaiuio, 3aMeHy, Jo00aBlieHWe  WIM  yJaJleHHe  TeHETUYECKOU
nocienoBareabHoCcTH; (B pen. DexepanmpHoro 3akoHa oT 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

8) HapKOTHUYECKHE JIEKAaPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIC MpemapaThl U (apMalleBTHUECKUE
cyOcTaHINM, CoAepIKaIINe HAPKOTUUECKHE CPEICTBA U BKIIIOUCHHBIC B llepeueHb HAPKOTHYECKUX
CPEACTB, NCUXOTPOIHBIX BEUIECTB M HMX MNPEKYPCOPOB, MOMICKAIMUX KOHTPOIK B Poccuiickoit
®denepannn, B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanun, MexXIyHapOIHbIMUA
norosopamu Poccuiickonn ®denepauuu, B TOM uucie EIWHOW KOHBEHLHMEN O HApPKOTUYECKUX
cpeactBax 1961 rona;
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9) MCUXOTPOIHBIE JEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIC MpernapaThl U (apMaleBTHUCCKUE
cyOCTaHIINM, COEpkAIIUe MCUXOTPOIHBIE BEUIECTBA M BKJIIOYEHHBIE B llepeueHb HApKOTHUECKUX
CpPE/ICTB, TNCUXOTPOIMHBIX BEHIECTB M HMX MPEKYpPCOPOB, MOJISKAIIMX KOHTpodto B Poccuiickoit
®enepanny, B COOTBETCTBUM C 3aKOHOAATENBLCTBOM Poccuiickoit denepanuu, MexXIyHapOIHBIMU
noroBopamu Poccuiickoit denepanuu, B ToM unciie KonBeHIue o ncuxoTponHbix BemecTrax 1971
roja;

10) pammodapmaneBTHYECKHE JIEKAPCTBECHHBIC CPEICTBA - JIGKAPCTBEHHBIC CPENICTBA, KOTOPHIC
colepkaT B TOTOBOM [Uisi HWCHOJB30BaHUS (opME OAWH PAJAUOHYKIHJ WU HECKOJIBKO
pPasivoOHYKINJO0B (paJiuOaKTUBHBIX U30TOIIOB);

10.1) opuruHanbHBIA JIGKQPCTBEHHBIM TIpemapar - JICKapCTBEHHBIM IIpemapar C HOBBIM
JICHCTBYIOIMM BEIIECTBOM, KOTOPBIM IIEPBBIM 3aperucTpupoBaH B Poccuiickon Penepauuu Wi B
MHOCTPAHHBIX T[OCYJapCTBaX HAa OCHOBAaHUU pE3yJbTATOB JOKIMHUYECKUX HCCIEIOBAaHUMI
JEKapCTBEHHBIX CPEICTB M  KIMHUYECKMX MCCIEAOBAaHUN  JIEKAPCTBEHHBIX  IPENapaTos,
MOJTBEPXKJIAIOIINX €ro KauecTBO, 3 (HEeKTUBHOCTh U 06€30MacHOCTh; (B pea. PepepabHOrO 3aKOHA
or 27.12.2019 N 475-®3)

11) pedepeHTHBII eKapCTBEHHBIN MpenapaT - JeKapCTBEHHBIN Mpemnapar, KOTOPBIH HCIIONb3yeTCs
JUIs  OLEHKM OWO3KBHBAJICHTHOCTH WJIM TEpaleBTUYECKON SKBMBAJEHTHOCTH, KauyecTBa,
3pPEKTUBHOCTH ¥  0OE30MAaCHOCTH  BOCIPOM3BEIACHHOTO JICKAPCTBEHHOTO IIperapara WiH
OuoanasioroBoro (OMOMOJOOHOT0) JIeKapCTBEHHOro Tpemapara (OmoaHasora). B kaudecTBe
pedepeHTHOro JIEKapCTBEHHOrO IpernapaTa JUisi MEIUIIMHCKOTO IMPUMEHEHUS HCIOJIb3YEeTCs
OpPUTHMHAJIBHBIN JIEKapCTBEHHBIH npenapat Jinbo, €Clii OpUTMHAJIBHBIN JIeKapCTBEHHBIN IpenapaT He
3apeTUCTPUPOBAH WM HE Haxomutcs B obopore B Poccuiickoit denepannu U HE HAXOIAUTCS B
000poTe B HMHOCTPAaHHBIX TIOCYJapCTBaX, BOCHPOM3BEACHHBINH JIEKAPCTBEHHBIM Ipernapar Win
O0noaHanoroBbIii (OMOMOOOHBIN) JEKapCTBeHHBIH mpenapar (OnoaHanor), KOTOPBIH TEPBHIM
3aperuCTpUPOBAH W3  4YMCIAa Haxolsdmmuxcs B obopore B  Poccuiickoit  ®Penepanun,
OMOSKBUBAJIEHTHOCTh WM TEparneBTHUECKas HKBUBAJIEHTHOCTb, KayecTBO, 3(P(PEKTUBHOCTb H
0€30I1aCHOCTh KOTOPOTO OIEHMBAJIKMCh IO OTHOLIEHHIO K OPUTMHAJIBHOMY JIEKApCTBEHHOMY
npenapary, a TakkKe KadecTBO, 3((EeKTHUBHOCTh M 0€30MacCHOCTh KOTOPOTO IOATBEPKAAI0TCA
pe3yiabTatamMu (papMaKkoHaI30pa U MIPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOIAIIUXCS
B rPpaKIaHCKOM 000pOTe, YCTAHOBJIEHHBIM TPeOOBaHUAM K UX KauecTBYy. B kauectBe pedepeHTHOTrO
JIEKapCTBEHHOI'0 Ipemnapara Uil BETEPUHAPHOIO IPUMEHEHHMS HCIOJb3YETCs JIEKapCTBEHHBIN
npenapar Juisi BETEpUHApHOrO0 IPUMEHEHHMs, 3aperucTpupoBanHslii B Poccuiickoit denepanuu Ha
OCHOBAaHUU PE3YJIbTaTOB JOKJINHUYECKUX HMCCIENOBAHUMN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX
UCCJIEIOBAaHUM JIEKapCTBEHHBIX MPENaparoB, MOATBEPKAAIOIINX €ro KauecTBO, 3PPEKTUBHOCTh U
Oe3onacHocTh; (B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocipou3BeIEHHBIN JIEKapCTBEHHBIN MpenapaT - JIeKapCTBEHHBIN Ipernapar i MEAUIIMHCKOTO
OPUMEHEHHS, KOTOPBIi HMMeeT HKBHUBAJICHTHBIH pe(epeHTHOMY JIEKapCTBEHHOMY Mpenapary
KAUeCTBEHHBIM COCTaB W KOJIMYECTBEHHBIM COCTaB JEUCTBYIOIIMX BEUIECTB B HSKBUBAJEHTHOMN
JeKapcTBeHHOH (popme, MO0 JIekapcTBEHHBIN Mpenapar /i BeTepUHAPHOTO TPUMEHEHHSI, KOTOPbIH
UMeeT Takuhe 3Ke, 4yTO U pedepeHTHbI JeKapCTBEHHBbIN IMpernapaT, KauyeCTBEHHBIH COCTaB H
KOJINYECTBEHHBI COCTaB JEMCTBYIOIIMX BELIECTB B TaKOW e JIEKapCTBEHHOM Qopme,
OMOSKBUBAJIEHTHOCTh MJIM TEpamneBTHUECKas OSKBHUBAJEHTHOCTh KOTOPBIX COOTBETCTBYIOLIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipernapary MOATBEPKIEHAa COOTBETCTBYIOIIMMHU HCCIIEAOBAaHUSIMM;
(B pen. DenepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

121) TEPANICBTUYCCKAsA SKBUBAJICHTHOCTD JICKAPCTBCHHBIX MNPCIAapaTOB - JOCTMIKCHUE KIIMHUYCCKU
COIIOCTAaBUMBIX TCPAIICBTUYCCKOT'O 3(1)(I)CKT3. U IOKa3aTesei 3(1)(1)CKTI/IBHOCTI/I 1 0€30IaCHOCTH npu
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IIPUMEHECHNN JIEKAPCTBEHHBIX IPENaparoB UIsi MEOUIMHCKOIO IPUMEHEHHs, HMEIOIIMX OJHO
MEX/1yHapOJHOE HENATEHTOBAaHHOE (MM XMMHUYECKOE, WJIM TPyNIHMPOBOYHOE) HAMMEHOBAaHUE, B
SKBUBAJICHTHBIX JO3MPOBKaX IO OAHUM U TEM K€ IOKAa3aHUAM K IMPHUMEHEHUIO U NPU OJUHAKOBOM
crioco0e BBEICHHUA Y OJHOM M TOM e Tpymnmsl OonbHBIX; (B pen. denepaibHOro 3akoHa OT
27.12.2019 N 475-93)

12.2) OuoaHanoroBslii (OMOMOAOOHBIN) JIEKAPCTBEHHBINW MpernapaT (6noaHaiaor) - OMOJIOTHYECKHUI
JIEKapCTBEHHBIN Mpernapar, CXOXKHH 10 ImapamerpaM KadecTBa, 3(h()EeKTHBHOCTH U OE30MaCHOCTH C
pedepeHTHBIM OHOJIOTUYECKUM JICKAPCTBEHHBIM MPENapaToOM B TaKOH K€ JICKapCTBEHHON (Gopme U
MMEIOLINI UACHTUYHBIN cr1oco0 BBeneHus; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

12.3) B3auMo3aMEHSEMBbIN JIEKAPCTBEHHBIM Mpenapar - JIEKapCTBEHHBIM Ipernapar ¢ J0Ka3aHHOU
TEpaneBTUUECKOW HKBHUBAJIECHTHOCThIO WM OHMO3KBHBAJICHTHOCTBIO B OTHOIIEHHM pe(epeHTHOro
JIEKapCTBEHHOI'O Ipenapara, HWMEIOUIMI HSKBUBAJEHTHbIE €My KaueCTBEHHBIM COCTaB H
KOJINYECTBEHHBI  COCTaB  JCWCTBYIOIMX BEIIECTB, COCTaB BCIOMOTATENIbHBIX  BEIIECTB,
JeKapcTBeHHYIO (Gopmy u criocoO BBeneHwus; (B pen. denmepambHoro 3akoHa or 22.12.2014 N
429-03 (pen. ot 13.07.2015))

12.4) OWOPKBUBAJICHTHOCTh JIGKAPCTBEHHBIX IIPEMapaToB - JOCTH)KCHHE COIMOCTABUMBIX
MOKa3aTeJiel CKOPOCTH BCAChIBaHUS, CTENEHU TOCTYIUICHHUS K MECTY JCHCTBUS U CKOPOCTH
BBIBEJICHUS OJHOTO WM HECKOJbKHMX oOiamarmux  (HapMaKoJIOrHUYeCKOW aKTUBHOCTHIO
JIEUCTBYIOIIUX BEHIECTB MPH TMPUMEHEHHH JIEKQPCTBEHHBIX MPENapaTroB JUisi MEAMIIMHCKOTO
NPUMEHEHUS, HMEIOIIHUX OJHO MEXIyHApOJIHOE HEMaTeHTOBaHHOE (WM XHMHYECKOE, WIH
TPYNIUPOBOYHOE) HAUMEHOBAHHME, B SKBUBAJEHTHBIX JO3MPOBKAX M MIPHU OJIMHAKOBOM CIIOCOOE
BBeieHus; (B pea. denepanbHoro 3akona ot 27.12.2019 N 475-03)

13) nexapcTBEHHOE PACTUTEIBHOE CHIPHE - CBEKUE WJIM BBICYIICHHBIE PACTCHHs JIMOO MX YaCTH,
HCIIOJIb3yEMBIE JUISl NIPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB OpPraHU3alUsMHU - IPOU3BOIUTEISIMHU
JIEKapCTBEHHBIX  CPEJICTB WJIM  W3TOTOBJICHHS  JIEKAPCTBEHHBIX IPEMApaToB  alTEUYHBIMHU
OpraHU3aLMsAMU, BETEpPUHAPHBIMU aIrTeYHbIMU OpraHu3alUsaIMU, VHJIUBUYaIbHBIMU
MpEANPUHUMATEIIIMH, UMEIOIIIMMU JIMIICH3UIO Ha (PapMalleBTUYECKYIO e TEIbHOCTD;

14) nexkapcTBEHHBIM pacTUTENBHBIN HpenapaT - JIEKapCTBEHHBIM Mpenapar, MPOU3BEACHHBIN WIH
W3TOTOBJIEHHBIA M3 OJHOIO BHJA JIEKAPCTBEHHOI'O PACTUTENBHOIO CBHIPbS WJIM HECKOJIBKMX BUIOB
TAKOrO ChIpbS M pealu3yeMblii B pacacoBaHHOM BHUAE BO BTOPUYHOM (MOTPEOUTENHCKOM)
YIIaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN NpenapaT - JIeKapCTBEHHBIN Ipemnapar, Npou3BeAeHHbIN WIN
U3rOTOBJICHHBIM M3 (apMmaneBTHUYeCKOil cyOcTaHIMM WM (papManeBTHUECKUX CyOcTaHIMH B
COOTBETCTBUU C TpeOOBaHMSIMH OOHmIMX (apMakoleWHbIX cTaTeil K TOMEONaTH4YeCKUM
JeKapCTBEHHbIM TIIpernapataM WId B COOTBETCTBUM C TpeOoBaHMSIMU (DapMaKONen CTPaHBI
MIPOU3BOUTEIS TAKOTO JIEKAPCTBEHHOTO Tipenapara; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

16) MexnyHapoAHOE HEMATEHTOBAHHOE HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJICTBA - HAMMEHOBAHUE
JIEHCTBYIONIETO BemecTBa (apMarieBTUYECKOH CyOCTaHIMKM, PEKOMEHJ0BaHHOe BcemupHOMH
opranu3zanyen 3apaBooxpanenus; (B pea. dexepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

17) ToproBoe HaWMMEHOBAaHUE JIEKAPCTBEHHOIO CPEJACTBA - HAWMEHOBAaHUE JIEKAPCTBEHHOIO
Cpe/ICTBa, MPHUCBOCHHOE €ro pa3pabOTYMKOM, JEpXKATeNIeM WM BIAJACIbIEM PETHCTPAI[HOHHOTO
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YAOCTOBEPEHHUsI JIEKapCTBEHHOTro Tmpemnapara; (B pen. demepanbHOro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

17.1) rpynnupoBOYHOE HAMMEHOBAHUE JIGKAPCTBEHHOIO IIpemapaTa - HAaMMEHOBAaHME
JIEKapCTBEHHOT'O IIpernapara, HE MMEIOIIEro MEXAYHapOJHOrO0 HEMaTeHTOBAaHHOI'O HAaMMEHOBaHMUS,
WM KOMOMHALIMY JIEKapPCTBEHHBIX IPENapaToB, MCIOIb3YeMOE B LENIAX OOBEAUHEHHS UX B TPYIILY
1O/l €JUHBIM HAaUMEHOBAaHMEM HMCXOJS M3 OJMHAKOBOI'O COCTaBa JEHUCTBYIOLIUX BEILECTB; (B pea.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

18) obmas ¢gapmakoneiiHas cTaTbs - TOKYMEHT, YTBEPKACHHBII YIIOJIHOMOYEHHBIM (hesiepaabHbIM
OpraHOM HCIIOJIHUTEJIbHOM BJIACTH M COJIEpKAlllMii MepeyeHb IoKa3aTeneil kauecTtBa U (WUIIN)
METOJIOB KOHTPOJISI KayecTBa KOHKPETHOM JIEKapCTBEHHON (POPMBI, JI€KapCTBEHHOTO PAaCTUTEIHLHOTO
CBIPbA, BCIIOMOTaTEJIbHBIX BEILIECTB, ONMCAaHUS OMOJIOTHYECKHUX, OMOXHMHUYECKUX,
MUKpPOOHOJIOTUYECKUX, (PUIUKO-XUMUYECKUX, (PU3NUECKHX, XUMHUECKUX U JAPYTUX METOJOB
aHaJIM3a JICKaPCTBEHHOTO CPEACTBA, a TAKKe TPEOOBAHMS K HCIIOJIB3YEMBbIM B IIENISAX MPOBEICHUS
JAHHOTO aHallM3a peaKkTUBaM, TUTPOBAHHBIM pacTBOpaM, HMHIWKaTopam; (B pen. PenepalibHBIX
3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

19) papmakoneiiHas cTaTbs - JOKYMEHT, YTBEPKICHHBIN YIIOJTHOMOUYEHHBIM (heiepaIbHbIM OpraHOM
UCITIOJIHUTEJILHONW BJIACTU M COJEpKaIllMi IepeueHb MOKa3zaTesell KauecTBa MU METOZO0B KOHTPOJIS
KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA, JIEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbS,, BCIIOMOraTEJIbHbBIX
BemecTB; (B pea. demepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. or 13.07.2015), or
30.01.2024 N 1-93)

19.1) crangapTHble 00pasiibl - BELIECTBA, [TOCPEACTBOM CPaBHEHMS C KOTOPBIMH OCYIECTBISAETCS
KOHTpPOJIb KayecTBa HCCIIEYEMbIX JIEKAPCTBEHHBIX CPEJICTB C MOMOIIbIO (DU3HMKO-XUMUYECKUX U
OMOJIOTHYECKUX METOJOB B IENSAX IOJATBEP)KACHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM  HOPMAaTUBHOM  JOKyMEHTAallMM,  YCTaHOBJIEHHbIM  IPU  OCYIIECTBIECHUU
roCyJJapCTBEHHOM PerucTpaluy, U KOTOpble MPUMEHSIOTCS JUIs KaTMOPOBKU CTaHIapTHBIX 00pa3IoB
MIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEACTB, MCIOJB3YEMBIX JUISI KOHTPOJS KauecTBa U MHBIX Iesel
npu oOpallleHuH JEeKapCTBEHHBIX CpelCTB; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-93
(pexn. ot 13.07.2015))

19.2) ¢dapmakomneitHplii CTaHAAPTHBIA oOOpa3ell - CTaHIApTHBIM 00paselr], MPOU3BEICHHBIA B
COOTBETCTBUU ¢ (apMakornenlHoi ctaTtheil; (B pea. @enepanpHoro 3akona ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

20) HOpMAaTUBHAA MOOKYMCHTAllUd - JOKYMCHT, coz[epxcamnﬁ MEPCUCHb OIPECACIIACMBIX II0
pe3yiibTaTaM COOTBETCTBYIOIIUX JSKCIICPTU3 MoKa3aTejiell kauecTBa JICKAPCTBCHHOTO CpCACTBA IJIA
MCIUIUHCKOI'0 IMPUMCHCHUA, MCETOAOB KOHTPOJIA €Tr0o KadeCTBa U yCTaHOBHeHHHﬁ €ro
IMPONU3BOAUTCIICM;

21) HOpMATHUBHBIN TOKYMEHT - IOKYMEHT, COJIEpKallllil MepeueHb ONpeAesieMbIX 10 pe3yibTaTaM
COOTBETCTBYIOIIUX JKCIEPTU3 IOKa3aTejel KkayecTBa W (MJIM) METOJOB KOHTpPOJIA KayecTBa
JIEKapCTBEHHOW (OpPMBI, OMHCAHUS OMOJIOTHYECKUX, OMOXMMHUYECKHUX, MHUKPOOMOJIOTUUECKHX,
(GU3UKO-XMMUYECKHX, (U3UUYECKUX, XMUMHUYECKMX M JIPYTMX METOJOB aHaju3a JIEKapCTBEHHBIX
CPEICTB JJIsi BETEPUHAPHOIO NPHUMEHEHUs, TpeOOBaHUS K HCIOJB3YEeMBbIM B LENSIX MPOBEACHUS
JAHHOTO aHallu3a pPEaKTHBaM, TUTPOBAaHHBIM pPAacTBOpPAaM, WHAMKATOpPaM W YCTAHOBJIEHHBIA €ro
MIPOU3BOIUTENIEM;

21.1) oOmuii TeXHUYECKHH JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTepHajoB, COCTOSILIMNA U3
HECKOJIbKUX  pa3fesNoB - JOKYMEHTallud aJMHHHCTPATUBHOIO  XapakTepa, XHUMHUYECKOH,
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(dbapmareBTUUeCKO W OMOJOTUYECKON JOKYMEHTAIuH, (apMaKoJIOTHYECKON, TOKCUKOJIOTHUECKOM
JIOKYMEHTAIlMY, KIMHUYECKOW JTOKYMEHTAIMH U MPEACTABIISIEMbI OJJHOBPEMEHHO C 3asBJICHUEM O
rOCYy/IapCTBEHHOW PErucTpalMy JICKapCTBEHHOIO MperapaTa I MEIUIMHCKOrOo MPUMEHEHHs B
dbopMaTe, yCTAHOBICHHOM YIIOJTHOMOUYEHHBIM (heJiepaabHbIM OPraHOM HCIIOTHUTEIBHOW BIacTH; (B
pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPEJCTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPENCTBA TPEOOBAHMSIM
dapmakomneliHoii craThbu JTHOO B Ciydae €€ OTCYTCTBUSI HOPMATUBHOW JTOKYMEHTALMU WU
HOPMAaTUBHOTI'O JOKYMEHTA,

23) 0e30macHOCTb JICKAPCTBEHHOTO CPEICTBA - XapaKTEPUCTHKA JIEKApCTBEHHOTO CpPE/ICTBA,
OCHOBaHHAs Ha CpPAaBHHUTEIFHOM aHaiu3e ero 3()(EeKTHBHOCTM M pUCKAa NPUYMHEHHS Bpeaa
3/I0POBBIO;

24) > ¢heKTUBHOCTh JICKAPCTBEHHOTO Iperapara - XapaKTepUCTHKA CTEIEeHU IOJI0KUTEIBHOTO
BJIMSIHUS JIEKAPCTBEHHOI'O Ipernapara Ha TEYeHHE, MPOJODKUTENIBHOCTh 3a00JIEBaHUS WM €ro
IpEelOTBpallleHHe, peadWIuTaluio, Ha COXpaHEHHE, MPEJOTBpAIICHUE WIM IpEpbhIBaHUE
OCpEeMEHHOCTH;

25) cepus JISKapPCTBEHHOT'O CPEJCTBA - KOJMYECTBO JICKAPCTBEHHOI'O CPEICTBA, MPOM3BEICHHOC B
pe3yJbTaTe OJJHOTO TEXHOJIOTMYECKOTO KA €r0 MPOU3BOIUTEIICM;

26) perucTpalMoHHOE yJIOCTOBEpPEHHE JIEKapCTBEHHOIO IMpernapara - 3aluch B FOCYAapCTBEHHOM
peecTpe JIGKapCTBEHHBIX CPEACTB, MMOATBEpXkAaromas (akT TOCYIapCTBCHHOW pPErucTparuu
JICKapCTBEHHOTO TMpemnapara, W (WiIM) JOKyMEHT, MOATBEPKIAIOMM (akT TrocyAapCTBEHHOM
perucTpanuu (perucTpainuu) JEKapCTBEHHOro Impemnapara; (B pen. deaepanbHOrO 3aKoHA OT
30.01.2024 N 1-®3)

26.1) nmep:kaTenb WIM BIaJeJiel] PETHCTPAMOHHOTO YIOCTOBEPEHHUs JEKapCTBEHHOTO Mperapara -
pa3paboTUMK JIEKApPCTBEHHOTO CPEJICTBA, IMPOU3BOJAUTENb JIEKAPCTBEHHBIX CPEJICTB MM HHOE
IOpUIMYECKOE JIUI0, 00J1a1atoIee IPaBOM BIIAJICHUS PETUCTPALIMOHHBIM yI0CTOBEPEHUEM, KOTOPhIE
HECYT OTBETCTBEHHOCTb 3a KauecTBO, 3((PEKTUBHOCTh U OE€30MIACHOCTb JIEKAPCTBEHHOTO Mpernaparta;
(B pen. eaepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

27) perucTpalMOHHbIII HOMEp - KOJIOBOE€ 0003HAYeHHE, MPUCBOCHHOE JIEKApCTBEHHOMY IpenapaTy
IpU €ro TOCYJapCTBEHHON pErucTpaluu WM peructpanuu; (B pen. demepanpHOro 3akoHa OT
30.01.2024 N 1-®3)

28) oOpaiieHue JEKapCTBEHHBIX CpEACTB - pa3paboTKa, JOKIMHUYECKHE HCCIIeAO0BaHMUS,
KIMHUYECKUE MCCIEN0BAaHMA, DJKCIEPTH3a, TOCYJAPCTBEHHAsI PETHUCTpALMs WIN PETHUCTPALMA,
CTaHJapTU3alUs U KOHTPOJIb KaUeCTBa, IPOU3BOICTBO, U3TOTOBIIEHUE, XPAaHEHHE, IEPEBO3KA, BBO3 B
Poccuiickyro ®enepanuro, BbIBO3 u3 Poccuiickonn ®@enepanuu, pekiaama, OTIYCK, peanu3anus,
nepegaya, IpUMEHEHUE, YHUUTOKEHUE JIEKapCTBEHHBIX CPEACTB; (B pea. denepanbHbIX 3aKOHOB OT
06.12.2011 N 409-@3, ot 30.01.2024 N 1-D3)

29) cyObekTbl OOpalieHusl JEKapCTBEHHBIX CPEICTB - (U3MYECKHe JHIa, B TOM UHUCIE
VHAVBUAYaJIbHbBIE TPEANPUHUMATENN, U IOPUINYECKUE JIUIA, OCYIIECTBIISIONINE AEATENIBHOCTD IIPH
oOpallleHnH JIEKapCTBEHHBIX CPEJICTB;

30) pa3paboTuuK JEKapCTBEHHOTO CPEACTBA - OpraHu3alus, 00aaroas npaBaMu Ha Pe3yabTaThl
JOKINMHUYCCKUX I/ICCHe}IOBaHI/Iﬁ JICKApCTBEHHOT'O Cpe€acTBa, KIIMHNYECKUX HCCHG}IOBaHI/Iﬁ
JIEKapCTBEHHOTO TpernapaTta ¥ (WIM) Ha TEXHOJOTHIO MPOU3BOJICTBA JIEKAPCTBEHHOTO CPENCTBA; (B
pen. @enepansHoro 3akoHa ot 22.12.2014 N 429-3 (pen. ot 13.07.2015))
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31) Npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JIEATEIbHOCTh MO MPOM3BOJACTBY JI€KAPCTBEHHBIX
CPE/ICTB OpraHu3alMsIMU - MPOU3BOJUTEISIMU JICKAPCTBEHHBIX CpPEJICTB Ha OJIHOM CTaJuH,
HECKOJIbKUX WJIM BCEX CTAUSX TEXHOJIOIMYECKOTO IMPOLIecca, a TAKKe MO XPAaHEHUIO U pealn3aliu
MIPOU3BEJICHHBIX JIEKAPCTBEHHBIX CPEJICTB;

31.1) mpou3BOACTBEHHAS IUIOIMIAKA - TEPPUTOPUATEHO 000COOIEHHBIH KOMIUIEKC MPOU3BOAUTEINS
JIEKapCTBEHHBIX CPEJCTB, NPEIHA3HAYCHHBIA JUIS BBIOJHEHUS BCEro IpoIllecca MPOHM3BOACTBA
JIEKapCTBEHHBIX CPEJACTB WM €ro OIpeleleHHOW craauu; (B pen. DenepanbHOro 3akoHa OT
22.12.2014 N 429-93 (pex. ot 13.07.2015))

32) npou3BOJUTENb JIEKAPCTBEHHBIX CPEACTB - OpraHU3alMsi, OCYIIECTBISIONIAs MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsAMU HacTosiero denepaabHOro 3aK0Ha;

33) dapmaneBTuyeckast AEATENbHOCTb - AEATENbHOCTb, BKIIIOUAIOIIas B ceOs ONTOBYIO TOPIOBIIIO
JIEKapCTBEHHBIMU CpPEACTBAMM, WX XpaHEHHE, IEepeBO3KY M (WIM) PO3HUYHYIO TOPrOBIIIO
JIeKapCTBEHHBIMM IIpenapaTaMy, B TOM YMCJ€ AUCTAHIMOHHBIM CIHOCOOOM, UX OTIYCK, XpaHEHHE,
IIEPEeBO3KY, H3IOTOBIECHHE JIEKAPCTBEHHBIX IpenaparoB; (B pen. PepepanpbHOro 3akoHa OT
03.04.2020 N 105-®3)

34) opraHuzanus ONTOBOW TOPIOBIM  JIEKAPCTBEHHBIMU  CpEACTBAMHM -  OpraHM3alus,
OCYILECTBIIAIONIAs] ONTOBYIO TOPIOBIIIO JIEKAPCTBEHHBIMU CPEICTBAMHU, UX XpaHEHHE, I1EPEBO3KY B
COOTBETCTBUU C TpeOOBaHUIMH HacTosero deaepaibHOro 3aKOHA;

35) amrTeuHas opraHuzalus - OpraHu3alys, CTPYKTYpHOE MOApAa3JeleHUe MEAUIIMHCKON
OpraHM3aluy, OCYLIECTBIIIONINE PO3HUYHYIO TOPTOBIIO JIGKAPCTBEHHBIMHU IIpENapaTaMd, B TOM
qucCja€ JUCTaHIITMOHHBIM CHOCO6OM, XpaHCHHUC, IICPEBO3KY, U3IOTOBJICHNUEC U OTITYCK JICKAPCTBCHHBLIX
IpenaparoB Uil MEIMLIUHCKOTO TPHUMEHEHHS B COOTBETCTBHU C TpPEOOBAHUSMH HACTOSILETO
®enepanibHOro 3aK0Ha; (B pen. denepanbHbix 3akoHOB OT 25.11.2013 N 317-@3, ot 03.04.2020 N
105-®3)

36) BerepuHapHas anTeyHas OpraHM3alMs - OpraHu3alus, CTPYKTypHOE MOApa3/ieieHue
BEeTEpUHAPHOW OpraHM3allMd, OCYLIECTBISIOIIME PO3ZHUYHYIO TOPIOBIK  JIEKAPCTBEHHBIMU
npenaparamMmm, B TOM YHCIIC IUCTAHIIMOHHBIM CHOCO6OM, XpaHCHUEC, H3TOTOBJICHUC U OTIIYCK
JIEKapCTBEHHBIX MPENaparoB JUIsl BETEPUHAPHOIO NPUMEHEHHS B COOTBETCTBUU C TPeOOBAaHUSIMHU
Hacrosiero deaepansHoro 3akona; (B pea. @emepansroro 3akoHa ot 03.04.2020 N 105-D3)

37) panbcupunupoBaHHOE JTEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, COMPOBOKIAEMOE
J0KHOU nH(pOpMalmeii o ero coctaBe U (WJIK) IPOU3BOJIUTETIE;

38) HemoOpokauecTBEHHOE JIEKAPCTBEHHOE CPEIACTBO - JICKAPCTBEHHOE CPENCTBO, HE
COOTBETCTBYIOIIIEe TpeOoBaHUAM (apMakomeiHoi cTaTh JUOO B Cllydae €€ OTCYTCTBUSA
TpeOOBaHUSM HOPMATUBHOM JOKYMEHTAIlMU HJIM HOPMATUBHOTO TOKYMEHTA;

39) koHTpadaKkTHOE JEKAPCTBEHHOE CPEICTBO - JEKAPCTBEHHOE CPEJICTBO, HAXOAIIEeCs B 000poTe
C HapYIICHUEM IPaXKTaHCKOTO 3aKOHOIaTEIILCTBRA,

40)  JOKIMHMYECKOE  MCCIIEJOBAaHUE  JIEKAPCTBEHHOTO  CpeAcTBa -  OMOJIOTMYECKHE,
MHUKPOOHOJIIOTHYECKHUE, MMMYHOJIOTHYECKHE, TOKCUKOJIOTHUECKHE, (bapMakonoruyeckue,
(1)I/ISI/I‘I€CKI/I6, XUMHUYCCKUEC U OAPYIruc€ UCCIICA0BAHUA JICKAPCTBECHHOI'O CPpCACTBA MYTEM IPUMCHCHHA
Hay4YHBIX METOJIOB OIICHOK B LEJNAX TOJYy4YEeHHUS JO0Ka3aTesIbCTB OE30MacHOCTH, KayecTBa U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

41) KJIMHUYECKOE HCCIEeIOBaHUE JIEKapCTBEHHOI'O IMpernapara - HW3Y4YeHHE JIUarHOCTHYECKHX,
JeyeOHBIX, NPOPHUIAKTUYECKUX, (PApMaKOJIOTMUECKUX CBOMCTB JIEKAPCTBEHHOrO Ipernapara B
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IIpoLleCCE €ro NPUMEHEHUs Yy YeJIOBEKa, *XUBOTHOTO, B TOM YHUCJE IMPOIECCOB BCACBIBAHMS,
pacnpezeneHus, U3MEHEHMsI U BbIBEJICHUS, IyTEM IIPUMEHEHUS] HAyUYHbIX METOJOB OLICHOK B IIEJIAX
MOJTyYeHUs JoKa3aTelbCTB 0€30MacHOCTH, KauecTBa U 3((EeKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara,
JaHHBIX O HEXKEJATEeJbHbIX pEaKUUSIX OpraHu3Ma uYeJlOBEKa, MXUBOTHOIO Ha I[PUMEHEHHE
JICKapCTBEHHOI0 Ipernapata U 00 3(dekre ero B3auMOJEHCTBUA C JAPYTUMHU JIEKAPCTBEHHBIMU
npenaparamu v (Wiu) NUIIEBbIMUA MPOJAYKTaMHU, KOPMAMH;

42) MHOTOLICHTPOBOE KJIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOIO TpernapaTa i MEIULUHCKOTO
NPUMEHEHUS - KJIMHUYECKOE HCCIeOBaHNEe JIEKApCTBEHHOrO Mpemnapara JUisi MEAUIIMHCKOTrO
NPUMEHEHHUS, TPOBOANMOE Pa3padOTYMKOM JIGKAPCTBEHHOrO TMpemapara B JBYX U Oonee
MEAMIMHCKUX  OpraHu3alusXx IO €IUHOMY [MPOTOKONYy  KIMHMYECKOTO  HMCCIEIOBAHUS
JIEKapCTBEHHOI'O IIPETapara;

43) MeXIyHapOJHOE MHOTOLIEHTPOBOE KIMHMYECKOE HCCIEIOBaHMUE JIEKapCTBEHHOIO Ipernapara
JUIST METMIIMHCKOTO MPUMEHEHHUS - KIMHUYECKOE HCCIEOBaHUE JIEKAPCTBEHHOI'O Iperapara s
MEAMIIMHCKOTO TMPUMEHEHHs, TMPOBOJMMOE pa3pabOTUMKOM JIEKAPCTBEHHOrO Mpemnapara B
pa3IMYHBIX CTpaHax IO €IUHOMY MPOTOKOJY KIMHHUYECKOTO HCCICIOBAHUS JICKAPCTBEHHOTO
npernapara,

44) DOCTpErucTpallMOHHOE KJIMHHUYECKOE HCCIEe0BaHME JIEKapCTBEHHOrO Ipernapara Juis
MEAMIIMHCKOTO TNPUMEHEHHUS - KIMHUYECKOE MCCIe0BaHUE JIEKapCTBEHHOIO Ipenapara Jyis
MEIUIUHCKOTO TMPUMEHEHUs, IMPOBOAMMOE IPOM3BOJUTENEM JIEKAPCTBEHHOro Ipernapata,
IpaXXJIaHCKUIl 000pOT KOTOPOro OCYIIECTBIISIETCS IOCIE TOCYAAPCTBEHHOH pPEruCTpaldd WM
perucTpanmy, B IeIsiX JONOJIHUTEIBHOr0 cOopa JaHHBIX O €ro 0e30macHOCTH U 3G (EeKTUBHOCTH,
paciIMpeHus MOKa3aHUK K MPUMEHEHHUIO JaHHOTO JIEKAPCTBEHHOTO IperapaTa, a TaKKe BbISIBICHUS

HEXKENNATeNIbHBIX peakluil MalueHToB Ha ero jaeicrtsue; (B pea. denepanbHOro 3akoHa OT
30.01.2024 N 1-93)

45) wuccnenoBaHue OMOIKBHUBAJIEHTHOCTH JIEKAPCTBEHHOT'O TMpemapara - BHJ KIMHHUYECKOTO
WCCIICIOBAaHMUS  JICKAPCTBEHHOTO IIperapara, IPOBEIACHWE KOTOPOTO  OCYIIECTBISETCS  JUIS
OTpefieNieHUs] CKOPOCTH BCAChIBaHHMS M BBIBEACHHUS OJHOTO WM HECKOJIBKHX O0JaIaloluxX
q)apMaKOJ'IOFI/ILIGCKOI\/’I AKTUBHOCTBIO HeﬁCTBYIOIHHX BCIICCTB, KOJIMYCCTBA JICKAPCTBCHHOTI'O
nmpemnapara, JOCTUTAOIIEr0 CUCTEMHOTO KPOBOTOKA, U PE3yNbTaThl KOTOPOTO MO3BOJSIOT ClIeiaTh
BBIBOJT O OMO3KBUBAJICHTHOCTH BOCIPOU3BEICHHOIO JICKAPCTBEHHOTO TIperapara B ONpPEISIICHHBIX
JeKapcTBEHHON (opMe U JTO3UPOBKE, COOTBETCTBYIOUIMX (OpME U J03UPOBKE pePEepeHTHOTrO
JIeKapCcTBEHHOTO mpenapara; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. or

13.07.2015))

46) wuccienoBaHHWE TEPANEBTHMUECKOW HSKBHMBAJEHTHOCTH JIEKAPCTBEHHBIX IIpEenapaToB - BHJ
KIIMHUYECKOI0 UCCIIEeI0BaHUs JIEKaPCTBEHHBIX NPENapaToB, MPOBEJCHHUE KOTOPOTO OCYIIECTBISIETCS
JUISL BBISIBJIEHUS] OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPENApPATOB ONPENEICHHOMN JIEKapCTBEHHOU
dbopMbI, a TakKe HaJW4Ms OJMHAKOBBIX ToKazaTeneld Oe3omacHOCTH U 3(dekTUBHOCTH
JIEKapCTBEHHBIX NPEnapaToB, OJJUHAKOBBIX KIMHUYECKUX 3()(HEKTOB NMPU UX IPUMEHEHUH;

47) MpOTOKOJI KIMHHYECKOTO HMCCIIEIOBAHUS JIGKAPCTBEHHOTO Tpenapara - JOKyMEHT, B KOTOPOM
onpeneNnsoTcs Uend, (GOopMbl OpPraHM3allMM M METOJOJIOTHsS TPOBEIACHUS KIMHUYECKOTO
UCCIIEIOBAHMSI, CTATHCTUIECKHAE METOABI 00PaOOTKH Pe3yJIbTATOB TAaKOTO MCCICIOBAHUS M MEPHI IO
o0ecrieyeHn0 0e30MacHOCTH (PU3MUECKUX JIMI, YYaCTBYIOIIUX B KIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTO TpeTapara;

48) Oporitopa UCClIe0BaTENs - CBOJHOE U3JI0KEHHE PE3YJIbTaTOB JTOKIMHUYECKOIO MCCIIETOBAHUS
JIEKAPCTBEHHOT'O0 CPEACTBA M KJIMHUYECKOTO MCCIEIOBAaHUs JIEKQpCTBEHHOrO Mpernaparta s
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MCIUIUHCKOI'O MIPUMCHCHUSA;

49) un@opMaIMOHHBIH JINCTOK MallMeHTa - IOKyMEHT, B KOTOPOM COJIEpKaTcsl B JJOCTYIHON (popme
CBEJCHMSI, Kacarolrecss IPOBOAMMOIO KIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOI O IIpenapara, u
B (popMe FIIEKTPOHHOIO JOKYMEHTA, MOAMMCAHHOTO MAI[UEHTOM (€ro 3aKOHHBIM IMPEICTaBUTEIIEM) C
UCTIOJIb30BAHUEM YCHJIGHHOW KBIM(UIIMPOBAHHOM DJIEKTPOHHOM TOAMHMCH WIM TPOCTOU
JJIEKTPOHHOW TMOANKCH TIOCPEACTBOM NPUMEHEHHUS €IUHOW CHUCTeMbl UACHTU(DUKAIMK U
ayTeHTH(UKALWK, W 10 JKEJIAHUIO TNalKWeHTa B IMHUCBMEHHOH ¢opMme T00pOBOJIBHOE COTJIacHe
MalMEeHTa Ha Y4yacTUe B KIMHUYECKOM HCCIEJIOBAHUM JIEKAPCTBEHHOrO IIpernapaTra IMocie
O3HAKOMJICHHSI C OCOOCHHOCTSIMM KJIMHHYECKOTO WCCIICAOBAHMS, HMEIOIMMH 3HA4YC€HUE IS
BBIpa)KEHUS Takoro coriacus; (B pea. denepanbuoro 3akona ot 30.01.2024 N 1-D3)

50) mnoOouHOE JeWcTBHE - peaklus OpraHu3Ma, BO3HHKINAS B CBS3M C IPUMEHCHHUEM
JICKApCTBEHHOTO TIpernapara B J103aX, PEKOMEHIYEMBIX B HMHCTPYKIUHU 10 €ro MPUMEHEHHIO, IUIS
Hpoq)HHaKTHKH, JUAardHoCTHUKH, JICUCHUA 3a00JIeBaHUs WIN JJIA pea6I/IJII/ITaIlI/II/I;

50.1) HexenaTenpHas peakUus - HENpeJAHAMEpPEeHHas HeOIaronpusTHas peakluus OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C MIPUMEHEHUEM JICKapCTBEHHOT o npenapara; (B pen. dexepanbHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

51) cepbe3Has HexenaTeldbHas peaklus - HeXelaTeldbHas peaklus OpraHu3Ma, CBsS3aHHas C
IIPUMEHEHHUEM JIEKApCTBEHHOTI'O IperapaTa, IpuBealIasi K CMEPTH, BPOXKICHHBIM aHOMAJIMSIM WM
HOPOKaM pa3BUTHA JHO0 MpescTaBIsAoNIas co00i yrpo3y *KU3HHU, TpeOyolas roCHIUTAIN3alU1 WK
IpUBeaALIas K CTOUKON yTpaTe TpyJ0CIoCOOHOCTH U (M) UHBAJIMHOCTH;

52) HenpenBUACHHAs HEXeJaTelbHasl peaklMsl - HEKelaTelbHas peakius opraHu3Mma, KoTopas
CBsi3aHa C NIPHUMEHEHHMEM JICKapCTBEHHOI'O Iperapara B J103aX, PEKOMEHAYEeMbIX B IPOTOKOJIE €ro
KJIMHUYECKOTO MCCIEI0BAaHUsA, OpOIIIOpe MCCIENOBATENs, WU C IPUMEHEHHUEM JICKapCTBEHHOI'O
npernapara B /103aX, PEKOMEHIYEMbIX B MHCTPYKLUH IO €ro MPUMEHEHHIO i NMpO(UIAKTHKH,
JTUArHOCTHKH, JeueHusl 3a00JIeBaHUs WJIM MEIUIUHCKON peaOuIuTaluy MalKueHTa, U CYIIHOCTD,
TSOKECTh WJIM HCXOJl KOTOpOl HE COOTBETCTBYEeT WH(pOpMalMKM O JIEKapCTBEHHOM Ipemnapate,
coJiepaKalleiica B IMPOTOKOJIE €ro KIMHUYECKOIO HMCCIEI0BAaHUsA, OpOIIIOpe MCCIEeN0BaTeNs WIA B
UHCTPYKLIMU 10 MPUMEHEHHWIO JIeKapCTBEHHOro mpemapara; (B pea. deaepaqpbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

52.1) dapmakoHan30p - BUJ AEATEIBHOCTH MO MOHHUTOPHHTY 3()D(PEKTUBHOCTH U OE30MACHOCTH
JICKapPCTBCHHBIX TMpENaparoB, HANpaBICHHBIH Ha BBISBICHHE, OICHKY U IPEIOTBPAIICHHE
HEKeNaTeNIbHBIX TMOCIEICTBUN MPUMEHEHHUs JIEKapCTBEHHBIX MpemnaparoB; (B pea. demepanibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

52.2) maH ympaBlieHUS PUCKaMU - TOJPOOHOE OMUCAaHHWE MEPONpHUATHH 1Mo (papMakoHAA30DY,
HalpaBJIEHHBIX Ha BBIBICHUE, OLIEHKY M MPEAOTBPAICHNE WIM MUHUMH3AIIUIO PUCKOB, CBSI3aHHBIX
C JIEKapCTBEHHBIMHU TpernapaTtaMu, BKIII04as OlleHKY 3(()EeKTUBHOCTH JAHHBIX MEPOIPUATHIA; (B pe.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

53) peuent Ha JEKapCTBEHHBIM mpenapar - MEAUIMHCKUI JOKYMEHT YCTaHOBIEHHOW (OpMBI,
coJieprKalliil Ha3HAYeHHE JIEKAPCTBEHHOI'O Mpenapara A MEAUIUHCKOTO IPUMEHEHUS, BbIIaHHBIN
MEAMIMHCKUM pabOTHUKOM B LIEJSAX OTIYCKa JIEKApCTBEHHOTO IperapaTa WM €ro U3rOTOBIEHUS U
OTITycKa Ha OyMa)KHOM HOCHTEJIe WM C COTJacus MAaIeHTa WM ero 3aKOHHOTO MPEJCTaBUTEINS B
(GopMe  NEKTPOHHOrO  JOKYMEHTAa,  IOANUCAHHOTO C  HUCIOJb30BAHUEM  YCHJICHHOH
KBAJM(HUIHUPOBAHHONW DJIEKTPOHHOM MOJMUCH MEIUIUHCKOrOo paboTHHKA, JHOO JOKYMEHT
YCTaHOBJICHHOH ()OpPMBI, COAEPKAIMI Ha3HAYEHUE JIEKAPCTBEHHOTO Mpenapara Juis BETepUHAPHOTO
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MPUMEHEHHUS, BBIIAHHBIN CIEIMATUCTOM B 00JIaCTH BETEPUHAPUU B LIESAX OTIYCKa JIEKAPCTBEHHOTO
mperapaTa Wi €ro U3roTOBJICHUS U OTITYCKAa Ha OyMa)XHOM HOCHTEJIE WJIM C COTJIACHS BIIAJeIbla
YKUBOTHOT'O WJIM 3aKOHHOTO MPEJCTaBUTENS Bia/lebla )KUBOTHOTO, 0(OPMIICHHBIN B 3JIEKTPOHHOMN
dbopMe ¢ ucnonb3oBaHueM ¢GeAepaTbHON TOCYIapCTBEHHON MH(DOPMAIIMOHHONW CUCTEMBI B 00JIACTH
BeTepuHapuu; (B pen. @enepanbHbix 3aKk0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-P3,
or 30.12.2021 N 463-D3)

54) TtpeboBaHME MEOUIIMHCKOM OpraHu3alvM, BETEPUHAPHOW OpraHM3allMM WIM OpraHU3alMU
(MHIMBUYaTbHOTO TMPEANPUHUMATENS), OCYUIECTBIAIOMEH (OCYIIECTBISIONIEr0) pa3BeleHHUE,
BBIpAIIMBAaHUE U COJCPKAHUE )KUBOTHBIX, - TOKYMEHT YCTaHOBJICHHON (POPMBI, KOTOPBIN BBIITHCAH
MEAMIIMHCKUM paOOTHUKOM WM CHEIUAINCTOM B 00JIaCTH BETEpUHAPUH, UMEIOIIMMHU Ha 3TO TPaBo,
U COJICPKHT B MUCbMEHHOU ()opMe yKa3aHHWE aTeYHON OpPraHW3alliy WU BEeTEPUHAPHOW alTeuHOM
OpraHu3any 00 OTIyCKe JIEKapCTBEHHOIO IMpernapaTa Uiu O €ro U3rOTOBJICHUH U 00 OTIyCKe Ui
o0ecrieyeHus JIeueOHOTO IpoIiecca B MEIUIIUHCKON OpraHn3allii, BETEPUHAPHON OpraHU3aIMH Ui
B OpraHu3anuu (MHAUBHUIYaIbHBIM MPEANPUHUMATENIEM), OCYIIECTBISIONIEH (OCYIIECTBIISIIOIINM )
pa3BeicHuE, BRIPALIMBAHKE U COJIEPIKaHKE JKUBOTHBIX; (B pen. DeaepanbHoro 3akoHa ot 30.12.2021
N 463-D3)

55) KOMIIJIEKCHas OLEHKa JIEKapCTBEHHOIO IIpernapara - OIEHKAa 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOT'O TIperapara, BKIIOYalomas B ce0s aHanu3 HHpOpMAalUUd O CpPaBHUTEIHHOM
KIMHUYECKOH  A((EeKTUBHOCTH W 0E30MacHOCTH  JIGKAPCTBEHHOTO  Tpemapara,  OLEHKY
HSKOHOMUYECKUX TIOCIEJICTBUH €ro TNPHUMEHEHUS, H3Y4YCHHE MIOMOJHUTEIBHBIX MOCIEACTBUM
IMPUMCHCHUA JICKAPCTBCHHOI'O IIpCriapara B UCIAX NPUHATHUA peHICHI/II\/JI O BO3MOXXHOCTH BKJIIOUCHUA
JIEKapCTBEHHOTO TIperapaTa B MEepeueHb KU3HECHHO HEOOXOAMMBIX M BaKHEUIINX JICKApPCTBEHHBIX
npenaparoB, HOPMATUBHBLIC IIPABOBLIC AKTbl W HWHBIC JOKYMCHTLI, OIIPCACIIAIONMHNE IMOPAO0K
OKa3aHUS MEAWIMHCKOW TOMOIIM, WIM HCKIIOUCHHS €ro M3 YKa3aHHBIX IEpedHs, aKTOB H
JOKyMeHTOB; (B pea. deaepanbpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

56) cucTteMa MOHHWTOPWHTA JBM)KCHHUS JICKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO
npUMeHeHHUs - (efiepalibHasi TOCYAapCTBEHHAs HHPOPMALIMOHHAs CUCTEMa MOHUTOPHHTA JABUKEHUS
JIEKApCTBEHHBIX MPENapaToB Il MEAUIUHCKOTO MPUMEHEHHs] OT MPOM3BOIUTENS 70 KOHEYHOTO
NOTPEOUTENS C HMCIOJIb30BAaHMEM B OTHOIIEHUM JIEKAPCTBEHHBIX IPENapaTtoB A MEIUIIMHCKOIO
NpUMEHEHHS Cpe/ICTB uaeHTHukamu. (B pea. OexepanpHoro 3akona ot 28.12.2017 N 425-D3)

I'nasa 2. IOJTHOMOYUSA OEJIEPAJIBHBIX OPI'AHOB
HNCHOJIHUTEJBHOM BJIACTH, UCIIOJTHUTEJIbHBIX
OPTAHOB CYBBEKTOB POCCUHUCKOM ®EJEPALIUA ITPU
OBPALHIEHUU JTEKAPCTBEHHbBIX CPEJACTB (B pea.
®denepanannoro 3akona ot 08.08.2024 N 232-dD3)

Crarps 5. lHostHOMOo4YHusA (eepanbHbIX OPraHOB UCIOJHUTEILHOM
BJIACTHU NIPU 00pallleHNH JIEKAPCTBEHHBIX CPEACTB

K nomaomouusm (I)C,I[CpaHLHLIX OpraHoB HUCIIOJIHUTENLHON BJIACTU pu O6paH_ICHI/II/I JICKAPCTBCHHBIX
CpEACTB OTHOCATCA:

1) mpoBenenne B Poccuiickoit ®enepanuu eIuHON TroCyAapCTBEHHOW MOJUTHUKKA B o0dacTu
oOecrieyeHHs JI€KapCTBEHHBIMH TNpenapatamu rpaxnaaH B Poccuiickoit ®enepanuu; (B pen.
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denepanpHOro 3akona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

2) yTBepxkaAcHHE o0OmuUX ¢dapMakONEeWHBIX CTaTe, (QapMaKkONEeHHbIX CTaTed, W3AaHUE
roCy/apCTBEHHOW (apMakomnen, co3laHue U BeJCHHE peecTpa (papMakomeHHBIX CTaHIAPTHBIX
06pasos; (B pea. Peaepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3) ocymecTtBieHne (eaepaabHOr0 TOCyIapcTBEHHOrO0 KOHTpous (Ham3opa) B cdepe oOparmieHus
JIEKapCTBEHHBIX CpeAcTB; (B pen. denepanbHbiX 3akoHOB 0T 25.06.2012 N 93-P3, ot 11.06.2021 N
170-D3)

4) nUUEH3MpOBAHMWE IPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB, B TOM uucie (eaepanbHbIi
TOCYJTapPCTBEHHBIN JIMIIEH3UOHHBIA KOHTPOJb JEATEIILHOCTH IO IPOU3BOJICTBY JICKAPCTBEHHBIX
CPEZICTB, MEPHUOJUYECKOE MOATBEPKICHHE COOTBETCTBHUS JIMICH3MATA, WMEIOIIECTO JIMIEH3UIO Ha
MIPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB, U (DapMaleBTHYECKOW JEATEIILHOCTH B COOTBETCTBHU C
3akoHoaarenbcTBoM Poccuiickoit denepanuu; (B pea. denepanbHoro 3akona ot 11.06.2021 N
170-®3)

5) opraHuzanus SKCIEPTU3BI JICKAPCTBEHHBIX CPEJCTB, ITHUYECKOM HKCIEPTU3BI BO3MOKHOCTH
MPOBEJCHUS KJIMHUYECKOTO KCCIEAOBAaHUs JIEKAPCTBEHHOrO TMpemapara Al MEAUIMHCKOTO
MNPUMCHCHUA, OKCHCPTU3bI MOOKYMCHTOB, IIPCACTABJICHHBIX IJId ONPCACIICHHA BO3MOXHOCTU
paccMaTpuBaTh JIEKapCTBEHHBIN Mpenapar A MEIUIUHCKOTO MPUMEHEHHS B KauecTBe OphaHHOTO
JIEKapCTBEHHOTO Tipenapara; (B pen. dexepanbHbx 3aK0oHOB OT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 30.01.2024 N 1-®3)

5.1) opraHu3auusi MPOBEACHUS KOMIUIEKCHOM OLEHKH JIEKapCTBEHHOro Ipenapara B LEJAX
IPUHSTHS PEIIEHUH O BO3MOXKHOCTH BKJIFOUEHUS JIEKAPCTBEHHOTO Mpenapara B epeueHb )KU3HEHHO
HEOOXOMMBIX U BaXHEHIINX JICKApPCTBEHHBIX IPENapaToB, HOPMATUBHBIE IIPABOBBIE AKTHI U WHBIE
JIOKYMEHTBI, OINPEAEISIONINEe NOPAJOK OKa3aHUA MEIULMHCKON MOMOIIM WM UCKIIOYEHUS €ro U3
yKa3aHHBIX ME€pPEeyHs, aKTOB U JOKYMEHTOB; (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3
(pexn. ot 13.07.2015))

6) BbIJa4da pa3pemeHHI71 Ha IMPOBCACHUEC KIIMHUYCCKUX HCCJ'IGI[OB&HPII’I JICKAPCTBCHHLIX IIPCIIapaTos,
BCACHUEC PCECCTpa BbIAAHHBIX paSPGHIeHI/Iﬁ Ha TPOBCACHUC KIMHUYCCKUX I/ICCJ'IGJIOBaHI/II\/'I
JICKApPCTBCHHBIX MPCIIapaToOB;

7) TOCyIapCTBEHHas pETUCTpalus JEKapCTBEHHBIX IPENapaToB, BeIE€HHWE TOCYJapPCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

7.1) peructpauusi, MOATBEP)KICHHE pErucTpauuu (TMepeperucTpanusi), BHECEHHE H3MEHEHUH B
pEerucTpalioHHOE J0Che, a TakXKe IPOBEIECHUE TMPOIENyp, CBSI3aHHBIX C pErucTpanuen, B
COOTBETCTBUU C YTBEPXKACHHbIMM EBpa3suiCKOl OSKOHOMMYECKONM KOMHCCHUEH IpaBUIaMU
peructpaii MW OSKCHCPTU3BI JICKAPCTBCHHBLIX CPEACTB A MCEAWUINUHCKOIO INPHUMCHCHHUA H
NpaBUJIaMU PETYJIUPOBAHUS OOpallleHUs BETEPHUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB Ha TaMOXEHHOM
tepputopun EBpaszuiickoro skoHomuueckoro coro3a; (B pen. denepanpHoro 3akona ot 30.01.2024
N 1-®3)

7.2) npexncraBieHue  UHGOpPMAIMM O  PETUCTPALMM,  MOJATBEPXKIEHHUH  PETHUCTpaluu
(mepeperucrpanuu), BHECEHUU H3MEHEHUI B PErHCTPAallMOHHOE JO0Che, a TaKKe O Mpoleaypax,
CBA3aHHBIX C perucrpanueii, B EBpasUHCKyI0 SKOHOMHMYECKYI0 KOMHUCCHUIO C HCIIOJIb30BAHUEM
UHTETPUPOBAHHOW HMHGPOpPMAIIMOHHON cuctemMbl EBpa3uicKOro 5SKOHOMHYECKOTO COK3a B
COOTBETCTBUM C YTBEpPXKACHHbIMU EBpasuiiCKOM 3KOHOMMYECKOM KOMHMCCHEH IOPSAKOM
bopMUpOBaHHS U BEJIEHUS EIMHOIO peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpazuiickoro 5KOHOMHUYECKOTO CO03a U MpaBWJIAMH PETYJIHPOBAHUS OOpaIleHUs BEeTEpPUHAPHBIX
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JICKApCTBEHHBIX CPEIICTB HAa TAMOXXCHHOH TeppuTOpUH EBpa3uiickOoro 3KOHOMHYECKOTO COI03a; (B
pen. denepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

7.3) yTBepKIEHHE TOpPSIKAa TNPUOCTAHOBICHUS JEHCTBUA PETUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara WIA OrPaHWYEeHUs NPUMEHEHHs JIEKapCTBEHHOIO IIpernapaTa s
MEIMIUHCKOTO MPUMEHEHHsI B CllydasX, IPeIyCMOTPEHHBIX YTBEpP)KICHHBIMH EBpasuiickoii
HSKOHOMUYECKOW KOMUCCHEH NMpaBUIAMHU PETUCTPALUH U DKCIIEPTHU3BI JICKAPCTBEHHBIX CPEICTB IS
MEIUIIUHCKOTO TPUMEHEHUS, U BO30OHOBIICHUS JEHCTBUS PETUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpernapara Wil CHATHS OrpaHWYEHUs IPUMEHEHU JIEKapCTBEHHOT'O Ipernapara Juis
MEIUIIMHCKOTO puMeHeHus; (B pea. dexepanbrHoro 3akona ot 30.01.2024 N 1-D3)

8) opranuzanus u (WIK) MPOBEIECHUE MHCIEKTUPOBAHUS CYyOBEKTOB OOpaIleHUs JIEKAPCTBEHHBIX
CpPEACTB HAa COOTBETCTBHE YTBEPKACHHBIM EBpa3suMiiCKOM AKOHOMHYECKOM KOMHUCCHUEW MpaBHIIAM
HaJJIexalel 1adopaToOpHOM MPaKTUKU, TPABUIIAM HaAJIeKaIeH KIMHUYECKON MPaKTUKH, TpaBUIaM
Ha/IJIeKAIIeH TUCTPUOBIOTOPCKOM MPAKTHKH, TPABUIIaM Ha/JISKaIIel NpakTUKU apMaKkoHaa30pa, a
TaK)Ke YTBEPKJACHHBIM YIOJTHOMOUYEHHBIMH (eiepalibHBIMI OpPraHaMU HCIIOJIHUTEIBHON BIACTH
IIpaBWJIaM HaJJieXkallell anTeyHoN MPaKTUKK, IPaBUIaM XpPaHEHUs JIEKAPCTBEHHbBIX CPEACTB; (B pel.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

8.1) opranuzanus u (WiM) OpOBEIEHNE MHCIEKTUPOBAHUS CyOBEKTOB OOpallleHUs JIEKApCTBEHHBIX
CPEICTB HAa COOTBETCTBUE TPEOOBAaHUSAM MpPaBUJI HAJUIEKAIIEW IPOU3BOACTBEHHOM NPAKTUKH,
BblJJaua 3aKJIIOYEHUH O COOTBETCTBUM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM
IpaBWJI HaJyIeXkallel Mporu3BOJICTBEHHON NMpakTuky; (B pea. deaepanbHoro 3akoHa or 22.12.2014
N 429-@3 (pex. ot 13.07.2015))

8.2) ycCTaHOBJEHHE NOpSAKAa BEICHUS U BEJIEHUE TI'OCYJIAapCTBEHHOIO peecTpa 3aKJIIOUEHUH O
COOTBETCTBUM TMPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSAM IpaBW HaJJIexXallen
IIPOU3BOJICTBEHHONW NpPAaKTHKH; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pexn. ot

13.07.2015))

9) TOCYHapCTBC€HHAA  pCrucrpanusda IMPEACIbHBIX  OTIIYCKHBIX  HCH HpOHBBOI{HTCJ’IGﬁ Ha
JICKApPCTBCHHLIC ITpC€rapaThbl, BKIIOUYCHHLIC B HCPCUYCHDL XKU3HCHHO HGO6XOI[I/IMI>IX U BaXKHEUIINX
JICKAPCTBCHHBIX IMPEIapaToB, U BEACHUEC TOCYAAPCTBCHHOI'O peeCTpa MPEACIIbHBIX OTIIYCKHBIX LCH
HpOHBBOHHTCJ’IGﬁ Ha JICKApCTBCHHBLIC IIpCriaparbl, BKIOYCHHBIC B TICPCUYCHb IKHU3HCHHO

HEOOXOJMMBIX M BaXKHEWIIMX JICKApCTBEHHBIX MNpemnaparoB; (B pea. dexepanbHOro 3akoHa OT
06.06.2019 N 134-®3)

9.1) cormacoBaHue TMPOEKTOB pEIHICEHUH MCIOJHUTENbHBIX OpraHoB CcyObeKkToB Poccuiickoit
@®enepanii 00 yCTAaHOBJIEHUU M (WJIM) MU3MEHEHHUU NpPENEeNbHBIX pa3MEpPOB ONTOBBIX HAaT0ABOK U
IpeJeNbHBIX Pa3MEePOB PO3HUYHBIX Ha/10aBOK K (PaKTHUECKUM OTITYCKHBIM LI€HAM, YCTaHOBJIEHHBIM
MIPOU3BOIUTENIIMU JIEKAPCTBEHHBIX IpPENapaToB, Ha JIEKAPCTBEHHBIE Mperaparhl, BKIIOUYEHHBIE B
nepevyeHb JKU3HEHHO HEOOXOMUMBIX U BAXKHEMIIMX JIEKAPCTBEHHBIX IMpernaparoB; (B pen.
denepanbHbix 3akoHOB 0T 13.07.2015 N 241-®3, ot 08.08.2024 N 232-D3)

10) Bblmaya, YCTAHOBJIEHHME TMOPSAKAa BbIAAYM pa3pellieHuss Ha BBO3 KOHKPETHOM mapTuu
JEKapCTBEHHOIro cpeacrBa B Poccuiickyto @Penepanmio; (B pen. depepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.1) BeIgaua, yCTaHOBIIEHUE MOPSAKA BhIAAUYU U (POPMBI TOKYMEHTa, KOTOPBIM MOATBEPKAALT, YTO
MPOU3BOACTBO JIEKAPCTBEHHOTO Mpenapara il MEAUIHUHCKOrO MPUMEHEHUS OCYIIECTBICHO B
COOTBETCTBUU C TpeOOBaHUSAMHU MPAaBHJ HaJJIeXkKalleld MPOU3BOJICTBEHHON NPAKTUKH WA YTO
JIEKapCTBEHHBIN MpernapaT sl BETepUHAPHOTO MPUMEHEHUS TOMYIIEeH K oOparmieHuto B Poccuiickoi
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denepanuu, U MOAJIEKUT MPEICTABICHUIO MO TPEOOBAHUIO YIOJHOMOUYEHHOI'O OpraHa CTpPaHbl, B
KOTOpPYIO BBO3UTCS JIEKApCTBEHHBIN mpemnapat; (B pel. denepainbHbIX 3akoHOB oT 22.12.2014 N
429-03 (pex. ot 13.07.2015), ot 02.08.2019 N 297-D3)

10.2) BbIIa4ya, yCTAaHOBJICHHE MOPSAKA BbIa4d U (OPMBI JOKYMEHTA, COJEPIKAILNEro CBEICHUS O
CTaUsAX TEXHOJIIOTUYECKOTO MPOIIecca MPOU3BOCTBA JEKAPCTBEHHOTO CPEICTBA JJISI MEIUITUHCKOTO
NPUMEHEHHS, OCYIICCTBIIIEMBIX Ha TEPPUTOPUH EBpPa3uiCKOro SKOHOMHUYECKOTO CO03a; (B peil.
DdenepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015), ot 13.07.2015 N 241-D3)

11) co3gaHue COBETOB IO BOIIPOCaM, CBSI3aHHBIM C OOpaIleHHEM JICKAPCTBEHHBIX CPE/ICTB;
12) aTTecTamus U cepTUPUKAIMS CIICIIHATUCTOB;

13) mynkT yrparui cuiy. (B pen. @enepanbroro 3akona ot 02.07.2013 N 185-03)

14) ocymectBnenue ¢dapmakonanzopa; (B pen. PenepanbHoro 3akona or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

15) yyactue B MeX1yHaApOAHOM COTPYIHUYECTBE;

16) momydeHue 1o 3ampocaM YIoJIHOMOYEHHOTO (eIepalibHOTO OpraHa MCIIOJIHUTEIHHON BIIACTH OT
UCTIOJIHUTEIILHBIX OPraHoB cyObekToB Poccuiickoit deneparyu, a Takke OT CyObEKTOB 00paIeHHUs
JICKApPCTBCHHBIX cpeacts A MCAUIHUHCKOI'O MMPUMCHCHUA I/IH(bOpMaLII/II/I o  BOIIpoCaM
YCTaHOBJICHHSI W TPUMCHEHUS IIEH Ha JIEKapCTBEHHbBIE Ipernaparthl U Haja0aBOK K HUM; (B peil.
®denepanpHoro 3akona ot 08.08.2024 N 232-03)

17) npumeHeHe Mep OTBETCTBEHHOCTH 3a HapylIeHHE 3aKOHoAaTenbcTBa Poccuiickoit denepannu;

18) yTBepxkaeHUE TMpaBWII HAJJICKALICH aNTEYHOW MPAKTHKH, MPABWJ XPAHCHUsS JICKApCTBEHHBIX
cpenacts; (B pea. PenepanbHoro 3akona ot 30.01.2024 N 1-D3)

19) ycranoBieHue nopsiaka GopMUpPOBaHHS PETUCTPAIIMOHHOTO J0Che Ha JIEKApCTBEHHBIN Mpenapar
JUIT BETEPUHAPHOTO TPUMEHEHHS M TpeOOBaHWU K JIOKYMEHTaM B €ro cocrtase; (B pell.
denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot 30.01.2024 N 1-D3)

20-21) myHkTHI yTpaTiian cuiy. (B pea. @enepanbroro 3akoHa ot 30.01.2024 N 1-D3)

22) nyHKT yTpatui cuiy. (B pea. enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

23) yTBepxkaeHue TpeOOBaHUN K MHCTPYKIMHM IO BETEPUHAPHOMY NPUMEHEHHIO JEKapCTBEHHBIX
npenapatos; (B pen. dexepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot
30.01.2024 N 1-93)

24) npuHATHE PELICHUH, SBISAIOIIMXCS OCHOBAHUSAMM JUIsl BKJIIOUYEHUS JOMEHHBIX UMEH WM (WJIM)
yKazarejeil CTpaHWll CaToB B HH(OpMaIMOHHO-TEIEKOMMYHUKalMOHHON cetu "WHTepher", a
TaKXe CETEeBBIX a/IPECOB B €IMHYIO aBTOMATH3MPOBAHHYIO MH(pOpMaIMOHHYIO cucteMy "Eaunblii
peecTp JOMEHHBIX UMEH, yKazaTesel CTpaHuI] caiiToB B MH(GOPMallMOHHO-TEIEKOMMYHHKAIIHOHHOM
cetu "VHTepHeT" M CeTEBBIX aJpPEcOoB, MO3BOJSIOMUX HACHTH(QHUIMPOBATH CaANTHl B
MH(OPMaLlMOHHO-TEIEKOMMYHHUKAIMOHHOM cetn  "HuTepHer", coaepxamue HHoOpmaluio,
pacripocTpaHeHue kKotopoil B Poccuiickoit denepannu 3amnperieHo”, B OTHOLIEHUH HH(OpMaIuH,
CoZIepKaIIe MPEeMIOKEHUE O PO3HUYHOW TOPIOBIIE JICKAPCTBEHHBIMM IIpenapaTaMi, B TOM YHCIIE
JUCTAHIIMOHHBIM CIOCOOOM, PO3HHMYHAs TOPTOBJII KOTOPBIMH OTpaHWYEeHa WJIM 3alpelieHa B
COOTBETCTBUU ¢ HactosumM PenepanbHbIM 3aKOHOM, M (W) HHQOpPMAIMH, CoOJepKaliei
OPEMIOKEHUE O PO3HUYHOW TOPrOBJIE JIEKAPCTBEHHBIMM IIpelaparaMd, B TOM  YHUCIE
JUCTAaHIIMOHHBIM CIIOCOOOM, JIUIIaMH, HE UMEIOIIMMH JIMIIEH3UH U Pa3pelIeHts] Ha OCYyIEeCTBICHHE


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1168
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1168
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1168
https://normativ.kontur.ru/document?moduleid=1&documentid=255544#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=395894#l2169
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1168
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1168
https://normativ.kontur.ru/document?moduleid=1&documentid=475924#l321
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l494
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1168
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l494
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l494
https://normativ.kontur.ru/document?moduleid=1&documentid=351582#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1168
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l494
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l494

TaKOW  JIESATENBHOCTH, €CIAM  TNOJyY4eHHe JIMIEH3WHM W pa3pelieHus  MpPeayCMOTPEHO
3aKOHOJIATENLCTBOM 00 OOpaleHnH JIEKapCTBEHHBIX cpencTB; (B pen. dexepanbHOro 3akoHa OT
03.04.2020 N 105-®3)

25) BblIava pa3perieHni Ha BBOJ B TPaXKIAHCKUH 000POT MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
npenaparos; (B pen. ®enepanpHoro 3akona ot 28.11.2018 N 449-03)

26) peryaupoBaHHE BOIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX IPEIapaToB
JUIs MeZIMLIIMHCKOTO IpuMeHeHust. (B pe. DenepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

Cratps 5.1. Ilepenaua ocymecTBiaeHus MOJHOMO4YUI (eaepabHbBIX
OPraHOB UCHOJHHUTEIbHON BJIACTH NIPH 00PALIEHHH JIEKAPCTBEHHBIX
CPeICTB UCIOJHUTEIbHBIM OpranamM cyobekroB Poccuiickoii
®denepamun (B pea. @eaepanbuoro 3akona ot 08.08.2024 N 232-P3)

[TomHOMOYMST (eaepaTbHBIX OPraHOB HMCIOJHUTEIBHON BIIACTH TpPHU OOpaIICHUHU JIEKApPCTBEHHBIX
CPEICTB, MpPEeIyCMOTpPeHHBbIE HacTosimuM DenepanbHbIM 3aKOHOM, MOTYT II€peaaBaThCs IS
OCYIIECTBIICHUS] UCTIONHUTENBHBIM OpranaM cyOonekToB Poccuiickoii degepanuu mocTaHOBICHUIMU
[TpaButensctBa Poccuiickoii @enepanuu B nopsake, ycraHoBlieHHOM DeiepaabHbIM 3aKOHOM OT 21
nexabps 2021 romga N 414-®3 "OO oOmux NOpUHIMIAX OpPTaHH3aIMK ITyOJIWYHOW BIACTH B
cyonrekTax Poccuiickoit deneparun'.

Crarps 6. [1o1THOMOYHSA UCIIOJHUTEIbHBIX OPIraHOB CYObEKTA
Poccuiickoii @egepanuu npu 00paleHuu JeKapCTBEHHBIX CPeACTB (B
pen. ®eaepanbHoro 3akona ot 08.08.2024 N 232-®3)

K momHOMOUYMSM HCHOTHUTENBHBIX OpraHoB cyObekTa Poccuiickoit denepanuu mpu oOpaiieHUH
JIEKapCTBEHHBIX CpeACTB oTHOCATCS: (B pen. deaepanbhoro 3akoHa ot 08.08.2024 N 232-D3)

1) pa3zpaboTka U peanu3alys periHoHAIBHBIX IPOrpaMM OOeCIeYeHHs HaceIeHHUs JIEKapCTBEHHBIMU
npenapaTamy;

2) yCTaHOBJIEHHE IpENEIbHBIX Pa3MEPOB ONTOBBIX HaJ0ABOK U IMPEAETIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K ()aKTHUECKUM OTITYCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOU3BOIUTENISIMHU JIEKAPCTBEHHBIX
IIpenapaToB, Ha JIEKapCTBEHHbIE MpPENapaThl, BKIIOUYEHHbIE B NIEPEUEHb )KU3HEHHO HEOOXOAUMBIX U
BOKHEUILUX JICKAPCTBECHHBIX [IPENIapaToB;

3) ocymiecTBIEHHE PETHOHAIBHOTO TOCYAApPCTBEHHOTO KOHTPOJIS 3a NPUMEHEHHEM IIeH Ha
JIeKapCTBEHHbIE Mpenaparhl, BKIIOUYEHHBIE B MEPEYEHb >KU3HEHHO HEOOXOIMMBIX W Ba)KHEHIINX
JIEKApCTBEHHBIX IPETapaToB, OPTaHU3aIlMsIMH OINTOBOH TOPTOBIIM JIEKAPCTBEHHBIMH CPEICTBAMH,
anTEeYHBIMU OPTaHU3aLUAMHU, WHAUBUYAIbHBIMHU MPEAIPUHUMATEIIMU, UMEIOIIMMH JIMIEH3UIO Ha
(bapMareBTHYECKYI0 AESITEeIbHOCTh, MEAUIIUHCKIMH OPTaHU3aIUSIMH, UMCEIOIIUMH JUICH3UI0 Ha
(apMaleBTUYECKYIO JEATENbHOCTh, U UX 000COOIICEHHBIMH MOJIPA3/IEICHUSIMH, PACIIONOKEHHBIMH B
CENIbCKUX HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIe OpraHu3amuu; (B pen.
@®enepanbHbIX 3akoHOB 0T 25.06.2012 N 93-®3, or 27.12.2019 N 475-@3, or 08.08.2024 N
323-03)

4) mpuHATHE pelleHus 00 MCIONb30BaHMM Ha TeppuTopuu cyobekra Poccuiickoit deneparun
Hapsily € pelenTaMy Ha JIeKapCTBEHHbIE IMpernapaThl, 0OpMICHHBIMU Ha OyMa)kHOM HOCHTEJE,
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pELIeNTOB Ha JICKAPCTBEHHBIC Mperaparbl, chopMUPOBaHHBIX B )OPME IJICKTPOHHBIX JOKYMEHTOB.
(B pen. denepanbHoro 3akoHa oT 29.07.2017 N 242-D3)

I'maBa 3. TOCYJAPCTBEHHASA ®APMAKOIIEA

Crarps 7. Pazpa0dorka v u3JaHue rocyaapcTBeHHON (papMakoneu,
pa3MelleHde JaHHbIX 0 Hel

1. Ilox rocymapcTBeHHOW (papmakomeeil MmoHUMaeTcs CBOJ OOmMX (GapMaKONEHHBIX cTaTed M
(dhapMaKoINeWHbIX CTaTeH.

2. Pazpaborka oOmux QapmakoneiHbIXx cTaTedl W (apMaKoNeWHBIX CTAaTei, B TOM 4YHUCIE
dapmakoneHbIX cTared Ha QapMakoneiHble CTaHIAPTHBIE OO0paslbl, W BKIIOUYECHUE HX B
rOCy/IapCTBEHHYIO (hapMaKoNer0 OCYIIECTBISIOTCS B MOPSIKE, YCTAHOBICHHOM YHOJHOMOYEHHBIM
(denepanbHbBIM OPraHOM HCHOJIHUTENBHON BiacTH. (B pen. DenepaibHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

3. Pa3pabotka hapmakoneifHoil craThil Ha pedepeHTHBIN JCKApCTBEHHBIN Mpernapar U BKIOYCHUE
€¢ B rOCYIapCTBEHHYIO (hapMaKoOIIlel0 B TCUCHUE CPOKA JIEHCTBUS 3alIUTHI HCKIIOYUTEILHOTO TIPaBa,
YIOCTOBEPEHHOTO MATCHTOM Ha pe(epeHTHBIA JIGKAPCTBEHHBIM Iperapar, OCYMIECTBISIOTCS C
corjacusi ero paspaboruuka. (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

4. TocynmapctBeHHast (apMmakomess U3JaeTCs  YIOJIHOMOYEHHBIM  (eepajbHbIM  OpPraHOM
UCTIOJTHUTEIILHOW BJIACTH 32 CUET CPEICTB (eliepalbHOro OIJDKETa M MOJUICKHT TEPEU3TaHUIM HE
peke YeM OJWH pa3 B TATh JIET, B TEPUOJ MEXKIYy KOTOPBIMU W3IAOTCS TPUIOKCHHUS K
rocyapcTBeHHOW (apmakomee, conepkame ob0mue (apMmakomneiHble cTaTbu W (WIN)
(dapMakoneliHble CTAaTbH, YTBEPXKACHHBIC TOCIE W3JAHWS WM TEPEeUu3JaHusi TOCyIapCTBEHHOM
dapmakormnen.

5. VYnonHoMo4eHHbIM (enepanbHblii OpraH HCIOJHUTENBHONH BJIACTH pa3MeELIaeT JaHHbIE O
rOCyJIapCTBEHHOU (hapMakoriee W MPUIIOKEHHUSIX K HEH Ha CcBOoeM O(DUIIMAIBHOM CaiiTeé B CETH
"MHTepHeT" B yCTaHOBJIEHHOM UM MOPSJIKE.

I'nasa 4. JUHHEH3UPOBAHMUE ITPOU3BO/JCTBA
JEKAPCTBEHHBIX CPEJICTB U ®APMAIIEBTUYECKOM
JESTEJBHOCTHU, TOCYJIAPCTBEHHBIA KOHTPO.JIb
(HAZI30P) B COEPE OBPAINEHUA JIEKAPCTBEHHBIX
CPEACTB (B pen. ®enepajibHoro 3akoHa ot 11.06.2021 N 170-P3)

Crarbs 8. J/InneH3upoBanue Mpou3BOACTBA JIEKAPCTBEHHBIX CPEACTB U
(papmaneBTHYECKOM AEATEIbHOCTH

1. JIuueH3upoBaHue MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (papMaleBTUUECKOW AESITeNTbHOCTU
OCYILIECTBIISIETCS] B COOTBETCTBUH € 3aKOHOAATENLCTBOM Poccuiickoit deneparun.
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2. O0s3aTenbHBIM YCIOBUEM NPEIOCTABICHUS JIMIIEH3UU Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPENICTB
SBIISICTCS TIPHJIO’KEHHE K 3asBJICHUIO COMCKATEINS JIMIICH3UH TePEUHs JIEKapCTBEHHBIX (OpM U (HMITH)
BUJOB (papMalleBTUYECKUX CyOCTaHLMN, KOTOpble HPOU3BOAUTENDL JICKAPCTBEHHBIX CPEACTB
HaMEpPEH IIPOU3BOIUTD.

3. B cinyuae HEOOXOIUMOCTH paCIIMPEHHS MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB 3a CUYET HOBBIX
JIEKapCTBEHHBIX (DOpM U BUIOB (PapManeBTUUYECKUX CyOCTaHIMI MPOU3BOIUTEND JIEKAPCTBEHHBIX
CPE/CTB JIOJDKEH MMOAaTh B JIMIICH3UPYIOIIMI OpraH 3asBJICHUE O BHECEHUM H3MEHEHUH B peecTp
JUIIEH3WI Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX CpeICTB. (B pea. DenepanbpHbix 3akoHOB 0T 02.08.2019
N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha TPOM3BOJICTBO JICKAPCTBEHHBIX CPEACTB ((hapManeBTHUECKOW CyOCTaHIIUU CIHPTA
ATHIJIOBOTO (3TAHOJIA) BBIAACTCS TMPU YCIOBHHM HAIWYHS y OPTaHHW3AIMH Ha MpaBe COOCTBEHHOCTH,
XO3SIMCTBEHHOTO  BEJICHUS WM  ONEPATHBHOTO YIPABICHHUS OCHOBHOTO TEXHOJOTHYECKOTO
000pyI0BaHUs ISl TIPOM3BOACTBA 3TUJIOBOTO CIUPTA, 3aPETHCTPUPOBAHHOTO B COOTBETCTBUU CO
ctatbeil 14.1 ®enepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O rocyaapcTBeHHOM
PETYyIHPOBAaHUY IPOU3BOJICTBA U 000POTA ATHIOBOTO CIIUPTA, ATKOTOJIBHON M CIIUPTOCOACpIKAIICH
OPOAYKIMH U 00 OrpaHUYEHHUU MOTpedsieHus: (pachmuTHs) aJKOTONbHOM mHpoAykuuu'. (B pex.
®denepanpHOro 3akona ot 27.12.2019 N 481-D3)

Cratba 8.1. Oco0eHHOCTH JIMLIEH3UPOBAHMS NPOU3BOACTBA
JIEKAPCTBEHHBIX CPeACTB (papManeBTHYECKON CYOCTAHUMM CIIUPTA
3TUJIOBOIO (3TaH0J1a) (B pea. PenepanbHoro 3akona or 27.12.2019 N

481-D3)

1. JleiicTBue TUIIEH3UU Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CpeAcTB ((apmarieBTHUECKON
CyOCTaHIIMM CTIMPTa ITHJIOBOTO (3TaHOJA) MPUOCTAHABIMBAETCS B YAaCTH MpaBa Ha MPOU3BOACTBO
dapmaieBTUYECKON CYOCTaHIIMM CHHpTa ATHIOBOTO (9TaHOJNA) JIMIEH3UPYIOIIUM OpPraHoM B
CIIydJasix, OompejeNieHHbIX cratbeir 20 DenepanbHoro 3akoHa ot 4 mas 2011 rogma N 99-®3 "O
JUICH3UPOBAHUHU OTAENIBHBIX BUAOB AESITEILHOCTU", a TaK)Ke HA CPOK MPUOCTAHOBIICHUS JACHCTBUS
JUTICH3UU Ha TIPOU3BOJICTBO ITUIIOBOTO CITUPTA JUISl IPOU3BOJICTBA (hapMAaIEBTHUECKOM CyOCTaHIINH
CIUpTa TUJIOBOTO (3TaHOJA), BEIIAHHON B COOTBETCTBUH ¢ DefepaabHbIM 3aKOHOM OT 22 HOAOpS
1995 rona N 171-®3 "O rocyaapCTBEHHOM DPETYIMPOBAHUH MPOU3BOACTBA U 000POTA ITUIIOBOTO
CIUpPTa, aTKOTOJIBHOW U CIHPTOCOAEpXkAalleld MPOAYKIMH U OO0 OrpaHMYEeHUU TMOTPeOICHUS
(pactiuTusi) aJTKOTOJILHON MPOIYKIIUU".

2. JleWicTBME JMLEH3UM Ha TPOMU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((apMarieBTUUECKON
cyOCTaHIIMM COUpTa 3TUIOBOTO (3TaHONA) B YAacTU NpaBa HAa MPOU3BOACTBO (papMaleBTUUYECKON
CyOCTaHIIMM CIIHUPTa ITHIOBOTO (9TaHOIA) MpEeKpamlaercs JUIEH3UPYIOUMM OPraHOM B CIIydYasx,
ompeneneHHbIx cratbeit 20 demepampHoro 3akoHa ot 4 wmas 2011 roma N 99-®3 "O
JMIIEH3UPOBAHUM OTJAENBbHBIX BHUAOB JEATENBHOCTH", a TaKkKe C JaThl NpPEeKpaleHus WM
AQHHYJIMPOBAaHUs JEMCTBUS JHUIIEH3UU HA IPOU3BOJCTBO STHJIOBOTO CIHMpTa ISl MPOU3BOJCTBA
dapmarieBTHYeCKOl CyOCTaHIIMM CHOUpPTa ATUIOBOTO (STaHONA), BBIJAHHOH B COOTBETCTBUU C
®enepalibHbIM 3aKOHOM OT 22 Hos0psa 1995 roga N 171-®3 "O rocynapcTBEHHOM peryIHpOBaHUU
IPOM3BOJICTBA U 000POTA ITUIIOBOTO CHHMPTA, AJIKOTOJIBHON U CIIUPTOCOAEpIKallel MPOAYKLIUU U 00
OTrpaHHYEHUU NOTpeOIeHHs (PAaCTIUTH) AJIKOTOJIBHOM MPOIyKIUH'".

IHonoscenua cmamou 8.2 na meppumopusnx /loneyxoii Hapoonoiu Pecnyonuxu, JIyeanckoi
Hapoonou Pecnyonuku, 3anopoxcckoii oonacmu, XepcoHCcKoUl 001acmu npUMeHaomcs ¢
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01.09.2024 (vacmo 3 cmamovu 3 Dedepanvrozo 3axona om 04.08.2023 N 428-D3).

Cratba 8.2. OcobeHHOCTH JINIeH3MPOBaHus (apManeBTHYECKOM
NeSITeJIbHOCTH B YaCTH OCYHIECTBJICHHUSI ONITOBOM TOPrOBJIH

JIEKAPCTBEHHBLIMHU cpeacTBaMu (B pea. @enepajbHOI0 3aKOHA 0T
04.08.2023 N 428-d3)

1. JeiicTBue nuIeH3MM Ha (apMaleBTUYECKYIO JESITeIbHOCTh B YACTH OCYIIECTBICHHS ONTOBOU
TOPTrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH I MEAUIIMHCKOTO TIPUMEHEHHS IPEKpaIiaeTcs
JULEH3UPYIOLUM OpPraHOM B Cllydasix, onpezesieHHbIX cTarbeil 20 denepanbHoro 3akoHa ot 4 mast
2011 roma N 99-®3 "O nuueH3upoBaHUU OTACIBHBIX BHIOB JACATEIBHOCTU", a TAK)KE IO PEIICHUIO
JUIEH3UPYIOIIEro OpraHa, MPUHITOMY B COOTBETCTBHH C HACTOSIICH YacThio. B ciyuae BbIsBICHUS
IpPU OCYLIECTBIECHUU (PeepaabHOr0 TOCyIapCTBEHHOrO0 KOHTPOJA (Haa3opa) B chepe oOparieHus
JIEKAPCTBEHHBIX CPEJCTB HAPYIICHHS OpraHU3alue ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU
cpenctBamu TpeboBanuii yacteit 1 - 3 cratbu 53 Hacrtosimero denepalbHOrO 3aKOHA JICHCTBUE
JTUICH3UU Ha (DapMaIieBTUYECKYIO0 IEATCIBHOCTh B YACTH OCYIIECTBJICHHS ONTOBOH TOPTOBIIH
JIEKApCTBEHHBIMU CPEJICTBAMH ISl MEIUIIMHCKOTO NMPUMEHEHHS MPUOCTAHABIMBACTCS B TECUCHHUE
JeCATH pabouyux JHEH CO AHS BBISBJICHUS YKa3aHHOrO HapylueHus. JleicTBuME IUIEH3UM Ha
(dbapMaleBTUYECKYIO JIEATEIbHOCTh B YaCTU OCYILECTBJICHHS ONTOBON TOPTOBIHU JIEKAPCTBEHHBIMU
cpeacTBaMu Uil  MEAUIIMHCKOTO TMPUMEHEHHS TPHOCTAHABIMBACTCS HA CPOK, KOTOPBII
OTpeeNsAeTcsl JHUICH3UPYIOUIMM OpPraHoM (HO HE MEHee YeM Ha OJMH MeEcAll), MO0 HUCTEYCHHH
KOTOPOro JIEWCTBUE MAHHOW JIMIEH3UH TOMJCKHUT TPEKPAIICHUI0 HAa OCHOBAaHUU PEIICHUS
JUIEH3UPYIOIIETr0 OpPraHa, 3a UCKIIOYEHHUEM CITy4asi, YKa3aHHOTO B YaCTH 2 HACTOSIIIEH CTaThH.

2. JleficTBHe NHIIEH3MM Ha (papMaleBTUYECKYIO JEATEIHHOCTh B YaCTH OCYIIECTBICHHUS ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMH CPEACTBAMM JUIsI MEIULIUHCKOIO IPHUMEHEHUs, JEHCTBHE KOTOpPOU
MPUOCTAHOBJIEHO B COOTBETCTBHM C YacThiO0 | HACTOSIIEH CTaTbM, MOAJIEKHUT BO30OHOBIIEHHUIO B
cilyyae, ecii B MEepUoJl NMPUOCTAHOBIICHUS ACUCTBHS JAaHHOW JHMIIEH3MHM B paMKax J0CyAeOHOro
00>aJloBaHUsl pEIIeHHE KOHTPOJILHOTO (HaJ30pHOr0) OpraHa B YacTU BBISABIEHHOTO HapyIICHUS
TpeboBanuit yactei 1 - 3 crateu 53 Hacrosmero deaepaibHOro 3aKOHAa OTMEHEHO. B yka3aHHOM
cily4yae JeicTBHE JUIEH3UM Ha (PapMaleBTUUECKYIO JEATENbHOCTh B YACTH OCYIIECTBICHUS
OINTOBOM TOPTOBIIH JIEKAPCTBEHHBIMH CPEJICTBAMHU Il MEIUIIUHCKOTO IPUMEHEHHUSI BO30OHOBIISIETCS
HE TI03THEE OJTHOTO Paboyero AHS CO THS OTMEHBI PEIIeHUsI KOHTPOJILHOTO (HA30pHOT0) OpraHa.

Crarba 9. 'ocynapcTBeHHbIN KOHTPOJIb (HAaA30p) B cepe oOpamieHust
JIEKAPCTBEHHBIX cpeAcTB (B pea. PenepabHoro 3akona ot 11.06.2021
N 170-®3)

1. TocymapcTBeHHBIH KOHTpOJb (Hag30p) B cdepe oOpamieHUss JIEKapCTBEHHBIX CPENICTB
OCYIIECTBIISIETCSI MOCPEACTBOM (pe/iepalibHOrO TOCyIapCTBEHHOIO0 KOHTpOJs (Ham3opa) B cdepe
oOpamieHus JIeKapCTBEHHBIX CPEACTB M  (elepalbHOr0 TOCYAAPCTBEHHOTO JIUIIEH3MOHHOTO
KOHTPOJIA ACATCIIbHOCTHU 110 IMPOU3BOACTBY JICKAPCTBCHHBIX CpeacTsB, OCYHIECTBIACMBIX
denepaabHBIMH  OpraHaMy HCIIOJHUTENLHOW BJIACTH, YIOJIHOMOYEHHBIMU [IpaBuTenscTBOM
Poccuiickoit denepanum.

2. Ilpeamerom denepaabHOTO TOCYAApCTBEHHOTO KOHTpoINs (Ham3opa) B cdepe obOparieHus
JIEKAPCTBEHHBIX CPEJICTB SBJISIFOTCS:
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1) cobmonenue obs3aTeNbHBIX TpeOOBaHUN B cdepe oOpaleHus JICKapCTBEHHBIX CPENICTB, B TOM
qucie:

a) Tpe6OBaHHﬁ K JOKIIMHHUYCCKUM HCCIICAOBAHUAM JICKAPCTBCHHLIX CPCACTB, KIIMHUYCCKHUM
UCCJICIOBAHMSIM JIEKAPCTBEHHBIX IIPENapaToB, W3TOTOBJICHHUIO, XPaHEHHIO, MEPEBO3KE, BBO3Y B
Poccuiickyro ®enepannio, OTOYCKY, pealu3aluu, Iepeaaye, NPOJAKe JIEKAPCTBEHHBIX CPEACTB,
NPUMEHEHHUIO  JICKAPCTBEHHBIX  IPENapaToB,  YHUYTOXKCHUIO  JIEKAPCTBEHHBIX  CPEJCTB,
YCTAHOBJICHHUIO ITPOU3BOAUTCIISIMU JICKAPCTBCHHLBIX MPCIIAPATOB IECH HA JICKAPCTBCHHBIC IIPCIIaPaThI,
BKJIIOUEHHBIE B MIEPEUCHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos;

0) TpeOoBaHWI K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOIAIIUXCSA B OOpaICHUH,
MoKa3aTesiM KadecTBa, 3(PQPEKTUBHOCTH U OE30MACHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHH C
HactosuM denepanbHbIM 3aKOHOM;

B) TpeOoBaHMI K COOJIOJCHHUIO CyOBEKTaMH OOpalleHHs JIEKApCTBEHHBIX CPENCTB, YKa3aHHBIX B
yactu | crateu 67.1 HacTosmiero deaepaabHOro 3aKOHA, OTPAaHUYCHUH, HaJlaraeMbIX cTaThsiMu 67.1
u 67.2 Hactosmero denepanbHOTo 3aK0HA,

2) cobnrofeHre JTUICH3UOHHBIX TPEOOBaHMH K OCYIIECTBICHUIO (papMalieBTUYECKON eI TeIbHOCTH;

3) cobnroenne TpeOOBaHUH K MPEIOCTABICHUIO CYObEKTaMH OOpaIleH sl JICKAPCTBEHHBIX CPEIICTB
uH(pOpPMAIIUHU O JISKAPCTBCHHBIX CPEACTBAX U (HMJIN) JIGKAPCTBEHHBIX Tperaparax, mpeayCMOTPEHHOM
crathsaimu 9.1, 52.1, 52.2 u 64 Hacrosmero deaepanbHOro 3akoHa; (B pea. @eaepaabHOro 3aKOHa OT
30.01.2024 N 1-®3)

IHlonoscenuna nynkma 4 wacmu 2 cmamou 9 npumenaiomcs 0o 01.03.2026 (nynxkm 2 cmamou 2
Deoepanvrozo 3akona om 20.10.2022 N 405-D3).

4) coOuroieHre IPEeIyCMOTPEHHBIX cTaThel 55.1 HacTosmero denepaibHOrO 3aKOHA TPEOOBaHUN K
MPOBEACHUIO O3KCHEPUMEHTa M0 OCYIIECTBICHUIO PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMHU
npenaparamM JUisi MEIUIMHCKOTO MPUMEHEHHS, OTIYCKAeMBIMHU IO PELENTy Ha JIEKapCTBEHHBIN
npernapar, TUCTaHIIMOHHBIM criocoOoM. (B pea. Penepanbproro 3akona ot 20.10.2022 N 405-D3)

2.1. B memsax oOecredeHHsl TrocyJapCTBEHHOro KOHTpousid (Haa3opa) B cdepe oOpalieHus
JEKapCTBEHHBIX CPEACTB (elepajbHbIi OpraH HCIOJHUTEILHOW BIACTH, OCYIIECTBISIONIMN
TOCYJTApPCTBEHHYIO PETHUCTPAIMIO JIEKAPCTBEHHBIX IPEIapaToB, IPEIOCTABISET (enepaTbHOMy
OpraHy HMCHOJHMTENIbHOM BIACTH, OCYLIECTBIAIOMIEMY (DYHKIIMH [0 KOHTPOJIO U HaJa30py B cdepe
3paBOOXpAaHEHMsI, 10 €ro 3ampocy B paMKaX MEXKBEIOMCTBEHHOTO HWH(OPMAIMOHHOTO
B3aUMOJICHICTBUS B  TOpSAJKE, YCTAHOBJIEHHOM YyKa3aHHBIMM  (efepabHbIMU  OpraHaMu
UCTIOTHUTENIHOW BJIACTH, CIEAYIOIINE CBEICHUS O JICKAPCTBEHHBIX CPEACTBAX, B TOM YHUCIE B
cilydae, eciM TaKue CBEJIEHUS COCTABIIAIOT KOMMEpUECKyIo TaiHy: (B pell. denepaibHOro 3aKoHa OT
30.01.2024 N 1-93)

1) cBenenus o dapmaneBTudeckoit cyocrannuu: (B pen. denepanpHoro 3akona or 30.01.2024 N
1-®d3)

a) HaMMEHOBaHME (apMaIleBTUUECKON CyOCTaHIIMHU, €€ CTPYKTypa, oOmue CBOWCTBa; (B pel.
®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

0) HaMMeHOBaHUe U aapec npousBoauTels; (B pea. dexepanpHoro 3akona ot 30.01.2024 N 1-P3)

B) CBOMCTBa M CTPYKTypa AeHcTByIOMX BemlecTs; (B pel. denepanpHoro 3akona ot 30.01.2024 N
1-93)

T') XapakTepuctuka npumeceid; (B pea. ®enepanpaoro 3akona ot 30.01.2024 N 1-P3)
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1) cnernudukanus Ha (hapMareBTUUECKYI0 CyOCTaHIIMIO B ee 00ocHOBaHue; (B pen. denepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

€) aHANUTUYECKHE METOAUKU, UCIIOJIb3yEMbIE TP OCYIIECTBICHHH KOHTpOJISI KadecTBa
dbapmarieBTrueckoii cyocranium; (B pea. Penepanpaoro 3akona ot 30.01.2024 N 1-D3)

) pe3yJIbTaThl aHAJTU30B cepuid (hapmareBTHUECKOM cyOcTanimy; (B pen. denepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

3) MepeyYeHb CTAHIAPTHBIX 00Pa3I0B WIN BEIIECTB, UCTIONB3YEMBIX MPH OCYIIECTBICHUH KOHTPOJIS
KadyecTBa apMmarieBTuueckoi cyocranium; (B pea. @enepanpaoro 3akona ot 30.01.2024 N 1-D3)

W) ONHCaHUE XAPAKTEPUCTHK M CBOWCTB YIMAKOBOYHBIX MATEPHAJIOB W YKYHNOPOYHBIX CPEACTB; (B
pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

K) JaHHBIE O CTaOMJILHOCTH (apMareBTHUecKor cyOctanuuu; (B pen. dexepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

1) cpok roaHocty; (B pen. deaepanbroro 3akoHa oT 30.01.2024 N 1-D3)

2) cBelleHHs O JIEKAPCTBEHHOM IIpernapaTe JUlss MEAMIIMHCKOro puMeneHus: (B pea. deaepaabHOTo
3akoHa oT 30.01.2024 N 1-®3)

a) OINHKCAaHME W COCTaB JICKAPCTBEHHOTO TMperapara s MEIUIMHCKOrO TNPUMEHEHHs; (B pell.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

0) ommcanue ¢apmaleBTHUESCKOW pa3paboTku (0OOCHOBaHME BBIOOpA COCTaBa, IEPBUYHOM
ynakoBkH); (B pen. PenepanbHoro 3akona ot 30.01.2024 N 1-D3)

B) HAaUMCHOBAHUC U aApCC MECTAa OCYIICCTBIICHHUA IMPOU3BOACTBA JICKAPCTBCHHOI'O IIpCriapara IJid
MCIUIUHCKOI'0 NPUMCHCHUA (B CJIydac HAJIN4YHA HECKOJBbKHUX YYaCTHUKOB IIPOLECCa IMMPOU3BOJACTBA

HE00X0/IMMO yKa3aThb HAaUMEHOBAHHE U a/Ipec KaXKA0ro U3 HUX); (B pea. DenepanbHOro 3aKoHa OT
30.01.2024 N 1-93)

') MUKPOOHOJIOTHYECKHE XapaKTepUCTUKY; (B pea. DenepanbrHoro 3akona ot 30.01.2024 N 1-D3)

1) OMUCaHHE XapaKTePUCTHUK U CBOMCTB YMaKOBOYHBIX MAaTepUATOB M YKYMOPOYHBIX CPEACTB; (B
pen. ®enepanbhoro 3akoHa oT 30.01.2024 N 1-D3)

€) TpeOoBaHUS K KauecTBY BCIIOMOTraTeNIbHbIX BelecTB; (B peA. PeaepanbHOro 3aKOHa OT
30.01.2024 N 1-®3)

) AaHATUTHUYECKHE METOAMKH, HCIONb3yeMble TIPU OCYIIECTBICHHMM KOHTPOJS KauyecTBa
BCIIOMOTaTeNbHBIX BelllecTB; (B pen. PeaepanbHoro 3akona ot 30.01.2024 N 1-D3)

3) cBedeHHS OO0 HCIHOJb30BAHUM BCIIOMOIATENbHBIX BELIECTB YEIOBEYECKOTO U IKUBOTHOTO
npoucxoxaenus; (B pea. Genepanproro 3akona oT 30.01.2024 N 1-D3)

M) CBeJIeHHs 00 MCIOJIb30BAHUU HOBBIX BCIIOMOTATEIbHBIX BelIeCTB; (B ped. deaepanbHOro 3aKoHa
ot 30.01.2024 N 1-93)

K) TpeOOBaHMS K KayecTBY JIEKAPCTBEHHOrO Ipernapara [Uisi MEIUIMHCKOTO IMPUMEHEHUS
(ceptudukar, crnenuduKas Ha JCKApCTBEHHBIH Mpemapar W UX OOOCHOBaHME); (B pell.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

J) aHAJIUTUYECKHME METOJUKH, HCIIOJIB3YEMbIE IIPU OCYIIECTBICHHMM KOHTPOJI KadecTBa
JIEKapCTBEHHOI'0 IpemnapaTta JJil MEIUIUHCKOTO NMpuMeHeHus; (B peln. denepalibHOrO 3aKOHA OT
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30.01.2024 N 1-®3)

M) pe3yJIbTaThl aHAINU30B CEPHid JIEKAPCTBEHHOTO IMpernapara Jjisi MEJAUIUHCKOTO TPUMEHEHUs; (B
pen. denepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

H) XapaKTepUCTHKa rpumMeceii; (B pea. Penepanpaoro 3akona ot 30.01.2024 N 1-D3)

0) MepeueHb CTaHAAPTHBIX O0OpPAa3IOB, HCIOJB3YEMBIX IPHU OCYIIECTBICHUU KOHTPOJIS KauecTBa
JIEKApCTBEHHOI'0 TIpernapara il MEIUIIMHCKOTO NpuMeHeHus; (B pen. denepaabHOTrO 3aKoHa OT
30.01.2024 N 1-®3)

1) JJaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOTO Mpemnapara JJisi MEIUIIUHCKOTO IPUMEHEHUS; (B pel.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

3) oTueThl O NMOKJIMHUYECKHX HccienoBanusx; (B pen. denepanpHoro 3akona ot 30.01.2024 N
1-d3)

4) OTYETHI O KIMHUYECKHX HccienoBanusx; (B pea. Penepanpaoro 3akona ot 30.01.2024 N 1-D3)

5) mactep-daiin cucremsl papmakoHaazopa; (B pen. @enepanproro 3akona oT 30.01.2024 N 1-D3)

6) maH yrnpasjieHus puckamu. (B pea. Penepanbroro 3akona ot 30.01.2024 N 1-D3)

3. Ilpu ocymiecTBiieHn (henepaibHOro roCcyIapCTBEHHOTO KOHTPOJIS (Haa30pa) B cdepe odpalieHus
JICKApCTBEHHBIX CPEICTB MPOBOJISATCS CICIYFOIINE BHIBI KOHTPOJIBHBIX (HAI30PHBIX) MEPOTIPHUSTHIA:

1) nokyMeHTapHas IpOBEPKa;

2) BbI€3/IHAs IPOBEPKA;

3) BBIOOPOUHBII KOHTPOIIb Ka4eCTBa,
4) KOHTpOJbHAS 3aKYIIKa;

5) MHCTIEKITMOHHBIN BU3UT;

6) nHaOmofeHue 3a coOnrofeHHEeM o00sA3aTeNbHBIX TPEOOBaHUN (MOHUTOPUHI O€30MaCHOCTH)
(papmaxoHnaazop).

4. Opranuzanus ¥ ocyuiecTBiIeHHE (PeaeparbHOro rocy1IapcCTBEHHOTO KOHTPOJIs (Haa3opa) B chepe
oOpaleHus JeKapCTBEHHBIX CPEACTB peryiupyorcs denepanbHbM 3akoHOM OT 31 mrons 2020 roja
N 248-®3 "O rocyaapCTBEHHOM KOHTpoJie (Ha/J30pe) ¥ MyHHIIMTIAIILHOM KOHTpoJe B Poccuiickoii
Oenepauun".

5. BHennaHOBBIH BBIOOPOYHBIM KOHTPOJb KayecTBAa NMPOBOAMUTCS B TOM YHCIE HAa OCHOBAHUU
IIPOrpaMMBbI POBEPOK.

6. I1naHoBEII BBI60pO‘-IHBIfI KOHTPOJIb Ka4€CTBa HC ITPOBOAUTCH.

7. Ilo pe3ynbTataM (eaeparbHOro rocyIapCTBEHHOIO KOHTpOJs (Haa3opa) B chepe oOpaieHus
JIEKapCTBEHHBIX CPEACTB HapsALy C pEeUICHUSIMU, TpeaycMoTpeHHbIMU DeiepanbHbIM 3aKOHOM OT 31
utonst 2020 rosga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIE (Ha130pe) U MyHUIIUIAILHOM KOHTPOJIE
B  Poccuiickoit ®enepanun", dheneparTbHBIMU OpraHamMy  HMCIIOJHUTEIBbHOW  BIIACTH,
YIOJHOMOYEHHBIMUA Ha OCYILECTBIIEHHE (heliepanibHOrO rocyIapCcTBEHHOIO KOHTPOJs (Hau3opa) B
chepe oOpallleHUsl JIEKAPCTBEHHBIX CPEACTB, NPUHUMAIOTCS CIEAyIollue pemeHus: (B pex.
®denepanpHoro 3akona ot 30.01.2024 N 1-D3)

1) o nanpHelIeM TpakJIaHCKOM 000pOTE CepHUM, MAPTHH COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO
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Cpe€acTBa B CilIy4dac€ IMOATBCPXKIACHUSA II0 PE3yIbTaTaM IMNIPOBCACHHBIX HUCIIBITAHUHA COOTBETCTBUS
Ka4uCCTBa JICKAPCTBCHHOI'O CPCACTBA YCTAHOBJICHHBIM TpCGOBaHI/ISIM;

2) 00 M3BATUU W3 TPAKIAHCKOTO 000pPOTa CEpUH, MAPTHUH COOTBETCTBYIOMICTO JIEKAPCTBEHHOIO
CpelICTBAa B CiIy4yae BBIABICHUS IO pe3ylbTaTaM IPOBEICHHBIX HCIBITAHUI HECOOTBETCTBUSA
KauecTBa JIEKAPCTBEHHOT'O CPEJICTBA YCTAHOBJIICHHBIM TPEOOBaAHUSIM;

3) o mepeBojae JEKAPCTBEHHOI'O CPEICTBAa HA MOCEPUITHBIA BHIOOPOYHBIH KOHTPOJb KadyecTBa
JIEKAPCTBEHHBIX CPEACTB B CIydae IIOBTOPHOIO BBISIBIICHHWS HECOOTBETCTBUS KadyecTBa
JICKapCTBEHHOI'O CPEJCTBA YCTAaHOBJIEHHBIM TpeOOBaHUSM M (IIPH HEOOXOJHMMOCTH) O IPOBEPKE
cyOBeKkTa oOpalieHus JTeKapCTBEHHBIX CPEJCTB. PacXopl, CBSI3aHHbBIE C TPOBEICHUEM TTOCEPHITHOTO
BBIOOPOYHOTO KOHTPOJISL, OIUIAYMBAIOTCS TMPOM3BOAMUTENIEM JIEKAPCTBEHHOTO CpelncTBa JHOo
JIepKaTesieM WU BIaIeblIeM PErUCTPAllMOHHOTO yI0CTOBEPEHUS JICKAPCTBEHHOTO IIpenapara;

4) 0 CHATHM JIEKAPCTBEHHOTO CPEACTBA C TOCEPUHHOrO BHIOOPOYHOTO KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEACTB HAa OCHOBAHUU IOJIOKUTENIBHBIX 3KCIIEPTHBIX 3aKIIOYEHUH, BBIIAHHBIX
(denepanbHbIM roCyAapCTBEHHBIM OIO/PKETHBIM YUPEKIEHUEM, I10JIBEJOMCTBEHHBIM (pesiepaTbHOMY
OpraHy HMCHOJHMTENbHOM BIACTH, OCYLIECTBIAIOMIEMY (DYHKIIMM 110 KOHTPOJIIO U HAaJA30py B cdepe
3/1paBOOXpaHEHUs, WU (elepaibHOMY OpraHy HCIHOJIHUTEIbHOW BIACTH, OCYIIECTBISIOIEMY
(GYHKIMH 10 KOHTPOJIK U Haa3opy B cdepe oOpalieHus JIeKapCTBEHHBIX CpPEACTB IS
BETEPUHAPHOTO IMPUMEHEHUs, HA OCHOBAaHMM IPOTOKOJA MCIBITAHUM JIEKapCTBEHHOI'O CpEACTBA,
IPOBE/ICHHBIX [0 BCEM IOKa3aTessIM yTBEP)KJICHHON HOPMAaTUBHOM JOKyMEHTAlMH (HOPMAaTUBHOI'O
JIOKYMEHTa) B OTHOLIEHUH TPEX CEpUH JEKapCTBEHHOT'O CpelCTBa. (B pel. PenepabHOTO 3aKOHA OT
30.01.2024 N 1-®3)

8. denepanbHbll rocydapCTBEHHBIM JUIEH3UOHHBIN KOHTPOJIb AESITEIBHOCTH IO IPOU3BOICTBY
JIEKaPCTBEHHBIX CPEICTB OCYLIECTBISAETCS B COOTBETCTBHUM C 3aKOHOAATEILCTBOM Poccuiickoit
denepanuu.

Crarps 9.1. Ilporpamma npoBepok (B pea. @exepajbHOro 3aK0HA OT_
11.06.2021 N 170-®3)

1. B nensx opranusanuy BbIOOPOUHOTO KOHTPOJIS KaYeCTBa JIEKapCTBEHHBIX CPEACTB (hOpMUpYETCs
Iporpamma IpoBepoK.

2. Jlna uenedt peanus3ali MPOrpaMMbl MPOBEPOK MPOU3BOAMTEIN JIEKAPCTBEHHBIX CPEICTB U
OpraHM3aluy, OCYLIECTBIIIOIINE BBO3 JIEKapCTBEHHBIX cpelacTB B Poccuiickyro ®enepanuto,
nNpeaoCTaBJIAIOT B OTHOWICHUW JICKAPCTBCHHBIX CPEACTB I MCIUIMUHCKOTO MNPUMCHCHHA B
YIOJHOMOYEHHBIH (hefepabHbI OpraH MCIOJHUTEIBHON BJIACTH, OCYIIECTBISIOMUN (YHKIUH 10
KOHTPOJIIO M HAA30py B cdepe 3apaBOOXPAHEHHS, B OTHOIICHHH JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MPUMEHEHHUSI B YIOJIHOMOYEHHBINH (enepaiabHbIil OpraH HCIOJHUTEIBHON BIIACTH,
OCYILECTBIIIOUINH (PyHKIIMH IO KOHTPOJIIO ¥ Ha30py B cepe oOpalieHns JeKapCTBEHHBIX CPEJCTB
JUIsl BETEPUHAPHOTO NPHUMEHEHHUs, CBEACHMS O CEpUsX, MapTUAX JIEKAPCTBEHHBIX CPEICTB,
MOCTYyNAIOUINX B IpaxaaHckuil obopoT B Poccuiickoit denepanuu, B NOpsAKe, COCTaBe U 00beMe,
YCTAHOBJICHHBIX YKa3aHHBIMHU (eiepalbHBIMU OpraHaMH MCIIOJHUTEIBHON BJIACTH B OTHOIIEHUH
JICKAPCTBCHHEBIX CPCACTB IJII MCAUIWMHCKOI'O IMPUMCHCHHUA U B OTHOIICHWU JICKAPCTBEHHBIX CPEACTB
JUIsl BETEPUHAPHOTO IPUMEHEHUS COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok (opmupyercs Ha KajleHAapHbli rog B cpok g0 30 nexabps ronaa,
MPEIIECTBYIOLIEr0 TOAY POBEACHUS BBIOOPOUHOTO KOHTPOJIS.
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4. B cnydae HacTyIUIeHUs COOBITHMH, yKa3aHHBIX B MOANyHKTax "0" m "B" myHkTa 2 yactu 6
HACTOSAIIEH CTaThu, (eiepaibHBIM OPTaHOM HCIIOJHUTEIBHON BIACTH, OCYIIECTBISIFOIIMM (PYHKITHH
0 KOHTPOJIIO U HaJI30py B cdepe 3apaBoOXpaHeHus, (erepanbHbIM OPraHOM HCIIOTHUTEIbHOMN
BJIACTH, OCYIICCTBIISIOMNM (DYHKIIMU TTO KOHTPOJIIO U HA/I30py B chepe oOpalieHus JeKapCTBEHHBIX
CPEICTB Ui BETEPUHAPHOIO NPUMEHEHHS, MPU HEOOXOJUMOCTH BHOCSATCS COOTBETCTBYIOIIHE
W3MEHEHUS B IIPOrpamMMy MPOBEPOK.

5. B nporpaMMmy npoBepOK MOTYT BKJIIOUYAThCS MEPOIPHUSATHS C yU€TOM HAPYIICHHUM, BBISIBJICHHBIX B
paMKax KOHTPOJBHBIX (HaJ30PHBIX) MEPONPUITUIN 32 MPEAbIAYIIHIA KaJleHAAPHBINA IO/,

6. [IporpaMma npoBEpOK COJCPIKUT:

1) mepeueHb JTEKAPCTBEHHBIX CPENICTB, OTOOP 00pa3IOB KOTOPHIX Oy/IET OCYIIECTBIATHCSA B paMKax
BBIOOPOYHOTO KOHTPOJIS, (hOpMHUpYEeMBIHi C yd4eTOM pe3ysIbTaToB TOCYIapCTBEHHOTO KOHTPOJII
(Ham3opa) B chepe oOpaleHHs JEKapCTBEHHBIX CPEJICTB 3a KaJECHIAPHBIM Iofl, MPEIeCTBYOMUN
rOoj1y NMPOBEIECHHS BEBIOOPOYHOTO KOHTPOJIS;

2) ykazaHWe Ha COOBITHE, HACTYIUICHHE KOTOPOTO SIBISIETCSA OCHOBAHHEM ISl OCYIIECTBIICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) MOJIyueHHE CBEJCHMH, NPEACTaBIsIeMbIX B COCTaBe U 00bEME, YCTAaHOBJIEHHBIX (hefepalbHbIM
OpPraHOM HCIIOJIHUTENILHON BJIACTH, OCYIIECTBISIOMMM (YHKIUH IO KOHTPOJIIO U HAlI30py B cdepe
3paBOOXpaHEeHUs, (eiepaJIbHbIM OPraHOM HMCIIOJHUTEIBHON BIACTH, OCYIIECTBIISIOLUM (DYyHKIUH
0 KOHTPOJIO M HaaA30py B cdepe oOpamieHHs JEKapCTBEHHBIX CPEACTB IS BETEPHHAPHOTO
IPUMEHEHHUS, O CepUsiX, NAPTUAX JEKAPCTBEHHBIX CPEACTB, IOCTYIAIOIINX B IPAXKAAHCKUN 000pOT B
Poccuiickoit ®enepaumu, yka3aHHbBIX B IIyHKTE | Hacrosimied 4acTd, OpraHU3alusMHu,
OCYLIECTBISIOIMMHU TIPOM3BOJICTBO JIEKApCTBEHHBIX CcpelacTB B Poccuiickoii Denepauyu U BBO3
JIEKapCTBEHHBIX cpelacTB B Poccuiickyro @expepanuio, 3a HMCKIIOYEHUEM CEpPUM WIH IapTUU
JIEKapCTBEHHBIX MPENapaToB, yKa3aHHBIX B 4acTH 4 cratbu 52.1 u yactu 6 craThu 52.2 HACTOSIIETO
®denepanbHOro 3akona; (B pea. egaepanproro 3akona ot 30.01.2024 N 1-D3)

0) mosyyeHue MOCTYMAOLIEH B MOpsJIKe, YCTAaHOBICHHOM cTarheil 64 Hacrosiero denepanbHoro
3aKOHa, UWHGoOpMalMu O TOOOYHBIX JCHCTBUSX, HEXKEIATENbHbIX pPEAKIUAX, CEPbE3HBIX
HEXENATENIbHBIX PEeaKlUAX, HENPEIBUICHHBIX HEXEIATEIbHbIX peakUusX IpU NPUMEHECHUU
JIEKapCTBEHHBIX MpPENnapaTroB, 00 MHAWBHUIYAIbHON HENEPEHOCUMOCTH, OTCYTCTBUH 3 (HEKTUBHOCTH
JIeKapCTBEHHbIX IpenapaToB, a Takke 00 HMHbBIX (akTaX M 0OCTOATENbCTBAX, MPEACTABISIOMINX
yIpo3y JKU3HU WM 3J0pPOBbIO Ue€lOBEKa JMOO MXUBOTHOIO NPHU MPUMEHEHHM JIEKapPCTBEHHBIX
IpenapaToB U BBIIBICHHBIX Ha BCEX 3Tamax oOpalleHHs JIeKapcTBEHHBIX NpenapaTtoB B Poccuiickoii
®denepanyu U Ipyrux rocy1apcTBax;

B) mojy4yeHue B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHOM OT 31 wmrong 2020 roga N 248-03 "O
roCyJJapCTBEHHOM KOHTpoJie (Ha/a30pe) U MyHHUIMIAIbHOM KOHTpoje B Poccuiickoit denepanun"
CBEJICHUI O MPUYMHEHNUHN Bpela WK 00 yrpo3e MPUUINHEHHS Bpeaa KU3HH, 3J0POBBIO TPaXIaH WIN
KUBOTHBIX.

Cratbs 9.2. 'ocynapcTBeHHBI KOHTPOJIb (HAA30pP) 32 peaju3anueit
HUCIIOJIHUTEJIbHBIMH Opranamu cyobekToB Poccuiickoin @enepaunu
MOJTHOMOYMH B cepe oOpaleHu sl JIeKAPCTBEHHBIX CPEACTB s
MEAMIMHCKOr0 NpuMeHeHus (B pea. @eaepajbHbIX 3aKOHOB 0T

11.06.2021 N 170-®3, ot 08.08.2024 N 232-D3)
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1. T'ocynapcTBeHHBIN KOHTPOJIH (HAA30P) 3a pean3ainuei NCIIOJHUTEILHBIMU OpraHaMi CyOBhEKTOB
Poccuiickoit ®epepanuu MOTHOMOUMH B cdepe OOpalleHus JIEKapCTBEHHBIX CpPEACTB s
MEJIUIMHCKOrO MPUMEHEHHUsI OCYIIECTBISICTCA YNOJHOMOYEHHbIM IIpaBuTenscTtBoM Poccuiickoit

®enepalii OpraHoM HMCHOJIHUTENbHOM BiacTu. (B pen. denepanpHoro 3akona ot 08.08.2024 N
232-03)

2. IlpenMeToM rocynapcTBEHHOI'O KOHTpousid (HaA30pa) 3a peanu3aluedl HCHOIHUTENbHBIMU
opranamu cyobekToB Poccuiickoit @enepannu noJHOMOYHH B cdepe oOpalieHus JeKapCTBEHHBIX
CpPeACTB I  MEIUIMHCKOIO IPUMEHEHHUS sBIsAETCS  COONIOJEHUE  YIOJIHOMOYEHHBIMU
UCTIOJIHUTENIBHBIMUA OpraHamMu cyowsekToB Poccuiickoit ®Denepanuu METOAMKH yCTAaHOBJICHHUS
IpEeJeNbHBIX PAa3MEpPOB OINTOBBIX HAJ0ABOK M NPEAEIbHBIX Pa3MEPOB PO3HUYHBIX HaJ0aBOK K
(aKTHUECKUM OTIIYCKHBIM LI€HaM, yCTaHOBJICHHBIM IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB,
Ha JICKapCTBEHHbIE MpENnaparhl, BKJIIOUEHHbBIE B NIEPEUEHb KU3HEHHO HEOOXOIMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX MpemnapaToB. (B pen. enepanbroro 3akona ot 08.08.2024 N 232-03)

3. Ilpm ocymecTBIEHHH TOCYJapCTBEHHOTO  KOHTpoJis (Haa3opa) 3a  peanu3anuen
UCTIOJTHUTEIIEHBIMU ~ OpraHaMu  cyObekToB Poccmiickoii ®Depepanuu  TOTHOMOYHMA B cdepe
oOpallleHusl JeKapCTBEHHBIX CPEICTB AN MEAMIMHCKOTO MPUMEHEHUs MPOBOASTCS CIEIyIOIIHe
BUJIbI MeporpusiThii: (B pen. PenepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) noKyMeHTapHbIE IPOBEPKH;
2) BbI€3HBIE IPOBEPKHU.

4. OpraHuzaunuss M OCYILIECTBIEHHE TOCYJapCTBEHHOIO KOHTpOJs (Haa3opa) 3a peanu3anuen
WCTIOJTHUTEIIEHBIMU  OopraHaMu  cyObekToB Poccuiickoit ®enepanuu mosHOMOUYUi B cdepe
oOpalleHuss JIeKapCTBEHHBIX CPEACTB  JUII  MEIUMIMHCKOIO  INPUMEHEHHUs  PEeryjaupyroTcs
®enepanbHbIM 3ak0HOM OT 21 nexabps 2021 roga N 414-®3 "OO0 o0mux IpUHLIKAIIAX OpraHU3alUH

nyOnuyHOll BnactTu B cyOwbektax Poccuiickoit ®@enepauun". (B pen. depepalbHOro 3akoHa OT
08.08.2024 N 232-®3)

5. IlonoxeHue O TrocylapcTBEHHOM KOHTpoJe (Haa30pe) 3a peanu3alield HCHOIHUTEIbHBIMU
opranamu cyOobekToB Poccuiickoit @enepanuu noasHoMounii B chepe oOpaiieHus: JeKapCTBEHHbBIX
CpeACTB Ul MEIUIMHCKOro NpuMeHeHus yrBepxkaaercs [IpaBurensctBom  Poccuiickoit
Deneparun. (B pea. Penepanproro 3akona ot 08.08.2024 N 232-D3)

Crartbs 9.3. PernoHaJbHBIN IOCYyAapCTBEHHBIH KOHTPOJIb (HaA30p) 3a
NpUMEHEHHEM LIeH HA JIEKAPCTBEHHbIE NPenapaThbl, BKJINYEHHbIC B
nepeyeHb KU3HEHHO HEOOXOAUMbIX U BAKHEHIINX JIeKAPCTBEHHbIX
npenapatoB (B pea. Penepaannoro 3akona ot 11.06.2021 N 170-D3)

1. PernonanbHbIl rocy1apCcTBEHHBIH KOHTPOJIb (HAA30p) 32 MPUMEHEHHUEM 1I€H Ha JIEKapCTBEHHBIE
npernapaThl, BKIIOUYEHHBIE B TEpEYeHb JKU3HEHHO HEOOXOJMMBIX M BaXHEUIIMX JIEKApCTBEHHBIX
MIPEnapaToB, OCYIIECTBISETCS HCIOJHUTENIBbHBIM OpraHoM cyObekTa Poccuiickoit ®Denepauuu,
YIOJHOMOYEHHBIM BBICIIUM UCIIOJHUTENILHBIM OpraHoM cyobekta Poccuiickoit denepauuu. (B pea.
denepanpaoro 3akona ot 08.08.2024 N 232-D3)

2. [IpenMeTroM peruoHaibHOrO rOCyAapCTBEHHOIO KOHTPOJsS (Haa30pa) 3a MPUMEHEHUEM IIeH Ha
JIeKapCTBEHHbIE Mpenaparhl, BKIIOUYEHHbIE B MEPEYCHb >KU3HEHHO HEOOXOIMMBIX U Ba)KHEHIIHNX
JIEKapCTBEHHBIX IMPENapaToB, SBiseTcs COOJIOJEHHE OpraHu3alUsMH ONTOBOM TOPrOBIH
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JIeKapCTBEHHBIMU CpeacTBamH, anTeuYHbIMU OpraHu3aIusIMH, WHIUBUAYATbHBIMU
OPEeINPUHAMATEIIMU,  MMCIOINIMMH  JIMIEH3UI0 Ha  (apMaleBTUUYECKYIO  JESATECIIHOCTD,
MEAMIIMHCKUMH OpraHU3alMsIMH, UMEIOIIMMHU JIMIEH3UI0 Ha (apMalleBTUYECKYIO JESTeNIbHOCTD, U
uX 000COOJICHHBIMH TIOJPa3ACICHUSIMHU, PACIIONIOKCHHBIMU B CEIIbCKUX HACEJIICHHBIX MYHKTax, B
KOTOPBIX OTCYTCTBYIOT alTE€YHbIE OpraHu3allly, MPU peanu3aliil JEeKapCTBEHHBIX IIperapaTroB
TpeOOBaHUI K MPUMEHEHHIO II€H, YPOBEHb KOTOPHIX HE JIOJDKEH IMPEBBIIIATh CYMMY (aKTHUYECKOU
OTIIYCKHOH II€HbI, YCTAHOBJICHHOM MPOM3BOAMTEIEM JIEKAPCTBEHHBIX IPENapaToB, U KOTOpHIE HE
MIPEBBIIIAIOT 3aPETUCTPUPOBAHHBIX MPEICTHHBIX OTITYCKHBIX 1IEH, U Pa3MEPOB ONTOBBIX HAJ0ABOK U
(unu) pazMepoB pO3HUYHBIX HAZA0ABOK, HE MPEBBIIIAIOIINX COOTBETCTBEHHO Pa3MepOB MpPEeIbHbBIX
ONTOBBIX HAA0ABOK W (WIM) pa3MepoB MpPeAeIbHBIX PO3HUYHBIX HAJ0aBOK, YCTAHOBICHHBIX B
cyobekte Poccuiickoit ®eneparun. (B pea. @enepanproro 3akona ot 08.08.2024 N 323-D3)

3. OpraHu3anus M OCYIIECTBJIEHHE PErMOHAJIBHOIO TIOCYIAapCTBEHHOIO KOHTpOJs (Haa3opa) 3a
OpUMEHEHHEM IIeH Ha JIeKapCTBEHHbIE Mpenaparbl, BKJIIOYEHHBIE B IE€peUeHb >KU3HEHHO
HEOOXOIMMBIX U BaKHEHMIIMX JIEKAPCTBEHHBIX IpenapaToB, peryaupyrorcs denepaabHbIM 3aKOHOM
ot 31 wurong 2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoOJie (HaA30pe) U MyHHUIMIAIbHOM
KoHTpoJie B Poccuiickoit deneparun'.

4. IlonoxeHre O pEerMoOHaJILHOM TOCYAApCTBEHHOM KOHTpOJE (HaJI30pe) 3a MPUMEHEHHEM IIEH Ha
JIEKAapCTBEHHBIC IIpernaparhl, BKIIOUYCHHBIC B IEPEUYCHb JKU3HEHHO HEOOXOJIMMBIX M BaKHEHIIIHMX
JICKapCTBCHHBIX TIPENapaToB, YTBEP)KIAACTCS BBICIIUM HCIIOJHUTEIBHBIM OpPraHOM CyOBEKTa
Poccuiickoit ®eneparuu. (B pea. Deaepanpaoro 3akona ot 08.08.2024 N 232-D3)

Crarbs 9.4. @enepaibHblil FOCYAAPCTBEHHBIA JTUMIEH3UOHHBIH
KOHTPOJIb AeITEJIbHOCTH 10 NMPOU3BO/JCTBY JIEKAPCTBEHHBIX CPEICTB
(B pen. @enepaabHoro 3axkona ot 11.06.2021 N 170-P3)

1. ®denepasnbHBIA TOCYJAPCTBEHHBIN JIMIICH3UOHHBIM KOHTPOJb ACSITENBHOCTH IO IIPOU3BOICTBY
JIEKapCTBEHHBIX CPEJICTB OCYLIECTBIsAETCA (elepaabHbIMH OpraHaMH HCIOJIHUTENBbHOM BIacTH,
ynosiHoMo4eHHbIMU [IpaButensctBoM Poccniickoit denepanun.

2. ®enepanbHbIi TOCYJIAPCTBEHHBIN JIMIIEH3UOHHBIA KOHTPOJIb JIEATENBHOCTH MO IPOU3BOJCTBY
JIEKaPCTBEHHBIX CPEICTB OCYILECTBISIETCS B COOTBETCTBUU ¢ DenepanbHbIM 3aKk0HOM OT 4 mas 2011
rojga N 99-®3 "O nuueH3upoBaHUM OTAENBHBIX BUJIOB AedTenbHocTU" 1 dDenepanbHbIM 3aKOHOM OT
31 wmronsa 2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpoJie (HaaA30pe) MU MYHUIMIAIBLHOM
koHTpoie B Poccuiickoit deneparuu'. B pamkax ¢eaepanbHOro rocy1apcTBEHHOTO JIMIICH3UOHHOTO
KOHTPOJISI AEATEIBbHOCTH 10 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIBHBIE
(HaJ30pHbBIE) MEPOTIPUATHUSL HE TPOBOASATCS, IPU ATOM MIPOBOJUTCS MEPUOINUYECKOE MTOATBEPKIACHNE
COOTBETCTBHUS JIMIEH3UATOB JIMLEH3UOHHBIM TpeOOBaHUSAM B COOTBETCTBUU C DenepalbHBIM
3akoHOM OT 4 mas 2011 roga N 99-®3 "O nuneH3upoBaHUM OTIEIbHBIX BUIOB IE€SITEILHOCTH .

I'naBa S. PASPABOTKA, JOKJIMHUYECKHUE UCCJIIEJOBAHUASA
JIJEKAPCTBEHHBIX CPEJICTB, A TAK/KE KIMHUYECKHUE
NCCIEAOBAHUSA JIEKAPCTBEHHBIX ITPEITAPATOB JJI5A

BETEPUHAPHOI'O IPUMEHEHUA
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Crarbs 10. Pa3padoTka JieKapCTBEHHBIX CPeACTB

1. Pa3paboTka IJleKapCTBEHHBIX CpPEJCTB BKIIOYAET B CeOs MOUCK HOBBIX (HapMaKOJIOTHUYECKU
AKTHBHBIX BEIIECTB, IOCIEAYIOUIEE M3YyUYCHHE HX JIEKAPCTBEHHBIX CBOMWCTB, JOKIMHHUYECKUE
UCCIIeIOBaHMsI, pa3paboTKy TEXHOJOTMH MPOM3BOACTBA  (papMaleBTHUECKHX CyOCTaHIIMA,
pa3pabOTKy COCTABOB U TEXHOJIOTHI MPOU3BOJICTBA JIEKAPCTBEHHBIX MIPENapaToB.

2. @uHaHcoBOE obecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPENICTB OCYLIECTBISETCS 3a CUET:
1) cpenctB deaeparbHOTO OKOKETA;
2) cpencTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) CPEICTB IIPOU3BOIUTENEH JIEKapCTBEHHBIX CPEICTB npu BBIIIOJIHEHUU
Hay4HO-HMCCIIE0BATEIbCKUX paboT MO JOTOBOPY MEXKAY pa3padOTUYMKOM JIEKAPCTBEHHBIX CPEICTB U
IPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3alpeleHHBIX 3aKOHOaTesIbecTBOM Poccuiickoit denepanyiv HCTOYHUKOB.

3. HpaBa pa3pa60TqI/H<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAAHCKUM 3aKOHOAATCIILCTBOM.

Crarps 11. JlokIMHHYECKOE HCCIEeI0BAHME JIEKAPCTBEHHOI0 CPeACTBA
IS MEAMIUHCKOTO IPUMEHEHMSI

1. HOKHI/IHI/I‘ICCKOG HCCIICAOBAHUC JICKAPCTBCHHOI'O CpCACTBA I MCAUMIMHCKOI'O IMPHUMCHCHUA
MMPOBOAUTCA NIYTEM MNPUMCHCHHA HAYYHBIX MCTOAOB OLICHOK B LCJIAX IOJYUCHUA JOKa3aTCIILCTB
6630HaCHOCTI/I, Ka4yCCTBa U 9(1)(1)6KTI/IBHOCTI/I JICKAaPCTBCHHOI'O CPCACTBA.

2. JIOKJIIMHUYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOTO CPEACTBA I MEAUIIMHCKOTO MPUMEHEHUS
OPOBOJIUTCS B  COOTBETCTBMM C IpaBWJIaMM  HajJjexaied 1abopaTOpHOM  MPaKTHUKW,
yTBEpKACHHBIMU EBpasuiickoil skoHOMHYeCcKOM kKomuccueil. (B pen. denepaibHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

3. Jlnst opraHu3anyy ¥ NpOBEACHUS JOKIMHUYECKOTO MCCIIEN0BaHUS JIEKAPCTBEHHOIO CPEACTBA IS
MEAMIIMHCKOTO MPUMEHEHUs pa3pabOTUMKU JIEKAPCTBEHHBIX CPEJICTB BIIpaBe MPUBJIEKATh HayYHbIE
OpraHu3aly, oOpa3oBaTelbHbIE OpPraHM3allMU BBICIIEr0 OOpa3oBaHUS W HHbIE OpraHU3aAIUM,
UMEIOLIIEe HEOOXO0IMMYI0 MaTepUaIbHO-TEXHUYECKYIO0 0a3y U KBaJM(UUIMPOBAHHBIX CHEIHATNCTOB
B COOTBETCTBYIOILCH 00nacTu uccienoBanus. (B pen. OeaepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. I[OKJ'II/IHI/I‘ICCKOG HUCCICAOBAHUEC JICKAPCTBECHHOI'O CpEACTBa IJId MCOAUIMHCKOIO IMPUMCHCHUA
MNPpOBOAUTCH IO YTBCPKIACHHOMY pa3pa6OTIII/IKOM JICKAPCTBCHHOTO CPCACTBA IINIaHY C BCACHUCM
IMPOTOKOJIA 3TOIr'0 UCCIICAOBAHUA U COCTABIICHUEM OTUYCTA, B KOTOPOM COACPIKATCA PE3YJIbTaThbl 3TOI'O
HCCJIICAOBAHUA U 3aKIIFOYCHUEC O BO3MOXKXHOCTH HPOBCACHUA KIIMHHUYCCKOIO HCCICAOBaHUA
JICKAPCTBCHHOTO Iperiapara JJisd MCAUITHUHCKOI0 IIPUMCHCHUS.

5. IIpoBeneHue mpoBepoK COOTIOCHUS IPABIII HaJyIexkKalllel 1abopaTopHON MPAKTUKKU U IPABOBBIX
HOPM HCIIOJIb30BaHMs KUBOTHBIX IPU MPOBEACHUN JOKIMHUYECKUX UCCIIEI0BAaHUN JIEKAPCTBEHHBIX
CPEICTB Ul MEIULUHCKOTO MPUMEHEHUS OCYIIECTBISIETCS YIMOJHOMOYEHHBIM (heepanbHbIM
OpraHOM MCIIOJIHUTENIBHOM BiacTu. (B ped. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

6. Pe3ynbrarhl JOKIMHHUYECKOTO HCCIIEIOBAaHMUS JIEKAPCTBEHHOI'O CPEACTBA ISl MEIULUHCKOIO
NPUMEHEHHUS MOTyT OBbIThb MpEeACTaBIE€Hbl B  YIOJHOMOYEHHBIH (QenepanbHbIi  Opra
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UCTIOTHUTEJIFHON BJIACTH B YCTAQHOBJICHHOM TNOPAJKE B IEISAX PETHCTPAllMU JIEKAPCTBEHHOTO
npenapara. (B pen. ®enepansroro 3akona oT 30.01.2024 N 1-D3)

Crartba 12. JlokJIMHU4YECKOE UCCIEJ0BAHNE JIEKAPCTBEHHOI0 CPeACTBA
U KJIMHAYECKOe UCCJIeI0BAHUE JIEKAPCTBEHHOI0 Ipenapara s
BETEPUHAPHOI0 MPUMEHEHUS

1. I[OKJ'II/IHI/ILIGCKOG HCCIICAOBAHUE JICKAPCTBCHHOI'O CpEACTBA JId BECTCPHHAPHOI'O0 IIPUMCHCHUA
MMPOBOAUTCA NIYTEM NPUMCHCHHA HAYYHBIX MCTOAOB OLCHOK B MCIAX ITOJYUYCHUA HOKa3aTCIILCTB
6630HaCHOCTI/I, KadyeCTBa U S(b(beKTI/IBHOCTI/I JICKAPCTBCHHOI'O CpE€ACTBa, B TOM YHUCIIC OIIPCACICHUA
CpOKa €ro BbIBECACHU U3 OpraHru3Ma JXUBOTHOTO, B LCIIAX obecneueHus 0€30I1aCHOCTH npoaAyKIHuu
KHUBOTHOI'O IIPOUCXOKIACHUSA ITOCIIE IPUMEHCHNA COOTBCTCTBYIOIIECTO JICKAPCTBCHHOI'O IIpCIiapara.

2. JIOKIMHMYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHHMYECKOE MCCIEI0BAHNE
JIEKapCTBEHHOTO TpenapaTa Jjisl BETepUHAPHOTO MPUMEHEHUS, HCCIIeJOBAaHNE OMOIKBUBAIICHTHOCTH
YKa3aHHOTO JIEKAPCTBEHHOI'O Ipenapara MpOBOIATCA B  COOTBETCTBUM C  IIPAaBUIIAMH,
YTBEPKACHHBIMU YIIOJIHOMOUYEHHBIM (peiepaibHbIM OpPraHOM UCIIOJHUTENIBHOM BJIACTH.

3. JIOKJIMHHMYECKOE MWCCIEN0BAaHUE JIEKAPCTBEHHOI'O CPEICTBA W KIMHUYECKOE MCCIIEI0BAHUE
JIEKApCTBEHHOI'0 IIpernapara i BETEPUHAPHOIO IPUMEHEHHs IIPOBOIATCA IO YTBEPKICHHOMY
pa3paboOTYUKOM JIEKAPCTBEHHOI'O CPE/ICTBA IUIaHY C BEJICHHEM IPOTOKOJIOB 3THX HCCIIEAOBAHUM U
COCTABJICHUEM OTUYETOB, B KOTOPBIX COAEPIKATCS PE3YJIbTaThl 3TUX UCCIIEIOBAHNMN.

4. JIns opraHu3aiiiy M MPOBEACHUS JTOKJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOI'O CPENICTBA U
KIIMHUYECKOTO HCCJIEeIOBAaHUSl JIEKQpPCTBEHHOTO IIpernapara [Uisi BETEPUHAPHOIO MPUMEHEHHS
pa3pabOTUMK  JIEKAPCTBEHHOT'O  CPEJCTBA MOXKET IPHUBIIEKaTh OpraHU3alH, HWMEIOIINe
HEOOXOUMYI0 MaTepUaIbHO-TEXHUUECKYI0 0a3y M KBaTU(UIMPOBAHHBIX CIEIUAINCTOB B
COOTBETCTBYIOIIEH 00JIaCTH UCCIIEI0BAaHUSI.

5. Knuawnueckue HCCIICAOBaHUA JICKAPCTBCHHBIX MPCIApaToB I BETCPUHAPHOTO IPUMCHCHUA
MMPOBOAATCA B BCTCPUHAPHBIX OPraHU3alvgX W B OpraHU3aluaX, OCYHICCTBIAIONINX PAa3BCIACHUC,
BbIpalliluBaHHUEC U COACPIKAaHNUC ) KUBOTHBIX, B LICJIAX:

1) YCTaHOBJICHUA IICPECHOCUMOCTHU JICKAPCTBCHHLBIX MTPCIIAPATOB 310POBLIMHU JKUBOTHBIMU

2) moxbopa ONTHUMAJbHBIX JO3UPOBOK JIEKAPCTBEHHBIX IpenapaToB M Kypca JI€YEeHUs Ha
KOHKPETHOM TpyYIIeE )KUBOTHBIX C ONPE/IETICHHBIM 3a00JI€BaHUEM;

3) YCTAaHOBJICHUA 0e30IMaCHOCTH U 3(1)(1)CKTI/IBHOCTI/I JICKApCTBCHHOT'O ITpfriapara, MpeaHa3Ha4CHHOI' 0O
IJi1 JICUCHUA OIPCACICHHBIX 3a00J1eBaHUMI KHUBOTHBIX, HJIHN 3(1)(1)GKTI/IBHOCTI/I JICKAPCTBCHHOT'O
npenapara JJis HpO(I)I/IJIaKTI/IKI/I 3a00JIeBaHUH 3A0POBBIX JKUBOTHBIX;

4) u3yyeHHs BO3MOKHOCTEM pacIIMpeHHs] IOKa3aHUM K MPUMEHEHHUIO0 3aperucTpUpPOBAHHOTO
JIEKapCTBEHHOTO Mperapara U BBISIBICHUS paHee HEU3BECTHBIX MOOOYHBIX JIEHCTBUH.

6. Knuamueckoe HUCCIICAOBAHUC JICKAPCTBCHHOI'O IIpenapara IJjid BETCPHUHAPHOI'O0 IMNPHUMCHCHUA
OCYHIECTBIIACTCA 3a CHET CPEACTB pa3pa60TqHKa JICKApCTBEHHOT'O CPpEACTBA.

7. OTtyeTel O pe3yjibTatax JOKIIMHUYCCKOIr'0 HCCICAOBAHUA JICKAPCTBCHHOI'O CpCACTBa U
KIIMHUYCCKOro HCCICAOBAaHUA JICKAPCTBCHHOI'O IIpriapara JIJd BETCPUHAPHOI'O IMMPUMCHCHUA
COCTaBJIAKOTCA paBpa6OTLII/IKOM JICKAPCTBCHHOI'O CpPCACTBa C YUYCTOM 3aKJII0UCHUM oprT: aHI/I3aI_II/II71,
MNPUHHUMABIINX YYaCTHEC B OpraHU3aluy U MPOBEACHUU 3THUX I/ICC.]'IG)IOBaHI/II\/'I.
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8. KoHTponb 3a nIpOBENCHHEM MOKIMHUYECKHX WCCIECIOBAHUM JIEKAPCTBCHHBIX CPEACTB U
KIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX IIPENapaToB [UIsi BETEPUHAPHOIO IPUMEHEHUS
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJHUTEJIBHOM BIacTH.

I'1asa 6. OCYIECTBJEHUE 'OCYJAPCTBEHHON
PEIT'NCTPAIIUU, PETUCTPALIUHU JTIEKAPCTBEHHbBIX
IMPEITAPATOB (B pea. @enepaibHoro 3akona ot 30.01.2024 N 1-P3)

Crarps 13. I'ocynapcTBeHHAs perucTpanus, perucTpanus
JIEKAPCTBEHHBIX MpenapaToB (B pea. @eaepajbHbIX 3aKOHOB 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 30.01.2024 N 1-®3)

1. B Poccuiickoii ®Denepanuu AOMYCKAIOTCS TMPOU3BOJICTBO, XpaHEHHE, IE€PEBO3Ka, BBO3 B
Poccuiickyro ®enepanuio, BbiBO3 u3 Poccuiickoii @epepauuu, pekiama, OTIYCK, pealu3alus,
nepenaya, MNPUMEHEHHUE  JICKAPCTBEHHBIX  IPENapaTroB, €CIM  OHU  3apErHCTPUPOBAHBI
YIOJTHOMOYEHHBIM (he/iepaTbHbIM OPTaHOM HCIOIHUTEIBHOMN BIACTH B COOTBETCTBUU C HACTOSIIINM
®denepanbHBIM 3aKOHOM JTUOO B COOTBETCTBUU C aKTaMH, cocTaBisitonuMu npaBo Corosa. (B per.
®denepanbubix 3ak0HOB_ 0T 13.07.2015 N 241-D3, o1 30.01.2024 N 1-D3)

2. 'ocynapcTBEHHOM perucTpanuy MoJyiexar:

1) Bce nexkapcTBEHHbIE Ipenaparbl, BIIEPBbIE MOAJEXKAIIUE BBOLY B oOpamieHue B Poccuiickoit
®enepanuu;

2) I5eKapCTBEHHBIE TMpernaparbl, 3aperuCTPUPOBAHHBIE paHee, HO IPOU3BEACHHbIE B JPYTuX
JIEeKapCTBEHHbIX (OpPMax B COOTBETCTBUHM C IEpeYHEM HAMMEHOBAHMUU JIEKapCTBEHHBIX (OpM, B
HOBOM JIO3UPOBKE MIPH JOKA3aTEIbCTBE €€ KIMHUYECKON 3HaUMMOCTH U 3((HEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3apPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MIPENapaToB.

3. TocynapcTBeHHast perucTpanus JeKapCTBEHHBIX IMPENapaToB OCYIIECTBISIETCS MO pe3yibTaTaM
IKCIIEPTHU3bI JICKAPCTBEHHBIX CPeCTB. (B pea. DenepanbpHoro 3akona ot 30.01.2024 N 1-D3)

4. T'ocynapcTBeHHAsI PETUCTPAIIHS JIGKAPCTBEHHOTO Mpernapara OCYIIeCTBIISIETCS COOTBETCTBYIOIIHM
YIOJTHOMOYEHHBIM (eepabHBIM OPTaHOM HCTIOTHUTENBHOUN BIACTH B CPOK, HE MPEBHIIIAIONINN CTa
NICCTUJICCATH pPa0OYuX JHEH CO JHS TPUHATHS 3asABICHUS O TOCYAAPCTBEHHOW pErHCTpaIiy
JIEKapCTBEHHOTO TpemapaTa A MEIUIIMHCKOTO MPUMEHEHUs, U B CPOK, HE MPEBBIMIAIONINI CTa
IBaANaTH pabodynx JHEH CO JHS TPUHATHS 3asiBICHUS O TOCYIApCTBEHHOW pETHCTpaIiH
JIEKapCTBEHHOTO Tperapara Jisi BETEPUHAPHOTO MPUMEHEHHs. B yKa3aHHBI CPOK BKIIIOUYAETCS
BpeMs, HEOOXOJHMMOE IS IOBTOPHOTO IPOBEACHUS SKCIEPTH3BI JICKAPCTBEHHOTO CPEJICTBA B
COOTBETCTBUU €O crTaThed 25 Hactosmero @enepanbHoro 3akoHa. Cpok TrocydapCTBEHHOM
PETUCTpAIMH JICKAPCTBEHHOTO TIpermapaTa WCYHCISSTCS €O JHS NPHUHSATHS COOTBETCTBYIOIIHM
YIOJTHOMOYEHHBIM (eIepaIbHBIM OPTaHOM HCIIOIHUTEIHLHON BIACTH COOTBETCTBYIOIIETO 3asIBICHUS
0 TOCYJAapCTBEHHOW PETHCTPAIMH JICKAPCTBCHHOTO TIperapara ¢ MPHIOKEHUEM HEOOXOIMMBIX
JOKYMEHTOB IO J€Hb BBIIAYU PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IMperapaTta.
Bpemsi, HeoOXoawmmoe JUIS  HANpaBICHHS  YIOJHOMOYCHHBIM  (eliepalbHBIM  OpraHOM
WCTIOTHUTENILHOM BJIACTH 3ampoca O MPEICTaBICHUH HEOOXOAUMBIX MaTE€PHUAaJOB M MPEACTaBICHUS
3asBUTENIEM OTBETa Ha JAHHBIH 3alpOC B COOTBETCTBUHU cO cTaThsaiMu 16, 19 m 23 Hacrosmiero
@denepallbHOTO 3aKOHA, HE YYUTHIBACTCS MPU HCUMCICHHHM CPOKAa TOCYAApCTBEHHOM PErHCTpallvu
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JIEKapCTBEHHOTO mpemapara. (B pea. PeaepansHoro 3akoHa oT 30.01.2024 N 1-D3)

5. T'ocynapCTBEHHOM perucTpaiuu He MOAJIexKar:

1) nexkapcTBeHHBIE Npemnaparbl, HW3TOTOBJICHHBIC AaNTECYHBIMU OpPraHU3aALMUSIMHU, BETEPUHAPHBIMHU
anTeYHbIMM  OpraHU3alUsSMH, WHIWBUIYAIbHBIMA OPEANPUHUMATEISIMH, KOTOPbIE HMEIOT
JTUICH3UI0 Ha (DapMarieBTHYECKYIO ACSTeNbHOCTh, 0 pelleNTaM Ha JICKApCTBEHHBIC Nperaparhl u
TpeOOBaHUSIM MEIULHUHCKUX OpraHu3alluii, BETEpUHAPHBIX OpraHu3aluid WIK OpraHU3aIHi
(MHAMBUAYANBHBIX MPEIIPUHUMATENCH), OCYIIECTBISIONIMX pa3BeJCHUE, BBIPAIIUBAHUE U
coJepkaHue )KUBOTHBIX; (B pea. denepanbroro 3akona ot 30.12.2021 N 463-D3)

2) nekapCTBEHHBIE IpenapaThl, IPUOOPETeHHbIE (PU3NUECKUMHU JUIaMU 3a TipeaenaMu Poccuiickoi
®denepannu U MpeIHA3HAYECHHBIE 1JIs1 TUYHOTO UCITIOIb30BAHMS;

3) nexapcTBeHHbIE MpenapaThl, BBo3uMble B Poccuiickyto denepanuio a1 0Ka3aHUs MEIULIUMHCKON
MOMOIIM TIO0 >KU3HEHHBIM TIIOKa3aHUSIM KOHKPETHOTO TAIlMEHTa HAa OCHOBAHWH pa3pericHus,
BBIJIAHHOTO YIIOJIHOMOUYEHHBIM (heZiepaabHbIM OPraHOM UCTIOTHUTENLHOM BIIACTH;

4) nexkapcTBEHHBbIE CpelCTBa, BBo3UMbIe B Poccuiickyto denepainio Ha OCHOBAHWU BBIJAHHOTO
YIOJTHOMOYCHHBIM  (eficpalbHBIM  OpPraHOM  HCIIOJIHUTEIBHOW  BIACTH  pa3pelicHus |
NpeHa3HaYeHHbIE ISl MPOBEACHUS KIMHMUYECKUX HCCIEIOBAHMI JIEKAPCTBEHHBIX NpPENapaTroB U
(W) TIPOBENEHMsSI SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB I OCYIIECTBICHUS TOCYIapCTBEHHOM
pErucTpanyy JICKapCTBEHHBIX IIPENapaTos;

5) dbapmanieBTHUeCcKHE CyOCTaHIINN;

6) pamuodapmalleBTUYECKHE JICKAPCTBEHHBIC Ipenaparbl, W3TOTOBJICHHBIE HETMOCPEICTBEHHO B
MEIUIUHCKUX OpraHU3allusiX B TMOPSAIKE, YCTAHOBJICHHOM YIOJHOMOYCHHBIM (heaepaibHbIM
OpPTaHOM UCTIOJTHUTEIILHOM BJIACTH;

7) JICKApPCTBCHHBIC NIPCIIapaThl, IIPOU3BOJUMBIC JIA OKCIIOPTA,

8) OMOTEXHOJIOTWYECKHE JIEKapCTBEHHBIE Ipenaparhl, MpeJHa3HaueHHblE I TNPUMEHEHHUs B
COOTBETCTBUM C MHAMBUAYAJIBHBIM MEIUIMHCKUM HA3HAYEHUEM M CIELUAIbHO U3TOTOBIICHHBIE JUIS
KOHKPETHOI'O IMAallMEHTa HENOCPEACTBEHHO B MEAMIIMHCKON OpraHU3allly, B KOTOPOU MIPUMEHAETCA
TaKoM OMOTEXHOJIOTMYECKUH JIEKApPCTBEHHBIM MperapaTr, UMEIOIINE B CBOEM COCTaBE COCIMHECHUS,
CUHTE3UPOBAHHBIE 10 PE3YJIbTATAM TI'E€HETUYECKUX MCCIIEIOBAHUM Marepuana, IOJy4YEeHHOIO OT
NalUeHTa, JUIsi KOTOPOrO HW3TOTOBJEH TaKOW OMOTEXHOJOTMYECKMH JIEKapCTBEHHBIN Iperapar.
IlepeueHp MEOUIUHCKUX OpPraHM3alUi, UMEIIIUX IIPABO W3rOTABIMBATH U IPUMEHATH TaKHUE
OMOTEeXHOJIOTMYECKHUE JIEKapCTBEHHbIE MpenapaTsl, yTrBepxaaercs I[lpaBurtenscrBoM Poccuiickoii
®enepanun. PazpenieHre Ha MpUMEHEHHE TaKUX OMOTEXHOJOTMUECKUX JIEKAPCTBEHHBIX MPEnapaToB
BBIIAE€TCSl YIOJIHOMOYEHHBIM (peepaIbHBIM OpPraHOM HCIOJHUTENbHOM BIIAaCTU B MOPSJIKE,
ycranaBnuBaeMoM IlpaButensctBoM Poccuiickoit ®enepauuu. Ilopsmok oOpamieHuss Takux
OMOTEXHOJOTMYECKUX JIEKApPCTBEHHBIX IpenapaToB, BKJIKOYas TMOPSAOK MX H3TOTOBJIECHHUS,
NPOBEIECHUS HKCHEPTH3bl, OCYILECTBICHHS KOHTPOJIS KadyecTBa TAaKMX OHOTEXHOJOTHUECKUX
JIEKAPCTBEHHBIX IIPENapaToB, MPUMEHEHHUs, XPAaHEHHs, TPAHCIOPTUPOBKM M YTWIM3ALUUN TaKHUX
OMOTEXHOJOTMYECKUX  JIEKAPCTBEHHBIX  MpEenmapaToB, a Takke TpeOOoBaHMSA K  TaKUM
OMOTEXHOJIOTMYECKUM JIEKaPCTBEHHBIM IpernaparaM W MEAMIMHCKHUM  OpraHu3alusM, UuX
U3TrOTaBIUBAIOIIMM M  I[PUMEHSIONMM, YycraHaBiuBaroTca [IpaBurensctBom — Poccuiickoit
Denepanuu. (B pen. Penepanproro 3akona oT 30.01.2024 N 1-D3)

5.1. 3asgBieHue 0 perucTpany BOCIPOU3BEIEHHOIO JIEKAPCTBEHHOIO IIpenapaTa JUisl MEIULUHCKOTO
NPUMEHEHHUS MOXET ObITh MOJAaHO B YIOJTHOMOYEHHBIM (elepalbHbIil OpraH HCHOJHUTEIbHOM
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BJIACTH, OCYIICCTBISIOIINI TOCYAaPCTBEHHYIO PETHCTPAIMIO JIGKAPCTBEHHBIX MpErnapaToB, IO
UCTEYCHUU YETHIPEX JIET C JaThl FOCYIAPCTBEHHON PErHCTPALUU WM PETHCTpaluu pedepeHTHOro
JIEKapCTBEHHOTO TIpernapara Ui MEAMIMHCKOro nmpumeHeHust B Poccuiickoit ®@eneparuu. (B pe.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

5.2. 3asBiNeHHE O pErucTpauuud OWOaHaIOroBoro (O6MOMOAOOHOTO) JEKAPCTBEHHOTO IIperapara
(Omoanasiora) uis MEAMLMHCKOTO IPUMEHEHHUs MOXXET ObIThb I0JAHO B YIOJHOMOYEHHBIN
(denepanbHBIN OpraH UCTIOIHUTEIBHON BIACTH, OCYIIECTBISIOUINHA TOCY1apCTBEHHYIO PETUCTPAIIUIO
JIEKapCTBEHHBIX IpenapaToB JUIsi MEIULUHCKOIO NMPUMEHEHUsS, IO MCTEYEHUHU TpeX JEeT C AATh
rOCYJApCTBEHHOM PETrUCTpalliil WM PErHcTpanuu pedepeHTHOro JIEKApCTBEHHOTO Mperapara B
Poccuiickoit ®eneparun. (B pea. Peaepanproro 3akona ot 30.01.2024 N 1-D3)

5.3. He pomyckaeTcst HCHOJB30BAHHME B KOMMEPYECKHMX LEIAX HMH(OpMAIMM O pe3yJbTarax
JOKJIMHUYECKUX HCCIENOBAHUI JIEKAPCTBEHHBIX CPEACTB UM  KIMHUYECKUX HCCIEJOBaHUMI
JIEKapCTBEHHBIX IpPEnapaToB A MEAUIMHCKOTO NPUMEHEHUs, NPEACTaBICHHOW 3asBUTEIIEM IS
rOCy/IapCTBEHHOW PETUCTPALlMU WU PEruCTpalliy JeKapCTBEHHOTO Mpemnapara, 6e3 ero coriacus B
TEYEHUE WIECTH JIET C JaThl T'OCYJAPCTBEHHOM PETUCTPAlMM WM PETHCTpPAaluu pedepeHTHOrOo
JeKapcTBeHHOro mnpenapara B Poccuiickoii ®enepanuu. (B pea. denepambHOro 3akoHa OT
30.01.2024 N 1-D3)

6. He nomyckaercs rocy1apcTBEHHasi perucTparusi:

1) JICKApCTBCHHBIX IMPCIIAPATOB, OTIWYAKOIHUXCA Apyr OT Jpyra KadeCTBCHHBIM COCTABOM
HeﬁCTBYIOIHHX BCIICCTB, 104 OANHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM;,

2) OIHOro JIEKapCTBEHHOIO IIpenapara, IPeACTaBICHHOIO HAa FOCYAApCTBEHHYIO PErMCTPALUIO B
OTHOILEHUM OJIHOTO M TOTO K€ Jep’KaTeis WM BIaJeiblia PErUCTPALMOHHOIO YJOCTOBEPEHUS
JIEKapCTBEHHOTO Iperapara B BUJAE JBYX M 0ojee JIEKapCTBEHHBIX MPENapaToB O] Pa3InYHBIMH
TOPrOBBIMH HaMMEHOBaHUsAMH. (B pen. DenepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B 0deKTpoHHOM ¢opme CcyObeKkTa OoOpalleHus JEKapCTBEHHBIX CpPENICTB
COOTBETCTBYIOIIUM  yIMOJTHOMOYEHHBIM  (eiepalbHbIM OpraHOM  HCHOJHUTENBHOM  BIACTH,
OCYIIECTBISIIOIIUM  TOCYJAPCTBEHHYIO  PETUCTPAIlMI0  JIEKAPCTBEHHBIX  MpENapaToB, B
YCTAHOBJIEHHOM HM TOPSJIKE OCYIIECTBISETCSI HAyYHOE KOHCYJIbTUPOBAHHME II0 BOMpPOCaM,
CBSI3aHHBIM C TIPOBEJIEHWEM JOKIMHUYECKUX HCCICIOBAHUN, KIMHUYECKUX HCCIICIOBAHUM
JIEKapCTBEHHBIX MPENaparoB, SKCIEPTH3bl KayecTBa JICKAPCTBEHHBIX CPEACTB, d(PPEKTUBHOCTH H
0€30MacHOCTH, C OCYIIECTBJICHHEM T'OCYJAapCTBEHHON PErHCTpPalluM JICKAPCTBEHHBIX MPEMapaToB.
KoncyneTupoBaHue OCYIIECTBISIETCS C MpUBJIeUeHHEM  (enepalbHbIX  TOCYJIapCTBEHHBIX
OI0/KETHBIX YUPEXKIACHUH, TOJIBEIOMCTBEHHBIX JaHHOMY (helepaibHOMY OpPraHy HCIOJHUTEIbHON
BJIACTM M HE YYaCTBYIOIIMX B OPraHM3allUMd MPOBEICHUS SKCHEPTHU3bl KAUECTBA JIEKAPCTBEHHBIX
CPEICTB B LEIAX OCYIIECTBICHHUS UX TOCYIAPCTBEHHOW PETMCTPAllUM B COOTBETCTBUU CO CTaThel 16
HacTosmero degepanbHOrO0 3aKOHA, B BUAEC OTBETa B MUCHMEHHOW (hopMe YMOITHOMOYEHHOTO
dbeneparbHOTO OpraHa UCTIOTHUTEIHLHON BJIACTH HA 3ampoc. Pasmep B3uMaeMol ¢ 3asiBUTEINS TJIATHI
OTIpe/IeNIsIeTCS. B COOTBETCTBUHU C 3aKOHOHATENbcTBOM Poccuiickoit denepanuu 06 opraHu3aiiu
MPEIOCTaBICHUS TOCYIAPCTBEHHBIX M MYyHHIUNANBHBIX yciyT. MHbopmamms 06 ocymiecTBIeHHN
HAYyYHOTO KOHCYJIBTHPOBAHHS, B TOM YHCIIE CTaThbH, OO30pbI, CIIPaBOYHBIC MaTepHalbl W HHAS
uHpopmalys 00 OCYIIECTBICHUH HAYyYHOTO KOHCYJIBTHPOBAHHS, pa3MemlaeTcs Ha OQUIIMATBHOM
caiiTe ymoJHOMOUYEHHOro (efeparbHOr0 OpraHa HCIOJHUTENbHON BiIacTH B cetu "MHTepHeT" C
COOJIIOJICHHEM OTPAHWYCHUM, YCTAaHOBJICHHBIX 3aKOHOJATEIHCTBOM O TMEPCOHAIBHBIX JIAHHBIX,
KOMMeEpUecKoi u (Win) rocyaapcTBeHHOU TaiiHe. (B pen. PexepanbHoro 3akona ot 30.01.2024 N
1-@3)
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8. T'ocymapcTBeHHass perucrpanus JIE€KapCTBEHHBIX IIPENApaToB, KOTOPBIE NpEAHA3HAYEHBI UL
IIPUMEHEHUsT B YCJIOBHUAX BOCHHBIX JEWCTBUM, YpE3BbIYAWHBIX CHUTYyalUW, IPEAYNPEKACHUSI
Ype3BbIUANHBIX CUTyalUd, NPOGWIAKTUKN U JIeueHHs 3a00J1eBaHul, MPEACTaBISIOMUX ONAaCHOCTb
JUIA  OKPYXAloIuX, 3a00JeBaHUNA W TMOPAKEHUH, TIOIYYEHHBIX B pE3yJIbTaTe BO3ACHCTBUS
HEOJaronpusATHbIX XUMHMYECKMX, OHOJOIMYECKHX, paJuallMOHHbIX (aKTOpPOB, U KOTOpHIE
pa3paboTaHbl B TOM 4HCIE IO 33JaHUI0 (elepalbHbIX OpPraHOB HCIOJHHUTEIBHON BIIACTH,
YIOJIHOMOYEHHBIX B 001acTH OOOpOHBI CTpaHbl M 0€30MaCHOCTH TIOCYJapcTBa, a TaKxke
JIEKapCTBEHHBIX CPEJCTB B CiIydae UX Ie(EeKTyphl UM PUCKA BOZHUKHOBEHUS Ae(PEKTYphI B CBS3U C
BBeJeHUEM B oOTHoweHun Poccuiickoir Penepanuy OrpaHUYMUTEIBHBIX MEpP 3KOHOMHUYECKOIO
XapakTepa OCYLIECTBISIETCS B TOpsAKe, ycraHoBiIeHHOM [IpaButensctBom Poccuiickorn denepanmm.
(B pen. Pepepanbubix 3akoH0B 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Crarbs 14. IIpyHIUIIBI AKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB (B pel.
®enepaibHoOro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. 9KCHepTI/IBa JICKAPCTBCHHLIX CPCACTB OCHOBBLIBACTCA HA IPUHIOUIIAX 3dKOHHOCTH, CO6J'IIO,Z[€HI/I$I
npas u CBO6OZI YCJIOBCKAa U TIpaXJaHWHA, IpaB IOPUIUYCCKOTO JIMld, HE3aBUCUMOCTH 3JKCIICPTA,
O6’L€KTI/IBHOCTI/I, BCCCTOPOHHOCTU M IIOJIHOTBI I/ICCHe,Z[OBaHPlﬁ, IIPpOBOAMMBIX C HCIIOJIb30BAHUCM
COBPCMCHHBIX JOCTYDKCHHI HAayKHN U TCXHHUKHU, OTBETCTBCHHOCTHU q)enepam)Horo ToCyJapCTBECHHOI'O
6IO,I[)KGTHOI‘O YUPCIKACHHUA 10 MPOBCACHUIO SKCIICPTU3LI JICKAPCTBCHHBIX CPCACTB U 3KCIICPTOB 3a
MMPOBCACHNEC U KAaUYCCTBO SKCIICPTUIEI.

2. 3KCHepTI/I38 JICKAPCTBCHHLIX ITPCIIapaToB JJII MCAUIIMHCKOI'O IIPUMCHCHHA BKIHOYACT B cebs:

1) sKcnepTH3y IOKYMEHTOB, HPEICTABICHHBIX JI ONpPEIEICHUs BO3MOXHOCTH pPaccMaTpUBATh
JIEKapCTBEHHBIN Mpenapar i MEAUIIMHCKOr0 IPUMEHEHHSI B KAU€CTBE Op(PaHHOIO JIEKapCTBEHHOTO
npemnapara; (B pen. OexepanpHoro 3akona ot 30.01.2024 N 1-D3)

2) SKCIEepPTU3y MPEIJIOKEHHBIX METOJIOB KOHTPOJISI KadecTBa JICKAPCTBEHHOTO CPEICTBA U (WJIH)
KauecTBa MPEACTaBIEHHBIX 00pa3I0B JIEKAPCTBEHHOTO CPEACTBA C MCIOIB30BAHUEM ITHX METOJIOB
(mamee - sKcmepTH3a KayecTBa JIEKAPCTBEHHOTO cpencTBa); (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

3) OoKcmepTH3y OTHOIIEHHS] OXHIAEMON TONBb3bl K BO3MOXXHOMY PHUCKY TNPUMCHEHUS
JIEKapCTBEHHOTO Tpernapara;

4) SKCHepTU3y PErucTPalOHHOTO J0Che Ha JIEKAPCTBEHHBIM Mpenapar B LEISIX OIMpeaeieHHs
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX TPEMApaToB I MEIUIMHCKOTO TpUMEHEHHus. (B pel.
denepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

3. 3KCHCpTI/I3a JICKApCTBCHHLIX IMPCIApaTOB IJId BCTCPUHAPHOTO IMPUMCHCHUA BKIIHOYACT B ce0s
SKCIICPTU3Y Kadye€CTBa JICKAPCTBECHHOI'O CPCACTBA U SKCIICPTU3Y OTHOUICHUA O)KHJIaeMOﬁ IIOJIB3bI K
BO3MOXHOMY PUCKY IIPUMCHCHHS JICKAPCTBCHHOI'O IIpCIiapara.

Crarps 15. @egepajbHoOe rocy1apCTBEHHOE OIOIKETHOE YUpPeKIeHHe
10 MPOBEAEHUI0 IKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB
DKcnepTusa JeKapCTBEHHBIX CPEACTB MPOBOJIUTCS (enepalibHbIM IroCyAapCTBEHHBIM OHOIKETHBIM

YUPEKACHUEM COOTBETCTBYIOILETO YIOJIHOMOYEHHOTO (eiepajJbHOr0 OpraHa HCHOJHUTEIbHOM
BJIACTH, CO3JIaHHBIM AJIs1 00ECIEeUeHMs MCIIOJIHEHHS MOJHOMOYMN 3TOro (hefiepajlbHOro opraHa 1o
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BbIJIaye pa3pelleHuil Ha MPOBEACHUE KIMHUYECKUX HCCIIEeIOBaHUI JeKapCTBEHHBIX MpEnapaTtoB U
(uM) MO TroCyAapCTBEHHOW perucrpauuu (perucTpalyy) JIEKapCTBEHHBIX IIpernapaToB (nanee -
9KCIIEpTHOE yupexaeHue). (B pen. PenepanbHoro 3akona ot 30.01.2024 N 1-D3)

Crarbs 16. Opranusanus npoBeeHus: IKCIEPTU3bI JIEKAPCTBEHHBIX
cpeacts (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. DOkxcnepTusa JEKapCTBEHHBIX CpPEICTB IIPOBOJUTCS KOMHUCCHEM 3KCIIEPTOB HKCIEPTHOIO
YUpEXKACHUS, HA3HAYEHHOW €ro pyKOBOJAMTENIEM, Ha OCHOBAHMU 3aJaHusl Ha IPOBEJEHHE
OKCHEPTHU3bl JIEKAPCTBEHHOTO CPEJCTBA, BBIAAHHOTO YIIOJHOMOYEHHBIM (heepaibHbIM OpraHoM
UCIIOJIHUTENIBHOW BiacTU. PyKOBOIOUTENb 3KCHEPTHOIO YUpPEXKJIEHHs 00ecreuuBaeT Hajjexallee
IIPOBEJICHUE DSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBMM C 3aJlaHUEM, BBbIJAHHBIM
YIOJHOMOYEHHBIM (peliepaibHbIM OPraHOM MCIIOJHUTEIBHOM BJIACTH, U OPraHU3yeT IMOATOTOBKY
CBOJIHOTO 3aKJIIOYEHMs] 3TOH KOMHCCHM. B cocTaB 3TOM KOMHUCCHM IO PELIEHUIO PYyKOBOJIUTEINS
HKCIEPTHOTO YUPEXKJCHHUS MOTYT OBbITh BKJIIOYEHBI B KQUEeCTBE SKCIIEPTOB JIMIIA, HE paboTaroliue B
JAHHOM JKCHEPTHOM YUPEXKJIEHUH, €CIM UX CIELUAIbHbIE 3HAHUSI HEOOXOOUMBI JJI IPOBEIACHMUS
HKCHEPTHU3bI U TAKHUE KCIEPTHI OTCYTCTBYIOT B IaHHOM HKCIIEPTHOM YUPEKICHHUH.

2. DKCIepToM IO IMPOBEACHUIO 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB SIBISETCS aTTECTOBAHHBIN
PabOTHUK AKCIIEPTHOTO YUPEIKICHUS, KOTOPBIH MMEET BBICIICC MEIUITMHCKOE, (hapMarieBTHIECKOe,
OnoJjoruveckoe, BETEPUHAPHOE WM XHUMUYECKOoe 00pa3oBaHHE U MPOBOAUT OSKCIEPTUIY
JICKaPCTBEHHBIX CPEJICTB B IOPSJIKE MCIIOJIHEHUS CBOMX JOJDKHOCTHBIX OO0s3aHHOCTEH (mainee -
AKCIEPT).

3. HpI/I MPOBCACHUHN OJOKCICPTHU3bI JICKAPCTBCHHLIX CPCACTB OKCIECPT HE MOXKET HAXOJAUTLCA B
KaKOW-TN00 3aBUCUMOCTH OT Jinia, Ha3HAYUBIICTO 3Ty 3KCIICPTU3Y, pa3pa60TqHKa JICKApCTBCHHOT'O
CpeacTBa UM APYTUX 3aMHTCPCCOBAHHBIX B PE3YyJIbTaTaX SKCIICPTU3BI JIMII.

IHonoscenusn wacmu 4 cmamou 16 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmaegieHus 20cy0apCmeeHHbIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 011 MeOUUUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH O
UHGOpMayuUOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeenHHol
ungpopmayuonnoit cucmemor ""Eounsviit nopman 20cyoapcmeeHHvix u MyHUYUNATbHBIX YCIIY2
(pynxuyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue haxkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaxsxcHom Hocumene u OyOIUKAMbL PecUCMPAUUOHHBIX YOOCMOBEPEHUT
JIeKapCcmeeHHbIX NPenapamos 0na meouyunckozo npumenenus c 01.01.2025 ne eévioaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaHoMo4eHHblIl (hedepanbHblil Op2an UCHOTHUMENbHOU 61aCmU 3a 8bl0ayell
YKa3aHH020 OyonuKkama Hanpaeisiemcsa 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKapCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJIEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YHOSTHOMOYECHHO20 (hedepanbro20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn wacmu 4 cmamou 16 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepunapHoz0 NPUMEHEHUsL ROCPEOCHEoM hedepanbHoll 20Cy0apCcmeeHHoll
ungopmayuonnoii cucmemst ""Eounviit nopman 2ocyoapcmeennvlx u MyHUWURAIbHBIX YCY2
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(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpauuoHHbIX yOOCHO8EPEHU
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeOCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMENbHOU 611aCMmU 34 6bl0ayuell
YKa3annoz2o 0yonukama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I]1IEKMPOHHOU
HOONUCHIO YNOTTHOMOUEHHO20 TUUA YROTHOMOYECHHO20 (hedepanbrozo opeana UCHOTHUMEbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-@3).

4. Ilpu mnpoBeneHUH OHKCHEPTH3Bl JIEKAPCTBEHHBIX CPEICTB HE JIOMYCKAeTCsl HCTpeOOBaHUE
9KCHEPTOM Yy 3asBUTEJI JIMOO MHBIX JIUI] MaT€pPHAIOB, HEOOXOAUMBIX Il IPOBEACHUS SKCIIEPTU3BI.
B ciydyae HE1OCTaTOYHOCTH MPENCTABICHHBIX IKCIEPTY MAaTEPUAIOB B JIMYHBINA KaOWHET 3asBUTEIIS
B €/IMHOM rocy1apCTBEHHON MH(OPMAILIMOHHON cucTeMe B cepe 3apaBooXpaHeHUs (anee - equHast
CHCTE€Ma) SKCIEPTHBIM YUPEXKJIECHHEM HaIpaBIsSeTCs 3alpoc O MPEACTaBICHHH HEOOXOIUMBIX
MaTepHaJIoB, MOANUCAHHBIM pyKOBOAUTENEM (YIIOJHOMOUYEHHBIM JIMLIOM) SKCIEPTHOIO YUPEKIACHUS
C HCHOJb30BAHWEM YCHJICHHON KBaJU(HUIMPOBAHHOW OJEKTPOHHOW moamucu. (B pen.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

IHonoscenusn wacmu 4.1 cmamou 16 (¢ peo. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCHMEEHH O
UHGOpMaAUUOHHOU cucmembl 8 chepe 30pagooxpanenusn u (uiu) hedepanvHoil 20cy0apcmeeHHo
ungpopmayuonnoit cucmemsl ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynkuyuir)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaNicHOM HOcumene u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEHUTL
JIeKapCcmeeHHbIX NPenapamos 0na meouyunckozo npumenenus c 01.01.2025 ne eévioaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 8 ynoaHoMo4eHHbLIL (hedepanbHblil Op2an UCHOTHUMENbHOU 611ACMmU 34 6bl0aUell
YKA3aHH020 0yOIUKAmMa HANPAaeIAemcs 6bINUCKA U3 20CY0APCMEEHHO20 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJTIHOMOUEHHO20 TUUA YROTHOMOUEHHO20 (hedepaibHo20 OP2ana UCNOJTHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-D3).

IHonoscenusn wacmu 4.1 cmamou 16 (¢ ped. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagienus 20cy0apCmeen X Yciy2 npu 00pauieHu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCcneeHHONl
ungopmayuonnou cucmemot ""Eounviit nopman 2ocyoapcmeennvix u MyHUYURATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /Iyonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cybovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 01 6emMeEePUHAPHO20 RPUMEHEHUA NPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOUEHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOU
énacmu (nynkm 6 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

4.1. 3asBuTenp 00s13aH HAMPaBUTh B JIMYHBIA KaOMHET SKCIEPTHOTO YUPEKICHHUS B €JMHON CHCTEME
HNOJNMCAHHBIA YCHJIIEHHOH KBaTM(DPUUIUPOBAHHON SJEKTPOHHOM NOANKMCHIO OTBET Ha 3arpoc
HKCIIEPTHOIO YUPEXKIECHUS B CPOK, HE MPEBBIIAIONINN TEBIHOCTA pabOuuX JHEN CO JHS MOJIy4YEeHUS
DKCIIEPTHBIM YUPEXKACHUEM JIEKTPOHHOIO YBEIOMIICHHS O IOJy4EHHUH 3asBUTENIEM 3ampoca. Bpems
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CO JIHS HAIpaBJEHUs SKCIIEPTHBIM YUPEXKIACHHEM B JIMYHBIA KaOMHET 3asABUTENS B €IUHON CHCTEME
3ampoca O MPEICTABICHUM JOMOJHHUTEIBHBIX MAaTEPUAIOB JIO JHS HANpPABJICHHs 3asBUTCIIEM B
JIMYHBIA KaOWHET SKCIEPTHOIO YUPEKIECHUS B €IUHON CUCTEME OTBETA Ha 3aIPOC HE YUUTHIBAETCS
IPY UCYKMCIIEHUH CPOKA MPOBEAECHUS SKCIIEPTH3HI JICKAPCTBEHHOTO cpecTra. (B pea. DepepaabHOro
3akoHa o1 30.01.2024 N 1-®3)

Ionoscenusn wacmu 4.2 cmamou 16 (¢ peo. Dedepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocma 07151 MeOUYUHCKO20 RPUMEHEHUS ROCPEOCMEOM eOUHOU 20CYOapPCMEEeHHOU
UHGOpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHblX u MyHUWURATbHBIX YCTY2
(¢pynxyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnuie y0ocmosepeHus 1eKapcmeeHHbIX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeepicoaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePeHull
JIeKapCmeEeHHbIX NPenapamaoes 0 meOuyunckozo npumenenus ¢ 01.01.2025 ne evioaromes.
Cyovexmy oOpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8ATUDUUUPOBAHHOU I]1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUHA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

IHonoscenusn wacmu 4.2 cmamou 16 (¢ ped. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX Yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 0151 6emMeEPUHAPHO20 RPUMEHEHUA NOCPEOCMEOM (hedepanbHOll 20CY0apCH8eHH Ol
ungopmayuonnou cucmemot ""EOunstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /[yonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JleKapcmeeHHbIX npenapamos ona eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHo20 NPUMEHEHUs RPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEAUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHO
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

4.2. Eciu 3asBUTENIeM B COOTBETCTBUM C 4YacThto 1.1 cratebm 30 wim 4yacteio 2 crtathu 34
Hactosimero  DenepalibHOTO 3aKOHA TMPEJACTABICHA KOMHUS  PELIEHUS  YIOJTHOMOYEHHOTO
denepanbHOrO OpraHa HMCIOJTHUTEIHHOW BIACTH O TMPOBEACHHH (PapMaleBTUYECKOW WHCIEKIUU
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO TPUMEHEHUsS Ha COOTBETCTBHUE
TpeOOBaHUSM TPaBUI HAAJEXKAIIEH MPOU3BOACTBEHHON MpaKTUKK EBpazuiickoro "KOHOMHUYECKOTO
COI03a, OJKCHepTy g0 OQOpMIIEHUS pPE3yJbTaTOB AKCHEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA
MPEACTABISIETCS] KOMUSl 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOJAMUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSIM TIPABMIJI HAJUICKAIIEH MPOU3BOJACTBEHHOW MPAKTUKH, BBIJAHHOTO YIOJIHOMOYEHHBIM
dbenepanbHBIM OpPraHOM HWCIOJHUTENBHON BIACTH, WM KONUS CepTH(UKATA COOTBETCTBUS
MIPOU3BOUTEINS JICKAPCTBEHHBIX CPEJCTB MJIsi MEIUIIMHCKOTO NMPUMEHEHHsI TPEOOBaHUSIM TIPaBUI
Ha/JIeKalleld MPOU3BOJCTBEHHON NpakTUKU EBpasuiickoro »KOHOMHMYECKOTro coro3a. (B pen.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

IHonoscenusn wacmu 4.3 cmamuu 16 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npe0ocmagienus 20cyoapcmeeHHblX ycyz npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUSA NOCPEOCHEOM €OUHOIL 20CYO0aPCMEEHHOTL
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UHOpMayUOHHOI cucmembsl 6 chepe 30pasooxpanenusn u (uiu) hedepanvroit 20cyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MYHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus a1eKapcmeeHHblX
npenapamoeg 011 MEOUUYUHCKO20 RPUMEHEHUs, hOOmeEepcoaouiue haxkm 20cyoapcmeeHHou
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmbl Pe2UCmpPayUOHHbIX YOOCMO8ePEeH UL
JIeKAPCMEEHHBIX NPENApamoe 014 MeOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cyb6vexkmy oopawienus 1eKapcmeeHHbIX cPeoCcCma 011 MeOUYUHCKO20 RPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCHOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpasisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1EKMPOHHOU
HOONUCHIO YHOTIHOMOUEHHO20 TUYA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCHONHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Honoscenusn wacmu 4.3 cmamou 16 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUS ROCPEOCmEOM (PhedepanbHOul 20CYy0apCmeeHHOu
ungopmayuonnou cucmemot ""Eounstii nopmain 20cy0apcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO6EPEHU
JIeKapCmeeHHbIX npenapamoe 0isa eemepunaprnozo npumerenus ¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 071 6emepUHapHo20 NPUMEHEHU RPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCcmeennozo peecmpa
JIeKApCMEeHHbIX CPeOCh8, NOONUCAHHAA YCUICHHOU K8ATUDUUUPOBAHHOU IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
énacmu (nynkm 6 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

4.3. 3asBuTeNb 00s13aH HANPAaBUTh B JIMYHBINA KAOMHET IKCHEPTHOTO YUPEKICHUS B €MHON CUCTEME
KOTIHMIO 3aKJIIOUYEHUS UM KOMHIO CepTH(UKaTa, yKa3aHHBIX B yacTu 4.2 HACTOAIIEH CTaThH, B CPOK,
HE TMPEBBIIIAIOIIMKA CTa BOCBMUAECATH pabOYMX JHEH C€O JHS TMOJNY4YeHHUs] SKCHEPTHBIM
YUPEXKIEHUEM  DJIEKTPOHHOTO  YBEIOMJIEHHA O TOJIYYEHUM  3asABUTEJIEM  IOANHMCAHHOTO
pykoBoauTeneM (YIMOJHOMOYEHHBIM JIMIIOM) 3KCHEPTHOTO YYPEXKIEHHUS C HCIOIb30BAaHUEM
YCUJICHHOHN KBaIM(HUIHUPOBAHHON 3JIEKTPOHHON MOAMUCH 3aIllpoca O MPEAOCTaBICHUU JTIOKYMEHTA.
Bpewmsi co nHs HampaBieHHs SKCIIEPTHBIM YUPEXKJIEHUEM 3allpoca B JTUYHbIN KaOMHET 3asBUTEINS B
€IMHOM cucTeMe /10 JAHS HaIllpaBlIeHUs 3asBUTENIEM B JMUHBIH KaOMHET SKCIEPTHOTO YUPEKICHHS B
€MHOM chcTeMe KOIUU 3aKIYeHHs WIK KOMUM cepTUu(UKaTa, yKa3aHHbIX B 4acTH 4.2 HacTosuei
CTaTbM, HE YUYUTBIBAECTCA IPHU HCUYUCIECHUU CPOKa IPOBEIACHMSI DKCIIEPTU3bI JIEKAPCTBEHHOIO
cpezactsa. (B pea. @Pepepansroro 3akoHa oT 30.01.2024 N 1-D3)

5. OkcnepT OpU NPOBEACHUM MOPYYEHHOM €My pYKOBOJUTEIEM OHKCIEPTHOTO YUPEKIACHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPECTBA 00s3aH:

1) mpoBecTH TOJTHOE WCCIEIOBAHWE TMPEACTABICHHBIX €My OOBEKTOB, MaTepHajoB, JaTh
000CHOBaHHOE W OOBEKTMBHOE 3aKIIOUEHUE TIO0 TOCTABJICHHBIM TIepe]] HUM BOIpOCaM WIH
MOTHUBHUPOBAHHOE 3aKIIOUEHHE O HEBO3MOXXHOCTU TPOBEACHHUS MM JKCIEPTH3bI JIEKAPCTBEHHOTO
CpelCTBa, €CIM TOCTaBJIECHHBIE BOMPOCHI BBIXOJAT 3a MpElesbl CHEUUaIbHbIX 3HAHUM SKCIIEepTa,
OOBEKTBI MCCIIENOBAHUM W MaTepuaabl HENPUTOAHBI WM HEJOCTaTOYHBI IS TPOBEICHHS
WCCJICIOBAaHUM U Jauu 3aKIIOYEHHS JTMOO COBPEMEHHBINM ypOBEHb Pa3BUTHs HAyKW HE MO3BOJISIET
OTBETUTH Ha TTOCTABJICHHBIC BOIIPOCHI;

2) HC pasrjamarb CBEACHUA, KOTOPBIC CTalll €MY HM3BCCTHBLI B CBA3H C IMPOBCACHHUEM OKCIICPTU3BL
JICKAPCTBCHHOTO CPEACTBA, 4 TAKIKC CBCACHHA, COCTABIAIOMINC TOCYAaPCTBCHHYIO, KOMMCPUCCKYIO
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WM MHYIO OXPaHsAEMYIO 3aKOHOM TaliHy;
3) obecrieunTh COXPAaHHOCTb MPEICTABICHHBIX 00BEKTOB UCCIICIOBAHUN U MaTEPUAIIOB.
6. DKCIepT HE BIIpaBe:

1) mpOBOIUTH IKCHEPTU3Y JCKAPCTBEHHOTO CPENICTBA IO OOPAIICHUIO HEMOCPEICTBEHHO K HEMY
OopraHu3anuii uiu GU3NYeCKuX JIHI;

2) caMOCTOSITENILHO COOMPATh MaTePUATBI IJIsl IPOBEICHISI SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA;
3) IpOBOAUTH IKCIEPTU3Y JIEKAPCTBEHHOT'O CPEACTBA B KAUECTBE HETOCYIAPCTBEHHOI'O IKCIIEPTA.

7. B cimyuae He00X0AMMOCTH 3KCIEPT BIIPaBe X0AaTaliCTBOBATh Mepe]l PyKOBOJUTEIEM HKCIEPTHOIO
YUPEKICHUS O IPUBJICYCHUM K IPOBEACHUIO 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA JPYTUX
JKCIIEPTOB.

8. Ka)K,I[Hﬁ OKCIICPT, BXOJSIIIMHA B COCTaB KOMHCCHUH OKCIICPTOB, KOTOpOI‘/‘I IMMOPYUYCHO IMPOBCACHUC
9KCIICPTU3BI JICKAPCTBCHHOI'O CPEACTBA, HE3AaBUCUMO U CaAMOCTOATCIIbHO IMPOBOJAUT HCCICOOBAaHMA,
OLICHUBACT PE3YyJIbTAThI, NOJYUCHHBIC UM JIMYHO U APYTHUMU IKCIICPTAMHU, U cbopMleI/IpyeT BBIBObI
OTHOCHUTCJIBHO IMOCTABJICHHBIX BOIIPOCOB B IMPCACIaX CBOUX CIICHUAJIbHBIX 3HAHHH.

9. P €3yJIbTAaThl JKCIICPTU3BI JICKAPCTBCHHOI'O CpCACTBA O(bOpMJ'IHIOTCfI 3aKJIFOYCHHUECM KOMUCCHUHU
9KCIICPTOB. B 3akmoueHnn KOMUCCUH OKCIICPTOB YKa3bIBAIOTCA NEPCUHCHDb I/ICCJIGI[OBZlHI/Iﬁ, 00BeEM
MMPOBCACHHBIX Ka)XIbIM 3KCIICPTOM I/ICCJ'IGI[OBaHI/II‘/'I, YCTAHOBJICHHBIC KaXIbIM M3 HUX (baKTbI n
CACIaHHBIC B PE3YJIbTATC HICCIICIOBAHNI BBIBOJBI. 3KCHCpT, MHCHHUC KOTOPOIro HC COBIIAAACT C
PECICHUEM KOMHUCCHH JKCIICPTOB, BIIPpABC€ BbIPA3WUThb CBOC MHCHHUC B MMMChbMEHHOM (bopMe, KOTOpOC
HpI/IO6IIIa€TC$I K 3aKJIFOUCHHUTIO KOMHUCCHUHN SKCIICPTOB.

10. DxcnepTsl, BXOASIIAE B COCTaB KOMHCCHH, TPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUH C 3aKOHOAATENLCTBOM Poccuiickoil denepanuu 3a nady 3aKJIIOUEHUs, COAEPKAILETO
HE00OCHOBaHHbIE UM QalibCU(DULIMPOBAHHBIE BHIBOBI, O YEM OHH JIAIOT MOJITUCKY.

11. Onpenenenue ypoBHs Mpo(hecCHOHATBHON MOJTOTOBKH 3KCIIEPTOB M aTTECTallUs UX Ha MPaBO
IPOBECHUS JKCIIEPTU3BI JIEKapCTBEHHBIX CpEICTB OCYILECTBIISAIOTCS
HKCHEPTHO-KBATU(PUKALMOHHBIMA KOMMCCUSIMH B MOpPSAKE, YCTAaHOBJICHHOM COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (heJiepaabHbIM OPTaHOM HCIOJHUTENBHON BIACTH. Y POBEHb MpodeccnoHalbHOM
MOJATOTOBKH KCIIEPTOB MOJJIEKUT NIEPECMOTPY YKa3aHHBIMU KOMUCCUSIMU HE PEXE YEM OIMH Pa3 B
AT JIET.

12. IlpaBwia MpOBEeNEHUS OSKCIEPTU3BI JICKAPCTBEHHBIX CPEJCTB M OCOOCHHOCTH JKCIEPTH3BI
OTIICTIbHBIX BHJIOB JIEKAPCTBEHHBIX TMpemapaToB (pedepeHTHBIX IEeKapCTBEHHBIX IMPenapaTos,
BOCTIPOM3BEJICHHBIX JICKAPCTBECHHBIX IPENapaToB, OWOJIOTHMYECKUX JICKAPCTBCHHBIX IPEIapaToB,
OnoaHanoroBeix (OMOMOMOOHBIX) JIEKAPCTBEHHBIX MpenaparoB (OMOAHATIOTOB), TOMEOMATUYECKUX
JICKapCTBCHHBIX  IPENapaToB, JICKAPCTBECHHBIX  PACTUTEIBHBIX  IpermapaToB, KOMOWHAITHIA
JIEKapCTBEHHBIX TMpemnapaToB), (OPMBI 3aKIIOYEHUH KOMHCCHU OKCIIEPTOB YCTAHABIMBAIOTCS
COOTBETCTBYIOIIMM YIOJHOMOYCHHBIM (heJiepaIbHBIM OPraHOM HCIIOJIHUTEIBHON BIIACTH. (B pejl.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

Crarps 17. Ilonaya u paccMOTpeHHe 3asiIBJICHUSA 0 TOCYAapPCTBEHHOM
PErucTPANUU JIEKAPCTBEHHOI'0 MPENnapara JJisi BeTePUHAPHOT0
npuMeHenus (B pea. @eaepajabHoro 3akona ot 22.12.2014 N 429-d3
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(pea. ot 13.07.2015))

Ionoscenusn wacmu 1 cmamou 17 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUS ROCPEOCMEOM eOUHOU 20CYOapCmEeHHOU
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uau) hedepanvHoil 20cyoapcmeeHHou
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHHblX u MyHUWURATbHBIX YCTY2
(¢pynxyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocnosepeHus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeep coaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoauUKamol pecucmpayuoHHbIX YOOCMO8ePeHUll
JIeKapCMeEEeHHbIX NPEenapamos 0 mMeOuyuncko2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUTEHHO KEATUDUUUPOBAHH O ITIeKMPOHHOIL
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

Honoxcenusn wacmu 1 cmamou 17 (6 peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuUHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepatvbHOIl 20Cy0apCmeeH ol
ungopmayuonnoit cucmemsl ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromces c 01.01.2026. /lyonuxamol pecucmpayuoHHbIX yOOCHOGEPEHU
JIeKapcmeeHHbIX NPenapamos 01 eemepunaprozo npumenenus ¢ 01.01.2026 ne svioaromces.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX CPeOCme 0l 6emMeEePUHAPHOZ0 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoa1HOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMENbHOU 611aCmU 34 6bl0aUell
YKQ3aHH020 0yOIUKAmMAa HANPABIAEMCs 8bINUCKA U3 20CYOAPCMEEHHO20 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOT K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YROJTIHOMOUEHHOZ0 (hedepatbHo20 Op2ana UCHOIHUMETbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

. JIns rocyAapCTBEHHOM pEruCTpalM JIEKQpCTBEHHOrO Impernapara [uisi BETEPUHAPHOTO
MPUMEHEHHUS Pa3pabOTUMK TAKOTO JIEKAPCTBEHHOTO Mpemnapara WA YIOJIHOMOYEHHOE UM JIPYroe
IOPUMYECKOE JIMIO (Jajee B HACTOSIIEW cTaThe - 3asBUTENb) HAIPaBISIET MOCPEICTBOM
dbenepanbHON rocy1apcTBEHHON H(DOpMaAIMOHHON cucTeMbl "EnuHbIil mopTan rocyJapcTBEHHBIX U
MYHHIIMMIATBHBIX YCIyT (QyHKIMA)" (Hanee - eAMHBINA TOpTal) B YIIOJIHOMOYEHHBINH (henepanbHbIii
OpraH WCIOJIHUTEIILHOW BJACTH 3asBICHHUE O TOCYJApPCTBEHHON PETUCTpAIMU JIEKAPCTBEHHOTO
mpemnapaTta JUisi BETEPUHAPHOTO TMPUMEHEHUSs, TMOAMNHCAHHOE YCHUJICHHON KBaIu(pUIIMPOBAHHON
ANIEKTPOHHOM TOJIIUCHIO, & TAKKE IOKYMEHTHI, U3 KOTOPBIX (POPMUPYETCSI PETUCTPAIIMOHHOE TOChE

Ha J'ICKB.pCTBCHHBII:I npenapar ajisi BETCpUHAPHOT0 MPUMCHCHUA. (B pea. qDCI[Cp&HLHOFO 3aKOHa OT
30.01.2024 N 1-93)

2. B 3asBII€eHNN O TOCYIapCTBEHHOM pErucTpalyu JEKapCTBEHHOIO Ipenapara AJjii BETEpUHAPHOTO
IIPUMEHEHHUS YKA3bIBAIOTCSA:

1) HauMeHOBaHUE U aJpec 3asBUTENS, pa3padOTYMKa U MPOU3BOAUTENS JIEKAPCTBEHHOIO Mpernapara
JUIsl BETEPUHAPHOTO NMPUMEHEHMSI U aIpEC MECTA OCYILECTBJICHMS NPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara Jijisi BETEpUHApHOTO MPUMEHEHUS (B Clydae HaIM4uusl HECKOIbKUX YYAaCTHUKOB Ipolecca
IPOM3BOJICTBA HEOOXOAMMO yKa3aTh KaXKJJ0T0 U3 HUX);

2) HaMMEHOBaHWE JIEKAPCTBEHHOTO Tperapara Jijisi BETEPUHAPHOTO MPUMEHEHHUS (MEXIyHapOIHOE
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HEMMAaTCHTOBAHHOC, WX I'PYIIIUPOBOYHOC, NI XUMHUYCCKOC U TOPTrOBOC HaI/IMeHOBaHI/IH);

3) ICPCUCHb HeﬁCTBYIOHIHX M BCIIOMOTI'aTCJIBHBIX BEIICCTB, BXOAIIMX B COCTaB JICKAPCTBCHHOI'O
npemnapara 4Jjis1 BETCPUHAPHOT0 MPUMCHCHU A, C YKAa3aHUCM KOJIMUCCTBA KA’KAOI'O U3 HUX;

4) nekapctBeHHas ¢GopMa, IO3UPOBKA, CIHOCOOBI BBEACHHUS M TMPUMEHEHUS, CPOK TOJIHOCTH
JIEKapCTBEHHOIO Mpernapara Jjisi BETepUHAPHOTO TPUMEHEHUS;

5) papmakoTrepaneBTHUECKas TPyMIIa;

6) HEOOXOIUMOCTh MPUMEHEHHUS YCKOPEHHON MPOLEAyphl SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B
LEJSX TOCYIapCTBEHHON perucTpanuu JeKapCcTBEHHOTO Mpenapara;

7) KOIIMM TOKyMEHTOB, IIOATBEPKAAIOIIMX YIIJIATy TOCY1apCTBEHHOM MOLUIMHBI:

a) 3a MPOBEACHHUEC OBKCIICPTHU3bI KAa4YCCTBA JICKAPCTBCHHOI'O CPCACTBA M OJSKCIECPTHU3bI OTHOLICHUA
0KHIAeMOM MOJB3Bl K BO3MOXHOMY PpPUCKY IHPHUMCHCHHA JICKAPCTBCHHOI'O IIpcliapara I
BCTCPUHAPHOT'O IPUMCHCHHU IIPpHU €TO FOCYHapCTBeHHOﬁ perucrpanmnm,

6) 3a BbIAa4y PEruCTpaiuOHHOI'0 YAOCTOBCPCHUS JICKAPCTBECHHOTI'O IIpCIiapara,

8) HamuymWe Coryacusi, MPEeIyCMOTPEHHOTO YacThi0 7 HACTOSIIEH CTaThbH, €CIM C MOMEHTa
peructpanuu pepepeHTHOTO JICKAPCTBEHHOTO Mpernapara JUisi BETEPHHAPHOTO IPUMEHEHHS ITPOIILIO
MEHee 4eM IecTh JieT. (B pea. denepanbroro 3akona ot 13.07.2015 N 241-D3)

3. PerucrpalluoHHOE 0ChE B LIEAX KCIEPTU3bI JIEKAPCTBEHHOIO INpernapara Juls BETEPUHAPHOIO
npUMeHeHUs (HOpMUpYyeTCs U3 CIEAYIOUIMX JOKYMEHTOB U cBeleHuil: (B pea. DenepanbHOro 3aKkoHa
or 27.12.2019 N 478-®3)

1) cBemeHus 0 Jnare MPEAOCTABICHUS M PETUCTPALIMOHHOM HOMEpE JHMIIEH3UH Ha MPOHM3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, NMPEJOCTABICHHONW MPOU3BOIUTENIO PErHCTPHUPYEMOrO JIEKapCTBEHHOTO
npenapara Ui BETEPUHAPHOIO MPHMEHEHMs, JUIsl POCCHMCKMX Mpou3BoauTeneil; (B pen.
denepanbHbIx 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) cBeneHus O JaTe MPEJOCTABICHUS W PETUCTPAllMOHHOM HOMEpE JIMIIEH3MHM Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB, NPEAOCTABICHHON IPOU3BOAUTENO (apMalleBTUYECKOH CyOCTaHIINH,
BXOJSIIE B COCTaB PEruCTPUPYEMOro JIEKApCTBEHHOrO Mpernapara JUisi BeTEpPUHAPHOIO
OpUMEHEeHHUs, Il POCCUHCKUX MpousBoautenei; (B pen. deaepanbHbix 3akoHOB 0T 04.06.2018 N
140-®3, ot 27.12.2019 N 478-D3)

2.1) xomus MOKyMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl TPOU3BOIUTENS IS
KaXJI0OM MPOU3BOACTBEHHON TUIOMIAKA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO TIpernapara s
BETEPUHAPHOT0 MPUMEHEHUS U MOATBEPKIAIOIIET0 COOTBETCTBUE MPOU3BOJUTENS JIEKAPCTBEHHOTO
npenapara TpeOOBaHUSIM TPABHII HaJJIeKalIed MPOU3BOJICTBEHHOW MPAKTHKW, U €ro MepeBoj Ha
PYCCKUH SI3bIK, 3aBEpPEHHBbIE B YCTAHOBJIEHHOM TMOPSAJAKE, a TAKXKE KOMUS 3aKIIOYEHUs O
COOTBETCTBUH TMPOU3ZBOAUTEIA JICKAPCTBCHHBIX CPCIACTB Tpe60BaHI/I$IM ImpaBuJI Haz[nexcameﬁ
MPOU3BOJICTBEHHOW  MPAKTUKH, BBIJAHHOTO  YIOJTHOMOYEHHBIM  (eAepalbHbIM  OpPraHOM
WCTIOJIHUTENIbHOM  BJIACTH 11 KaKJIOW MPOM3BOJCTBEHHOM IUIOMIAJIKM PETUCTPUPYEMOIO
JIEKapCTBEHHOTO TperapaTa JJisi BETepUHAPHOTO MPUMEHEHHUS, TMO0 KOMUS PElIeHUs O MPOBEACHUH
HHCIICKTUPOBAHUA TIPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCIACTB, IMPHHATOTO YIIOJHOMOYCHHBIM
dbenepanbHBIM OpPraHOM HCIIOJIHUTENBHONW BIACTH AN KaKIOW MPOU3BOJICTBEHHOW TIIOIIAIKA
PETHCTPUPYEMOTO JICKapCTBEHHOTO TMperapara [JIsi BETEPUHAPHOTO TPUMEHEHHUs. YKa3aHHbBIC
JOKYMEHTBhI TMpPEACTAaBISAIOTCS B Cilydae, €CJlIM MPOU3BOJCTBO JIEKAPCTBEHHOrO Ipernapara
ocymecTBisieTcss 3a mpenenamu Poccmiickoit ®denepamuu; (B pea. deaepanbHOro 3akoHa OT
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04.06.2018 N 140-®3)

2.2) Komusi JOKYMEHTa, BBIIAHHOTO YIIOJHOMOYECHHBIM OpPraHOM CTpaHbl IPOU3BOIUTENS
dapManeBTUYECKON  CyOCTaHIIMM W TIOATBEPXKAAIOIIETO  COOTBETCTBUE  IPOU3BOIUTEIS
dbapmareBTUUECKOW CyOCTaHIIMU, BXONSAIICH B COCTaB PETUCTPUPYEMOIO JIEKAPCTBEHHOTO
mpermapara s BETEPUHAPHOTO  MPUMEHEHHs, TpPeOOBaHWUSAM  MPaBWI  HAJJICKAIICH
MIPOU3BOJICTBEHHON TPAKTHUKH, M €r0 IMEPEBOJ Ha PYCCKHH $3bIK, 3aBEPEHHBIC B YCTAaHOBJICHHOM
MOpsIIKe, B Cllydae, €ClId TPOU3BOJICTBO (hapMalleBTHUECKONH CYOCTaHIIMHM OCYIISCTBIIACTCS 3a
npenenamu Poccuiickoit @enepanuu; (B pen. PemepansHoro 3akoHa oT 04.06.2018 N 140-D3)

3) DOpoeKT HOPMAaTUBHOIO JOKyMEHTa Ha JIEKapCTBEHHBIM Ipenapar [Uisi BETEPUHAPHOIO
IIPUMEHEHHS,

4) NOKYMEHT, coiepxalluii cieayrolnyo uHbopManuoo o (apmaleBTHYECKOH CyOCTaHIMM WM
dapManeBTUYeCKNX CyOCTaHIMSAX, BXOAALIMX B COCTaB JIGKAPCTBEHHOTO IIpermapara s
BETEPUHAPHOTO MPUMEHEHHUS:

a) HauMeHOBaHHE (papMaleBTUYECKON CyOCTaHIMM, €€ CTPYKTypa, oOmue CcBoOWcTBa (IIpH
rOCyJJapCTBEHHOM perucTpalud HMMMYHOOHMOJIOTUYECKUX JICKApPCTBEHHBIX IIPENaparoB  JUIs
BETEPUHAPHOTO NMPUMEHEHUS IPEJACTABISAIOTCS CBEACHUS O IITaMMeE, BKIIIOYas €ro HauMEHOBaHHUE,
UHPOPMALIMIO O IPOMCXOXKIEHUH, €r0 CBOMCTBAX, XapaKTePUCTUKAX U MECTe JENOHUPOBaHU:A); (B
pen. ®eaepanbhoro 3akona ot 02.08.2019 N 297-D3)

0) HauMEHOBaHUE U a/1peC MPOU3BOAUTENS;

B) TEXHOJIOTHS MPOM3BOACTBA C ONMUCAHWEM CTaJWil MPOW3BOJICTBA U METOJIOB KOHTPOJS Ha BCEX
CTaJIMsIX MPOU3BOJICTBA;

r) uHpopManus O TpuMecisx (HE TPEACTABISACTCS TMPH TOCYJAPCTBEHHON PpETUCTpPAIIH
UMMYHOOHMOJIOTUYECKHUX JICKAPCTBEHHBIX MpENapaToB /i BETCPHHAPHOTO MpUMEHeHus); (B pen.
denepanbroro 3akona ot 02.08.2019 N 297-®3)

1) crienuuKkanys Ha papMaleBTHUECKYI0 CyOCTaHIIUIO (He NMPEeACTaBIsIeTCsl IPH TOCYJapCTBEHHOM
pETUCTpAlliKi  MUMMYHOOWOJIOTHUYECKHAX  JICKAPCTBEHHBIX  IPEMapaTroB Ui  BETEPUHAPHOTO
NPUMEHEHHUS);

e) ONMMCAHUEC MCTOAUK KOHTPOJIA Ka4CCTBA,

’K) pe3ylbTaThl aHaln3a cepuil (¢apmaleBTHUECKON cyOcTaHUUU (HE MPEACTABIAIOTCS MpH
rOCyJJapCTBEHHOM pEerucTpalud HMMMYHOOHMOJIOTUYECKUX JICKApPCTBEHHBIX IPErnaparoB Ui
BETEpPHHAPHOTO MpUMeHeHus); (B pen. PenepanpHoro 3akona ot 02.08.2019 N 297-03)

3) NEPCUCHb CTAHAAPTHBIX O6p213HOB HJIN BCUICCTB, UCITOJB3YEMBIX IPHU OCYIICCTBICHUU KOHTPOJIA
Ka4dyCCTBa,

1) ONMCaHNE XapaKTEePUCTHK U CBOWCTB YIIAKOBOYHBIX MaTEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;

K) JIaHHBIE O CTa0WIBHOCTH (HE TPEICTABISIOTCS TIPH TOCYAApPCTBEHHOW pPETHUCTpaIiuu
UMMYHOOMOJIOTHYECKHUX JIEKAPCTBEHHBIX MPEMapaToB Ji BETEPUHAPHOTO TMpUMEHEHUs); (B per.
denepanbroro 3akona ot 02.08.2019 N 297-®3)

J) CPOK F'OJIHOCTH, YCIIOBUS XpaHEHMUS;

5) orduer O pe3yabTaTax JOKJIMHUYECKOTO MCCIEIOBAaHUS JIEKApCTBEHHOTO CpeacTBa JJiA
BETCPUHAPHOTO TMPUMEHEHHS, BKJIIOUYAIOMUNA OMHCAaHUE METOJOB OIPEICICHUSI OCTATOYHBIX
KOJIMYECTB JIEHCTBYIOIIETO BelIecTBa (JCWCTBYIONMIUX BEIIECTB), JOCTHTAIOMIETO (JOCTUTAIOIINX )
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CHCTEMHOTO KpPOBOTOKA, B TPOIYKIMH >KUBOTHOTO TMPOMCXOXKIACHHUS TOCIE MPUMEHEHHUS TaKOTro
JIEKAPCTBEHHOI'O0 CPEJCTBA, a TaKXKe JOKYMEHTAJIbHOE MOATBEpPKICHUE (Baaugalusl) yKa3aHHBIX
MeTo10B; (B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

6) or4er O pe3yipTaTax KIMHUYECKOTO HCCJIEeIOBAaHUSl JIEKAPCTBEHHOTO Ipernapara i
BETEPUHAPHOTO MPUMEHEHUS Y KaXJO0ro BHAA >KUBOTHBIX, YKa3aHHBIX B HMHCTPYKIMU IO
BETEPUHAPHOMY MPUMEHEHHIO;

7) IPOEKT UHCTPYKLIUHU 110 BETEPUHAPHOMY MPUMEHEHHIO JIEKAPCTBEHHOIO MperapaTa, coJiepKaliei
CIIEIyIOIINE CBEJCHHUS:

a) HaMEHOBaHHUE JIEKAPCTBEHHOI'O INpernapara Uil BETePUHAPHOTO NMPUMEHEHHS (MEKIyHapOIHOE
HEMaTeHTOBAHHOE, WJIH IPYIIUPOBOYHOE, WIHM XUMUUYECKOE U TOPrOBO€ HAMMEHOBAHU);

6) JICKapCTBCHHAA (bopMa C YKa3aHHUEM HaMEHOBAaHWI 1 KOJIMYECTBEHHOI'O COCTaBa HeﬁCTBYIOMHX
B€IICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOTI'aTCIIbHBIX BECIICCTB,

B) OIMCAaHUE BHEIIHErO BU/IA JIEKAPCTBEHHOTO IIpernapaTa Jijisi BETEpUHAPHOIO IPUMEHEHHMS,

r) (hapmakoTepaneBTHUECKas TpyIIa JeKapCTBEHHOTO Mpenapara Jijisl BETepPUHAPHOTO IPUMEHEHHUS
WJIM YKa3aHHe "TOMEONaTHYeCKUN JIEKapCTBEHHBIN TTpenapar';

n)  (apmakogmHammka W (apMaKOKWMHETHKA (32  HMCKIIOYEHUEM  (apMaKOKHHETHUKH
TOMEOIIATHYECKUX JIEKAPCTBEHHBIX MPENApaTOB U PACTUTEIBHBIX JICKAPCTBEHHBIX MPENapaToB) WIH
ONMCAaHNE UMMYHOOHOJIOTMYECKUX CBOMCTB JICKAPCTBEHHOTO TIPeIiapara;

€) oKa3aHusl JUisl IPUMEHEHUS;
) IPOTUBOIIOKA3aHUsI JUIsl IPUMEHEHHUS;
3) MepbI IPEJOCTOPOKHOCTH MPU NPUMEHEHUU;

1) yKa3aHHe BO3MOKHOCTH U OCOOEHHOCTEN IPUMEHEHUs Y OepeMEHHBIX )KUBOTHBIX, Y )KUBOTHBIX B
[IEPUOJ JTaKTALUH, Y IIOTOMCTBA KUBOTHBIX;

K) PEKHUM JIO3UPOBAHHUSA, CIIOCOO BBEJEHUS M NMPUMEHEHHUS, NP HEOOXOAMMOCTH BpeMsl IpHuema
JIEKapCTBEHHOIO IIpernapara Jjis BETEpUHApHOI0 IIPUMEHEHUS, IIPOJOJKUTENBHOCTD JICYCHUS;

J) BO3MOXKHBIE MOOOYHBIE JEHCTBUS, HEKENaTeIbHbIE PEaKlUy MPH MPUMEHEHUH JIEKapCTBEHHOTO
npenapara Jijisi BETepHHaApHOTO MPUMEHEHHUS;

M) CUMITOMBI IIEPEI03UPOBKH, MEPHI IO OKA3aHUIO MTOMOILHU IPH MEePEeI03UPOBKE;
H) B3aMMO/IEHCTBHE C IPYTMMH JIEKAPCTBEHHBIMHU MpenapaTaMy U (WIH) KOpMaMH;
0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Mpenapara JJisi BETepUHAPHOTO IPUMEHEHUS,

n) ykazaHue (mpu HeoOXOJUMOCTH) OCOOEHHOCTEW IeMCTBHS JIEKapCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOT'O IPUMEHEHHUS IIPH IEPBOM NPUEME WJIN IIPU €I0 OTMEHE;

p) omucaHue (IpU HEOOXOIUMOCTH) JEHCTBHM CIIEHMAIINCTa B 00JIaCTH BETEPUHAPHH, BIIAJIEIbIA
YKUBOTHOT'O IIPH IPOIyCKE IPHUEMa OJHOM MM HECKOJBKMX /103 JEKapCTBEHHOIO Ipemnapara i
BETEpPUHAPHOTO MpUMeHeHus; (B pea. DenepanbrHoro 3akona ot 02.08.2019 N 297-D3)

C) CPOK TOAHOCTH W YKa3aHMUC Ha 3alpeT MNPUMCHCHHA JICKAPCTBCHHOI'O IIpfcrapara I
BCTCPUHAPHOI'O MIPUMCHCHUA 110 UCTCUCHHUU CPOKA T'OJJHOCTH,

T) YCJIOBUS XpaHEHUS;
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y) yKa3aHME€ Ha HEOOXOIMMOCTb XpaHEHHUs JIEKApCTBEHHOTO Ipenapara JJisi BETEPUHAPHOTO
MIPUMEHEHHUS B MECTaX, HEAOCTYITHBIX VIS IETEH;

¢) ykazanue (Mpu HEOOXOAMMOCTH) CICUUATBHBIX MEpP MPEIOCTOPONKHOCTH TPHU YHHUYTOKCHUHU
HEHCIO0JIb30BAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB [l BETEPUHAPHOIO IIPUMEHEHHS;

X) CPOKH BO3MOKHOI'O HCIIOJIB30BAaHUSA MPOAYKIHMU JKXKUBOTHOI'O MPOHCXOKACHUA ITOCJIIC BBCACHUA
KUBOTHOMY JICKAPCTBCHHOI'O IIpEIiapaTa JJId BETCPHUHAPHOI'0 MPUMEHCHU A,

11) YCJIOBHUS OTITYCKa;

Y) HAMMEHOBAHUS U ajJpeca MPOU3BOJACTBEHHBIX IUJIOMIAJOK MPOU3BOAUTENS JIEKAPCTBEHHOTO
npernapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

II) HAaWMEHOBAaHHWE, aJpeC OpPraHW3allMH, YIIOJIHOMOYCHHOW JepiKaTelieM WM BIaJeibleM
PETUCTPAIIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpenapara Ha MPUHATHE MPETEH3UH OT
OTpeOUTes;

8) MPOEKThl MAKETOB NIEPBUYHOM YIIAaKOBKH M BTOPUYHOM YIIAaKOBKH JIEKAPCTBEHHOI'O IIpernapaTa Jiis
BETEPUHAPHOI'0 IIPUMEHECHUS;

9) cnenyrolue CBeCHHs O JISKAPCTBEHHOM Tpernapare il BETCPUHAPHOTO IPUMEHCHUS:
a) OITMCAHKE U COCTaB JICKAPCTBEHHOTO TIperiapara JUisi BETCPUHAPHOTO IPUMEHEHHUS;
0) onrcanue (hapMareBTHUECKON pa3padoTKH;

B) OINKCAHKE MpoIlecca MPOU3BOJICTBA M €r0 KOHTPOJIS, TIOJIMMCAHHOE B TIOPSJIKE, YCTAHOBICHHOM B
COOTBETCTBUHU C 4YacTbio | Hacrosimiei crateu; (B pea. denepanpuoro 3akona ot 02.08.2019 N
297-D3)

I) ONHCAaHWE KOHTPOJIS KPUTHUECKHX CTaJui TMPOU3BOJACTBA U TMPOMEKYTOUHON MPOAYKIIUH,
MOAMKUCAHHOE B MOPSAKE, YCTAHOBJIEHHOM B COOTBETCTBHM C YaCThIO 1 HACTOsIIEH cTaTbu; (B pel.
denepanbroro 3akona ot 02.08.2019 N 297-®3)

1) HAMMEHOBAHUS U ajpeca pa3paboT4MKa, JAepXaTesisl WM BIaeliblla PErucTPallMOHHOTO
YAOCTOBEPEHUsI JIEKAPCTBEHHOr'O IIpernapaTra, MPOU3BOJACTBEHHBIX IUIONIAJ0K MPOU3BOAUTENS
JIEKAapCTBEHHOT'O0  TIpemapara Il  BETEPUHAPHOTO TMPUMEHEHHMs C yKa3aHUeM  CTaauid
TEXHOJIOTMYECKOT0  MpoIlecca,  OCYIIECTBISEMBIX  HAa  MPOMU3BOACTBEHHBIX  IUIOLIAJKAX
MPOU3BOJUTENSI  JIGKAPCTBEHHOTO TIpemapara Il BETEpUHApPHOTO TNpUMEHeHus; (B peil.
denepanbHbIX 3aKoHOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

€) (hapmareBTHUECKasi COBMECTUMOCTB;

) MUKpOOHOJIOTMYECKHE XapaKTEPUCTUKH;

3) MaTepuabHbIN OaaHC JUIsl MPOU3BOICTBA CEPUU FOTOBOTO MPOIYKTA;

1) OIIMCAaHUE XapaKTEPUCTUK U CBOWCTB yIAKOBOYHBIX MaTEpUAJIOB U YKYIIOPOUHBIX CPEJICTB;
K) JIOKyMEHTaJIbHOE TIOJATBEPKICHHE (BaJIUAaIUs) IPOLIECCOB U (MJIN) UX OIICHKA;

J) TpeOoBaHMS K KauecTBY BCIIOMOTraTeNIbHBIX BellecTB (cepTudukar, creuudukanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U X 0OOCHOBAHNUE);

M) AHAIIUTUYCCKUEC MCTOAWKHU, HCIHOJB3YCMBIC IIPpU OCYHICCTBIICHHUU KOHTPOJA KaueCTBa
BCITIOMOTaTCJIbHBIX BEHICCTB,
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H) JIOKyMEHTaJIbHOE MOATBEpXkACHUE (BalIMUIAIMs) aHATUTHUYECKUX METOJUK, HCIOJIb3YEMBIX MpPU
OCYILECTBJICHUU KOHTPOJIS Ka4eCTBa BCIIOMOTATEIbHbIX BEILIECTB;

O) I/IH(I)OpMaLII/ISI 00 HCIIOJB30BAHMH BCIIOMOI'aTCIbHBIX BCIICCTB YCIOBCUYCCKOI'O M KHMBOTHOI'O
IMPOUCXOKIACHUSA,

) MOJMYHKT. - YTpaTui cuiy. (B pea. @enepanbHoro 3akoHa oT 02.08.2019 N 297-D3)

p) TpeOOBaHMS K KAaueCTBY JIEKQPCTBEHHOTO TIpermapara Jjisi BETCPUHAPHOTO MPUMECHCHHUS
(ceprudukar, cnenudukaus Ha JEKapCTBEHHBIN MpermapaT U uX 000CHOBAaHHE);,

C) AHAIUTUYCCKUC MCTOAUKH, HCIOJIb3YCMBIC IIPU OCYHICCTBJICHUMW KOHTPOJIA KadCeCTBa
JICKApCTBCHHOT'O IIpfIriaparta AJIsi BETCPUHAPHOI'O IPUMEHCHU A,

T) AOKYMEHTAJIbHOC IIOATBEPIKACHHUC (BaJ'II/II[aHI/IH) AHAIIUTUYCCKUX METOJUK, HCIIOJB3YEMBIX IIpH
OCYHICCTBJICHUH KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O IIpCriaparta Ajid BETCPUHAPHOI'O IPUMCHCHMA

y) JOKYMEHT, IMOJATBEPKIAIONIUI KaueCTBO JIEKAPCTBEHHOI'O Tpenaparta TPEeX MPOMBINUICHHBIX
cepuii (IIPOTOKOJI aHAIM3a WM CePTU(HUKAT aHAIHM3a), OJHA CEpUsi KOTOPOTO JIOJDKHA COBIAIATh C
cepueil oOpasia JeKapCTBEHHOTO Mpernapara, oJAaHHOTO Ha PETUCTPAIUIO;

() XapaKkTepucTUKa IPUMECEH;

X) IMEepeuyeHb CTaHAAPTHBIX OOpa3LOB, HUCIOJIB3YEMBIX IPHU OCYIIECTBICHHUH KOHTPOJIS KauyecTBa
JIEKapCTBEHHOIO IIpernapara Jjis BETEpUHApHOI0 IIPUMEHEHUS;

LI) JaHHBIC O CTaO0UIBHOCTHU JICKAPCTBCHHOTI'O IIpIriapaTa IJIsd BETCPUHAPHOI'O IIPUMCHCHH

10) xomwsi JOKyMEHTa, COJAEpKAIlero HH(POPMAIMI0 O HATUYUK HWIH 00 OTCYTCTBUHU (PAKTOB
perucTpalyy JIeKapCTBEHHOIO IIpernapara s BeTEepUHApHOIO MPHMEHEHHs 3a Npeieamu
Poccuiickoit @enepanuu;

11) cormacue B muchbMeHHOU (hopMe, IPEeTyCMOTPEHHOE YacThl0 7 HACTOSIIEW CTaThU, B Cllydae
perucTpanmy BOCIPOM3BEACHHOIO JIEKapCTBEHHOro mpemnapara; (B pea. dexepanbHoro 3akoHa OT
13.07.2015 N 241-®3)

12) xomMs MJOKyMEHTa Ha pYCCKOM f3bIKE, 3aBEpEHHOI0 B YCTAHOBJIEHHOM IMOpSAIKE U
MOJITBEP K IAIOIIETO MPAaBOMOYHOCTD 3asiBJICHUS O TOCYJapCTBEHHOM perucTpanuy JeKapCTBEHHOTO
npenapara Jyis BeTepUHApHOTO PUMEHEHHUS (JI0BEpEHHOCTbD );

13) cBemeHuss O TOCYAApCTBEHHOM PETUCTpAallMM Te€HHO-WHKEHEPHO-MOAUPHUIIMPOBAHHBIX
OpPTaHW3MOB, TPEIHA3HAYCHHBIX JUISI BBITYCKAa B OKPYXKAIOIIYI0 cpexy (IpH TOCyAapCTBEHHOU
pEerucTpalMi JIEKapCTBEHHBIX MPENnapaTroB Ui BETEPUHAPHOTO MPUMEHEHUs, MOTYyYEHHBIX C
MPUMEHCHUEM TCeHHO-UH)XCHEPHO-MOIU(DHUIIMPOBAHHBIX OPTraHU3MOB WJIH COJCPIKAIIUX TaKHe
opranusmsl). (B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

4. Ilpm mnpoBeneHUM YCKOPEHHOM MpoLenypsl SKCHEPTU3bl JIEKApCTBEHHOI'O Ipernapara s
BETEpUHAPHOTO NPHUMEHEHHs (32 MCKIIIOYEHHEM JIEKapCTBEHHOrO Ipernapara JUlsl BETEPHHAPHOTO
NMPUMEHEHHUs, yKa3aHHOTO B dYacTh 4.1 HACTOsIIeH CTaThbM) B IEISIX €ro TroCyJapCTBEHHOU
perucTpali BMECTO OT4eTa pa3padoTyvka O pe3ysbTaTaxX JOKJIMHHUYECKOTO HCCIeI0BaHUs
JIEKapCTBEHHOI'O CpeACTBa Ui BETEPUHAPHOTO MPUMEHEHHS MOXKET OBITh MHpEJCTaBiIeH 0030p
Hay4YHBIX paboOT O pe3yibTaTax IOKIMHUYECKOTO HCCIeNIOBaHMS pPe(EepeHTHOro JIEKapCTBEHHOTO
mnpenapara Juisi BETEPUHApPHOIO IMPUMEHEHHs, a BMECTO OT4YeTa O pe3yjpTaTax KIMHUYECKOrO
UCCJIEI0BAHMS JIEKAPCTBEHHOTI'O IIpernapara JJil BETEPUHAPHOIO NIPUMEHEHHUs OTYET O pe3yJIbTaTax
UCCJIEIOBaHUM  OMOAKBUBAJIEHTHOCTU BOCIIPOM3BEJIEHHOTO JIEKAPCTBEHHOI'O Ipemnapara Jyis
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BeTepuHApHOTO mNpuMeHeHus. (B pen. denepanbHbix 3akoHOB oT 02.08.2019 N 297-®3, ot
28.04.2023 N 171-D3)

4.1. Ilpu npoBeAEHUM YCKOPEHHON NpPOLEAYpbl SKCIEPTHU3bl JIEKAPCTBEHHOI'O Ipemnapara s
BETEPUHAPHOIO IPUMEHEHHUs, MNPEIHA3HAYEHHOrO0 Ui JIEYEHUs JIOMAllHUX > KUBOTHBIX,
onpeaeneHHbx DenepanbHbIM 3akoHOM OT 27 nekabps 2018 roga N 498-P3 "OO6 0TBETCTBEHHOM
oOpallleHuu ¢ KUBOTHBIMM M O BHECEHHMM H3MEHEHHIl B OT/JEJIbHbIE 3aKOHOJATENIbHBIC AaKThl
Poccuiickoit ®@enepauyu’, u 3aperuCTpUPOBAHHOTO B KAa4yeCTBE JIEKAPCTBEHHOI'O Ipemnapara Jyis
MEIULUHCKOr0 NPUMEHEHUs, B LEJIAX €ro rOoCyJIapCTBEHHONW pPErucTpaluy BMECTO OT4YeTa
pa3zpaboTunka O pe3yibTaTax JOKJIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO CpEACTBA JJIf
BETEPUHAPHOTO MPUMEHEHHUS MOTYT OBITh MPEACTABICHBl PE3yJbTaThl JAOKIMHUYECKOIO
UCCJIEJOBAHMSI COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O CPEACTBA Ul MEAUIIMHCKOrO NPUMEHEHHUs, a
BMECTO OTYETa O pe3yJbTaTax KIMHUYECKOIO HCCIENOBaHUsl JIEKAPCTBEHHOrO Ipernapara it
BETEPUHAPHOTO MPUMEHEHHUS - 0030p HAYYHBIX pPa0dOT O pe3yibTaTax KIMHHUYECKHX HCCIEIOBaHHUN
JIEKApCTBEHHOI'0 MpernapaTta i MEAMIMHCKOIO IMPUMEHEHMS Ha BHJIAaX >KUBOTHBIX, KOTOPHIM
MpeHa3HAYACTCsl MCCIENyeMblil JieKapCTBEHHBIM mpemnapaT. (B pen. denepanbHOro 3akoHa oOT
28.04.2023 N 171-®3)

5. Ha skcmiepTrsy pa3iM4HbIX JIEKapCTBEHHBIX (HOPM OJTHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
ISl BETCPUHAPHOTO  TPHMCHCHHUsI  3asBUTENIb  OPEJCTABISCT OTHACIbHBIC 3asBICHUS U
pETUCTpAIIIOHHBIE TOChEe Ha KaXIyl0 JeKapcTBeHHYI0 (opmy. Ilpu ycroBum oIHOBpEMEHHOM
H0/IauM Ha SKCIEPTHU3Y OIHOM JIEKapCTBEHHOU (GOPMBI C Pa3IHYHBIMH J03UPOBKOM, KOHIIEHTPAIHCH,
00BEMOM 3asBUTENb MPEACTABISCT OJHO 3asBICHHE W PETHCTPALMOHHOE 10ChE C IPHIOKCHHEM
MaKeTOB TEPBUYHON YMAKOBKM M BTOPHYHON YMakoBKH. Ha Makerax MEpBUYHON YMaKOBKH U
BTOpI/I‘-IHOﬁ YIOAaKOBKH YKa3bIBAIOTCSA BCC IIPOU3BOJAUMBIC JO3HMPOBKH, KOHLCHTPAIUU, O6’BeMI)I n
KOJIMYECTBO /103 B YIMAKOBKE JIEKAPCTBEHHOTO Mperapara JJisi BETEPUHAPHOTO MPUMEHEHHS. (B pe/l.
denepanbroro 3akona ot 02.08.2019 N 297-®3)

6. B cinyuae HenpencTaBiIeHHs C 3asBJIEHUEM O IOCYJAapCTBEHHON PErHCTpalliy JIEKapCTBEHHOIO
mpenapara sl BETEPUHAPHOTO  IPUMEHEHUs  JOKYMEHTOB, IOATBEPKIAIOLIUX  YIUIATY
rOCy/JapCTBEHHOW MOIIJIMHBI U YKA3aHHBIX B MyHKTE 7 4acTU 2 HACTOSIIEH CTaThbU, CBEIECHUH O
JULEH3UAX, YKa3aHHbIX B IYHKTaXx | W 2 4yacTu 3 HacTOSILEH CTaThbM, a TAaK)KE BBIIABAEMBIX
(mpenocTaBiIsieMblX) YIOJHOMOYEHHBIMU (efepalbHbIMU OpraHaMU HCIOJHUTENBHON BJIACTU
JIOKYMEHTOB (CBEJIEHUI), YKa3aHHbIX B IyHKTEe 2.1 4acTu 3 HAcTOAILIEH CTATbH, YIOIHOMOYEHHBIN
(denepanbHbI OpraH MCIOJIHUTEIBLHON BJIACTH 3allpallliBaeT yKa3aHHBIE IOKYMEHTHI (CBEIEHUS) B
HOpsi/IKE MEKBEIOMCTBEHHOI0 MH(MOPMALIMOHHOTO B3auMoAencTBus. (B ped. degepanbHoro 3akoHa
ot 27.12.2019 N 478-®3)

7. He nomyckaercs WHCIOJIb30BaHHE B KOMMEPUECKHUX MeNsAX HH(OpManuu o pe3yipTaTax
JOKIIMHUYCCKUX I/ICC.]'IG)IOBaHI/Iﬁ J'IeKapCTBeHHBIX CpeJICTB 158 KIMHNYCCKUX I/ICCJ'Ie)IOBaHI/Iﬁ
JIEKAPCTBEHHBIX MPENApaTOB JJI1 BETEPUHAPHOTO MPUMEHEHUs, MPEICTABICHHON 3asgBUTENEM IS
TOCYJITapCTBEHHOM PErHCTPAllMK JICKAPCTBEHHBIX IpemnaparoB, 0e3 ero corjacusi B TEUCHUE IIECTH
JeT C JAaThl TOCYJapCTBEHHOW perucrpanuu pedepeHTHOro JEeKapCTBEHHOrO Mpernapara B
Poccuiickoit denepanum.

8. Jlepxaresnp WM BIaJeNel] PerHCTPAlMOHHOTO yIOCTOBEPEHHS JIEKApCTBEHHOTO Hperapara s
BETEpUHAPHOIO TNPUMEHEHUS TMpPEJACTaBIsSeT B  YHOJHOMOYEHHBIM (enepaiabHbIi  OpraH
WCTIOTHUTEJIFHON BJIACTH OTYET IO pe3yibTaTaM (papMakoHaa30pa OAWH pa3 B IIECTh MECAIEB B
TE4EHHE JIBYX JIET MOCJIe TOCYJapCTBEHHOM perucTpaiy JeKapCcTBEHHOTo npenapara B Poccuiickoii
Deneparum, 3aTeM €KEroIHO B TEUCHHE MOCIEAYIOMINX TPEX JIET U B JaJbHEUIIEM OJMH pa3 B TPU
roza. (B pea. @exepanpHoro 3akona ot 02.08.2019 N 297-D3)
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Crarba 18. - YTpaTtuiaa cuiuy. (B pea. ®@enepajbHOro 3aK0HAa 0T
30.01.2024 N 1-P®3)

Cratba 19. IlpunsiTHe pelieHUus 0 BblIaye IKCIEPTHOMY YUYpPeKIAeHUI0
3a/IaHUSA HA NMPOBeJACHHE IKCIEPTU3bI JIEKAPCTBEHHOI0 CpeaAcTBa (B
pen. @eaepaabHOro 3akona ot 22.12.2014 N 429-P3 (pea. ot
13.07.2015))

IHonoscenusn wacmu 1 cmamou 19 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCHMEEHH O
UHGOpMayUOHHOU cucmembl 8 chepe 30pagooxpanenusn u (uiu) hpedepanvHoil 20cyoapcmeeHHo
ungpopmayuonnoit cucmemol ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCI1Y2
(¢pynxuyuir)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OYMaNicHOM HOcumene u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEHU
JIeKapcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evioaromes.
Cyovexkmy oOpawenus 1eKapCcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaHoOMO4YEeHHbLIL (hedepanbHblil OpP2an UCHOTHUMETbHOI 611aCMmU 34 8bl0aUell
YKa3annoz2o 0yonuKkama Hanpasisaemca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo20 0peana UCHOIHUMENbH O
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Honoscenusn wacmu 1 cmamou 19 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeen bIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCcneeHHONl
ungopmayuonnou cucmemot ""Eounviit nopman 20cyoapcmeennvix u MyHUYUNAAbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX yOOCMO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 01a eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 01 6eMePUHAPHO20 RPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCHOTHUMETIbHOU 611aCMU 3a 6bl0ayell
YKa3anno20 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMBEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1EKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOUEHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHO
énacmu (nynkm 6 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

1. B Teuenue necatu pabouux JHEH CO AHS NPUHATHA 3asBJICHHS O TOCYJIapCTBEHHON perucTpalnuu
JIEKapCTBEHHOTO Mperapara WM 3asBJICHUS O NMPU3HAHUM JIEKAPCTBEHHOTrO MpernapaTta oppaHHbIM
JIEKapCTBEHHBIM  IpEnaparoM COOTBETCTBYIOUIMM  yIOJHOMOYEHHBIM (enepanbHblii  opran
VCIIOJIHUTEIIBHOM BIACTH IPOBOAUT IPOBEPKY IIOJHOTHI, JOCTOBEPHOCTH U IPABWIBHOCTU
oQOpMIIEHHUS TPEJCTABICHHBIX JIOKYMEHTOB PpErHCTPAIllMOHHOTO JI0OChb€ Ha JIEKapCTBEHHBIN
npernapaTt ¥ IpUHUMAET PelIeHre O BblAaye 3a/1aHus Ha nposeqeHue: (B pen. denepanbHOro 3akoHa
ot 30.01.2024 N 1-93)

Honosxcenua nynkm 1 wacmu 1 cmamou 19 (6 peo. @edepanvrozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cy0apcmeeHHbIX yCiy2 npu 0opauwieHuu



https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l723
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l723
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l365
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0

JIeKapCmMeEEeHHbIX CPeOCcme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeeHHou ungopmayuonnoii cucmemst "'Eounvlit nopman zocyoapcmeenuvix u
MyHuyunanwvhvlx yciaye (pynkuuir)', npumenaomcea c 01.01.2025. Pecucmpayuonnsie
yoocmoeepenus 1eKapcmeeHHbIX NPenapamaog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepacoaoujue axm 20cyoapcmeeH ol pecucmpayul, Ha OYMasxcHom Hocumene u
0yonuKamol pezucmpayuoHHbIX YOOCHO06epeH Ul 1eKapCMEeHHbIX NPEnapamaos 0ns
Mmeouyunckoz2o npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopausenus
JIeKApCMEEHHBIX CPeOCHE 011 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00paueHuu 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2aH UCNOTHUMEbHOU 61aCMU 34 6bl0aUell YKA3AHHO020
dybnuKama HanpaeNAemcs 6bINUCKA U3 20Cy0apCmeeHHO20 peecmpa 1eKapcmeeHHbIX Cpeocma,
NOONUCAHHAA YCUICHHOU KEAIUDUUUPOBAHHOTL I1IEKMPOHHOU NROORUCHIO YNOTHOMOUYEHHO20
JUUA YROJTHOMOYEHHO020 (hedepanibHo20 0P2ana UCNOJITHUMENbHOU é1acmu (nyHKm 5 cmamou 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

Honosxcenua nynkm 1 wacmu 1 cmamou 19 (6 peo. @edepanvrozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyoapcmeeHHbIX Ycilye npu 00paujeHuu
JIeKApCMEEHHBIX CPEOCHE 01l 6eMEPUHAPHO20 NPUMEHEHUA NOCPEOCMEOM (hedepanbHoil
2ocyoapcmeenHou ungpopmayuonnoi cucmemsl ""Eounulii nopman 20cyoapcmeeHHviX u
MyHuyunanvhvlx yciaye (pynkuuir)'’, npumenaiomcea c 01.01.2026. /[yonuxkamuot
PpecucmpayuoHHbIX YOOCHMOBEPEHUIL 1eKAPCMEEHHBIX NPEnapamos 071 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromca. Cyovekmy oopawienus 1eKapcmeeHHblX cpeocme 01
6eMepUHAPHO20 NPUMEHEHUA NPU €20 00pauieHuU 8 YHOJIHOMOYEeHHbLIL (hedepanbHblil op2aH
UCNOTTHUMEIbHOIL 61ACMU 34 6bl0aUell YKA3AHHO020 0YOIUKaAma HaAnpaeaaAemcsa 6bINUCKA U3
20Cy0apcmeenHoz0 peecmpa 1eKapcmeeHHblX CPeoCma, HOORUCAHHAA YCUTEHH O
Keanuguuyuposannoil 31eKmporHOil ROORUCHIO YNOJTHOMOUEHHO20 JIUUA YHOTIHOMOUEHHO20

dedepanvrozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKona om
30.01.2024 N 1-@3).

1) skcnepTH3bl JAOKYMEHTOB, MPEJCTABICHHBIX AJIS ONpEJeNIeHHs] BO3MOXKHOCTH pPaccMaTpHUBaTh
JIEKapCTBEHHBIN Mpenapar 1 MEAUIIMHCKOr0 IPUMEHEHHSI B KaueCTBE Op(haHHOTO JIEKAPCTBEHHOTO
npemnapara; (B pen. Oexepanproro 3akona ot 30.01.2024 N 1-D3)

ITynxkm 2 cmamou 19 oeiicmeyem 00 01.01.2026 (nodnynxkm "a"'nynkma 15 cmamou 1
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

2) OKCIICPTHU3BI JICKAPCTBCHHOI'O CPEACTBA B HACTU SKCIIEPTU3LI KAYCCTBA JICKAPCTBCHHOI'O CPEACTBA
N OKCIICPTHU3bI OTHOLICHUA O)KI/II[aCMOI\/'I MMOJIB3bI K BOSMOXHOMY PUCKY IIPUMCHCHUA JICKAPCTBCHHOT' O
npenapara JJjis1 MCAUIUHCKOT'O IPUMCHCHU A

Ilynkm 3 cmamou 19 oeiicmgyem 00 01.01.2026 (nodnynkm "a'"'nynkma 15 cmamou 1
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

3) aKCnepTHU3bI JIEKAPCTBEHHOTO CPEJCTBA B YACTH AKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOI'O CPEJICTBA
nu 3KCHepTI/ISBI OTHOIIICHUS O)KI/I)I&CMOf/i ITIOJIB3EBI K BOSMO)KHOMy pI/ICKy HpI/IMeHeHI/IH J'IeKapCTBeHHOFO
npenapara s MEIULUHUHCKOTO NPUMEHEHUs B MOPSAKE YCKOPEHHOM MNpOLEaypbl 3KCHEPTU3bI
JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBUU CO CTaThel 26 HacTosmero deaepaibHOro 3aKOHa;

4) HSKCHIepTU3Bl JICKAPCTBEHHOTO CPEJACTBA B OTHOIICHWM JICKAPCTBEHHOTO TIpermapara s
BETEPUHAPHOTO IPUMEHEHUSI.

Honoscenusn wacmu 2 cmamou 19 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
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Kacarowjuecs npedocmasieHus 20cyo0apCmeeHpiX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHoll
ungopmayuonnou cucmemot "'Eounstit nopman 2ocyoapcmeennvix u MyHUYURATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus i1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepIHcoarouue Paxm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEHUTL
JIeKApCMEEHHBIX NPENnapamoé 014 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3zannoz2o 0yonukama Hanpasisaemca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOONUCHIO YHOTTHOMOUEHHO20 TUYA YHOTHOMOYEHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Ionoscenusn wacmu 2 cmamou 19 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-d3),
Kacarowuecs npedoCcmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUL ROCPEeOCHEOM (hedepanbHoll 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""EOunstii nopman 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynxyui)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0sa eemepunapruo2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHo20 NPUMEHEHUs RPU €20
oOpauieHuu 8 ynoaiHOMO4eHHbLIL (hedepanbHblil OP2aH UCHOTHUMETIbHOU 611ACHU 34 8blOAYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOIU IJ1IeKMPOHHOU
HOONUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo20 0peana ucnoJIHUMeNbHOu
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@D3).

2. YnoiHOMOYEHHBIH (enepalbHbIl OpraH HCIOJIHUTEIbHOM BIACTH HaIpaBisieT B JIMYHBIN
KaOMHET  HKCHEpTHOrO  YyuYpeXJeHUs B  €AMHOM  cucTeMe  MOANUCAHHOE  YCHIJIEHHOU
KBAIM(ULMPOBAHHON  AJIEKTPOHHOW  MOJMMCHIO  3a/JlaHWe Ha  TMPOBEACHHUE  DKCIEpPTU3,
IPeIyCMOTPEHHBIX YacThio 1 HacTOAIIEeH CTaThU, B IMUHBIN KaOUHET 3asBUTEIIS B €IMHON CHCTEME -
MOJMUCAaHHOE YCUJIEHHOW KBATM(PUIMPOBAHHON IEKTPOHHON MOJIUCHIO YBEAOMIEHUE O IPUHSATOM
pELIEHUHU O BbIJAY€ 3a/laHusl Ha MIPOBEJEHUE DKCIEPTHU3, IPENYCMOTPEHHBIX YacThlo | HacTosmen
CTaThU, M B Cllydae HEOOXOAMMOCTH O BbIJaye paspeiieHus Ha BBO3 B Poccuiickyro deneparuio
KOHKPETHON MapTHH, CEPUH 3aPETUCTPUPOBAHHBIX U (MJIM) HE3apErMCTPUPOBAHHBIX JIEKaPCTBEHHBIX
CPEICTB UM 00 OTKa3e B MPOBEACHMM TaKUX HKCHEPTHU3 C yKa3aHMEM NPUYMH OTKa3a. (B pen.
denepanbroro 3akona ot 30.01.2024 N 1-D3)

Ionoscenusn wacmu 3 cmamou 19 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowjuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 07151 MeOUUUHCKO20 NPUMEHEHUA NOCPEOCHBOM eOUHOIL 20CY0aPCMEEHH Ol
UHGOPpMAUUOHHOU cucmembl 8 chepe 30pasooxpanenusn u (uau) hedepanvbHoil 20CyoapcmeeHHou
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2025. Pezucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHbIX
npenapamoe 07151 MeEOUYUHCKO20 RPUMEHEHU, nOOmeEepcoaoujue hakm 20cyoapcmeeHnoul
pecucmpayuu, Ha OyMasicHom Hocumee u OyoOaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPENnApamoe 01 meOuyunckozo npumenenus c 01.01.2025 ne gvrioaromcs.
Cyb6vexkmy oopawienus 1eKapcmeeHHbIX cPeoCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil Op2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
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YKa3aHH020 0yOauKama Hanpasisaemcs 6bINUCKA U3 20Cy0apCmeeHH020 peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8ATUPUUUPOBAHHOU IJIeKMPOHHOU
HOORUCHIO YHOSITHOMOUECHHO20 TUUA YHOTTHOMOUCHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

IHonoscenusn wacmu 3 cmamou 19 (¢ ped. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHuIX yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 07151 6emepuHapHo20 NPUMEHEHU ROCPEOCHEOM (hedepanbHOIl 20Cy0apCmeeHHOl
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHblX u MyHUWUNRATbHBIX YCTY2
(¢pynxyui)", npumenaromcesn c 01.01.2026. /[yonuxameol pecucmpayuoHHbIX YOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0isa eemepunaprno2o npumenenusn ¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 013 6emepUHapHo20 NPUMEHEHUS RPU €20
odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6blNUCKa U3 20Cy0apCcmeenHo20 peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8AUDUUUPOBAHHOIU IJ1IeKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 6 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

3. B cnydae BBISBICHUS OTCYTCTBUSA WJIM HEIOCTOBEPHOCTH HWH(MOpMAIMHU, COJACpIKAIICHCST B
MPEJCTAaBICHHBIX  3asgBUTENIEM  JIOKyMEHTaX,  yIOJHOMOYEHHBI  (enepanpHblii  opran
WCIIOJTHUTEIIbHOW BJIACTU HAMPABIISIET 3agBUTENIO IOCPEICTBOM €IUHOTO TMOopTajia WIHM B €ro
JUYHBIA KaOWHET B €IMHOM cucTeMe 3ampoc 00 yTOYHEHHH 3ToW WHGOpMAaIuu, MOAMHCAHHBIN
YCUJICHHOW KBATM(UIIMPOBAHHOM AJIEKTPOHHOM MOJMUCHIO (Jajyiee - 3ampoc YMOJTHOMOYEHHOTO
denepabHOTO OpraHa MCIOJHUTEIBHON BiacTh). (B pen. deaepanbHoro 3akona ot 30.01.2024 N
1-@3)

Ionoscenusn wacmu 4 cmamou 19 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeen bIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHPOpMayUOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (uau) gedepanvroii 20cyoapcmeeHHol
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYURAIbHBIX YCIIY2
(pynkyuir)", npumenaromesa c 01.01.2025. Pezucmpayuonnsvie yoocmosepenus 1eKapcmeeHHbX
npenapamoes 011 MEOUYUHCKO20 RPUMEHEHUSA, ROOmEepHcoatouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMas@cHom Hocumee u OyONUKAmMbl PecUCmpayuoOHHbIX YOOCMOB8ePEeH U
JIeKapcmeeHHbIX NPenapamos 0na Mmeouyunckozo npumenenus c 01.01.2025 ne eévioaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoaHoMo4eHHblIl (hedepanbHblil Op2an UCNOTHUMENbHOU 61ACIU 3a 8bl0aUell
YKa3auH020 0yonuKkama Hanpaeisaemca 6bINUCKaA U3 20cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOUCHHO20 (PedepanbH0O20 OP2ana UCHOIHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn wacmu 4 cmamou 19 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuUHapHO20 NPUMEHEHUs ROCPEOCHEoM hedepanbHoll 20Cy0apCcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCITY2
(¢pynkyuir)", npumenarwomesn c 01.01.2026. /lyonuxameol pecucmpayuoHHbIX yOOCHO8EPEHU
JIeKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeoCcme 01 6emePUHAPHO20 RPUMEHEHUA NPU €20
odpauienuu 6 ynoaiHoMOo4eHHblIl (hedepanbHblil Op2an UCHOTHUMEIbHOU 611aCHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
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JIeKApCMEEeHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOI K8AUPUUUPOBAHH O ITIeKMPOHHOIL
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axona om 30.01.2024 N 1-@3).

4. 3asiBUTENb 00SI3aH HAIIPABUTH TIOCPEICTBOM €IMHOTO TIOPTajia B YIOJIHOMOYCHHBIH (hefepaibHbIH
OpraH HCIOJHUTEIBHON BIACTU WIHM B JTUYHBINH KAaOMHET yIOJTHOMOYEHHOTO (eIepalibHOTO OpraHa
UCTIOJIHUTEIIFHOW BIIACTH B €IWHOW CHUCTEME IIOJANUCAHHBIA YCWJICHHOW KBaJTU(pHUIIMPOBAHHOU
AIIEKTPOHHOM  TOJMHMCBIO OTBET Ha 3alpoc  YIMOJIHOMOYEHHOro (enepanbHOro  opraHa
UCTIOTHUTEIILHOW BJIACTH B CPOK, HE MPEBBIIAIONINNA ACBIHOCTa PAa0OYMX JHEH CO JTHS TOIyYCHUS
YHOJHOMOYCHHBIM @eﬂepaHLHBIM OopraHomM HUCIOJIHUTEIHLHOU BIACTHU 9JICKTPOHHOI'O YBCAOMIICHHSA O
MOJIYYCHUU 3asBUTENIEM JaHHOTO 3ampoca. Cpok, yKa3aHHBI B 4acTW | HacTosIIeH CTaThH,
MMPUOCTAHABIMBACTCA CO JHA HAIPaBJICHUA MMOCPCACTBOM CIUHOIO IMOPTAJIa UJIU B JINYHBIN KaGI/IHeT
3asBUTEIIS B CIIMHOW CHCTEME 3arpoca YIOJTHOMOUYSHHOTO (eliepalbHOTO OpraHa MCIIOJHUTEILHON
BJIAaCTU O OHA HAIPaBJICHUA 3asABUTCIICM NMOCPCACTBOM CAWHOIO IOpTajla UJIU B JINYHBLIA KaOUHET
YIIOJITHOMOYECHHOTO (heIepaIbHOr0 OpraHa MCIOJHHUTEIBHOW BJIACTH B €IMHOM CHCTEME OTBeTa. (B
pen. enepanbhoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHMEM /Uil OTKa3a B OPraHU3alUU HKCIEPTU3, MPEAYCMOTPEHHBIX YacThiO 1 HacToslen
CTaTbHu, ABJISACTCA HpeI[CTaBJICHI/IC HGO6XOIH/IMI)IX JUUIA HpOBGZIGHI/ISI HpCIIyCMOTpeHHI)IX 3KCH€pTH3
JOKYMEHTOB B HEMOJHOM O0BbEME WIIM HENpEACTAaBICHUE 3asBUTENIEM B YCTAHOBJICHHBIH CPOK
OTBETAa Ha 3ampoC YIMOJHOMOYECHHOTO (elIepalbHOTO OpraHa HCIIOJHUTEIBHON BJIACTH, a TAaKXKe
MPEACTABICHHE JIOKYMEHTOB, HE COJEPKAIUX HCYEPIBIBAIOIICTO IMEPeYHs HEOOXOIUMBIX
CBEICHUM.

Ionoscenusn wacmu 6 cmamou 19 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmaesienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHPOpMayUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (uiu) gedepanvroil 20cy0apcmeeHHoll
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYUNAIbHBIX YCI1Y2
(pynxuyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoes 011 MEOUYUHCKO20 NPUMEHEHUs, NOOmeEep coaouue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaxsxcHom Hocumee u OyONUKAmol PecUcmpayuoOHHbIX YOOCMO8ePEeH Ul
JIeKapcmeeHHbIX NPenapamos 0na meouyunckozo npumenenus c 01.01.2025 ne eévioaromces.
Cyovexkmy odpauenusn 1eKapCcmeeHHbIX cpeoCcme 01l MeOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 6bl0aYell
YKa3auH020 OyonuKkama Hanpaeisaemca 6bINUCKaA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
nOONUCHIO YNOJIHOMOUEHHO20 TUHA YHOSIHOMOUECHHO20 (hedepanbHo20 Op2ana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Ionoscenusn wacmu 6 cmamou 19 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHO20 NPUMEHEHUs ROCPEOCHEoM hedepanbHOIl 20Cy0apCmeeHHoll
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCTY2
(¢pynxyuir)", npumenarwomesn c 01.01.2026. /lyonuxameol pecucmpayuoHHbIX yOOCHO8EPEHU
JIeKapCcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPpeoCcme 01 6emePpUHaApHo20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMmU 34 6bl0auell
YKa3auno020 0yonuKkama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8ATUDUUUPOBAHHOU I]1EKMPOHH O
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YHOSTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOHUMENbHOU
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eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6. Ilpu oTkaze B opraHu3aldd SKCHEPTHU3bI, MPEITYyCMOTPEHHOW NMyHKTOM 4 yactu 1 HacTosen
CTaTbH, JOKYMEHTBI, BXOJSIUE B COCTaB PETUCTPALMOHHOIO JIOChE Ha JIEKAPCTBEHHBIN Mpenapar
JUISL BETEPUHAPHOTO MIPUMEHEHHU S, MOTYT ObITh BO3BPAILEHBI 3asIBUTENII0 HA OCHOBAaHUH €ro 3arpoca,
MOJNMCAHHOTO YCWJICHHON KBaJU(HUIMPOBAHHOW S3JEKTPOHHOM TOAMKUCHI0O M HANpaBIEHHOTO
MOCPEACTBOM €IMHOTO MOpTalia B yIOJIHOMOYEHHBIN (hefiepanbHblii OpraH UCHOJHUTEIBHON BIACTH
WIN JTUYHBINA KaOMHET YIOJTHOMOYEHHOTO (heiepajIbHOr0 OpraHa UCIOJIHUTEIbHONM BIACTH B €AMHOM
CUCTEeMe, B TeUeHUE TPUJILATU padouux AHEH CO JHS MPUHITHUS YIOJIHOMOYEHHBIM (henepaabHbIM
OpraHOM HCIOJHUTEIbHOW BIACTH pelleHHs o0 OTKa3e B OpraHu3allid TakKOM SKCIIEPTHU3BI.
YnonHoMo4yeHHbIN  (enepanibHbli  OpraH HCIOJHUTENBHON BIACTH BO3BpALAET 3asBUTEIIO
yKa3aHHbIE JJOKYMEHTHI B TEUCHHME JIECATH PabOUYMX JHEH CO JHSA MOJIYYEHHS COOTBETCTBYIOIIETO
3anpoca 3asButens. (B pea. denepanbHbix 3ak0oHOB OoT 02.08.2019 N 297-@3, ot 30.01.2024 N
1-@3)

Crarps 20. JkcnepTu3a 10KyMEHTOB, MPEACTABJICHHBIX s
onpeaeJeHUs BO3MOKHOCTH PACCMATPUBATH JICKAPCTBEHHbIH
npenapar JJs MeAMIUHCKOT0 NIPUMEHEHHsI B KayecTBe OPQaHHOT0

JIeKaAPCTBEHHOTo nmpenapara (B pea. @enepajbHOro 3aKoHa 0T
30.01.2024 N 1-P3)

1. Ilpouenypa omnpeneneHUss BO3MOKHOCTM pacCMAaTpUBaTh JIEKAPCTBEHHBIM Ipemapar Juist
MEJHWIIMHCKOTO TIPUMECHEHHSI B KadecTBE Op(GaHHOrO JIEKAPCTBEHHOTO TIperapara MOXKET
MPOBOAUTHCS KaK B OTHOUIEHUM JIEKQPCTBEHHOrO Mpenapara, 3aperucTpUPOBAHHOIO B
COOTBETCTBUU C HACTOSIINUM CDGI[Cp&J'II)HI)IM 3aKOHOM J'II/I6O B COOTBETCTBHHU C aKTaMH,
coctaBisitoliuMu 1ipaBo Coro3a, Tak U B OTHOILIEHWHM HE3aPETHMCTPUPOBAHHOIO JIEKAPCTBEHHOTO
mpenapara. OKCHepTH3a JOKYMEHTOB, TIPEACTABICHHBIX I OMNPENETCHUS BO3MOXXHOCTH
paccMaTpuBaTh JIEKapCTBEHHBIN Mpenapar A MEIUIIUHCKOTO MPUMEHEHHS B KauecTBe Op(haHHOTO
JIEKapCTBEHHOIO Mpenapara, COCTaBICHUE KOMUCCUEN IKCIIEPTOB 3aKIKOUYEHUSI O BO3MOKHOCTH WJIU
HEBO3MOXKHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIM mpenapar s MEIULIUHCKOIO INPUMEHEHUS B
KauecTBe Op(aHHOTrO JEKAPCTBEHHOrO TIpenapara W HaNpaBJICHUE B JIMYHBIA KAOMHET
YIOJTHOMOYEHHOTO (pe/iepalibHOTO OpraHa WCIOTHUTENbHON BIACTH B €IUHOW CHCTEME JaHHOTO
3aKJIIOYEHUS B (JOpME AIEKTPOHHOTO JIOKYMEHTA, MOANMUCAHHOTO YCUJICHHOW KBaTU()HUIIMPOBAHHON
AIIEKTPOHHOMN MOAMUCHIO, OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIONTUN TPUILIATH pabodnx JHEH co
JHA HaHpaBHGHI/Iﬂ B J'II/I‘~IHBII>1 Ka6I/IHCT 3KCHepTHOFO yqpemneHHﬂ B eI[I/IHOﬁ CUCTCMC 3aJaaHUusl
YIOJTHOMOYEHHOTO (peiepallbHOTO OpraHa MCHOJHUTENIBHON BIACTH U CIEAYIONINX JTOKYMEHTOB H
CBEICHUII:

1) 3asBiIeHHE O MPU3HAHUU JICKAPCTBEHHOTO Mpemnapara oppaHHBIM JEKaPCTBEHHBIM IMpPErapaToM,
cocTtaBieHHoe 1O (Qopme, YTBEPKICHHOW  YIMOTHOMOYEHHBIM  (eAepalbHbIM  OpPraHOM
WCIIOJTHUTEIILHON BJIACTH, MOAMMCAHHOE YCHJICHHONW KBATU(PUITUPOBAHHON 3JIEKTPOHHOH MOITUCKHIO
YIOTHOMOYEHHOTO TMPEJICTAaBUTENS IOPUAMYECKOrO JIMIA, JCHCTBYIONIETO B COOCTBEHHBIX
MHTEpecax WIN YIIOJTHOMOYEHHOTO MPEICTABISTh HHTEPECHI IPYTrOro IOPUANYECKOTO JIUIA;

2) KomMs JOKyMEHTa Ha pPYCCKOM f3BIKE, 3aBEPEHHOIO B YCTAHOBJIECHHOM IMOpPSJIKE H
MOJITBEP K IAIOIIETO MTPAaBOMOYHOCTh 3asIBUTEIS TI0JJaBaTh 3asBICHHUE O MPU3HAHUHU JIEKAPCTBEHHOIO
npenapara op(aHHbIM JIEKAPCTBEHHBIM IpenapaToM (pH He0OXOAUMOCTH);

3) obocHoBanue opdaHHOCTH 3a00JIeBaHHS, HE OTHECEHHOTO B COOTBETCTBHH ¢ DeaeparbHbIM
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3akoHOM OT 21 Hos6ps 2011 roma N 323-®3 "OO6 ocHOBax OXpaHbl 370pOBbS TpaxaaH B
Poccuiickoit ®enepanun" x penkum (opdaHHBIM) 3a00eBaHHSIM, B TOM 4YHCIEe MOAPOOHAs
uH(pOopMalrs 0 TUATHOCTHKE, MPOPHUIAKTUKE UITH JICYEHUU TAaKOTO 3a00JIeBaHUS;

4) yTBepXkIeHHas MHCTPYKLHUS 10 MEIUIMHCKOMY IPHUMEHEHHUIO JIEKApCTBEHHOro Ipenapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBHM ¢ HacTosAumM DenepasbHbIM 3aKOHOM, HIM 0OIIas
XapaKTepUCTHKa JICKapCTBEHHOI'O Ipernapara, 3aperMCTpUPOBAHHOIO B COOTBETCTBUHM C aKTaMH,
cocrapisommMu npaso Coro3a (Ipu HAINYKUH);

5) MHCTPYKUHMA MO MEAUIIMHCKOMY MPUMEHEHUIO WM KpaTKas XapaKTepUCTHKA JIEKapCTBEHHOTO
npernapara, yTBEpXACHHbIE B CTpaHe IPOU3BOANUTEINS (IIPU HAJTMYUHN);

6) KOIUHU JOKYMEHTOB, 3aBEPCHHBIX B YCTAHOBJICHHOM MOPSAKE W TOATBEPKAAOMUX (HaKT
pEerucTpanuu JIEKapCTBEHHOrO IMpenapara B MHOCTPAHHBIX IOCYAapcTBax B KadecTBe OphaHHOTrO
JIEKApCTBEHHOTIO Npenaparta (Mpy HaTu4KH);

7) TPOEKT XapaKTEPUCTUKU HE3apPETMCTPUPOBAHHOTO JIEKAPCTBEHHOTO IMpemnapara, COAEpIKallero
CICAYIOIINEe MHHUMAIbHBIE CBEACHUS O HE3apEerucTpUPOBAHHOM JICKAaPCTBEHHOM IIpernapare
(omyckaercs MpeAcTaBIeHUE MPOEKTa XapaKTePUCTUKU HE3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOTO
mpemnapara, COCTaBJIEHHOTO B COOTBETCTBHMHM C JOCTYIHBIMH JaHHBIMH TI0 TIPOBEICHHBIM
KIIMHUYECKUM HCCIIEIOBaHUSM JIEKApPCTBEHHOTO Ipernapara U JOKIMHUYECKHUM HCCIEAOBAHUAM
JIEKApCTBEHHOT'O CPEJICTBA HA MOMEHT IOJJa4H 3asiBJICHUS O MMPU3HAHUH JICKAPCTBEHHOTO IMpernapara
op(haHHBIM JIEKaPCTBEHHBIM IPENapaToM):

a) HaUMMEHOBaHME JIEKAPCTBEHHOTO Ipernapara (MeXIyHapoJHOE HENaTeHTOBAaHHOE, WU
rPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

6) JICKapCTBCHHAA (l)opMa C YKa3aHUCM HaMEHOBAaHWH M KOJIHMYECTBEHHOI'O COCTaBa HeﬁCTBYIOHIHX
BE€IICCTB MW KA4YCCTBCHHOI'O COCTaBa BCIIOMOTATCJIBbHBIX BCIICCTB (HpI/I HGO6XOJII/IMOCTI/I
KOJIMYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIIbHBIX BCH_ICCTB);

B) (papmakogMHAMUKA U (papMaKOKHMHETHKA;
T') TOKa3aHMs [T IPUMEHEHUS;
1) TPOTHBOIIOKA3aHUS JJIsl TIPUMEHEHUS;

e) BO3MOXKHBIC ITOOOYHBIC JIENCTBUS 1 HEXeJlaTeIbHbIE peaknuuu npu NpuMEHCHUHN JICKAPCTBCHHOT'O
npemnapara Jjis1 MCIUIUHCKOIO IPUMCHCHM

’K) HAaUMEHOBaHMSI U aJpeca IPOU3BOJACTBEHHBIX IIJIOLIAJ0K HPOU3BOIAUTENS JIEKAPCTBEHHOTO
npenapara;

3) CBeleHHMs O pa3paboTyMKe JIEKApCTBEHHOTO CpeACTBa (Aepikarene perucTpariioOHHOTO
YAOCTOBEPEHU);

8) cBeIEHHUS O TEKYIEM CTaTyce pa3paboTKH HEe3aperHCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mperapara,
a TaKKe TUIaH ero pa3padoTKy;

9) O630pLI JOKJIMHAYECKUX HCCIeI0OBaHUM JICKApPCTBCHHBIX CPCACTB U KIIMHUYCCKUX HCCIIeJOBaHUI
HE3APCTUCTPUPOBAHHOTO JICKAPCTBCHHOT'O IMMpEIIapara, JOCTYIIHBIC HA ACHBb IMOAa4YU 3asIBJICHUS,

10) oTyeTsl O MPOBEIEHHBIX JOKIMHUYECKUX HCCIEIOBAaHUSAX JIEKapCTBEHHOIO CpeAcTBa U
KJIMHUYECKHX MCCIIEJIOBAHUSX HE3aperuCTPUPOBAHHOIO JIEKApCTBEHHOTrO Ipemapara (Ipu
HaJIMYUN);
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11) pexBU3UTHI JOKYMEHTA, MOATBEPHKAAIOIIETO YIUIaTy FOCYyAapCTBEHHON MONIUIHHBI.

2. B ciayyae HEIOCTAaTOYHOCTH IIPEICTABICHHBIX MATEPHAIIOB B LIEJIAX IIPOBEICHUS DKCIEPTU3BI IS
OIpENEICHUsI BO3MOKHOCTM paccMaTpUBaTh JICKAPCTBEHHBIM Ipenapar s MEIULMHCKOTO
IPUMEHEHHUs B KauyecTBe Op(QaHHOIO JIEKAPCTBEHHOrO IIpernapara 3KCIEPTHOE YUpexKJICHHE
HampaBisieT B JIMYHBIA KaOWMHET 3asBUTENs B EAMHOM CHCTEME 3alpoc O MPEICTaBICHUH
HEOOXOIMMBIX  MaTepUaJIOB, IOJNMCAHHBIA  pPYKOBOAMUTENEM  (YHOJIHOMOYEHHBIM  JIMLIOM)
OKCHEPTHOTO YUPEKACHUS C HMCIOJIB30BAaHMEM YCHJICHHON KBAaJHU(HIMPOBAHHON 3JIEKTPOHHOU
HNOJANMCH. 3asiBUTENIb 00s3aH HAIPABUTH B JIMYHBIA KaOMHET 3KCIIEPTHOIO YUPEKACHUS B €AMHOM
CHCTEME TOAMMCAHHBINA YCUIIEHHON KBATU(UIIMPOBAHHON JIEKTPOHHON MOIIUCHIO OTBET HA 3a1poC
B CpPOK, HE MpPEBBIAOLIMN MEecTUAeCATd pabdouyux JAHEH CO JHA IOJYy4YeHHs] SKCIEpTHBIM
YUPEXKJIEHUEM IEKTPOHHOI'O YBEAOMIIEHUS O MMOIYYEHHUH 3asiBUTENEM 3anpoca. Cpok, yKa3aHHBIN B
4yacTH | HaAcTOALIEH CTaTbH, MPUOCTAHABIMBACTCA CO JHs HAIPABJICHMS 3asBUTENIO B €r0 JIMYHBIN
KaOMHET B €IMHON CHUCTEME 3arpoca SKCHEPTHOTO YUPESKACHHUS 10 IHS HAIPABICHUS 3asBUTEIIEM B
JUYHBIA KAOMHET SKCIIEPTHOTO YUPEXkKACHUS B €IUHON CHCTEME OTBETA Ha 3alpoC U HE yUUTHIBACTCS
IIPY MCUUCIIEHUU CPOKA IIPOBENCHMSI SKCIEPTU3BI JOKYMEHTOB, IIPEICTABICHHBIX IS ONIPEACIICHHUS
BO3MO)XKHOCTH pPaccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar Uil MEIULUHCKOIO IPUMEHEHHUS B
Ka4yecTBe Op(aHHOIO JIEKAPCTBEHHOT'O Mpernapara.

3. B cpok, He mpeBbIIAIOIUN MHATH PpabOyYMX JHEH CO JHS HalnpaBlIeHUS B JIMYHBIA KaOMHET
YIIOJIHOMOYEHHOTO  (heiepalbHOTO OpraHa MCIOJHWUTENIBHON BJIACTM B  €IUHOM cUCTEME
3aKJIIOYEHHUs, YKAa3aHHOTO B 4acTH |1 HacTosAlled cTaTbH, YIOJHOMOYEHHBIM (penepanbHblii oprax
UCIIOJIHUTEJIBHOW BIIACTU OCYILECTBIISET OLEHKY 3aKJIIOUCHMS Ul ONPENEICHUS €r0 COOTBETCTBUS
3aJ]JaHUI0 HAa TMPOBEJICHHME HKCHEPTH3bl U HAINpPABISAET B JMYHBIA KAaOMHET 3asBUTENS B €JUHOMN
CHCTEME TOANMMCAHHOE YCHIICHHOW KBATU(UIIMPOBAHHOW 3JIEKTPOHHON MOJIKCHIO YBEIOMIICHHE O
pe3yibTaTtax IMpPOBEAECHHOW AKCHEPTH3bl C NPUIOKEHUEM KOIHUHU SKCIEPTHOrO 3aKIIIOYeHus (c
COXpaHEHHEM KOH(QUICHIHATbHOCTH HWH(GOpPMAllMd O COCTaB€ KOMHUCCHUU OJKCHEPTOB) H
BO3MO>KHOCTH WJII HEBO3MO>KHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN IIpenapar A MEAUIIMHCKOTO
INPUMEHEHHUS B KauecTBe OppaHHOTO JIEKaPCTBEHHOT' O Ipernapara.

Crarps 21. - YTpaTtuia cuiy. (B pea. @enepajbHOro 3aK0Ha 0T _
30.01.2024 N 1-®3)

Crarps 22. - YTparuia cuiy. (B pea. @enepajbHOro 3aK0Ha 0T _
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Honosxcenuna cmamou 23 (¢ peo. @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3), kacarouwuecs
npedoCcmasnenus 20cyo0apcmeeHublX yciiy2 npu 00pauieHuu 1eKapCmeeHHblX cpeocme 0
MEOUUUHCKO20 NPUMEHEHUS ROCPEOCHEOM eOUHOIL 20CYOapCHEeHH O UHPOPMAUUOHHOT
cucmembul 6 chepe 30pasooxpanenusn u (uiu) hpeoepanvHoil 20cy0apcmeenHol UHPOPMAYUOHHOU
cucmemut ""Eounstit nopman 2ocyoapcmeenHblx u MyHUYUNRANbHBIX YCaye (Pynkuuir) ',
npumenarwomesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepenus 1eKapCcmeeHHbvlX npenapamaos
0J151 MEOUYUHCKO20 NPUMEHEHUs, NOOMmEepcoatouue haxKm 2ocyoapcmeeHHoll pecucmpayuu,
Ha Oymadcnom Hocumere u OyONUKamovl pe2ucmpayuoHHbIX YOOCHO6ePEeH UL 1eKAPCHEEHHbIX
npenapamog 0na meouyunckoz2o npumernenus c¢ 01.01.2025 ne evioaromcea. Cyovexmy
odpawenun 1eKapCcmeeHHbIX cpeocme 01 MeOUYUHCKO20 NPUMEHEHUA NPU €20 00paueHuU 8
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMENbHOIL 61ACHU 3 8bl0auell YKA3AHH020
0ybnuKama HanPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CpeoCcma,
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ROONUCAHHAA YCUNICHHOU K8ATNUDUUUPOBAHH O )J1IEKMPOHHOU NOONUCHIO YROTHOMOYEHHO20
JUUA YROTHOMOUEHH 020 (hedepanbho20 0p2ana UCnOJIHUMENbHOU é1acmu (nyHKkm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

Crartbs 23. JkcnepTH3a KauecTBa JEKAPCTBEHHOI0 CPEACTBA U
IKCIMEPTHU3A OTHOLICHUSA 0KMAAEeMOH MO0JIb3bl K BO3MOKHOMY PUCKY
NMPUMEHEHHUS JIEKAPCTBEHHOI0 Mpenapara JJis MeAUIUHCKOr 0
npuMeHenus (B pea. @enepaabHoro 3akona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. DkcrepTH3a KadyecTBa JIEKAPCTBEHHOTO CPEACTBA M AKCIEPTH3a OTHOIICHHS OXKUIAEMOM IOJIb3bI
K BO3MOXXHOMY PHUCKY IMPHUMEHEHUs JICKAPCTBEHHOTO IMpemnapara i MEAUIIMHCKOrO MPUMEHEHHUS,
COCTaBJIEHME KOMHUCCHSIMU JKCIEPTOB 3aKIIOYEHUN MO pe3yJbTaTaM MPOBEIACHHBIX JKCIEPTH3 U
HAlpaBJICHUE  OTHUX  3aKIIOYCHHH, MOJNUCAHHBIX  YCHWJICHHBIMH  KBaJTHU(UIIUPOBAHHBIMH
JJIEKTPOHHBIMU TOANUCAMHU, B JUYHBIA KaOWMHET YIOJHOMOYEHHOTO (QelepaibHOTO oOpraHa
WCIIOJTHUTEIIbHOW BJIACTH B €IMHON CHUCTEME OCYIIECTBISIOTCS B CPOK, HE MPEBBIIIAIONIUMN CTa
JEeCATH pabouyuX JHEH co JHS HAMpaBICHUS B JIMYHBIA KaOWHET SKCIEPTHOTO YUPEKACHUS B €IUHOM
CUCTEME COOTBETCTBYIOIIETO 3aJaHMsI YIIOJTHOMOYCHHOTO (heepaqbHOr0 OpraHa MCIOTHUTEIbLHOMN
BJIACTH U HEOOXOIUMBIX TOKYMEHTOB. (B pea. deaepanbroro 3akona ot 30.01.2024 N 1-D3)

2. B TedeHue neBIHOCTa JHEW CO JHS IOJYUYEHHUS YIOJHOMOYEHHBIM (elepaibHbIM OPraHOM
UCTIOJTHUTEIILHOW BJIACTH YBEIOMJICHUS B JICKTPOHHOM (OpPME O TIOJTYUYCHUU 3asIBUTEICM PEIICHUS
0 TMPOBEACHUU OKCHEPTH3, MPEAyCMOTPEHHBIX YacThl0 | HACTOSIIEH CTaTbu, 3asgBUTEINb
NPECTaBIISIET B DKCIEPTHOE YUPEXKICHUE JUIS MPOBEACHUS IKCIIEPTH3bI Ka4eCTBa JIEKAPCTBEHHOTO
CpencTBa 00pa3Ilbl JICKAPCTBEHHOTO TpermapaTa Il MEIUIMHCKOTO TPUMEHEHUS, TIPON3BEICHHOTO
B COOTBETCTBHM C TpeOOBAaHUSMHU OMBITHO-MPOMBINIIEHHOTO U (MJIH) MPOMBIILIEHHOTO
PErIIaMCHTOB, YTBEPIKACHHBIX PYKOBOJUTCIIEM MMPOU3BOAUTEIIA JICKAPCTBEHHBIX CPCACTB, 4 TAKIKC B
COOTBETCTBYIOIIUX  CiIydasx oOpas3ibsl  (apManeBTHYeCKoi  cyOCTaHIMH,  TecT-IITamma
MHKPOOPTaHHU3MOB, KYJbTYPhI KJICTOK, o6pa3u},1 BCIICCTB, MPUMCHACMBIX JIsI KOHTPOJIA Ka4eCTBa
JIEKapCTBEHHOTO CPEACTBAa MyTEM CPAaBHEHHUS C HUMH HCCIEIYyEeMOTO JIEKapCTBEHHOTO CpPEICTBa,
CHGHI/I(i)I/I‘IGCKI/Ie PCarcHThI, H€06XO)II/IMBI€ AJId TpOBCACHUA HCHBITAaHUU 06pa311013 JICKApPCTBCHHBIX
MpenapaToB, B KOJIMYECTBAX, HEOOXOIUMBIX ISl BOCIIPOU3BECHUS METOIOB KOHTPOJISI KauecTBa. (B
pen. denepanshoro 3akoHa ot 30.01.2024 N 1-D3)

3. Ilpu monyueHuu oOpa3OB JIEKAPCTBEHHOTO TMperapata W (papMaieBTHUYECKOW CyOCcTaHIIUU
DKCIIEPTHOE YUPEXKJEHUE HaMpaBisgeT B JHYHBIM KaOMHET 3asBUTENS B €IWHOM CHCTeMe
yBEJOMJIEHHE, TTOJITBEP KIAIOLIee MOTyYeHHE yKa3aHHbIX 00pa3loB. (B pen. denepanbHOro 3akoHa
o1 30.01.2024 N 1-®3)

4. Yxa3zaHHBI B 4YacTH 2 HAaCTOSILIEH CTaTbU CPOK I IpPEACTaBICHHUS 3asBUTEIEeM 00pa3loB
JIEKapCTBEHHOTO IpernapaTta U (papMaleBTHUYECKON CyOCTaHIIMKM He BKJIIOYAETCS B CPOK MPOBEICHUS
AKCIEPTU3, MPETyCMOTPEHHBIX 4YacThio 1 Hacrosimed cratbu. (B pen. PenepalibHOTO 3aKOHA OT
30.01.2024 N 1-93)

5. Hacte yTpatuia cuiy. (B pea. @enepanpaoro 3akona ot 30.01.2024 N 1-D3)

Honosxcenua cmamou 24 (¢ peo. Deoepanvrnozo 3axona om 30.01.2024 N 1-D3), kacarouwuecs
npeooCcmasnenus 20cyo0apcmeeHblX yciiy2 npu 00pauieHuu 1eKapCcmeeHHblX cpeocme 0
6eMmMepuUHapHO20 NPUMEHEHUA NOCPEOCMEOM (hedepanbHOoll 20Cy0apCmeeHHOll UHPOPMAYUOHHOIL
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cucmemst ""Eounvlit nopman 2ocyoapcmeennvix u MyHUyURAIbHulX yeaye (ynkyuir)',
npumensarwomcesn ¢ 01.01.2026. /[yonuxamel pecucmpayuoHHbIX YOOCHOGEPEHUIL 1eKAPCMEEHHbIX
npenapamos 01sa eemepunapro2o npumenenus c 01.01.2026 ne svioaromcea. Cyovekmy
o0pauieHun 1eKapcmeeHHbIX CPeOCme 014 6eMeEPUHAPHO20 NPUMEHEHUA NPU €20 00pauieHuU 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 61aCHU 34 8bl0AYUell YKA3AHHO020
0yOnuKama HAnPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOONUCAHHAA YCUTIEHHOU K8AUPUUUPOBAHHOIL I]IEKMPOHHOU HOORUCHIO YNOJIHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUmMENbHOU énacmu (nynkm 6 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-@3).

Crartbs 24. JkcnepTH3a KauecTBa JEKAPCTBEHHOI0 CPEACTBA U
IKCIMEPTHU3A OTHOLICHUA 0KMAAEMOH MO0JIb3bl K BO3MOKHOMY PUCKY
NMPUMEHEHHUS JIEKAPCTBEHHOI0 Mpenapara J1Jisi BeTepUHAPHOI0
NPUMEHEHUA

1. DkcrnepTU3a KavyecTBa JIEKAPCTBEHHOTO CPEACTBA M DKCIIEPTH3a OTHOIICHUS OKHIAEMOM MOJIB3bI
K BO3MOXXHOMY PHUCKY MPHUMEHEHHUS JIEKapCTBEHHOT'O IMperapaTa A BeTepUHAPHOTO MPUMEHEHHUS,
COCTaBJICHME KOMHUCCHUSIMU SKCIEPTOB 3aKIIOUEHUM MO pe3yJibTaTaM YKa3aHHBIX JKCIEPTHU3 H
HaIpaBlIEHUE TAKUX 3aKIIOYCHHI B AJIEKTPOHHON (opMe B YIIOTHOMOUYEHHBIN (henepaabHbId OpraH
WCTIOJTHUTEIIEHOM BJIACTH OCYIICCTBISIOTCS B CPOK, HE MIPEBBIIIAIOIINIA CTa JIeCATH PabodnX JHEH COo
JHSL TIOJTYYEeHHsI SKCIEPTHBIM YUPEXKIEHUEM B JJIEKTPOHHOU ¢dopMe 3aJaHUs YIOITHOMOUYEHHOTO
deneparbHOTO OpraHa UCIOJHUTEILHON BJIACTH C JOKYMEHTaMH, yKa3aHHBIMH B 4acT 3 cTaThu 17
Hacrosimero denepabHOro 3akoHa. (B pen. dexepanbHbix 3akoHOB OT 22.10.2014 N 313-P3, ot
13.07.2015 N 241-®3, ot 30.01.2024 N 1-®3)

2. B Tedenue TpuAmatd pabouyux AHEW €O JHS MOJYYEHHsS] YHOJTHOMOYEHHBIM (eaepaabHbIM
OpraHOM HMCHOJIHUTEIHHON BJIACTH YBEIOMJICHUS B AJICKTPOHHOU (pOopMe O MOITyueHUHU 3asiBUTEIEM
pelieHuss O IMPOBEACHUM YKAa3aHHbIX B 4YacTH | HACTOSIIEW CTaTbU OHKCIEPTU3 3asBUTEIb
MIPEACTABISIET B DKCIIEPTHOE YUPEXKICHHUE ISl TIPOBEACHUS IKCIIEPTU3BI KAYeCTBA JICKAPCTBEHHOTO
CpencTBa 00pa3Ilbl IEKAPCTBEHHOTO MpernapaTa Ui BETEpUHAPHOTO MPUMEHEHHUs, TPOU3BEICHHOTO
B COOTBETCTBUU C TPEOOBAHUSIMU TEXHOJOTUUECKUX PETIAMEHTOB, YTBEPKACHHBIX PYKOBOJIUTEIEM
MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJCTB, @ TAKXKE B COOTBETCTBYIOUIMX CIydasX TECT-IITaMMBbl
MHUKPOOPTaHU3MOB, KYJIbTYpbl KJIETOK, 0O0pa3ibl (QapMaieBTHYECKON CyOCTaHIMU, OOpa3ibl
BEILIECTB, MPUMEHSEMBbIE I KOHTPOJs KadecTBa JIEKAPCTBEHHOI'O CPEJICTBAa, B KOJIHUYECTBAX,
HEOOXOAMMBIX JIJIsi BOCIIPOU3BECHUSI METOJIOB KOHTPOJISl KauecTBa. (B pea. DenepabHbIX 3aKOHOB
ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Tlpu monydeHuun o0Opa3IOB JIEKAPCTBEHHOTO TMperapata W (papMameBTHYECKON CyOCTaHIINH
OKCIIEPTHOE YUPEKICHHE B J€Hb MONy4YeHHUs OOpa3IOB HAMpaBisieT B JJICKTPOHHOU (opme
3asgBUTENI0 YBEIOMJIEHHE, TOJITBEp)KIAloONlee IIOJyuyeHUEe YyKa3aHHBIX o00pasuoB. (B pen.
®denepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. Vka3zaHHBIH B 4YacTH 2 HACTOSINEH CTaThbU CPOK Ui TPEACTABICHUS 3asBUTENEM OOpPa3IoB
JIEKapCTBEHHOTO TIpernapara u (papMareBTHIECKON CyOCTaHIIMN HE BKIIFOYAETCSI B CPOK MPOBEACHUS
AKCIIEPTU3, MPEAYCMOTPEHHBIX 4YacThio | Hacrosimiedl cratbu. (B pen. deaepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

5. Hacte yrpatuia cuiy. (B pea. @enepanpaoro 3akona ot 30.01.2024 N 1-D3)
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Cratps 25. IloBTOPpHOE NIPpOBeIeHHE IKCIIEPTHU3HI JIEKAPCTBEHHbBIX
cpeacts (B pea. ®enepanbHoro 3akona ot 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. B ciydasx HeAOCTaTOYHOW 0OOCHOBAHHOCTHU WJIM HETIOJIHOTHI 3aKIF0YEHHS] KOMUCCHUU SKCIIEPTOB,
HAJINYMs B HEM NIPOTUBOPEUUBBIX JAHHBIX, (GaIbCU(UKALUK BbIBOIOB YKCIEPTU3bI JICKAPCTBEHHOTIO
CpeacTBa, COKpPBITUA OT YIIOJIHOMOYCHHOI'O (I)ellepaJIBHOFO opraHa HUCITOJTHUTEIRHON BJACTH
OCHOBaHMH JUIsI OTBOJA DJKCIepTa BCJIEACTBUE €ro 3aMHTEPECOBAHHOCTU B  pe3yjbTaTax
COOTBCTCTBYIOH_Ief/'I OKCIICPTU3BI, HAINYHUA JAHHBIX O IMIPAMOM JIM0O KOCBEHHOM BMEIIATEIBCTBE B
IPOLIECC COOTBETCTBYIOIIEH 3KCIEPTU3BI JIML, HE YYaCTBYIOIIMX B €€ IPOBEACHUHU, HO OKa3aBIIUX
BJIMAHUC HA NPOLECC U PC3YyJIbTAaTbl €€ IMPOBCACHUA, YIIOJIHOMOYCHHBIM q)ellepaHBHLIM OopraHomMm
UCITIOJIHUTEJILHOW BJIACTH HA3HAYaeTCs IOBTOPHAs SKCHEPTU3a JICKApCTBEHHOI'O CpelCTBA U (MIIM)
aTHueckas skcrepruza. (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-®@3 (pea. ot

13.07.2015))

Ionoscenusn wacmu 2 cmamou 25 (¢ ped. Medepanvhozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmaesienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHGOpMayUOHHOU cucmemsl 8 chepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHo
ungpopmayuonnoit cucmemol ""EOunsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaNicHOM HOcumee u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEHUTL
JIeKapCcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus c 01.01.2025 ne evroaromes.
Cyovexkmy oopawenus 1eKapCcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 8 ynoaHoMo4eHHbLIl (hedepanbHblil Op2an UCHOTHUMETbHOU 611aCMU 34 6bl0aYell
YKA3aHH020 0yOIUKama HAnpaeIsaemcs 6blNUCKA U3 20CY0apCmeEeHH020 peecmpa
JIeKapCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ATUPUUUPOBAHHOU IJIEKMPOHHOU
HOORUCHIO YROJTHOMOUEHHO20 TUUA YROJTHOMOUEHHO20 (hedepaibHo20 OP2ana UCHOTHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Ionoscenusn wacmu 2 cmamou 25 (¢ ped. Medepanvhozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeenbiX Yciy2 npu 00panieHuu 1eKapCcmeeHHbiX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCcneeHHON
ungopmayuonnou cucmemot ""Eounviit nopman 20cyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /Iyonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 01a eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 01 6eMePUHAPHO20 RPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJITHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOU
énacmu (nynkm 6 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

2. IloBTOpHAs 3KCIEpTH3a JIEKAPCTBEHHOTO CPEJCTBA MPOBOAUTCS C yYETOM pe3yJbTAaTOB paHee
IPOBEIEHHONW SKCHEPTU3bl B CPOK, YCTAHOBJIEHHBIH YIOJIHOMOYEHHBIM (heJiepaibHbIM OpraHOM
UCTIOJTHUTENIFHOW BJACTH W HE TIPEBBINIAIOIINN TpUANATH PabOYMX JHEH CO JHSA TOJTYYCHHUS
HKCHEPTHBIM YUPEXKJCHHEM B JIMYHOM KaOMHETE B €IMHOM cHCTeMe 3aJjaHHsd Ha NpOBEJCHHE
MIOBTOPHOM 9KCIEPTHU3BI JIEKapCTBEHHOTO CpencTBa, HOANMCAHHOTO YCHUIIEHHOM
KBAJTM(HUIUPOBAHHON 3JIEKTPOHHOHM moanuceio. (B pen. PenepanbHbIX 3akoHOB_oT 22.12.2014 N
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429-®3 (pex. ot 13.07.2015), or 30.01.2024 N 1-D3)

3. ®unaHcoBoe OOECIICUCHHE BBITIOJHCHUS 3aJaHHsi Ha IPOBEICHHE IOBTOPHON AKCIIEPTH3HI
JIEKApCTBEHHOI'O0 CPEJCTBAa HE ocyulecTBisieTcs. (B pen. DenepanbHoro 3akoHa or 22.12.2014 N
429-03 (pen. ot 13.07.2015))

Ha npasoomnowenus, 603nuxkarouiue npu 00pawieHuu 1eKapCmeeHHvlX cpeocme 0
MeOUUUHCKO20 npumenenus, e pacnpocmpausaomes ¢ 01.01.2026 nonoxrcenun cmamou 26 (¢
peo. Deoepanvrozo 3axona om 30.01.2024 N 1-D3) (nyuxm_7 cmamou 4 Dedepanvhozo 3aKona
om 30.01.2024 N 1-@3).

Crarbd 26. YCKOpeHHas MPOLEeYPa IKCHEPTHU3HI JIEKAPCTBEHHBIX
CpeacTB

1. VYckopeHHas mporenypa 3KCHEpTU3bl JIEKapCTBEHHBIX CPEICTB B LEISAX TOCYIapCTBEHHON
pEeTHCTpaIyy JICKAPCTBECHHBIX MPENapaToOB MPUMEHSIETCS B OTHOIICHUU Op(paHHBIX JIGKAPCTBEHHBIX
MpernapaToB, IMEPBBIX TPEX JIEKAPCTBEHHBIX IMIpPenapaToB, perucTpupyembix B Poccuiickoii
®denepani B Ka4eCTBE BOCIPOM3BEIACHHBIX JIEKAPCTBEHHBIX MPEMapaToB, OYEPETHOCTh KOTOPHIX
OTIpeIeNIsIeTCS. B COOTBETCTBHM C HOMEPOM U JAaTON BXOMSIIMX 3asABICHHUI O roCyJapCTBEHHOM
PErUCTpalNK JIECKAPCTBEHHBIX MPENnapaToB B paMKax OJHOIO MEXKIyHApOHOTO HEMAaTeHTOBAHHOTO
HAaUMEHOBAHMUS JIEKAPCTBEHHOTO MpenapaTa Wil rPynIupPOBOYHOIO HAUMEHOBAHUS JIEKAPCTBEHHOTO
npenapara, JeKapCTBEHHBIX MPEnapaToB JJisi BETEPUHAPHOTO MPUMEHEHUs, NMPeIHA3HAYECHHBIX JIJIs
JICYCHUS JIOMAITHUX JKUBOTHBIX, ompeeiaecHHbIX DenepaabHbIM 3aKoHOM 0T 27 nekabps 2018 rona
N 498-®3 "O6 0TBETCTBEHHOM OOpAIICHUH C )KUBOTHBIMU M O BHECEHUW M3MEHCHHH B OT/CIIbHBIC
3aKOHOJaTeIbHbIe akThl Poccuiickori denepanuu’, ©W 3apEeTrUCTPUPOBAHHBIX B  KadyeCTBE
JIEKAPCTBEHHBIX MPENApPaTOB I MEIUIMUHCKOTO MPUMEHEHHS, W JIEKAPCTBEHHBIX IPENapaToB,
MpeHa3HAYEHHBIX UCKITIOUYUTEIHHO ISl IPUMEHEHUS! HECOBEPIICHHOIETHUMH TpakIaHaMu. (B pell.
®denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 13.07.2015 N 241-®3, ot
28.04.2023 N 171-®3)

2. YckopeHHas TpOIeaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B IEJIAX TOCYIapCTBEHHOM
pEerucTpaluy JIEeKapCTBEHHBIX MpPErapaToB He MPUMEHseTcsl B oTHoIIeHuu: (B pea. denepanbHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) OwuoanamoroBbix (OMOMOMOOHBIX) JEKAPCTBEHHBIX IIpenaparoB (Owoananmoros); (B penl.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) pedepeHTHBIX JIEKApCTBEHHBIX MpernapaTroB (3a HCKIOYEHHEM OpQaHHBIX JEKAPCTBEHHBIX
npenaparoB); (B pea. DeaepanbHoro 3akona ot 22.12.2014 N 429-D3 (pea. ot 13.07.2015))

3) BOCHpPOM3BEACHHBIX JIEKAPCTBEHHBIX IMpemaparoB (3a HCKIOYEHHUEM MEPBBIX  TPeEX
peructpupyembix B Poccuiickoit ®enepanni B KayeCTBE BOCIPOW3BEIICHHBIX JIEKAPCTBEHHBIX
MIPENApaToOB U JEKAPCTBEHHBIX MpPENapaToB, MPEIHA3HAYCHHBIX UCKIKOYUTEIBHO JUISl IIPUMEHEHHUS
HECOBEPILICHHOJIETHUMH TpaXkJaHAMH, a TAK)K€ JICKAPCTBEHHBIX MpenapaToB, MPEIHA3HAYEHHbBIX JJIsI
JIeYeHUs TOMAIIHUX >KUBOTHBIX, ompeeneHHbIXx denepanbHbiM 3aKoHOM OT 27 nekadps 2018 rona
N 498-®3 "O0 0TBETCTBEHHOM OOpAICHUH C )KUBOTHBIMH M O BHECEHUU M3MEHEHHUH B OT/ICITbHBIC
3aKoHO/AaTeNnbHble akThl Poccuiickoit ®exepauuu”, W 3aperUCTPUPOBAHHBIX B KAYeCTBE
JIEKapCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO TpuMeHeHus); (B pen. deaepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 28.04.2023 N 171-D3)

4) HOBBIX KOMOMHAIMH 3aperuCTPUPOBAaHHBIX paHee JEKapCTBEHHBIX IMIpernapaToB; (B pex.


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l337
https://normativ.kontur.ru/document?moduleid=1&documentid=453044#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=453044#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=255544#l4
https://normativ.kontur.ru/document?moduleid=1&documentid=447769#l5
https://normativ.kontur.ru/document?moduleid=1&documentid=447769#l5
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=453044#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=453044#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l745
https://normativ.kontur.ru/document?moduleid=1&documentid=447769#l5

denepanbpHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

5) neKapCTBEHHBIX NPENapaToB, 3apEerHCTPHPOBAHHBIX paHEe, HO IPOU3BEICHHBIX B JPYTHX
JICKapCTBEHHBIX (DOPMax B COOTBETCTBHH C MEPEUYHEM HAMMEHOBAHUH JIGKAPCTBEHHBIX (OPM H B
HOBOM 103UpoOBKe; (B pea. PenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

6) JeKapCTBEHHBIX IPENapaToB Ui MEJULMHCKOTO MPUMEHEHHS, rOCYJapCTBEHHAs PErUCcTpanus
KOTOPBIX OTMEHEHa, IPU WX PErucTpalud B KadeCTBE JIEKAPCTBEHHBIX NPENapaTroB I
BETEPHHAPHOTO MpUMeHeHus. (B pen. DenepanbHoro 3akoHa ot 28.04.2023 N 171-03)

3. YckopeHHas TpoleAypa SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB IMPOBOJIUTCS IO PEIICHUIO
COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (hefepaibHOTO OpraHa HCIOJHHUTEIBHON BJIAacTH Ha
OCHOBaHUU 3asBJICHHS 3asBUTEISI B CPOK, HE MPEBBIMIAIONINN BOChMUAECATH pabounx muei. [Ipu
9TOM JKCHEpPTH3a JOKYMEHTOB, COJEP)KAIIUXCS B PErHCTPAlMOHHOM JIOChE€ Ha JIEKAPCTBEHHBIH
npernapar, MPOBOJUTCS B CPOK, HE MPEBBIMAIONINN AecaTH pabodmx JHEH, SKCIEepPTH3a KavyecTBa
JICKApPCTBECHHOTO CPEJICTBA M JKCIEPTU3a OTHOIICHUS OXKUIAEMOW TOJb3bl K BO3MOKHOMY PHUCKY
MPUMCHEHHUS JICKQPCTBEHHOTO IIperapaTa MPOBOASTCS B CPOK, HE TPEBBINIAOINIMNA IISCTUACCITH
pabouux mauel. (B pen. @enepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3.1. Yactp yrparuna cuiy. (B pea. @enepanbroro 3akona ot 30.01.2024 N 1-D3)

4. YckopeHHas TpoIeaypa SKCIEPTU3bl JIGKAPCTBEHHBIX CPEICTB MPOBOAMWTCS B TIOPSJKE,
ycTaHoBJIeHHOM cTaThsiMu 17, 19, 20, 23 u 24 nacrosimero denepaibHOro 3aKOHA, U HE O3HAYAET
CHI)KEHUsI TpeOOBaHMM K 0€30MacCHOCTH, KauecTBY U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX IIPENApPaTOB.
(B pea. ®enepanbroro 3akona ot 30.01.2024 N 1-D3)

Crarbs 27. PemmieHue 0 rocyJ1apCTBEHHON perucrpanuu
JIEKapCTBEHHOI'0 mpemnapara

1. B cpok, He TPEBBIIAIOIMNA JECATH pabOUYUX JHEW CO THSA MOJYYCHHS 3aKJIIOYCHUN KOMHCCHHU
DKCIEPTOB IO PE3yJIbTaTaM OHKCHEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEICTBA U OKCIIEPTU3BI
OTHOILICHUS 0’KMJIa€MOM IOJb3bl K BO3MOKHOMY PHUCKY IIPUMEHEHHUs JIEKAPCTBEHHOTO Iperapara,
COOTBETCTBYIOIIUN YIIOIHOMOYEHHBIH (enepalbHblii OpraH HCIONMHUTENBHOW BiacTu: (B pel.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

Honosxcenua nynkma 1 vacmu 1 cmamou 27 (8 ped. @edepanvhozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyo0apcmeeHHbIX Ycilye npu 0opauieHuu
N1eKapCMEEHHbIX CPeOCme 01 MeOUUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHoul UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (uau) gpedepanvroi
2ocyoapcmeennoul ungopmayuonnoil cucmemst ""Eounsiii nopman zocyoapcmeennwix u
Mynuyunanwvhvix ycaye (pynkuyuir)'', npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX NPenapamog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepicoarouiue haxm 20cyoapcmeenHnoil pecucmpayuu, Ha OYMadcHoOM Hocumeie u
0yonuKamol pezucmpayuoHHbIX YOOCHOo8ePEeHUIl 1eKapCcmeeHHbIX NPenapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopauwienusn
JIeKApCMEEHHBIX CPEOCHE 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00paujeHuu 6
YROJIHOMOYEHHbLI (hedepanbHblil OP2an UCHOTHUMENbHOU 61ACMU 34 6blOaYell YKAZAHHO20
dybnuKkama Hanpaenaemca 6bINUCKA U3 20CY0apCmeeHHo20 peecmpa 1eKapCcmeeHHbIX CPeocma,
HOONUCAHHAA YCUTIEHHOU K8ATUDUUUPOBAHHOIL )1eKMPOHHOU NOONUCHIO YROTHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbro2o opeana UCNONHUmMENbHOU enacmu (nynkm 5 cmamou 4
®Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).
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Honoswcenus nynkma 1 wacmu 1 cmamou 27 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-®3), kacarowuecsa npedocmasienusn 20Cy0apCmeeHHbIX yciay2 npu odopauwienuu
JIeKapCMEEHHbIX CPeOCme 01 6emMePUHAPHO20 NPUMEHEHUA NOCPEOCMEOM (edepaibHoll
2ocyoapcmeennoil ungpopmayuonnoit cucmemsl ""Eounulii nopman 2ocyoapcmeeHHuvIX u
MyHnuyunanovuvlx ycaye (pynxkuyuir)'', npumensaromesn c 01.01.2026. /[yonuxamot
PecucmpayuoHHbIX yOOCHMOGEPEHUTL 1eKAPCMEEHHBIX NPENaApamos 014 6emepuUHapHozo
npumenenus ¢ 01.01.2026 ne svioaromca. Cyovekmy o0pauieHus 1eKapcmeeHHbiX CPeocme 0ns
6€eMepUHAPHO20 RPUMEHEHUA NPU €20 00paU|eHU 8 YNOSIHOMOYEHHbLIL (hedepatbHblil Op2an
UCHOTTHUMEIbHOIL 61aCMU 3 6bl0aAYell YKA3AHHO020 0YOIUKaAmMa HANPAGAAemcs 6bINUCKA U3
20Cy0apcmeenHo20 peecmpa 1eKapCcmeeHHblX CpeoCcme, NHOORUCAHHAA YCUTIEHHOTL
KéanuguuyuposanHoil 31eKmpoHHoil ROORUCHIO YROTHOMOUYEHHO20 TUNA YHOTIHOMOUEHHO20

dedepanvrozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvHozo 3aKona om
30.01.2024 N 1-@3).

1) ocymiecTBiIsIET OLEHKY 3aKIIOYCHUH KOMHUCCHU SKCIEPTOB JUIS OIPEICIICHUS COOTBETCTBUS
3aJJlaHMIO Ha MPOBEICHHUE dTHUX dKcrepTus; (B pea. denepanbroro 3akona ot 30.01.2024 N 1-D3)

2) mpUHHMMAET pElIeHHUE O TOCYJapCTBEHHOW PETUCTpalliy JIEKApCTBEHHOrO IMpernapara wid 00
0TKa3€ B IOCYJIapCTBEHHOM PEruCcTpaluy JIEKAPCTBEHHOTO IIpernapara;

3) BHOCHUT NIpU MPUHATHH PELIEHUs] O FOCYAAPCTBEHHOW perucTpaliu JIEKapCTBEHHOrO Mpernapara
JAaHHbIE O 3apEerMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapaTe, B TOM 4Hcle O (hapMaleBTHUECKOM
cyOcTaHIIMM, BXOJMIIEH B COCTaB JIEKAPCTBEHHOI'O IIpernapaTa, B TOCYAApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB U BbIAET 3asBUTEIIO PErHMCTPALIMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO
npernapara ImyTeM HaIllpaBlIeHHs 3asSBUTEII0 MOCPEICTBOM €IMHOTO MMOPTAJIa WA B IMYHBIA KaOMHET
3asBUTEJI B €IMHOM CUCTEME BBIUMCKU M3 TOCYAAPCTBEHHOI'O PEECTpa JEKAPCTBEHHBIX CPE/ICTB,
MOAMUCAHHOW YCWJIGHHON KBaJU(UIUPOBAHHON AJIEKTPOHHOW TMOJNUCHI0, ¢dopMa KOTOPOM
YTBEP)KJAeTCs  YNMOJHOMOYEHHBIM  (eiepalibHbIM  OpPraHOM  HUCIIOJIHUTENBHOW  BJACTH,
COIIACOBaHHbIE HOPMATUBHYIO JOKYMEHTAIMI0O, HOPMATHUBHBIN JIOKyMEHT, HWHCTPYKLHUIO IIO
IIPUMEHEHHIO JIEKapCTBEHHOIO IIpernapaTa M MAakKeThl IEPBUYHOW YINAKOBKM W BTOPHUYHOU
(moTpeOuTeNnbCcKol) yHakOBKH C yKa3aHMEM Ha HUX HOMEpa PErucTpalioOHHOIO YJIOCTOBEPEHHUS
JIEKapCTBEHHOI'O INpernapara u JaThl €ro roCy1apCTBEHHOW PETMCTPAlly WU B CIy4ac MPUHITHS
pemieHus 00 OTKa3e B TOCYJapCTBEHHOM perucrpanuu JIEKapCTBEHHOTO Ipernapara HampaBisieT
3asBUTEINIO MOCPEACTBOM €IMHOI0 MOpTaja WM B JMYHBIA KaOUMHET 3asBUTENS B €IUHON CHCTEME
yBEAOMJIEHHE 00 3TOM C YKa3aHMEM NPUYUH TAaKOro OTKa3a. 3a BbIJAa4y PETrUCTPALlMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara B3uMaeTcs FoCyJapCTBEHHAs MOIIJIMHA B COOTBETCTBUU
¢ 3akoHoAarenscTBOM Poccuiickoit deneparuu o Haorax u cbopax. (B pea. deaepanbHOro 3aKkoHa
ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

2. OcHOBaHMEM Ul OTKa3a B TOCYJAapCTBEHHON PErMCTPallMM JIEKAPCTBEHHOIO Iperapara Uit
MEAMIMHCKOTO IPUMEHEHHS SABIIAETCA 3aKJIIOUEHHE COOTBETCTBYIOLIETO  YIIOJIHOMOUYEHHOTO
denepanbHOrOo OpraHa HCHOJHUTEIBHOM BIACTH O TOM, YTO KauyecTBO W (Wiu) 3((EeKTUBHOCTH
PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IpenapaTa JUisi MEAUIIMHCKOTO IPUMEHEHHUS HE MTOATBEP KIEHBI
MOJIYUYCHHBIMU OaHHBIMW HJIM YTO PHUCK MNPUYUHCHUA BpEAa 3I0POBBIO UYCIIOBEKA BCIICACTBUC
npremMa JISKapCTBEHHOTO MpenapaTa Ui MEAULUHCKOTO MPUMEHEHUS MpeBbIaeT 3((HeKTUBHOCTh
ero npumenenwus. (B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE mpeacTaBlieHHE B COOTBETCTBYIOUIMI YIIOJIHOMOYEHHBIH (enepanbHblii oprax
VCIIOJIHUTENIBHOM BJIACTH JIEKAPCTBEHHOI'O Iperapara, B OTHOLIEHWH KOTOPOIO IOJIy4eH OTKa3 B
FOCy,H&pCTBGHHOﬁ pPErucTpanvii 1 KOTOpBIﬁ BIIOCJICACTBUU IIOABEPICsA M3MCHCHHIO B 4YaCTU €ro
COCTaBa, paccMaTpUBAETCS KakK MPEACTABIEHUE HOBOIO JIEKapCTBEHHOIO IIpenapara Ha €ro
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TOCYJTApPCTBEHHYIO PETUCTPAIIUIO0 HE3aBUCUMO OT COXPaHEHHS €ro NMepBHYHOIO HaWMEHOBaHUS. (B
pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. Ilpu npenocTaBiIeHMM 3asBUTEIEM B COCTABE PETMCTPALMOHHOIO JIOChE Ha JIEKApCTBEHHBIN
mpenapar A BETePUHAPHOTO NMPHUMEHEHUS KOIMUU pPEelIeHUs YMOJIHOMOUYEHHOro ¢eaepanbHOro
OpraHa UCHOJHUTEIbHON BJIACTU O MPOBEIEHUU MHCIEKTUPOBAHUS IPOU3BOINUTENS JIEKAPCTBEHHBIX
CPEICTB CPOK MPUHATHS PEHICHHUS] O TOCYJIapCTBEHHOW PETUCTpPallMU JIEKApCTBEHHOIO Ipernapara
JUIsl BETEPUHAPHOT'O IPUMEHEHUS IPUOCTAHABIIMBAETCS CO THS NOJyUEHUS 3aKJIIOUEHUN, YKa3aHHbIX
B yacTd | Hacrosimed cTaTbH, O JHS MPUHATUS YIOJTHOMOYEHHBIM (eepaabHbIM OpraHOM
UCTIOJIHUTENILHOW BIIACTH PELICHUS O BhIJaue WK 00 OTKa3e B BbIJaue 3aKJIIOUYEHUS O COOTBETCTBUH
MIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMSIM MpPaBHJ HaJJiexalleld MPOU3BOJICTBEHHOM

MPAKTUKH, HO HE 00Jiee YeM Ha CTO BOCceMbJecaT pabounx nHei. (B pen. DenepaabHOro 3aKOHA OT
04.06.2018 N 140-®3)

5. OcHOBaHHMEM /Jii OTKa3a B TOCYJApCTBEHHOM PETrHCTpallid JIEKAPCTBEHHOIrO Mperapara is
BETEPUHAPHOTO TPUMEHEHUS SBIISETCS 3aKII0YEeHHE YIOJHOMOYEHHOro (eaepaabHOro OpraHa
WCIIOJIHUTEIIbHOW BJIACTU O TOM, YTO KayecTBO W (Wiau) 3(G(EKTUBHOCTH PETUCTPUPYEMOTO
JIEKApCTBEHHOI'0 Ipenapara sl BETEPUHAPHOTO MPUMEHEHHUS HE MOATBEPKICHBI IMOITYYEHHBIMHU
JAHHBIMU WJIA 4YTO PUCK TPUYUHEHHUS BpeAa 3J0pPOBBI0 KMBOTHOTO BCIEJCTBUE IIpHEMa
JIEKAapCTBEHHOI'0 TIpernapara i BETCPUHAPHOTO INMPUMEHEHHs IpeBbIIaeT 3(P(HEKTUBHOCTh €ro
MPUMEHEHHUS, OTKAa3 YIOJHOMOYEHHOTO (eIepalIbHOTO OpraHa MCIOJHUTEIHLHOW BJIIACTH B BBIJAYC
3aKJIFOYEHUST O COOTBETCTBUHU TIPOM3BOJMTENS JICKAPCTBEHHBIX CPEJACTB TPEOOBAHUSAM IPABUI
HaJJIeXKalel NPOU3BOJACTBEHHOW NPAKTUKU ISl KaXJOM MPOWM3BOACTBEHHOM  IUIOLIAJKHU
PErUCTPUPYEMOr0 JIEKapCTBEHHOIO Ipernapara s BETEPUHAPHOIO0 NPUMEHEHHUs B Cilyyae, eciu
MIPOU3BOJICTBO JICKAPCTBEHHOTO Ipemnapara i BETEPUHAPHOTO MPUMEHEHHsI OCYIIECTBIISETCS 3a
npenenamu Poccuiickoit @enepanuu, Ui OTCYTCTBUE TaKOro 3akitodeHus. (B pen. degepanbHOro
3akoHa oT 04.06.2018 N 140-D3)

Crarps 27.1. B3auM03aMeHs1€MOCTD JIEKAPCTBEHHbIX MPENapaToB sl
MEeJULMHCKOr0 NnpuMeHeHus (B pea. DeaepaibHOro 3aK0Ha OT_
27.12.2019 N 475-D3)

1. Bs3aumozaMeHseMOCTb JIEKaPCTBEHHBIX IpenapaToB Uil MEJUIMHCKOIO IPUMEHEHHUs
OTIpeNeNsIeTcss  YIMOJHOMOYEHHBIM  (eiepaJbHbIM  OpPraHOM  WCIOJHHUTENBHOM  BIIACTH,
OCYILECTBIIIIOLUIMM  TOCYIAPCTBEHHYIO  PETUCTpALMIO  JIEKApCTBEHHBIX  IpernapaTtoB Ul
MEIUIIUHCKOTO TPUMEHEHHs, B paMKaX OJHOTO0 MEXIyHApOAHOTO HEMAaTeHTOBAHHOTO (WIH
XMMHUYECKOTO, WM TIpPyNINHPOBOYHOI0) HAUMEHOBAHUS Ha OCHOBE 3aKJIIOYEHUS KOMHUCCHH
IKCIIEPTOB 3KCIEPTHOTO YUPEKAEHHS O B3aMMO3aMEHSEMOCTH JIEKapCTBEHHOTO IIperapara s
MEIUIUHCKOTO TPUMEHEHHUs: MO0 O TOM, YTO JIEKapCTBEHHBIM Mpemapar s METUIIMHCKOTO
NPUMEHEHHUST HE SBISICTCS B3aMMO3aMEHSEMBIM. [lOpsSIOK ompeneneHus B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MpenapaToB JUIsl MEAMLMHCKOTO MPUMEHEHUs M (opMa 3aKIIOYEHUS KOMHUCCHH
OKCIEPTOB IKCHEPTHOTO YUPEKIEHHS O B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX NpENnapaToB IS
MEIUIUHCKOTO TPUMEHEHHUs MO0 O TOM, YTO JIEKapCTBEHHBIH Mpemapar s METUIIMHCKOTO
NPUMEHEHHST HE SIBIISICTCS B3aMMO3aMEHSIEMBIM, YCTAHABJIMBAIOTCS (enepaabHbIM OpraHoM
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYLIECTBISIOMIMM (YHKUMH IO BbIpabOTKE U  peaau3aluu
TOCYJapCTBEHHOH  TMOJUTHKH ¥  HOPMATHBHO-TIPABOBOMY  peryJupoBaHWi0 B  cdepe
3/paBOOXPAaHEHMsI, IO COINIACOBaHMUIO C (eAepaTbHbIM OpPraHOM HCIOJIHUTENBHOM BIACTH,
OCYIIECTBIISTIONINM (YHKIIMH TI0 JIMIIEH3UPOBAHUIO MMPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB. (B pell.
denepanbroro 3akoHa ot 19.10.2023 N 503-D3)
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2. Komuccus 3KcrepToB SKCHEPTHOIO YUPEKICHUS [aeT 3aKII0UYEHHE O B3aMMO3aMEHSIEMOCTU
JIEKapCTBEHHOTO Mpernapara Ui MEIUIUHCKOTO NMPUMEHEHHUs JH00 O TOM, YTO JIEKapCTBEHHBIH
npenapar A8 MEAULIUHCKOrO IPUMEHEHMsI He SBISEeTCS B3aMMO3aMEHsSEMbIM, Ha OCHOBAaHWUHU
CIIEIYIOIINX KPUTEPUEB (XapaKTEPUCTHUK):

1) o»KkBHBaJieHTHOCTh (A7 OHMOAHAIOTOBHIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IIpErapaToB
(OmoaHaJIOTOB) -  COMOCTaBMMOCTB) KAaYeCTBEHHBIX M  KOJMYECTBEHHBIX  XapaKTEPUCTHK
dapManieBTUYeCKHX CyOCTaHIMA MM  COMOCTaBUMOCTh  AHTHIEHHOTO COCTaBa  BAKIIMH.
Vcronp30BaHue pa3iIuyuHBIX COJed, 3QHUPOB, KOMILUIEKCOB, H30MEPOB, KPHUCTALIHUECKUX (HopM u
JPYTUX MPOU3BOJHBIX OJHOTO M TOTO K€ JICHCTBYIOIIETO BEUIECTBA HE SBISECTCS MPETATCTBUEM IS
OIpENeNICHUs] B3aMMO3aMCHSEMOCTH JICKAPCTBCHHBIX MpPENapaToB, €CJIW TIPH IPOBEICHUU
UCCIICIOBAaHUS ~ OMODKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Ipermapara WM MCCIEeIOBaHUSA
TEpaneBTHYECKOW SKBUBaJICHTHOCTH JIECKAPCTBEHHOTO Iperapara J0Ka3aHO OTCYTCTBHE KIMHHYECKH
3HAYMMBIX Pa3Inyuil papMaKoKHHETUKU U (1K) 3 PEeKTUBHOCTH U GE30MAaCHOCTH JIEKAPCTBEHHOTO
npernapara Jyisi MEJUIUHCKOTO TPUMCEHEHHS,

2) SKBUBAJICHTHOCTH JIEKapCTBEHHON (opmbl. [log SKBHBaIEHTHBIMHU JIEKAPCTBEHHBIMU (OpMaMH
HNOHUMAIOTCS pa3Hble JIEKapCTBEHHbIE (POPMBI, UMEIOIINE OJMHAKOBbIE CIIOCO0 BBEAECHUS U CIOCOO
NpUMEHEeHHs, O00Janalomye COMOCTABUMBIMUA (PapMaKOKHHETHYECKUMH XapPaKTEPUCTHKAMUA U
dapMakoJOrH4eckuM JieiicTBUeM M o0ecledyuBalolue TakkKe JOCTHXKEHHE HEeoOXOIUMOro
KIMHUYECKOTO J(dekTa. Paznuums ekapcTBEHHBIX (GOPM HE SBISIFOTCA MPEMSATCTBHEM IS
OIpeNieIeHUs] B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENapaToB, €CIM IpH I[POBEICHUU
UCCIIEIOBaHMUsI ~ OMO3KBUBAJIEHTHOCTH  JIEKAPCTBEHHOI'O  Ipemapara WIM  HCCIIEJOBaHMS
TepaneBTUUECKONW SKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO IIpernapara J0Ka3aHo OTCYTCTBUE KIMHUYECKH
3HAYMMBIX pa3Inyuii papMaKoKHHETUKU U (Win) 3 PEeKTUBHOCTH 1 GE30MAaCHOCTH JIEKAPCTBEHHOTO
npenapara Jyist MeAMLIUHCKOTO IPUMEHEHHUS;

3) PKBUBAJIEHTHOCTh WJIM COIMOCTAaBUMOCTh COCTaBa BCIIOMOTAaTEJIbHBIX BELIECTB JIEKAPCTBEHHOT'O
npenapara Uil MEIWIIMHCKOTO TpUMEHEHHWs. Pa3nmuums cocTaBa BCIIOMOTATENbHBIX BEIIECTB
JIEKapCTBEHHOTO Ipernapara He SIBJISIOTCS MPENATCTBUEM IS ONpeAeeHUs B3aUMO3aMEHSEMOCTH
JEKapCTBEHHBIX TIpEnapaToB, €CIH TP TPOBEACHHHM HCCIENOBAaHUS OMOIKBUBAJIICHTHOCTH
JeKapCTBEHHOTO  Mpermapara  WIM  HUCCIEIOBaHMS  TEPaneBTHUECKOW  HKBUBAJIEHTHOCTH
JEKapCTBEHHOTO  TIperapara  JIOKa3aHO  OTCYTCTBHE  KJIMHUYECKA 3HAYMMBIX  pa3IHyui
bapmakokuHeTUKH M (Miau) 3(PPEeKTUBHOCTH M O€30MacCHOCTH JIEKapCTBEHHOIO Ipernapara i
MEIUIIUHCKOTO MpuMeHeHus. [Ipn Hanmnynu KIIMHUYECKH 3HAYMMBIX Pa3nauid (papMaKOKWHETHKH H
(umu) >QQexTUBHOCTM U 0€30MaCHOCTH JIEKapCTBEHHOTrO Mpemnapara s  METULMHCKOIo
NPUMEHEHHS B3aWMO3aMEHSEMOCTh ONPEACISeTCS ¢ YKa3aHWeM Ha MCKIIIOYCHHE OTACIBHBIX TPYII
NalMEeHTOB;

4) UAEHTUYHOCTD cIloco0a BBEACHUS U ClI0oco0a MPUMEHEHHUS;

5) COOTBETCTBHE MPOW3BOIUTEINS JEKAPCTBEHHOTO CpEACTBAa TPeOOBaHMSIM IpaBWI HajJiexalien
MIPOU3BOJICTBEHHOMN MPAKTUKH.

3. be3 HeoOXoAMMOCTH JOKa3aTelbCTBa OMOSKBUBAJIEHTHOCTH OCYILIECTBIISIETCS OMpEelIeHNe
B3aMIMO3aMEHSIEMOCTH BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MpEnapaTroB, KOTOphie: (B pen.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

1) mpenHa3HaueHbl ISl MApEHTEPATBLHOTO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO, BHYTPHUIIOJOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPHKOPOHAPHOTO) BBEICHUS H
NPEeCTaBIISIOT cO00# BoHbBIE pacTBOPHI; (B pea. Penepanproro 3akona ot 30.01.2024 N 1-D3)
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2) IPEeACTaBISIOT COOOM PacTBOPHI IJIs TIEpOpaAIbHOTO NTpuMeHeHus; (B pen. denepaibHOro 3aK0Ha
or 30.01.2024 N 1-®3)

3) mpousBeneHbl B (hOpME MOPOIIKOB WIH JIMOPIIU3ATOB ISl TIPUTOTOBJICHUS PACTBOPOB; (B pell.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

4) sBisitoTes razami; (B pea. @enepanbroro 3akona ot 30.01.2024 N 1-D3)

5) SABISIFOTCS YITHBIMU WJIM TJIQ3HBIMH JIEKAPCTBCHHBIMU TIperiapaTaMu, MPOU3BEICHHBIMU B opme
BOJIHBIX pacTBOpPOB; (B pexa. deaepansroro 3akoHa oT 30.01.2024 N 1-D3)

6) mpeaHa3HaueHBl JUIS MECTHOTO M (WJIM) Hapy>KHOTO NPUMEHEHHS MU TPUTOTOBJICHHI B (hopme
BOJIHBIX pacTBOpPOB; (B pexa. denepansroro 3akona oT 30.01.2024 N 1-D3)

7) mpeacTaBiIsSIOT co0O0M BOIHBIC PACTBOPHI ISl HCIIONB30BaHMS B (JOpPME MHTAISIIAN C TIOMOIIBIO
HeOyaif3epa Wik B KaueCTBE HA3AIBHBIX CIIPEEB, MPUMEHIEMBIX C TTOMOIIBIO CXOJHBIX (TIOXOXKUX,
AQHAJIOTMYHBIX) YCTPOMCTB (pubopoB, anmaparoB). (B pea. @enepansHoro 3akona ot 30.01.2024 N
1-®3)

4. OcoOCHHOCTH OIpeIeIICHUs B3aUMO3aMEHIEMOCTH OMOJIOTHYECKHX JICKAPCTBEHHBIX IIPEMapaToB,
KOMOMHHMPOBAHHBIX JICKAPCTBEHHBIX IpEnaparoB (ColepKammx KOMOWHAIMIO JBYX U 0Oojee
JNEHCTBYIOIIMX BEUIECTB), JIEKAPCTBEHHBIX IMpEMapaToB i [MAapEHTEPaIbHOrO0 TMHUTAHUS H
HEJO3UPOBAHHBIX JIEKAPCTBEHHBIX IMpENapaToB yCTaHABIMBAIOTCS (enepaibHBIM  OpraHOM
WCIIOTHUTENIbHOM  BIIACTH, OCYLISCTBIAIOIIMM (YHKIMU 1O BBIPAOOTKE U  peanusaluu
rOCyJapCTBEHHOM  TOJUTUKH W  HOPMATUBHO-TIPABOBOMY  pETyJHpOBaHHIO B  cdepe
3IpaBOOXpPAHEHHUs, II0 COIJIACOBAaHHUIO C (eaepaibHbBIM OPraHOM HCITOJIHUTEIIBHOW BJIACTH,
OCYIICCTBIISIOMIUM (PYHKIIHH IO JTUIICH3UPOBAHUIO TIPOM3BOICTBA JICKAPCTBEHHBIX CPEJCTB. (B peil.
denepanbHOro 3akona or 19.10.2023 N 503-D3)

5. OnpeneneHI/Ie B3aUMO3aMCHACMOCTU HE OCYHICCTBIACTCA B OTHOHMICHUH JICKAPCTBCHHBIX
PACTUTCIIBHBIX NPCapaToB, TOMCONATHYCCKUX JICKAPCTBCHHBIX ITPEIIapaToOB.

6. ®opMHpOBaHUE NEPEUHS B3aMMO3AMEHSEMBIX JIEKapCTBEHHBIX IPENapaToB Ul MEAUIIMHCKOTO
NPUMEHEHUS  OCYLIECTBIISIETCS  HOKCHEPTHBIM  YUPEXKJAECHHEM MOCPEACTBOM  OOBEAMHEHHUS
JIEKApCTBEHHBIX IIPENAPaTOB B OTACIBbHBIE TPYIIbI, B KaXIOW M3 KOTOPBIX JIEKAPCTBEHHBIE
Ipenaparsl ABISIOTCS B3aMMO3aMEHIEMBbIMH.

7. B ciydae BKIIOYEHHS B HHCTPYKLHIO [0 MEIULHUHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO
Ipernapata Ha OCHOBAaHUM pE3yJbTaTOB COOTBETCTBYIOIIUX HCCIIEIOBAaHWM IOKa3aHWW JIs
NPUMEHEHHUS, KOTOpblE€ OTJIMYAIOTCA OT IOKa3aHWM [ NPUMEHEHHUs JPYrHX JeKapCTBEHHBIX
IpernapaToB W3 TIPyNIbl  B3aWMO3aMEHSEMBIX JIEKAPCTBEHHBIX IPENaparoB, B IEpEUHE
B3alMO3aMEHSAEMbIX JIEKaPCTBEHHBIX IMpENapaToB s MEAMIIMHCKOIO MPUMEHEHHUs JOJDKHA OBITh
yKa3zaHa COOTBETCTBYIOIIasl HHPOPMALIUS.

8. IlepeueHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPENaparoB ISl MEIULUHCKOTO NMPUMEHEHUS
pasMmelniaercs  YINOJHOMOUYEHHBIM  (peiepalbHBIM  OpraHOM  HCHOJHHUTENbHON  BIacTw,
OCYUIECTBIISIIOIIMM  TOCYJAapCTBEHHYIO  PETHUCTPALlMI0  JIEKapCTBEHHBIX  MpPENnapaToB IS
MEIUIIUHCKOTO NMPUMEHEHHsI, Ha cBoeM o¢uimansHoM caiite B cetu "Huteprer". MHdopmarus B
NepeyHe B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX MpPENnaparoB Ui MEIUIUHCKOTO MPUMEHEHUS
OOHOBIISIETCS yKa3aHHBIM (hefiepaibHbIM OpPraHOM HCIIOJIHUTENBHOW BIACTH C Y4Y€TOM HOBBIX
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHS] U BHECEHHBIX
WU3MEHEHUH B JIOKYMEHTBI, COAEPIKAIMECS B PErMCTPALMOHHBIX JOChE HAa 3aperMCTPUPOBAHHBIC
JIEKapCTBEHHBIE Mpenapathl ISl MEIUIUHCKOTO IPUMEHEHUSI.
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9. IMopsI0K MCIONB30BaHUSI HHOOPMALIMK O B3aMMO3aMEHSIEMbIX JICKapCTBEHHBIX MpenapaTax s
MCIUIUHCKOI0 NPpUMCHCHUA U TOPAAOK Aadun p%BHCHeHHﬁ Imo BOIpOCaM B3aUMO3aMCHACMOCTHU
JIEKApCTBEHHBIX MPENapaTtoB Uil MEAUIMHCKOTO MPUMEHEHHs YCTaHABIMBAIOTCS (eaepalbHbIM
OpPraHOM HCIIOJHHUTEIBHON BIIACTH, OCYHIECTBISIIOIIMM (YHKIMUA IO BBIPAOOTKE W peaIu3aluu
rOCYyJIapCTBEHHONM  MOJWUTHKH M  HOPMATHBHO-IPABOBOMY  PEryJHPOBaHUIO B  cdepe
3IPaBOOXPAHCHUS, IO COTJACOBAaHHIO C (eIepaIbHBIM OPraHOM HCIOJHHUTEIBHON —BIIACTH,
OCYILIECTBIISIOMUM (DYHKIIMH 10 JIMICH3UPOBAHUIO POU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB. (B pell.
denepanbHoro 3akona or 19.10.2023 N 503-D3)

Crartba 28. PerucrpanimoHHoe ya0CTOBEpPeHHE JIEKAPCTBEHHOT 0
npemnapara

1. PerucrpaniuoHHOE YyIOCTOBEPEHHE JICKAPCTBEHHOI'O IperapaTa ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM H TO3MPOBOK BBIAAETCA OECCPOUHO, 32 MCKIIOUEHHEM PErHCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKAapCTBEHHOI'0 TMpernapara, BBIJAaBAEMOIO0 CO CPOKOM JIEWCTBHS TMSTh JIET, Ha BIIEPBbBIC
peructpupyembie B Poccuiickoit @enepaliyu JeKapCTBEHHBIE MPEnapaThl.

2. Tlo ucTeyeHMM YKa3aHHOTO B 4acTM | HacTosALIed CTaTbu CpOKa BbLAAETCS OeccpoyHOe
PETUCTPALIMOHHOE YJIOCTOBEPEHME JIEKAPCTBEHHOT'O Ipenapara Ipu YCIOBHM IOATBEP)KIEHUS €T
roCyJJapCTBEHHOMN pEruCTpanyu.

3. B ciayuae BHeceHus B cooTrBeTcTBHH cO ctathiMu 30 n 31 Hacrosmero denepaibHOTO 3aKOHA
W3MEHEHUH B COJIEPIKAIINECS B PETUCTPAIIMOHHOM JIOChE HA 3apEeTUCTPUPOBAHHBIN JICKAPCTBECHHBIM
mpenapar  JOKYMEHTBI, 3aTparuBalOlIMX  CBEJCHUS, OTPAXEHHBIE B  PETUCTPALMOHHOM
YAOCTOBEPEHUM  JICKAPCTBEHHOTO  IpermapaTa,  YINOJIHOMOYEHHBIH  (enepalibHblii  opran
WCIIOJTHUTEIIbHOW BJIACTU BBIJIA€T HOBOE PETHUCTPALIMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO
mpemnapara, COJepiKallee BHECEHHbIE B Hero u3MeHeHus. (B pen. DenepalbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pexa. ot 13.07.2015))

Yacmo 4 cmamovu 28 oeiicmgyem 00 01.01.2026 (nynkm 24 cmamovu 1 @edepanvnozo 3aKona om
30.01.2024 N 1-@3).

4. B cmyudae yTpaThl WIHM TOBPEXJIEHUS PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKApPCTBEHHOTO
npernapara 1o 3asBJICHHIO B NMHUCBMEHHOH (opme Jepxkarens WM Biafeblia perucTpalioOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOT'O Ipernapara WIM YIOJIHOMOYEHHOIO MMH JIPYyTOro IOpUANYECKOTO
JUIa O Bblgaye JyOJIMKaTa pEerucTPalMOHHOIO YAOCTOBEPEHHUsS JIEKapCTBEHHOIO Ipernapara
YIIOJITHOMOYEHHBIH (peiepaabHblil OpraH HUCIOJHHUTEILHON BIACTH B CPOK, HE MPEBBIIIAIONTUN
JecaTu pabouux JTHEW co JAHSA MOCTYIUICHUS 3asiBICHUS, BBIAAET AyOJMKAaT PErHCcTPalliOHHOTO
YAOCTOBEpEHUSI JIEKApCTBEHHOI'O0 Ipernapara. 3a Bblgady JOyOiuKaTta perucTpaliioOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO TIperapara B3uMaeTcs ToOCyJapCTBEHHAs MOIIJIMHA B COOTBETCTBUH
¢ 3akoHoAarenscTBOM Poccuiickoit @enepanuu o Hasorax u cobopax. (B pen. denepaibHOToO 3aKOHA
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Ha npasoomnowenusn, 603nuxaroujue npu 00pawieHuu 1eKapcmeeHHvlxX cpeocmae s
MeOUYUHCK020 npumenenus, ne pacnpocmpansaiomes ¢ 01.01.2026 nonoscenus cmamou 29 (6
peo. Deoepanvrozo 3akona om 30.01.2024 N 1-D3) (nyuxm 7 cmamou 4 Dedepanvhozo 3aKona
om 30.01.2024 N 1-@3).

Crartba 29. IloaTBepikaeHne rocy1apCTBEHHON perucTpanuu
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JIEKAPCTBEHHOT 0 npenapara (B pea. ®exepajbHOr0 3aK0HA OT_
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Ionoscenusn wacmu 1 cmamou 29 (¢ peo. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU 20CYOapCMmEeHHOU
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHoul
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennblx u MyHUWUNRATbHBIX YCTY2
(pynkyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnuie y0ocnmogepeHus 1eKapcmeeHHblx
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeep coaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumene u OyoauUKamol pecucmpayuoHHbIX YOOCMO8ePeHUl
JIeKapCmMeEEeHHbIX NPenapamaos 0 meouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexmy odpawienus 1eKapcmeeHHbIX Cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6blNUCKA U3 20cy0apCmeennozo peecmpa
J1eKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOI KEATUDUUUPOBAHH O INIeKMPOHHOI
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

Ionoscenusn wacmu 1 cmamou 29 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuUHapHO20 NPUMEHEHUSL NOCPEOCHEOM (hedepanbHoIl 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounstii nopmain 20cyoapcmeeHHbiX U MYHUWUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO6EPEHU
JIeKapCmeeHHbIX npenapamoes 0isa eemepunapro2o npumerenus ¢ 01.01.2026 ne eévioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX Cpeocme 071 6emepuUHapHo20 NPUMEHEHUs RPU €20
odpauieHuu 6 ynoa1HOMOUEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611aCMU 3a 6bl0ayell
YKa3anno20 0yonukama Hanpaeisiemcs 6bINUCKa U3 20cy0apCcmeenno2o peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHO
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

1. IToaTBep’AEHNUE TOCYAApPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOrO Mpernapara OCylIEeCTBIISIETCS
npu BbIJa4e OECCPOUHOTO PETUCTPALMOHHOTO YAOCTOBEPEHHS JIEKApPCTBEHHOTO Tperapara B
clly4yae, yKa3aHHOM B 4acTu 2 craThbu 28 Hactosmero ®enepaibHOro 3aKoHa, B CpPOK, HE
MPEBBIIAONINI COpoKa pabovymMx AHEW CO JHS HAMpaBlIEHUS MOCPEICTBOM €IUHOTO MOopTana B
YIIOJIHOMOYECHHBIA  (peiepaibHbIii  OpraH HCIHOJHUTEIBHONW BIACTH WM JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (he/iepaqbHOr0 OpraHa UCIOJHUTEIBHON BIACTH B €MHON CHCTEME 3asBIICHUS O
MOJATBEPXKJIEHUU TOCYJIapCTBEHHOM pPETUCTpalliy JIEKapCTBEHHOTO Tpernapara, MOJANHCAHHOTO
YCUJICHHOH KBaIM(UIIMPOBAHHOM 3JEKTPOHHOM moamuchio. He ocymiecTBisieTcss MOATBEpXkKICHUE
rOCy/IapCTBEHHOW perucTpanyl B OTHOLIEHUM JIEKAPCTBEHHOrO IMperapara Jjsi BETEPUHAPHOTO
NpUMEHEeHUs, He HaxouBIIerocs B oOpamenun B Poccuiickoit denepanun B TeueHHe Tpex U Oonee
JeT, a TaKXe B OTHOLICHHWM JIEKapCTBEHHOIO CPEACTBA, IIPOU3BEICHHOIO C HapyLIEHUEM
TpeOOBaHUs, YCTAaHOBJICHHOTO YacThio 3.7 crathk 71 Hacrosimero denepaibHOro 3akoHa. (B perl.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

Honoscenusn wacmu 2 cmamou 29 (¢ peo. Medepanvrhozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCcmeeHHblX ycuy2 npu 00pauieHuu 1eKapCmeeHHbIX
cpeocma 0711 MEOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayUOnHOU cucmemsl 8 chepe 30pasooxpanenusn u (uau) hedepanvHoil 20cyoapcmeenHol
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ungopmayuonnoii cucmemst ""Eounvtit nopman 2ocyoapcmeennvlx u MyHUYURAIbHbIX YCY2
(¢pynkyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeepicoaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoauUKamoyl pecucmpayuoHHbIX YOOCMO8epeHUll
JIeKapCmeEEeHHbIX NPEenapamos 0 mMeouyunckoz2o npumenenus c 01.01.2025 ne evioaromces.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauwienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6blNUCKa U3 20Cy0apCmeenno20 peecmpa
J1eKApCMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn wacmu 2 cmamou 29 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUS NOCPEOCHEOM (hedepanvbHOIl 20Cy0apCmeEeH ol
ungpopmayuonnoit cucmemol ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCI1Y2
(¢pynxuyuir)", npumenaromesn c 01.01.2026. /Iyoaruxamol pecucmpayuonHvlx yOOCHOGEPeHuil
JIeKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX CPeOCme 0l 6emMeEePUHAPHOZ0 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaHoOMO4YEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 8blOaYell
YKa3anno2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMEbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

2. 3asgBieHUE O MOATBEPKIECHUU TOCYIJApCTBEHHON pPETUCTpallid JIEKapCTBEHHOI'O Ipernapara
HAIIPABIIIETCS IMMOCPEJCTBOM EIMHOTO T[OpTaja B YIOJHOMOYCHHBIM (eepalibHbIil  OpraH
WCTIOTHUTENIHON BIACTH WM JIMYHBIA KaOWHET YIOJIHOMOYEHHOro ¢efepaibHOro OpraHa
HCIOJIHUTEILHON BJIACTH B CI[I/IHOI\/JI CUCTCMC HE PAaHCC YCM 3a CTO BOCCMBIACCAT I[Hefl 0 UCTCUCHUSA
CpOKa JEHCTBUS PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Mperapara W HE IO3THee
OKOHYaHHUs CpoKa ero jaercTsus. (B pea. Penepanpaoro 3akona ot 30.01.2024 N 1-P3)

2.1. Yactp yrpaTtuia cuiy. (B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. HOI[TBep)KI[eHI/IC FOCYHapCTBeHHOP’I peructpanuu JCKapCTBECHHOI'O IIPCIiapaTa OCYLICCTBIIACTCA
Mo pe3yjibTaTaM SKCICPTHU3bl OTHOIICHUA O)I(I/I)I&GMOﬁ IOJIB3bI K BO3MOKHOMY PHUCKY NPHUMCHCHUA
JICKApCTBCHHOTO IIpfliapaTa Ha OCHOBAHUH PE3YJIbTATOB MOHUTOPHUHIA B(I)q)CKTI/IBHOCTI/I 151
0e301macHOCTH JICKAPCTBCHHOT'O  IIpfrapara, I[MPOBOAMMOI0 ACPKATCICM MWW  BJIAACIbLCM
PEruCTpaiuOHHOTO YAOCTOBEPCHUA JICKAPCTBCHHOI'O IIpCIiapara 100 YIOOJIHOMOYCHHBIM HMH
IOPUINYCCKUM JIMIIOM, a TaKXC€ COOTBCTCTBYIOIIHNM YIIOJTHOMOYCHHBIM q)ellepaJ'IBHBIM opraHomM
HCIIOJIHUTENBLHON BJIACTH B COOTBETCTBHU C TpC6OBaHI/I$IMI/I cratbu 64 HaCTOAIICTO (I)C,Z[CpaJ'ILHOFO
3aKOHa.

4. K 3a9BI€HUIO O TOATBEPKICHNN FOCYJapCTBEHHON pErncTpanuy JEKapCTBEHHOTO ITpenapara Jiuis
MEAMIMHCKOrO0 NpuMeHeHus mnpuiaratorcs: (B pea. denepanpHoro 3akoHa or 04.06.2018 N
140-D3)

1) IOKyMeHTBI, coJepKalllue pe3yabTaTbl MOHUTOpPHHra 3((EeKTUBHOCTH U 0e30HmacHOCTH
JIEKapCTBEHHOI'0 Tpemnapara Uisi MEAMIIMHCKOTO MPHUMEHEHUs, MPOBEIEHHOrO JAep)KaTeileM WU
BJIAJIETIBLEM PETUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO Ipemnapara JUuisi MEAUIMHCKOIO
NPUMEHEHUS MO0 YHNOJHOMOYEHHBIM MM IOPUIUMYECKHM JHUIIOM, 1O (GopMe, YTBEpKIECHHOU
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YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCTIOIHUTENbHOU BiiacTH; (B pen. denepaabHOro 3aKoHa
ot 04.06.2018 N 140-®3)

IHlonosxcenua nynkma 2 wacmu 4 cmamou 29 (6 peo. @edepanvnozo 3axkona om 30.01.2024 N
1-®3), kacarowuecs npedocmasieHus 20CyoapCmeeHHbIX YCiayz npu oopauieHuu
J1eKapcmeeHHbIX CPeOChE 011 MeOUUUHCKO20 NPUMEHEHUS NOCPeOCmEOM eOUHOI
20Cy0apcmeeHHOol UHPOPpMaAyUOHHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uau) geoepanvHoii
2ocyoapcmeennou unghpopmayuonnoit cucmemsl ""Eounutii nopman 2ocyoapcmeeHHbvIX u
Mynuyunanovuvlx yciaye (pynxkuyuir) ', npumensarwomesn c 01.01.2025. Pecucmpayuonnsvie
yoocmogepenus 1eKapcmeeHHbIX nPenapamaog 01 MeOUYUHCKO20 NPUMEHEHUS,
noomeepoicoarouiue haKkm 2ocyoapcmeeHHoll pecucmpayuu, Ha OYyMaA3cHOM Hocumene u
0youKamol pe2ucmpayuoHHbIX YOOCMO6EPEHUIL 1eKaAPCMEEHHBIX NPENnapamos 0
meounuunckozo npumenenusn ¢ 01.01.2025 ne evioaromca. Cyovekmy oopaujenus
JIEKAPCMEEHHBIX CPEOCE 01 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00PAueHUU 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 61ACHU 34 6blOAYell YKA3AHHO20
0ybnuKama HanPaeIAemca 6bINUCKA U3 20CY0apCMEEeHHO20 peecmpa 1eKapCcmeeHHbIX CPeocma,
HOORUCAHHAA YCUTICHHOU K8ATUDUUUPOBAHHOUL IIEKMPOHHOU ROORUCHIO YROJTHOMOYEHHOZ20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

Hlonosxcenua nynkma 2 wacmu 4 cmamou 29 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cy0apcmeeHHbIX yciy2 npu 00pauieHuu
JIeKApCMEEHHBIX CPEOCE 01l 6eMEPUHAPHO20 NPUMEHEHUA NOCPEOCMEOM (hedepanbHoil
2ocyoapcmeenHoi unghpopmayuonnoi cucmemsl ""Eounulii nopman 20cyoapcmeeHHvix u
MyHuyunanvhvlx yciaye (ynkuuii)'’, npumenatomes c 01.01.2026. /Jyoauxamot
PecucmpayuoHHBIX YOOCHMOBEPEHUIL 1eKAPCMEEHHBIX NPEnapamos 071 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromces. Cyovekmy odpawieHus 1eKapcmeeHHblX cPeocme 01
6eMepUHAPHO20 NPUMEHEHUS NPU €20 00PaAUieHUU 8 YNOJIHOMOYEHHbLIL (hedepanbHblil Opean
UCNOTTHUMEIbHOIL 61aCMU 34 6bl0aUell YKA3AHH020 0YOIUKAmMa HAnPAeIAemcs 6bINUCKA U3
20Cy0apcmeennozo peecmpa 1eKapcmeeHHblX cpeodcme, ROORUCARNHAA YCUIEHH O
Keanuguuyuposannoil 31eKmporHHoil ROORUCHIO YROJTHOMOUYEHHO20 JIUUA YHOTIHOMOUEHHO20
dedepanvrozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKona om
30.01.2024 N 1-@3).

2) cBeleHUsl O JaTe MPEIOCTaBICHUS M PETUCTPAIMOHHOM HOMEpPE JIMIICH3WHU Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJCTB, MM CBEIAECHUs O JaTe MPEJOCTABICHUS U PETUCTPAlMOHHOM HOMEpPE
3aKJTIOUYEHUS] O COOTBETCTBUU TPOU3BOAMUTEINSI JICKAPCTBEHHBIX CPEACTB TPEeOOBAHUSIM TPABHII
HaJJeXameld TPOU3BOACTBEHHONW  NPAKTHKH, WM  KOMHUS  cepTUdHUKaTa  COOTBETCTBUSA
MIPOU3BOJUTEINS JICKAPCTBEHHBIX CPEJCTB JIJISi MEIUIIMHCKOTO NMPUMEHEHUs] TPeOOBaHUSIM IMPABUI
HaJUJIeXalen  MNPOU3BOACTBEHHOM  MPAKTUKM  EBpasuiickoro - 3KOHOMHMYECKOIO CO1034a,
MPEIOCTABICHHBIX  YIIOJHOMOYEHHBIM (peiepadbHbIM OpPraHOM HCIOJHUTEIBLHOM BJIACTH B
OTHOUIEHWH ITPOU3BOJACTBEHHOW IUIOIIAJAKUA JIEKAPCTBEHHOIO IIpernapara Uil MEIULHUHCKOIrO
MPUMEHEHUS, TOCYJAPCTBEHHAs PETUCTpPAlMsl KOTOPOro TMOATBEPKAAETCA B CIydae, €ClH
MIPOU3BOJACTBO JIEKAPCTBEHHOI'O IIperapara i MEAULUHUHCKOrO NPUMEHEHHUS OCYLIECTBIIIETCA B
Poccuiickoit @enepanuy; (B pea. Penepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, oT 27.12.2019 N
478-d3, ot 30.01.2024 N 1-P3)

Honosxcenua nynkma 3 wacmu 4 cmamou 29 (6 ped. @edepanvhozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyo0apcmeeHHbIX Ycilye npu 00pauieHuu
JIeKapCMEEHHbIX CPeOCcme 01 MeOUUUHCKO20 NPUMEHEHUSA ROCPEOCMEOM eOUHOU
20Cy0apcmeenHol UHPOPMaAyUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghedepanvhoii
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2ocyoapcmeeHHou ungopmayuonnoii cucmemst "'Eounviit nopman zocyoapcmeennvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenatomes c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX NPEenapamog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepacoaoujue haxm 20cyoapcmeeH ol pecucmpayu, Ha OYMasxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCHOo8ePEeHUIl 1eKapCmEeHHbIX NPEenapamos 0
Mmeouyunckoz2o npumenenus ¢ 01.01.2025 ne evioaromca. Cyovekmy oopauienus
JIeKapCMEEHHBIX CPEOCH8 011 MEOUUUHCKO20 NPUMEHEHUS RPU €20 00paueHuu 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2aH UCNOTHUMEbHOU 611aCMU 34 6bl0aUell YKA3AHHO020
dybnuKama Hanpaenaemcs 6bINUCKA U3 20Cy0apCmeeHHo20 peecmpa 1eKapcmeeHHblX CPeocme,
NOONUCAHHAA YCUICHHOU KEAIUDUUUPOBAHHOUL I1EKMPOHHOU ROORUCHIO YNOTHOMOUYEHHO20
JUUA YROJTHOMOYEHHO020 (hedepanbHo20 0P2aHa UCROJTHUMENbHOU é1acmu (nyHKkm 5 cmamou 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

Hlonosxcenuna nynkma 3 wacmu 4 cmamou 29 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyo0apcmeeHHbIX Yciy2 npu 0opawieHuu
JIEKAPCMEEHHBIX CPEOCHE 01l 6eMEPUHAPHO20 NPUMEHEHUA NOCPEOCMmEOM (hedepanbHoil
2ocyoapcmeenHou ungpopmayuonnoi cucmemsl ""Eounulii nopman 20cyoapcmeeHHviX u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenatomes c 01.01.2026. /Jyoauxamot
PpecucmpayuoHHBIX YOOCHOBEPEH UL 1eKAPCMEEHHBIX NPEnapamos 011 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromca. Cyovekmy odpauienus 1eKapcmeeHHblx cpeocme 01
6eMepUHAPHO20 RPUMEHEHUA NPU €20 00pauieHUU 8 YHOJTHOMOYEeHHbLIL (hedepanbHblil op2an
UCNOTTHUMEIbHOIL 61ACMU 34 6bl0aUell YKA3AHHO020 0Y0IUKAmMa HAnPAaeIaemcs 6bINUCKA U3
20Cy0apcmeenHoz0 peecmpa 1eKapcmeeHHblX CPeoCma, HOORUCAHHAA YCUTEHH O
Keanuguuyuposannoil 31eKmporHOoll ROORUCHIO YNOJTHOMOUYEHHO20 JIUUA YHOTIHOMOUEHHO20

deodepanvnozo opzana ucnoinumenvhnoi earacmu (nynkm 6 cmamou 4 DedepanvHo2o 3aKoHa om
30.01.2024 N 1-@3).

3) Komusi MPEIOCTAaBIEHHOW YMOTHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAMTENS JIMIIEH3UH Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O Tpemapara Jid MEAUIIMHCKOTO MPUMEHEHUsS U €€ TepeBoj Ha
PYCCKUI SI3bIK, 3aBEpPEHHBbIE B YCTAHOBJICHHOM TMOpPSAJOKE, a TAaKXKE€ KOMMS 3aKIIOYEHUS O
COOTBETCTBUH TMPOU3ZBOAUTECIIA JICKAPCTBCHHBIX CPCIACTB TpC60BaHI/I$[M ImpaBuJI Hazmencameﬁ
MPOU3BOJCTBEHHOW TMPAaKTUKW, WJIA KOMUS cepTU(dUKaTa COOTBETCTBUS IMPOU3BOIUTENS
JICKAPCTBCHHLIX CPCACTB A MCIUIMWHCKOIO HNPUMCHCHHA Tp€6OBaHI/I$IM IIpaBHJI Hazmen(ameﬁ
MPOU3BOJACTBEHHON  MpPakTUKU  EBpa3wiickoro  3KOHOMHYECKOTO  COK03a,  BBLIAHHBIX
YHOJIHOMOYCHHBIM (bez[epam,HHM OopraHomM HUCIIOJIHUTEILHON BJIaCTU B OTHOUIICHNU
MPOU3BOJCTBEHHON IUIOIIAJKHU JIEKAPCTBEHHOTO IMpenapara Juisi MEIUUUHCKOTO NPUMEHEHUSs,
rOCyJapCTBEHHAss  PETUCTpallds  KOTOPOTO  TOATBEPKIAETCA,  WIM  KOMHS  pEelIeHUs
YIOOTHOMOYEHHOTO  (efepadbHOrO0  OpraHa  WCHOJHUTENBHOM  BIacTH O  TPOBEICHHUH
q)apMaHGBTH‘{eCKOfI HHCIICKOWN IMPOM3BOACTBA JICKAPCTBCHHBLIX CpPCACTB I MCIUIHUHCKOI'O
MPUMEHEHHUS Ha COOTBETCTBUE TPEOOBAHUSM IMPABWI HAJJICKAIICH MPOU3BOJCTBEHHON MPaKTUKH
EBpasuiickoro 3K0HOMH4ECKOIro COl03a B Cllydae, €ClId NMPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara
JUIS. MEAUITMHCKOTO MPUMEHEHHUsI ocyliecTBisieTcs 3a npeaenamu Poccuiickoit denepanuu. (B pen.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

4.1. B oTHOLIEHNH OMOJIOTHYECKUX JICKAPCTBCHHBIX MperapaToB I MCAUIIUHCKOI'O IMPUMCECHCHUA
3asiBUTEIIb JOTIOJIHUTEIBHO IPEJICTABISIET PE3YJIbTaThl MEPONPUATUM, MPEAYCMOTPEHHBIX IUIAHOM
yIIpaBIE€HUA pUCcKamu, YTBEPKIECHHBIM YIIOJITHOMOYEHHBIM (benepanbHbIM OpraHoM
VCIIOJIHUTENIBHOM BJIACTU IPH OCYIIECTBICHUM TOCYAAPCTBEHHOW PpErucTpanuu JIEKapCTBEHHOTO
npenapara A MeTUUUHCKOro mnpumeHeHus. (B pea. denepanpHoro 3akona or 04.06.2018 N
140-93)
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4.2. K 3asBlI€eHHIO O TOATBEPKIECHUHM TOCYJIApPCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOrO Mpenapara
JUIsL BETEPUHApPHOIO IPUMEHEHHs IpWIAraroTcsl JOKYMEHTBI, COJEp’KaIllMe  pe3yibTaThl
MOHUTOPHHTra 3PQPEKTUBHOCTH U O€30MACHOCTH JIEKAPCTBEHHOr'O IpernapaTa s BETEepUHAPHOIO
IPUMEHEHHUS, MPOBOAUMOIO JEpXKATEIEM WIM BIAJENIbLEM PETUCTPALIMOHHOIO YJOCTOBEPEHHUS
JEKapCTBEHHOTO IpenapaTa Julsi BETEPUHAPHOIO IPUMEHEHHs JHMOO YIOJIHOMOYEHHBIM WM
IOPUJIMYECKUM JIMIIOM, 10 (opMe, YTBEPKACHHOW YHOIHOMOYEHHBIM (peepaibHbIM OpPraHOM
UCIIOJIHUTENILHON BJIACTH, M IOKYMEHTHI, YKa3aHHbIE B IyHKTax 1, 2 - 2.2, noanyHkrax "a", "6", "k",
"n" mnynkra 4 wactu 3 crarbu 17 Hacrosmero ®enepanbHOro 3akoHa. B oTHomeHun
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaTroB /s BETEPUHAPHOIO IPUMEHEHHsI He
IIPEJICTaBIISIOTCS. CBEJICHUS, YKa3aHHbIE B HOANYHKTE "K" nmyHKTa 4 yacTu 3 cTaThu 17 HacTosmiero
@denepanbHOr0 3akoHAa. B OTHOIIEHWMM JIeKapCTBEHHBIX MPENapaToB Uil BETEPUHAPHOIO
NPUMEHEHHS, TIOJTYYEHHBIX ¢ MPUMEHEHHEM T'€HHO-WH)XEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHM3MOB
WINA COJAEPKAIUX TaKUE OPTraHU3MBbI, TOMOJIHUTEIBHO IPEJICTABIAIOTCS CBEJCHUS, YKa3aHHbIC B
nyHkte 13 gactu 3 crateu 17 Hacrosimero ®dexepanbHOro 3akoHa. (B pen. denepanbHbIX 3aKOHOB
ot 04.06.2018 N 140-®3, ot 02.08.2019 N 297-D3)

Honoxncenusn wacmu 4.3 cmamou 29 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM eOUHOIL 20CYO0APCMEEHHOIL
UHpopmayuonnoil cucmemsl 6 cgpepe 30pasooxpanenusn u (uiu) ghedepanvroii 20CyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynxyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepeHus 1eKapCcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, noOmeepicoalouiue axkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMascHOM HOcumee u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8epeH Ul
JIeKapCMmeEeHHbIX NPenapamoe 0 Meouyunckoz2o npumenenus ¢ 01.01.2025 ne evtoaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX Cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
o0pauieHuu 6 ynoiHOMO4YEHHBLI (hedepanbHblil OP2an UCNOTHUMENbHOU 61ACMU 34 6bloayuell
YKa3anno2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNHOTTHOMOUECHHO20 (PedepanbH0o20 OP2ana UCHOIHUMENbH O
enacmu (nynkm 5 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

IHonoscenusn wacmu 4.3 cmamou 29 (¢ ped. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeen bIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCcneeHHONl
ungopmayuonnou cucmemut ""Eounstii nopman 20cyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX yOOCMO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 01a eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawienusn 1eKapcmeeHHbIX cpeocme 01 6eMeEPUHAPHO20 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJTHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEATUPUUUPOBAHHOU INEKMPOHHOI
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbrozo 0p2ana UCHOTHUMENbHO
énacmu (nynkm 6 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

4.3. 3asgBuTenp BIpaBe MPEACTaBUTH C 3asABICHUEM O MOATBEP)KJIEHUU TOCYAapCTBEHHOU
pPErucTpaluy JIEKapCTBEHHOTO IpernapaTa PEeKBU3UTHI JOKyMEHTa, IOJTBEP)KIAONIEro yIUIaTy
rOCy/IapCTBEHHOW MOLUIMHBI 332 MOATBEPKIEHUE I'OCYIapCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
mpenapaTta, a TakKe BbllaBaeMble (IIPEIOCTABIISIEMbIE) YIOIHOMOYEHHBIMH (heepaabHbIMU
OpraHaMH HMCIIOJHHUTEIbHON BJIACTH JIOKYMEHTHI (CBEICHHUA), YKa3aHHbIE B MYHKTax 2 U 3 yacTH 4
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HacTosIIeH crarhu. B cilydae WX HENMpeACTaBICHHUS YIOJIHOMOYEHHBIN QeaepanbHblii opraH
UCIIOJHUTENIBHOM BJIACTU  3alpallluBacT yKa3aHHbIE JOKYMEHThl (CBEACHMsI) B IOpPSJIKE

MEXBEJJOMCTBEHHOTO HMH(OPMAIIMOHHOIO B3auMozelcTBus. (B pea. DenepanbHbIX 3aKOHOB OT
27.12.2019 N 478-®3, ot 30.01.2024 N 1-®3)

IHonoscenusn wacmu 5 cmamou 29 (¢ ped. Medepanvhozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMayUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHoll
ungopmayuonnoit cucmemwr ""Eounsiit nopman 20cyoapcmeeHnvix u MyHUYUNATbHBIX YCI1Y2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsvie y0ocmosepenus a1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepIHcoarouue Paxm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOaUKaAmMosl pe2ucmpayuoHHbIX YOOCHO8EPEH UL
JIeKAPCMEEHHBIX NPENnApamoe 01 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvioaromcs.
Cyovexkmy odpaweHus 1eKapCcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaHoOMO4YEeHHbLIL (hedepanbHblil OpP2an UCNOTHUMENbHOU 61ACMU 34 8bl0ayell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUTIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Honoxcenusn wacmu 5 cmamou 29 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuUHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepatvbHOIl 20Cy0apCmeeH ol
ungopmayuonnoit cucmemul ""Eounsiit nopman 2ocyoapcmeeHnvix u MyHUYUNATbHBIX YCY2
(¢pynxuyuir)", npumenaromces c 01.01.2026. /lyonuxamol pecucmpayuoHHbIX yOOCHOGEPEHU
JIeKapcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawienus 1eKapCcmeeHHbIX CPeoCcCme 01 6emePpUHaApHo20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMmU 34 6bl0aUell
YKA3aHH020 0yOIUKAmMa HANPAaeIAemcs 6bINUCKA U3 20CY0APCMEEHHO20 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJTHOMOUEHHO20 TUUA YROJTIHOMOUEHHO020 (edepanibHozo 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

5. B Tteuenme naTH pabouyux JHEH CO JHS HANpaBJIEHUS IOCPEIACTBOM €IMHOIO IOopTana B
YIOJTHOMOYEHHBIN  (eiepallbHblil  OpraH HMCHOJHUTENbHOW BIACTH WU JIMYHBIA KaOWUHET
YIOJHOMOYEHHOTO (he/IepaJbHOro OpraHa UCIOJIHUTEIbHON BIACTH B €MHON CUCTEME 3asBJICHUS O
MOJATBEPXKJICHUU TOCYAapCTBEHHOW pErucTpaliy JIEKapCTBEHHOTO TIpernapara M JOKYMEHTOB,
COJIEpXAIINX pe3yabTaThl MOHUTOpPUHTa H((PEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO
npenapara, MpPOBOJUMOIO JepXaTejleM WM BIaJeiblieM PErucTPallMOHHOTO YJOCTOBEPEHHUS
JIEKapCTBEHHOTI'O MpernapaTa MO0 yIOJTHOMOYEHHBIM UMH IOPUANYECKUM JIHIIOM, YIIOTHOMOYEHHBIH
denepanbHBI OpraH UCHOTHUTENbHOUW BiacTu: (B pea. denepampHoro 3akonHa or 30.01.2024 N
1-33)

1) mpoBOAUT MPOBEPKY MOJHOTHI CBEACHUMN, COAEPKALIUXCS B MPEACTABICHHBIX 3asBUTEIEM
JIOKYMEHTAaX;

2) TpUHUMAET pelieHHue O MPOBEICHHHM WU 00 OTKa3e B MPOBEIACHUU DKCIEPTH3BI OTHOIICHHS
0’KHM/1Ia€MOH TOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHHS JIEKAPCTBEHHOIO MpernapaTta Ha OCHOBAHUH
pe3yabTaTOB MOHHTOpPUHTA dS(PGEeKTHBHOCTH U O€30MAaCHOCTH JICKAPCTBEHHOTO IIpemapara,
MPOBOJIUMOIO JIEPKATEIIEM WM BIIAJIEIbLEM PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO
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npemnapara Jub0 YMOJIHOMOYEHHBIM MMM IOPUIMYECKUM JIHMIIOM, a TakkKe (enepalbHbIM OpraHoOM
WCIIOJIHUTEJIbHON BJIACTH B COOTBETCTBHH C TpeOoBaHMsIMU cTaTbu 64 HacTosiero denepanbHOTO
3aKOHa;

Honoswcenusa nynkma 3 uacmu 5 cmamou 29 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-®3), kacarowuecsa npedocmagsienusn 20Cyo0apCmeeHHbIX yCiay2 npu odopawenuu
J1eKapCMeEEeHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHO
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) gpedepanvhoii
2ocyoapcmeeHHou ungopmayuonnoi cucmemst ""Eounviit nopman zocyoapcmeennvix u
MyHuyunanwvhvlx ycaye (pynkuuir)'', npumensaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogeepenus 1eKapcmeeHHbIX NPEenapamaog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepacoaroujue axm 20cyoapcmeeH ol pecucmpayuu, Ha OyMasxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCHOo6epeHUll 1eKapCMEeHHbIX NPenapamog 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopauienus
J1eKApCMEEHHBIX CPEOCH8 011 MeOUUUHCKO20 NPUMEHEHUSA nPU €20 00paueHuu 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMENbHOU 61ACMU 3a 6bl0aUell YKA3AHH020
dyOnuKama HanPaeNAemcs 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCma,
NOONUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOJTIHOMOYEHHO20
JUUA YROTHOMOYCHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

IHlonoscenun nynkma 3 wacmu 5 cmamou 29 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmagnenus 20cyoapcmeeHHbIX yciiye npu oopaujeHuu
JIeKapCMEEeHHbIX CPeOCme 01 6emMePUHAPHO20 NPUMEHEHUA NOCPEOCHBOM (edepaibHoll
2ocyoapcmeennoll ungopmayuonnou cucmemul ""Eounviii nopman 2ocyoapcmeennvix u
MyHuyunanvhvlx yciaye (yukuyuir)'', npumenaiomesa c 01.01.2026. /[yoauxamot
PecucmpayuoHHBIX yOOCHOGEPEHUTL 1EKAPCMBEHHBIX NPENaApamos 011 6emepuHapHozo
npumenenus c 01.01.2026 ne svioaromca. Cyovekmy oopawieHusn 1eKapcmeeHHbiX cpeocme 01
6emepuHapHO20 NPUMEHEHUA NPU €20 00pauieHuU 6 YNOJIHOMOYEHHbLIL (hedepanbHblii Op2aH
UCNOTTHUMEIbHOIU 61aCMU 3a 6bl0ayell YKA3aHHO020 0yONuKama HanpaeIAemca bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapcmeeHHblX Cpeocme, NHOORUCAHHAA YCUTEHH O
Keanuguuyupoeannoil 31eKmpoHHOI ROONUCHIO YHOTHOMOYEHHOZ0 TUWA YNOTHOMOYEHHO20
dedepanvnozo opzana ucnonnumensvroi énacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKkona om

30.01.2024 N 1-@3).

3) HampaBisieT B JUYHBIA KaOWHET SKCIEPTHOrO YUYPEKICHHsS B €IMHOM CHUCTEME IMOAMHMCAHHOE
YCUJICHHOM KBaTU(DUIIMPOBAHHON SJIEKTPOHHOW IMOIMUCKHIO 3aJJaHUE Ha TMPOBEACHHUE IKCIIEPTHU3HI,
MPEAYCMOTPEHHOM MYHKTOM 2 HACTOSIIIEH YacTH, a TAKKE€ HAMNpaBIIIET 3asBUTENIO MOCPEIACTBOM
€IMHOTO TIopTaja WM B JIUYHBIM KAaOMHET 3asBUTEINS B €IMHOW CHCTEME TMOAMUCAHHOE YCHICHHOU
KBTM(UIIMPOBAHHON AJIEKTPOHHOW MOAMKUCHIO YBEIOMIICHHE O TMPHUHSATOM pEIICHHH O BbIgaue
3aJaHUsl Ha TPOBEACHHME YKa3aHHOM OHKCHepTH3bl JuO0 00 OTKa3ze B IPOBEIECHUU YyKa3aHHOU
OKCIEPTH3BI C YKa3aHUEM MPUUYUH OTKa3a. (B pea. PenepanpHoro 3akona ot 30.01.2024 N 1-D3)

Ionoscenusn wacmu 6 cmamou 29 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmaegieHus 20cyo0apCmeen X yciy2 npu 00pauieHuu 1eKapCmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuoOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uu) hedepanvHoil 20cyoapcmeenHol
unghopmayuonnoii cucmemst ""Eounviit nopman 2ocyoapcmeeHnvix u MyHUYURAIbHBIX YCY2
(¢pynxuyui)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 RPUMEHEHUs, NOOmEep coalouue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMadsxcHom Hocumese u OyOIUKAMbL PESUCPAUUOHHBIX YOOCMOBEPEHU
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JIeKapCmMeEEeHHbIX NPEenapamos 0 mMeOuyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemcsa 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCmMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn wacmu 6 cmamou 29 (¢ peo. Medepanvrnozo 3axona om 30.01.2024 N 1-@3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocmea 0711 6emMePUHAPHO20 NPUMEHEHUA ROCPEOCHBOM (hedepanbHOll 20CY0apCmeeH ol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeenHblX u MYHUYUNATbHBIX YCIIY2
(pynkyuir)", npumenarwomesa c 01.01.2026. /lyoaukamel pecucmpauyuOHHbIX YOOCHIO8EPEHUIL
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX CPeOCme 0l 6eMeEePUHAPHOZ0 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoa1HOMOYEHHBLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 61aCMU 34 8bl0auell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUTIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo20 0p2ana UcnoJIHUMEeNbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

6. B ciydae BbIsSIBIEHUS HEOCTOBEPHOCTH U (WJIM) HEOCTATOUHOCTH MH(OPMAIINH, CoAepKaliencs
B IPEJCTaBICHHBIX 3asBUTEJIEM JOKyMEHTaX, YIOJIHOMOYEHHBIH (enepaibHblii  Opras
WCIIOJIHUTEJIbHON BJIACTH HANPABIISIET 3asBUTEIIO IOCPEACTBOM €IMHOIO MOPTaJia WM B JIMYHBIA
KaOMHET 3asBUTENSA B €IWHOW CHUCTEME 3ampoc 00 YTOYHEHUHM YKa3aHHOW HH(pOpMAaIHH,

MOIIMCAHHBIA YCHUIIEHHON KBaIH(UIIMPOBAHHOM 3JIEKTPOHHON MOANUCHIO. (B pen. PemepaabHOro
3akoHa oT 30.01.2024 N 1-®3)

Ionoscenusn wacmu 7 cmamou 29 (¢ peo. Medepanvhozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeen bIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCMEEHH O
UHPOpMayuOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeenHoll
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYURAIbHBIX YCI1Y2
(pynkyuir)", npumenaromesa c 01.01.2025. Pecucmpayuonnsvie yoocmosepenus 1eKapcmeeHHbX
npenapamoe 011 MEOUYUHCKO20 NPUMEHEHUs, NOOmeEep coatouue hakm 2ocyoapcmeeHHoul
pecucmpayuu, Ha OyMascHOM Hocumee u OyOnNUKamol pecucmpayuoOHHbIX YOOCMOB8ePeH Ul
JIeKapCcmeeHHbIX NPenapamoe 0na meouyunckozo npumenenus c 01.01.2025 ne eévioaromes.
Cyovexkmy odpawenusn 1eKapCcmeeHHbIX cpeocme 0l MEeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 8bl0aUell
YKa3auH020 OyonuKkama Hanpaeisaemcsa 6bINUCKaA U3 20Cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn wacmu 7 cmamou 29 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowjuecs npedocmagienus 20cy0apCmeeHHbX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUsL ROCPEOCmEoOM (hedepanbHoll 20Cy0apCmeeHHOu
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvlx u MyHUWURAIbHHIX YCTY2
(¢pynxuyuir)", npumenarwomces c 01.01.2026. /lyonuxamol pecucmpayuoHHbIX yOOCHOGEPEHU
JIeKapCcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPpeoCcCme 01 6emepUHaApHo20 NPUMEHEHUS NPU €20



https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l365
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l34
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l364
https://normativ.kontur.ru/document?moduleid=1&documentid=485581#l0

odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8ANUDUUUPOBAHHOU IJ1IeKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 6 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

7. 3asBUTENB 0053aH HAPaBUTh [TOCPEICTBOM €AMHOIO MOPTaia B YIIOJIHOMOYEHHBIN (eepaabHbIi
OpraH HUCIOJHUTEIIFHOW BJIACTU WJIM JIMYHBIM KaOWMHET YIOJIHOMOYEHHOTro (heepalibHOro opraHa
UCTIOJIHUTEJIBHOW BJIACTM B €IMHOW CHUCTEME IOANUCAHHBIM YCHJIEHHOW KBaIM(DUIMPOBAHHOM
AIIEKTPOHHOM  TOJMHMCHIO OTBET Ha 3alpoc  YIOJIHOMOYEHHOro (enepanbHOro  opraHa
VICIIOJIHUTEIIBHOM BJIACTH, YKA3aHHOTO B 4acTH 6 HACTOSILEH CTATbH, B CPOK, HE IIPEBBILIAFOIINAN
JEeBSHOCTa pabouyuMx MAHEW cO MAHS TONYYEHHUS YIOJIHOMOYEHHBIM (pellepalbHbIM OpPTraHOM
VICIIOJIHUTEIIBHOM BIACTH 3JIEKTPOHHOTO YBEAOMIICHMS O IOJYYEHHH 3asBUTEIEM TaKOIO 3ampoca.
Cpok, yKa3aHHBIH B 4YacTH S5 HACTOALIEH CTaTbu, MPUOCTAHABIMBAETCS CO JHS HallpaBJICHUS
3asBUTEIIIO MTOCPEICTBOM €IMHOIO MOpTajia WM B JMYHBIA KaOMHET 3asBUTENS B €IMHOM cucteme
TAKOro 3ampoca 0 JHsS HalpaBiI€HUsl 3asBUTEIEM IOCPEJICTBOM €AMHOIO IopTaja B
YIOJIHOMOYEHHBIH (enepanabHblii OpraH HUCIOJHUTEIBHOW BJIACTH WIM JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (heIepaIbHOr0 OpraHa MCIOJHUTEIBHON BIACTH B €IMHOW CHCTEME OTBETa Ha
TAKOM 3alpoCc M HE YYMUTHIBAETCS IPU HCYMCICHUM CpPOKA IMOATBEPKICHHUS TOCYJapCTBEHHOM
perucTpaIuy JeKapCTBEHHOTO npemnapara. (B pea. @exepansHoro 3akoHa oT 30.01.2024 N 1-D3)

Honoxcenusn wacmu 8 cmamou 29 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU 20CYO0apCMmEeHHOU
UHpopmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""EOunstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnule y0ocmogepeHus 1eKapcmeeHHblx
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, OOmeepicoaloujue paxkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHoOM Hocumene u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIeKApPCMEEHHBIX NPEnapamoe 01 meOuyunckozo npumenenus ¢ 01.01.2025 ne ¢vrioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX CPeocme 011 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoa1HOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETbHOU 611aCMU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUEHHOU KEAUDUUUPOEAHH O INIEKMPOHHOTL
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o 0peana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

Ionoscenusn wacmu 8 cmamou 29 (¢ peo. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 07151 6emepuHapioz0 NPUMEHEHUL ROCPEOCHEoM (hedepanvbHoll 20Cy0apCcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCTY2
(¢pynxyuir)", npumenarwomesn c 01.01.2026. /lyonuxameol pecucmpayuoHHbIX yOOCHO8EPEHU
JIeKapcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenus ¢ 01.01.2026 ne svioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPpeoCcme 01 6emepUHaApHo20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHomMo4eHHblIl (hedepanvHblil Op2an UCHOTHUMENbHOU 611ACMU 34 6bl0aUell
YKa3anH020 OyonuKkama Hanpaeisemcs 6bINUCKa U3 20cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YHOSTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axona om 30.01.2024 N 1-D3).

8. OcHoBaHHEM A1 OTKa3a B IIPOBCACHHU JSKCHCPTU3bI OTHOUICHUA 0XXKHIAeMOM IIOJb3bl K
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BO3MOXKHOMY PHCKYy NPUMEHEHHs JIEKapCTBEHHOTO TIpermapara SBJSIETCS  IMPEJCTaBICHHE
JOKYMEHTOB, COJAEP)KallMX pPEe3yJbTaThl MOHHUTOPHHra J(PQPEKTUBHOCTH U  OE30MACHOCTH
JIEKapCTBEHHOTO Mpenapara, U (WiM) B OTHOLICHWH OMOJIOTMYECKUX JIEKAPCTBEHHBIX MpENapaToB
pEe3yJIbTaTOB OCYILECTBICHUS MEPONPUSATHA B COOTBETCTBUU C IUIAHOM YIPABJICHUS PUCKAMH,
YTBEP)K/IECHHBIM YIOJHOMOUYCHHBIM (pelepabHBIM OpPraHOM HCIIOJHHUTENBHONW BJIACTH IIPH
OCYILECTBIICHUH TOCYAAPCTBEHHOM PErHCTpalliy JIEKapCTBEHHOTO IpenapaTa, B HEMOJIHOM o0beMe,
OTCYTCTBHE HH(pOpManuy, MOATBEpKIaomed (akT ymiaatel TrocyJapCcTBEHHOH TNOIIIMHBI 32
HNOATBEPXKAEHHE  TIOCYJapCTBEHHON  perucTpanuu  JIEKapCTBEHHOro  IpemapaTta,  JH0o
HEeTIPECTABJICHHE 3asiBUTENIEM B YCTAHOBJICHHBI CPOK OTBETA HA YKA3aHHBI B YacTH 6 HACTOSILEH
CTaThU 3alpoc YHOJHOMOYEHHOTO (heAepaibHOTO OpraHa HUCIOJIHUTEIBHOW BIIACTH, a TaKXKe
OTCYTCTBHE B YKa3aHHBIX JJOKYMEHTaX WH(POPMAIMH, KOTOPAs JO0JDKHA OBITh B HUX OTPaKEHa.

Ionoscenusn wacmu 9 cmamou 29 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUUUHCKO20 NPUMEHEHUA NOCPEOCHBOM eOUHOIL 20CYO0aPCMEEHH O
UHpOpMayuoHHnoIl cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopmain 20cy0apcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepeHus 1eKapCcmeeHHbIX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, OOmeepicoaloujue axkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM HOcumee u OyoaUKamol pecucmpayuoHHbIX YOOCMO8epeH Ul
JIeKapCmeeHHbIX NPenapamaoes 0 meOuyunckozo npumenenus ¢ 01.01.2025 ne svioaromes.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCh8, NOONUCAHHAA YCUICHHOU K8ATUDUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-@3).

Ionoscenusn wacmu 9 cmamou 29 (¢ peo. Medepanvhozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeen blX yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 07151 6emepuHapHOz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCcneeHHONl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JleKapcmeeHHblX npenapamos ona eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs RPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHO
énacmu (nynkm 6 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

9. DOkcneptu3a OTHOLIEHUS OKHUIAEMOW IMOJIb3Bl K BO3MOXKHOMY PHUCKY IPUMEHEHUs
JIEKapCTBEHHOIO  Tperapara B  LeNIX MOJATBEPKIEHUS TOCYJapCTBEHHOH  perucrparuu
JIEKapCTBEHHOI'0 IIpenapara MpOBOAUTCS KOMUCCHEN DKCIEPTOB IKCIEPTHOTO YUPEKAECHUS B CPOK,
HE MPEBBINIAIONINN TPUIATH pabounx nHei. (B pea. Deaepanproro 3akona ot 30.01.2024 N 1-D3)

IHonoscenusn wacmu 10 cmamou 29 (8 peo. @edepanvrozo 3akona om 30.01.2024 N 1-®D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOIL 20CYOAPCMEEHHOTL
UHGOPpMAUUOHHOU cucmeMmbl 8 cghepe 30pasooxpanenusn u (unu) hedepanvHoil 20CyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeennvix u MyHUYUNAAbHBIX YCIIY2e
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(¢pynukyuir)", npumenarwomes c 01.01.2025. Pecucmpayuonnsie yoocmosepenus aeKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepHcoarouiue Paxm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmsvl Pe2UCmpayuoHHbIX YOOCMO8ePEeH Ul
JIeKApCMEEHHBIX NPENnApamoe 01 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoOCcma 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 611ACMU 34 6bl0aUell
YKa3annoz2o 0yonukama Hanpaeisaenmca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHASA YCUTEHHOI KEAUDUUUPOSAHHOTL ITIEKMPOHHOTL
HOONUCHIO YHOTTHOMOUEHHO20 TUYA YHOTHOMOYEHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOU
énacmu (nynkm 5 cmamou 4 @eoepanvnozo 3axona om 30.01.2024 N 1-@3).

Honoscenusn wacmu 10 cmamou 29 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-®D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHblxX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepanbHOIl 20CyOapCcmeeHHOl
ungopmayuonnou cucmemot "'Eounstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO6EPEHU
JIeKapCmeeHHbIX npenapamaoe 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHo20 NPUMEHEHUs RPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil 0p2an UCHOTHUMETbHOU 611ACMU 34 8bl0aUell
YKa3anno20 0yonukama Hanpaeisiemcs 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ATUPUUUPOBAHHOIU IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 6 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

10. B cirydae HETOCTaTOYHOCTH TMPEACTABICHHBIX JKCIEPTY MATEPHAIIOB JJIS Aa4YM 3aKIIOUYCHUS B
JUYHBIA KaOWHET 3asBUTENsI B EIUHOH CHUCTEME HampaBiseTcss 3alpoc O IPeICTaBICHUH
HEOOXOJUMBIX  MaTepUalioB, IMOJNUCAHHBIA  PYKOBOAMUTENEM  (YHOJHOMOYEHHBIM  JIULIOM)
HKCHEPTHOTO YUPEKACHUS C MCIIOJIb30BAaHMEM YCHJICHHON KBaJU(PHUIMPOBAHHOW 3JIEKTPOHHOU
noanuc. (B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-3)

Honoscenusn wacmu 11 cmamou 29 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-®D3),
Kacarowuecs npedocmaegienus 20cy0apCmeeHnblX Yciye npu 00pauieHuu 1eKapCcmeeHHvlxX
cpeocme 011 MeOUYUHCKO20 RPUMEHEHU NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHPOpMayUOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeeHnbvix u MyHUYURAIbHBIX YCI1Y2
(¢pynxuyuir)", npumenaromesn c 01.01.2025. Pezcucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHbIX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasxcHom Hocumee u OyONUKamol pecucmpayuoOHHbIX YOOCMO8ePeH Ul
JIeKapcmeeHHbIX RPenapamos 0ia meouyunckozo npumenenus ¢ 01.01.2025 ne évioaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CpeoCcme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbvHblil Op2an UCNOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anHo020 OyonuKkama Hanpaeisemcs 6bINUCKa U3 20cy0apCmeennozo peecmpa
JIeKapCMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbHo20 Opeana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

IHonoscenusn wacmu 11 cmamou 29 (8 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacarowjuecs npedocmasienus 20cyo0apCcmeeHnplX yciy2 npu 00pauieHuu 1eKapCcmeeHHbIxX
cpeocme 07151 6emepunapioz0 NPUMEHEHU ROCPEOCHEoM (hedepanbHoll 20Cy0apCcmeeHHoll
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCTY2
(¢pynxyuir)", npumenarwomesn c 01.01.2026. /lyonuxamol pecucmpayuonuslx y0OCno8epeHuil
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JleKapCcmeeHHbIX npenapamos 01 eemepunapno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 013 6emepuUHapH0o20 NPUMEHEHUS RPU €20
odpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACHU 34 6bl0aYell
YKa3auno20 0yonuKkama Hanpaeisiemcsa 6bINUCKa U3 20Cy0apCmeennozo peecmpa
J1eKApCmMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOT
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

11. 3asBuTenp 0053aH HANPABUTH B JIMYHBIA KAOMHET SKCIIEPTHOTO YUPEKACHUS B €IUHON CHCTEME
NOJANMCAHHBIA YCHJIGHHOW KBaTM(PUIMPOBAHHON SJIEKTPOHHON MOAMUCHI0 OTBET HAa 3ampoc
9KCIIEPTHOIO YYPEXACHUS B CPOK, HE TMPEBBIMAIOIIMNA I[IECTHACCATH pabouyux JHEH cO JHA
MIOJIy4YEHUsI SKCIIEPTHBIM YUPEXKJIECHUEM DIIEKTPOHHOI'O YBEAOMIJICHHS O IOJIYYEHHM 3asBUTEIIEM
yKa3aHHOTO 3anpoca. BpeMms co aHs HanpaBieHUs B JIUYHbIN KaOMHET 3asSBUTENS B €JUHON cUCTEME
3ampoca SKCHEPTHOTO YUPESKIACHHUS JO [HS HAlpaBICHUS 3asBUTEIEM B JIMYHBIA KaOWMHET
HKCIIEPTHOTO YUPEXKJICHUSI B €IMHOI CHCTEME OTBETa Ha yKA3aHHBIM 3alpoc HE YUYHUTHIBACTCS MU
MCYMCIICHUH CPOKA MPOBEACHUS SKCIIEPTU3bl OTHOLIEHUS 0KUAAEMOM 10JIb3bl K BO3MOKHOMY PUCKY
MPUMEHEHUS JIeKapCTBEHHOTO Mpernapara Ha OCHOBAaHHH JIOKYMEHTA, COJEPIKAIIErO Pe3yNbTaThl
MOHHTOPHHTA YP(HEKTUBHOCTH U OC30IMACHOCTH JICKAPCTBEHHOTO mpenapara. (B pea. DeaepanbHOTo
3akoHa oT 30.01.2024 N 1-®3)

Honoscenusn wacmu 12 cmamou 29 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecsa npedocmasieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHGOpMayUOHHOU cucmemul 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHol
ungopmayuonnoit cucmemsl ""EOounsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)"', npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue haxkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMascHOM Hocumee u OyOnNUKamol pecucmpayuoOHHbIX YOOCMOB8ePeH Ul
JIeKapcmeeHHbIX NPenapamos 01 meouyunckozo npumernenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 8bl0aUell
YKA3aHH020 0yOIUKAmMAa HANPABIAEMCs 8bINUCKA U3 20CYOAPCMEEHHO20 peecmpa
JIeKapCMEEeHHbIX CPeOCm e, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
nOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOSTHOMOYECHHO20 (hedepanbHo20 0peana UCHOIHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Honoscenusn wacmu 12 cmamou 29 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-®D3),
Kacarouwjuecs npedocmasienus 20cyo0apcmeennsvix yciy2 npu 00paujeHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUS ROCPEOCHIEOM (hedepanbHOoll 20Cy0apCcneeHHOul
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxamot pecucmpayuoHHsLX yYOOCHO08EPEHULL
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
Cybovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs PU €20
o0pauieHuu 6 ynoaiHOMO4YEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 61aCmU 34 8bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
énacmu (nynkm 6 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

12. B cpok, He mpeBbIIIAIOMIMA NATH pabouuMx OHEH cO JHS HalpaBlICHHUS B JIMYHBbIA KaOWHET
YIOJHOMOYEHHOTO (pe/iepalbHOTO OpraHa MCIOJHUTEIFHON BJIACTH B €MHOM cUCTEME 3aKITI0UeHHS
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KOMHUCCHH IKCIEPTOB MO Pe3yibTaTaM dKCIEPTU3bI OTHOIIECHUS 05KUIAEMOM MOJb3bI K BO3MOKHOMY
PUCKY TPUMEHEHHUs JICKapCTBEHHOTO Mpernapara, COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIN
dbenepanbHBIi OpraH UCHOJHUTETbHON Biactu: (B pen. denepanpHoro 3akona or 30.01.2024 N
1-®d3)

1) OCYHICCTBIIAACT OLCHKY O3TOr'0 3aKIIIOYCHUA I OHNPCACIICHHA €ro COOTBCTCTBHA 3aJaHUIO Ha
IIPOBEACHUC YKaSaHHOﬁ OKCIICPTU3BI;

2) NpUHHUMAET pEeUICHHWE O TOJATBEPKIACHUU TOCYAAPCTBEHHOM PErUCTPALMK JIEKAPCTBEHHOTO
mnpernapata wid 00 OTKa3ze B MOATBEP)KICHUHM TOCYJIAapPCTBEHHON PETrMCTpalMM JIEKApCTBEHHOTO
npernapara;

Honosxcenua nynkma 3 wacmu 12 cmamou 29 (¢ peo. @edepanvrnozo 3axona om 30.01.2024 N
1-®3), kacarowuecs npedocmasieHus 20CyoapCmeeHHbIX YCiyz npu oopawieHuu
JIEKAPCMEEHHBIX CPEOCE 01 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCEOM eOUHOTL
20Cy0apcmeeHHOu UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (uau) gpedepanvroi
2ocyoapcmeennoll ungopmayuonnou cucmemul ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhvix yciaye (pynkuyuir)'", npumensaiomea c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 01 MeOUYUHCKO20 NPUMEHEHUS,
noomeepicoaroujue haxm 20cyoapcmeenHol pecucmpayuu, Ha OYMaMNCHOM HocumeJe u
0yOnuKamol pezucmpayuoHHbIX YOOCMO6ePEeHUIl 1eKapCmEEeHHbIX NPenapamos 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovexkmy odpaujenun
JIEKAPCMEEHHBIX CPEOCHE 011 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00paujeHuu 6
YRONTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEIbHOU 81ACHU 34 6blOAYell YKA3AHHO20
0ybnuKama HanPaeNAemca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOORUCAHHAA YCUTICHHOU K8AIUDUUUPOBAHHOIL IIEKMPOHHOU ROORUCHIO YROJTHOMOYEHHOZ0
JUUA YNOTHOMOYEHHO20 (hedepanbHo2o 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

Honosxcenua nynkma 3 wacmu 12 cmamou 29 (¢ peo. @eoepanvnozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cy0apcmeeHHbIX Ycilye npu 00pauieHuu
JIeKapCcmeeHHbIX CPeOCcme 01 6eMePUHAPHO20 RPUMEHEHUA ROCPEOCME0M (hedepanb Ol
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanvhvlx yciaye (pynkuuir)'', npumenatomes c 01.01.2026. /Jyoauxamot
pezucmpayuonHbIX YOOCHO06EPEHUIl 1eKAPCMEEHHbIX RPEnapamog 071 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcsa. Cyovekmy odpauenus 1eKapcmeeHHbIX CPeoCcme s
6eMepUHAPHO20 NPUMEHEHUS NPU €20 00PaAUieHUU 8 YNOJIHOMOYEHHbLIL (hedepanbHblil Opean
UCROJIHUMEIbHOUL 671ACMU 3a 8bl0AY el YKA3AHHO20 OYOIUKAMA HANPAENAEMCA 6bINUCKA U3
20Cy0apcmeennozo peecmpa 1eKapcmeeHHbIX cpeocme, NOONUCAHHAA YCUIEHHOTL
Keanuguuupoeannoil I31eKmpoHHOoil HOONRUCHIO YROJIHOMOYEHHO20 TUWA YHOTHOMOUEHHO2O0

dedepanvnozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKona om
30.01.2024 N 1-@3).

3) BHOCHUT TMpU TMPUHATUU pEIHIEHUS O TMOJATBEPXKIEHUU TOCYJapCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'O IIpernapara CBEACHHUsS B TOCYJapCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEACTB H
BbIIa€T 3asfBUTENI0 OECCPOYHOE PETUCTPALMOHHOE YJIOCTOBEPEHME JIEKapCTBEHHOIO Ipernapara
MOCPEJICTBOM HAIPABJICHUS Yepe3 €IWHBIA MOpTal WIM JWYHBbIH KaOWMHET 3asBUTENs B €IUHOMN
CHUCTEME BBIUCKM M3 TOCYJapCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEACTB, MMOANUCAHHOM
YCUJICHHOH KBaJM(UIIMPOBAHHOW 3JIEKTPOHHON moAmuchio. (B pen. demepanbHOro 3akoHa OT
30.01.2024 N 1-93)
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13. OcHoBaHueM MJid OTKa3a B MOATBEPKICHUHM TOCYyAApPCTBEHHOW PETHUCTPALMU JIEKAPCTBEHHOIO
mperapara sBISETCS 3aKIIOYEHHE COOTBETCTBYIOIIETO YIMOJHOMOYEHHOTO (elIepalibHOTO OpraHa
MCIIOJTHUTENIbHOM BJIACTH O TOM, YTO PUCK MPUYMHEHUS Bpella 3J0POBbIO YENIOBEKA MU KUBOTHOTO
BCJICJICTBUE TIPHiEMa JIEKAPCTBEHHOIO IMpernaparta mpeBbimaeT 3(h(GpeKTUBHOCTh €ro MpUMeHEeHHsI. (B
pen. ®enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

14. B mepuony mpoBeneHUs MNpoLEAypbl HOATBEPKIEHHS TI'OCYJapCTBEHHON perucrpanuu
JIEKapCTBEHHOTO Ipernapara ero oopamienue B Poccuiickoit @enepannu He IPUOCTaHABINBACTCS.

15. Jlomyckaercs oOpallleHHe JIEKapCTBEHHBIX IIpenapaToB JO MCTEYEHUs CPOKa T'OJHOCTH,
IIPOU3BENECHHBIX B TEYEHHWE CTAa BOCBMUJECATH KaJ€HAApPHBIX JHEW IOciae€ AaTbl MPUHITHS
YIOJHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOJIHMUTENBHOM BIACTH pEIEHHs] O MOATBEPXKICHUU
rOCYJJapCTBEHHON PETUCTpAIM, B COOTBETCTBUHU C MH(OpMAIME, copepKalieics B JOKYMEHTax
PETUCTPALIMOHHOIO J1I0Che Ha JIEKapCTBEHHBIM Mpernapar 10 JaThl NPUHATUS TaKOro peuleHus. (B
pen. ®eaepanbhoro 3akona ot 02.08.2019 N 297-D3)

Crarbs 30. BHeceHne u3MeHeHU B JOKYMEHTbHI, COJep Kaluecs B
PErucTpalMOHHOM J0Che HA 3apPerucTPUPOBAHHBIN JIEKAPCTBEHHbIN
npenapar AJs MeIUIHHCKOI0 IPUMEHEeHHU

Honoxcenusn wacmu 1 cmamou 30 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOIL 20CYO0aPCMEEHHOIL
UHpopmayuonnoil cucmemsl 6 cgpepe 30pasooxpanenusn u (unu) gedepanvroil 20cyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopman 20cyoapcmeeHHbiX U MYHUWUNATbHBIX YCIIY2e
(¢pynkyui)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, OOmeEepicoalouiue paxkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHom Hocumee u OyOaUKAmMbl Pe2UCmPaAyUOHHBIX YOOCMO8EPEeHUT
JIEKAPCMEEHHBIX NPENnapamoe 01a meOuyunckozo npumenenus ¢ 01.01.2025 ne ¢vroaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHoOMO4YEeHHbLI (hedepanbHblil OP2an UCNOTHUMETbHOU 61ACMU 34 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUTIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYCHHO20 (hedepanbHo20 Opeana UcnoJIHUmMeNbHOu
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3akona om 30.01.2024 N 1-@3).

1. B mensx BHECEHUs] M3MEHEHUU B JOKYMEHTHI, COJEpKAIllUeCs B PErUCTPALMOHHOM JI0ChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar i MEIUIIMHCKOTO TPUMEHEHUS, IepKaTeNlb WU
BIIAJIEJICL] PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara WiM yHOJIHOMOUYEHHOE
UM JIpyTO€ FOPUINYECKOE JIUIO (Jaree B HACTOSIICH CTaThe - 3asBUTEIb) HAMPABIISIET TTOCPEICTBOM
€AMHOTO TOopTaja B YIMOJTHOMOYEHHBIH (QelepalbHbIii OpraH HCIOJMHUTEIHHOW BIACTH WM B
JUYHBIA KaOWHET YMOJHOMOYEHHOTO (heepaJlbHOTO OpraHa HWCIOJHHUTEIbHOW BJIACTH B €IUHON
CUCTEME TMOJMMCAHHOE YCUJICHHOW KBATH(PHUIIMPOBAHHOW SJIEKTPOHHOW MOAMUCHIO 3asBICHUE O
BHECEHHH TaKUX M3MEHEHUH 1Mo (popme, yCTaHOBIICHHON YITOJIHOMOYEHHBIM (peepaTbHBIM OpPTraHOM
WCIIOJIHUTENIbHON BJIACTH, M MpUJaraeMble K HEMY M3MEHEHUsI B YKa3aHHbIE JIOKYMEHTBI, a TaKXkKe
JOKYMEHTBI, TIOATBEP)KIAIOMNEe HEOOXOJAMMOCTh BHECEHHMs] TaKMX W3MEHEHWH. (B  per.
®denepanbHbix 3ak0HOB 0T 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

IHonoswcenusn wacmu 1.1 cmamou 30 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
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Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MyHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus i1eKapcmeeHHblX
npenapamos 014 MeOUYUHCKO20 RPUMEHEHUSA, ROOMEepIHcoarouue PaKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMa3icHoOmM Hocumee u OyOIUKAmsl pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIeKApCMEEHHBIX NPENnapamoé 014 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoCcCma 0J11 MeOUYUHCKO20 RPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUICHHOU KEAUDUUUPOBAHHOTL IT1EKMPOHHOU
HOONUCHIO YHOTTHOMOUEHHO20 TUYA YHOTHOMOYEHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

1.1. I[Ipu HEOOXOOUMOCTH BHECEHHS B JIOKYMEHTHI, COJICPKAIIUECS B PETUCTPAIMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM Mpenapar s MEIUIIMHCKOTO MPUMEHEHUS, W3MEHCHHI
OTHOCHUTEIIEHO MECTa IMPOU3BOJICTBA JICKAPCTBEHHOTO Tperapara JiIsi MEJIUIIMHCKOTO MPUMCHECHHUS,
TPeOYIOIMX  TMPOBEIACHHUS  JKCIEPTH3bl  KAuecTBa  JIEKAPCTBEHHBIX  CPEACTB,  3asBUTEIb
JIOTIOTHATEIIFHO HAIMPABJISICT TOCPEICTBOM EAMHOIO MOPTaja B YIOJHOMOYCHHBIN (hemepabHbIii
OpraH WUCIIOJIHUTEIIHOW BJIACTH WJIM JINYHBIH KaOWHET YIOJHOMOYEHHOro (heaepalibHOro opraHa
UCTIOTHUTEIILHOW BJIACTH B eMHON cucteme: (B pea. Penepanbaoro 3akona ot 30.01.2024 N 1-D3)

IHlonosxcenuna nynkma 1 vacmu 1.1 cmamou 30 (6 peo. @edepanvnozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmagnenus 20cyoapcmeeHHbIX yciiye npu oopaujeHuu
JIeKApCMEEHHBIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20¢y0apcmeentoll uHpOpMayuoHHoIl cucmemul é chepe 30pagooxpanenun u (unu) pedepanvroit
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamog 01 MeOUYUHCKO20 NPUMEHEHUS,
noomeepcoarouiue axm 20cyoapcmeenHoll pecucmpayuu, Ha OyMaxncHom Hocumee u
0yonuKamol pe2ucmpayuoHHbIX YOOCMOEePEHUIL 1eKapCmMEEeHHbIX RPEnapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopaujenus
JIEKAPCMBEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00PaueHUU 6
YRONTHOMOYEHHDBLIL (hedepanbHblil Op2an UCNOTHUMEIbHOU 61aCHU 34 6b10aUell YKA3AHHO020
0ybnuKama HAnPAeIAEMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCcmeeHHblLX CpeOCcma,
HOONUCAHHAA YCUTICHHOU KEAIUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTHOMOYEHHO20
JUUA YROTTHOMOUEHH 020 (hedepanbio2o op2ana UCnOIHUMENbHOU énacmu (nyukm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

1) cBeneHust 0 Jare MPEJOCTaBICHHUS U PETUCTPAlMOHHOM HOMEpE JIMLEH3MHM Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB, a TakKe KONHWIO0 3aKJIIOUEHUS O COOTBETCTBUU IPOU3BOJIUTEIS
JIEKapCTBEHHBIX CPEJCTB I MEIAUIIMHCKOTO MPUMEHEHHsI TpeOOBaHUSAM MpaBUil HaJUIeKaliei
NPOM3BOJICTBEHHON TMPaKTUKH, WJIM KOMHMIO cepTU(UKaTa COOTBETCTBUS IMPOU3BOAUTEIS
JIEKapCTBEHHBIX CPENCTB U MEIUIIMHCKOTO MPUMEHEHHs] TpeOOBaHUSAM MpaBUJl HaJUIeKallen
IIPOU3BOJCTBEHHOW  MPAaKTUKX  EBpa3swilckoro  3KOHOMHUYECKOTO  COH033a,  BBIIAHHBIX
YIOJHOMOYEHHBIM (eiepanbHbIM OPraHOM HCIOJHUTENbHOM BJIACTH B OTHOIIEHUH W3MEHEHHOH U
(MM) OTIOJTHEHHOM MPOU3BOACTBEHHON IUIOIIAAKH JIEKAPCTBEHHOTO Mpernapara sl MeIULIMHCKOTO
NPUMEHEHHUS, WIK KOMHIO PEHIeHHs] YIOJHOMOYEHHOTO (elepalbHOr0 OpraHa HCIOJIHUTEIbHOU
BJIACTH O MPOBEACHUHU (PapMaleBTUUECKOM MHCIEKIIMU MPOU3BOCTBA JIEKAPCTBEHHBIX CPEACTB IS
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MEAMIIMHCKOTO  TIPUMEHEHUSI Ha  COOTBETCTBHE  TpeOOBaHMSIM  NPaBWJI  HaJJIeKallel
MPOU3BOACTBEHHOM MPAaKTUKU EBpa3niiCKOro 3KOHOMHYECKOI0 COK03a B OTHOLLICHUU U3MEHEHHOU U
(unM) TONOJTHEHHOW MPOU3BOJICTBEHHOMN IJIOMIAAKH JIEKAPCTBEHHOTO Mpernapara Ui MeIUIUHCKOTO
MPUMEHEHUST B ClIy4ae, €CJIIM IPOM3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara OCYIIECTBISECTCS B
Poccuiickoit ®eneparun; (B pen. Penepanpaoro 3akona ot 30.01.2024 N 1-D3)

Honoswcenusa nynkma 2 wacmu 1.1 cmamou 30 (¢ peo. Deoepanvrozo 3axkona om 30.01.2024 N
1-®3), kacarowuecs npedocmasienusn 20Cyo0apCmeeHHbIX yciay2 npu odopawienuu
JIeKapCMeEEeHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 chepe 30pasooxpanenusn u (unu) gpedepanvroi
2ocyoapcmeeHHou ungopmayuonnoii cucmemst "'Eounvlit nopman zocyoapcmeenuvix u
MyHuyunanwvhvlx ycaye (pynkuuir)', npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 011 MeOUYyUHCKO20 NPUMEHEHUS,
noomeepacoaroujue paxm 20cyoapcmeeH ol pecucmpayu, Ha OyMasxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCH08€ePEeHUIL 1eKapCMEeHHbIX NPEenapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienusn
JIeKApPCMBEEHHBIX CPEOCH8 011 MEOUUUHCKO20 NPUMEHEHUSA nPU €20 00paueHuU 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2an UCHOTHUMEIbHOU 61aCMU 34 8bl0aUell YKA3AHHO020
dydnuKama HanPaeNAemcsa 6bINUCKA U3 20CYOAPCMEEHHO20 pPeecmpa 1eKapCmeeHHbIX CPeOCma,
HOONUCAHHAA YCUICHHOU KEATUDUUUPOBAHHOIL ITIEKMPOHHOI ROORUCHIO YNOTIHOMOUEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

2) KOIMIO TNPENOCTABICHHON YIOJIHOMOYEHHBIM OPraHOM CTPAaHbl HMPOM3BOAUTENS JIUIEH3UM Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O0 Ipernapara A MEIUIUHCKOIO IMPUMEHEHMUs U €€ IEepeBOJl Ha
PYCCKUH £3BIK, 3aBEpEHHbIC B YCTAHOBJICHHOM IMOpSAKE, a TakXe KOIMIO 3aKIIOYEHHUS O
COOTBETCTBUH TMPOU3ZBOAUTECIIA JICKAPCTBCHHBLIX CPCIACTB TpC6OBaHI/I$IM IpaBuJI Hazmemameﬁ
NPOM3BOJICTBEHHON TMpaKkTUKH, WJIM KOMNMIO cepTU(dUKaTa COOTBETCTBUS IMPOU3BOAUTEIS
JICKAPCTBCHHLIX CPCACTB I MCAUIHWHCKOIO HNPHUMCHCHHA Tp€6OBaHI/I$IM IIpaBHJI Hannemameﬁ
IIPOU3BOJCTBEHHOW  MPAaKkTUKX  EBpa3suilckoro  3KOHOMHUYECKOTO  COK033a,  BBIIAHHBIX
YIOJIHOMOYCHHBIM (bez[epam,HHM OopraHomM HWCIIOTHUTEIBHON BJIACTH B OTHOIICHWHM W3MEHEHHOH
(M) JOTMOJHEHHOW TPOU3BOJCTBEHHOW IUIOMIAKM JIEKAPCTBEHHOTO IpenapaTa, WM KOIHUIO
pelIeHrs YIOJHOMOYEHHOro (pefepaabHOr0 OpraHa HCIOJIHUTEIbHOM BIACTH O IPOBEICHUU
(dapManieBTUYeCKOH HWHCIEKIUU TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB I MEIUIUHCKOIO
NPUMEHEHUs Ha COOTBETCTBUE TPEOOBAHMSM IpaBUJ HAJUIEKaIled MPOU3BOJICTBEHHON MPaKTHUKU
EBpa3suiickoro 3KOHOMHU4ECKOI0 CO03a B Cllydae, €CJIM NPOU3BOJCTBO JIEKAPCTBEHHOI'O Mpernapara
ocyuiectBisiercss 3a mnpeneinamu Poccuiickoit ®enepauuu. (B pen. PenepasbHOrO 3akoHa OT
30.01.2024 N 1-®3)

IHonoscenusn wacmu 1.2 cmamou 30 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowjuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHBOM eOUHOIL 20CYO0APCMEEHHOTL
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uau) hpedepanvbHoil 20CyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, ROOmeepcoalouiue paxkm 20cyoapcmeeHnou
pecucmpayuu, Ha OyMasicHom Hocumee u OyoOaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPENnApamoe 01 meOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvioaromcs.
Cyb6vexkmy oopawienus 1eKapcmeeHHbIX cPeoCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHOMO4YEHHbLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 611aCMU 3G 6bl0ayell
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YKa3aHH020 0yOauKama Hanpasisaemcs 6bINUCKA U3 20Cy0apCmeeHH020 peecmpa
JIeKApCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUTICHHOU K8ANUPUUUPOBAHHOIL IJ1IeKMPOHHOU
HOORUCHIO YNOSITHOMOUEHHO20 TUUA YROTHOMOUECHHO20 (hedepanbHoz0 opeana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

1.2. Ilpu HEOOXOAUMOCTH BHECCHHS B JJOKYMEHTHI, COACPKAIIUECS B PETUCTPANMOHHOM JIOChEe Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Ipenapar Ijisi MEIUIMHCKOTO NPUMEHEHHUS, WU3MCHCHHI
OTHOCHUTEJIbHO MOKa3aTeleil KauecTBa JIEKapCTBEHHOIO Mpernapara Jiyisi MeIUIIMHCKOTO MPUMEHEHHUS
1 (WIM) METOI0B KOHTPOJISl Ka4eCTBa JICKapCTBEHHOTO Tperapara Jijisi MEAUIIMHCKOTO IPUMECHECHHUS,
TpeOYIOIMX  MPOBEACHUS  HKCIEPTU3bl  KAauecTBa  JIEKAPCTBEHHBIX  CPEJCTB,  3asBUTEIb
JIOTIOJTHUTEILHO HAIPaBJIseT MOCPEACTBOM E€IMHOTO IMOpTajia B YIOJHOMOYCHHBIH (eaepalbHbIN
OpraH WCIOJHUTEIHHOW BIACTH WIIM JIMYHBIA KaOWHET YIMOJTHOMOYEHHOTO (eepallbHOrO OopraHa
UCIIOJIHUTEIILHOM BJIaCTH B euHON cucteme: (B pea. Penepanbroro 3akona ot 30.01.2024 N 1-D3)

Honosxcenua nynkma 1 vacmu 1.2 cmamou 30 (6 peo. Dedepanvrozo 3axona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyoapcmeeHHbIX Ycilye npu 00pauieHuu
JIeKAPCMEEHHBIX CPeOCmE 01 MEOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHol UHPOPMAYUOHHOU cucmembl 8 chepe 30pasooxpanenus u (unu) gredepanvroii
2ocyoapcmeennoul ungopmayuonnou cucmemut ""Eounviii nopman 2ocyoapcmeennvix u
MyHuyunanwvhvix yciaye (pynkuyuir)'', npumensaiomea c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 0 MEOUYUHCKO20 NPUMEHEHUS,
noomeepicoaroujue haxm 20cyoapcmeeHHol pecucmpayuu, Ha OYMaMNCHOM HocumeJe u
0yonuKamol pezucmpayuoHHbIX YOOCMO8ePEeHUIl 1eKapCMEEHHbIX NPEnapamos 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovexkmy odpanjenun
JIEKAPCMEEHHBIX CPEOCHE 011 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00PaueHUU 6
YHOTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 61ACHU 34 6blOAYell YKA3AHHO20
0yOnuKama HanPaeIAemca 6bINUCKA U3 20CYOaPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeoCcma,
nOONUCAHHAA YCUICHHOU KEAIUDUUUPOEAHH O IT1IEKMPOHHOI ROONUCHIO YHOIHOMOUEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU enacmu (nynkm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

1) cBemeHusi 0 Aate MPEJOCTaBICHHUS W PETUCTPAIIMIOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEACTB WM CBEICHUS O JaTe€ MPENOCTABICHUS W PETHCTPALMOHHOM HOMEpPE
3aKJTIOYEHHUS O COOTBETCTBHH MPOW3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSAM MPaBUIT
HaJUIeKaled  MPOM3BOJACTBEHHONW  MPAKTUKU WJIM  KONMHUI0  cepTU(HUKaTa  COOTBETCTBUS
MIPOU3BOUTENS JIEKAPCTBEHHBIX CPEACTB AJII MEIUIIMHCKOTO MPUMEHEHHs TPeOOBaHUSM IMpaBUII
HaJ[JIe)Kalel MPOU3BOJACTBEHHOW MPaKTUKH EBpa3niicKOro SKOHOMHYECKOTO CO03a, BBIJAHHBIX
(peAoCTaBICHHBIX) YIOJIHOMOYEHHBIM (eepalbHbIM OPraHOM UCHOTHUTENHHONH BIIACTH B
OTHOUIEHWH MPOU3BOJCTBEHHOM IUIONIAJKH JIEKAPCTBEHHOIO Mpernapara, B Clydae, €Cld
MIPOM3BOJICTBO JIEKAPCTBEHHOTO MpemapaTta ocyuiectisercs B Poccuiickoit ®@enepamnuu; (B pex.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

Honoscenua nynkma 2 wacmu 1.2 cmamou 30 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-®3), kacarowuecs npedocmasienus 20CyoapCmeeHHbIX yCiye Npu 00paujeHuu
JIeKapcmeeHHbIX CPeOCné 01 MeOUYUHCKO20 NPUMEHEHUS ROCPEOCHEOM eOUHOIl
20Cy0apcmeeHHOU UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) gpedepanvhoii
2ocyoapcmeennoit ungpopmayuonnoit cucmemsl ""Eounulii nopman 2ocyoapcmeeHHnuvix u
mynuyunanouvix yciye (pynxkyuir)'', npumensaromesn c 01.01.2025. Pecucmpayuonnvie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 011 MeOUUUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha OGyMaxcHom Hocumeie u
0yonuKamol pe2ucmpayuoHHbIX YOOCHO6ePEeHUIl 1eKAPCMEEHHbIX NPENRApamaoe 0
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meoununckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawienusn
JIEKAPCMEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00PAueHUU 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEIbHOU 61aCHU 34 8bl0aYUell YKA3AHHO020
0ybnuKama HanNPAeNAEmMca bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeoCcma,
HOONUCAHHAA YCUTIEHHOU K8ATUDUUUPOBAHHOU IJIEKMPOHHOU HOORUCHIO YNOJTHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

2) KONMIO NPEAOCTaBICHHON YIIOJHOMOYEHHBIM OPraHOM CTPaHbl NPOU3BOAUTENS JHUIEH3UU Ha
IIPOM3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara A MEIULUHCKOTO IPUMEHEHHMs U €€ IEepeBOJ Ha
PYCCKUU SI3BIK, 3aBEPEHHBIC B YCTAHOBIICHHOM IOPSAIKE, a TAK)KE CBEACHUSA O J1aTe MPEIOCTaBICHUS
Y PETUCTPALlMOHHOM HOMEPE 3aKJIIOYEHHUS O COOTBETCTBUU IIPOU3BOJUTEIIS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM TPAaBHJ HAJIeKAIIe MPOM3BOJICTBEHHON NPAKTUKU, WM KOMHIO CEepTHU(HUKATA
COOTBETCTBUSL IIPOM3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB I MEIULUHCKOIO IPUMEHEHMS
TpeOOBaHUAM IPaBUJI HaAJIEKALIEH MPOU3BOACTBEHHON NPakTUKK EBpa3zniickoro "3KOHOMHUYECKOTO
CO03a, BBIJAHHBIX YIIOJHOMOUYEHHBIM (peepanbHbIM OpPraHOM HCIOJIHUTENIBHOW BJIACTH B
OTHOILLIEHUH INPOU3BOJCTBEHHOM IUIOIIAJKH JIEKAPCTBEHHOIO IIperapaTra, WU CBEICHHS O JaTe
IPEOCTAaBIICHUS] U PETUCTPALIMOHHOM HOMEpPE PELIeHUs YIOJIHOMOYEHHOro (hefepasbHOro opraHa
UCTIOJIHUTENIFHOW  BJIACTH O MPOBEACHWH  (apMaleBTHUECKOW HMHCHEKIMH  IPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB JJIS MEIULIUHCKOIO NMPUMEHEHHs] Ha COOTBETCTBHE TPEOOBAHUSAM IPAaBUII
HaJUIe)Kaled IMPOM3BOJACTBEHHOM IIPAaKTUKM EBPAasMUCKOr0 53KOHOMHYECKOIO CO03a, €CIIU
IIPOM3BOJCTBO  JIEKAPCTBEHHOI'O Ipenapara OCYLIECTBIsETCs 3a mpenenamu  Poccuiickoi
®enepanuu. (B pen. Penepanbroro 3akona oT 30.01.2024 N 1-D3)

IHonoscenusn wacmu 1.3 cmamou 30 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeenHbIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuonHoll cucmemsl 8 cghpepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeenHol
ungpopmayuonnoit cucmemul ""Eounsiit nopman 2ocyoapcmeennvix u MyHUYURAAbHBIX YCIY2e
(¢pynxuyui)", npumenaromcesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue haxkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaxsxcHom Hocumee u OyOJIUKAMbL PESUCMPAUUOHHBIX YOOCMOBEPEHUT
JIeKapcmeeHHbIX NPenapamos 0na Mmeouyunckozo npumenenus c 01.01.2025 ne eévioaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoaHoMo4eHHbLIl (hedepanvbHblil Op2an UCNOTHUMENbHOU 61aCMU 3a 6bloayell
YKa3anno20 0yoauKama Hanpaeisaemcs 6blNUCKA U3 20CY0apCmEEHH020 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.3. TlpuHaTue pemieHus O BHECEHWH WM3MEHEHHH WU 00 OTKa3e BO BHECEHHHM H3MEHEHUH B
JIOKYMEHTBI, COAEPKAIINECS B PETMCTPALIMOHHOM JOChE Ha 3aPErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npemnapar Ui MEAMIIMHCKOTO TMPUMEHEHUs, B Cllydae HEOOXOAMMOCTH MPOBEICHUS SKCIEPTH3BI
KauecTBa JIEKAPCTBEHHBIX CPEACTB M (WJIM) DKCIEPTHU3BI OTHOIICHHUS OXHUIAEMOW TOJB3BI K
BO3MOXHOMY PHUCKY NPUMEHEHMS JIEKaPCTBEHHOrO Ipernapara sl MEIUIUHCKOTO IPUMEHEHHUS
OCYIIECTBIISIETCS B CPOK, HE TPEBBIMAIOIMINNA MATHIECATH pab0OvrX JHEH, a B OCTAIBHBIX CIIyJasxX B
CPOK, HE TPEBBINIAOIINNA IeCATH pabouymx JHEH cO JHS HaIpaBJICHUS TMOCPEICTBOM EIMHOTO
nmopTaja B YIOJTHOMOYEHHBIN (efiepalibHbIN OpraH MCIIOJTHUTEIHFHOM BJIACTH WJIM JIMYHBIN KaOWHET
YIOJTHOMOYEHHOTO (he/iepaabHOr0 OpraHa UCIIOJHUTEIHHON BIACTH B €MHON CHCTEME 3asBICHUS O
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BHECCHMHM Takux wu3MeHeHud. (B pen. DenepanbHbix 3ak0oHOB OoT 04.06.2018 N 140-P3, or
30.01.2024 N 1-®3)

Honoscenusn wacmu 1.4 cmamou 30 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-@3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHol
ungopmayuonnou cucmemut ""Eounstii nopman 20cyoapcmeenHviX u MyHUYUNATbHBIX YCIIY2
(¢pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus a1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeenHoll
pecucmpayuu, Ha OyMaxcHom Hocumese u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCHO8EPEHUTL
JIEKAPCMEEHHBIX NPENApamoe 01 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvroaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCme 0151 MEOUUUHCKO20 NPUMEHEHUSA NPU €20
odpauieHuu 6 ynoaiHoOMO4YEeHHbLIL (hedepanbHblil OpP2an UCNOTHUMENbHOU 671ACMU 34 8bl0ayell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKApPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

1.4. YHonHOMOYEHHBI (QeepalbHbIii OpraH HCIOJHUTEIBHONH BIACTH C Y4YETOM pe3yJbTaToOB
dapMakoHag30pa W TMPOBEPOK COOTBETCTBHS JICKAPCTBCHHBIX CPEJCTB, HAXOMAINIUXCS B
rpaXXJIaHCKOM 000pOTe, YCTAaHOBJICHHBIM TPEOOBAHUSAM K UX KAueCTBY B TCUCHHE NECSITH PabOUYMX
JHEH CO JHS TMOCTYIUICHUS COOTBETCTBYIONICH WH(GOpPMAIMU pa3MeliacT Ha CBOeM O(HIIMaTLHOM
caiite B cetr "MHTEpHET" CBECHHS O HEOOXOAUMOCTH BHECCHHUSI B MHCTPYKIIHMIO 110 METUITTHCKOMY
MPUMEHEHHUIO JICKAPCTBEHHOTO TIperapara H3MEHCHHH B OTHOIICHHH CBEICHUN O MOKA3aHUAX JJIs
NPUMEHEHHST U MPOTHBOIOKA3aHMSX Il MPUMEHEHHS JIEKAPCTBEHHOTO Mperapara, BBISBICHHBIX
MOOOYHBIX JCHUCTBUSX, HEXKEIATSIbHBIX PEAKIUAX MPU MPUMEHEHUH JIEKAPCTBEHHOTO TperapaTa u
HAIpPAaBIISET MOANMCAHHOE YCUICHHON KBaTU(UIIMPOBAHHON 3JIEKTPOHHOM MOANMUCHIO YBEAOMIICHHE
B JIMYHBIA KaOWHET 3asBHUTENS B €IWHON CHUCTEME, a TaKKe B JIMYHBIC KAOWHETHI 3asBUTENICH B
€MHON CUCTEeME, SBISIONIUXCS EeP>KaTEISIMU WU BJIaIebIlaMH PETHCTPAIIMOHHBIX yI0CTOBEPEHHIA
B3aMIMO3aMCHSEMBIX  JICKAPCTBCHHBIX  TIpernaparoB (WM  YIOJHOMOYCHHBIX HMMH  JIPYTHX
opuanueckux nun). (B pen. denepanbHbix 3akoHOB OT 27.12.2019 N 475-@3, ot 30.01.2024 N
1-@3)

IHonoscenusn wacmu 1.5 cmamou 30 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagienus 20cy0apCmeen X Yciy2 npu 00pauieHu 1eKapCcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCMEEHH O
UHPOpMayUOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (uiu) gedepanvroil 20cy0apcmeenHoll
ungpopmayuonnoit cucmemul ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYURAIbHBIX YCI1Y2
(¢pynxyui)", npumenaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MeOUYUHCKO20 NPUMEHEHU, NOOmeEep coaouwue haxkm 2ocyoapcmeeHHou
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoaUKamyl pecucmpayuoOHHbIX YOOCMOB8ePEeH Ul
JIeKapCmeEEeHHbIX NPenapamos 0 meOuyuncko2o npumernenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX cPpeoCcme 01 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHomMo4eHHblIl (hedepanvHblil Op2an UCHOTHUMENbHOU 611ACMU 34 6bl0aUell
YKa3aHH020 OyonuKkama Hanpaeisiemcsa 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YHOSTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.5. I[ep)i(aTeJ'IL W BJIAACJICH PECTUCTPALIMOHHOI'0 YIOCTOBCPCHUA JICKAPCTBCHHOI'O IIpcriapara, a
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TaKKe JepKaTeu W BIaJEbIbl PErUCTPAIIMOHHBIX YAOCTOBEPEHUH JICKAPCTBEHHBIX MPENapaToB
(w1 YNOJHOMOYEHHbIE UMK  JIpyTH€  IOPUIUYECKHE  JIMIA), KOTOpbIE  SIBJISIOTCA
B3aMMO3aMCHSIEMbIMH, 00S13aHbI HANPABUTh B JIMYHBIA KaOWHET YIIOJHOMOYEHHOTrO (emepaibHOro
OpraHa  HWCIOJHUTEIBHOW  BIACTH  IOANHMCAHHBIC  YCHUJICHHBIMH  KBaTU(UIIUPOBAHHBIMH
3JICKTPOHHBIMH TIOJMUCSIMH 3asBJICHHS O BHECCHHHM M3MCHCHHMH B JIOKYMEHTBI, COJEPKAIIUeCs B
PETUCTPALIMOHHBIX JIOChE Ha 3apErMCTPUPOBAHHBIC JIEKAPCTBEHHBIE IMPENapaThl sl MEAUIIUHCKOTO
MIPUMEHEHHS, B OTHOIIICHUH CBEJICHUM, YKA3aHHBIX B HHCTPYKIIUHU 110 MEAUIIMHCKOMY MTPUMEHEHHUIO
JICKapCTBCHHBIX TMpEnapaToB, B TEUEHHWE COpOKa padouux JHEH CO JHA TMONyYCHHS
YIIOJITHOMOYECHHBIM (peiepaIbHbIM OpraHOM MCIIOJIHUTEIILHON BJIACTH AJICKTPOHHOTO YBEIOMIICHHUS O
MOJIYYECHUU JICpXKATEJIeM WM BJIAJCNbLIEM PEruCTPAlMOHHOTO YJIOCTOBEPEHMS JIEKApCTBEHHOTO
npenapara (WM YIIOJTHOMOYSHHBIM UM JPYTUM IOPUIWYECKUM JIUIIOM) HHPOpPMAIIUH, YKa3aHHOU B
yactu 1.4 Hactosmel crateu. /laHHOE TpeOOBaHME HE PacIpOCTPAHSETCS HA Clyyau BHECEHHS B
WHCTPYKIIMIO TI0 MEAUIIMHCKOMY IPUMEHEHHIO JICKapCTBEHHOIO TMperapaTa HW3MEHEHUH B
OTHOIIIGHUM HOBBIX TOKa3aHUM [Jisi TPUMEHEHUs JIEKapCTBEHHOTO IIpernapara Ha OCHOBAHHH
pe3yNbTaTOB COOTBETCTBYIOMIMX HccleAoBaHul. (B pen. denepanbHbIX 3aK0HOB OT 27.12.2019 N
475-d3, ot 30.01.2024 N 1-P3)

Ionoscenusn wacmu 2 cmamou 30 (¢ peo. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCHMEEHH O
UHGOpMayUOHHOI cucmemul 8 cghepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cyoapcmeeHHou
ungopmayuonnoit cucmemsl ""EOunsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynkuyuir)", npumenaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamos 0,14 MeOUYUHCKO20 RPUMEHEHUS, NOOMEepHcOarouue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OYMa3icHOM HOcumese u OyOIUKAmMbL Pe2UCMPAUUOHHBIX YOOCMO08EPEHUTL
JIeKapcmeeHHbIX NPenapamos 0na Meouyunckozo npumenenus ¢ 01.01.2025 ne evioaromes.
Cyovexkmy odpawenusn 1eKapCcmeeHHbIX cCPpeoCcme 0l MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaHOMO4YeHHbLIL (hedepanbHblil OpP2an UCNOTHUMETbHOI 611aCMmU 34 6bl0aUell
YKA3aHH020 0yOIUKAmMa HAnPAaeIAemcs 6blNUCKA U3 20CY0APCMEEHHO20 peecmpa
JIeKapCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUYA YHOTTHOMOYECHHO20 (hedepanbHo20 0p2ana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

2. Pemienue 0 MpOBEIEHUHU HKCIEPTHU3bl KAYECTBA JIEKAPCTBEHHBIX CPEACTB U (MJIM) SKCHEPTHU3BI
OTHOIIEHHS OKUAAEMOW TOJB3bI K BO3MOXHOMY PHUCKY NPHUMEHEHHs JICKApCTBEHHOTO Iperapara
JUIs  MEIULUMHCKOTO  NPHUMEHEHHs MPUHUMAETCs B  COOTBETCTBUM C  YTBEP)KICHHOM
YIIOJTHOMOYEHHBIM (e/IepaTbHBIM OPraHOM MCIIOJIHUTENBHON BIIACTH Kiaccu(UKaue N3MEeHEHNH,
BHOCHMBIX B JIOKYMEHTBI, COJAEp)KalllMecs B PETUCTPALIMOHHOM JIOChe Ha 3aperucTpUpPOBAHHBIN
JIeKapCTBEHHBIH npenapar. (B pea. @enepanpaoro 3akona ot 30.01.2024 N 1-D3)

Ionoscenusn wacmu 3 cmamou 30 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeeHHbIX Yciye npu 00pauieHuu 1eKapcmeeH Hvlx
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCHmEEeHH Ol
UHGOpMayuoOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeenHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHBHIX YCTY2
(¢pynxyuir)", npumenaromcesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHblX
npenapamoe 011 MeOUYUHCKO20 NPUMEHEHU, NOOmEep coaouue haxkm 2ocyoapcmeeHHou
pecucmpayuu, Ha OyMadscHOM HOcumee u OyoOaUKAmyl pecucmpayuoOHHbIX YOOCMOB8ePEeH Ul
JIeKapCmMeEeHHbIX NPenapamaos 0aa meOuyuncko2o npumenenusn ¢ 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
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odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemcs 6bINUCKa U3 20cy0apCcmeenno2o peecmpa
J1eKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

3. 3asBUTENb BIpPaABE MPEICTABUTH 110 COOCTBEHHONW MHUIMATHBE BMECTE C 3asBJICHUEM O BHECEHUH
U3MEHEHUN B JIOKYMEHTBI, COJEP)KAIIMUECS B PErMCTPALlMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN
JEKapCTBEHHBI Ipenapar Jisi MEAMIMHCKOIO IPUMEHEHHs, pPEKBU3HTBI  JOKYMEHTOB,
MIOATBEPKIAIOIINX YIUIATY I'OCYIapCTBEHHOM ITOIUIMHBI 32 BHECEHUE B JIOKYMEHTBI, COEpKAILHUECS
B PErMCTPAlMOHHOM JJOChE HA 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar JUisi MEAULIMHCKOTO
IPUMEHEHHUS, U3MEHEHUH, TPeOYIOINX MPOBEACHUS 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B YacCTH
9KCHEPTU3bl KayecTBa JIEKAPCTBEHHOIO CPEICTBA M (MJIM) SKCIEPTHU3bl OTHOLIEHUS OKUAAEMOU
IIOJIB3bl K BO3MOXXKHOMY PHCKY IIPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara il MEJULUHCKOIO
IIPUMEHEHHUs, TOCYJapCTBEHHON IIONUIMHBI 3a BHECEHUE B JIOKYMEHTBI, COJAEp)KAILUECS B
PErUCTPAllMOHHOM J0ChE Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIN INpenapar Uil MEIUIMHCKOIO
IPUMEHEHUs, U3MEHEHUM, He TpeOYIOUIUX MPOBEIECHUS SKCIEPTHU3bl JIEKAPCTBEHHOI'O CPE/CTBa, a
TaKXKe BbIJaBaeMble  (TPEAOCTABISIEMBIE)  YIOJIHOMOYEHHBIMH  (peepalbHBIMH  OpraHaMH
UCIIOJIHUTEJILHOW BJIACTH IOKYMEHTHI (CBEICHHUS), yKa3aHHbIe B yacTax 1.1 u 1.2 HacTosiuel craThy.
B ciiydae mux HempeacTaBieHUS YHOJTHOMOYECHHBIH (efepalbHbIii OpraH MCIIOJHUTEFHON BIIACTH
3alpallMBaeT  yKa3aHHble  JOKYMEHTbl  (CBEIEeHMs) B  TOpSJKE  MEXBEIOMCTBEHHOI'O
nH(pOpMallMOHHOIO B3auMozaeicTBus. (B pen. denepanbHbix 3aKkoHOB OT 27.12.2019 N 478-®3, ot
30.01.2024 N 1-®3)

Ionoscenusn wacmu 4 cmamou 30 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuoOnHOU cucmemul 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeenHol
ungpopmayuonnoit cucmemul ""Eounsiit nopman 20cyoapcmeeHnbvix u MyHUYURAIbHBIX YCI1Y2
(¢pynxuyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHbIX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMas@cHom Hocumee u OyoONUKAmol PecUcCmpayuoOHHbIX YOOCMO8ePEeH Ul
JIeKapcmeeHHbIX RPenapamos 0 Meouyunckozo npumenenus ¢ 01.01.2025 ne évioaromes.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoa1HoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 8bl0ayell
YKA3anHo2o 0yonuKkama Hanpaeisaencsa 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIeKapCMEEeHHBIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJIEKMPOHHOU
ROORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo2o 0peana UCHOTHUMETbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-®3).

4. B Teuenue naTH pabovyMx AHEH CO JHA MOCTYIUIEHHUS YKa3aHHOTO B 4acTu | HacTosiel cTaTbu
3asBJIECHHUS] U HEOOXOAMMBIX TOKYMEHTOB YIIOJTHOMOUYEHHBIH (hefiepalibHblid OpraH UCHOIHUTEIbHOM
Biactu: (B pea. @enepansroro 3akoHa oT 30.01.2024 N 1-D3)

IHonoscenusn nynkma 1 vacmu 4 cmamou 30 (6 peo. @edepanvrozo 3axona om 30.01.2024 N
1-®3), kacarowuecs npedocmasienus 20CyoapCmeeHHbIX yciayz npu oopauieHuu
J1eKapcmeeHHbIX CPeOCné 011 MeOUYUHCKO20 NPUMEHEHUSL ROCPEOCHEOM eOUHOIl
20Cy0apcmeeHHOu UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoit ungpopmayuonnoit cucmemsl ""Eounvlit nopman 2ocyoapcmeeHnvix u
MyHuyunanvhvlx yciaye (pynkuuir)'’, npumensiomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamaog 011 MeOUYUHCKO20 NPUMEHEHUS,
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noomeepiicoaroujue haxkm 20cyoapcmeeHHou pecucmpayuu, Ha OYMa3cHom HocumeJie u
0yonuKamol pezucmpayuoHHbIX YOOCMO6EPEHUIL 1eKaAPCMEEHHbIX NPENnapamos 0
meoununckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawenusn
JIEKAPCMEEHHBIX CPEOCME 01 MEOUUUHCKO20 NPUMEHEHUSA NPU €20 00PAueHUU 6
YHOTHOMOYEHHDBLIL (hedepanbHblil OP2an UCHOTHUMETbHOU 671ACMU 3a 8bl10AYell YKA3ZAHHO20
0yOnuKama HAnPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOONUCAHHAA YCUTIEHHOU K8ATUDUUUPOBAHHOU IJIEKMPOHHOU HOORUCHIO YNOJTHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

1) IIPOBOAUT ITPOBEPKY IOJIHOTBEI KU HTOCTOBECPHOCTHU CBC,HeHHﬁ, CoACpKAIUXCA B IMPECACTABICHHBIX
3asBUTCIICM MaTCpUAJIaAX;

2) npuHUMAET pelleHre O MPOBEJACHUN YKA3aHHbBIX B YACTH 2 HACTOAIIEH CTaTbU COOTBETCTBYIOLINX
AKCIIEPTHU3 JIEKAPCTBEHHOT'O CPEJICTBA MU 00 OTKAa3€ B UX MPOBEIACHUU;

3) HampaBiIIeT B JIMYHBIA KaOWHET 3asBUTEIS B CIUHOW CHCTEME IMOANMHMCAHHOES YCHICHHOU
KBTM(UIMPOBAHHON 3JIEKTPOHHOMN MOJMUCHIO0 YBEAOMJICHHE O MPHUHATOM PEUICHHH WU B CIIydae
NPUHATHUSA pelieHrs 00 OTKa3e B MPOBEIACHUN COOTBETCTBYIOIIEH SKCIEPTU3HI ¢ YKa3aHUEM MPUYHH
Takoro orkasa. (B pen. deaepanbHbiX 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot
30.01.2024 N 1-D3)

Honoxscenusn wacmu 4.1 cmamou 30 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOIL 20CYO0aPCMEEHHOIL
UHpopmayuonnoil cucmemsl 6 cgpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopman 20cyoapcmeeHHbiX U MYHUWUNATbHBIX YCIIY2e
(¢pynkyui)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamos 014 MeOUYUHCKO20 RPUMEHEHUS, ROOMEepHcOarwue hakm 2ocyoapcmeenHol
pecucmpayuu, Ha OyMasicHoOmM Hocumene u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIEKAPCMEEHHBIX NPENnapamoe 01a meOuyunckozo npumenenus ¢ 01.01.2025 ne ¢vroaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUUUHCKO20 NPUMEHEHUS RPU €20
odpauienuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETbHOU 611aCMU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUTIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHO
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3akona om 30.01.2024 N 1-@3).

4.1. B cnyuae BBISIBIICHHS HEAOCTOBEPHOCTH CBEIACHUM, COAEpKAIIMXCSI B MPEACTABICHHBIX
3asBUTENIEM MaTepHaliaX, YIOJIHOMOYEHHBIN QenepaabHblii OpraH HCIOJIHUTEIBHOW BIACTH
HATPaBIIseT B JTUYHBINH KaOWHET 3asBUTENS B €IUHOW CHCTEME 3alpoc 00 YTOYHEHUHM YKa3aHHBIX
CBEJICHWN, TOMANMHUCAHHBIA YCWJICHHOW KBATU(MUIIMPOBAHHOW SJIEKTPOHHOM MOAMHUCHIO. (B pel.
®denepanpHoro 3akona ot 30.01.2024 N 1-D3)

IHonoscenusn wacmu 4.2 cmamou 30 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeenHbiX yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCmEeHH Ol
UHGOpMayuonHOoU cucmemsl 8 cihepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeenHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWUNAIbHHIX YCTY2
(¢pynxyui)", npumenaromces c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MeOUYUHCKO20 RPUMEHEHUA, ROOmeEepHcoarouue haxkm 20cyoapcmeeHHoul
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pecucmpayuu, Ha OyMa3cHoOmM Hocumese u OyoaUKamol pe2UcmpayuoHHbIX YOOCMO8ePEeH Ul
JIeKApPCMEEHHBIX NPENnApamoé 01 MeOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvioaromces.
Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeoCcma 011 MEOUUYUHCKO20 NPUMEHEHUS nPpU e20
odpauieHuu 6 ynoIHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I]1IEKMPOHHOU
HOONUCHIO YNOTTHOMOUEHHO20 TUYA YHOTHOMOYECHHO20 (hedepanbHo2o Op2ana UCHOTHUMEIbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

4.2. 3asButens 00s3aH HAMPAaBUTh B JIMYHBIA KaOMHET YIMOJHOMOYEHHOTrO (hemepanbHOro opraHa
UCIIOJHUTEILHON BJIACTH B €IMHOW CHUCTEME TOANMUCAHHBIN YCHJICHHOW KBaTH(DUIIMPOBAHHOM
JJICKTPOHHOM  TOANKMCHIO OTBET Ha 3alpoc  YIOJHOMOYEHHOro (eiepaibHOro  opraHa
UCIIOJHUTEILHON BJIACTH B CPOK, HE MPEBBIIIAIONIMIA JAEBIHOCTa pabOUMX JHEH CO THS MOTyYCHHS
YHOJHOMOYCHHBIM q)ellepaHLHBIM OopraHomM HUCIOJIHUTEIHLHOU BIACTHU 9JICKTPOHHOI'O YBCAOMIICHHSA O
MOJYYCHHUU 3asBUTENIEM JaHHOTro 3ampoca. Cpok, YKa3aHHBI B 4acTH 4 HACTOSIICH CTaThH,
MMPpUOCTAaHABIMBACTCA CO IOHA HAIIPAaBJIICHUA B JINYHBIN Ka6I/IHeT 3asABUTCIISA B eI[PIHOfI CHUCTEMC
3ampoca YIoJHOMOYEHHOTO (eepaabHOro OpraHa UCIOJHUTEIbHON BIIACTH JI0 JHS HAIPaBICHUS B
JUYHBIA KaOWHET YIOJHOMOUYEHHOTO (eepaibHOTO OpraHa MCIOJHHUTEIBHON BIACTH B €IMHOU
CHCTEMe OTBETa Ha JaHHbIH 3alpOC U HE YYUTHIBACTCS MPH UCUMCICHUH CPOKA MPHHSTHS PEIICHUS
O BHECEHHU HW3MCHEHHH B AOKYMCHTBI, COACpKAIUCCA B PCTUCTPAIMOHHOM 1OOCBEC Ha
3apErHCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Ui MEIUIMHCKOTO TPUMEHEHHs. (B peil.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

Honoxcenusn wacmu 5 cmamou 30 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX Yciye npu 00pauieHuu 1eKap cmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCmEOM eOUHOIL 20CYO0APCMEEHHOIL
UHopmayuonnoil cucmemol 6 cgpepe 30pasooxpanenusn u (unu) gedepanvHoil 20cyo0apcmeentoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromcsn c 01.01.2025. Pezcucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHbIX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, nOOmeepicoaloujue axkm 20cyoapcmeeHoul
pecucmpayuu, Ha OyMasicHOM HOcumesne u OyoauUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIEKAPCMBEEHHBIX NPENRApamoe 01 meOuyuncko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauienuu 6 ynoaiHOMO4YEHHBLI (hedepanbHblil OP2aH UCHOTHUMETbHOU 611aCMU 3a 6bl0aYell
YKa3anno20 0yonukama Hanpaeisemcs 6bINUCKa U3 20cy0apCcmeennozo peecmpa
JIEKAPCMBEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1EKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHO
énacmu (nynkm 5 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

5. OcHoBaHMEM JUIsl OTKa3a B NMPOBEACHUM YKa3aHHBIX B YacCTH 2 HACTOSALIEH CTAaTbU IKCIEPTHU3
ABJISIETCSl TPEJICTABIICHHE JOKYMEHTOB, NEPEYMCIEHHBIX B 4YacTAX | W 3 Hacrosumieil cratb, B
HEMOJIHOM 00beMe, HEIIPECTaBICHHE 3asBUTENIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIN B
yactu 4.1 Hacrosiel CTaTbM 3alpoc YIOJIHOMOYEHHOTro (hefepaibHOro OpraHa MCHOJHUTEIbHOM
BIIACTH, a TaKXe OTCYTCTBUE B IIPEACTABICHHBIX JOKYMEHTaxX JOCTAaTOYHBIX CBEACHUH,
MOJATBEPXKJIAIOIIUX HEOOXOAMMOCTh BHECEHHS HW3MEHEHMH, WM OTCYTCTBHE HH(pOpMAaIH,
NoATBepkKIatoeld (akT yriaTel rocyapCTBEHHBIX MOILUIMH, YKa3aHHBIX B 4YacTH 3 HaCTOsIIEH
ctatbu. (B pea. PenepanbHbIX 3ak0HOB OT 25.11.2013 N 317-P3, ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

6. YKa3zaHHBIC B 4aCTH 2 HAaCTOSINIEN CTaThbU SKCIEPTU3BI MPOBOAITCS B MOPSAKE, YCTAHOBICHHOM
cratbel 23 HacTosero PenepajbHOTO 3aKOHA.
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7. B cpok, He TIpEeBBIMIAIONINN TATH PabOYMX THEH CO JIHS HAMpPaBICHUS MOCPEACTBOM €IMHOTO
MopTaia B YIOJTHOMOYEHHBIH (heepanbHblii OpraH MCIOJHUTEIBHON BIIACTH WU JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO  (eiepaliIbHOr0 OpraHa HCIOJHUTEIBHOW BJIACTH B  €IUMHOM cucTeMe
MOJMYCAHHBIX YCHJICHHBIMH KBaTU(UIIUPOBAHHBIMH JJICKTPOHHBIMH TOJAMUCAMHU 3aKITIOUYCHHIMA
KOMHCCHM 53KCHEPTOB MO pe3yjbTaTaM YyKa3aHHbIX B YacTU 2 HACTOALIEH CTAaTbU SKCIEPTHU3,
YIOJTHOMOYEHHBIH (e/lepaibHblii OpraH MCIOJIHUTENBHONW BriacTh: (B pea. deaepanbHBIX 3aKOHOB
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

Honoswcenusa nynkma 1 wacmu 7 cmamou 30 (6 peo. @edepanvrnozo 3akona om 30.01.2024 N
1-®3), kacarouwuecsa npedocmagienusn 20CyoapCmeeHHbvIX yCiye npu 0dpaueHuu
JIeKapCMeEEeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghedepanvhoii
2ocyoapcmeeHnou ungopmayuonnoii cucmemst ""Eounviit nopman zocyoapcmeenuvix u
MyHuyunanwvhvlx yciaye (pynkuyuir)', npumenaomcea c 01.01.2025. Pecucmpayuonnsie
yoocmogeepenus 1eKapcmeeHHbIX NPenapamog 01l MeOUUUHCKO20 NPUMEHEHUS,
noomeepcoaroujue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha OyMaxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCH06ePeH Ul 1eKaAPCMEEHHbIX NPEnapamaos 0ns
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienusn
J1eKApCMEEHHBIX CPEOCH8 011 MeOUUUHCKO20 NPUMEHEHUSA nPU €20 00paueHuu 6
YRONTHOMOYEHHDBLIL (hedepanbHblil OpP2an UCHOTHUMENbHOU 61aCMU 34 8bl0aUell YKA3AHHO020
dydnuKama HanpaeNAemcs 6bINUCKA U3 20CY0apCmMeEEeHHO20 peecmpa 1eKapcmeeHHbIX CPeocma,
NOONUCAHHAA YCUTICHHOU KEAUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTHOMOYEHHO20
JUUA YROTHOMOYCHHO20 (hedepanbHo2o opeana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

1) mpuHUMAaeT pelieHne O BHECEHUU U3MEHEHUH B JJOKYMEHTBI, COJIEPIKAIIUECS B PETUCTPALIMOHHOM
JIOChE Ha 3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TIpenapar /Il MEJUIIMHCKOTO MPUMEHEHHS, WU 00
OTKa3€ BO BHECEHUH TaKUX U3MEHEHUM;

2) BHOCHT B TOCYJAapCTBEHHBIM peecTp JEeKapCTBEHHBIX CPEJICTB Ha OCHOBAHHUU pELIEHHUS O
BHECEHHMN W3MEHEHHH B AOKYMCHTHEI, coacpiKamumecs B PCruCTpalMOHHOM JOChHC Ha
3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM IpenapaT JUisl MEIUIUHCKOrO MPUMEHEHUs, HEOOXOMbIe
usmenenus; (B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-03)

Ilonoscenua nynkma 3 wacmu 7 cmamou 30 (¢ peo. @edepanvnozo 3axona om 30.01.2024 N
1-@3), kacarowueca npedocmagnenus 20cyoapcmeeHHbIX yciiye npu oopaujeHuu
JIEKAPCMBEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHEOM eOUHOT
20¢y0apcmeenoll UHpOpMayuoHHoIl cucmemsl 6 cihepe 30pasooxpanenusn u (unu) gedepanvroi
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanvhvlx yciaye (pynkuuir)'’, npumensiomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha GyMaxcHom Hocumeie u
0yonuKamol pe2ucmpayuoHHbIX YOOCMOEEPEHUIL 1eKapCMEEHHbIX RPENnapamos 0
meoununckozo npumenenusn ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawienusn
JIEKAPCMEEHHBIX CPEOCME 011 MEOUUUHCKO20 NPUMEHEHUSA NPU €20 00paueHuu 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 61aCHU 34 8bl0aYell YKA3AHHO020
0ybnuKama HanPAeNAEmMca bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CpeoCcma,
HOORUCAHHAA YCUTICHHOU KEAIUDUUUPOBAHHOTL IIEKMPOHHOU ROORUCHIO YROTIHOMOYEHHO20
JUUA YNOTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nynkm 5 cmamovu 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).
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3) BBIOACT 3asBUTENI0O HOBOE PETHCTPALMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO IpernapaTa B
ClIy4yae MU3MEHEHUs CBEJICHUI, COJIEPKAIIUXCS B HEM, ITyTEM HaIpaBJICHUS 3asBUTEIIO MOCPEACTBOM
€AMHOrO TMOopTaja WIM B JIUYHBIA KaOWHET 3asBUTENs B €AMHONM CHUCTEME BBIMHCKU U3
TOCYJapCTBEHHOTO peectpa JIEKapCTBEHHBIX CpEICTB, MOAITMCAHHOM YCHUJICHHOU
KBATH(UITMPOBAHHOW 3JIEKTPOHHOW moAnuchlo. (B pen. denepanbHbIX 3aKOoHOB oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

8. OcHoBaHMEM [UIsl OTKa3a BO BHECEHUM MW3MEHEHMH B JOKYMEHTBHI, COJAEpXKalluecs B
PErUCTPallMOHHOM JO0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpenapar Uisi MEAULUHCKOTO
NPUMEHEHHUS, SBISETCA 3aKIIOUEHHE YIMOJHOMOYEHHOTO (heaepanbHOro opraHa MCIOJTHUTEIBHON
BJIACTH O BO3MOYKHOCTH CHIKEHHsSI O€30IIaCHOCTH, KadecTBa, 3(PPEKTHMBHOCTH JIEKapCTBEHHOI'O
CPEJICTBA B Clly4yae BHECEHUS TaKUX U3MEHEHUH.

9. Homyckaercst oOpalmieHHe JIEeKapCTBEHHBIX MNpPEnaparoB s MEIUIUHCKOrO NPUMEHEHHS [0
UCTEYCHHS CPOKa TOAHOCTH, MPOHM3BEACHHBIX B TEUCHHE CTa BOCBMHIECSITH THEHW IOCIE JaThl
NPUHATUS  YIIOJIHOMOYEHHBIM (pefepaabHbBIM OpPraHOM HCIIOJHHUTEIFHONM BIACTH pPEHICHUS O
BHECCHUU M3MEHEHHH B JJOKYMEHTBI, COAEPKAIINECcs B PETHCTPALIMOHHOM JI0ChE, B COOTBETCTBUU C
uHopManueil, coiepkaiieiics B JOKyMEHTaX pPETHCTPAllMOHHOTO JOChE Ha JICKAapCTBEHHBIH
npenapar 10 JaThl NPUHATHS Takoro pemeHud. (B pen. denepanbHoro 3akoHa or 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

10. IlpaBurensctBo Poccuiickoii ®eneparuu BIpaBe YCTAaHOBUTh OCOOCHHOCTH BHECCHHS
W3MEHEHUN B JOKYMEHTBI, COAEPKAIIMECSd B PETUCTPALMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIN
JICKapCTBEHHBIN MpernapaTr [isi MEAUIIMHCKOTO MPUMEHEHHUA, B ciay4yae AePEeKTypbl WIM pPHCKa
BO3HUKHOBEHHUS Ne(DEKTyphl JICKAPCTBCHHBIX IPEIApaToB B CBS3U C BBEJACHHEM B OTHOIICHHH
Poccuiickoit ®enepanuy OrpaHUYMTEIBHBIX MEpP SKOHOMHYECKOrO XapakTtepa. (B  pen.
Ddenepanpaoro 3akona ot 08.03.2022 N 46-D3)

Crarbs 31. BHeceHUe U3MEHEHHMH B JOKYMEHTBI, COAep Kallecs B
PerucTpalMOHHOM J0Che HA 3apPeruCTPUPOBAHHBIN JIEKAPCTBEHHbIH
npenapar JJs BeTepUHAPHOT0 IPUMEHEHUA

Ionoscenusn wacmu 1 cmamou 31 (6 peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEoM hedepanvbHoll 20Cy0apCcmeeHHoll
ungpopmayuonnoit cucmemol ""Eounsiit nopman 2ocyoapcmeennvix u MyHUYUNAIbHBIX YCIIY2
(pynkyuir)", npumenaromea c 01.01.2026. /lyonukamor pecucmpayuoOHHbIX YOOCMOEEPEHU
JIeKapcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX CPeoCcme 01 6emePUHAPHO20 RPUMEHEHUA NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanvHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3annoz2o 0yoauKkama Hanpaeisaemcs 6blNUCKA U3 20CY0apCHEEeHH020 peecmpa
JIeKApCMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOT K8ATUDUUUD08AHH O ITIeKMPOHHOU
HOONUCDHIO YHOTHOMOUEHHO20 TUUA YROTHOMOUYCHHOZ0 (PedepanbHO20 Op2ana UCHOIHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1. B mensx BHECEHHs M3MEHEHMH B JIOKYMEHTBI, COAEpKalllMecss B PETMCTPAIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar sl BETEPUHAPHOIO IPUMEHEHUS, IepKATeb WIH
BJIQJIEJIEl] PETUCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO IMpenapara Uid yNOJIHOMOYEHHOE
UM JpYyroe IpUAHYECKOe JHILO (anee B HACTOSIIEH CTaThe - 3asiBUTEINb) HAIPABIISET IOCPEACTBOM
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€MHOTr0 MopTaja B yIOJIHOMOYEHHBIHN (efepanbHbIil OpraH UCTIOIHUTEILHONW BIACTH MOAMKUCAHHOE
YCUJIGHHOW KBaTU(UIIMPOBAHHOW OSJICKTPOHHOW TMOJIMKCHIO 3asBICHUE O BHECCHHH TaKUX
U3MEHEHHH 1o  (Qopme, yCTaHOBJICHHOW  YNOJTHOMOYEHHBIM  (pelepalbHbIM  OpPraHoOM
WCIIOJIHUTEIIbHOM BJIACTH, U NPUJIAracéMble K HEMY U3MEHEHUS B YKa3aHHBIEC JIOKYMEHTHI, a TAKXKeE
JIOKYMEHTBI, TOATBEPKAAI0IINe He0OOX0IMMOCTh BHECEHUS TaKuX n3MeHeHui. [Ipu nHeobxonumoctu
BHECEHUsS] M3MEHEHHU B JOKYMEHTBI, COJEpXalluMecss B PErMCTPAlMOHHOM JIOCbe Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npernapar Juisi BETEPUHAPHOIO INPUMEHEHMs, B CIydasx
U3MEHEHUS U (WIH) TOMOJHEHHUS MPOU3BOJICTBEHHOM ILJIOIIAJIKH JIEKAPCTBEHHOTO CPEJICTBA, & TAKXKE
M3MEHEHUs NOKa3aTelled KauecTBa JIEKAPCTBEHHOIO MperapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS U
(WJIM) METOJIOB KOHTPOJISl KayecTBa JICKAPCTBEHHOTO IperapaTa il BEeTEPUHAPHOTO MPUMEHEHUS
3asiBUTEIb JOINOJHUTEIBHO HAIPaBIseT IOCPEICTBOM €IUHOTO MopTaja B YIOJIHOMOYEHHBII
denepanbHBIE OPraH HUCIOJHUTEIHLHON BIIACTH CIEAYIONME JOKYMEHTHl (CBeneHus): (B pen.
denepanbHbiX 3aK0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-P3, ot 30.01.2024 N 1-D3)

1) cBemeHusi 0 JaTte MPEJOCTaBICHHUS W PETUCTPALIMOHHOM HOMEpE JIMIICH3MH Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB, MPEAOCTAaBICHHON NPOU3BOAMTENIO JIEKAPCTBEHHOrO Ipemnapara Julst
BETEPUHAPHOTO MPUMEHEHUSs, U1 POCCUICKUX MPOU3BOAUTENEH; (B pel. DeepabHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3)

2) cBeneHMsI O JlaTe€ MPEIOCTABICHUS M PETUCTPALIMOHHOM HOMEpE JHMIIEH3UH Ha MPOHM3BOACTBO
JICKAPCTBEHHBIX CPEICTB, IMPEIOCTABICHHON IMPOU3BOIUTENIO (hapMalleBTHUSCKON CyOCTaHIIuH,
BXOJISIIIEH B COCTaB JIEKAPCTBEHHOTO IperapaTa /Uil BETEPHUHAPHOTO IPUMEHEHHS, ISl POCCHICKUX
npousBoguteneit; (B pen. PenepanbHbix 3akoHOB OoT 04.06.2018 N 140-®3, or 27.12.2019 N
478-D3)

3) Komusi JOKyMEHTa, BBIIAHHOTO YIIOJHOMOYEHHBIM OPTraHOM CTPAHBI MIPOU3BOJUTEIS IS KaXKI0U
MPOM3BOJICTBEHHON IUIOMIA/IKA JICKAPCTBEHHOTO Tpenaparta JIjisl BETEPUHAPHOTO NPUMEHEHHS U
MOJTBEPXKIAIOIIET0 COOTBETCTBUE MPOU3BOAUTENS JIEKApCTBEHHOTO IpenapaTta TpeOOBaHUAM
IIpaBUJI HAJJIEXKAaIleW MPOU3BOACTBEHHON MPAKTUKH, U €T0 MEPEBOJ HA PYCCKUH SI3bIK, 3aBEPEHHBIE
B YCTAQHOBJICHHOM TOpSAKE, a TakKe KOMMs 3aKIIOUEHHs] O COOTBETCTBUU IPOU3BOAUTEIIS
JICKApPCTBCHHBIX CPEACTB Tpe6OBaHI/I$[M mpaBujI Haﬂnemameffl HpOI/IBBO)ICTBeHHOI\/JI IMPAKTHUKHU,
BBIJJAHHOTO YTIOJIHOMOYEHHBIM (peiepaibHbIM OpPraHOM MCIOJHHUTEIBHON BIACTH JUISL KaKIOU
HpOHSBOHCTBeHHOﬁ IUIOMAJAKH JICKapCTBCHHOI'O Iperapara JJisi BETCPUHAPHOTIO NPUMCHCHNA, 1100
KOMMsI pElIeHUs O TMPOBEJACHUNM HWHCIIEKTUPOBAHUS TPOU3BOJMUTENS JIEKAPCTBEHHBIX CPEACTB,
INPUHITOTO YIOJHOMOYEHHBIM (eiepalibHbIM OpraHOM HCIOJIHUTEIbHOW BJIAcTU S KaKJOM
NPOM3BOJICTBEHHOHN IUIOIIAJKK JIEKAPCTBEHHOTO TMpernapara Ajis BETEPUHAPHOTO IMPHUMEHEHHS.
VYkazaHHBIE JIOKYMEHTBHI TIPEACTABISIFOTCA B Cllydae, €CIIM TPOHM3BOJICTBO JIEKAPCTBEHHOTO
npenapara Ui BETEPUHAPHOIO TPHUMEHEHHUs OCYILECTBIseTCS 3a mnpenenamu Poccuiickoi
Ddenepanuy; (B pen. Penepanbroro 3akona oT 04.06.2018 N 140-D3)

4) xomus J[IOKyMEHTA, BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHbl IPOU3BOAUTEIS
dapmanieBTUYECKON  CcyOCTaHIMM W TOATBEPXKAAIOIIET0  COOTBETCTBUE  IPOU3BOJIUTENS
dapmanieBTHYecKOi cyOcTaHIMM, BXOJAIIEH B COCTaB JIEKAPCTBEHHOrO TIpemnapara s
BETEPUHAPHOTO NMPUMEHEHHMsI, TPeOOBaHUAM MPaBUJI HAJUIEKaIeH MPOU3BOJICTBEHHON MPaKTUKU, U
€ro IEpPEeBOJ] Ha PYCCKUN S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM MOpSAKE, B Clydae, €ClH
MPOU3BOJCTBO (hapMalleBTUUECKON CcyOcTaHIIMM OCylUIecTBIseTcs 3a mpeaenamu Poccuiickoii
®enepannu. (B pen. PenepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

IHonoscenusn wacmu 1.1 cmamou 31 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npe0ocmagienus 20cyoapcmeeHHblX Yy npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapioz0 NPUMEHEHUs ROCPEOCHEoM hedepanbHoll 20Cy0apCcmeeHHol
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unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWUNRAIbHBIX YCTY2
(pynxyuir)", npumenaromesn c 01.01.2026. /lyoaruxamol pecucmpayuoHHblX YOOCHOGEPEHUIL
JleKapCmeeHHbIX npenapamos 0isa eemepunapno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 6emepUHapHo20 NPUMEHEHUS RPU €20
oOpawienuu 8 ynoaiHoOMO4eHHbLIL (hedepanbHblil OP2aH UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anHo20 0yonuKkama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YROJIHOMOUEHHO20 TUUA YHOSIHOMOUEHHO20 (edepatbH020 0p2ana UCHOIHUMENbHOIL
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

1.1. B cmyuae u3meHeHus W (WIM) JOMOJHEHUS HPOM3BOACTBCHHOW IUIONIA/IKU JIEKAPCTBEHHOTO
CpeACTBa JIOKyMEHTHI, YKa3aHHbIE B 4acTH | HAcCTOSIIEH CTAaThH, MPEICTABISAIOTCS 3asBUTEIEM B
OTHOUICHUH H3MEHSIEMOW W (WIM) JOMOJHAEMOW IMPOM3BOICTBEHHON IUIOIIAIKU JIEKAPCTBEHHOTO
cpeactBa. PemieHne o BHECEHWH M3MEHEHHMH B JOKYMEHTHI, COJCpXKAIUECs B PETUCTPAIIIOHHOM
JI0ChE Ha 3apEeTHCTPUPOBAHHBIN JICKAPCTBEHHBII Mperapar il BETCPHHAPHOTO NMPUMEHEHUS, HIIH
00 OTKa3e B WX BHECCHHH NPUHHMACTCS B Cllydyae HEOOXOAWMOCTH TPOBENCHHS JKCIEPTH3BI
JIEKapCTBEHHOT'O CPENICTBA B CPOK, HE MPEBBIMIAIOMININ JEBIHOCTA PadOYMX JHEH, a B OCTAIBHBIX
cllydasix B CPOK, HE MPEBBIMIAIONINNA TPUIIATH pabounX JHEH cO JHS HAINpaBJICHHUS MOCPEICTBOM
€IMHOTO MOpTaja B YHOJIHOMOUYCHHBIN (hellepalibHbIil OpraH MCIOJIHUTEIBHON BIIACTH 3aSBICHUS O
BHECEHUHU Takux u3MeHeHuil. (B pen. denepanbhbix 3akoHoB 0T 04.06.2018 N 140-D3, ot

30.01.2024 N 1-®3)

IHonoscenusn wacmu 1.2 cmamou 31 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emMeEPUHAPHO20 RPUMEHEHUA NOCPEOCMEOM (hedepanbHOll 20CY0apCH8eHH Ol
ungopmayuonnou cucmemot ""Eounviit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /[yonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 014 eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 01 6eMePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEAUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTIHOMOUEHHO20 (edepanbHozo 0peana UCHOIHUMENbHO
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

1.2. B ciy4ae peopraHuzanuy JAep:KaTeias WM BIAJENbLA PETUCTPALMOHHOIO YIOCTOBEPEHHUS
JIEKapCTBEHHOI'0 Tpemnapara Jyisi BETepUHApHOrO MPUMEHEHUs, pa3paboTunKa WM MPOU3BOAUTEIS
JIEKapCTBEHHOIO IIpenapara Jjisl BETEpPUHAPHOIO0 IPUMEHEHHU B 3asBJICHUA O BHECEHUM U3MEHEHUN
B JIOKYMEHTBI, COJIEPKAIIHUECS B PETUCTPALIMOHHOM JI0ChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar AJisi BETEpUHApHOr0 IPUMEHEHUs, YKa3bIBAIOTCs JaHHBIE JOKYMEHTA, ITOATBEPKIAIOILETO
BHECEHHME COOTBETCTBYIOIIMX M3MEHEHHHU B EJUHBIN rOCYyIapCTBEHHBIN PEECTp IOPUIUYECKUX JIHI]
(u1s opraHu3alMii, 3aperucTpUpPOBaHHBIX Ha TeppuTopuu Poccuiickoit denepanuu), UIM UHOTO
JOKYMEHTa, MOJTBEPXkJAIOLIEr0 pPEOpPraHU3alUi0 IOPUANYECKOro JHua (A1 OpraHu3anuil, He
3aperucTpupoBaHHBIX Ha Teppuropun Poccuiickoii denepaunn). 3asBlI€HHE O BHECEHHH
U3MEHEHUN B JIOKYMEHTHI, COJEp)KAIIHMECs B PETMCTPALIMOHHOM JOChE€ Ha 3apEerUCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar I BETEPUHAPHOIO IIPUMEHEHUs, U MPUIAraeMble K HEMY JTOKYMEHTBI
HAIpPaBIAIOTCS TOCPEJICTBOM €IUHOTO IopTajga B YIOJHOMOYEHHBIH (eaepaibHbIi  Opra
UCTIOJIHUTENILHOW BJIACTH HE MO3JHEE 4YeM uepe3 TPUIIaTh pabouyux THEH cO JHA BHECCHMA
COOTBETCTBYIOIIUX H3MeHEeHUuN B EJMHBIN TOCYIapCTBEHHBIN peecTp MOPUAMYECKUX ML (I
OpraHu3aliii, 3aperucTpupoBaHHBIX Ha Teppuropun Poccuiickoit depepanuu) wnmm co AHA
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IPUHATHS COOTBETCTBYIOLIETO JOKYMEHTA, IOATBEPKAAIOIIEIO PEOPTaHU3ALMIO HOPUIANYECKOTO
auna ([ opraHu3aluii, HE 3aperMcTpUpOBaHHBIX Ha Teppuropun Poccuiickoit ®enepauun). B
Cllydae pEOpPraHM3alMM  JepKaTelld WIM  BIAAelbla PErMCTPAMOHHOIO  YIOCTOBEPECHHUS
JIEKapCTBEHHOI'O IIpenapara s BETEpUHAPHOTO NPUMEHEHMS 3asBJICHUE O BHECEHUH U3MECHEHUN B
JOKYMEHTBI, COACPKAIIUECS B PETUCTPALMOHHOM JOChE HA 3apPETMCTPUPOBAHHBIN JIEKapCTBEHHBIN
npenapar il BETEPUHAPHOIO NPUMEHEHHUs, IOJACTCA IOPUAUMYECKUM JIMIIOM, KOTOPOMY B XOZE
peopraHM3alnuy MepeJaHo MpaBO BIAACHUS TAKUM PETUCTPALMOHHBIM YAOCTOBEpEHUEM. (B pex.
®denepanbabix 3ak0HOB 0T 02.08.2019 N 297-D3, ot 30.01.2024 N 1-D3)

2. B ciyyae BHeceHUs M3MEHEHUU B JIOKYMEHTBI, COIECP)KAIIUECS B PETUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar Jyisi BETCPUHAPHOTO MPUMEHEHUS, B OTHOIIICHUH
CBEJICHUH, yKa3aHHbIX B moamyHktax "e", "x", "k", "a", "u", "c¢", "x" mynkra 7 yactu 3 ctatbu 17
Hactosimero denepaabHOrO 3aKOHA, HM3MEHEHHMs] W (WJIW) JOIOJHEHHUS IPOU3BOACTBEHHOM
MJIOIIAJKK JICKAPCTBEHHOTO CPEJCTBA, a TaKXKe B Cllydae HW3MEHEHUsl IoKa3arejedl KadecTBa
JIEKAapCTBEHHOT'O TIpernapara /i BETEPUHAPHOTO MIPUMEHEHUS U (MJIM) METOI0B KOHTPOJISI KaueCcTBa
JIEKApCTBEHHOT'O0  Tperapara il BETEPUHAPHOTO TMPUMEHEHUS] TPOBOJIUTCS  DKCIEpTHU3a
JIEKapCTBEHHOT'O CPENICTBA sl BETEPUHAPHOIO MpUMEHEeHHs. B ciiyyae HE0OX0IMMOCTH BHECEHHUS
WHBIX HM3MEHEHHMH B  JIOKYMEHTBI, COJEpXKallhecss B  PETHCTPAlMOHHOM  JIOChe Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar Uil BETCPUHAPHOTO NPHMEHEHHS, SKCIEpPTH3a
JIEKapCTBEHHOT'O CPEJICTBA JUIsl BETEPUHAPHOTO NMPUMEHEHHs He TpoBoauTcs. (B pen. denepanbHbIX
3aK0HOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

Ionoscenusn wacmu 3 cmamou 31 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0151 6emMeEPUHAPHO20 RPUMEHEHUA NOCPEOCMEOM (hedepanbHOll 20CY0apCH8eHH Ol
ungopmayuonnou cucmemot ""Eounviit nopman 2ocyoapcmeeHublX u MYHUYUNATbHBIX YCI1Y2e
(¢pynxyuir)", npumensaromcesn c 01.01.2026. /[yonuxameol pezucmpayuoHHbIX yOOCHO6EPEHU
JIeKapCmMeeHHbIX npenapamoe 014 eemepunaprozo npumenenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 01 6emMePUHAPHO20 NPUMEHEHUS RPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEAUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTIHOMOUEHHO20 (PedepanbH0o20 OP2ana UCHOIHUMENbHOU
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

3. 3asBUTENb BIOpaBE MPEICTABUTH 110 COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBJICHHEM O BHECEHUHU
U3MEHEHUN B JIOKYMEHTBI, COJEPKAIMECS B PErMCTPAlMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBIM  IIpemapar g BETEPUHAPHOIO IPUMEHEHMs, PEKBU3UTHl JIOKYMEHTOB,
MOATBEPKIAOIINX YIUIATY IOCYIapCTBEHHOM IMOLUIMHBI 32 BHECEHUE B JIOKYMEHTBI, COACPKALUECS
B PErUCTPALIMOHHOM JIOChE HA 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar Uisi BETEpUHAPHOTO
NPUMEHEHHUS, U3MEHEHUH, TPeOYyIOIMUX MPOBEAEHUS AKCIEPTU3bl JIEKAPCTBEHHOI'O CPENICTBA, WIH
U3MEHEHUH, He TpeOYIOUIMX MpPOBEIEHHUs SKCIEPTU3bl JIEKApCTBEHHOTO cpejacTBa. B cimyuae
HEOOXOJUMOCTH W3MEHEHHs] CBEJCHHI, COJEep)KalluXcsi B PETUCTPALIMOHHOM YJIOCTOBEPEHHUH
JIEKapCTBEHHOT'O IpenapaTa AJisl BETEpUHAPHOTO IPUMEHEHUS, C 3asBJIEHUEM, YKa3aHHBIM B 4acTH |
HACTOALIEH CTaThbU, 3asBUTENIb BIPAaBE MPEICTAaBUTh MO COOCTBEHHONW WMHUIIMATUBE PEKBU3UTHI
JIOKYMEHTA, IIOATBEPKAAIOLIEro yIUIaTy roCyJapCTBEHHO! IOIUINHEI 33 BbIa4y PETUCTPALIOHHOTO
YJOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapaTa. 3asBUTENb BIIpaBe IMPEACTaBUTh MO COOCTBEHHOM
VMHUIMATUBE CBEICHMS O JIMIEH3UAX, YKa3aHHbIE B IIyHKTax | u 2 yactu 1 Hacrosmen craThu, a
TaKk)K€ BbIJaBaeMble YIOJHOMOYEHHBIMU (heepaqbHbIMU OpraHaMy HCIOJIHUTENbHON BIACTH
JOKYMEHTBI, yKa3aHHbIE B IYHKTe 3 4yacTu | Hacrosuued ctaTbu. B cilydae HempencTaBieHHs
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yYKa3aHHBIX JIOKYMEHTOB (CBEIICHUI) YIOJHOMOYECHHBIH (eaepaabHblii OpraH HCIOJTHUTEIBHON
BJIACTH 3allpallliBaeT YKa3aHHbIC JIOKYMEHTHl (CBEICHMs) B TIOPSIKE MEXBEIOMCTBEHHOTO
nH(popManMoOHHOTO B3auMojieicTBUs. (B pea. DenepabHbIX 3akoHOB OT 27.12.2019 N 478-D3, or
30.01.2024 N 1-D3)

4. B cpok, HE TPEBBIIAIONINKA IeCATH PAadOUMX JHEH CO JIHS MOCTYIUICHHS YKa3aHHOTO B 4acTH |
HACTOALIECH CTaThbU 3asBJICHHUS M HEOOXOJUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (enepaibHblii
OpraH UCIOJHUTEIBHOM BIIACTH:

1) IIPOBOAUT ITPOBEPKY IOJIHOTHEI U HTOCTOBECPHOCTHU CBeﬂeHHﬁ, CoACpKaAIUXCA B IMPECACTABICHHBIX
3asABUTCIICM JOKYMCHTAX;

2) NpUHUMAET pEUICHUE O MPOBEICHUN HKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA /1JIsi BETEPUHAPHOTO
MPUMEHEHHUS WK 00 0TKa3e B €€ MPOBEACHHH;

Hlonosxcenua nynkma 3 wacmu 4 cmamou 31 (6 ped. @edepanvhozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyoapcmeeHHbIX Ycilye npu 00paujeHuu
JIeKApCMEEHHBIX CPEOCHE 01l 6eMEPUHAPHO20 NPUMEHEHUA NOCPEOCMEOM (hedepanbHoil
2ocyoapcmeenHoi ungpopmayuonnoi cucmemsl ""Eounulii nopman 20cyoapcmeeHHvix u
MyHuyunanvhvlx yciaye (pynkuuir)'’, npumenatomes c 01.01.2026. /Jyoauxamot
PpecucmpayuoHHBIX YOOCHMOBEPEHUIL 1eKAPCMEEHHBIX NPEnaAPanmos 011 6emMepPUHapHoo
npumenenus ¢ 01.01.2026 ne evioaromca. Cyovekmy odpauienus 1eKapcmeeHHblX cpeocme 01
6eMepUHAPHO20 NPUMEHEHUA NPU €20 00paueHUU 8 YHOSIHOMOYEeHHbLIL (hedepanbHblil op2an
UCNOTTHUMEIbHOIL 61ACMU 34 6bl0aUell YKA3AHHO020 0YO1UKama HAnPaeaAaemcs 6bINUCKA U3
20Cy0apcmeenHoz0 peecmpa 1eKapcmeeHHblX CPeoCma, HOORUCAHHAA YCUTEHH O
Keanuguuyupoeannoil 31eKmporHOoil ROORUCHIO YNOJTHOMOUEHHO20 JIUUA YHOTIHOMOUEHHO20

deodepanvnozo opzana ucnoanumenvhnoi earacmu (nynkm 6 cmamou 4 DedepanvHo2o 3aKoHa om
30.01.2024 N 1-@3).

3) HampaBiaseT TIOCPEICTBOM €IMHOTO MOpTaja 3asBUTENI0 TOJANUCAHHOE YCHUJICHHOU
KBTM()UIIMPOBAHHON 3JIEKTPOHHOMN MOAMHUCHIO YBEIOMIICHHE O MPUHSATOM PEIICHUH WU B ClIydae
NPUHATUS pEIIeHUsT 00 OTKa3e B TMPOBEACHUM SKCHEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA IS

BETEPUHAPHOTO MPUMEHEHUS C YKa3aHUEM IPUYMH TaKoro oTkasa. (B pel. denepanbHOro 3akoHa 0T
30.01.2024 N 1-93)

Ionoscenusn wacmu 4.1 cmamou 31 (¢ peod. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 0151 6eMeEPUHAPHO20 RPUMEHEHUA NOCPEOCMEOM (edepaibHOll 20CYy0apCHEeHH Ol
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYURAIbHBIX YCIIY2
(pynkyuir)", npumenaromea c 01.01.2026. /lyonukamor pecucmpayuoOHHbIX YOOCMOEEPEHU
JIeKapcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenus ¢ 01.01.2026 ne svioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CpeoCcme 01 6emepUHaApHo20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbHblil Op2an UCHOTHUMENbHOU 611ACMU 34 6bl0aYUell
YKa3auH020 OyonuKkama Hanpaeisaemcs 6blNUCKa U3 20cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbro2o 0peana UCHOHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.1. B cimyuae BBISIBIICHUS HETOCTOBEPHOCTH | (HMJIM) HEIOCTATOYHOCTH CBEJCHUM, CONECPKAIINXCS B
MPEJCTAaBICHHBIX  3asBUTEIEM  MaTepuanax,  YIOJIHOMOYEHHBIH  (elepaibHBIA  Opraf
WCIIOJTHUTENIbHOM BJIAcTH HAamNpaBJsieT IOCPEACTBOM €AMHOIO IopTaja 3asBUTENI0 3ampoc 00
YTOYHEHUH YKa3aHHBIX CBEJCHUMU, MOANUCAHHBIA YCUJICHHON KBaTU(MUIIMPOBAHHOW 3IEKTPOHHOM
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noanuceio. (B pea. ®enepanbroro 3akona ot 30.01.2024 N 1-D3)

Ionoscenusn wacmu 4.2 cmamou 31 (¢ ped. edepanvnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX Yciye npu 00pauieHuu 1eKapcmeeHHbIX
cpeocmea 0711 6emePUHAPHO20 NPUMEHEHUA ROCPEOCMBEOM (hedepanbHOll 20CYO0apCmeeHH Ol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MyHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2026. /lyoaukamel pecucmpauuOHHbIX YOOCHIO08EPEHUIL
JIeKapCmMeeHHbIX npenapamos 014 eemepunaprozo npumenenus c 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeOCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMENbHOU 611aCMU 34 6bl0aYyell
YKa3anno20 0yonukama Hanpaeisaencs 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOONUCHIO YHOTTHOMOYUEHHO20 TUYA YROTHOMOYEHHO20 (hedepanbHo2o Opeana UCHONHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

4.2. 3asgBuTenb 0053aH HaNpaBUTh IOCPEACTBOM €IMHOTO MOpTajia B  YHOJIHOMOYEHHBIH
denepanbHBI OpraH KCHIOJHHUTEIBHON BJIACTH MOANMCAHHBIA YCHJICHHON KBaTH(HUINPOBAHHOMN
9JIEKTPOHHOW  MOJNMCHIO OTBET HA 3amIpoc  YIOJIHOMOYEHHOTO  (elepalbHOro  opraHa
MCIIOJIHUTENIbHOM BJIACTU B CPOK, HE MPEBBIIIAIOLINI E€BIHOCTa pab0YMX JHEH CO JHS MOJy4EHUs
YIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH 3JIEKTPOHHOTO YBEAOMIIEHUS O
MOJIyYE€HUHU 3asBUTENEM JaHHOro 3ampoca. Cpoku, ykasaHHble B yacTu 1.1 Hacrosimiel crarbi,
IIPUOCTaHABJIMBAIOTCS CO JIHA HAIIPaBJICHMs IOCPEICTBOM E€IMHOIO IOpTaja 3asBUTEII0 3alpoca
YIIOJTHOMOYEHHOTO  (pefiepalibHOr0  OpraHa WCIOJHUTENIBHOW BJACTH JIO JIHS HAIlpaBIICHUS
HOCPEJCTBOM €MHOI0 NOpTajia B YIOJIHOMOYEHHBIH (esiepaibHblil OpraH UCIOIHUTEIBHON BJIACTH
OTBETa Ha JAaHHBIM 3aIpOC W HE YYMTHIBAKOTCSA IIPU UCYMCIICHWMHM CpPOKA INPUHATHS PELICHUs O
BHECEHUM H3MEHEHHH B JOKYMEHTBI, COJEpXKallMecs B PETUCTPALIMOHHOM JOChE Ha
3aperuCTpUPOBAaHHBIM JIEKAPCTBEHHBIN Tpenapar [Uisi BETEpUHAPHOIO NpHUMEHEHHs. (B pen.
denepanbroro 3akona ot 30.01.2024 N 1-D3)

5. OcHOBaHMeM Mg OTKa3a B MPOBEIECHUM OSKCHEPTHU3bl JIEKAPCTBEHHOTO CpEACTBa A
BCTCPUHAPHOT'O MPUMCHCHUA ABJACTCA MPEACTABIICHUEC NOKYMCHTOB, YKA3aHHBIX B YaCTIAX 1u3
HACTOAIIEH CTaTbU, B HEMOJIHOM OObBEME WIU OTCYTCTBHE B TPEACTABIECHHBIX JOKYMEHTaX
JOCTAaTOYHBIX CBGZ[GHI/II\/'I, MOATBCPKAAIOIIUX H€O6XOI[I/IMOCTI> BHECCHU I/I3M€H€HI/II\/’I, oo
HEIpPEACTABICHUE 3asABUTEIEM B YCTAHOBICHHBIM CpPOK OTBETAa Ha YyKa3aHHbII B yactu 4.1
HACTOALIEH CTaTbU 3alpoc YIOJHOMOYEHHOTO (hefiepaibHOr0 OpraHa MCHOJHUTENIbHON BIacTH. (B
pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcrnepTusa JEKapCTBEHHOI'O CPEICTBa JJIsl BETEPUHAPHOIO MPUMEHEHMs B LIEISX BHECEHUs
W3MEHEHUH B JIOKYMEHTHI, COJIEP)KALUECS B PETHCTPALIMOHHOM JOChE Ha 3aperMCTPUpPOBAHHBIN
JIEKapCTBEHHBIN TMpenapar s BETEPUHAPHOIO TPUMEHEHUS, OCYLIECTBISAETCS B TOPSJKE,
YCTaHOBJIEHHOM CTaTbel 24 HacTosero denepalbHOTO 3aKOHa.

IHonoscenusn wacmu 6.1 cmamou 31 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUsL ROCPEOCHEoM (hedepanbHOll 20Cy0apCcmeeHHol
ungopmayuonnoii cucmemst ""Eounviit nopman 2ocyoapcmeennvlx u MyHUWUNAIbHBHIX YCY2
(¢pynxuyuir)", npumenarwomcesn c 01.01.2026. /lyonuxameol pecucmpayuoHHbIX yOOCHO8EPEHU
JIeKapcmeeHHbIX NPenapamos 0nsa eemepunaprozo npumenenusn ¢ 01.01.2026 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPpeoCcme 01 6emePUHaApHO20 NPUMEHEHUS NPU €20
oOpauienuu 8 ynoaHoMo4eHHbll (hedepanbHblil Op2an UCNOTHUMETbHOU 61ACMU 3a 8bl0auell
YKa3auno020 0yonuKkama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
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JIeKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YROJIHOMOUEHHO20 TUUA YNOTIHOMOUECHHO20 (hedepanbH020 OP2ana UCHOIHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

6.1. B cpok, He MpeBBIIIAIONINN AecaTH paboyuX JAHEW CO THS HAIlPaBJICHUS MOCPEICTBOM €IUHOTO
nopraja B YIHOJHOMOYCHHBIN (helepaabHbld OpraH HWCHOJHUTEIBHON BIACTH TOJIMUCAHHOTO
YCUJIEHHON KBaTH(DPUIIMPOBAHHON 3JIEKTPOHHON MOJIHUCHIO 3aKJIFOUEHUS KOMHCCHM JKCIIEPTOB IO
pe3yibTaTaM YKa3aHHOW B 4YacTHM 2 HACTOSIIEM CTaTbU SKCHEPTHU3bI, YIOJIHOMOYECHHBIN

dbenepabHBI OpraH HCIOMHUTENbHOU BiacTu: (B pen. denepanbHbiXx 3akoHOB OT 22.10.2014 N
313-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

1) mpuHMMAaeT pelleHrue O BHECEHUU U3MEHEHUH B JJOKYMEHTBI, COJIEP)KAIIUECS B PETUCTPALIMOHHOM
JIOChE Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar Jjisi BETEPUHAPHOTO MPUMEHEHUs, WK
00 0TKa3e BO BHECCHHMH TaKUX W3MeHeHHH; (B pea. DeaepanbHoro 3akoHa or 22.10.2014 N 313-03)

2) BHOCHUT B TOCYNApCTBCHHBIH pPEECTp JIEKApPCTBEHHBIX CPEICTB HAa OCHOBAHUH PEIICHHS O
BHECCHUHM W3MEHEHHWH B JIOKYMEHTBI, COJepXalecs B PErHCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Uil BETCPHHAPHOTO NMPUMEHEHUs, He0OXOIUMbIC
uzmeHenust; (B pen. @enepanbHbix 3ak0HOB OT 22.10.2014 N 313-03, ot 30.01.2024 N 1-$3)

3) BbIIAET 3asABUTENI0 HOBOE PETUCTPALMOHHOE YAOCTOBEPEHHUE JIEKApPCTBEHHOIO Ipernapara AJis
BETEPUHAPHOTO MPUMEHEHHUs B CIydae HEOOXOIMMOCTH W3MEHEHUS CBEICHHM, COIEpKaIlUXCs B
HEM, C COXpaHEHHEM HOMepa paHee BBIJAHHOTO PETUCTPALHUOHHOTO  YJIOCTOBEPECHHUS
JIEKapCTBEHHOI'0 IIpernapaTa Jjsi BeTepUHApHOro npuMmeHeHus. (B pea. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

6.2. B ciydyae BHeCeHMs M3MEHEHHMH B JOKYMEHTBI, COJEprKallecs] B PerMCTPALlMOHHOM JIOChE Ha
3aperuCTpUPOBAaHHBIM JIEKAPCTBEHHBIM Npernapar [js BETEpPUHAPHOIO IPUMEHEHHUs, B YacTH,
Kacaroleicss M3MeHeHUs M (M) JIOTIOJIHEHHWsI MPOM3BOJCTBEHHOM IUIOUIAJIKU JIEKaPCTBEHHOTO
npenapara, Npu MPeICTaBICHUN 3asBUTEIEM B COOTBETCTBMM C IYHKTOM 3 yacTH | Hacrosiuen
CTaTbU KOIMHUHU DPELIEHHUS YHNOJHOMOYEHHOTO (hefepalbHOrO OpraHa HCIOJHUTENIBHOM BIAacTH O
MIPOBEJICHNUHN MHCIIEKTUPOBAHUS NPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIN B 4acTU
6.1 HacTosALIEH CTaTbH, IPUOCTAHABIMBAETCS CO IHA MOJTYUYEHHS 3aKJIFOUEHUS] KOMUCCUH DKCIIEPTOB
JI0 JTHSI TIPUHSATUS YIIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCHOJIHUTEIbHOM BIACTH PELIEHUS O
BblJJaue WM 00 OTKa3e B BbIJaue 3aKIIOYEHUS O COOTBETCTBUU IPOU3BOJAUTENS JEKApCTBEHHBIX
CpelCTB TpeOOBaHUAM MPaBUJI HaJIeXKalllel TPOU3BOJCTBEHHON MPaKTHUKH, HO HE OoJiee 4eM Ha CTO
BOCEeMb/IecsT pabounx aHei. (B pen. PenepanbHoro 3akona oT 04.06.2018 N 140-D3)

7. OcHOBaHHMEM JJs OTKa3a BO BHECEHWHM H3MEHEHUHl B JOKYMEHTBI, COJeprKaliuecs B
PErMCTPALlMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Uil BETEPUHAPHOIO
NPUMEHEHHUS, B CiIydasX, He TpeOyIOUIMX MpPOBEACHUS SKCHEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA,
ABJIIETCS NIPEACTABIEHUE JOKYMEHTOB, YKa3aHHBIX B 4acTAX | U 3 HACTOSAIIEH CTaTbU, B HEMOJIHOM
o0BbeMe UM OTCYTCTBUE B MPEJICTABICHHBIX JOKYMEHTaX CBEACHUM, KOTOPbIE JOJIKHBI ObITh B HUX
OTpakeHbl, TMOO HENpeACTaBICHUE 3asBUTEJEM B YCTAHOBJIEHHBI CPOK OTBETAa Ha YKa3aHHBIH B
yactu 4.1 Hacrosiel CTaTbM 3alpoc YIMOJIHOMOYEHHOTro (hefiepaibHOro OpraHa MCHOJHUTEIbHOM
BiacTH. (B pea. @exepanbroro 3akona ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeEM [UId OTKa3a BO BHECEHMHM HW3MEHEHUN B JIOKyMEHTBI, COJAEp)KAIUECs B
PETUCTPAlMOHHOM JIOChE HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaT JUisi BETEPUHAPHOTO
OpPUMEHEHHs, B CIyd4asx, TpeOYIOUIMX TMPOBEICHUS SKCIEPTU3bl JIEKApCTBEHHOIO CpPEICTBA,
ABIISICTCA 3aKJIOYEHUE YIOJHOMOUYEHHOIO (pelepalbHOr0 OpraHa HCIOJIHHUTENBHOM BIAcTU O
BO3MOXKHOCTH CHW)KEHHUSI 0€30MacHOCTH, KauecTBa, I(P(PEKTUBHOCTH JIEKApCTBEHHOTO Ipernapara
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BCJICICTBUE BHECEHUS M3MEHEHUN B YKAa3aHHbIE JOKYMEHTBI, OTKa3 YIOJIHOMOYEHHOIO
denepanbHOrO OpraHa WCHOJHHUTENBHOM BIAcCTH B BbAAYEe 3aKIIOYEHHS O COOTBETCTBUU
IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IpPaBUI HAJUIeXKAled NMPOU3BOJCTBEHHOU
IPAKTUKA B CIy4ya€ M3MEHEHUS M (WiIu) JIONOJHEHUS IPOM3BOACTBEHHOM IUIOIIAJIKU
JIEKapCTBEHHOI'O Ipernapara, ecid IIPOU3BOJCTBO JIEKapCTBEHHOIO Ipernapara JUisi BETEPUHAPHOTO
IIPUMEHEHUsl OCYLUECTBIsIeTCA 3a mpenenamu Poccuiickorn ®Penepanuy, WM OTCYTCTBHE 3TOrO
3akmodenus. (B pea. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

8. JlomyckaeTcsi oOpallleHue JICKapCTBEHHBIX IMPENapaToB I BETCPUHAPHOTO NMPUMEHCHHS JI0
UCTCUYCHHUsI CpPOKAa TOMHOCTH, TMPOHM3BEICHHBIX B TCUYCHHWE CTa BOCHBMHIECATH ITHEH TOCIE JaThl
NPHHITHS YIOJHOMOYECHHBIM (DeIepaIbHBIM OPraHOM HCIIOJHHUTEIbLHOW BJIACTH PEIICHUS O
BHECEHUU U3MEHEHUH B JJOKYMEHTBI, COICPIKAIINECS B PETUCTPAIIMOHHOM JIOChE Ha JIGKAPCTBEHHBIN
mpernapar, B COOTBETCTBHM C WH(pOpMAIUeH, coaepiKamieicss B JOKYMEHTaX PErHCTPAlMOHHOTO
JI0OChE Ha JICKApCTBEHHBIN IMpemapaT M0 AAThl MPUHSATUS Takoro pemieHus. (B pex. denepambHOro
3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

Crarbs 32. OTMeHa rocy1apCTBEHHOM PEruCTPAIUN JIEKAPCTBEHHOT 0
npemnapara

Pemenne 06 oTMeHe rocynapCcTBEHHON PETHCTpPAlMH JICKAPCTBEHHOTO Iperapara W UCKIIOUCHUH
JIEKApCTBEHHOIO MperapaTa U3 TOCyJAapCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEJICTB MPUHUMAETCS
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOTHUTENIFHOW BIACTH B CIIyYae:

1) nmpencraBiaeHus] COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (he/iepaibHbIM OPraHOM MCIIOJIHUTEIbHON
BJIACTH 3aKJIOYEHUS O PUCKE MM 00 yrpo3e 310pOBbIO, JKU3HU YEJIOBEKA WJIM >KUBOTHOIO IpU
NPUMEHEHUH JICKApCTBEHHOTO TpernapaTa, MPEBBINAINHMX ero 3PQEeKTHBHOCTD, MO pe3yJibTaTaM
OCYILIECTBIIIEMOT0 UM MOHUTOPUHIa O€30MaCHOCTH JIEKapCTBEHHOT'O Npenapara;

IHonoscenusn nynkma 2 cmamou 32 (6 peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeenHblX yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuonHOU cucmemul 8 cghepe 30pasooxpanenusn u (uaiu) hedepanvHoil 20cyoapcmeenHol
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYURAIbHBIX YCI1Y2
(¢pynkuyuir)", npumenaromcesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coaloujue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasxcHom Hocumee u OyONUKAmyl PecUcmpayuoOHHbIX YOOCMO8ePEeHUll
JIeKapcmeeHHbIX NPenapamos 01 Mmeouyunckozo npumernenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMmU 34 6bl0auell
YKa3anH020 OyonuKkama Hanpaeisemcs 6blNUCKa U3 20cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCm8, NOONUCAHHAA YCUIEHHOU K8ATUPUUUPOBAHHOU IJIEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn nynkma 2 cmamou 32 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeen X yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 07151 6emepuUHapHOzZ0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOIl 20CyOapCmeeHHOl
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeennvix u MyHUYUNAAbHBIX YCIIY2e
(¢pynxyuir)", npumensaromcsn c 01.01.2026. /lyonuxamol pecucmpayuoHHsLX yYOOCHO8BEPEHUTL
JIeKapCmMeeHHbIX npenapamoe 014 eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
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Cyovexkmy oOpaweHus 1eKapcmeeHHbIX CPeOCme 01 6eMePUHAPHO20 NPUMEHEHUS RPU €20
oOpawieHuu 8 YNOJIHOMOUEHHBLIL (hedepanbHblil OP2aH UCROTHUMEIbHOI 81ACHU 3a 8blOAYell
YKA3aHH020 OyOIUKAmMa HAnPasIsaemcs 6bINUCKA U3 20CYO0APCMBEHHO20 peecmpa
JIeKAPCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8AUPUUUPOBAHHOI IJIeKMPOHHOU
HOORUCHIO YHOSIHOMOUECHHO20 TUUA YHOTTHOMOUCHHO20 (hedepanbHoz0 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

2) mojmauM JepiKaTelieM WM BIAJENbIEM PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mnpernapata WIM YIOJHOMOYEHHBIM WM JPYTUM IOPUIWYECKUM JIMIIOM 3asBiI€HHUs 00 OTMEHe
TOCYJIAPCTBEHHOW  PETUCTPAllMM  JIEKAPCTBEHHOIO  IIpernapara, IOAINHCAHHOIO  YCHIIEHHOU
KBIM(ULIMPOBAHHON 3JEKTPOHHOW MOAIMHUCHIO, IIYTEM €ro HalpaBiICHUS IMOCPEIACTBOM EAMHOIO
MopTaia B YIOJTHOMOYEHHBINH (heepanbHblii OpraH MCIOJHUTEIBHON BIIACTH WM JIMYHBIA KaOUHET
YIOJHOMOYEHHOTO (peIepalibHOTO OpraHa HCIIOJHUTEIbHON BJIACTH B €IUHOW cucTeme; (B pen.
®denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

3) HCIIOATBCPIKIACHHUA FOCY,H&pCTBCHHOfI perucrpanuu JICKApCTBCHHOI'O IIpCliapaTa 110 MCTCUCHUU
CpoKa JIeHCTBUSA PEruCTpaiuOHHOTO YAOCTOBCPCHM A, BBIAAHHOI'O Ha IIATh JICT,

4) HempeCTaBICHUS 3asiBUTETIeM HH(DOPMAIK, KOTOpast MOXKET MOBJICYb 32 COOOH HEOOXOANMOCTh
BHECEHHs M3MEHEHHMH B JIOKYMEHTBI, COJEp)KallMecs B PETHCTPAllMOHHOM JI0OChe Ha
3aperuCTpUPOBAaHHBIN JIEKApCTBEHHBIM IpernapaTr, B TEUEHUE TPUALATH pabdouyux AHEW CcO AHS
HACTYIUICHUS 9THX U3MEHEHUIA;

5) OCylIeCTBJICHHS] TOCYJApPCTBEHHON PErMCTpalliM JICKAPCTBEHHOTO Ipenapara MoJ TOPrOBBIM
HAaMMCHOBAaHHMEM  3apETHCTPUPOBAHHOTO  paHEE II0J] OJTHM TOPrOBBIM  HAaWMEHOBAaHHEM
JIEKapCTBEHHOTO TIpernapara, OTINYAOIIETOCsl KAYECTBEHHBIM COCTAaBOM JICUCTBYIOIINX BEIIECTB; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) OCyIIECTBICHHS FOCYIapCTBEHHON PErMCTPALMU OJJHOTO U TOTO K€ JIEKApCTBEHHOTO Mperapara B
OTHOUIEHUH OJHOTO M TOTO € AepKaTels WIN BIAJENbLA PETHCTPAMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Ipernapara B BUJAE JABYX M 0ojee JIeKapCTBEHHBIX MpPENapaToB MO Pa3InYHbBIMU
TOProBBIMU HauMeHOBaHUsAMH; (B pel. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHSI CYZIOM PELIEHHs O HapyIIEeHUH MpaB MpaBoo0afaTens 00beKTOB HHTEIUIEKTYaIbHON
CcOOCTBEHHOCTH IIPH 0OpaIleHUH JEKaPCTBEHHBIX CPEJICTB;

8) oTcyTCTBHSI JIEKapCTBEHHOTO Tpernapara B oopaiienuu B Poccuiickoit denepaiiuu B TEUEHUE TPEX
u 6osee nieT; (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

9) HCBBIOJHCHHS  JiepXKaTeleM WM  BIAJCIbIEM  PErHCTPAIMOHHOTO  YJIOCTOBEPECHHUS
JICKApCTBEHHOTO TIpenapara JIMOO YIOJIHOMOYEHHBIM HWMH JPYTUM  HOPUIUYECKUM  JTHIIOM
MEpONPHUATHI M0 00ecreueHn0 0e30MacHOCTH JIEKAPCTBEHHBIX IPENapaToB, YCTAHOBJIEHHBIX
YIOJTHOMOYECHHBIM (heiepalibHbIM OPraHOM HCIIOJTHUTEIBHOM BIIACTH B COOTBETCTBUU C YACTSIMU 3 U
4 crathu 64 Hactosiero deneparbHOro 3aKOHA, B paMKax OCYIISCTBICHUs (apMakoHaa3opa; (B
pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

10) oTkaza nepkarenass WIM BIAJETblla PErMCTPALMOHHOIO YJOCTOBEPEHHUS JIEKApPCTBEHHOTO
npemnapara Ju00 YIOJIHOMOYEHHOTO UMH JIPYTOT0 FOPUAMYECKOTO JINIA OT BHECECHHS W3MEHEHHI B
MHCTPYKIIHIO TI0 IPUMEHEHHIO JISKApCTBEHHOT'O IMperapara, KacaroluXcsi HOBBIX MOATBEP)KICHHBIX
JTAHHBIX O TOM, YTO PHUCK NMPUYMHEHHS BpEeAa 3J0POBBIO0 YEIIOBEKA HIIM XKHBOTHOTO BCJIECIICTBHE
npremMa JIEKapCTBEHHOrO Ipernapara MpeBblmaeT 3(@eKTHBHOCTh €ro mnpuMeHeHus. (B pel.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))
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Crarbs 33. I'ocyaiapCTBEHHBIN peecTp JeKAPCTBEHHbIX CPEACTB

1. T'ocymapcTBeHHBI peEeCTp JIEKAPCTBEHHBIX CPEACTB COACPKUT TNEPEUCHb JIEKAPCTBEHHBIX
[pernapaToB, MPOLICAIIMX TOCYJAapCTBEHHYIO pErucTpaluio, IMepeueHb (papManeBTHYECKUX
cyOCTaHIMi1, BXOASIINX B COCTAB JICKAPCTBEHHBIX MPEMAPaTOB, U CICIYIONIYI0 HH()OPMAIINIO:

1) B OTHOIIIEHHUH JIEKAPCTBEHHBIX MIPENapaTOB:

a) HaUMMEHOBAaHME JIEKAPCTBEHHOro Ipernapara (MeXIyHapOJHOE HENAaTeHTOBAaHHOE, WU
IrPYIIIMPOBOYHOE, WIM XMMHYECKOE U TOProBO€ HaMMEHOBaHuUs); (B pen. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-93 (pen. ot 13.07.2015))

0) nekapcTBeHHas (hopma ¢ yKazaHHEM JIO3MPOBKH JIEKApPCTBEHHOTO IpernapaTa u ero KOJIN4YecTBa B
NOTPEOUTENBCKOMN YIIaKOBKE;

B) HAaUMEHOBaHHE JepKaTes sl WM BJaJesiblla PErHCTPAIIMOHHOTO YIOCTOBEPCHHUS JIEKaPCTBECHHOTO
npernapata M CBEICHHUS O PETUCTpAlldH JepyKaTeis WIM BJajeliblla PErUCTPAIHOHHOTO
yIIOCTOBEPEHHsI JIEKAPCTBEHHOTO TMpernapara Ui MEIUIIMHCKOrO TMPUMEHEHHS B KadyecTBE
HAJIOTOIIATE/bIMKA B CTPaHE perucrpanuu (is POCCUHCKUX  IOPUAMYCCKHX  JIMI[ -
uIeHTU(UKAIIMOHHBIA HOMep Hasoromiarenpbimka (MHH), a1s HHOCTpaHHBIX IOPUAMYESCKUX JIUIL -
CTpaHa PEruCTpallii, HAMMCHOBAHHE PETUCTPUPYIOIIET0 OpraHa, PerMCTPAIlMOHHBIN HOMEp, KOI
HAJIOTOIUIATE/bIMKA B CTpPaHE pErUCTpalud (MHKOPIOpAIMKM) HIXM ero aHaior); (B pei.
®denepanpHoro 3akona ot 28.12.2017 N 425-03)

F) HAaMMCHOBAHUC U apCC NPOU3BOIUTECIIA JICKAPCTBCHHOI'O IMpeIiapaTta U CBCACHUA O pCrucTpanuu
NPOM3BOAUTENS JICKAPCTBEHHOIO IMperapara Ui MEIUIMHCKOTO TNPUMEHEHHS B KavyecTBE
HAJIOTOIIATE/bIMKA B CTPaHE perucrpaiuu (is POCCUHCKUX  IOPUAWYCCKHX — JIMI[ -
UICHTU(UKAIIMOHHBIN HOMep Hanoromiarebinuka (MHH), mist ”HOCTpaHHBIX IOPHIUYECKUX JIHIL -
CTpaHa PErHCTpallii, HAWMCHOBAHHE PETUCTPUPYIOIIET0 OpraHa, PerHCTPAIlMOHHBIN HOMEp, KO
HAJIOTOIIATEIIbIIMKA B CTPaHE PETUCTpaliK (MHKOPIIOpAlMK) WM ero aHajior); (B pei.
denepanpHOro 3akona ot 28.12.2017 N 425-03)

1) (dapmakoTepaneBTHUECKas rpynmna, KOZ JIEKapCTBEHHOI'O npernapara 1o
aHAaTOMO-TEPANEBTUYECKO-XUMUIECKON KJ1acCU(pUKaluy, PEKOMEHI0BaHHOU Bcemupnoi
opranu3zanuen 3apaBooxpanenus; (B pea. dexepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

e) IMMOKa3aHud U IPOTHUBOIIOKAa3aHWA K NPUMCHCHHIO JICKAPCTBCHHOI'O IIpCiapara,

) MOOOYHBIE IeHCTBUS JIEKAapCTBEHHOTO Mpernapara;
3) CPOK FOJTHOCTH JIEKAPCTBEHHOT'O TpEeapara;

1) YCJIOBHUS XpaHEHUSs JIEKapCTBEHHOTO Mpenapara;
K) YCJIOBUS OTITyCKa JIKapCTBEHHOTO IIpernapara,

J) HoMep ¢apMakomeWHOW CTaTbu MM B Cllydyae €€ OTCYTCTBHS HOMEpP HOpPMaTHBHOM
JIOKYMEHTaIMH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

M) JaTa TOCYJapCTBEHHOM pPETHUCTpalMM JIEKapCTBEHHOIO Ipernapara U €ro pPerucTpardoHHBINA
HOMEp, JaTa 3aMEHbl PErMCTPALIMOHHOTO YJOCTOBEPEHMs JIEKAPCTBEHHOrO Ipernapara Ha
OeccpodyHOEe PEruCTpPalliOHHOE YJOCTOBEPEHME JIEKapCTBEHHOro IIperapara, Jara MoJadu
3asBJIEHUS. O TOATBEPKIACHUM T'OCYJapCTBEHHON pErucTpalyy JIEKapCTBEHHOrO IpernapaTa, Aara
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OTMEHBI TOCYJapCTBCHHOM PETUCTPAIINH JEKApCTBEHHOTO npemnapara; (B pea. denepanbHOro 3aKkoHa
or 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

H) Ka4eCTBEHHBIM COCTaB M KOJIMYECTBEHHBIH COCTAaB JICUCTBYIOIIMX BEIIECTB M KaueCTBEHHBIN
COCTaB BCIIOMOTATEJIbHBIX BEIIECTB JIEKAPCTBEHHOIO Mpemnaparta; (B pea. deaepalbHOr0 3aKOHA OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

0) uHpopManus 000 BCEX pa3peUICHHBIX BUJIaX BTOPHUYHON (OTPEOMTEIHCKON) YITAaKOBKH; (B PE/I.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

II) Jara MHPUHATHS PELIEHUS O BO3MOYKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IpernapaTr IpU
roCyJJapCTBEHHOM pEerucTpalud B KadecTBE Op(paHHOTO JIEKapCTBEHHOro Ipemapara (s
JIEKapCTBEHHBIX INPENapaToB JJi MEJUIMHCKOTO NpuMeHeHus); (B pel. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-93 (pex. ot 13.07.2015), ot 27.12.2019 N 475-D3)

p) HaIWYHME JIGKAPCTBEHHOTO TIperapara B TEPEYHE J>KU3HCHHO HEOOXOTUMBIX W BaKHEHIIHMX
JICKapCTBEHHBIX NpenapaToB (JJIs JIEKAPCTBEHHBIX MPEIapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHHMs); (B
pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N
475-D3)

C) HAIWYHUE B JIGKAPCTBEHHOM MIperapare HapKOTHYECKHX CPEACTB, MCUXOTPOIHBIX BEIIECTB M UX
MPEKYpCOpPOB, MOJICKAMMUX KOHTpoiao B Poccuiickoit ®enepanu, B COOTBETCTBHH C
3aKkoHozarenscTBOM Poccuiickoit  ®Denepanuu, MeXIyHapOJIHbIMU JoroBopamu Poccuiickoi
@enepan, B ToM uyuciae EauHON KOHBEHLIMEH O HapKOTHMUYECKHUX cpeiactBax 1961 roma u
KonBenmueit o ncuxorponHsix BemectBax 1971 rona; (B pen. @enepanpHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

T) uHboOpMaIMsI O TOM, SBISETCS JIM JAaHHBIM JIGKAPCTBCHHBIM Tpenapar pedepeHTHBIM
JIEKapCTBEHHBIM mpemnapaToM; (B pea. denepanpHoro 3akona oT 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

y) CBeleHUs O TMojade 3asBICHUS O BHECEHHH H3MEHEHHH B JOKYMEHTBHI, COJEpKallhecs B
pEerucTpalioHHOM JO0Ch€ Ha JIeKapCTBEHHBIM mpemnapat; (B pen. denepaqbHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

¢) noamyHKT yrpatii cuiy. (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-3)

X) CPOK BBEJACHHSI JICKAPCTBECHHOTO MperapaTa JUlsli BETCPUHAPHOTO NMPUMEHEHHUS B TPa)TaHCKHMA
obopot; (B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot
30.01.2024 N 1-D3)

1) “HQOPMAITUSI O TOM, SBIISETCS JIU JaHHBIN JEKApPCTBEHHBIN Mpenapar op(aHHBIM JIeKapCTBEHHBIM
IpernapaToM, HUMMYHOOHMOJOTHYECKHM JIEKAPCTBEHHBIM IpernapaToM, paauodapMaleBTHIeCKUM
JIEKapCTBEHHBIM TMpErnapaToM, TOMEONMaTHYEeCKUM JIEKAPCTBEHHBIM TMpENapaToM, OHOJIOTHYECKHM
JICKAPCTBCHHBIM IMPEIapaToM, BBICOKOTCXHOJIOTHYHBIM JICKAPCTBCHHBIM IIPCIIapaTOM, BIICPBLBIC
3aperucTpupoBaHHbiM B Poccuiickoii deaepannu B COOTBETCTBUU C HactosmuM PDenepaabHbIM
3aKOHOM WJIM aKTaMH, cocTaBisironumu mpaBo Coro3a; (B pea. @enepanpHoro 3akona ot 30.01.2024

N 1-®3)
2) B OTHOUIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIA:

a) HauMEHOBaHHE (papMaleBTUYECKON CyOCTaHIIMK (MEXIyHapOJHOE HEMAaTeHTOBAaHHOE, WU
IPyNIKAPOBOYHOE, WM XMMHUYECKOE M TOProBO€ HaMMEHOBaHUs), (popMa BhINycKa (C yKazaHHEM
JIO3UPOBKH (TIpH HAIUYUH), PAaCOBKH U yIMaKOBKK); (B pell. PenepanbHbIX 3aKOHOB OoT 22.12.2014 N
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429-®3 (pex. ot 13.07.2015), or 30.01.2024 N 1-D3)

0) HaMMEHOBaHWE M aJpec MPOU3BOAUTENS (apMalleBTUYECKON cyOcTaHIM (A7 POCCHICKUX
IOPUIMYECKUX JIUI] - HICHTU(DUKAIMOHHBIA HOMep Hanororiarensiuka (MHH), ams mHOCTpaHHBIX
IOpUIMYECKUX JIML - CTpaHa pErucTpalyy, HAaUMEHOBAaHUE PETUCTPUPYIOIIETO Oprasa,
PErUCTPALIMOHHBIN HOMEp, KOJ HAJIOroIUIATENbIIUKA B CTpPAHE PErucTpauuu (MHKOPHOpaIluu) Uiu
ero anaior); (B pexa. ®exepansHoro 3akoHa oT 30.01.2024 N 1-D3)

B) CPOK TOAHOCTH (hapMaleBTUYECKON CyOCTaHINY;
T') YCIIOBUS XpaHEHUs (apMaleBTUYECKON CyOCTaHIINM;

o) Homep (apMakomeHOW CTaTbd WJIM B CiIy4ae €€ OTCYTCTBHSI HOMEP HOPMAaTHUBHOM
JOKYMEHTAI[MH JIN0O0 HOPMAaTUBHOTO JIOKYMEHTA;

€) Hannuue GapMareBTUYCCKONW CYyOCTaHIMH B TIEPEYHE HAPKOTUYECKUX CPEICTB, MCUXOTPOITHBIX
BEIIECTB U UX MPEKYPCOPOB, MOUIeKANINX KOHTpoto B Poccuiickoit denepannu, B COOTBETCTBUH C
3aKOHOAATeNnbCTBOM Poccuiickoin  @Denepanuu, MEXIyHApOIHBIMU JoroBopamu Poccuiickon
®enepanur, B TOM 4Yucie EaMHOWM KOHBEHIMEH O HAapKOTHMYECKUX cpeacTBax 1961 roma u
KonBeHnnueit o ncuxorponssix Bemectax 1971 rona. (B pen. @eaepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

2. ®apmareBTHyecKas CyOCTaHIMs, MPOW3BEICHHAS U pealu3allii, MOKET OBITh BKJIIOYEHA B
rOCYy/IapCTBEHHBIA peecTp JIEKApCTBEHHBIX CPEJICTB HA OCHOBAHMUU 3asiBICHUs pa3paboTyuKa WU
IPOM3BOIUTENS JIEKAPCTBEHHOTO CPENICTBA JHOO0 YIIOIHOMOYEHHOTO UMH IOPHINYECKOTO JIMIA TIPU
YCIIOBUU TIPOBECHHS B OTHOIIEHUHU TaKo¥ (apManeBTHUECKON CyOCTaHIIMU SKCIEPTU3bI KayecTBa
dapmaneBTUUECKOW CyOCTaHIMM B TOPSJKE, YCTAHOBJIEHHOM cTaTtbel 34  HACTOAIIEro
@OenepallbHOTO 3aKOoHA. B oTHomeHHH ¢apManeBTUYECKUX CYOCTaHIMM, MPOU3BEIACHHBIX IS
peanu3alnyy, B TOCYJIapCTBEHHOM pEECTpe JIEKApCTBEHHBIX CPEACTB COAEPKHUTCS Cieayrolias
uHpOpMaLs:

1) HaumMmeHoBaHME (hapMalleBTHUECKOM cyOcTaHIMKU (MEXIYHApOJHOE HENAaTeHTOBAaHHOE, WM
TPyNIIAPOBOYHOE, WIIM XMMHUYECKOE M TOProBO€ HaWMMEHOBaHUs), (popma BHITyCcKa (C yKazaHHEM
JIO3UPOBKH (TP HAJIM4YUM), (PACOBKH M YIAKOBKH); (B penl. DenepanbHbIX 3aKOHOB 0T 22.12.2014 N
429-03 (pex. ot 13.07.2015), ot 30.01.2024 N 1-D3)

2) HaMMEHOBAaHUe, aJpec MPOU3BOIUTENS (papMalleBTUYECKON CyOCTaHIIMM, a TaKKe B OTHOLIEHUU
JIEKapCTBEHHBIX CPEACTB TSI MEIUITTHCKOTO IPUMEHEHUS CBEJICHHS O PErHCTPALIMH TIPOU3BOIUTEIS
dapmarieBTHYeCKON CyOCTaHLIMM B KayecTBE HAJIOrOIUIAaTENbIIMKAa B CTpaHE perucrpauuu (ass
POCCUNCKHX IOPUIMYECKUX JIMI - WACHTU(PUKAMOHHBIM HoMep Hanoromnatenbiiuka (MHH), ms
UHOCTPAaHHBIX OPUAMYECKUX JIMI] - CTpaHa pErucTpaly, HaUMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, pEeTrUCTPAallMOHHBIH HOMEp, KOJ HAJOTOIUIATeNbIIMKA B CTPaHE PETHUCTPAIHA
(MHKOpTIOpAIMK) WK ero aHajior); (B pea. @exepanpHoro 3akona ot 28.12.2017 N 425-D3)

3) cpok roaHOCTH apmalieBTUYecKoi cyoctannuu; (B pea. PegepanpHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

4) ycnoBus XpaHeHHs QapMmarleBTHYecKor cyOctanumu; (B pea. DemepadbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) Homep @QapmakoneiiHOW cTaTbu JUMOO B cllydae €€ OTCYTCTBHSI HOMEpP HOpPMaTHUBHOM
JOKYMEHTAllMM WJIM HOPMAaTHBHOIO JOKyMeHTa; (B pen. dexepanpHoro 3akoHa or 22.12.2014 N
429-03 (pen. ot 13.07.2015))
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6) Haymuue ¢dapMaIeBTUUECKOW CyOCTAaHIIMKM B MEPEYHE HAPKOTUUYCCKUX CPEICTB, MCHUXOTPOITHBIX
BEILIECTB U UX IIPEKYPCOPOB, MOIEKAIMX KOHTPOItO B Poccuiickoit @enepanuu, B COOTBETCTBUU C
3aKOHOJaTeNbCTBOM Poccuiickoit denepanuu, MEXIyHApOAHBIMU jAoroBopamu Poccuiickoit
Oenepaunn, B TOM 4ucie EaAMHONW KOHBEHLMEM O HApKOTUYECKUX cpeactBax 1961 roma m
KonBenmuei o ncuxorponHsix BemectBax 1971 rona; (B pen. @enepanpHoro 3akona ot 22.12.2014
N 429-®3 (pex. ot 13.07.2015))

7) nata BKItOoueHUs (papMarieBTHYECKON CyOCTaHIIMM B TOCYJApPCTBEHHBIN peecTp JIeKapCTBEHHBIX
CpeICTB, JaTa BHECEHUS HM3MCHEHUH B JOKYMEHTHI (DapMalleBTHYECKOW CyOCTaHIIMU, ara
UCKITIOYCHHS (papMaIleBTUYECKOW CYOCTaHIIMM W3 TOCYJapCTBEHHOT'O pPEecTpa JEKapCTBEHHBIX
cpenacts. (B pen. deaepanbHoro 3akona ot 22.12.2014 N 429-3 (pen. ot 13.07.2015))

3. Tlopsanok BeneHUsi TOCYIapCTBEHHOI'O pPEECTpa JIEKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO
NPUMEHEHUS M TOPSAOK BEIEHHUS TOCYHapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMEHEHHS YTBEPIKIAIOTCS COOTBETCTBYIONINM YIIOJIHOMOUYEHHBIM (he/iepambHbIM
OpraHOM UCHOJHUTENIBbHOM BIIACTH.

Crarbs 34. BKioueHne B rocy1apCTBEHHbIN peecTp JeKapCTBEHHbIX
CPEACTB M HCKJIIYECHUE U3 TOCYIapCTBEHHOI 0 peecTpa
JIEKAPCTBEHHBIX CPeACTB (papMalieBTUYECKON CyOCTAHIUM,
NPOU3BEACHHOM 1 peasn3auuu (B pea. PegepajibHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. Jnsa BriIoYeHUs (apMaleBTHUECKOW CyOCTaHIMM, NPOM3BEACHHOW Ui peajau3aliu, B
TOCYIapCTBEHHBIA PEECTp JICKAPCTBEHHBIX CPEICTB, IPOBOJMUTCS IKCIIEPTH3a €¢ KadecTBa. (B peil.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

IHonoscenusn wacmu 2 cmamou 34 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyoapCmeenHblX ycuy2 npu 00pauieHuu 1eKapCmeeHHblX
cpeocme 011 MeOUYUHCKO20 NPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCmEEeHH Ol
UHGOpMayuonHOU cucmemul 8 cghepe 30pasooxpanenusn u (uaiu) hedepanvHoil 20cyoapcmeenHol
ungpopmayuonnoit cucmemul ""Eounsiit nopman 2ocyoapcmeennvix u MyHUyURAIbHBIX YCY2
(¢pynxuyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coaloujue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasxcHom Hocumee u OyONUKAmyl PecUcmpayuoOHHbIX YOOCMO8ePEeHUll
JIeKapcmeeHHbIX NPenapamoe 0na meouyunckozo npumenenus c 01.01.2025 ne évioaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeOCme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMmU 34 6bl0auell
YKa3anH020 0yonuKkama Hanpaeisiemca 6blNUCKa U3 20Cy0apCmeenno20 peecmpa
JIeKapCmMEeHHbIX CPeOCm8, NOONUCAHHAA YCUIEHHOU K8ATUPUUUPOBAHHOU IJIEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn nynkma 2 cmamou 34 (6 peo. @eoepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeenHbIX Yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOzZ0 NPUMEHEHUSL NOCPEeOCHEOM (hedepanbHOIl 20CyOapCmeeHHOl
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeennvix u MyHUYUNAAbHBIX YCIIY2e
(pynxyuir)", npumensaromcesn c 01.01.2026. /lyonuxamol pecucmpayuoHHblX yOOCHOGEPEHUIL
JIeKapCmMeeHHbIX npenapamoe 014 eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
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Cyovexkmy oOpaweHus 1eKapcmeeHHbIX CPeOCme 01 6eMePUHAPHO20 NPUMEHEHUS RPU €20
oOpawieHuu 8 YNOJIHOMOUEHHBLIL (hedepanbHblil OP2aH UCHOIHUMETIbHOU 611ACMU 34 8bloayell
YKA3aHH020 OyOIUKAmMa HAnPasIsaemcs 6bINUCKA U3 20CYO0APCMBEHHO20 peecmpa
JIeKAPCMEEHHBIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8AUPUUUPOBAHHOI IJIeKMPOHHOU
HOORUCHIO YNOSITHOMOUECHHO20 TUUA YROTHOMOUCHHO20 (hedepanbHoz0 op2ana UCHOTHUMETbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

2. DKcrepTH3a KauecTBa YKa3aHHOM B 4acTH | HacTosmiel cTtatbu (papManeBTUUECKO CyOCTaHIINH,
COCTaBJICHUE KOMHUCCHEH SKCIIEPTOB 3aKJIIOYEHUH MO pe3yibTaTaM 3TOM 3KCIIEepPTU3bl, MOANMCAHHUE
UX YCWICHHBIMH KBaTM(DUIMPOBAHHBIMH JJIEKTPOHHBIMHU TOANMUCSAMH, HAalpaBIeHUE TaHHBIX
3aKJIIOYEHUH B JIMYHBIM KaOMHET YIOJIHOMOYEHHOro (heAepaJbHOr0 OpraHa HCIOJIHUTEIbHON
BJIACTH B €ITUHOM CHCTEME OCYIIECTBISIOTCSA B CPOK, HE MPEBBIMIAIOIINN TPUANIATA pabounx JHEU CO
JHS HalpaBJIeHUsT B JIMYHbIM KaOWMHET SKCHEpTHOIO YUYpPEeXKACHHUS B €IUHOM cucreme
COOTBETCTBYIOLIETO 3a/laHUsl YIIOJTHOMOUYEHHOTO (elepaIbHOro OpraHa HMCIOJHUTEIbHON BIIACTH,
HOJNMCAHHOTO YCHJIGHHOW KBaIU(UIUPOBAHHOM 3JIEKTPOHHOW MOANHUCHIO, U  CIEAYIOIINX
JOKyMeHTOB (cBeneHuil): (B pen. denepanproro 3akona ot 30.01.2024 N 1-D3)

1) cBeaeHus 0 jare NPEIOCTABIECHUS M PErMCTPALIMOHHOM HOMEpE JIMLEH3MM Ha MPOU3BOJCTBO
JICKAPCTBCHHLIX CPCACTB WM CBCACHUA O JAaTC NPCAOCTABJIICHHUA W PCrUCTPAIMOHHOM HOMEPE
3aKJIIOYEHUST O COOTBETCTBUHU IPOU3BOJAUTEINIS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSM IPaBUII
HaJJIeXxalleldl MpPOU3BOACTBEHHON INPAKTUKH, BBIIAHHBIX (IIPEAOCTABICHHBIX) YIIOJIHOMOYEHHBIM
(benepanbHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH, B Cllydae, €CIU IPOM3BOJCTBO JICKAPCTBEHHOI'O
cpeactBa ocyuiectBisiercss B Poccuiickoit ®enepauuun; (B pen. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-@3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

IHlonoscenun nynkma 2 wacmu 2 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmagnenus 20cyoapcmeeHHbIX yciiye npu oopaujeHuu
JIEKAPCMBEHHBIX CPEOCHE 0N MEOUUUHCKO20 NPUMEHEHUA NOCPEOCMEOM eOUHOT
20¢y0apcmeenoll UuHpOpMayuoHHoIl cucmemsl 6 cihpepe 30pasooxpanenusn u (unu) gedepanvroi
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanvhvlx yciaye (ynkuuir)'’, npumenatomes c 01.01.2025. Pecucmpayuonnsie
Yyoocmosepenus 1eKapCcmeeHHblX nPenapamog 011 MeOUYUHCKO20 RPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha OyMasxcHom Hocumeie u
0yonuKamol pe2ucmpayuoHHbIX YOOCMO6ePEHUIL 1eKapCmMEEeHHbIX RPEnapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauwieHus
JIEKapCmeEeHHbIX CPeOCme 011 MEOUYUHCKO20 NPUMEHEHUSA RPU €20 00paujeHul 8
YRONTHOMOYEHHDLIL (hedepanbHblil OpP2an UCHOTHUMEbHOU 61aCMU 34 8bl0aYell YKA3AHHO020
0yOnuKama HanpaeIAemca 6bINUCKA U3 20CY0apPCMEeHH020 peecmpa 1eKapCmeeHHbIX Cpedcme,
NOONUCAHHAA YCUTICHHOU KEAIUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YNOTIHOMOYEHHO20
JUUA YROTTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

IHonosxcenun nynkma 2 wacmu 2 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-®3), kacarowuecs npedocmasienusn 20CyoapCmeeHHbIX yCiye Npu 00paujeHuu
JIeKapcmeeHHbIX CPeOCcne 01 6emePUHAPHO20 NPUMEHEHUSA NOCPEOCmEOM (hedepanbHoll
2ocyoapcmeennou ungpopmayuonnoit cucmemst ""Eounuitii nopman zocyoapcmeeHHbvIX U
Mynuyunanwvhvlx yciaye (ynukuyuii)'', npumenatomes c 01.01.2026. /Iyoauxamot
PecucmpayuoHHBIX yOOCHO8EPEHUTL 1EKAPCMEEHHBIX NPEnapamos 01 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcea. Cyovekmy odpawienus 1eKapcmeenHvlx cpeocme 0
6eMepuHapHO20 NPUMEHEHUA NPU €20 00pauleHUU 8 YNOTTHOMOYEeHHbLIL (hedepanbHblil opzan
UCNOTTHUMEbHOIL 611ACMU 3a 6bl0aYell YKA3AHHO020 0YOIUKAma HanpaeIaemcs 6bINUCKA U3
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20Cy0apcmeennoz0 peecmpa 1eKapcmeeHHblX CpeoCcme, HOORUCAHHAA YCUTEHH O
K6anuguuyuposannoil 31eKmporHHOll ROORUCHIO YNOJTHOMOUEHHO20 IUUA YHOIHOMOUEHHO20

deodepanvnozo opzana ucnoinumenvhnoi eaacmu (nynkm 6 cmamou 4 Dedepanvno2o 3aKkoHa om
30.01.2024 N 1-@3).

2) KOIIMgd OOKYMCHTA, BbIJAHHOI'O YIIOJITHOMOYCHHBIM OpraHoOM CTpaHbl MPOU3BOAUTCIIA
JIEKapCTBEHHOI'O CPEACTBA M IOATBEPXKJAIOLIEr0 pPa3pelICHUE IPOU3BOJCTBA JIEKAPCTBEHHOIO
CPEICTBA, U €0 MEPEBOJ HA PYCCKUI SI3bIK, 3aBEPEHHBIE B YCTAHOBIECHHOM HOPSAJKE, a TAKXKE KOMHUS
3aKJIIOYEHUs O COOTBETCTBUHU IIPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMSM IMpPaBUII
Ha/IIe)KaIlel IPOU3BOJICTBEHHOM MPAKTHKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM
UCTIOJIHUTENIBHOW BJAcTH, JMOO KOMHUS PEUIeHHUs YIOJIHOMOYEHHOro (heepalibHOro oOpraHa
UCTIOJIHUTENIBHOW  BJIACTM O MPOBEACHUH  (apMaleBTHUECKOW MHCHEKIMH  IPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB AJIS MEIULMHCKOIO MPUMEHEHHsI Ha COOTBETCTBUE TPEOOBAaHUSAM IPaBUII
HaJUIeKalled IIPOU3BOACTBEHHON NPAKTUKH EBpPa3HiiCKOro SKOHOMHYECKOTO COH03a. YKa3aHHBIC
JOKYMEHTBI IIPEJICTaBISAIOTCA B CiIy4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOI'O CPEACTBA
ocyuiecTBisiercss 3a mnpeaenamu Poccuiickoit @enepanuu; (B pen. denepanbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 30.01.2024 N 1-D3)

3) IOKYMEHT, COJIEpKallWii CIEAYIIure CBeACHHS O (apmarneBTUYEeCKOW cyOcTaHiuu: (B pei.
®denepanbpHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

a) HauMEHOBaHME (AapMALEBTUYECKOW CyOCTaHIIMM, €€ CTPYKTypa, oOmme CBOICTBa; (B pel.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) HaMMeHOBaHue U ajpec npousBoauTens; (B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3
(pen. ot 13.07.2015))

B) TEXHOJIOTUSl MPOU3BOJACTBA C ONMCAHUEM CTaJAMM MPOU3BOJCTBA U METOJOB KOHTPOJS Ha BCEX
cTagusx mnpousBoAcTBa; (B pea. PdenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

T') OMKCcaHue pa3pabOTKH Mpolecca Mpous3BocTBa; (B pen. denepanpHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

J) ONHUCAaHWE KOHTPOJS KPUTHUSCKHUX CTAIUN TIpoIlecca IPOU3BOJCTBA U  TPOMEKYTOUHOM
npoaykuuy; (B pen. @enepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

€) JOKYMEHTAJIbHOE TMOATBEPXKICHUE (BaJWJallvs) MPOIECCOB M (WJIM) UX OIEHKa; (B pel.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

) CBOMCTBA U CTPYKTypa JAeHCTBYIOLINX BeulecTs; (B pea. denepanbHoro 3akona ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

3) XapakTepHucTtuka npumeceit; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot

13.07.2015))

1) cnerudukanms Ha (hapMareBTUUECKYI0 CyOCTaHIIMIO U ee 00ocHOBaHue; (B pea. denepaibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

K) aHaJUTHYECKUE METOAMKH, WCIOJIb3yeMble TpPU OCYIIECTBICHUM KOHTPOJII KadyecTBa
dapmarneBTuyeckoit cyocranimy; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot

13.07.2015))

J'I) JOKYMCHTAJIbHOC IMOATBCPKIACHUC (BaIII/II[aI_[I/ISI) AHAIIUTUYCCKUX METOJUK, HCIIOJB3YCEMBIX IIpU
OCYHICCTBJICHUH KOHTPOJIA KadCCTBa (bapMaHCBTHqCCKOﬁ CyGCTaHI_[I/II/I; (B pea. qDez[epam,Horo
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3aKoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

M) pe3ynbTaThl aHajau3a cepuil dapmaieBTUYecKoil cyocranuuu; (B pen. degepanbHOro 3aKOHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

H) TIepeYeHb CTaHJIAPTHBIX 00PA3IOB WM BEIIECTB, HCIIOIb3YEMBIX IPH OCYIIECTBICHUH KOHTPOJIS
kauecTBa; (B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-@3 (pex. ot 13.07.2015))

0) OMHCAHHE XAPAaKTEPUCTHK U CBOWCTB YIMAKOBOYHBIX MATEPUAIOB W YKYMOPOYHBIX CPEACTB; (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

) JaHHBIE O CTA0WJIBHOCTH (hapManeBTHUUYECKO cyOctanmmm; (B pen. demepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

p) cpok roanoctu. (B pea. PenepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

4) TOKyMEHT, COACp KAl CBEACHUS O PETUCTPAIIMU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB IS
MEAMIIMHCKOTO TPHMEHEHUS B KadyeCcTBE HAJIOTOIUIaTeNbIIMKa B CTpaHe perucrpanuu (s
POCCHICKHX OPHIMYCCKUX JIMIl - WACHTH(PUKAIMOHHBIM HOMep Hamoromuiatenbimuka (MHH), mis
MHOCTPAHHBIX IOPUIUYECKUX JIMI - CTpaHa pErucTpaly, HAUMEHOBAaHUE PETUCTPUPYIOLIETO
OopraHa, perucTpallMOHHBIA HOMEp, KOJ HAJIOTOIUIaTeIbIIMKa B CTpaHE pPErucTpanuu
(MHKOpIIOpAIMK) WK ero aHajor). (B pea. @enepanbroro 3akoHa ot 28.12.2017 N 425-D3)

Honoxcenusn wacmu 3 cmamou 34 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCmEOM eOUHOIL 20CYO0aPCMEEHHOIL
UHpopmayuonnoil cucmemol ¢ cpepe 30pasooxpanenusn u (unu) gedepanvroii 20cyo0apcmeeHHol
ungopmayuonnou cucmemot ""Eounstii nopman 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxuyuir)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, hoOmeepicoaloujue hakm 20cyoapcmeenoul
pecucmpayuu, Ha OyMasicHom Hocumene u OyoaUKamovl pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIEKAPCMEEHHBIX NPENnapamoe 01a meOuyunckozo npumenenus ¢ 01.01.2025 ne ¢vroaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCHOTHUMETIbHOU 611aCMU 3a 6bl0ayell
YKa3anno20 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOUEHHO20 (PedepanbHo2o 0peana UCHOIHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

IHonoscenusn wacmu 3 cmamou 34 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeen bIX Yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 0715 6emepuUHaApPHO20 NPUMEHEHUS ROCPEOCHEOM hedepanbHOIl 20CYy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensromcesn c 01.01.2026. /lyonauxameol pezucmpauyuoHHbIX yOOCHOEEPEHU
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumernenus c¢ 01.01.2026 ne evioaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHoz0 NPUMEHEHUs PU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonukama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUTEHHOU KEATUDUUUPOBAHHOUL IT1IEKMPOHHOIL
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTHOMOYECHHO20 (hedepanbrozo op2ana UCHOTHUMENbHO
énacmu (nynkm 6 cmamou 4 @eoepanvnozo 3axona om 30.01.2024 N 1-@3).

3. I[J'I}I MNPOBCACHUA OSKCHCPTU3BI Ka4dCeCTBaA yKaSaHHOﬁ B uyactu | HACTOSIIEH CTaThHu
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dapmaiieBTUYECKON CyOCTaHIIMM 3asBUTEIb HANpPABISET IOCPEACTBOM €IWHOTO IMopTaia B
YIOJTHOMOYCHHBIN  (peiepalibHbIil  OpraH MCTIOJHUTEILHOW BIACTH WM JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (eIepalibHOTO OpraHa HCIOJHUTEIbHON BJIACTH B €IUHONU cucTteme: (B pea.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

IHlonosxcenuna nynkma 1 wacmu 3 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-®3), kacarowuecs npedocmasieHus 20CyoapCmeeHHbIX YCiyz npu oopawieHuu
JIEKAPCMEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCEOM eOUHOTL
20Cy0apcmeeHHol UHPOPMAyUOHHOU cucmembl 8 cghepe 30pasooxpanenusn u (uau) geoepanvHoii
2ocyoapcmeennoi unghopmayuonnoit cucmemsl ""Eounutii nopman 2ocyoapcmeeHHuvIX u
Mmynuyunanovuvlx ycaye (pynxkuyuir)"', npumenarwomesn c 01.01.2025. Pecucmpayuonnuwie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepoiicoarouiue haxm 2ocyoapcmeeHHoll pecucmpayuu, Ha OYMaA3cHOM Hocumene u
0yonuKamol pe2ucmpayuoHHbIX YOOCMO6EPEHUIL 1eKaAPCMEEHHbIX NPEnapamog 0
Mmeouyunckozo npumenenus c¢ 01.01.2025 ne svioaromcea. Cyovekmy oopauwienus
JIEKAPCMEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUS nPU €20 00paujeHuu 6
YHONTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEIbHOU 61ACHU 34 6bl0AYell YKA3AHHO20
0ybnuKama HanPaeNAemca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOORUCAHHAA YCUTICHHOU K8ATUDUUUPOBAHHOIL I1eKMPOHHOI ROORUCHIO YROTHOMOYEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

Hlonosxcenua nynkma 1 wacmu 3 cmamou 34 (6 ped. @edepanvhozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyoapcmeeHHbIX Ycilye npu 00paujeHuu
JIEKAPCMEEHHBIX CPEOCE O/isi 6eMEPUHAPHO20 NPUMEHEHUA NOCPEOCMEOM (hedepanbHoll
2ocyoapcmeenHou ungpopmayuonnoi cucmemsl ""Eounulii nopman 20cyoapcmeeHHviX u
MyHuyunanvhvlx yciaye (pynkuuir)'', npumenatomes c 01.01.2026. /Jyonuxamot
pecucmpayuoHHbIX YOOCmOo8epeHull 1eKapCmeeHHblX npenapamaoe 0711 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcea. Cyovekmy oopauwienus 1eKapcmeeHHblx cpeocme 01
6eMepuUHapHO20 RPUMEHEHUA NPU €20 00pauieHUL 8 YHOSIHOMOUEHH LI (hedepanbHblil Op2an
UCNOTTHUMEIbHOIL 61aCMU 34 6bl0aUell YKA3AHHO020 0YOIUKaAma HanpaeaAemcs 6bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapcmeeHHblX CpeOCcme, NOORUCAHHAA YCUTIEHHOU
Keanuguuyuposannoil 31eKmporHHoil ROORUCHIO YROTHOMOYEHHO20 IUUA YHOIHOMOUEHHO20
dedepanvrozo opeana ucnonnumenvuou earacmu (nynkm 6 cmamou 4 @edepanvnozo 3aKona om
30.01.2024 N 1-@3).

1) 3asgBieHHME O BKJIIOYEHUHM B TOCYJAPCTBEHHBIH pEECTp JIEKapCTBEHHBIX CPEJACTB JaHHOU
bapmareBTHYeCKON CyOCTaHIMM, MOANKUCAHHOE YCHJICHHON KBaJU(UIMPOBAHHOW 3IIEKTPOHHOMN
noanuceio; (B pen. enepansroro 3akona ot 30.01.2024 N 1-D3)

IHonoscenusn nynkma 2 vacmu 3 cmamou 34 (6 peo. @edepanvrozo 3axona om 30.01.2024 N
1-®3), kacarowuecs npedocmasienus 20CyoapCmeeHHbIX yCiayz npu oopauieHuu
JIeKapcmeeHHbIX CPeOCné 011 MeOUYUHCKO20 NPUMEHEHUSL ROCPEOCHEOM eOUHOIl
20Cy0apcmeeHHOU UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoit ungpopmayuonnoi cucmemsl ""Eounvlit nopman 2ocyoapcmeeHHvIx u
MyHuyunanvhvlx yciaye (pynkuuir)'’, npumensomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapCcmeeHHbIX nPenapamaog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHHol pecucmpayu, Ha GYMarxcHom Hocumeie u
0yOnuKamol pe2ucmpayuoHHbIX YOOCMOEEPEHUIL 1eKaPCMEEHHbIX RPENnapamog 0
meoununckozo npumenenus c 01.01.2025 ne svioaromcea. Cyovekmy oopawienus
JIEKAPCMBEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUSA NPU €20 00PaueHuU 6
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YROJIHOMOYEHHbLI (hedepanbHblii 0P2aH UCROTHUMENbHOU 611ACMU 3d 8b10AYell YKA3AHHO20
0yOnuKama HanpaeIaemca 6bINUCKA U3 20CY0apCmeeHHO20 peecmpa 1eKapCneeHHbIX CPedCcma,
HOONUCAHHAA YCUNEHHOU KSATUDUUUPOSAHHOU I]1eKMPOHHOU NOORUCHIO YHOTHOMOUEHHO20
JUUA YROTHOMOUEHH 020 (hedepanbho20 0p2ana UCnOIHUmMENbHOU é1acmu (nyHkm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-d3).

Honoswcenusa nynkma 2 uacmu 3 cmamou 34 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-®3), kacarowuecs npedocmasienusn 20Cyo0apCmeeHHbIX yciay2 npu odopawienuu
JIeKapCMEEHHbIX CPeOCme 01 6emMePUHAPHO20 NPUMEHEHUA NOCPEOCIEOM (edepaibHoll
2ocyoapcmeennou ungopmayuonnoit cucmemsl ""Eounulit nopman 20cyoapcmeeHslx u
MyHnuyunanovuvlx ycaye (pynxkuyuir)"', npumensarwomesn c 01.01.2026. /[yonuxamot
PecucmpayuoHHbIX yOOCMOGEPEHUTL 1eKAPCMEEHHBIX NPENaApamos 014 6emepuUHapHozo
npumenenus ¢ 01.01.2026 ne svioaromca. Cyovekmy oopauieHus 1eKapCcmeeHHblX cpeocma 0is
6€eMepUHAPHO20 RPUMEHEHUA NPU €20 00pau|eHU 6 YNOJITHOMOYEHHbLIL (hedepanbHblil Op2an
UCHOTHUMEIbHOU 6]1aCMU 34 6bl0aYell YKA3AHHO020 0YONUKaAma HAnPaeIaemcs 6bINUCKA U3
20Cy0apcmeenno20 peecmpa 1eKapcmeeHHblX CpeoCcme, NOORUCAHHAA YCUTIEHH O
KéanuguuyuposanHoil 131eKmporHHoll ROORUCHIO YROTHOMOYEHHO20 TUUA YROTHOMOYEHHO20

deoepanvnozo opzana ucnonnumensvroii énacmu (nyukm 6 cmamou 4 Medepanvnozo 3aKkona om
30.01.2024 N 1-@3).

2) peKBU3UTHI IOKYMEHTA, IIOJITBEPKJAIOLIET0 YIIIaTy TOCY1apCTBEHHON NOLUIMHBI 32 BKJIIOUEHHE B
rOCYJapCTBEHHbIII  peecTp  JIEKApCTBEHHBIX  CPEACTB  (apMaleBTUYECKOH  cyOcTaHIuH,
IPOU3BENECHHON NI peanu3aluu, JMOo MO COOCTBEHHOM WMHUIIMATUBE YKA3aHHBIM JIOKyMEHT.
VYNOTHOMOYEHHBIH (enepaiabHblii OpraH MCIOJHUTENBHOW BIIACTH HpoBepseT (aKT ymiaTel
rOCYJapCTBEHHOM TIONUIMHBI 3asBHUTEJEM C HCIOJb30BaHHMEM uHHpopMamuu 00 ymaTe
roCyJJapCTBEHHOM MOILUIMHBL, cojaepskaiieiicss B I'ocyaapcTBeHHOW MH(POPMAIMOHHONW cHCTEME O
TOCY/IapCTBEHHBIX W MYHMIIMIIAJIBHBIX IJIAT€KaX, HA OCHOBAHWU TNPEJCTABIEHHBIX 3asBUTEIEM
PEKBU3UTOB JIOKyMEHTa, MOATBEP)KIAIOIIEro yIUIaTy TOCylapCTBEHHON TMONIUIMHBL, (B pem.
denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 30.01.2024 N 1-D3)

3) IIOKyMEHTbI, yKa3aHHble B 4acTH 2 HacTosuedl crateu; (B pea. denepanbHOro 3akoHa oOT
22.12.2014 N 429-93 (pex. ot 13.07.2015))

4) 3agBieHuEe O BblAaue paspelieHus Ha BBO3 B Poccuiickyto denepainnio KOHKPETHOH MapTHH
HE3apETUCTPUPOBAHHOTO  JIEKAPCTBEHHOIO  CPEJCTBA, IPEIHA3HAYEHHOIO U1 IMPOBEACHUS
yKa3aHHON »skcrepTtusbl. (B pen. dDenepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

Ionoscenusn wacmu 3.1 cmamou 34 (¢ peod. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHBOM €OUHOIL 20CY0APCMEEHHOTL
UHGOPpMAUUOHHOU cucmembl 8 chepe 30pasooxpanenusn u (uau) hedepanvHoil 20CyoapcmeeHHol
ungopmayuonnou cucmemut ""Eounstii nopman 20cyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensaromcesn ¢ 01.01.2025. Pezcucmpayuonnsie y0ocmosepenus 1eKapCcmeeHHblX
npenapamoe 0151 MEOUYUHCKO20 RPUMEHEHU, nOOmeEepcoaoujue haxkm 20cyoapcmeeHnol
pecucmpayuu, Ha OyMascHom Hocumese u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCHO8EPEHUTL
JIEKApPCMEEHHBIX NPEnapamoe 011 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
o0pauieHuu 6 ynoaHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMENbHOU 671ACMU 3a 8bl0ayell
YKa3annoz2o 0yonukama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU KEANUPUUUPOBAHHOU I/1EKMPOHHOU
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HOORUCHIO YHOJIHOMOUEHHO20 TUYA YROTIHOMOUECHHO20 (hedepanbHo20 0p2ana UCHOIHUMETbHOU
eénacmu (nynkm 5 cmamovu 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Honoscenusn wacmu 3.1 cmamou 34 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUS ROCPEOCHEOM (hedepanbHOll 20Cy0apCcmeeHHOl
unghopmayuonnoii cucmemst ""Eounviit nopman 2ocyoapcmeeHHbIX U MyHUYURATbHBIX YCY2
(¢pynxyuir)", npumenarwomesn c 01.01.2026. /lyonuxameol pecucmpayuoHHbIX yOOCHO6EPEHU
JleKapCmeeHHbIX npenapamoes 0 eemepunaprno2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy oOpawienus 1eKapcmeeHHbIX cpeocme 01 6eMePUHAPHO20 NPUMEHEHUS RPU €20
oOpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
nOONUCHIO YROJIHOMOUEHHO20 TUYA YROTIHOMOUEHHO20 (PedepanbH020 OP2ana UCHOIHUMENbHOU
énacmu (nynkm 6 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

3.1. B cnyuae HempejacTaBiI€HHUs C 3asBICHUEM O BKJIIOYEHHH B TOCYIAapPCTBEHHBIH pEecTp
JICKapCTBEHHBIX CPEICTB (apMaleBTUUECKON CyOCTaHIIMK BBbIIaBa€MbIX (MPEAOCTABISIEMbIX )
YIOJHOMOYEHHBIMH (heliepabHbIMU OpraHaMU HCIIOJIHUTENbHON BJIACTH JOKYMEHTOB (CBEAEHHUIA),
yKa3aHHbIX B MYHKTax | ¥ 2 4acTH 2 HACTOSIIEH CTaThU, YIOJHOMOYEHHBIN (hefepaibHbld OpraH
UCIIOJHUTENIbHOM BJIACTU  3alpalliuBaeT yKa3aHHbIE JOKYMEHTbl (CBEAEHHSA) B IOPSJIKE
MEXBEIOMCTBEHHOTO HH(OPMAIMOHHOTO B3auMOJEHCTBUS. (B pen. DenepalibHBIX 3aKOHOB OT
27.12.2019 N 478-®3, ot 30.01.2024 N 1-3)

Ionoscenusn wacmu 4 cmamou 34 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmaesienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHPOpMayUOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (unu) gedepanvHoil 20cy0apcmeenHoll
ungpopmayuonnoit cucmemsl ""Eounsiit nopman 20cyoapcmeennbvix u MyHUYUNAIbHBIX YCI1Y2
(pynkyuir)", npumenaromea c 01.01.2025. Pezucmpayuonnsvie yoocmosepenus 1eKapcmeeHHblX
npenapamoe 011 MEOUYUHCKO20 NPUMEHEHUs, NOOmeEep coatouue hakm 2ocyoapcmeeHHoul
pecucmpayuu, Ha OyMaxsxcHom Hocumee u OyONUKAmol PecUcmpayuoOHHbIX YOOCMO8ePEeH Ul
JIeKapcmeeHHbIX NPenapamos 0na meouyunckozo npumenenus c 01.01.2025 ne eévioaromces.
Cyovexkmy odpauwenusn 1eKapCcmeeHHbIX cpeoCcme 0l MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 6bl0aYell
YKa3auH020 OyonuKkama Hanpaeisaemca 6bINUCKaA U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOIHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

Ionoscenusn wacmu 4 cmamou 34 (¢ ped. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHo20 NPUMEHEHUsL ROCPEOCmEOM (hedepanbHoll 20Cy0apCmeeHHOu
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeennvblx u MyHUWURAIbHHIX YCTY2
(¢pynxyuir)", npumenarwomesn c 01.01.2026. /lyonuxameol pecucmpayuoHHbIX yOOCHO8EPEHU
JIeKapCcmeeHHbIX NPenapamos onsa eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromes.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPpeoCcme 01 6emePpUHaApHo20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMmU 34 6bl0auell
YKa3auno020 0yonuKkama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8AUPUUUPOBAHHOU I]1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YHOSTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOHUMENbHOU
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eénacmu (nynkm 6 cmamou 4 @eoepanvnozo 3axkona om 30.01.2024 N 1-D3).

4. B Teuenue nsatu pabovux JHEH CO JHS MPUHATHS 3asBJICHUS O BKIIOUYCHUM YKA3aHHOW B 4acTu |
HACTOAIIEH cTaThu (DapMarleBTHUECKON CYOCTAHIIMM B TOCYJAPCTBEHHBIM PEECTp JIEKapCTBEHHBIX
CpPEICTB M JOKYMEHTOB, MEPEUMCICHHBIX B 4YaCTU | M MyHKTE 2 4acTh 3 HACTOSIIEH CTaThH,
YIOJTHOMOYCHHBIN (he/iepanbHblii OpraH MCIONHUTENBHON BIAacTH: (B pen. DenepalbHBIX 3aKOHOB
or 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 30.01.2024 N 1-D3)

1) mpoBOAUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COJIEPKAIIMXCA B IPEICTABICHHBIX
3asBUTENIEM JTOKyMeHTax; (B pea. deaepanbroro 3akoHa oT 25.11.2013 N 317-P3)

2) NpUHMMAET pEIIEHUE O HAIPABICHUM B HKCIEPTHOE YUPEXJAECHUE 3aJjaHus Ha IPOBEICHUE
HKCHEPTH3bl Ka4eCTBA YKa3aHHOW B YacTH | HacTosmiel ctaTthu (apMamneBTUYECKOH cyOcTaHIMU
win 00 OTKa3e B TAKOM HAIIPABICHUH;

IHlonosxcenua nynkma 3 wacmu 4 cmamou 34 (6 ped. @edepanvhozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyo0apcmeeHHbIX yciiy2 npu odpauieHuu
JIeKAPCMEEHHBIX CPeOCmE 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghpedepanvhoii
2ocyoapcmeennoul unghopmayuonnou cucmemut ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhuix ycaye (yukuyuir)', npumensaiomea c 01.01.2025. Pecucmpayuonnvie
yoocmogepenus 1eKapcmeeHHbIX nPenapamaog 011 MeOUUYUHCKO20 NPUMEHEHUS,
noomeepicoaroujue haxm 20cyoapcmeeHHou pecucmpayuu, Ha OYMaMiCHOM HocumeJe u
0yoOnuKamol pezucmpayuoHHbIX YOOCMO6ePEHUIl 1eKapCMEEeHHbIX NPEnapamos 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovexkmy odopaujenun
JIEKAPCMEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUS RPU €20 00paueHUuU 6
YRONTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEIbHOU 61ACHU 34 6blOAYUell YKA3AHHO20
0ybnuKama HanPaeIAemcs bINUCKA U3 20CY0aApPCMEEHHO20 Peecmpa 1eKapcmeeHHbIX Cpeocma,
nOONUCAHHAA YCUIEHHOU KEAIUDUUUPOBAHHOU IIEKMPOHHOU NOORUCHIO YNOJTHOMOYEHHOZ20
JUUA YROTHOMOYECHHO20 (hedepanbHo2o 0peana UCNONHUMENbHOU enacmu (nynkm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

Ilonoscenua nynkma 3 wacmu 4 cmamou 34 (¢ peo. @edepanvnozo 3axona om 30.01.2024 N
1-@3), kacarowueca npedocmagnenus 20cyoapcmeeHHbIX yciy2 npu od0pauieHuu
JIeKapcmeeHHbIX CPeOCme 01 6emePUHAPHO20 NPUMEHEHUSA NOCPEOCMEOM (hedepanbHoll
2ocyoapcmeennou ungopmayuonnoil cucmemst ""Eounsiii nopman 2ocyoapcmeenHnwix u
MyHuyunanvHovix ycaye (pynkyuir)'', npumenatromesn c 01.01.2026. /{yoauxamuot
PecucmpayuoHHBIX yOOCHOBEPEHUTL 1EKAPCMEEHHBIX NPENaApamos 011 6emepuUHapHozo
npumenenus c 01.01.2026 ne evioaromca. Cyovekmy odpawienus 1eKapCmeenHvlx cpeocme 0
6eMepuHapHO20 NPUMEHEHUA NPU €20 00pauleHUU 8 YNOTTHOMOYEHHbLIL (hedepantbHblil op2an
UCROJIHUMEIbHOU 671ACMU 3d 8b10AY eIl YKA3AHHO020 OYOIUKAMA HANPAGNAENICA 6bINUCKA U3
20Cy0apcmeennozo peecmpa 1eKapcmeeHHblX Cpeocme, HOORUCAHHAA YCUTEHH O
Keanupuuyuposannoil 31eKmponHoil ROONUCHIO YROJIHOMOYEHHO20 TUUA YROTHOMOUEHHO20

dedepanvnozo opeana ucnonnumenvrou eaacmu (nynkm 6 cmamou 4 Medepanvhozo 3aKona om
30.01.2024 N 1-@3).

3) HampaBiseT B JIMYHBIM KaOMHET 3asBUTENSl B €JUHOW cHUCTEME MOAMMCAHHOE YCUJICHHOU
KBAJTM(HUIUPOBAHHON 3JIEKTPOHHOM MOANUCHIO YBEIOMJICHHE O NMPUHITOM pEIIEHUH WM B Clydae
OTKa3a C yKa3aHMEeM IpPHYMH Takoro oTkasa. (B pexa. denepaibHbIX 3akOoHOB oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

Ionoscenusn wacmu 4.1 cmamovu 34 (¢ ped. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
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Kacarowuecs npedocmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHoll
ungopmayuonnoit cucmemul ""Eounsviit nopman 2ocyoapcmeenHHvix u MyHUYUNAAbHBIX YCIIye
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus i1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHU, ROOMEepIHcoarouue Paxm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMaxcHom Hocumeie u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMOB8EPEHUTL
JIeKApCMEEHHBIX NPENnapamoé 014 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 6 ynoaHoOMO4YEeHHbLIL (hedepanbHblil OP2anH UCNOTHUMETbHOU 61aCMU 3a 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOONUCHIO YHOTTHOMOUEHHO20 TUYA YHOTHOMOYEHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

IHonoscenusn wacmu 4.1 cmamou 34 (¢ ped. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedoCcmasienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 6emepuHapHoz0 NPUMEHEHUL ROCPEeOCHEOM (hedepanbHoll 20Cy0apCmeeHHOl
ungopmayuonnou cucmemot ""Eounviit nopman 2ocyoapcmeeHHvblX u MyHUWUNATbHBIX YCTY2
(¢pynxyuir)", npumenarwomesn c 01.01.2026. /lyonuxameol pezucmpayuoHHbIX YOOCHO8EPEHU
JleKapCmeeHHbIX npenapamoes 0sa eemepunapruo2o npumenenusn ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 0711 6emepuUHapHo20 NPUMEHEHUs RPU €20
oOpauieHuu 8 ynoIHOMOYEHHBLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 61ACHU 3 6blOaYell
YKa3anno20 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOIU IJ1IeKMPOHHOU
HOONUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOUECHHO20 (PedepanbH020 OP2ana UCHOIHUMENbHOU
énacmu (nynkm 6 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@D3).

4.1. B cinyuae BBISIBIEHUS HEJOCTOBEPHOCTH U (UJIM) HEIOCTATOYHOCTH CBEACHUM, COJIEpPIKALINXCA B
NpPEJCTAaBICHHBIX  3asBUTEJIEM  MaTepuaiax,  YIOJIHOMOYEHHBIM  QenepaibHbIi  oprax
HWCIIOTHUTEIbHON BJIACTH HAMpasJISACT 3asABUTCIIIO IOCPECACTBOM C€AWMHOIO IoOpTajla HJIN B JIMYHBIA
KaOMHET 3asiBUTENS B €JUHON CUCTEME 3apoc 00 YTOUHEHHH YKa3aHHBIX CBEACHUH, MOJIMUCAHHbIHI
YCUJIEHHON KBaIM(QUIMPOBAHHOW AJIEKTPOHHOM NOANUChI0. (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

Ionoscenusn wacmu 4.2 cmamou 34 (6 peo. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHIEOM eOUHOU 20CYOapPCHEEHH O
uHopmayuonnoil cucmemnl 6 cgpepe 30pasooxpanenusn u (uiu) gedepanvroil 20cy0apcmeenHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2
(pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUs, hOOmeepicoaouiue haxkm 20cyoapcmeennou
pecucmpayuu, Ha OyMasicHOM HOcumene u OyoauUKamol pe2ucmpayuoHHbIX YOOCMO8ePEeH Ul
JIEKAPCMEEHHBIX NPENnApamoe 01a meOuyuHckozo npumenenus ¢ 01.01.2025 ne ¢vioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoCcma 0151 MEeOUYUHCKO20 RPUMEHEHU NPU €20
odpauieHuu 6 ynoaiHOMOYEHHBLIL (hedepanbHblil OpP2an UCNOJIHUMENbHOU 61ACMU 34 6bloauell
YKa3annoz2o 0yonuKkama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKapCcmeeHHbIX CPedCcn8, NOORUCAHNHAA YCUTCHHOU K8ATUPUUUPOSAHHOU I]IEKMPOHH O
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbrozo op2ana UCHOTHUMENbHO
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).
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Ionoscenusn wacmu 4.2 cmamou 34 (6 peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocmea 07151 6emMePUHAPHO20 NPUMEHEHUA ROCPEOCIEOM (hedepanbHOll 20Cy0apCmeeHHOu
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MyHUYUNATbHBIX YCIIY2
(¢pynukyuir)", npumensarwomesa c 01.01.2026. /lyoaukamel pecucmpauyuoOHHbIX YOOCHO8EPEHUIL
JIEKApCMEEeHHbIX npenapamoe 01a eemepunapro2o npumernenus c¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeoCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCHOTHUMETbHOU 611aCMU 34 6bl0ayell
YKa3annoz2o 0yonukama Hanpasisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOONUCHIO YHOTIHOMOUEHHO20 TUYA YROTHOMOYECHHO20 (hedepanbHo2o Opeana UCHONHUMENbHOU
enacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

4.2. 3asgButens 0053aH HANpaBUTh IOCPEACTBOM E€IMHOTO TOpTajla B  YIOJIHOMOYECHHBIH
denepanbHBIE  OpraH HCIOJHUTENBHONM BIIACTH WM JUYHBIM KaOWHET YHOJTHOMOYEHHOT'O
denepaibHOTO OpraHa HCIOJHUTEIBLHON BJIACTH B €IMHOW CHCTEME IOJIMUCAHHBIA YCUJICHHOMN
KBJTM(DULIMPOBAHHOMN 3JIEKTPOHHOM MOAMKUCHIO OTBET HA 3alpOC YHOIHOMOYEHHOTO (eaepatbHOro
OpraHa HCIOJHUTEJIbHOM BIACTH B CPOK, HE NPEBBIMIAIOIMMN JAEBSHOCTAa pabO4YMX JHEW CO JHA
MOJTyYeHHUsl YMOJIHOMOYCHHBIM (pellepalbHBIM OpPraHOM HCIIOJHUTEIBHON BIACTH AJIEKTPOHHOTO
YBEAOMJIEHHSI O MOJIYUYEHUH 3asBUTEIEM JAAHHOTO 3anpoca. Cpok, yKa3aHHbII B 4aCTH 4 HACTOsIIEH
CTaThU, IPUOCTAHABIIMBAETCA CO JHS HAINPABICHUS 3asBUTENIO MOCPEACTBOM €JUHOTO MOPTaJIa WIH
B JINYHBIN KaOWHET 3asABUTEINS B €MHON CHCTEME 3alpoca YIOJTHOMOYEHHOTO0 (hefiepaibHOTO OpraHa
WCIIOJIHUTEJIbHOM BJACTH 1O JHS HAIpAaBJICHHs 3asBUTEJIEM MOCPEACTBOM E€IMHOIO IopTajia B
YIOJIHOMOYCHHBIM  (peiepaibHbIii  OpraH HCHOJHUTEIBHOM BJIACTH WJIM JIMYHBIM KaOWHET
YIOJTHOMOYEHHOTO (peiepaibHOTO OpraHa MCIOJHUTEIBHON BIACTH B €IMHOM CHUCTEMe OTBETa Ha
JAQHHBIM 3ampoC M HE YUYWTHIBACTCA IIPU HCYUCICHUM CpPOKa DKCIEPTU3bl KadecTBa
(bapMmarieBTUYECKON CyOCTaHIIMM, IPOU3BEACHHON i peanu3auuu. (B pel. deaepanbHOro 3akoHa
or 30.01.2024 N 1-®3)

5. OcHoBaHMEM Ul OTKa3a B HANpPAaBICHUM B DKCIIEPTHOE YUPEKICHHE 3a/laHusl Ha NPOBEICHUE
AKCIIEPTU3bl KayecTBa yKa3aHHOW B 4acTu | HacTosiied cratbu (hapMmalieBTHUECKON CyOCTaHIIMU
ABJIIETCSL HENPEJCTaBICHUE JOKYMEHTOB, YKA3aHHBIX B YacTH 2 HACTOSIIEH CTAaTbU, OTCYTCTBUE
uH(popMaluy, MOATBEpXKAaoNEed (akT yIulaThl TOCYJAapCTBEHHON MONUIMHBI 3a BKIIOYEHHE
bapmarieBTHYeCKON CyOCTaHIIMM, NMPOU3BEACHHON Ul pealu3alud, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJACTB, HENPEACTABICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIH CpOK OTBETa Ha
yKa3zaHHbIH B uyacTH 4.1 HacTosled cTaThbu 3arnpoc YMOJIHOMOYEHHOro (eepaJbHOro opraHa
UCIIOJTHUTENIbHOM BJIACTU WM TPEACTaBICHUE JTOKYMEHTOB, HE COJEp KallUX HCUEPIBIBAIOIIETO
nepevHs HeoOXOoAUMBIX cBeieHuil. (B pen. denepanbHOro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot

13.07.2015))

Ionoscenusn wacmu 6 cmamou 34 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmaegieHus 20cyo0apCmeen X yciy2 npu 00pauieHuu 1eKapCmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCHEOM eOUHOU 20CY0apCHmEEeHH Ol
UHGOpMayuoOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeenHol
ungopmayuonnoii cucmemst ""Eounviit nopman 2ocyoapcmeeHnvix u MyHUYURATbHBIX YCY2
(¢pynxyui)", npumenaromes c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblxX
npenapamoe 011 MeOUYUHCKO20 NPUMEHEHU, NOOmEep coaouue haxkm 2ocyoapcmeeHHou
pecucmpayuu, Ha OyMadsxcHom Hocumee u OyOIUKAMbL PECUCPAUUOHHBIX YOOCMOBEPEHU
J1eKapCmMeEEeHHbIX NPenapamos 0 meouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexkmy odpawienus 1eKapcmeeHHbIX CPeoCme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
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odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCMEEeHHbIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn wacmu 6 cmamou 34 (¢ peo. Medepanvrnozo 3axona om 30.01.2024 N 1-@3),
Kacarowuecs npeoocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocmea 07151 6emMePUHAPHO20 NPUMEHEHUA ROCPEOCHBOM (PedepanbHOll 20CYO0apCcmeeH Ol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX U MYHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2026. /lyoaukamel pecucmpauyuoOHHbIX YOOCHIO8EPEHUIL
JIeKapCmMeeHHbIX npenapamoe 014 eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeOCcCma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpawienuu 6 ynoJiHOMOUYEHHbBLIL (hedepanbHblil OpeaH UCNOJIHUMETbHOU 6/1ACHU 3d 8blOaYell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKApPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo20 0p2ana UcCnoJIHUMENbHOU
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

6. B Teyenme nsaTHaAUATH pabOYMX IHEH CO JHA TIONYYCHHs PEIICHUS YIIOJIHOMOYEHHOI'O
denepanbHOrO OpraHa WCIOJHUTEIFHOW BIIACTH O HANpABICHUH B OJKCIEPTHOE YUPEKIACHUE
3aJaHUsl Ha IMPOBEJICHHWE OKCIEPTU3bl KayecTBa YKa3aHHOH B dYacTu | HacTosmieidl craTbhu
dapmarieBTHYeCKOl CyOCTaHIIMM 3asBUTENb MPEICTABISET B OKCHEPTHOE YUPEKACHUE IS
NPOBEJCHUS JaHHOW SKCHEpTH3bl 00pas3ubl (apMaleBTUYECKOW CyOCTaHIMH B KOJIHYECTBE,
HEOOXOIMMOM IIJIsi BOCIIPOM3BEJICHUS METOZ0B KOHTPOJISI Ka4eCTBa. DKCIIEPTHOE YUPESKICHHUE TIPU
HOJTy4eHHH 00pa3loB yKa3aHHOW B 4acTH | HAcTOSIIEH CTaThu (papMareBTUYECKOW CyOCTaHIIUH B
TOT JX€ JICHb HANpaBiIsieT B JUYHBIA KaOWHET 3asBUTENS B E€IMHON CHCTEME YBEIOMIICHUE,
HOJTBEPXKIAIOIIEe MOJyYeHHE 3TUX 00pa3loB. DTH CPOKHM HE BKIIOYAIOTCS B CPOK IMPOBEICHUS
JTaHHOM 3KcriepTH3sl. (B pel. enepanbHbiX 3aK0HOB OT 22.12.2014 N 429-03 (pen. ot 13.07.2015),
ot 30.01.2024 N 1-®3)

7. Yacts yTpartuna cuiy. (B pea. @enepansroro 3akona ot 30.01.2024 N 1-D3)

Ionoscenusn wacmu 8 cmamou 34 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cyo0apCmeeHHblX yciy2 npu 00pauieHuu 1eKapCcmeeHHblX
cpeocme 0711 MeOUUUHCKO20 RPUMEHEHUS NOCPEOCHEOM eOUHOU 20CY0apCHmEEHH O
UHPOpMayUOHHOIL cucmembl 6 cghepe 30pasooxpanenusn u (unu) geoepanvHoil 20cy0apcmeeHHoll
ungpopmayuonnoit cucmemul ""Eounsiit nopman 2ocyoapcmeennvix u MyHUUURATbHBIX YCY2
(pynkyuir)", npumenaromesa c 01.01.2025. Pecucmpayuonnsvie yoocmosepenus 1eKapcmeeHHblX
npenapamoe 011 MEOUUYUHCKO20 NPUMEHEHU, NOOmEep coalouue hakm 2ocyoapcmeeHHoul
pecucmpayuu, Ha OyMasCHOM HOcumee u OyoaUKamol pecucmpayuoHHbIX YOOCMO8ePeH Ul
J1eKapCmeEEeHHbIX NPenapamaos 0 meouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX CPeoCcme 0 MeOUYUHCKO20 NPUMEHEHUS NPU €20
odpauienuu 8 ynoaiHoMo4eHHblIl (hedepanvHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3aHH020 0yonuKkama HanpaeisAiemcsa 6blNUCKa U3 20Cy0apCcmeenno2o peecmpa
JIeKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
ROONUCHIO YNOJIHOMOUEHHO20 TUUA YNOSTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

Ionoscenusn wacmu 8 cmamou 34 (¢ peo. Medepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeenHHbX Yciy2 npu 00pauieHu 1eKapCcmeeHHbIX
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cpeocme 0711 6emePUHAPHO20 NPUMEHEHUA ROCPEOCMEOM (hedepanbHoll 20CY0apCcmeeH ol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX u MYHUYUNATbHBIX YCIIY2
(¢pynukuyuir)", npumensarwomesa c 01.01.2026. /lyoaukamol pecucmpayuonnsvix yOocmosepenuil
JIeKapCmeeHHbIX npenapamoe 01a eemepunaprozo npumenenus ¢ 01.01.2026 ne evioaromces.
Cybvexkmy oopawienus 1eKapCcmeeHHbIX cPeoCcma 0151 6emePUHAPHO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaHoOMO4YEeHHbLIL (hedepanbHblil OpP2aH UCHOIHUMENbHOU 671ACMU 34 8bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaenmca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOONUCHIO YHOTTHOMOYUEHHO20 TUUA YROTHOMOYEHHO20 (hedepanbHo2o Op2ana UCnOTHUMETbHO
eénacmu (nynkm 6 cmamou 4 @edepanvrnozo 3axona om 30.01.2024 N 1-®3).

8. B cpok, He mpeBbINAMUN NATH padodYnX AHEHW CO JHS HAIpPaBICHUS TOCPEICTBOM €IUHOTO
nopTajia B YIOJIHOMOYEHHBIH (heepaabHblii OpraH MCHOJHUTENIBHOM BIACTH WU JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (pe/IepabHOTO OpraHa MCIOJHUTEIBHON BIACTH B €IMHON CUCTEME 3aKIIFOUCHHUS
KOMUCCHM 3KCIEPTOB IO pe3yibTaTaM 3KCIEpPTH3bl KauecTBa yKa3aHHOM B 4dacTh | Hacrosuieit
CTaThu (papMareBTUYECKON CyOCTaHIINU, YIOTHOMOYCHHBIH (eepabHblii OpraH UCTIOTHUATEIBHON
Biactu: (B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBIACT OLCHKY TAaKOr'o 3aKIOYCHHUA JISA OMPCACIICHUA €TI0 COOTBCTCTBHA 3aJaHUIO Ha
IMPOBCACHUC JJAaHHOM OKCIICPTHU3BI,

2) npyUHUMAET pellleHre O BKIIOYCHUH YKa3aHHOW B yacTu 1 HacTosmIel cratbu GpapManeBTUIECKOn
CyOCTaHIIMM B TOCYIapCTBEHHBINA PEECTp JEKAPCTBEHHBIX CPEJICTB WJIU PEIICHUE 00 OTKa3e B TAKOM
BKJIFOYEHUH;

Hlonosxcenua nynkma 3 wacmu 8 cmamou 34 (6 ped. @edepanvhozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cyoapcmeeHHbIX Yclye npu 00paujeHuu
JIeKAPCMEEHHBIX CPeOCmE 01 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCMEOM eOUHOUL
20Cy0apcmeeHHol UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) ghedepanvhoii
2ocyoapcmeennoul ungopmayuonnoil cucmemst ""Eounsiii nopman zocyoapcmeenHnsix u
Mynuyunanvhvix yciaye (ynukuyuir)'', npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamaog 0 MeOUYUHCKO20 NPUMEHEHUS,
noomeepiicoaoujue Yaxm 20cyoapcmeeH ol pecucmpayul, Ha OyMaxcHom Hocumee u
0yonuKamol pe2ucmpayuoHHbIX YOOCMO8ePEeHUIl 1eKapCmEeHHbIX NPenapamos 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovekmy oopawienus
JIeKAPCMEEHHBIX CPEOCHE 011 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00paueHuU 6
YRONHOMOUEHHDBLI (hedepanbHblil OP2aH UCNOTHUMEIbHOU 61aCMU 34 6bl0ayell YKA3aHHO020
dybnuKama HanPaeAemcs 6bINUCKA U3 20CY0apCmeEeHHO20 peecmpa 1eKapcmeeHHblX CPeocme,
HOONUCAHHAA YCUTIEHHOU K8ATUDUUUPOBAHHOIL )1EKMPOHHOU NOONUCHIO YROTHOMOUEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbho2o op2ana UCNOAHUmMENbHOU énacmu (nynkm 5 cmamou 4
®Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

IHlonosxcenun nynkma 3 wacmu 8 cmamou 34 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-®3), kacarowuecs npedocmasienus 20CyoapCmeeHHbIX yCiay2 npu 0opaueHuu
JIeKapcmeeHHbIX CPeOCcme 01 6emePUHAPHO20 NPUMEHEHUA ROCPEOCHEOM (hedepanbHoll
2ocyoapcmeennoil ungpopmayuonnoit cucmemsl ""Eounuitii nopman zocyoapcmeeHHbvIX U
Mynuyunanvhvlx yciaye (ynukuyuii)'', npumenatomes c 01.01.2026. /Iyoauxamot
PecucmpayuoHHbIX yOOCHOGEPEHUTL 1eKAPCMEEHHBIX NPEnapamos 01 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcea. Cyovekmy odpawienus 1eKapcmeenHvlx cpeocme 0
6eMepuHapHO20 NPUMEHEHUA NPU €20 00pau|eHUU 8 YNOTHOMOYEeHHbLIL (hedepanbHblil opzan
UCNOTTHUMEIbHOIL 61ACMU 3a 6bl0aYell YKA3AHHO020 0YO1UKama HAnpaeIaemcs 6bINUCKA U3
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20Cy0apcmeennoz0 peecmpa 1eKapcmeeHHblX CpeoCcme, HOORUCAHHAA YCUTEHH O
K6anuguuyuposannoil 31eKmporHHOll ROORUCHIO YNOJTHOMOUEHHO20 IUUA YHOIHOMOUEHHO20

deodepanvnozo opzana ucnoinumenvhnoi eaacmu (nynkm 6 cmamou 4 Dedepanvno2o 3aKkoHa om
30.01.2024 N 1-@3).

3) BHOCHUT MpH NPUHATHH PEHICHUS O BKIIOYCHWU YKa3aHHOW B 4YacTH | HacToOAIIeH CTaThbu
(dapMmanieBTUYECKOM CyOCTaHIMM B  TOCYAApCTBEHHBIH peecTp JIEKapCTBEHHBIX  CPEICTB
NPeIyCMOTPEHHYIO 4acThio 2 crathu 33 Hacrosmero ®enepaibHOro 3akoHa HH(pOpMAIMIO U
HalpaB/seT 3asBUTENIO IOCPEACTBOM €IMHOrO IMOpTaja WIM B JIMYHBIM KaOWHET 3asBUTENs B
€IMHOM CHCTEeME BBIMUCKY W3 TOCYIAPCTBEHHOTO pEecTpa JICKApCTBEHHBIX CpPEACTB. (B pea.
®denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 27.12.2019 N 462-D3, oT
30.01.2024 N 1-93)

9. OcHoBaHMeM JUisi OTKa3a BO BKJIIOYCHMHM YKa3aHHOM B 4YacTH 1 HACTOSIIEH CTaTbu
(dapmareBTUUECKO CyOCTaHIIMM B TOCYJApPCTBEHHBIN peecTp JIEKApCTBEHHBIX CPEICTB SIBIISETCA
3aKJIIOYEHHE COOTBETCTBYIOIIETO YHOJHOMOYEHHOTrO (heaepaabHOro OpraHa HUCHOJHUTEIbHOM
BJIACTH O TOM, YTO Ka4decTBO (hapMalleBTHUECKOW CyOCTaHIIMM HE TMOATBEPKICHO MOJIYYCHHBIMHU
naHHbIMHE. (B pen. DeaepanbHbix 3akoHOB 0T 22.10.2014 N 313-03, ot 04.06.2018 N 140-D3)

10. He nomyckaercsi BKIIIOUEHHE B TOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OIHOU
(dapmareBTUUECKON CyOCTaHIIUM, TPOU3BEACHHONW JIA peau3alii U BBIITYCKAeMOW OJHHM U TEM
K€ MIPOU3BOJIUTENEM, B BUJIE ABYX U Oojiee peecTpoBbIX 3amuceil. (B pen. deaepanbHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

11. BHecenue n3MeHEHUN B TOKYMEHTHI Ha (papMaIieBTUUECKYIO0 CYOCTaHIINIO, TIPOU3BEICHHYIO /IS
peanu3aiy 1 BKIIOYSHHYIO B TOCYJApPCTBEHHBII peecTp JIEKAPCTBEHHBIX CPE/ICTB, OCYIIECTBISETCS
B MOpsaKe, ycTaHoBiIeHHOM cTaThsiMu 30 u 31 Hacrosimero denepalbHOTO 3aKOHA, C YIIATOM
rOCyJJapCTBEHHOM IOLUIMHBI, MPEIyCMOTPEHHOM 3akoHoAaTenbcTBOM Poccuiickont denepanuu o
Hasorax u coopax. (B pexn. PenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

ITonoscenusn wacmu 12 cmamou 34 (8 peo. @edepanvrnozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
uHgopmayuonnoil cucmemnl 6 cjpepe 30pasooxpanenusn u (unu) gedepanvroii 20cyo0apcmeenHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(¢pynkyui)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 NPUMEHEHU, nOOmeEepcoaloujue haxkm 20cyoapcmeennou
pecucmpayuu, Ha OyMasicHOM HOcumene u OyoauUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIeKApCMEEHHBIX NPEnapamoe 014 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cyovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUS NPU €20
obpauyenuu 8 ynoJaHOMOYECHHbLIL hedepanbHblil OP2an UCNOTHUMENbHOU 61ACMU 34 8bloayell
YKa3annoz2o 0yonukama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPpedCcn8, ROORUCAHHAA YCUTICHHOU K8ATUDUUUPOSAHHOUL ITIEKMPOHH O
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo2o Op2ana UCHOTHUMENbHOU
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

Honoscenusn wacmu 12 cmamou 34 (6 peo. @eoepanvrozo 3akona om 30.01.2024 N 1-@D3),
Kacarowuecs npeoocmagieHus 20cy0apCmeenHbX yciy2 npu 00panieHuu 1eKapCcmeeHHbIX
cpeocme 07151 6emepuUHapHOz0 NPUMEHEHUSL NOCPEOCHEOM (hedepatbHOll 20CYy0apCmeeHHOu
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeennvix u MyHUYUNAAbHBIX YCIIY2e
(¢pynxyuir)", npumensaromesn c 01.01.2026. /lyonuxameol pezucmpauuoHHbIX yOOCHO6EPEHU
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JleKapCmeeHHbIX npenapamoe 0isa eemepunapnozo npumenenus ¢ 01.01.2026 ne evioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 013 6emepuUHapH0o20 NPUMEHEHUS RPU €20
odpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonuKkama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
J1eKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUICHHOU K8ATUDUUUPOBAHHOUL I]1IEKMPOHH O
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOT
eénacmu (nynkm 6 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

12. Jomyckaercst oOpamienue (apManeBTUUECKOlH CyOCTaHIMH 10 HCTEUCHHs CPOKa T'OJHOCTH,
NPOM3BEACHHONW ISl peaju3aliil B TEUEHHE CTa BOCBMHUJICCATH JHEH TMocie aThl NPUHATHS
YIIOJTHOMOYEHHBIM  (pefiepadbHBIM OpPraHOM HCIIOJHUTEIBHOW BIIACTH PELICHUS O BHECCHUHU
U3MEHEHUH B JOKYMEHTHI Ha (papManeBTUYECKyl0 CyOCTaHIMIO, B COOTBETCTBUH C MH(OpMaIuei,
cofieprKaleiics B JOKyMEHTaX Ha (apMaleBTHUYECKYIO CyOCTAaHIMIO 0 AAThl NMPHHATHS TaKOTO
pemeHus. (B pen. dPenepanbHbiXx 3akoHOB OT 22.12.2014 N 429-®3 (pen. or 13.07.2015), or
30.01.2024 N 1-®3)

13. PemeHue 00 MCKIIOYEHHHM U3 TOCYJApCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX CPEACTB
(dapmaneBTHYECKO ~ CyOCTaHIMHM,  NPOM3BEIACHHOW  JUIi  peaju3alyd,  [OPUHHUMAaeTCs
YIOJHOMOYECHHBIM ~ (elepajbHBIM OpPraHOM HCIIOJIHUTENFHOW BJIACTH B ciydae: (B pen.
®denepanbpHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

1) mpencraBieHus] COOTBETCTBYIOIIKUM YIIOJTHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIIOHUTEIHHON
BJIACTH 3aKJIIOUEHHUS O PUCKE MM 00 Yrpo3e ’KU3HU WIN 370POBbIO YeJIOBEKa JIMOO KUBOTHOTO IpU
MCIIOJIb30BaHUU JIEKApPCTBEHHOTO CpeaCcTBa; (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

Honoscenuna nynkma 2 wacmu 13 cmamou 34 (¢ peod. @edepanvrnozo 3axona om 30.01.2024 N
1-@3), kacarowueca npedocmagnenus 20cyoapcmeeHHbIX yciiye npu 0opaujeHuu
JIEKAPCMBEHHBIX CPEOCHE O MEOUUUHCKO20 NPUMEHEHUA ROCPEOCHEOM eOUHOT
20¢y0apcmeentoll UuHpOpMayuoHHoIl cucmemsl é cihpepe 30pasooxpanenusn u (unu) gedepanvroi
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomcesa c 01.01.2025. Pecucmpayuonnsie
yoocmoegepenus 1eKapCcmeeHHblX nPenapamog 011 MeEOUYUHCKO20 RPUMEHEHUS,
noomeepcoaroujue axm 20cyoapcmeeH ol pecucmpayuu, Ha GyMaxcHom Hocumee u
0yonuKamol pe2ucmpayuoHHbIX YOOCMO6ePEHUIL 1eKapCMEEeHHbIX RPEnapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienus
JIEKapCmeEeHHbIX CPeOCmE 01 MEOUWUHCKO20 NPUMEHEHUSA NPU €20 00pauenuu 6
YRONMHOMOYEHHDLIL (hedepanbHblil OpP2an UCHOTHUMEbHOU 61ACMU 34 8bl0AYell YKA3AHHO020
0yOnuKama HanpaeIAemca 6bINUCKA U3 20CY0apCmeeHHO20 peecmpa 1eKapCneeHHbIX CPedcma,
HOORUCAHHAA YCUTICHHOU KEATUDUUUPOBAHHOTL I1IEKMPOHHOU ROORUCHIO YROTHOMOYEHHO20
JUUA YROTTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nynkm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

Honoswcenuna nynkma 2 wacmu 13 cmamou 34 (6 ped. @edepanvnozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cy0apcmeeHHbIX Ycilye npu 00pauieHuu
J1eKapCMeEEHHbIX CPEeOCme 01 6eMmePUHAPHO20 NPUMEHEHUS NOCPEOCHEOM (hedepaibHOoil
2ocyoapcmeennoit unghpopmayuonnoit cucmemsl ""Eounulii nopman 2ocyoapcmeeHHnuvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenatomes c 01.01.2026. /Jyoauxamot
PpecucmpayuoHHbIX yOOCMOGEPEHUTL 1eKAPCMEEHHbIX NPENapamos 014 6emepuHapHozo
npumenenus ¢ 01.01.2026 ne evioaromcsa. Cyovekmy odopauienusn 1eKapcmeeHHblX cPeoCcme 0is
6eMepUHAPHO20 RPUMEHEHUA NPU €20 00pau|eHU 8 YNOSIHOMOYUEHHbLI (hedepanbHblil Op2an
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UCROJIHUMEIbHOU 671ACMU 3a 8bl0AYUell YKA3AHHO20 OYOIUKAMA HANPABNAEMCA 6bINUCKA U3
20Cy0apcmeennozo peecmpa 1eKapcmeeHHblX Cpeoch 8, ROORUCAHHAA YCUTEHHOU
Keanuguuuposantoil 31eKmpoHHOIl HOONUCHIO YROJIHOMOYEHHO20 TUUA YHOTHOMOUEHHO2O0
dedepanvrozo opeana ucnonnumenvuou enracmu (nynkm 6 cmamou 4 @edepanvHozo 3aKona om
30.01.2024 N 1-@3).

2) HampaBJeHUs Pa3pabOTIYMKOM JICKAPCTBEHHOTO CPEJCTBA WM IMPOU3BOIUTENIEM JIEKAPCTBEHHOTO
cpeacTtBa JIMOO YMOJTHOMOYEHHBIM HMMHU JAPYTUM IOPUAUYECKUM JIUIOM MOCPEACTBOM €IHMHOTO
nopTajia B YIIOJHOMOYEHHBIN (e/iepalibHbIN OpraH MCIIOJHUTEIHLHOM BJIACTH WJIM JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO  ()eIepalIbHOTO OpraHa HCIOJHHUTEIBHOW BJIACTH B  CIWHOM CHUCTEME
MOAMKMCAHHOTO  YCHUJICHHOW KBaJM(DUIIMPOBAHHOW JJICKTPOHHOM TIOJIUCHIO 3asBJIICHHS 00
UCKITIOYCHUH U3 TOCYJIapCTBEHHOTO pEecTpa JIEKaApCTBEHHBIX CPEACTB (hapMareBTUYECKON
cyOcTaHIMM, TTPOU3BEAECHHON sl peanusaiuu; (B pen. denepanbHoro 3akona ot 30.01.2024 N
1-®3)

3) orcyTcTBHS (hapMalEeBTHYECKOH CyOCTaHIIMM, TIPOU3BEACHHON Ul pean3aluy, B 0OpalieHu B
Poccuiickoit denepannu B Teuenue Tpex u 6ozee ner. (B pen. PexepanpHoro 3akona ot 22.12.2014
N 429-@3 (pex. ot 13.07.2015))

Crarps 35. - YTparuia cuiay. (B pea. @eaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Crarbs 36. O0:xajioBaHue pelieHus 00 0TKa3e B BblIaue pa3pelieHus
Ha NpoBeJleHHe KIMHNYECKOr0 UCCIe0BAHMS JIEKAPCTBEHHOT 0
npenapara, pemieHusi 00 0TKa3e B roCyAapCTBEHHON perucTpaumnu
JIEKAPCTBEHHOI'0 NPenapara, 3aKJI4YeHUs KOMUCCHH IKCIIEPTOB
IKCIEPTHOIO YUPEKACHUS WIH 3aAKJTI0YEHUS COBETA M0 ITHKeE (B pe.
®denepannHoro 3akona ot 22.12.2014 N 429-®3 (pea. ot 13.07.2015))

Pemenne cooTBETCTBYIOIIETO YHOJHOMOYEHHOIO (peIepaIbHOrO OpraHa MCIOJIHUTEIbHOW BIACTH
00 OTKasze B BbIJaue pa3pelleHHs Ha MPOBEICHUE KIMHUYECKOTO HCCIIEIOBAHUS JICKapCTBEHHOIO
npernapara, pelleHue YKa3aHHOro (enepajJbHOTO OpraHa HMCIOJIHUTEIbHOW BIACTH 00 OTKas3e B
TrOCYy/IapCTBEHHOW PETUCTPAlMM JIEKAPCTBEHHOTO IIpernapara, 3aKJIIOYEHHUE KOMHMCCHH JKCIIEPTOB
AKCIEPTHOTO YUPEXKICHUS UM 3aKII0YEHHUE COBETA MO ATHKE MOXKET ObITh 00KaJIOBAaHO B MOPSJIKE,
YCTaHOBJIEHHOM 3aKoHoJaTeabcTBOM Poccuiickoit denepannn. 3akir04eHHe KOMUCCUU JKCIIEPTOB
AKCIEPTHOIO YUPEKIEHUS O B3aUMO3aMEHSIEMOCTH JIEKaPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO
npUMeHeHHus 00 O TOM, YTO JIEKapCTBEHHBIM Ipemapar Ui MEAMLUHCKOTO MPUMEHEHHsS He
ABIIIETCS B3aMMO3aMEHSEMBbIM, MOXET ObITh O00KalOBaHO JepxaTellieM WKW BiaJelbleM
PETUCTPAIIMOHHOTO yI0CTOBEPEHHS JIEKAPCTBEHHOT'O MpenapaTa B yIIOJIHOMOYEHHBIN (eaepanbHbIi
OpraH HCIOJHUTEIbHOW BIIACTH, KOTOPBIA MPHUBJIEKAET K PACCMOTPEHMIO YKa3aHHOM 3KajaoO0bl
MOJBEJIOMCTBEHHBIE €My HayuyHble OpraHu3alMd M oOpa3oBaTelbHbIE OpPTraHU3AIMH BBICIIETO
00pa3oBaHMsl, OCYIIECTBISIIONINE ACITEIHHOCTh B c(epe oOparieHusi JTeKapCTBEHHBIX CPEICTB.
3aKJI0OYeHHEe KOMHCCHM JKCIEPTOB JKCIEPTHOTO YupexaeHus, Oo(OpMIEHHOE 10 UTOraM
nepecMoTpa 00KaJOBAaHHOTO 3aKJIIOYEHHS] HKCIEpTa, MOXKET ObITh OCIIOPEHO Jep)KaTeieM WM
BJAJENIbLIEM  PETHCTPAllMOHHOTO  yJOCTOBEpEHHs]  JIGKAPCTBEHHOro  Mmpemapara  JInOo
YIOJIHOMOYEHHbIM HMH JIMIIOM B IOPSJIKE, YCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM Poccuiickon
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Oeneparun.  [Ipy 00kajoOBaHWM  PEHICHUS  YIOJHOMOYCHHOTO  ()eJIepalbHOTO  OpraHa
WCTIOJTHUTEIILHON BJACTH, 3aKIIOYCHHUS OSKCIepTa WIHM KOMHCCHU OKCIIEPTOB 3KCIEPTHOTO
YVUPSKICHUSA, 3aKIIOUYCHHMSI COBETa I10 OJTHUKE JepKaTellb WIH BJaJesel] PEruCTPAlMOHHOTO
YJIOCTOBEPEHUS JICKAPCTBEHHOTO Tperapara Jud0 YIIOJTHOMOUYEHHOE UMH JIUIIO BIIPaBe MPEICTABUTH
PE3yJIbTaThl KCIIEPTH3BI JICKAPCTBEHHOT'O Tperiapara, IPOTOKOJIbI MOJIYYCHHBIX aKKPEIUTOBAHHBIMHU
UCTIBITATEIbHBIMU JTabopaTopusiMu (IIEHTpaMHU) Pe3yIbTaTOB MCCICIOBAHUM, WCIBITAaHUHA. (B pe.
denepanbpHOro 3akona ot 27.12.2019 N 475-03)

Crarbs 37. Unpopmanus, CBA3aHHAS € OCYLIECTBJICHUEM
rocyJ1apCTBEHHON PerucTpaluy Wik PerucCTPANUN JEeKAPCTBEHHBIX
npenaparoB, vHGpopManus 0 3aPeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax u JeKapCTBeHHBIX Npenaparax, MCKJIIYeHHbIX U3
roCyIapCTBEHHOI'0 PeecTpa JIeKAPCTBEHHBIX CPeACTB (B pel.
denepanbHoro 3akona or 30.01.2024 N 1-d3)

1. CooTBETCTBYIOLIMI YIIOJTHOMOUYEHHBIN (eiepalibHbIi OpraH UCIOJHUTENBHOM BIACTH pa3MellaeT
Ha cBoeM oduuuaibHOM caiite B cetd "MHTepHeT" nH(MOpMaIKIO, CBSI3aHHYIO C OCYIIECTBICHHEM
rOCYy/IapCTBEHHOW PETUCTPALlMM WM PErUCTPal JIEKApCTBEHHBIX IIPErapaTroB, B TOM YHUCIE
MPOBEJICHUEM OJKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB (BKJIIOYAs pe3yJibTaThl €€ MPOBEICHUS),
MH(OPMALIMIO O 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax U JIEKapCTBEHHBIX Mpenaparax,
WCKJIFOUEHHBIX U3 F'OCYJIapPCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX CPEJCTB, HE MO3/IHEE YEM Yepe3 MATh
pabounx AHEW cO JHS MOITY4YEHHs] YHOJHOMOYEHHBIM (elepajibHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH COOTBETCTBYIoNIeH nHpopmanuu. (B pen. PeaepanbHbIX 3aKk0HOB OT 22.12.2014 N 429-D3
(pen. ot 13.07.2015), ot 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

2. Cpoku W TOPSAIOK pa3MENIeHHs YKa3aHHOW B vacTH | HacTosImiel cTaTbu HHGOpMAIU
YCTaHABIMBAIOTCSA  yMOJHOMOYEHHBIM  (peliepallbHbIM ~ OpPraHOM  WCIOJNHUTEIBHOW  BJIACTH.
Nudopmanus, ykazanHas B 4acTd 1 HacTOSIIEH CTaThH, SBISETCS OTKPHITOM M OOIIEAOCTYITHON U
MPEAOCTABIIAETCS 3aMHTEPECOBAHHBIM JIMIAM B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoi
denepanuu. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

I'masa 7. KIMHUYECKHUE UCCJIIEJOBAHUA
JJEKAPCTBEHHBIX ITPEITAPATOB /11 MEAUIIUHCKOI'O
HPUMEHEHMUA, 1O0I'OBOP Ob UX ITPOBEJIEHHUMU, IIPABA
HAIIMEHTOB, YHACTBYIOHIUX B OTUX UCCJIEJOBAHUAX

Crarba 38. KiinHnuyeckne ucc/jiel0BaHus JIEKAPCTBEHHBIX NPENapaToB
NJIA MeIMIUHCKOI0 MPUMEHEeHHUs

1. KitmHn4eckue WccaeoBaHus JCKApCTBEHHBIX IMPENapaToB JI MEIUIIMHCKOTO NMPUMECHCHHUS, B
TOM YHCIE MEXIyHapOJAHbIE MHOTOIEHTPOBBIC, MHOTOIEHTPOBBIC, IMOCTPETUCTPAIIMOHHBIE,
MIPOBOISTCS] B OJTHOW MJIM HECKOJBKHX MEIWIIMHCKHX OPTaHHW3aIUsAX B CISAYIONUX MEAX: (B peil.
®denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-D3)

1) ycraHOBNIEeHHE 0€30MMaCHOCTH JIEKAPCTBEHHBIX MPENapaToB JUIs 3/J0POBBIX JOOPOBOJIBIEB U (M)
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MEPEHOCUMOCTH HUX 370pPOBBIMH JOOPOBOJBIIAMM, 3a MCKIIOYEHHEM TaKUX HCCIIEOBaHUM
JIEKapCTBEHHBIX IPEIAPaTOB, IPOU3BEICHHBIX 3a npeaenamu Poccuiickor denepannu;

2) moa00op ONTHUMANILHBIX JIO3UPOBOK JICKAPCTBEHHOTO Ipernaparta U Kypca JICUCHHsI JUIsS TTAIUCHTOB
C ONpEEIICHHBIM 3a00JIeBaHUEM, ONTUMAIBHBIX /103 U CXEM BaKI[MHAIIMM UMMYHOOHOJIOTHYECKUMU
JICKapCTBEHHBIMU TIpeiapaTaMu 3I0POBBIX JOOPOBOJIBIICB;

3) ycraHoBieHHE 0€30MIaCHOCTH JIEKAPCTBEHHOTO Mpenapara U ero 3(pQeKTUBHOCTH JUIS MAaIlIEHTOB
C OIpelesieHHbIM 3a00JeBaHueM, NPOPHUIaKTHUECKOW 3()(HEKTUBHOCTH HMMYHOOHOJIOTHUYECKUX
JIEKapCTBEHHBIX MPENapaToB sl 3I0POBBIX JOOPOBOJIBIIEB;

4) u3ydyeHue BO3MOXKHOCTH PACIIMPEHUs TOKA3aHUH JJIs1 MEIUIIMHCKOTO IPUMEHEHUS U BBIABICHUS
paHee HEeU3BECTHBIX MOOOYHBIX JIEHCTBUIA 3apETUCTPHUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIAPATOB.

1.1. Knunudeckue uccienoBaHUs JIEKapCTBEHHBIX IMpPEnapaToB Ui MEAUIIMHCKOTO MPUMEHEHUs
MIPOBOJIATCS B COOTBETCTBUH C MPABUJIAMH HaJJISKAIIEH KIMHUYECKON MPAKTHKHU, YTBEPKICHHBIMU
EBpasuiickoii sxoHOMHUYECKOM Komuccuei. (B pea. Penepanbpaoro 3akona ot 30.01.2024 N 1-D3)

2. B oTHOMmIEHNN BOCIIPOU3BCACHHLIX JICKAPCTBCHHBIX IIPCIIAPATOB IJIA MCIAUIUHCKOI'O ITIPUMCHCHUS
IMPOBOAATCSA HCCIICAOBAHUSA OMOSKBHBAJICHTHOCTH H (I/IJII/I) TGp&HCBTH‘-IGCKOfI OKBHUBAJICHTHOCTHU B
MNOopsAAKE, YCTAHOBJICHHOM aKTaMH, COCTABJIAOIIHUMU IIPABO Coroza. (B pea. d)eﬂepaanoro 3aKOHa
ot 30.01.2024 N 1-93)

3. OpFaHI/ISaI_[I/IIO MMPOBCACHUSA KIIMHUYCCKHUX I/ICCJ'IG,ZLOBaHI/Iﬁ JICKAPCTBCHHOTI'O IIpCIiapaTa IJIA
MCIUIUHCKOI'0 MPUMCHCHUSA BIIPABC OCYIICCTBIIATD:

1) pa3paboTuuK JeKapCTBEHHOTO Mperapara Wik yIOJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTenbHbIC OpPTraHM3alMU BBICIIETO OOpa30BaHUs, OPTAaHU3ALUH JOMOJHUTEIHHOTO
npodeccronasbHOro 00paszopanus; (B pen. enepanpraoro 3akona ot 02.07.2013 N 185-D3)

3) Hayunsle opranuzaiui. (B pea. ®eaepanproro 3akona ot 30.01.2024 N 1-D3)

4. KnuHuueckue HCCIENOBaHUS JIEKapCTBEHHOI'O Ipemnapara Ul MEIULHMHCKOIO IPUMEHEHUs
IIPOBOJATCS HA OCHOBAHMM PA3PELICHHs HAa MPOBEJICHHE KIMHUYECKOTO HCCIIEIOBAHUS
JeKapCTBEHHOTO  TpemnapaTra,  BbIJIAHHOTO  YNOJHOMOYEHHBIM  (efepalbHBIM  OpPraHOM
VCIIOJTHUTENIbHOM BJIAacTU. YTIOJTHOMOYEHHBIN (enepanbHblii OpraH UCIOJHUTEIbHOM BJIaCTH BEAET
peecTp BBIJAHHBIX pa3pEIICHUH Ha INPOBEACHHUE KIMHUYECKHX MCCIEAOBAHUN JIEKAPCTBEHHOTO
npenapara, CoJAep KalllMii yKa3aHWe Ha HMX I[ellb WIM LEJId, B YCTaHOBJICHHOM J3THM OpPraHOM
nopsinke. (B pea. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pea. ot 13.07.2015), ot
13.07.2015 N 241-®3)

5. Yacte ytparuna cuiy. (B pen. demepanpHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6. K opramuzannm mnpoBeneHHMs KIMHUYECKHX HCCIIEIOBAHWM JIEKAPCTBEHHOrO Iperapara i
MEIUIUHCKOTO TPUMEHEHUsl pa3pabOTYMKOM JIEKapCTBEHHOIO MpenapaTa MOTYT MpUBJIEKaTbCs
IOpUAMYECKHE JIMIA JI000M OpraHu3allMOHHO-TIPaBOBOW (OpPMBI IpPHU YCIOBHUH 0OecredeHus
COOTBETCTBUS 3TUX UCCIIEOBaHMH TpeOoBaHUAM HacTosero denepanbHOro 3aKOHa.

7. Hactb yTpatuia cuiy. (B pea. @enepanpaoro 3akona ot 30.01.2024 N 1-D3)

8. HepequL MECIHUIIMHCKUX opraHmauHﬁ, IMPOBOAAIINX KIIMHUYECKHE HUCCICI0OBaHUA
JICKAPCTBCHHLIX IMPLCIIApaToOB JJIsI MCIUIUHCKOTI'O ITPUMCHCHUS, U PECCTP BbIAAHHBIX pa3pemeHI/H71 Ha
MPOBECACHNEC KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHBIX IMPCIapaToB OHy6J’IHKOBBIBaIOTC$I u
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pasMelaloTCsl  YIOJIHOMOYEHHBIM  (efiepalibHbIM ~ OpPraHOM  HCIIOJIHUTENBHOW  BJIACTH B
YCTAaHOBJICHHOM MM TIOpsiIKE Ha cBoeM oduuuaibHoM caiite B cetu "Hurtepuer". (B pen.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

Crarbs 39. PemieHue 0 npoBeleHMH KIMHAYECKOI0 UCCIeI0BAHMS
JIEKAPCTBEHHOI0 NMpenapara JJjisi MeJIMIIUHCKOr0 IpUMeHeHud (B pel.
®enepaibHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

1. Kimauueckoe HUCCIICAOBAHUEC JICKAPCTBCHHOI'O IIpfriapata AJIsI MCOAUIUHCKOI'O IPUMCHCHHA
IIPOBOAUTCA Ha OCHOBAHHMMU pa3pC€lICHUsS Ha IMIPOBECACHHUEC KIMHHUYCCKOro HCCICAO0OBAHNA
JICKApCTBCHHOT'O npemnapara, BBIJAHHOT'O YIOJHOMOYCHHBIM q)eﬂepaanHM OopraHnomM
HCITOJIHUTEILHOM BJIACTH 10 pe3yjibTaTaM 3KCIICPTU3BI TOKYMCHTOB, HCO6XO,Z[I/IMBIX IJI TIOJIYYCHUA
paspCliCcHruA Ha M[MPOBCACHHUC KIMHHUYCCKOrO MCCICAOBAHUA JICKAPCTBCHHOI'O IIpclapara Hu
3TUYECKOM OKCIICPTHU3BI.

Ionoscenusn wacmu 2 cmamou 39 (¢ peo. Dedepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MEOUUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOIL 20CY0aPCMEEHH O
UHpopmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""EOunstii nopmain 20cyoapcmeeHHbiX U MYHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromcesn c 01.01.2025. Pecucmpayuonnule y0ocnogepeHus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, NOOmeepicoaloujue axkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM HOcumee u OyoaUKAmol pe2ucmpayuoHHbIX YOOCMO8epeH Ul
JIeKapCMeEEeHHbIX NPenapamoe 0 MeOuyuncko2o npumenenus c 01.01.2025 ne evtoaromces.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MEOUUUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoa1HOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETbHOU 611aCMU 3a 6bl0ayell
YKa3anno2o 0yonukama Hanpaeisiemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEATUPUUUPOEAHH O INEKMPOHHOIL
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbrozo Opeana UCHOTHUMENbHOT
enacmu (nynkm 5 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

2. Jlng moyiydeHus pa3pellieHUs Ha IMPOBENECHUE KIMHUYECKOIO HCCIIEOBaHMS JIEKapCTBEHHOIO
npenapara Jjis MEAULIMHCKOIO IIPUMEHEHMS 3asiBUTENb HAIIPABIAET IIOCPEACTBOM €IMHOIO IopTaja
B YNOJIHOMOYEHHBIM (enepanbHblii OpraH WCIOJIHUTEIbHOW BIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOT0 (efepabHOrO OpraHa HCIOJHUTENBHOW BJIACTH B €IUHOM cucteme: (B pei.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

Honosxcenua nynkma 1 vacmu 2 cmamou 39 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cy0apcmeeHHbIX Ycilye npu 00pauieHuu
J1eKapCMEEHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeenHoi UHpopmayuoHnoi cucmemsl ¢ cghepe 30pasooxpanenus u (unu) gpedepanbvhoii
2ocyoapcmeennoul ungpopmayuonnoit cucmemsl ""Eounuiii nopman zocyoapcmeeHHbvIX U
Mynuyunanwvhvix ycaye (pynkuyuir)'', npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 0l MeOUUUHCKO20 NPUMEHEH U,
noomeepicoarougue haxm 20cyoapcmeenHoil pecucmpayuu, Ha OYMaMicHoOM Hocumese u
0yonuKamol pezucmpayuoHHbIX YOOCHOo8ePEeH Ul 1eKapCcmeeHHbIX RPenapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopauwienusn
JIeKApPCMEEHHBIX CPEOCHE 011 MEOUUUHCKO20 NPUMEHEHUS nPU €20 00paujeHuu 6
YRONHOMOUEHHDBLIL (hedepanbHblil OP2aH UCNOTHUMEIbHOU 61aCMU 34 6bl0aUuell YKA3AHHO020
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dyOnuKama HanpaenAemca 6bINUCKA U3 20CY0aPCMEEHHO20 peecmpa 1eKapCcmeeHHbIX CPeOCcma,
NOONUCAHHAA YCUICHHOU KEAUDUUUPOBAHHOTL IIEKMPOHHOI NOONUCHIO YNOTHOMOUEHHO20
JUUA YROJTHOMOYEHHO020 (hedepanbHo20 0P2ana UCHOJITHUMEbHOU é1acmu (nyHKkm 5 cmamou 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

1) 3asiBIEHHE O BBIIa4Ye pa3pelicHs Ha TPOBEACHUE KIIMHUYECKOTO UCCIICIOBAHUS JIEKAPCTBEHHOTO
npenapara JUisl MEIUIIMHCKOTO TPUMEHEHUs, TMOANMKMCAHHOE YCWICHHOW KBaJTU(pHUIIMPOBAHHON
3JIEKTPOHHOM MOANHUCKIO; (B pen. PeaepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

2) myHKT yTpatui cuiy. (B pea. deaepansraoro 3akona ot 30.01.2024 N 1-D3)

3) IMPOTOKOJ KIHMHHYCCKOI'0 HCCICAOBaHUA JICKAPCTBCHHOI'O IIpfriapara ajid MCEIUIHUHCKOI'O
MMPUMCHCHU A,

4) Opourtopy uccienoparens (A8 3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOrO Iperapara JOMyCTHMO
3aMEHUTh OJOOpPEHHOM O0OIIel XapaKTepUCTHUKOM JEKapCTBEHHOIO IIpernapara, €clid Takou
JIEKapCTBEHHbIM IpenapaTr 3aperMCTpUpPOBAaH B COOTBETCTBUM C aKTaMM, COCTaBIISIOIIMMH IPaBO
Coro3a, U ero NpuMEHEeHHEe B KIIMHUYECKOM HCCIICIOBAaHUHM HE MPOTHBOPEUUT OAOOPEHHOMN 0O0IIei
XapaKTepUCTUKE JIEKapCTBEHHOI'O Ipenapara JUlsl MEIMIMHCKOTO IpUMEHeHus); (B  per.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

5) uHpOpPMaALMOHHBIH JIMCTOK MALUEHTA;

6) CBCACHUA 00 ombITe pa6OTBI HCCHGHOB&TGHCﬁ MO0 COOTBCTCTBYHOIIUM CICHUAJIBHOCTAM W HX
OIIBITC pa6OTI)I 110 IPOBCACHUIO KIIMHUYCCKUX I/ICCJIGI[OBaHI/If/'I;

7-8) myHKTHI yTpaTiiu cuiy. (B pea. ®eaepanbroro 3akona ot 30.01.2024 N 1-D3)

9) KOIIMIO J0roBopa 00513aTEJIbHOTO CTpaxoBaHus, 3aKIHOYCHHOI'O B COOTBCTCTBHMH C THIIOBBIMU
mpaBujIaMun 00513aTEIIEHOTO CTpaxOoBaHHiA, C YKa3aHUCM HpGI[CJ'IBHOﬁ YUCJICHHOCTHU ITallUCHTOB,
Y4aCTBYIOIIUX B KIMHUYCCKOM HCCICAOBAHWHN JICKAPCTBCHHOI'O IIpfriapara i1 MEAUIIUHCKOI'O
MMPUMCHCHU A,

10) uHdopManui0 O COCTaBe JICKAPCTBEHHOTO IMperapaTta Uisi MEIUIIMHCKOTO0 TpUMEHEHUus (3a
UCKITIOYEHHEM OHMOJIOTUYECKHX JIEKApCTBEHHBIX TMpernaparoB); (B pen. denepanbHOro 3aKkoHa OT
30.01.2024 N 1-D3)

11) AOKyMEHT, COCTaBIEHHBIM MPOM3BOAMTENEM JIEKApPCTBEHHOTO IpernapaTta Ui MEAUIIMHCKOTO
MPUMEHEHHUS M COJIep KAl ToKa3aTenu (XapaKTepUCTUKH), a TAaK)Ke CBEICHHS O JICKAPCTBEHHOM
npenapare JUisi MEIUWLIHUHCKOTO NPUMEHEHHS, MPOU3BEICHHOM I MPOBEACHUS KIMHUYECKUX
WCCJICIOBaHUIN (32 UCKIIOUYCHHEM OHOJOTHYECKUX JICKAPCTBEHHBIX IpernapaToB); (B pell.
denepanbroro 3akona ot 30.01.2024 N 1-D3)

11.1) mOKyMEHTBl M CBEIECHHUSA, MPEIYCMOTPEHHbIE IpaBWIAMH MPOBEIEHHUS HCCIeI0BaHUN
OHMOJIOTUYECKHX JICKAPCTBEHHBIX cpelicTB EBpa3suiickoro SKOHOMHUYECKOTO COI03a, YTBEPKICHHBIMH
EBpaswuiickoii sxoHoMu4eckoil komuccueii; (B pen. denepansroro 3akona ot 30.01.2024 N 1-D3)

Honosxcenua nynkma 12 yvacmu 2 cmamou 39 (¢ peo. @eoepanvrnozo 3axona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cy0apcmeeHHbIX Ycilye npu 00pauieHuu
N1eKapCMEEeHHbIX CPeOCcme 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHoi UHPOpMayUOHHOU cucmembl 6 chepe 30pagooxpanenusn u (unu) gpedepanvrou
2ocyoapcmeennoi ungpopmayuonnoit cucmemsl ""Eounuiii nopman zocyoapcmeeHHbvIX U
Mynuyunanwvhvix yciaye (pynkuyuir)'', npumenaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 011 MeOUYUHCKO20 NPUMEHEHUSL,
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noomeepiicoarouue haxm 20cyoapcmeeHHou pecucmpayuu, Ha 0YMAa3cHoOM Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCMO6EPEHUIL 1eKaAPCMEEHHbIX NPENnapamos 0
meoununckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawenusn
JIEKAPCMEEHHBIX CPEOCME 011 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00PAueHUU 6
YROTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 61aCHU 34 8bl0AYUell YKA3AHHO020
0yOnuKama HAnPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOONUCAHHAA YCUTIEHHOU K8AUPUUUPOBAHHOU IJ1IEKMPOHHOU NHOORUCHIO YNOJIHOMOYCHHO20
JUUA YROTHOMOYEHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nyukm 5 cmamou 4
Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

12) cBeneHus 0 are MPEAOCTaBICHUS U PETHCTPAIIMOHHOM HOMEpE JUIIEH3MH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJACTB B  CiIydyae, €CJIM [POU3BOJCTBO JIGKAPCTBEHHOTO  Iperapara
ocymiecTBisiercss B Poccuiickoit ®enepauuu, WM JIOKYMEHT, COJEpXKAllUid CBEICHHS O JaTe
MPEAOCTABICHUS M PETUCTPAIlMOHHOM HOMEpE 3aKJIOUEHHUS O COOTBETCTBHM ITPOM3BOAUTEIIS
JIEKAapCTBEHHOI'0 Ipernapara TpeOOBaHUSAM IpaBHUJI HaJJICKAIEH POW3BOJCTBEHHOW IPAKTHKH,
MPEAOCTABICHHOTO  yIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOM3BOJUTENS  JIEKAPCTBEHHOTO
npemnapata. (B pea. @enepanbubix 3akoHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3, ot
30.01.2024 N 1-®3)

Honoxncenusn wacmu 2.1 cmamou 39 (¢ peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX Yciye npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCmEOM eOUHOIL 20CYO0APCMEEHHOIL
UHpOpMmayuonnoil cucmemsl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanvHoil 20cy0apcmeeHHoll
ungopmayuonnou cucmemot ""Eounstii nopmain 20cyoapcmeeHHbiX U MYHUWUNATbHBIX YCI1Y2e
(pynkyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnuie y0ocnogepeHus 1eKapCcmeeHHbIX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, OOmeepicoaloujue paxkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM Hocumee u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePEeH Ul
JIeKApCMEEHHbIX NPEnapamoe 014 meOuyuncko2o npumenenus ¢ 01.01.2025 ne ¢vioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 3a 6bl0ayell
YKa3anno20 0yonukama Hanpaeisemcs 6bINUCKa U3 20cy0apCcmeennozo peecmpa
JIEKAPCMEEHHBIX CPEOCHE, NOONUCAHHAA YCUIEHHOU KEAUPUUUPOBAHHOU I1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbro2o Opeana UCHOTHUMENbHO
énacmu (nynkm 5 cmamou 4 @edepanvrozo 3akona om 30.01.2024 N 1-@3).

2.1. CBGI[CHI/ISI, MMOATBCPIKAAOIINC q)aKT YIJIaThI FOCY)IapCTBeHHOI\/’I MONUIMHBI 3a MPOBCACHUC
STHUYECKOM OKCIICPTU3BI, SKCIICPTU3BI JOKYMCHTOB Ha JIeKapCTBeHHBIfI npenapar i MOJYyUCHUA
pa3peliCcHud Ha IMPOBCACHHUC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IIpeliapaTta IJIsd
MCIUIMHCKOI'0 IMPUMCHCHHS, 3a BblJa4y PaspClICHUA Ha IIPOBCACHUEC KIIMHUYCCKOIO UCCICA0OBaHUA
JICKAPCTBCHHOTO TMpfrapara Ajd MCIUINUHCKOro IIPUMCHCHUA, 3a IIPOBCACHHUC ISKCIICPTU3BI
JOKYMCHTOB Ha HeKapCTBeHHBIﬁ npemapar mjid MNOJIYYCHHA pa3pClHICHUA Ha IIPOBCACHUC
MCKAYHAPOAHOTI'O MHOT'OLCHTPOBOI'0 KIIMHUYCECKOT'O UCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCiapara JJIsd
MCIUIUHCKOr0O MNPUMCEHCHHA, 3a BblAady pPaspCliCcHHUsA Ha MNOPOBCIACHHUC MCKIYHAPOIAHOTO
MHOT'OLICHTPOBOI'O KJIMHUYCCKOTO HCCICIOBAHUA JICKAPCTBCHHOI'O IIpCIliapaTa I MCIUIIUHCKOI'O
IMPUMCHCHUA, 3a ITPOBCACHHUC ITHUECKOM OKCIICPTU3BI, SKCIIEPTU3bI JOKYMCHTOB Ha J'IeKapCTBeHHI)II\/’I
npenapar mJid MOJYUYCHUS pa3pClICHUs Ha HNPOBCACHUC IMOCTPCTUCTPAIMOHHOTO KIIMHHUYCCKOIO
HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpfrapara I MCIUIHUHCKOroO IPUMCHCHHUA, 3a Bblaady
pa3pcuicHusd Ha MMPOBCACHUC MOCTPETUCTPATNOHHOT'O KIMHHUYCCKOI'O HCCICIOBAaHUA
JICKAPCTBCHHOT'O Ipfrapara Ajad MCIUIHUHCKOroO IMPHUMCEHCHUSA, a4 TAaKXKE CBCIACHUSA O BbIAaBAaCMBbIX
(Hpe,[[OCTaBJIHCMLIX) YIOOJIHOMOYCHHBIMU (I)e):[epaJIBHBIMI/I OopraHaMu HUCIIOJTHUTEILHOM BJIACTH
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JIOKyMEHTax (CBEICHMSIX), YKA3aHHBIX B MYHKTE 12 4acTh 2 HACTOSIIECH CTAThH, YIOJIHOMOUYCHHBIN
q)enepaanHﬁ opra”n HCHOJIHUTEIFHOM BJIACTH 3arpammrBacT B IMOPAAKES MCKBCAOMCTBCHHOI'O

3JICKTPOHHOTO B3ammonencTBus. (B pen. demepanbHbIXx 3aK0oHOB OT 27.12.2019 N 478-D3, or
30.01.2024 N 1-®3)

IHonoscenusn wacmu 3 cmamou 39 (¢ ped. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHoOpMayuonHnoll cucmemul 6 cghepe 30pagooxpanenusn u (uau) hedepanvHoii 20cyoapcmeeHHoul
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX U MYHUYUNATbHBIX YCIIY2
(pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsvie y0ocmosepenus a1eKapcmeeHHblX
npenapamos 0,14 MeOUYUHCKO20 RPUMEHEHU, ROOmeEepHcoalouue hakm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMa3cHom Hocumee u OyOIUKAmovl Pe2UCmpayuoHHbIX YOOCMO8ePEeH UL
JIeKAPCMEEHHBIX NPENnApamoe 01 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvioaromcs.
Cyovexkmy odpawenus 1eKapCcmeeHHbIX CPeOCme 01 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTHUMEIbHOU 611aCmU 34 6bl0aUell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUTIEHHOU K8ANUPUUUPOBAHHOU I/1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTIHOMOUYEHHO20 (hedepanbH020 0P2ana UCHOIHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

3. B cpok, He IpEeBBIIAKONIMNA TpeX pabodux THEH CO JIHA HANpaBJICHUS B JIMYHBI KaOWHET
YIOJIHOMOYEHHOTO (heIepaibHOrO OpraHa UCTIOHUTENILHOW BJIACTH B €IUHON CHCTEME YKa3aHHOTO
B IIyHKTE | 4acTh 2 HACTOSAIICH CTaThU 3asBJICHHUS U HEOOXOAUMBIX JJOKYMEHTOB, YIIOJTHOMOYCHHBIN
denepabHBIA OpraH UCHOJHUTENbHON Biactu: (B pea. dexepansHoro 3akona ot 30.01.2024 N
1-93)

1) MMPOBOAUT MPOBEPKY MNOJHOTHI U TOCTOBECPHOCTU CBG)ICHI/II\/’I, COACPpIKAIINUXCA B MPEACTABICHHBIX
3asABUTCIIEM JOKYMCHTAX;

2) MMPUHHUMACT PCHICHUC O IMPOBCACHUUN SKCHCPTU3BI JOKYMCHTOB JId IMOJYYCHHA PA3pPCUHICHUA Ha
MMPOBCACHUEC KIIMHHUYCCKOr0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIp€rnapara ajad MEAUIUHCKOTO
MMPUMCHCHUA U 3TUYECKOU OKCIICPTU3BI NI 00 oTKa3e B IMPOBCACHNHN YKA3aHHBIX DKCIICPTHU3;

Ilonoscenua nynkma 3 wacmu 3 cmamou 39 (¢ peo. Dedepanvrozo 3axkona om 30.01.2024 N
1-@3), kacarowueca npedocmagnenus 20cyoapcmeeHHbIX yciiye npu 0opaujeHuu
JIEKAPCMBEHHBIX CPEOCME 01 MEOUUUHCKO20 NPUMEHEHUSA NOCPEOCHE0M eOUHOTL
20¢y0apcmeenHoll UHGOpMayuoHHOIL cucmemsl é cihepe 30pasooxpanenusn u (unu) gedepanvroi
2ocyoapcmeennoll ungopmayuonnou cucmemst ""Eounviii nopman zocyoapcmeennvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumenaiomcesa c 01.01.2025. Pecucmpayuonnvie
yoocmogepenus 1eKapCmeeHHbIX NPenapamaog 01 MeOUUUHCKO20 NPUMEHEHUS,
noomeepcoarouiue haxm 20cyoapcmeeHH ol pecucmpayuu, Ha GyMaxcHom Hocumeie u
0yOnuKamol pe2ucmpayuoHHbIX YOOCMOEEPEHUIL 1eKapCMEEHHbIX RPEnapamog 0
meoununckozo npumenenusn ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopawienus
JIEKAPCMBEEHHBIX CPEOCME 01 MEOUUUHCKO20 NPUMEHEHUSA RPU €20 00PaAUueHUU 6
YHOTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 61aCMU 3a 8bl0aUell YKA3AHHO020
0ybnuKama HanPAeNAEmMca 6bINUCKA U3 20CYOAPCMEEHHO20 Peecmpa 1eKapCcmeeHHbIX CpeoCcma,
HOORUCAHHAA YCUTICHHOU KEATUDUUUDPOBAHH O ITIeKMPOHHOI ROORUCHIO YNOTHOMOYECHHO20
JUUA YNOTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU énacmu (nynkm 5 cmamovu 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).
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3) HampaBiseT 3asBUTENIO MOCPEACTBOM EIMHOIO MOpTaja WIM B JIMYHBIM KaOUHET 3asBUTENS B
€IMHOW CHUCTeME IMOJNMUCAHHOE YCHJICHHON KBATU(DUIMPOBAHHON SJIEKTPOHHOH IOANUCHIO
YBEIOMJICHHE O IPUHATOM pELICHUM JUOO0 B Cilydae NPUHATUS pPEUIeHHus 00 OTKa3ze TaKxke ¢
yKa3aHUEM MIPUYHH TaKkoro otkasa; (B pea. dexepanbaoro 3akona ot 30.01.2024 N 1-P3)

IHlonosxcenuna nynkma 4 wacmu 3 cmamou 39 (6 ped. @edepanvnozo 3axkona om 30.01.2024 N
1-®3), kacarowuecs npedocmasieHus 20CyoapCmeeHHbIX YCiyz npu oopawieHuu
JIEKAPCMEEHHBIX CPEOCHE 01 MEOUUUHCKO20 NPUMEHEHUA ROCPEOCEOM eOUHOTL
20Cy0apcmeeHHOol UHPOPpMayUoOHHOU cucmemsl 8 cghepe 30pasooxpanenus u (uau) gheoepanvHoii
2ocyoapcmeennoi unghopmayuonnoit cucmemsl ""Eounutii nopman 2ocyoapcmeeHHuvIX u
Mmynuyunanovuvlx ycaye (pynxkuyuir)"', npumenarwomesn c 01.01.2025. Pecucmpayuonnuwie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 011 MeOUUYUHCKO20 NPUMEHEHUS,
noomeepoiicoarouiue haxm 2ocyoapcmeeHHoll pecucmpayuu, Ha OYMaA3cHOM Hocumene u
0yonuKamol pe2ucmpayuoHHbIX YOOCMO6EPEHUIL 1eKaAPCMEEHHbIX NPEnapamog 0
meouyunckozo npumenenus c 01.01.2025 ne svioaromca. Cyovexkmy odpaujenun
JIEKAPCMEEHHBIX CPEOCHE 011 MEOUUUHCKO20 NPUMEHEHUS NPU €20 00pauieHUU 6
YHONTHOMOYEHHDLIL (hedepanbHblil Op2an UCHOTHUMEIbHOU 61ACHU 34 6bl0AYell YKA3AHHO20
0ybnuKama HanPaeNAemca 6bINUCKA U3 20CYOAPCMEEHHO20 peecmpa 1eKapCmeeHHbIX CPeOCcma,
HOORUCAHHAA YCUICHHOU K8ATUDUUUPOBAHHOIL IT1IEKMPOHHOI ROONUCHIO YHOTHOMOUEHHO20
JUUA YROTHOMOYECHHO20 (hedepanbHo20 0peana UCNONHUMENbHOU enacmu (nyukm 5 cmamou 4
Deoepanvrozo 3akona om 30.01.2024 N 1-D3).

4) HampaBiIsieT B JIMYHBINA KAOMHET SKCIIEPTHOTO YUPESKICHUS B €AMHON CUCTEME U JINYHBIN KaOWHET
coBeTa II0 JOTUKE 3aJaHusg Ha IMPOBEACHUE COOTBETCTBYIOIIMX JKCIEPTU3, IIOAIUCAHHBIC

YCUJICHHBIMH KBaJTU(UIIMPOBAHHBIMHU JIEKTPOHHBIMH MOAMUCAMH. (B pea. DenepanbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

Ionoscenusn wacmu 4 cmamou 39 (6 peo. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasieHus 20cyo0apCcmeenHplX yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
UHopmayuonnoil cucmemnl 6 cghpepe 30pasooxpanenusn u (uiu) gedepanbHoil 20cy0apcmeenHoll
ungopmayuonnou cucmemot ""Eounviit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynkyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, nOOmeepicoaloujue paxkm 20cyoapcmeeHoul
pecucmpayuu, Ha OyMasxcHom Hocumene u OyOIUKAMbL PeCUCMPAUUOHHBIX YOOCHOBEPEH UL
JIeKApCMEEHHBIX NPEnapamoe 014 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHOMOUYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETIbHOU 611ACMU 3a 6bl0ayell
YKa3annoz2o 0yonukama Hanpaeisaemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPpedCcn8, ROORUCAHHAA YCUTCHHOU K8ATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTTHOMOYCHHO20 (hedepanbrozo op2ana UCHOTHUMENbHOU
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

4. B ciyyae BBISIBIICHUS HEMOJHOTHI U (WJIM) HEAOCTOBEPHOCTH HH(OpPMAIMH, COAep Kallencs B
OpPEJCTAaBICHHBIX  3asBUTENEM  JOKYMEHTax,  YIOJHOMOYEHHBI  ¢enepanbHbIi  Opran
MCIIOJTHUTENIbHOM BJIACTH HANpAaBJISeT B JUYHBIN KaOMHET 3asBUTENs B €IMHON CHCTEMe 3arpoc 00
YTOUHEHUM  yKa3aHHOW  MH(POpPMAlUH, IOJMUCAHHBIA  YCHJICHHOM  KBaJU(HUIIMPOBAHHOU
AIIEKTPOHHOM MOJMUCKHIO. 3asBUTENb OOs3aH HAMpPaBUTh B JIMYHBIA KaOWMHET YIOJIHOMOYEHHOIO
¢denepaabHOro opraHa MCIOJHHUTEIBHON BJIACTH B €IUHOM CHUCTEME MOJMUCAHHBIA YCHUICHHON
KBaJIM(ULMPOBAHHOMN 3JIEKTPOHHOM MOANUCHIO OTBET HA 3alpOC YHOJHOMOYEHHOTO (eaepatbHOro
OpraHa HCIOJHHMTEIbHOM BJIACTH B CPOK, HE NPEBBIIIAIOIIUN AEBSHOCTa pabOUYMX JHEH co aHA
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MOJTy4YEHHUsl YMOJIHOMOYEHHBIM (e/ilepaibHbIM OpPraHOM HCIIOJIHUTEIBHOM BIIACTH AJIEKTPOHHOTO
YBEJIOMJICHHS O TIOJIy4eHHUH 3asiBUTeNieM 3amnpoca. Cpok, yKa3aHHbBIM B 4acTU 3 HACTOAILEH CTaThH,
MPUOCTAHABJIMBACTCA CO JIHA HANpaBieHHUs B JIMYHBIA KaOWHET 3asBUTENIA B €IUHOW CHCTEMeE
3arpoca yroJHOMOYEHHOTO (efepalbHOTO OpraHa UCIOJHUTEIBHOMN BIACTH 10 JHS HAIPaBJICHUS B
JUYHBI KaOWHET YHNOJHOMOYEHHOIO (elepalibHOro OpraHa HMCIOJIHUTEIbHOW BJIACTH B €IUHOM
CHUCTEME OTBETA Ha 3aMpOC U HE YUYUTHIBACTCS MPU UCUUCICHUU CPOKA MPUHATUS YITOTHOMOYEHHBIM
benepanbHBIM OPraHOM HCIOJHUTEIBHON BIACTU PEIICHUS O MPOBEACHUU SKCIIEPTU3bI IOKYMEHTOB
JUISL TIOJIyYEHHUsl pa3pellieHus Ha MPOBEACHHE KIMHUYECKOTO MCCIIEOBAHUS JICKAPCTBEHHOTO
npemnapara Uit MeIUIUHCKOro mpuMeHeHus. (B pea. ®emepansHoro 3akoHa oT 30.01.2024 N 1-D3)

Ionoscenusn wacmu 5 cmamou 39 (¢ peo. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagieHus 20cy0apCmeenHvIX yciy2 npu 00pauieHuu 1eKapCcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUS NOCPEOCEOM eOUHOU 20CY0apCHmEEeHH Ol
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uau) hedepanvHoil 20cyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounviit nopman 2ocyoapcmeeHnblx u MyHUWUNATbHBIX YCITY2
(pynxuyuir)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, OOmeepicoaloujue pakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM HOcumee u OyOaUKAmbvl PecUcmpayuoHHbIX YOOCMO8ePeH Ul
JIeKapCMmMeEEeHHbIX NPenapamos 0 MeOuyuncko2o npumenenus ¢ 01.01.2025 ne evtoaromces.
Cyovexmy oOpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpauieHuu 8 ynoIHOMOYEeHHbLIL (hedepanbHblil Op2an UCHOTHUMETIbHOU 611ACHU 34 8bl0aYell
YKa3anno20 0yonukama Hanpaeisiemcs 6blNUCKa U3 20cy0apCmeennozo peecmpa
JIeKApCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8AUDUUUPOBAHHOIUL IJ1IeKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

5. OcHoBaHMeEM ISl OTKa3a B POBEACHUHN IKCIIEPTU3BI JOKYMEHTOB JIJIsl IOJIYUYEHHS pa3pelieHus Ha
IIPOBEICHUE KIMHUYECKOTO HCCICAOBAHMSA JIEKAPCTBEHHOIO IIpenapara Uil MEJULUHCKOIO
IIPUMEHEHUS M dTUYECKOM DKCIIEPTU3BI ABIIETCS MPEACTABICHUE JOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThl0 2 HAcTOSIIEH cTaTbM, B HENOJHOM oOOBbEMe, HENpeJCTaBlIeHHe 3asBUTENEM B
YCTAaHOBJIEHHBIH CpPOK OTBETa Ha YyKa3aHHbIM B 4YacTu 4 HAcTOSIIEW CTaTbU 3ampoc
YIOJIHOMOYEHHOr0  (peiepanbHOTO OpraHa MCIOJHUTEIbHOM BJIACTH JMOO OTCYTCTBHE B
MPEJICTABICHHBIX JIOKYMEHTAaX HCYEPIBIBAIOIIEr0 IEpedyHs HeoO0X0oAMMOM HHGOpMaluu WIH
uH(pOpMalnU, KOTopast JOJDKHA ObITh OTpa’keHa B HUX, a TaKXkKe OTCYTCTBUE CBEJCHM, KOTOpPhIE B
JabHENIIEM MTOATBEPKIAFOTCS IIOCPEICTBOM MEKBETOMCTBEHHOTO JJIEKTPOHHOIO
B3aUMOJICHCTBUSA, O (aKkTe YIUIaThl TOCYJApCTBEHHON MOLUIMHBI 3a IPOBEIACHHUE ATHUYECKOU
JKCIIEPTU3BI, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipenapar Ui MOJYyYEHHs pa3pelieHUs
Ha MPOBEACHUE KIUHUYECKOTO HCCIECAOBAHMSA JIEKAPCTBEHHOIO Ipenapara il MEIUIMHCKOIO
IIPUMEHEHHUs, 3a BbAAYy pa3pelleHus Ha MPOBEICHUE KIMHUYECKOIO  HMCCIIEIOBAHMS
JIEKapCTBEHHOI'0 IIpemapara Juisd MEIULHUHCKOIO IPUMEHEHHUs, 3a IIPOBEICHHUE DKCIIEPTU3bI
JJOKYMEHTOB Ha JIEKApCTBEHHBIM Mpernapar Juisl MOJY4YEHHUs pa3pelieHUs Ha IPOBEICHUE
MEXIYHAPOAHOIO MHOTOLEHTPOBOI'0 KJIMHUYECKOTIO UCCIIENOBAaHUS JIEKAPCTBEHHOIO IIperapara Juis
MEIUIMHCKOTO TPUMEHEHMS, 3a BbIJAYy pa3pelieHUuss Ha MPOBEACHUE MEXIYHAPOJIHOTO
MHOT'OLIEHTPOBOI0 KJIIMHMYECKOI'O0 HUCCIIEIOBAHMS JIEKAPCTBEHHOIO Ipernapara Uisi MEIULMHCKOIO
IIPUMEHEHNS, 32 MPOBEICHUE ITUYECKON IKCIEPTU3BI, SKCIIEPTU3bI JOKYMEHTOB HA JIEKAPCTBEHHBIN
npenapar Ui IOJYYEHUs pPAaspelleHHs Ha IIPOBEICHHUE ITOCTPETMCTPAlMOHHOIO KIMHUYECKOIO
WCCJIEOBAHMS JIEKAPCTBEHHOTO IIpemapara Uil MEAUIUHCKOrO IPUMEHEHMs, 3a BbLIAYy
paspelieHUss  Ha  NPOBEIEHHUE  IOCTPETMCTPALIMOHHOIO  KIMHUYECKOIO  UCCIEAOBAHUS
JIEKapCTBEHHOT'0 IpenapaTa JUlsl MEIUIMHCKOro mpuMeHeHus. (B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-93)
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Ionoscenusn wacmu 6 cmamou 39 (¢ peo. Dedepanvrozo 3axona om 30.01.2024 N 1-D3)
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocma 07151 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU 20CYOapCMEeHHOU
UHGOPpMAUUOHHOU cucmeMmbl 8 chepe 30pasooxpanenusn u (uaiu) pedepanvHoil 20cyoapcmeeHHol
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHHblX u MyHUWURATbHBIX YCTY2
(pynkyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnuie y0ocnogepeHus 1eKapcmeeHHblxX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeep coaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasCHOM HOcumesne u OyoauUKamol pecucmpayuoHHbIX YOOCMO8ePeHUll
JIeKapCmeEeHHbIX NPenapamos 0 mMeouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cyovexmy oOpawienus 1eKapcmeeHHbIX cpeocme 01 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauienuu 8 ynoa1HOMO4YeHHbLIL (hedepanbHblil Op2an UCHOTHUMEbHOU 611ACHU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
JIeKApCmMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOI K8ATUDUUUPOBAHH O ITIeKMPOHHOIL
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YNOTTHOMOYECHHO20 (hedepanbHo2o Opeana UCHOTHUMENbHOT
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

6. IlpoBenenuwe »SKcrnepTH3bl JOKYMEHTOB JUIsl TONYYEHHs] pa3pelieHuss Ha MpPOBEICHUE
KJIIMHUYECKOTO0 WCCJIEIOBAHMS JICKApPCTBEHHOIO TMperapara Il MEIUIMHCKOTO TMPUMEHEHUS |
ATUYECKON IKCIEPTHU3bI, COCTABIICHHE KOMHCCHEH JKCIIEPTOB M COBETOM I10 ITHKE 3aKJIIOUCHHUH O
BO3MO>KHOCTH WJIM HEBO3MOKHOCTH MPOBEJICHUS TAKOTO KIIMHUYECKOTO UCCIE0BaHUS, TTOAMCAHNE
3aKJIIOUEHUN YCUJICHHBIMH KBATH(PHUIIMPOBAHHBIMU SJIEKTPOHHBIMHM MOANUCAMU U HaIlpaBJICHHE
JAHHBIX  3aKJIIOYEHWH B JIMYHBIA KAaOMHET  YIOJHOMOYEHHOro (enepaibHOTO  opraHa
MCIIOJTHUTENILHOM BJIACTH B €MHON CHCTEME OCYILIECTBISIOTCS B CPOK, HE MPEBBILIAIOIINMA 1B IIaTH
MATH padOYuX THEH CO JIHS HANpaBIICHUS B JIMYHBIA KAOMHET YKCIIEPTHOTO YUPEIKACHHS B STUHOU
CHUCTEME 3aJaHus YIOJIHOMOYEHHOTO (eepadbHOTO OpraHa MCIHOJHHUTEIBHONH BIIACTH C
MPUIOKEHUEM JJOKYMEHTOB, YKa3aHHbBIX B TyHKTax 3, 4, 10, 11 u 11.1 yactu 2 HacTosien cratbu, U
HApaBIIEHUSI B JIMYHBIM KaOWHET COBETa MO 3THUKE B €IUHOM chcTeMe 3aJaHHs YIOJIHOMOYEHHOTO
denepasbHOTO OpraHa MCIOJHUTEIBLHOM BIACTH C MPWIOKEHHWEM JOKYMEHTOB, YKa3aHHBIX B
nyHKTax 3 - 6 u 9 wactu 2 HacTosmeil crateu. (B pen. denepanpHoro 3akona ot 30.01.2024 N
1-®3)

Ionoscenusn wacmu 7 cmamou 39 (6 peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
uHpopmayuonnoil cucmemsl 6 cgpepe 30pasooxpanenusn u (unu) gedepanvroii 20cyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynkyui)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, nOOmeepicoaloujue paxkm 20cyoapcmeeHoul
pecucmpayuu, Ha OyMasicHom Hocumee u OyOIUKAmMbl Pe2UCmpayuoOHHbIX YOOCMO8ePEeHUT
JIEKApPCMEEHHBIX NPEnapamoe 011 meOuyunckozo npumenenus ¢ 01.01.2025 ne gvrioaromcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCcme 0151 MEOUUUHCKO20 NPUMEHEHUS NPU €20
odpauieHuu 8 ynoaiHOMOYEHHBLIL (hedepanbHblil OP2aH UCNOTHUMETbHOU 61a4CMU 34 8bl0auell
YKa3annoz2o 0yonuKkama Hanpaeisienca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPpedCcn8, ROORUCAHHAA YCUTCHHOU K8ATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROSIHOMOUEHHO20 TUUA YHOTTHOMOYCHHO20 (hedepanbHo2o 0p2ana UcnoJIHUMEeNbHOu
énacmu (nynkm 5 cmamou 4 @edepanvnozo 3axona om 30.01.2024 N 1-@3).

7. B cpok, He HpeBbIMIAIOIMIMKA Tpex pabouux JHEeW co THS HarpaBlieHHs B JMYHBIA KaOMHET
YIOJIHOMOYEHHOI0  ()eiepajJbHOr0 OpraHa MCHOJHHUTEIbHONH BIACTH B €IUHOW CHUCTEME
3aKJIFOYEHUH, YKa3aHHBIX B 4acTH 6 HacTOsIIEH CTaThH, YHOJHOMOYEHHBIM (eaepanbHblii opran
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UCTIOTHUTENIbHOM BiacTu: (B pea. PenepansHoro 3akoHa oT 30.01.2024 N 1-D3)

1) OCYHIECCTBIIACT OLCHKY IMOCTYIIMBIINX 3aKJTFOYCHUM IJIs1 OIIPEACIICHUA UX COOTBETCTBUA 3alaHUAM
Ha OPOBCACHUC COOTBCTCTBYIOIUX 3KCIICPTU3;

Honoswcenus nynkma 2 wacmu 7 cmamou 39 (6 peo. @edepanvrnozo 3axona om 30.01.2024 N
1-®3), kacarowuecs npedocmasienusn 20CyoapCmeeHHbIX yciay2 npu odopawienuu
J1eKapCmMeEEeHHbIX CPeOCme 01 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHou UHPOPMaAyUOHHOU cucmembl 6 chepe 30pasooxpanenus u (unu) gpedepanvroii
2ocyoapcmeeHHou ungopmayuonnoii cucmemst ""Eounvlit nopman zocyoapcmeenuvix u
MyHuyunanwvhvlx yciaye (pynkuuir)'’, npumensaiomesa c 01.01.2025. Pecucmpayuonnsie
yoocmogeepenus 1eKapcmeeHHbIX nPenapamog 011 MeOUYUHCKO20 NPUMEHEHUS,
noomeepacoaroujue axm 20cyoapcmeeH ol pecucmpayu, Ha OyMasxcHom Hocumee u
0yonuKamol pezucmpayuoHHbIX YOOCHO08ePEeH UL 1eKaApCMEEHHbIX NPEnapamos 0
Meouyunckozo npumenenus ¢ 01.01.2025 ne svioaromca. Cyovekmy oopauienusn
JIeKAPCMBEEHHBIX CPEOCH8 011 MeOUUUHCKO20 NPUMEHEHUSA RPU €20 00paujeHuU 6
YRONTHOMOYEHHDLIL (hedepanbHblil OP2an UCHOTHUMEbHOU 61aCHU 34 8bl0aUell YKA3AHHO020
dydnuKama HanPaeNAemcsa 6bINUCKA U3 20CYOAPCMEEHHO20 Peecmpa 1eKapCmeeHHbIX CPeOCma,
NOONUCAHHAA YCUICHHOU KEATUDUUUPOBAHHOTL IT1EKMPOHHOI NOONUCHIO YROTHOMOUEHHO20
JUUA YROTHOMOYCHHO20 (hedepanbHo2o Opeana UCNONHUMENbHOU é1acmu (nyHkm 5 cmamou 4
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

2) NpUHMMAET pelIeHHEe O BbAaYe pa3pelieHus Ha MPOBEICHHE KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOT'O TMperapaTa Ui MEIUIIMHCKOrO MPUMEHEHHs, BHOCUT B PEECTP BBIJAHHBIX
paspeumieHHid Ha TMPOBEACHHWE KIMHUYECKUX HCCIEIOBAaHUI  JIEKapCTBEHHOTO Tpenapara
COOTBETCTBYIOIIYIO0 HH(OPMAIMIO U HAIPABIISET TOCPEACTBOM €JHHOTO OPTalIa 3assBUTEIIO WU B
JUYHBIA KaOWHET 3asBUTENSI B €UHON CHCTEME BBIITMCKY U3 PEeCTpa BBIIAHHBIX pa3pelieHud Ha
NPOBE/IEHUE KIMHUYECKUX HCCIeOBaHUN JIEKApCTBEHHOIO MpernapaTa, MOANMCAHHYIO YCUIIEHHOU
KBaJIM(ULIMPOBAHHON AJIEKTPOHHOM MoAnuckto; (B pen. PexepanbHoro 3akoHa ot 30.01.2024 N
1-@3)

Honosxcenua nynkma 3 wacmu 7 cmamou 39 (6 ped. @edepanvhozo 3akona om 30.01.2024 N
1-@3), kacarowueca npedocmasienus 20cy0apcmeeHHbIX Ycilye npu 00pauieHuu
J1eKApCMEEHHbIX CPeOCme 01 MeOUUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU
20Cy0apcmeeHHol UHPOPMAYUOHHOU cucmembl 6 cghepe 30pasooxpanenus u (unu) gedepanvroii
2ocyoapcmeennou ungopmayuonnoil cucmemst ""Eounsiit nopman zocyoapcmeennwix u
Mynuyunanwvhvix yciaye (pynkuyuir)'"', npumensiomea c 01.01.2025. Pecucmpayuonnsie
yoocmogepenus 1eKapcmeeHHbIX nPenapamog 011 MeOUUYUHCKO20 NPUMEHEHUS,
noomeepcoaroujue haxm 20cyoapcmeeHHol pecucmpayuu, Ha GYMaxcHom Hocumeie u
0yonuKamol pezucmpayuoHHbIX YOOCHOo8ePEeH Ul 1eKapCcmeeHHbIX RPenapamos 0
Mmeouyunckozo npumenenus ¢ 01.01.2025 ne svioaromcea. Cyovekmy oopauwienusn
JIeKApCMEEHHBIX CPEOCH8 011 MEOUUUHCKO20 NPUMEHEHUA RPU €20 00paueHuU 6
YROJIHOMOYEHHbLI (hedepanbHblil OP2an UCHOTHUMENbHOU 61ACMU 34 6blOAYell YKAZAHHO20
dybnuKkama Hanpaenaemca 6bINUCKA U3 20CY0apCmeeHHo20 peecmpa 1eKapcmeeHHbIX CPeocma,
HOONUCAHHAA YCUTIEHHOU K8ANUDUUUPOBAHH O )IEKMPOHHOU ROORUCHIO YNOJIHOMOUEHHOZ0
JUUA YROTHOMOYECHHO20 (hedepanbho2o op2ana UCNOAHUmMENbHOU énacmu (nynkm 5 cmamou 4
®Deoepanvrozo 3axkona om 30.01.2024 N 1-D3).

3) NPpUHUMACT PCHICHUC 00 oTkasze B BbLJAYC Ppa3pCHICHUA Ha MPOBCACHUC KIIMHUYCCKOI'O
HCCIICAOBAaHUA JICKAPCTBCHHOI'O IIpfrapara A MCIUIHUHCKOrO IIPHMCHCHUA W HAIPaBIACT
MNoCpCACTBOM C€IUHOIO IMOpTaJIa 3adBUTCIIIO WA B JUYHBIA KaOWHET 3asgBUTEIS B €IMHOM CHCTEME
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JAHHOE pEIICHHE, TOANUCAHHOE YCHJICHHOW KBaIU(UIIMPOBAHHON AIIEKTPOHHOW TMOAMHUCHIO, C
yKa3zaHUEeM IIPUYKH OTKa3a. (B pea. denepanbuoro 3akona ot 30.01.2024 N 1-D3)

8. OcHoBaHueM IJI1 OTKa3a B BbBLAAYC pa3spClICHHA Ha HNPOBCACHHUC KIIMHUYCCKOI'0 MCCICAOBAHUA
JICKAPCTBCHHOT'O IIpf€rapara g MCIUIHUHCKOIO IMPHUMCEHCHHUA SABJIACTCA HaJIWYUC 3aKITIOYCHUA
KOMHCCHUH DOKCICPTOB WM 3aKIOYCHHA COBCTA 110 3THKE O HCEBO3MOXHOCTU [MPOBCACHUA
KIIMHUYCCKOIr'0 HCCICOO0BaHHA JICKAPCTBECHHOI'O IIpf€rapara i MCIUIHUHCKOrO IIPpUMCHCHUS II0
pe3yjibTaTaM MPOBCACHHBIX 3KCIICPTU3, TPCAYCMOTPCHHBIX YaCThHIO 6 HaCTOHLLIeﬁ CTaTbu.

9. Pemenne 00 oTkase B IMPOBCACHHUHN J3KCICPTU3bI JOKYMCHTOB [JIA IMOJTYYCHHA PaA3PCIICHHA Ha
MMPOBCACHUC KIIMHUYCCKOr0 HCCICAOBAHHA JICKAPCTBCHHOI'O Ipfrnapara o MCEAUIUHCKOIO
IMPUMCHCHHA U STHYSCKOM OKCIIEPTU3BI KU B BbIAAYC Pa3pCHICHUA Ha IMPOBEACHHUEC KIMHHYCCKOI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O IMpfrapara [mjiid MCIUIOUHCKOrO IMNPUMCHCHHA MOXKCET OBITH
00>KaJI0BaHoO B MOPAAKE, YCTAHOBJIICHHOM 3aKOHOJAATCIIbCTBOM Poccuiickoit d)eﬂepaunn.

Crarbs 39.1. DTnyeckas 3kcneprusa (B pea. @eaepaabHOro 3aKoHa 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. OTnueckas OKCIICPTHU3a MPOBOAUTCA COBECTOM I10 3THUKE, CO3JaHHBIM B IIOPAAKE, YCTAHOBJICHHOM
YHOJHOMOYCHHBIM q)eﬂepaJII)HI)IM OopraHomM HCIIOJIHUTEILHOMN BJIaCTH, B ICJIAX BblJJa4M 3aKJIIFOUYCHUA
00 d3THYeCcKOH OO0OCHOBAHHOCTH BO3MOYKHOCTH MNpOBCACHUA KIIMHUYCCKOIO HMCCICAOBAHUA
JICKApPCTBCHHOTO IIperiapara 411 MCAUITUHCKOIO IPUMCHCHUS.

2. DKCnepTaMu COBETa IO TUKE MOTYT OBITh MIPEICTABUTENIN MEAUIIMHCKUX OpraHU3aIuil, HAyYHbIX
OopraHu3aiuii, oOpa3oBaTEeIbHBIX OpraHU3alUil BBICIIETO 00pa30BaHHUSA, a TAKXKE IPEICTAaBUTEIH
OOIIECTBEHHBIX OpraHU3alUii, PEIUTHO3HBIX OpraHU3alUil U CPEICTB MaccoBOM HMH(OpMAIIH.
JlanHbIe SKCHEPTHl HE OJDKHBI HAXOAUTHCS B KaKOM-THOO 3aBUCUMOCTH OT pPa3pabOTUHKOB
JIEKAPCTBEHHBIX MPENapaToB M JPYTrUX JIMI, 3aUHTEPECOBAHHBIX B pe3yibTaTaX 3STUYECKON
AKCIIEPTHU3BI.

3. Omnata yciayr SKCHEpTOB COBETa IO 3THUKE OCYIIECTBISETCS Ha OCHOBaHMM JOrOBOPA,
3aKTIOYEHHOTO MEXIYy YMOJIHOMOYEHHBIM (elepaqbHbIM OpraHOM HWCHOJHUTENBHON BIIACTH,
KOTOPBIM CO3/IaH COBET 10 O3THUKE, W DKCIEPTOM COBETa MO JTHUKE, 3a CUeT OHIKETHBIX
ACCUTHOBAHUH, MPEIyCMOTPEHHBIX YHNOTHOMOYEHHOMY (QelepallbHOMYy OpraHy HCHOJHHTEIbHOM
BJIACTH, KOTOPBIM CO3/1aH COBET IO ATHKE, B (pe/iepaabHOM OIO/KETEe Ha COOTBETCTBYIOLIUI o/l Ha
obecrieueHre ero IesTeNbHOCTH, B pa3Mepax, ycTaHoBIeHHBIX [IpaButenbctBoM Poccuiickoii
denepanuu.

4. DKcnepTbl COBETa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHMU C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanum.

Honoscenusn wacmu 4.1 cmamou 39.1 (6 peo. @edepanvrozo 3akona om 30.01.2024 N 1-dD3),
Kacarowuecs npedocmagieHus 20cy0apCmeen bIX yciy2 npu 00panieHuu 1eKapcmeeHHbIX
cpeocma 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOIL 20CY0apPCMEeHHOU
UHGOpMayuUOnHOU cucmemsl 8 cghepe 30pasooxpanenusn u (uau) hedepanvHoit 20cyoapcmeenHol
unghopmayuonnoii cucmemst ""Eounuiit nopman 2ocyoapcmeennvlx u MyHUWURAIbHBHIX YCTY2
(¢pynxyuir)", npumenarwomcesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepenus 1eKapcmeeHHvlx
npenapamoe 011 MeOUUYUHCKO20 NPUMEHEHU, NOOmEep coaouue haxkm 20cyoapcmeeHHou
pecucmpayuu, Ha OyMadscHOM HOcumee u OyoaUKamol pecucmpayuoOHHbIX YOOCMO8ePEeH Ul
J1eKapCmMeEEeHHbIX NPenapamos 0 meouyuncko2o npumernenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy odpawenus 1eKapcmeeHHbIX cpeoCcme 0 MeOUYUHCKO20 NPUMEHEHUA NPU €20
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odpauienuu 8 ynoa1HOMO4eHHbLIL (hedepanbHblil Op2an UCHOTHUMETbHOU 611ACMU 34 6bl0aYell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapCmMEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOI K8ATUDUUUPOBAHH O ITIeKMPOHHOIL
HOONUCHIO YNOJIHOMOUEHHO20 TUYA YNOTTHOMOYECHHO20 (hedepanbHo20 Opeana UCHOTHUMENbHOT
eénacmu (nynkm 5 cmamou 4 @eoepanvrnozo 3axkona om 30.01.2024 N 1-D3).

4.1. Tlpu mnpoBeneHUU STUYECKOW ODKCHEPTU3BI HE JOMYyCKaeTcsa HCTpeOOBaHHUE DSKCIEPTOM Yy
3asIBUTEIIS TMOO MHBIX JIUI] MATEPHUATIOB, HEOOXOIUMBIX ISl TPOBECHUS ITHUECKOM dKCIepTrussl. B
clly4ae HEJOCTAaTOYHOCTHU MPECTABICHHBIX 3KCIEPTYy MAaTEpUaIOB B JIMUYHBIN KaOWHET 3asBUTEIS B
€IMHOW CHCTEME YIIOJHOMOYEHHBIM JIMIIOM COBETAa [0 JTHUKE HaIpaBJSIETCA 3alpoc O
MPEJICTABICHUH HEOOXOAMMBIX MaTepHalioB, MOJAMUCAHHBIA pPyKOBoAUTENEM (YIOJIHOMOUYEHHBIM
JUIIOM) COBETa TO O3TUKE C HCIOJIH30BAHUEM YCHIECHHOW KBaTHU(PHUIIMPOBAHHONW 3IEKTPOHHOM
MOJIMKUCH, a TaKXKE HAIpaBlIAETCS YBEAOMJICHHME OO0 YyKa3aHHOM 3alpoce B JIMYHBIA KaOMHET
YIOJTHOMOYEHHOTO ()eIepaIbHOTO OpraHa HCIIOJHHUTEIBHOW BJIACTH B C€IWHOW cUCTeMe. (B pel.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

IHonoscenusn wacmu 4.2 cmamou 39.1 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-®D3),
Kacarowuecs npedoCcmaesienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHGOpMayUOHHOU cucmembl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHol
ungpopmayuonnoit cucmemol ""EOunsiit nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromesn c 01.01.2025. Pezcucmpayuonnuie y0ocmogepeHus 1eKapcmeeHHbIX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OyMa3icHOM HOcumesne u OyOIUKAMbL Pe2UCMPAUUOHHBIX YOOCMO08EPEHUTL
JIeKapcmeeHHbIX NPenapamos 0ia Meouyuncko2o npumenenus ¢ 01.01.2025 ne évioaromces.
Cyovexkmy oopawenus 1eKapCcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaiHoOMO4eHHbLIL (hedepanbHblil Op2an UCNOTHUMETbHOU 611aCMU 34 6bl0aYell
YKA3aHH020 0yOIUKama HAnpaeIsaemcs 6blNUCKA U3 20CY0apCmeEeHH020 peecmpa
JIeKApCMEEeHHBIX CPeOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJIEKMPOHHOU
nOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOTTHOMOYECHHO20 (hedepanbHo20 0peana UCHOHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

4.2. 3asBuUTenb 00si3aH HAMpPaBUTh B JIMYHBIM KAOMHET COBETa MO ITHKE B €IWHOW CHUCTEME
MOJMUCAHHBIA YCHJICHHOW KBaTU(UIIMPOBAHHONW SJEKTPOHHOW TMOIMKCHI0 OTBET HA 3ampoc O
MIPEACTABICHUH HEOOXOMMBIX MAaTEPUAIOB COBETY IO 3THKE B CPOK, HE MIPEBBIMIAIOIINN AEBIHOCTA
pabounx JHEW CO THS TMOJIYYEHHS COBETOM IO 3THUKE SJIEKTPOHHOTO YBEJAOMIJICHHS O TMOIYYCHHH
3asBUTENIEM YKa3aHHOTO 3arpoca. BpeMs co JHS HampaBlIeHHs] COBETOM IO JTHUKE B JIMYHBIN
KaOWHET 3asiBUTENIA B €IMHON CHUCTEME 3alpoca O MPEICTaBICHHH HEOOXOJUMBIX MaTEepPHAlIOB 10
JTHSI HATPABJICHUSI 3asiBUTEJIEM B JTUYHBIM KaOWHET COBETa IO dTHUKE B €IMHON CHCTEME OTBETa Ha
YKa3aHHBIH 3alpOC HE YUUTHIBACTCS MPU UCUUCICHUU CPOKA MPOBEICHUS STUYECKON HKCIIEPTU3HL. (B
pen. ®enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

5. CoctaB coBeTa 10 ITHKE, MOJOXKEHUE 00 ITOM COBETE, MOPSAIOK €ro ACSITENLHOCTH, TPEOOBAHUS K
KBATH(UKAIIMK U OMBITY pabOTHl MO SKCIEPTHOW OIEHKE HAYYHBIX, MEAUITUHCKUX M ITHUYECKUX
aCIIeKTOB  KJIIMHUYECKMX MCCIENOBAHMM JIEKQPCTBEHHBIX MpenapaToB Uil MEIULMHCKOTO
MIPUMEHEHUS, TPEABABIIIEMBIE K DKCIIEPTAM COBETA IO 3TUKE, MOPSAOK OPraHU3AMU U TPOBEACHUS
ATUYECKOHN IKCIEPTU3bl, (hOpMa 3aKITFOUCHUS COBETA MO ITUKE YCTAaHABIMBAIOTCS YIIOJTHOMOUYEHHBIM
dbenepalbHBIM  OPTAaHOM  HCIIOJHUTEIBHOM BIacTH. YMCIO TpeAcTaBUTENCH METUITMHCKUX
OpTraHU3aIil He MOKET MPEBHIIIATH MTOJIOBUHY OT OOIIIEro YKciia SKCIEPTOB COBETA MO ITHKE.

6. I/IH(I)OpMaI_II/ISI O COCTaB€ COBCTa IIO J3THUKC, IlJIaHAX €ro pa60TBI )51 TeKymefI JACATCIIBHOCTHU
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pasmenaercs Ha O(QUIUAIBHOM CaiiTe yMOJIHOMOYEHHOro (peepalbHOr0 OpraHa UCHOJHUTEIbHOM
BJacTU B ceTd "VIHTEepHET" B yCTAaHOBJIEHHOM UM HOPSJIKE.

Cratba 40. IIpoBeaenne KIMHUYECKOTO UCCJIETOBAHMS
JIEKAPCTBEHHOI'0 Mpenapara Jisi MeAMIUHCKOIr0 IPUMEeHEeHUs

1. PykoBoauTenb METUIIMHCKON OpraHu3alliy, KOTOpas MPOBOAMT KIMHHYECKOE HCCIICAOBAaHHE
JEKapCTBEHHOTO TMpemnapara Juii MEJUIMHCKOrO IPUMEHEHHUsS, Ha3Ha4aeT WCCIeI0BaTels,
OTBETCTBEHHOI'O 3a IIPOBEJICHHE TAKOIO HCCIEIOBAaHMUSA U MMEIOIIEro JIEUEOHYIO CIIEIHaIbHOCTb,
COOTBETCTBYIOIIYIO MTPOBOAMMOMY KIMHHUYECKOMY HCCIICIOBAHUIO JIEKAPCTBEHHOTO IIperapaTa, co
CTaXXEM pa6OTBI o mnporpaMmamM KIMHUYCCKHUX I/ICCJICIIOBaHI/IfI JICKAPCTBCHHBIX MPCIapaToB HE
MEHee 4eM TPHU rojia U IO ero MpeUIoKEeHUI0 Ha3HAa4aeT COMCCIIe0BaTeIel U3 YHCiIa Bpadei Toi
MeAMIMHCKONW opranu3zauuu. (B pen. denepanbHoro 3axoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. Hccnenosarens OCYHICCTBJIISICT BBI60p ManueHTOB, KOTOPBIC 10 MCAUIIUHCKUM IMOKA3aHUSAM MOT'YT
OBITh IMPUBJICYCHBI K YYaCTHIO B KIMHHYCCKOM MCCICIOBAHUU JICKAPCTBCHHOI'O IIpCIiapaTra IJId
MCIULUHCKOI'O IPUMCHCHUA.

3. HccrnegoBarenb HM  COHCCICAOBATCIN  JTOJLKHBI OBITh  O3HAKOMJICHBI C pe3yjibTaTaMu
JOKIIMHUYCCKOI'0o HCCJIICOOBAHUA JICKAPCTBCHHOI'O CpCACTBA, COACPIKAIMMHCA B 6pomfope
HCCIICOOBATCIIA, IMPOCKTOM IMPOTOKOJA KIMHHYECKOIO0 HMCCICAOBAHUA JICKAPCTBCHHOI'O IpcIapara
A MCIUIUHCKOI'O ITIPUMCHCHUA, paBpa6OTaHHBIM pa3pa60Ttn/n<0M JICKAPCTBCHHOTI'O IIpCIiapaTra Ujin
HHBIM OPUAAYCCKUM JIMIIOM, IIPUBJICKACMBIM K OpraHu3alid IHPOBCACHUA KIMHHUYCCKOI'O
HCCJIICAOBAHUA JICKAPCTBCHHOI'O IIpCllapaTa I MCEAULUHCKOIO IMNPUMCEHCHUA, W APYIUMHU
MarcpHraiaMy TaKOIo UCCICIOBAHUS.

3.1. PykoBoauTenp MEAUIIMHCKOM OpraHu3ali B CPOK, HE MPEBBIMIAIOIINN TpeX pabodnx JHEH co
JHS Hayaja NpPOBEACHHUS KIMHUYECKOIO HCCIIEJIOBaHMs JIEKApCTBEHHOrO Mpenapara Juis
MEIUIUHCKOTO MPUMEHEHHs, cooOlaer o0 3TOM B YIOJHOMOYEHHBIH (eaepalbHblii Oprax
WCIIOJIHUTENIbHOM BJAcTH, BBIIABIIMN pa3pellieHue Ha MPOBEIAEHHME TaKOro MCCIENI0BaHUs, IO
yCTaHOBJICHHOH UM popme. (B pea. Penepanproro 3akona ot 29.11.2010 N 313-D3)

4. Opranuzanuy, OCYIIECTBISAIONIME OPraHU3aLUI0 TPOBEACHUS KIMHUYECKOTO HCCIEI0BAHMS
JIEKapCTBEHHOTO Tpernapara Jijisi MEIUIIMHCKOrO MPUMEHEHMS] M yKa3aHHbIE B 4acTH 3 cTaThbu 38
HacTosero degepanbHOro 3aKOHA, B Cllydae HEOOXOAMMOCTH BHECEHUS M3MEHEHHH B MPOTOKOJ
KJIIMHUYECKOTO HCCJIEOBAHMS JIEKAPCTBEHHOTO TIpenapara JUisi MEIUIIMHCKOTO TPUMEHEHHS
c000IIarT 00 3TOM B YIIOJIHOMOYEHHBIN (pe/iepanbHbIi OpraH UCIOIHUTEIHHON BIACTH, BBIJABIIHIMA
paspellleHre Ha MpOBEJECHHE TaKOro MCCIEeNOBaHUs, IO YCTAaHOBJIEHHOH uM ¢Qopme. (B pen.
®denepanproro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma coOOIIEHNS O BHECEHWHW HW3MEHEHHH B TIPOTOKOJ KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOI'0 TMpernapaTta s MEIUWLIMHCKOTO NPUMEHEHUs JOJKHA COJlepKaTh CIEIyIOLIne
ceenenus: (B pea. @enepansuoro 3akoHa oT 11.10.2010 N 271-D3)

1) HauMeHOBaHMe, ACHTU(PUKAMOHHBII HOMEp U J1aTa MPOTOKOJA KIMHUYECKOIO HCCIIeI0BaHUS;
(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

2) nata BHECEHHS M3MEHEHHH B MPOTOKOJ KJIMHHYECKOTO HcciefoBanus; (B pea. demepaabHOro
3akoHa oT 11.10.2010 N 271-®3)

3) HaMMEHOBaHUE U MECTO HAXOXACHU 3asBuTeNs; (B pen. PeaepanbHoro 3akona ot 11.10.2010 N
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271-03)

4) HaMMEHOBAaHHWE OpTaHU3AIlMH, TMPHUBICYCHHOW pPa3paOdOTUYMKOM JICKAPCTBEHHOTO IperapaTra K
OpraHu3aIMy MPOBEACHUS KIMHUYECKOro HUccienoBanus (mpu Hanuuuu); (B pea. DenepaibHOTo
3akoHa oT 11.10.2010 N 271-®3)

5) HaMMEHOBaHUSA M MECTa HAXOXICHUS MEIMIMHCKUX OpraHu3alui, B KOTOPHIX IMPOBOJUTCA
KJIMHHYECKOE uccaenoBanue; (B pea. eaepanpuoro 3akona ot 11.10.2010 N 271-D3)

6) nata BBIIAYM pa3pelICHHs HA MPOBEICHUE KIMHUYECKOrO HCCIEeOBAaHUS U HOMEpP 3TOrO
pasperienus; (B pen. PeaepanbHoro 3akona ot 11.10.2010 N 271-D3)

7) N3MEHEHHUs, BHOCUMBIE B ITPOTOKOJI KIIMHUYECKOT0 HccienoBanus. (B pe. deaepanbHOro 3aKoHa
or 11.10.2010 N 271-®3)

IHonoscenusn wacmu 5 cmamou 40 (¢ peo. Dedepanvhozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecsa npedocmasieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCHEOM eOUHOU 20CYO0apCMEEHH O
UHGOpMayUOHHOU cucmembl 8 cghepe 30pasooxpanenusn u (uiu) hedepanvHoil 20cyoapcmeeHHou
ungpopmayuonnoit cucmemol ""EOounsiii nopman 20cyoapcmeeHnbvix u MyHUYUNAIbHBIX YCIIY2
(¢pynxuyuir)", npumenaromesn c 01.01.2025. Pecucmpayuonnuie y0ocmogepeHus 1eKapCcmeeHHbIX
npenapamoes 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeeHHoll
pecucmpayuu, Ha OYMa3iCHOM HOcumese u OyOIUKAmMbL Pe2UCMPAUUOHHBIX YOOCMO8EPEH UL
JIeKapcmeeHHbIX NPenapamos 0na Meouuunckozo npumenenus ¢ 01.01.2025 ne evioaromces.
Cyovexkmy oopaweHus 1eKapcmeeHHbIX CPeOCme 0 MEOUYUHCKO20 NPUMEHEHUA NPU €20
odpauieHuu 6 ynoaIHOMO4YEHHBLIL (hedepanbHblil OP2an UCNOTHUMEIbHOU 611aCMmU 34 6bl0aUell
YKA3anHo20 0yonuKkama Hanpaeisaencsa 6bINUCKA U3 20cy0apCcmeeHnozo peecmpa
JIeKAPCMEEHHBIX CPEOCH 8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
nOONUCHIO YNOJIHOMOUEHHO20 TUYA YHOTTHOMOYECHHO20 (hedepanbHo2o 0peana UCHOTHUMENbHOU
eénacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

5. B cpok, He mpeBbIIaoOmuUi ABaaTH BOCBMU pabouuX THEH co JIHS MOJy4YeHUs YKa3aHHOIO B
yacTUu 4 HacTOsIIEN CTaThbU COOOUIEHMS], YIIOJTHOMOYEHHBIN (eepalibHblil OpraH UCIOIHUTEIbHON
BJIACTH paccMaTpUBAET 3TO COOOIIEHHE B YCTAHOBJIEHHOM MM TMOPSJIKE M NPUHUMAET pelIeHHE O
BHECEHMM HM3MEHEHUH B IIPOTOKOJ KIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOIO Ipernapara I
MEIUIUHCKOTO TNPUMEHEHUs WM 00 OTKa3e BO BHECEHMM TaKMX HM3MEHEHHUH, MNOJMHCaHHOe
YCWJIEHHOM  KBaJM(UIMPOBAHHOM  3JIEKTPOHHON  MNOJMUCBHIO, IOCPEIACTBOM  HAINpaBJICHUS
COOTBETCTBYIOIETO PEIIEHUS B IMYHBIM KaOMHET 3asBUTENs B euHOl cucreme. [Ipu paccmoTpennn
co00IIeHNsI 0 HEOOXOAMMOCTH BHECEHHS M3MEHEHUN B IMPOTOKOJI KIMHUYECKOIO MCCIEI0BaHUs
JIEKapCTBEHHOTO Mperapara il MEIUIIMHCKOTO MPUMEHEHMs B LENAX OLIEHKH OOOCHOBAaHHOCTH
IIpeIaraéMbIX U3MEHEHUI U ONPEIEICHUS CTENIEHN PUCKA JUIsl MAlUEHTOB, IPUHUMAOIINX Y4aCTHE
B KJIMHUYECKUX MCCIEIOBAHUAX, YIOJTHOMOUYEHHBIM (efepabHbIM OpPraHOM HCIOJHUTEIbHON
BJIACTU MOTYT TIPUBJIEKAThCS HKCIEPTHl COBETa MO O3TUKE M (MJIM) DKCHEPThl 3KCHEPTHOTO
yupexaenus. (B pen. @enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pean. or 13.07.2015), or
30.01.2024 N 1-93)

6. KnmHuueckoe wucclieloBaHUE JIEKAPCTBEHHOTO TMpernapara JUuisi MEAUUUHCKOIO MPUMEHEHUS
MOKET OBITh MPHOCTAHOBIIEHO WJIM IMPEKpPAIleHO, €CIU B IMPOILIECCe ero MPOBeIeHUs OOHapyKeHa
ONACHOCTh JJISI KU3HH, 3I0POBbSI MAalMEHTOB. B ciydyae BO3SHUKHOBEHHS OMACHOCTH JJISI KU3HH,
370pOBbsSl MALMEHTA, YYACTBYIOILIETO B KIMHHUYECKOM MCCIENOBAHUM JIEKAPCTBEHHOIO Ipenapara
JUIT  MEIUIIMHCKOTO TPUMEHEHHS, WCCIeAoBaTeNid oO0s3aHbl MPOMHPOPMHUPOBATH 00 3TOM
PYKOBOJIMTENSI MEAUUMHCKOM OpraHuM3alMd W OpraHU3alyio, T[OJYYUBIIYIO pas3pelieHue
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YIOJHOMOYEHHOTO (pe/iepaqbHOr0 opraHa MCIOJIHUTEIbHONW BJIACTU Ha OpPraHU3alUI0 MPOBEACHUS
KJIIMHAYECKOr0 MCCIIEOBAaHUs JIEKAPCTBEHHOrO Ipenapara. PemeHue O NPHOCTAHOBICHUHU
KJIMHAUYECKOrO0 HCCJIEA0BAHMS JIEKAPCTBEHHOrO Ipenapara JUuisli MEIULMHCKOTO NPUMEHEHUs
IPUHUMAIOT PYKOBOJIUTENb MEIUIMHCKOM OpraHu3zauuud W (WIM) OpraHu3auus, I[0Jy4YHBILIas
paspelieHue yrnoJIHOMOYEHHOTO (heepaabHOro OpraHa MCIOJHUTENIBHON BIACTU HAa OPTraHU3aIIUIo
IIPOBEICHUS KIMHUYECKOIO HCCIEAOBAHUA JIEKAPCTBEHHOIO IIpenapara Uil MEJULUHCKOIO
MIPUMEHEHHUs, PEUICHUE O NPEKpalleHHH TaKOro HCCIEJOBaHUS IMPUHUMAET YIOJIHOMOYEHHBIN
(denepanbHBI OpraH MCHOJHHUTEIBHON BIIACTH HAa OCHOBAaHUHM COOOILIEHHS B MUCHMEHHOU (hopme
PYKOBOAMTENI MEOUUMHCKOW OpraHu3allMM WM OpraHu3alus, [OJY4YMBINAs pa3peuieHue
YIOJHOMOYEHHOTO (e/IepaIbHOr0 OpraHa WCHOJHUTEIBHON BIACTH HA OpPraHU3aIMI0 MPOBEICHUS
KJIMHUYECKOTr'0 MCCIIEOBAaHUs JIEKapCTBEHHOIO Ipenapara Jijisi MEAUIUHCKOrO IPUMEHEHHS.

7. B cpok, He MpeBHIMIAONMHA NATH pabouuX AHEH CO JHS 3aBEpIICHMS, NMPHOCTAHOBICHUS WIN
MNpCKpaliCHUA KIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara ajid MCEAUIHUHCKOI'O
NPUMEHEHHS, COOOIEHHE 00 3TOM HANpaBIAETCS OpraHU3alMsIMH, YKa3aHHBIMH B YacTU 3 CTaThH
38 nacrosimero @enepanbHOro 3aKOHA, B YIIOJIHOMOYEHHBIN (pesiepaibHbIi OpraH UCIIOIHUTEIEHON
BJIACTH 110 YCTaHOBJICHHOU MM (opMe.

8. ®opma coOOIICHHUS O 3aBEPIICHUH, MPUOCTAHOBICHUHM WM MPEKPAIICHUN KIMHHYSCKOTO
MCCJIEIOBAHMsI JIEKAPCTBEHHOTO MpernapaTa Jijlsl MeIUIUHCKOTO IPUMEHEHUS JI0JKHA COJIEPKaTh:

1) uadopmaruoo 0 MEIUIIMHCKON OpPraHMU3aIlluy WM MEAUIIUMHCKUX OpPraHU3alMsIX, TPOBOIUBIINX
JIAaHHOE HCCIIEI0BAaHUE;

2) OIMHUCaHUEC JaHHOI'O UCCIICAOBAaHMA,

3) nanuble uccinenoparens (pamuiausi, UMs, OTYECTBO, MECTO pPaOOThI, 3aHMMaeMasi JTOJKHOCTb,
CIEUUATBHOCTh, CTaX paldOThl MO MporpaMMaM KIMHMYECKUX HCCIEIOBAaHUMN JIEKapCTBEHHBIX
MpenaparoB, MepeuyeHb KIMHUYECKUX HCCIIEIOBAHMI JIEKApCTBEHHBIX MPENapaTroB, B KOTOPBIX OH
IPUHUMAJ ydacTue (epHobl y4acTHsl) B KaueCTBE MCCIIEI0BaTENs WM COMCCIe0BaTeNs); (B pea.
denepanbroro 3akona ot 11.10.2010 N 271-®3)

4) pe3ynbTaT JAHHOTO MCCJIEAOBaHUS (3aBEpIICHUE, MPUOCTAHOBJICHUE WK MPEKPAIICHHE JTaHHOTO
WCCJICIOBAHMS C YKa3aHHEM UX MPUYUH U BIHUSHUS Ha OICHKY €ro pe3yJIbTaToB, OOIIYIO OIICHKY
pHUCKa U OKMIAEMOU TOJIE3BI OT MIPUMEHECHHS UCCIICTyeMOTo JICKapCTBEHHOTO Tperapara, a Takke
mpeJnoiaraeMble ajabHeiIe AecTBUS).

8.1. Ilpu BbIsIBIEHHM (eAepaTbHbIM OPraHOM MCIOJHUTEIBHON BIACTH, OCYIIECTBISIIOIIUM
GYHKIIMM [TO KOHTPOJIIO M HAA30py B cepe 3/1paBOOXpaHEHUS, HAPYLICHUH MpaBUJ HaJylexKallen
KIMHUYECKONW MPAaKTUKA MpPU TPOBEACHUHM KIMHUYECKOTO HCCIEAOBAHUSA JIEKAPCTBEHHOIO
npernapara, BIUSIOINX Ha MOJTHOTY U (MJIM) 10CTOBEPHOCTh JAHHOTO KIIMHUYECKOTO MCCIIEA0BaHuUS,
yKa3aHHbBIN (eiepaabHblil OpraH UCIIOJHUTENHON BIACTH MPUOCTAaHABIUBAET IIPOBEICHUE JAHHOTO
KJIIMHAYECKOTO0 MCCJIEIOBAHNUS M BBIHOCUT MEIUIIMHCKOW OpraHW3allH, B KOTOPOW IPOBOAMUTCS
JTAaHHOE KJIMHUYECKOEe HCCIIeIOBaHUe, MpeANrcaHie 00 yCTpaHEHUH BbISIBICHHBIX HapymeHui. [Ipu
HEYCTPAaHEHUM MEIHUIMHCKOM OpraHu3alreld BBIABICHHBIX HApyIICHWH B YCTAaHOBJICHHBIM B
IpeNUCaHuM CPOK YKa3aHHBIN (efepabHbIi OpraH UCIIOJIHUTENFHON BIACTH MPUHUMAET PElIeHUe
O TMPEKpALEHWH IPOBENCHMS KIMHUYECKOTO MCCIEIOBAaHUs JIEKAPCTBEHHOrO IIpernapara H
HanpaBisgeT B QenepajabHbIl OpraH HCHOJHHUTENBbHOM BIIACTH, OCYLIECTBISAIOMMNA (DYHKIMH IO
BbIPa0OTKE U pealn3aluy rocyJapCTBEHHON MOJUTUKY U HOPMATUBHO-IIPABOBOMY PETYJIHUPOBAHUIO
B cepe 31paBOOXpAaHEHUS, 3aKJIIOYEHUE O BBIABICHUM IPU MPOBEICHUU JAHHOTO KIMHUYECKOTO
MCCJIEIOBaHMs HApYIIEHUHN MpaBUJ HaJJiexalled KIMHUYECKON MPAKTUKU JJIs IPUHSITUS pelIeHUs
00 OTMEHE pa3pelleHUs] Ha OpPraHU3alMI0 MPOBEICHHs JaHHOTO KIMHHUYECKOTO HCCIIEOBAHUS C
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JaTbl TPHUHATHS PEIICHHS O TPUOCTAHOBICHUU TMPOBEACHUS KIMHUYECKOTO WCCIICIOBAHHUS
JICKapCTBEHHOTO Tpemnapara. (B pen. PenepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

IHonoscenusn wacmu 8.2 cmamuu 39 (¢ ped. Medepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecsa npedocmasienus 20cy0apCmeeHbIX yciy2 npu 00pauieHuu 1eKapCcmeeHHblxX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeeHHblX U MyHUWURATbHBIX YCTY2
(¢pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus a1eKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeenHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmsvl Pe2UCmpayuoHHbIX YOOCMO8ePEeH UL
JIeKAPCMEEHHBIX NPENApamos 014 meOuyuHcko2o npumenenus ¢ 01.01.2025 ne gvroaiomcs.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCme 0151 MEOUUUHCKO20 NPUMEHEHUSA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTTHUMENbHOU 611aCMU 34 6bl0aUell
YKa3anno2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHHoz0 peecmpa
JIEKApPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

8.2. Ilpm mnpoBeneHUM KIMHHYECKOIO KCCJICIOBAHUS JICKAPCTBEHHOIO Ipemapara  Jiis
MCIUIUHCKOI0 MHNPHUMCEHCHHUA B ClIydaC YTOUHCHHA (I/I3MCHGHI/I$[) JaHHBIX, COACpKAIIUXCA B
pa3pelIeHu Ha MPOBEICHUE JAaHHOTO KIIMHUYECKOTO MCCIICIOBaHUS, HA OCHOBAaHMH HAIPABJICHHOTO
B JIMYHBIA KaOWHET YMOJHOMOYEHHOTO (heAepabHOr0 OpraHa MCIOJHUTEIHHON BIACTH B €IUHON
cUcTeMe OOpalleHUsl 3asBUTEIIS, MOJIMMCAHHOTO YCHUJICHHOW KBAIM(HUIIMPOBAHHOW AJIEKTPOHHOU
noAnuchbro, € MPUI0KCHUCM MOTUBHPOBAHHOI'O 000CHOBaHUA U AOKYMCHTOB, IMOATBCPKIAAOIINX
HEOOXOJIMMOCTh YTOYHEHUS JaHHBIX, YIOJHOMOYEHHBIH (eepaibHblii OpraH HWCIIOJHUTEILHOU
BJIaCTU B CpPOK, HC HpeBBIIHaIOHIHfI aBaaaTu BOCbMHAU pa60q1/1x I[Heﬁ CO JHS MOCTYIIICHUSA TaKOIro
oOpaillieHusi, BHOCUT W3MEHEHHUs B pa3pellieHHe Ha MPOBEICHUE KIMHUYECKOTO HCCIeI0BaHUS
JIEKapCTBEHHOI'O Ipernapara Uil MEJUIMHCKOTO IPUMEHEHHSI U PEECTP BBIJAHHBIX pa3pelIeHui Ha
MpOBeJICHNE KIMHUUYECKUX HCCIIEJOBAaHMM JIEKaPCTBEHHBIX IMpENaparoB, a TaKKe HamlpaBlseT B
JTUYHBIA KaOWHET 3asBUTENSI B €IMHON CHCTEME BBIIMHUCKY W3 PEECTpa BBIJAHHBIX Pa3pelIeHUi Ha
MpOBeJICHNE KIMHIUYECKUX HCCIECTOBAHHM JIGKAPCTBEHHBIX MPENapaToB, MOAMMCAHHYIO YCHUICHHOM
KBATH(UIIUPOBAHHOMN AJIEKTPOHHON TMOJIMHUCHIO, THOO TPUHUMAET pelieHrue 00 0TKa3e BO BHECEHUH
W3MEHEHUH B paspelieHne Ha TMPOBEIECHUE KIMHUYECKOTO WCCIEI0BaHUs JIEKApPCTBEHHOTO
npemnapara 1jd MEAUIUHCKOTO NPUMCHCHUS W HAIIPABJISICT B JIMYHBIA KaOMHET 3aIBUTEIS B GJII/IHOI\/II
CUCTEME ITO pelIeHHEe, OANUCAHHOE YCUIIEHHON KBaTU(UIIMPOBAHHON AIEKTPOHHON MOIHUCHIO, C
yKa3zaHHUEM MPUYKH OTKa3a. (B pea. denepanbroro 3akona ot 30.01.2024 N 1-P3)

9. YrionmHOMOYEHHBIN (eiepaabHbIil OpraH UCTIOJHUTEIBLHOM BIACTH OIyOJIMKOBBIBACT U pa3MeIlacT
Ha cBoeM o¢uiuaibHOM caiite B ceTu "MHTepHeT" coollieHue o 3aBepIiieHrnd, TPUOCTAHOBICHUH
VI TIPEKPAIICHUN KIMHUYECKOTO0 HMCCIIENOBaHUA JIEKAPCTBEHHOrO Mpernapara uisi MEIUIIMHCKOTO
NPUMEHEHUS B CPOK, HE TMPEBBIMAIONUN TATH pabouyux JHEH CcO JHS €ero IMOJIy4eHHUs, B
YCTaHOBJIICHHOM UM TOPS/IKE.

10. YnomHoMoueHHbIN (enepanbHblii OpraH HCIHOJIHUTENbHON BIACTH OCYILECTBISET BeJEHHE
peecTpa HccleqoBaTeNneil, MNPOBOASAIIMX WM NPOBOAMBIINX KIMHUYECKHE HCCIEAOBAHUS
JIEKapCTBEHHBIX MPENApPaTOB ISl MEAUIIMHCKOIO IIPUMEHEHNUs, B COOTBETCTBUU C YTBEPKICHHBIMU
UM TMpaBWJIaMH M pa3MellaeT ero Ha cBoeM o¢uuuaibHoM caiite B ceTu "HHTepHer" B
YCTAHOBJIEHHOM MM MOpsAIKe. YKa3aHHbBI peecTp COAECPKUT HH(POPMALHUIO, HPEAyCMOTPEHHYIO
MMYHKTOM 3 4acTH 8 HACTOSIIEH CTAaThH.
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Ionoscenusn wacmu 11 cmamou 39 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-dD3),
Kacarowuecs npedocmagieHus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIX
cpeocme 0711 MeOUYUHCKO20 RPUMEHEHUA NOCPEOCMEOM eOUHOU 20CY0apCHEEHH Ol
UHGOPpMaAUUOHHOU cucmembl 8 cihepe 30pasooxpanenusn u (uau) hpedepanvHoil 20Cy0apcmeeHHou
unghopmayuonnoii cucmemst ""Eounutit nopman 2ocyoapcmeenHHblX u MyHUWURATbHBIX YCTY2
(¢pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocmogepenus 1eKapCcmeeHHblX
npenapamos 011 MeOUYUHCKO20 RPUMEHEHU, hoOmeep coaruue haxkm 20cyoapcmeeHH ol
pecucmpayuu, Ha OyMasicHOM HOcumee u OyoaUKamol pecucmpayuoHHbIX YOOCMO8ePEeH Ul
JIeKapCmeEeHHbIX NPenapamos 0 mMeouyuncko2o npumernenus c 01.01.2025 ne evioaromces.
Cybovexmy odpawienus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
oOpawienuu 8 ynoaiHoOMOo4eHHbLIL (hedepanbHblil 0p2an UCHOTHUMETbHOU 611aCMU 34 6bl0aUell
YKa3anno20 0yonukama Hanpaeisiemca 6bINUCKa U3 20Cy0apCmeennozo peecmpa
J1eKApCMEEeHHbIX CPeOCH8, NOONUCAHHAA YCUIEHHOU K8ATUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YNOTIHOMOYECHHO20 (hedepanbHo20 0peana ucnoJIHUMeNbHOu
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

11. Ortuer o pe3ynbraTax KIMHUYECKOTO HCCIEOBAHMs JIEKAPCTBEHHOIO Tperapara Ais
MEJUIIMHCKOTO TPUMEHEHMSI COCTaBIISIETCS OpraHu3alel, ykazaHHOW B dYacth 3 cTaThbu 38
HacTosero denepaabHOro 3aKOHA, W MPEJICTaBIISETCS B YIOJTHOMOYEHHBIN (henepanbHblil opran
WCIIOJTHUTEIIbHON BJIACTH, BBIIABIIMI pa3pelieHre Ha MPOBEICHNUE 3TOr0 UCCIIEIOBaHUs, B CPOK, HE
NPEBBIIIAIONINKM  JBEHAALIATH MECSIEB CO JIHA €ro 3aBepIleHHUs, MPUOCTAHOBJICHUS WIH
NpEeKpalieHusi, B TOPSAAKE, YCTAHOBJIECHHOM  YIOJHOMOYEHHBIM (perepaibHbIM  OpraHOM
UCIIOIHUTENIbHOM BiaacTu. (B pea. Peaepanpaoro 3akona ot 30.01.2024 N 1-D3)

12. Hapymenue mnpaBui Haajexamled KIMHHYECKOW MPAKTUKH, (anbCUPUKAIMS pPe3yJIbTaTOB
KJIMHUYECKOI'0 MCCIIEJOBAHUS JIEKAPCTBEHHOI'O Mpenapara s MeIUIMHCKOrO IPUMEHEHUS BIEKYT
3a c000 OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/AaTeNbCTBOM Poccuiickoit @enepaunu. (B pes.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015)

13. Ilpu npoBeeHNN KIIMHUYECKOTO UCCIIEI0BAaHUS JIEKapCTBEHHOTO IIpenapara JUisi MEAULIIMHCKOTO
NPUMEHEHUs JOlycKaeTcss 3a0op y TMAalMEeHTOB OWOJIOrMYECKUX MarepuanoB (oOpasisl
OMOJIOTHYECKUX JKUAKOCTEH, TKaHeW, CEKpeTOB U MPOJIYKTOB >KHU3HEESITEIbHOCTH YeJIOBEKa,
(GU3HONIOrMYECKUX U MATOJIOTMYECKUX BbIIEIECHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTI'aHU3MOB,
OuoncuiiHelii MaTepuan) I uX u3ydeHuss B Poccuiickoit ®denepanyu u (Wim) 3a npenenaMu
Poccuiickoit ®enepanuu. (B pea. depepanbHoro 3akoHa or 22.12.2014 N 429-O3 (pen. or

13.07.2015))

14. TTopsimox BBO3a B Poccuiickyro denepanuio U BbIBO3a 3a mpeaenbl Poccuiickoit deneparimn
OMOJIOTHYECKUX MAaTepualioB, IOJYyYEHHBIX NpPU TMPOBEJIECHUM KIMHUYECKOIO MCCIEeI0BAHUSA
JIEKapCTBEHHOI'0 Tpernapara Jjisi MEIULMHCKOrO MpUMEHEHus, ycTaHaBiuBaercs IIpaBurenscTBoM
Poccuiickoit ®enepaunu. (B pen. PenepansbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

Cratbs 41. JloroBop 0 npoBeeHMH KIMHAYECKOTO UCCICT0BAHUS
JIEKAPCTBEHHOI'0 NMpenapara 1Jjisi MeJMIIUHHCKOr0 IPUMEHEeHU

1. Knuamueckoe HUCCICA0OBAHUE JICKAPCTBCHHOI'O IIpfriapara I MCAWUIHUHCKOIO IPUMCHCHUA
NpoBOAUTCA B COOTBCTCTBMM C JOOroBOpOM O MPOBCACHUHU KIIMHHUYCCKOIO HCCICIOBAHUS
JICKApPCTBCHHOTO IMpriapara JJIsd MCIUITHUHCKOI0 IPUMEHCHU, 3aKJIFO9YaCMbIM MCKIY OpFaHI/ISaHI/IeI\/'I,
HOJ'IyLII/IBI_HCﬁ pa3pCliCHUC YIIOJIHOMOYCHHOI'O (I)CI[Cp&J'ILHOFO opraHa HCIIOJHUTENBLHOM BIACTH Ha
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OpraHHu3alrio IIPOBCACHUA TaKoro HCCICa0BaHUsI, n MeﬂHHHHCKOﬁ opraHmauneﬁ,
OCYHICCTBHHIOHleﬁ MMPOBCACHUC TAKOI'O UCCIICAOBAHUA.

2. I[OI‘OBOp O HPOBCACHUN KIMHUYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O IIplriapara JId
MCIUIUHCKOI'O IPUMEHCHUA JOJDKCH COACPKATD:

1) ycioBus 1 CpOKU MPOBEACHUS JAHHOTO HCCIICIOBAHUS;

2) ompeneneHue oOIIEH CTOMMOCTH MPOTPaMMbl JAHHOTO HCCIICIOBAaHUS C YKa3aHUEM CYMMBI,
npeHa3HavYaronecs Uil BHIIIAT UCCIIE0BATENSIM, COUCCIIEIOBATEIISAM;

3) onpenencHue GOpPMBI IPECTABICHUS PE3YJIHTATOB JTAHHOTO MCCIICIOBAHUS B YIIOJHOMOYEHHBIN
benepanbHbIN OPraH UCIOTHUTENIBHOM BIIACTH.

CraTtbs 42. DuHaHcoBoOe o0eclieueHHEe KIMHUYECKOT0 HCCJIe0BaAHUA
JIEKAPCTBEHHOT0 Mpenapara JJisi MeAMIMHCKOr0 IPUMeHEeHusI

dunancosoe obecreueHHe KINHHYECKOIO HCCIICAOBAaHUs JICKAPCTBCHHOI'O IIpfliapara OJid
MCIUIMHCKOI'0 MPUMCHCHUA OCYIICCTBIIACTCA 3a CUCT:

1) cpencTB penepanbHOTO OIOKETA;

2) CpCaACTB OpFaHHSaHHﬁ, MMOJIYUYMBIIUX Pa3pCHICHUC HaA OpraHu3aluio IMPOBCACHUA ITAaHHOT'O
HCCIICOO0BAaHUs, B COOTBCTCTBHUU C YCIOBUAMU JOTOBOpA O €ro NpOBCACHUHU,

3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccutickoit demepaiuu HICTOYHUKOB.

Crarbs 43. [IpaBa nalueHTOB, Y4aCTBYIOUIMX B KIMHUYECKOM
HCCJICA0BAHUM JIEKAPCTBEHHOI0 NPenapara AJs MeIUIHHCKOI 0
NPUMEHEHU

1. VYuactue mnamueHTOB B KIMHUYECKOM MCCJICIOBAHUM JICKAPCTBEHHOTO TMperapaTta Jyis
MEAUIIMHCKOTO MTPUMEHEHHUS SBIISETCS TOOPOBOIBHBIM.

2. TlanMeHT WM €ro 3aKOHHBINM TPENCTaBUTENb OJDKEH OBITh MH(MOPMHpPOBAH B MHCHMEHHOM
dbopwme:

1) O JICKApCTBCHHOM IIpfrapare i1 MEAUIUHCKOTO IHNPUMCHCHHA W CYHIHOCTU KIMHHUYCCKOTO
HCCIICOOBAHUS 3TOT'O JICKAPCTBCHHOI'O ITpeIiapara,

2) o 0e30MacHOCTH JIEKAPCTBEHHOTO Tperapara il MEIUIIMHCKOTO TPUMEHEHUS, €r0 OKUIAeMOM
3¢ (HEeKTUBHOCTH M CTENIEHU PUCKA IS MAIUEHTA;

3) 00 YCIIOBUAX YHACTUSA MAIIMEHTA B KIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOI'O ITperiaparTa JIJIsd
MCIUTTUHCKOI'O MTPUMCHCHUS

4) 0 [OCIM WM LOCIX W IMPOAOJDKHUTCIBHOCTU KIIMHUYCCKOI'O HCCICAOBAHUSA JICKAPCTBCHHOI'O
npemnapara 11 MCAUIUHCKOI'O IIPUMCHCHU,

5) 0 ,Z[CﬁCTBPIﬂX nanuceHTa B CJIy4Yac HCMPCABUACHHBIX 3(p(bCKTOB BJIUAHUSA JICKAPCTBCHHOT'O
npemnapara JJjis1 MCAUIUHCKOI0 IPUMEHECHHA Ha COCTOSAHUC €T0 3JOPOBbA;

6) 00 yCIOBHSIX 0053aTEILHOTO CTPAXOBAHUS )KU3HU, 3/I0POBbSI MAIMEHTA;



7) o TrapaHTHSIX KOH(QUICHIMATHLHOCTH YydYacTHUs TAalMeHTa B KIMHHUYECKOM HCCIICIOBAaHUH
JIEKapCTBEHHOIO Mpernapara Ajisi MeIUIUHCKOTO MPUMEHECHHUS.

3. I[O6pOBOJIBHOe corjraCuec nmanyveHTa Ha y4aCTHC B KIIMHUYCCKOM HMCCICAOBAHHUU JICKAPCTBCHHOI'O
npemnapara ajad MCIUIHUHCKOI'O IPUMCHCHHA IOATBEPKAACTCA €ro moAINMCbIO WIN IMOAIMCBIO €ro
3aKOHHOI'O NPCACTABUTCIIA HA I/IH(bOpMaI_[I/IOHHOM JIUCTKE IMallCHTA.

4. HaI_II/IeHT HJIM €T0 3aKOHHBIN IMpEACTAaBUTECIIb UMCCT IIPaBO OTKA3aThCA OT Y4aCTHA B KIMHUYECKOM
HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpfrapara s MCIAUIHUHCKOrO NMPUMCHCHUA Ha 00011 cTagun
IMPOBECACHHUA TaKOI'0O UCCIICAOBAHMA.

5. TlpoBenecHue KIMHHYCCKOIO HCCICIOBAHMS JICKAPCTBCHHOIO Ipermapara Il MEIUI[HHCKOTO
OPUMEHCHHUS C ydYacTHEM B KaueCTBE MAIMCHTOB JETEH JOIYCKaeTCsl TOJIBKO C COIIacHs B
MUCHMEHHOU (OpME HX POIMTENCH, YCHIHOBHTEICH. J[eTH MOTyT paccMaTpHMBaThCS B KaudecTBE
MOTEHIMATIBHBIX MAIMEHTOB TAKOTO MCCIIEIOBAHMS, TOJIBKO €CJIA €r0 MPOBEACHUE HEOOXOIUMO IS
YKpPEIUICHHUsT 3[0POBbsSl JeT€d WM NPOPHIAKTUKA HH(EKIMOHHBIX 3a00JICBaHUN B JICTCKOM
BO3pacTe MO0 €CIM IIeJIBbI0 TAKOTO HCCICIOBAHMS SBJISICTCS IMOJYYCHHE JAHHBIX O HaWIydIIeH
JI03UPOBKE JICKAPCTBEHHOT'O MpernapaTa s JIeueHus AeTei. B 3TuX ciiydasx TakoMy HUCCIICIOBAHUIO
JO/DKHO — TIPEANICCTBOBATh  KJIMHUYECKOC HCCIICIOBaHHME JIGKAPCTBEHHOIO Ipenapara  JUls
MEIUIIMHCKOTO MPUMEHEHHUS] Ha COBEPIICHHOJECTHUX TPaXKIaHaX, 3a UCKIIOYEHHEM CITydacB, eCIIH
I/ICCJ'IeIlyeMblf/i HeKapCTBCHHI)If/'I HpenapaT 1 MCOUIITUHCKOTI'O HpI/IMeHeHI/IH HpeI[HaBHaLIeH
UCKJIFOUUTENHHO JIJIS MCIOJIb30BAHUS HECOBEPIICHHOJICTHUMH IrpaxkaaHamu. (B pea. PenepaabHOro
3akoHa ot 22.10.2014 N 313-®3)

6. 3anpemaeTc;1 MMPOBCACHUEC KIMHHYCCKOI'0O HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliapara IJIAa
MCIUIUHCKOI'0 MPUMCHCHUA C YUACTUEM B KAUCCTBC MMAIlUCHTOB!

1) nereli-cupoT U eTeil, ocTaBIIUXCs 0€3 MONeUYeHNs POIUTENEH;

2) SKEHIIMH B TMepuoja OEepeMEHHOCTH, MEHIIMH B MEpUOJl TPYAHOTO BCKAPMIIMBAHUSI, 32
HCKIIIOYCHHUEM CIIy4aeB, €CJIU IPOBOAUTCS KIMHUYECKOE UCCIEIOBAHNE JIEKaPCTBEHHOTO IIPEapara,
NpPEJHA3HAYCHHOTO JUIl YKa3aHHBIX OKCHIIUH, TPU YCIOBHUM HEOOXOJUMOCTH MOJY4YEeHHUs
uH(pOpMallMU TOJIBKO BO BpEMs MPOBEIEHUS COOTBETCTBYIOIMX KIMHUYECKUX MCCIEIOBAaHUN U
HOPUHATHS BCEX HEOOXOIUMBIX MEp IO MCKIIOYEHHIO PHCKa HaHECEHHUs BpeJia JKEHIIMHE B MEepHO]
OepeMeHHOCTH, )KEHIIMHE B MIEPUO]I TPYTHOTO BCKapMIIMBAHUS, TUIOAY WM PEOEHKY;

3) BOCHHOCIY’)KAallUX, 3@ HUCKIIOYEHUEM CIy4yacB IPOBEAEHUS KIMHUYECKOIO MCCIIEJOBaHUS
JIEKapCTBEHHOTO Tpenapara, CIelMaibHO pa3paboTaHHOTO JUIsl IPUMEHEHHs B YCIOBUSAX BOEHHBIX
NeNCTBUH, upe3BbIYANHBIX CHUTYyalUil, NMPOPUIAKTUKU W JIeUYeHUs 3a00JeBaHUI M IMOpaKeHU,
NOJYYEHHbIX B pe3yJibTaTe BO3JCHCTBUS HEOJArONPUATHBIX XUMHMUYECKHX, OHOJOTHYECKUX,
paaranMoHHBIX (hakTopoB. KiMHMUYecKkoe ucciieJoBaHue TaKOro JIEKapCTBEHHOTO MpernapaTa MOKET
IIPOBOJUTBCA C Y4YaCTHEM B KayeCTBE IIALIMEHTOB BOCHHOCIYXKAIlUX, 34 HCKIIOYEHUEM
BOCHHOCTYXAIIUX, MPOXOASIINX BOECHHYIO CiIykOy MO MpHU3BIBY, C COOJIIOJIEHHEM TpeOOBaHMUI,
YCTaHOBJICHHBIX HacTOAIIMM DeepanbHbIM 3aKOHOM B OTHOILLIEHUHU IPAYKIAHCKUX JIHL;

4) cOTpyIHUKOB NTPAaBOOXPAHUTEIILHBIX OPraHoOB;

5) nui, oTOBIBAOMIMX HaKa3aHWE B MECTaX JIMIICHHS CBOOOIBI, a TAK)Ke JIUIl, HAXOSIINXCS O]
CTpa)kei B CIIEICTBEHHBIX U30JIATOPAX.

7. JIOHYCKaeTCﬂ OPOBCACHUC KIMHHUYCCKOrO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara ajid
MCIUIUHCKOI'0 MTPUMCHCHUSA, NPCAHAZHAUCHHOTO IUIA JICUCHUSA TICUXHYCCKUX 3360J’IeBaHHI>i, C
ydqacTUeEM B Kad€CTBC IMMAOWCHTOB JKI C JTICHUXHUYCCKHMU 3360J’I€B3HH${MI/I, IIPHU3HAHHBIX
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HEJIEECIIOCOOHBIMU B TIOPSIKE, YCTAHOBJICHHOM 3aKOHOJATEILCTBOM Poccuiickorr deneparumu.
Kinanueckoe ucciieoBaHue JICKAPCTBEHHOTO Mpernapara B 3TOM ClIydae MPOBOJAUTCS MPU HATUIUHU
coTJiacusi B MUCbMEHHOM (popMe 3aKOHHBIX MPEICTABUTENICH YKa3aHHBIX JIHII.

Crarba 44. O0s13aTe/IbHOE CTPAXOBAHHUE )KU3HHU, 3[I0POBbS NANMEHTA,
YYaCTBYKOILEr0 B KIMHUYECKOM HUCCJIeIOBAHNM JIEKAPCTBEHHOI' 0
npemnapara JJjs MeJUIUHCKOro npuMmeHenus (B pea. PenepajbHOro
3akoHa o1 29.11.2010 N 313-P3)

1. Opranuzamnusi, NOJy4YHMBIIAs pa3pelieHHe Ha OpPraHU3alUI0 MPOBEICHUS KIMHUYECKOTO
MCCJIEIOBaHMSI JICKAPCTBEHHOT'O Mpenapara JIjs METUIIMHCKOTO MPUMEHEHUs, 00s3aHa B KauecTBe
CTpaxoBaTessl CTPAXOBAaTh PUCK NPUUYMHEHHS BpEla KU3HU, 3J0POBBIO0 IMAIMEHTAa B PE3YJbTATE
IPOBEJICHUS KJIMHUYECKOIO HCCIEIOBAHUSA JIEKQPCTBEHHOrO IIpenapara JUisi MEIULMHCKOIO
MIPUMEHEHHUS 32 CBOM CUET IyTeM 3aKJIFOUEHHSI IOTOBOpa 00s3aTEILHOTO CTPAXOBAHUSI.

2. OOBeKTOM 0053aTEIBHOIO CTpaxoBaHUsl SABJIACTCA I/IMyH_IeCTBCHHHﬁ HHTCPCC ITallMCHTA,
CBSI3aHHBIN C INPUIMHCHUCM Bpc€aa Cro XWU3HU MWW 3A0POBbBIO B PCE3YyJabTaTC MNPOBCACHUA
KIIMHUYCCKOI'O UCCIICAOBAHMA JICKAPCTBCHHOI'O IIpCIiapaTa Il MCAUIUHCKOTO IIPUMCHCHUA.

3. CTpaxoBbIM cIy4yaeM IO AOTOBOPY 0053aTENbHOTIO CTPaXOBaHUS SABIISETCS CMEPTh MAIlMeHTa WIIN
YXYALIEHUE €ro 370pOBbsl, B TOM YHCJE BJIEKYIIEE 3a COOON yCTaHOBJIIEHWE MHBAIMIHOCTH, IPU
HAJIMYUU TPUYUHHO-CJIEICTBEHHOW CBSI3M MEXAY HACTYIJICHMEM O3TOr0 COOBITHS M Yy4YacTHEM
MalKeHTa B KIIMHUYECKOM MCCIICIOBAaHUH JICKAPCTBEHHOTO MIpenapara.

4. Tpe6OBaHI/IH O BO3MCHICHHH Bpcaa, IIPHYUMHCHHOI'O JKHU3HU MWW 3J0POBbBIO IIAIIMCHTA,
MNpEABABIAIOTCA B TCUCHHUEC CPOKOB HCKOBOI1 JaBHOCTH, YCTAHOBJICHHBIX TIPaXIaHCKUM
3aKOHOJAaTCJIILCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIJIATHI 110 JOTOBOPY 00513aTeNIBLHOTO CTpaxOBaHUA COCTABJISCT:

1) B ciayyae cMepTH MalMeHTa JiBa MUJUIMOHA pyOJjiell Ha KaXJ0ro MalueHTa, yYacTBOBABILIETO B
KJIIMHAYECKOM HCCIIEOBAaHUU JIEKAPCTBEHHOTIO IIpemnapara;

2) npu yXyZAILEHUH 3/I0pOBbs MaIHEeHTa:

a) TOBJIEKILIEM 32 COOOM yCTaHOBJIEHHE WHBAJIMAHOCTH | rpynmbl, OJUH MUJUIMOH HSATHCOT THICSY
pyOJielt Ha Ka)KJO0ro IMalueHTa, y4acTBOBABLIETO B KJIMHUYECKOM HCCIEI0BAaHUM JIEKAPCTBEHHOTO
npenapara;

0) moBiekmieM 3a coboi ycraHoBieHHE WHBamuaHOCTU |l Tpynmel, oguH MWUIMOH pyOsnel Ha
Ka)KIO0T0 MaIlMeHTa, y9aCTBOBABIIETO B KIIMHUYECKOM HCCIIE0BAHUH JIEKApPCTBEHHOTO Mpenapara;

B) MOBJEKIIeM 3a co0oil ycTaHoBieHHe HMHBaIUAHOCTH |l rpynmbel, msaThbcOT ThicsY pyOsielt Ha
Ka)KI0ro MalMeHTa, y4acTBOBABLIETO B KIIMHUUECKOM HCCIIEA0BAHNN JIEKaPCTBEHHOTO MPENapara;

T') HE TIOBJIEKIIIEM 3a COOOW yCTaHOBJICHHS MHBAIHMIHOCTH, HE OOJiee YeM TpUCTa THICSY pyOJiel Ha
KaXJIOTO MallMeHTa, y4aCTBOBABIIETO B KIIMHMUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOT'O Mperapara,
HCXOAd M3 HOPMATHUBOB, OTPAXKAMIHNX XaApaKTEp M CTCICHb MOBPCKACHHUA 3A0POBBsA, a4 TAKKC
(daKkTUYECKH TIOHECEHHBIX TAIlMeHTOM pPAacXOJ0B, BBI3BAHHBIX IOBPEKICHUEM 3I0POBbs, Ha
METUIIMHCKYIO TTIOMOIIb, TPHOOPETEHUE JICKAPCTBEHHBIX MpernapaToB. (B pen. deaepaabHOTO 3aKOHA
o1 22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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6. Yacte ytparuna cuiy. (B pen. demepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

7. Cpok moroBopa 0053aTEIILHOTO CTPaXOBAHUS HE MOXKET OBITh MEHEe, YeM CPOK IPOBEICHUS
KIIMHUYECKOI'0 UCCIIEIOBAHMSI JIEKAPCTBEHHOTO MIperapara.

8. YcinoBus 10OTOBOpa O0O0SI3aTENBHOTO CTPAXOBaHHWS, B TOM YHCIE CTPaxOBbIe Tapu(bl IO
0053aTEIILHOMY ~ CTPaXxOBaHHIO, IEPCUCHh HEOOXOMUMBIX JIOKYMEHTOB JUIS OCYIICCTBICHHUS
CTpaxOBOH  BBIIUIATHI, MOPSIOK  YCTAHOBJICHHUS CTpaxoBaTeleM  WHANBUAYATBHOTO
UICHTU(HUKAIIMOHHOTO KOJIa MAIMeHTa, TIOPSI0K WHOPMHUPOBAHHUS CTPAXOBATEIIEM CTPAXOBIIUKA O
MPHUBJICYCHHBIX K KIMHHUYECKOMY HCCIICIOBAHHIO JICKAPCTBEHHOTO IMpemnapara s MEAUIIHHCKOTO
NPUMEHEHHS TalMeHTaX, TMOPSAJOK YIUIATHI CTPaxOBOH MPEMHUH, TOPSJIOK pealn3aiuu
ompeeNieHHbIX HacTosmuM DenepanbHbIM 3aKOHOM U APYTruMU (efepaTbHbIMUA 3aKOHAMU TIPaB U
0053aHHOCTEHl CTOPOH IO JOTOBOPY OO0S3aTENBHOIO CTPAaXOBaHHs, a TAaKXKe HOPMATHBEI,
OTpaKAIOIINE XapakTep M CTENEHb IMOBPSKICHUS 3JI0POBbS, YCTAHABIMBAIOTCS THIIOBBIMU
npaBwiiaMu 00s3aTeNnbHOrO cTpaxoBanus. (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

9.B CJIydac NpUIMHCHUA BPCAa )KM3HHU MAUCHTA, YHAaCTBOBABIICI'O B KIIMHUYCCKOM HUCCIICAOBAHUN
JICKApCTBCHHOTI'O IIpfIiaparta, BbIl"O,HOHpI/IO6peTaTeJ'IHMI/I o JoroBopy 00513aTeNBLHOr0 CTpaxoBaHUs
ABJIAIOTCA T'paXJaHC, MMCIOIME IIPpaBO Ha BO3MCHICHHME BpcAa B CillydYac CMCPTH KOpMUJIbIA B
COOTBCTCTBUH C T'PAXKAAHCKUM 3dKOHOAATCIBCTBOM, IMPHU OTCYTCTBUHU TAKUX TI'pPAaAXAAH - POAUTCIIH,
cynpyr, A€t  yMCpHICTO  IMAIMCHTA, YYaCTBOBABIICTO B  KJIMHHUYCCKOM  HCCICAOBAHHMU
JICKApCTBCHHOTO IIpfllapara, B ClIydac CMCPTH IMMallMCHTA, Y4YaCTBOBABIICTO B KIIMHUYCCKOM
HCCIICOOBAHUU JICKAPCTBCHHOI'O IIPLCrapara 1 HE UMEBIICTIO CaMOCTOATCIIBHOI'O JOX0/J4a, - I'paXIaHEC,
Ha MXIWUBCHUHW KOTOPLIX OH HAXOIAWUJICA, B OTHOIICHHMH BO3MCHICHHUSA PACXOJ0B Ha Horpe6eHHe
ManucHTa, y4aCTBOBABHICIO B KIIMHHUYCCKOM HCCICAOBAHHHU JICKAPCTBCHHOI'O IIpfrapara, - JHIOo,
IMMOHECIICC TAKHUEC PACXOABI.

10. CTanOBaSI BbIIJIaTa B CUYCT BO3MCHICHUA BpE€ad, MNPUYMHCHHOI'O JXKHM3HM ITallUCHTA,
Y4aCTBOBABLICTO B KIMHHUYCECKOM HCCICAOBAHUN JICKAPCTBCHHOI'O IIpCrapara, paclpeaciadacTCs
MCKOY BI)IFOIIOHpI/I06pCTaTCJ'I$[MI/I IMPOMOPHUOHATIBHO UX KOJIMYECTBY B PABHBIX JOJIAX.

11. Ilpm HacTymJI€HHH CTPAXOBOIO CJly4das MAlMEHT, YYaCTBOBABIIMM B KIWHHUYECKOM
WCCIICIOBAaHUM  JIEKAPCTBEHHOTO  MpemapaTa, BBITOJONpUOOpeTaTeh BIOpaBe MPEAbIBHUTH
HETMOCPEICTBEHHO CTPaxOBIIMKY TpeOOBaHME O BO3MEIICHUW MpUUYMHEHHOTO Bpeaa. CrTpaxoBas
BBIIJIATa OCYLIECTBIISIETCA CTPAXOBIIMKOM B TEUYEHUE TPUAUATA JTHEW CO IHSA MPEACTABICHUS
HEOOXOAMMBIX JOKyMEHTOB. llamueHT, y4yacTBOBaBIIMM B KIMHUYECKOM HCCJIEIOBAHUH
JIEKapCTBEHHOTO Tperapara, WIM BBITOAONPHOOpeTaTeNb 00s3aH COOOLIUTH CTPAXOBIIUKY IS
OCYIIIECTBIICHUS CTPAaXOBOW BBIIUIATH WHIWBUIYAIbHBIM HACHTHU(MUKAIIMOHHBIA KOJ TaIlMEHTa,
YCTaHOBJICHHBI CTpaxoBaTeJeM B COOTBETCTBUU C THUIOBBIMU MpaBUIAMH 00s3aTEIBLHOTO
CTpaxOBaHUs.

12. Jlo monHOro OIpeAencHus pa3Mepa IOJUIEKAIIEr0 BO3MEUICHHIO BpEAa CTPAaXOBIIUK IIO
3a5BJICHUIO TALMEHTA, Y4YacTBOBABUIETO B KIWHUYECKOM HCCIEAOBAHUHU JIEKAPCTBEHHOI'O
npenapara, WIM 3asSBICHUIO BBIFOJONpPUOOpeTaTeNss BIpaBe OCYHIECTBUTh YacTh CTPaXOBOU
BBIIJIAThl, COOTBETCTBYIOIIYIO (DaKTUUECKU ONpeAeIEHHOW YacTU MPUUYMHEHHOTO Bpea.

13. CrpaxoBas BbIIUIaTa B COOTBETCTBMM C JIOTOBOPOM OO053aTENIbHOTO  CTPaxOBAaHMUS
OCYILECTBIISECTCS HE3aBUCUMO OT BBIILIAT, IPUUUTAIOIIUXCS 10 IPYTUM BUAAM CTPAXOBaHUS.

14. He pomyckaercss ydyacTMe TallMEHTa B MPOBEACHUHM KJIMHUYECKOTO HCCIIEIOBaHUSA
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JIEKapCTBEHHOT'0 IIperapara Mpu OTCYTCTBUU JOTOBOPa 00s13aTEIbHOTO CTPAXOBaHUS.

15. KoHTponb 3a HCHOJIHEHHEM OpraHu3alueil, MOJy4YHMBIIEH pa3peliecHHe Ha OpraHU3aIUI0
MPOBEICHUS KIMHUYECKOIO HCCIACAOBAHUS JICKAPCTBEHHOTO TIpenapara Uil MEIUIMHCKOTO
MPUMEHEHHUS, YCTAaHOBJICHHOW HACTOsIEN cTaTheil 00S3aHHOCTH MO 00s53aTEIbHOMY CTPaXxOBaHUIO
JKU3HH, 3]I0pPOBbsSl TMAlMEHTA, YYaCTBYIOHIETO (y4acTBOBABIIEr0) B KIMHUYECKOM HMCCIIECIOBAHUU
JICKapCTBEHHOI'O  Ipemnapara, OCYLIECTBIIAETCS YIOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHOM
WCIIOJIHUTEJIbHONW BJIACTH, BBIJABIIMM pPa3pellieHHe Ha MPOBEACHHE KIMHMUYECKUX HCCIEIOBAHUM
JIEKAPCTBEHHBIX MPENAPATOB AJI1 MEAULIMHCKOTO IPUMEHEHUS.

I'nasa 8. IPOU3BOACTBO U MAPKHPOBKA
JIEKAPCTBEHHBIX CPEJICTB

Cratba 45. IIpou3BoACTBO JIEKAPCTBEHHbIX CPEICTB

1. TIpou3BOACTBO JEKAapCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBATH TPEOOBAHMSM IPaBUII
Ha/JIeKaIIed MPOU3BOJCTBEHHON MPAKTUKH, YTBEP)KICHHBIM YIIOJIHOMOYEHHBIM (penepatbHbIM
OpraHOM HUCHOJHUTENbHOM BiacTu. (OcoOEHHOCTH Iepexoja IPOU3BOACTBA  OTAEIbHBIX
JIEKapCTBEHHBIX CPECTB K UX MPOU3BOJICTBY B COOTBETCTBUH C TPEOOBAHUSAMH MTPABHII HAJUICKAIICH
IIPOM3BOJCTBEHHON IPAaKTHKM ycTaHaBiuBawoTca IIpaBurensctBom Poccuiickoit ®enepanuu.
Brpraya 3axitoueHHMii O COOTBETCTBUM MPOHM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHHUAM
IPaBWJI  HAUJIEKALIEW  IPOU3BOJICTBEHHOW IPAKTHKM OCYLIECTBIIAETCA IO  pe3ysbTaraM
WHCIIEKTUPOBAHMS IIPOU3BOAMTENECH JIEKAPCTBEHHBIX CPEICTB B IOPSAJKE, YCTAaHOBICHHOM
ITpaButensctBoM Poccuiickoit @enepauyu. Pazmep 1uiatel 3a Belgady 3aKI04YEHHUsS O COOTBETCTBUH
MIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSIM IpPaBUJ HaJJieXkalleld MPOU3BOJICTBEHHOM
npakTUKU ycraHasiuBaercs [IpaBurensctBoMm Pocculickoit ®@enepauun. Ilopsaaok opranusanuu u
IIPOBE/ICHUS] MHCIIEKTUPOBAHUS IPOU3BOJIUTENIECH JIEKAPCTBEHHBIX CPEACTB HAa COOTBETCTBHE
TpeOOBaHUSAM  TpaBWI  HajJieXalled  MPOU3BOACTBEHHOM  NPAaKTUKU  yCTAHABJIMBAETCS
[TpaButenscTtBOM Poccuiickoit @enepanui. (B pea. PeaepanbHbIX 3aK0HOB 0T 25.06.2012 N 93-P3,
ot 22.10.2014 N 313-®3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. IIpous3BOACTBO JEKapCTBEHHBIX cpenctB B Poccuiickoit denepanuu  OCyIIECTBIAETCS
MPOU3BOAUTENSIMA  JIEKAPCTBEHHBIX  CPEACTB, HWMEIOIIMMH  JIMLIEH3UKD HA  MPOHU3BOJICTBO
JIEKapCTBEHHBIX CpeACTB. lloATBepaeHHEe COOTBETCTBUs JIMIIEH3MATA IpaBWIaM HaJJexalen
MPOU3BOACTBEHHON TMPAKTHUKH OCYIIECTBISECTCS B paMKax JIMIEH3MOHHOIO KOHTPOJIS B
COOTBETCTBUU C 3aKOHOJATeNsCTBOM Poccuiickoii denepanuu ¢ yueToM 0COOEHHOCTEH, YKa3aHHBIX
B yacTu | Hactosmieil crarbu. (B pen. PeaepanbHbix 3akoHOB 0T 22.10.2014 N 313-@3, ot
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2.1. Jnga uenedl NUIEH3UPOBAHHUS MPOU3BOJCTBA JIEKAPCTBEHHBIX CPENCTB ISl MEIUIIMHCKOTO
NPUMEHEHHS U MHCIIEKTUPOBAHUA CyOBEKTOB 0OpAIeHUs JIEKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE
TpeOOBaHUSM TMpaBWJI HaAJeXalled TPOU3BOJCTBEHHOM MpakTHUKU (enepalbHblil  opran
VCIIOJIHUTENIBHOM BJIACTH, OCYIIECTBISIOLUIMI TIOCYJIapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
IpernapaToB  JUIsi MEIUIUHCKOTO TMpPUMEHEHHUs, MpeAocTaBisieT (QenepaJbHOMY  OpraHy
UCTIOJIHUTENIBHOW BJIACTH, OCYUIECTBISIOMEMY (enepaabHblii TOCYJapCTBEHHBIN JIMIIEH3MOHHBIN
KOHTPOJIb JIESATEIbHOCTH IO IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB JJI MEAUIIMHCKOIO
NPUMEHEHHUS, 110 €ro 3arpocy B paMKaxX MEXBEIOMCTBEHHOTO0 MH(POPMAIMOHHOTO B3aUMOJCHCTBUS
B MOPS/IKE, YCTAHOBJICHHOM (hefiepaibHbIM OPTaHOM HCIOJHUTENBHOM BIacTH, OCYIIECTBIISIIOIINM
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JUIEH3UPOBAaHUE MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB MAJIi MEIUIMHCKOTO MPUMEHEHUS, U
denepanbHBIM  OPraHOM  HCIIOJIHUTEIBHOW  BIACTH, OCYIIECTBIISIIONINM  TOCYJapCTBEHHYIO
PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MIPUMEHEHHUSI, CIIEAYIOLIUE CBEACHUS
O JIEKapCTBEHHBIX CpEACTBaX (B TOM UHUCIE B Cllydyae, €CJIIM TaKHE CBEJIEHUS COCTaBISIOT
KOMMEpUECKyIo Taiiny): (B pexa. deaepanbroro 3akona ot 30.01.2024 N 1-D3)

1) B oTHOIICHNH (hapMaleBTHUECKOW CYyOCTaHIIMK MM (hapMaIleBTHYECKUX CyOCTaHIIMN, BXOISIINX
B COCTaB JIGKAPCTBEHHOrO Ipemaparta (3a HCKIOYeHHEM (papmaneBTHUYEeCKUX CyOCTaHIuiA,
BKITIOYCHHBIX B TOCYJIapPCTBEHHBIN peecTp JICKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU CO cTaThel 34
Hacrosiero deaepanbHoro 3akoHa): (B pea. Penepanbaoro 3akona ot 30.01.2024 N 1-D3)

a) HaMMEHOBaHME (apMaIleBTUUECKONW CyOCTaHIIMU, €€ CTPYKTypa, oOmue CBOWCTBa; (B pel.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

0) HaMeHOBaHuUE | ajipec npousBoauTens; (B pea. Penepanproro 3akona ot 30.01.2024 N 1-D3)

B) TEXHOJIOTHS MPOU3BOJICTBA C OMUCAHUEM CTAJWUW MPOU3BOJCTBA M METOJOB KOHTPOJII Ha BCEX
CTausIX IPOU3BOJICTRA; (B pea. PenepanbHoro 3akona ot 30.01.2024 N 1-D3)

') ONMCaHue pa3pabdOTKU Ipolecca Mpou3BoacTBa; (B pen. enepanpHoro 3akona ot 30.01.2024 N
1-03)

1) OTICaHuE€ KOHTPOJISI KpUTHUECKUX CTAAUN MPOU3BOACTBA U MPOMEKYTOYHOM MPOIYKIIUH; (B PE/I.
Ddenepanpaoro 3akona ot 30.01.2024 N 1-D3)

€) JIOKyMEHTaJbHOE IMOATBEepXkKACHUE (BalMJaIMs) MPOIECCOB M (MIM) HX OILIEHKa; (B pea.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

’K) CBOICTBA U CTPYKTypa AeicTByromux BemlecTs; (B pea. @enepanpHoro 3akona ot 30.01.2024 N
1-®d3)

3) XapakTepucTuka npumeceit; (B pea. ®enepanbraoro 3akona ot 30.01.2024 N 1-D3)

u) cnenudukanus Ha apMaleBTHUECKYI0 CyOCTaHLIMIO U ee 00ocHOBaHuE; (B pel. PenepaabHOro
3akoHa o1 30.01.2024 N 1-®3)

K) aHaJUTHYECKHE METOAMKH, HCIOJb3yeMble TIpPU OCYIIECTBICHUH KOHTPOJII KadecTBa
(apmaneBTHyeckoi cyocrannum; (B pea. @enepanbroro 3akona ot 30.01.2024 N 1-D3)

J'I) I[OKYMGHTaJ'II)HOC HOI[TBep)KI[eHI/IC (BaJ'II/II[aHI/ISI) AHAJIUTHYCCKUX MCTOJUK, I/ICHOJ'II)?,yeMI)IX HpI/I
OCYIIECTBIICHMH KOHTpPOJII KadyecTBa (hapMaleBTHUECKOW cyOctannuu; (B pea. DemepaabHOro
3akoHa oT 30.01.2024 N 1-®3)

M) pe3ysbTaThl aHajau3a cepuil ¢apmaieBTUYeCKoi cyocTtanuuu; (B pen. deaepanbHOro 3aKOHa OT
30.01.2024 N 1-93)

H) MepeueHb CTaHJAPTHHIX 00Pa3I0B WJIM BELIECTB, UCIOJIb3YEMBIX MPU OCYIIECTBICHUH KOHTPOJIS
kadecTBa; (B pen. @enepansHoro 3akoHa ot 30.01.2024 N 1-03)

0) OIMCAaHHUE XAPAKTEPUCTHUK U CBOWCTB YMAKOBOUHBIX MAaTEPHUAIOB U YKYMOPOUYHBIX CPEACTB; (B
pen. ®denepansHoro 3akoHa oT 30.01.2024 N 1-D3)

I) JaHHbIE O cTaOWIbHOCTH (hapmareBTHUECKOM cyOctanuuu; (B pen. depepanbHOro 3akoHa OT
30.01.2024 N 1-D3)

p) cpok roauocty; (B pexa. deaepansroro 3akoHa oT 30.01.2024 N 1-D3)
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2) B OTHOIICHUH (hapMaleBTHUECKUX CyOCTaHIIMM, BXOIAIIMX B COCTAB JIEKAPCTBEHHOTO Tpenapara
Y BKITFOUEHHBIX B TOCYJIAPCTBEHHBIN PEeCTp JIEKAPCTBCHHBIX CPEICTB B COOTBETCTBHH CO CTaThel 34
nacrosiero dexepansHoro 3akona: (B pea. @emepansHoro 3akoHa oT 30.01.2024 N 1-D3)

a) HaMMEHOBaHME (apMaIleBTUUECKON CyOCTaHIIMU, €€ CTPYKTypa, oOmue CBOWCTBa; (B pel.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

0) HaMeHOBaHUE | ajpec npousoauTes; (B pea. Penepanproro 3akona ot 30.01.2024 N 1-D3)

B) pe3yJbTaThl aHalIM3a cepuil apmarneBTHYecKoi cyocTanuuu; (B pea. depepaibHOro 3aKOHa OT
30.01.2024 N 1-D3)

r) cpok roanocty; (B pea. deaepanproro 3akona ot 30.01.2024 N 1-D3)

3) B OTHONICHWHU JIGKAPCTBEHHOTO TMperapara s MEIUIMHCKOrO MpUMeHeHus: (B peil.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

a) ONHMCaHWe W COCTaB JICKAPCTBEHHOTO Ipermapara s MEIUIMHCKOrO MpUMEHEHHus; (B peil.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

0) ommcanue (apmarneBTHYECKOW pa3padoTku (00OCHOBaHWE BBIOOpPA COCTaBa, IEPBHYHOM
ymakoBkH); (B pen. PenepanpHoro 3akona ot 30.01.2024 N 1-D3)

B) TEXHOJIOTHS MPOU3BOACTBA C ONMUCAHWEM CTaJUi MPOU3BOJCTBA U METOJOB KOHTPOJII Ha BCEX
CTaausaX Ipou3BOACTBa; (B pen. PenepanpHoro 3akona ot 30.01.2024 N 1-D3)

I) ONHCaHWEe KOHTPOJISA KPUTHYECKMX CTaJuil Mpolecca MPOU3BOJACTBA M HMPOMEKYTOUYHOM
npoaykiuu; (B pea. @enepanproro 3akona ot 30.01.2024 N 1-D3)

1) HAUMEHOBAaHUE U aJjpec MecTa OCYLIECTBICHMs MPOM3BOJCTBA JIEKAPCTBEHHOIO Ipernapara Jyls
MEAMIIMHCKOTO MPUMEHEHHUs (B Ccllydyae HaJIMYMsl HECKOJbKUX YYaCTHMKOB IpoOIlecca IPOU3BOJCTBA
yKa3bIBaeTCs KaxIblil u3 Hux); (B pea. depepansHoro 3akona ot 30.01.2024 N 1-D3)

e) dbapmarieBTHYECKass COBMECTUMOCTS; (B pe. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

) MHKPOOHOJIOTHYECKHE XapakTepucTuky; (B pea. dexepanproro 3akona ot 30.01.2024 N 1-D3)

3) MaTepuajbHBIM OanaHc ISl MPOM3BOACTBA CEPUU T'OTOBOIO MpOIykTa; (B ped. denepaabHOro
3akoHa oT 30.01.2024 N 1-®3)

M) ONUCAHHE XapaKTEPUCTHK U CBOWMCTB yNaKOBOYHBIX MaT€pHAOB U YKYNOPOYHBIX CPEJACTB; (B
pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

K) IOKyMEHTaJIbHOE TOATBEPKACHHE (BaMAINs) TPOIECCOB MPOU3BOACTBA U (MJIM) UX OIICHKA; (B
pen. denepanshoro 3akoHa oT 30.01.2024 N 1-D3)

J) TpebOBaHMS K KayecTBY BCIIOMOTaTeNbHBIX BemiecTB; (B pea. denepanbHOro 3akoHa OT
30.01.2024 N 1-93)

M) aHAJUTUYECKHME METOIUKH, UCIHOJIb3yeMble IMPH OCYIIECTBICHUM KOHTPOJIA KadecTBa
BCIIOMOTaTeNbHBIX BemecTs; (B pea. @exepanbroro 3akona ot 30.01.2024 N 1-D3)

H) JIOKyMEHTaJIbHOE TMOATBEpXkAeHUE (BaIMUJAIMs) aHATUTUUYECKUX METOJUK, HCIOJIb3YEMBIX MpPH
OCYILIECTBJIEHUU KOHTPOJISI KAUECTBA BCIIOMOTATENbHBIX BEIMIECTB; (B pel. deaepanbHOro 3aKoHa OT
30.01.2024 N 1-D3)

O) I/IH(i)OpMaHHSI 00 HCIIOJIb30BAHMH BCIOMOIaTEIbHBIX BCIIECCTB YCIOBCYCCKOI'O M KHMBOTHOI'O
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npoucxoxaenus; (B pea. @emepansuoro 3akoHa oT 30.01.2024 N 1-D3)

1) wHpOopMalmsa 00 HCIOJIB30BAHUU HOBBIX BCIIOMOIaTENIbHBIX BellecTB; (B pex. demepaabHOro
3akoHa oT 30.01.2024 N 1-®3)

p) TpeOoBaHMsS K KauecTBY JIEKApCTBEHHOI'O IIpemapara [yl MEIUIMHCKOIO IPUMEHEHHUs
(ceptudukar, crnenuduKays Ha JEKApCTBEHHBIM Mpemapar W UX O0OOCHOBaHME); (B pen.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

C) AQHAIUTUYECKUE METOAUKH, UCIOJIb3yeMble TMPH OCYILIECTBICHUU KOHTPOJS KadecTBa
JIEKApCTBEHHOI'0 TIpernapara Uil MEIUIMHCKOTO NpuMeHeHus; (B pen. denepanbHOTrO 3aKoHa OT
30.01.2024 N 1-d3)

T) JOKyMEHTaJIbHOE MOJTBEPXKACHUE (BaTUAAIMs) aHATUTHYECKUX METOJUK, UCIOJIb3YEMbIX IMPHU
OCYIIECTBIICHMH KOHTPOJISI KayecTBa JIEKapCTBEHHOTO Mpernapara il MEJUIMHCKOTO MTPUMEHEHNS;
(B pen. ®enepanbroro 3akona ot 30.01.2024 N 1-D3)

y) pe3yabTaThl aHAM30B CEPUM JICKAPCTBEHHOTO Ipernapara isi MEIUIMHCKOTO MpUMEHEHUs; (B
pen. ®enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

¢) xapakrepuctuka npumeceii; (B pea. @enepanpHoro 3akoHa ot 30.01.2024 N 1-03)

X) MEpeueHb CTAaHAAPTHBIX OOPA3LOB, HCIIOJIB3YEMBIX IPHU OCYIIECTBICHUHM KOHTpPOJIS KauecTBa
JIEKapCTBEHHOTO IpenapaTa JUlsi MEIULMHCKOro npumeHeHus; (B pen. dexepaibHOro 3akoHa OT
30.01.2024 N 1-93)

1) JaHHBIC O CTAOMJIBLHOCTH JIEKAPCTBECHHOTO Ipenapara sl MEAMIMHCKOrO MPUMEHECHUs. (B pell.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIETCS C COOJIOJIEHUEM TpeOOBaHUI
MPOMBINIJICHHOTO  pEeryiaMeHTa, KOTOPBIM  yTBEPXkKAAETCS PYKOBOAUTEIEM  IPOU3BOIUTEINS
JICKAPCTBCHHLIX CPEACTB M BKJIIOYACT B cebs MNEPCUYCHb HCIOJIb3YyCMBIX q)apMaIIeBTI/I‘K:CKI/IX
cyOCTaHIMI ¥ BCIIOMOTATENbHBIX BEIIECTB C YKa3aHHWEM KOJIMYECTBA KaXXIOTO W3 HHX, JaHHBIE 00
UCTIONIb3yeMOM 00OpY/IOBaHWH, OMUCAHWE TEXHOJOTMYECKOTO MpoIlecca M METOIOB KOHTPOJS Ha
BCEX dTamax MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. HpI/I IMPOU3BOJACTBEC JICKAPCTBCHHLIX MPEIapaToB AJII MCIUIUHCKOTO MMPUMCHCHUA UCIIOJIB3YIOTCA
bapmarieBTHYeCKHEe CYOCTaHIIMHU, CBEACHUS O KOTOPBIX COAEP)KATCS B IOCYIAapCTBEHHOM peecTpe
JICKAPCTBCHHBIX  CPCACTB A MCOAUIMHCKOTIO IIPUMCHCHUA U (I/IJ'II/I) CAUHOM  PECCTpPC
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPEACTB EBpa3smiicKOro SKOHOMHYECKOTO COHO3a, 3a
HUCKIIIOYCHUEM Q)apMaHCBTI/I‘-IGCKI/IX Cy6CT3HIIHI>i, MMPOU3BOJUMBIX JIA MPOBCACHUA KIMHUYCCKHUX
ucciuenoBaHuii v (wnM) A skcnopta. [lpu mpou3BOACTBE JIEKApCTBEHHBIX CPENCTB NS
BETCPUHAPHOTO MPUMEHCHUS UCIIOJIB3YIOTCA (bapMaHeBTI/I‘—IeCKI/Ie Cy6CTaHHI/II/I, CBCIACHUA O KOTOPBIX
CoJlep)KaTcsi B TOCYJAapCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CPEICTB JUISI BETEPUHAPHOIO
NPUMEHEHUs, U (WIM) TOCyJapCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CPENICTB JUISI MEAMIIMHCKOTO
OpUMEHEeHHs, W (WIM) €IUHOM pPEecTpe 3aperuCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenapatoB EBpa3zniickoro s5KOHOMUYECKOTO COk03a, U (WJIH) EMHOM PEeCcTpe 3aperuCTPUPOBAHHBIX
JEKapCTBEHHBIX  cpencTB  EBpasuiickoro  3KOHOMHYECKOTO  COH3a, 33  HCKIIOYEHHEM
(dapmareBTUUeCKNX CyOCTaHIIUN, MPOU3BOJUMBIX JIJISl MPOBEACHUS KIIMHUYECKUX HCCIICOBAHUN U
(umm) st sxenopra. K nporueccy npousBocTBa papmarieBTHUECKO cyOCcTaHIIMU OTHOCATCS JII00bIe
CTaJAUM  TEXHOJOTMYECKOro  Mpoliecca,  MO3BOJSIOIIME  MOJYyYUTh  TOTOBBIM  MPOIYKT,
COOTBETCTBYIOIIUI TpeOoBaHUAM (hapMaKONEHHOI cTaThy, B TOM YHCIe (epMEHTALUs, SKCTPAKIIHS,
O4YHCTKaA, BBIJICJICHHUCEC, ONEepEeKpUucCTaIn3anus, BBICYIIIMBAHUC, HU3MCJIBYCHUC. B cirydae
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HEOOXOIMMOCTH HCIOJIB30BAHUS 3TUIIOBOTO CIHMPTA, B TOM 4Hcle (papManeBTH4YecKoil cyOcTaHIuu
CIUpTa OJTWIOBOTO (dTaHONA), MpPH TMPOU3BOJACTBE JICKAPCTBCHHBIX CPEACTB B KAYECTBE
JEHCTBYIOIIEr0 U (MJIM) BCIIOMOTATEIbHOTO BEIIECTBA, 4 TAK)KE B WHBIX TEXHOJOTHUECKUX X
JOJKHA OBITH MCIIOJIB30BaHA TOJILKO (hapMareBTHUECKast CyOCTaHIIUsl CIUPTA STUIOBOTO (3TAHOIM).
(B pen. ®enepanbHbIXx 3akoHOB OT 22.12.2014 N 429-03 (pen. ot 13.07.2015), ot 27.12.2019 N
462-D3, oT 27.12.2019 N 481-D3, ot 24.07.2023 N 341-D3)

41 HepequL HeKapCTBeHHBIX HpenapaTOB JIA MCOUIIUHCKOI'O HpI/IMeHeHI/Iﬁ, B OTHOIIICHUN
KOTOPBIX YCTaHABJIMBAIOTCS TPEOOBAHUS K O0OBEMY Tapbl, YIAKOBKE M KOMIUIEKTHOCTH, IEPEYECHb
HeKapCTBeHHBIX HpenapaTOB JUIA BeTepI/IHapHOFO HpI/IMeHeHI/IS'I, B OTHOIICHUU KOTOpBIX
yCTaHaBJIMBAIOTCS TPEOOBaHMs K 00bEMY Taphl, a TAKXKE TPeOOBaHMs K 00bEMY Taphl, YIIAKOBKE M
KOMIIJICKTHOCTHU HeKapCTBeHHBIX HpenapaTOB JIA MECAUIUHCKOI'O HpI/IMeHeHI/ISI, Tpe6OBaHI/ISI K
00beMy Tapbl JIEKAPCTBEHHBIX IPENAPATOB JJIs BETEPUHAPHOIO IMPUMEHEHUS OIPEAEIISIOTCS
COOTBCTCTBYIOH_[I/IMI/I YHOJ'IHOMOLIGHHBIMI/I q)eﬂepaHBHBIMI/I OpI‘aHaMI/I HCHOHHHTGHBHOﬁ BJIaCTHU B
nopsizike, ycraHoBieHHOM IlpaButenbctBoM Poccuiickoit ®eneparmu. (B pea. depepaibHOro
3ak0Ha oT 14.12.2015 N 374-®3)

4.2. OpraHuzanuy, OCYLIECTBISIOIINME HPOU3BOJICTBO (papMaleBTUYECKON CyOCTaHIUMM CIHUPTA
STWJIOBOrO (3TaHONA) JJs MPOU3BOJACTBA CHUPTOCOAECPKAIIUX JIEKAPCTBEHHBIX IPENapaTos,
00s13aHbl OCYILECTBIISATh YUET B MOPSJIKE, YCTAHOBICHHOM cTaThsiMU 8 u 14 dexnepanbHOro 3akoHa
oT 22 Hosiopst 1995 roma N 171-®d3 "O rocygapcTBEHHOM PETyJIHMPOBAHUM MPOU3BOJICTBA U 000POTa
STHJIOBOTO CIHUPTA, AaJKOTOJBHOW M CIUPTOCOAEpXKAIled NPOAYKIUMM U 00 OrpaHMYeHHU
notpebnenust  (pacnuTHs) —ankoroidpHoW —mponykmuu". IIpomsBoacTBO  dapmarieBTHUECKON
CyOCTaHIIMM CIMPTa 3TUJIOBOrO (3TaHOJIA) JAOIYCKAETCsl TOJIBKO OpraHu3alel, OCyIIeCTBIIAIOLICH
MIPOM3BOJICTBO PEKTH(PUKOBAHHOTO 3TUIIOBOTO CITUPTA M3 MUIIEBOTO CHIPbS HA OCHOBAHUH JTUIICH3UU
Ha MPOM3BOJCTBO ITHJIOBOIO CIIUpPTA JUIsl MPOM3BOACTBA (papMalleBTUUECKON CyOCTaHLMU CIIUPTa
STUJIOBOTO (3TaHOJa) B COOTBETCTBUHU ¢ TpeboBaHusiMu DenepanbHOro 3akoHa oT 22 HosA0ps 1995
roga N 171-®3 "O rocyaapcTBEHHOM peTyJIMpPOBaHUU MTPOU3BOJICTBA U 000POTA STHIIOBOTO CIHUPTA,
AJIKOTOJILHOM W CIUPTOCOAEpKallell MPOAYKIUMHM U 00 OrpaHUYEHUU MOTpeOseHUs (pactuTHs)
QJIKOTOJIBHOM TPOAYKLIMHU'", METOJOM pa3BEIEHUS BOJOW OYMILEHHOW TAaKOro ATHJIOBOTO CIIMPTA,
NPOU3BEICHHOTO  JaHHOW  OpraHM3alel 1o  MeCTy  OCYIIECTBJIEHHS  IMPOU3BOJCTBA
dapmarieBTHYeCKON CyOCTaHIIMK CHUPTA ITUIOBOTO (3TaHo’da). (B pen. deaepanbHbIX 3aKOHOB OT
03.07.2016 N 261-®3, ot 27.12.2019 N 481-D3)

4.3. npuBuayanbHblEe TPEANPUHUMATENN W IOPHIAYECKUE JIUIA, OCYMIECTBISIONINE 3aKyNKy H
UCMONb30BaHUEe (papMalleBTUUECKOM CyOCTaHIMU CIHUPTa ATUJIIOBOTO (3TaHONA), a TakKxke
MPOU3BOJICTBO, M3rOTOBJIEHHWE U (WIKM) 000pPOT (32 HCKIIOYEHHUEM PO3HUYHOW TPOJIaXH)
CIHMPTOCOJIEPKAIMX  JIEKAPCTBEHHBIX IpernapaTroB, O0sM3aHbl OCYIIECTBIATH HUX Y4eT U
JEKJIapUPOBAHKE B MOPSIJIKE, YCTAHOBICHHOM cTaThsiMu 8 u 14 denepanbHOTrO 3aK0HA OT 22 HOSIOPs
1995 roga N 171-®3 "O rocynapcTBEHHOM peryJIUpOBaHMM MPOU3BOACTBA U 00OPOTa 3TUIOBOTO
CIHpTa, AaTKOTOJBFHOW W CIUPTOCOJACpKAIIeH MPOAYKIMH W 00 OTrpaHWYeHHH MOTPeOICHUS
(pactiutust) ankoroysHOM nmpoaykimu'. (B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 278-@3)

4.4. IIpy mponU3BOACTBE JIEKAPCTBEHHBIX MPENAPATOB JJII BETEPUHAPHOTO IPUMEHEHHUS TOIy CKAeTCs
UCTIOJIb30BaHUE TIPOM3BEICHHBIX ISl peau3auu (papMaieBTHIeCKUX CyOCTaHIINH, BKIFOUCHHBIX B
rOCY/IapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEJCTB YIMOJTHOMOYEHHBIM (enepalbHbIM OpraHOM
UCTIOJTHUTEIILHOW BJIACTH, OCYIIECTBIISIONINM BEJIEHHE TOCYJapPCTBEHHOTO peecTpa JeKapCTBECHHBIX
CPE/CTB [T MEIUITMHCKOTO puMeHeHus. (B pea. Penepanbroro 3akona ot 02.08.2019 N 297-D3)

5. 3anpemiaercs MPOU3BOICTBO:
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1) nexapCTBEHHBIX CPENCTB, CBEJEHUS O KOTOPHIX HE COJEP’KaTCs B TOCYIapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB JJII MEIULMHCKOTO IMPUMEHEHHUs, U (MIM) TrOCYJapCTBEHHOM pEECTpe
JICKapCTBEHHBIX CPEJICTB Ui BETEPUHAPHOTO MPUMEHEHHs, W (MJIU) €IUHOM peecTpe
3aperuCTPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB EBpazuiickoro 3KOHOMHUYECKOTO CO03a, U (MJIN)
€IMHOM pEeecTpe 3aperuCTPUPOBAHHBIX BETEPUHAPHBIX JEKAPCTBEHHBIX NpenapaTtoB EBpasuiickoro
HSKOHOMHUYECKOTO CO033a, 32 HCKIIOYEHUEM JIEKAPCTBEHHBIX CPEICTB, IPOU3BOAUMBIX IS

IPOBEIECHUS KIMHUYECKUX HCCIENOBaHMM MM Ui 3Kcropra; (B pea. denepanbHOro 3akoHa OT
24.07.2023 N 341-D3)

2) danbcuuIMpPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB;
3) nexapCTBEHHBIX CPEACTB O€3 JHMIIEH3UH Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB;

4) nexkapCTBEHHBIX CPEACTB C HapyLIEHHEM IpaBWJI OpraHU3alMy MPOM3BOACTBA U KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) moanmyHKT yTpatii cuiy. (B pea. @enepanpHoro 3akona ot 27.12.2019 N 481-D3)

6) CHUPTOCOJEPKAIIUX JIEKAPCTBEHHBIX IPENapaToB MO MECTy OCYIIECTBICHUS MPOU3BOJCTBA
dapmaneBTUUECKONW CyOCTaHIIMKM CIIUPTa STUJIOBOTO (dTaHoJa) U (WIM) IO MECTY OCYIICCTBICHUS
IPOM3BOJICTBA STHIOBOTO criupTa; (B pea. DepepanpHoro 3akona ot 27.12.2019 N 481-D3)

7) dapmarieBTUYECKON CyOCTaHIIMU CIHUPTA STUIOBOrO (3TaHOJA) W (MJIM) CHUPTOCOJEPIKAIIUX
JICKapPCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOPYIOBaHHH Ui MPOU3BOJICTBA
3TUJIOBOT'O CIIMPTA, yKazaHHOM B myHKTe 1.1 crateu 14.1 denepanbHoro 3akoHa ot 22 HosOpsa 1995
roga N 171-®3 "O rocyaapcTBEHHOM pEryJIMpPOBaHUH MPOU3BOACTBA U 000OPOTA ATHIIOBOTO CIIUPTA,
AJIKOTOJBHOM M CHUPTOCOACpIKAIIEH MPOAYKIIMU M 00 OrpaHWYeHUU MOTpeOsieHus (paciuTHs)
aKoroJibHOM mpoaykuuu". (B pea. deaepanpHoro 3akona ot 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEJCTB B TIPAXIAHCKHH OOOPOT YMOJIHOMOYEHHOE JIHIIO0
MPOU3BOJIUTENS  JIEKAPCTBEHHBIX  CPEJACTB  OCYLIECTBIIIET  IOATBEPXKACHHUE  COOTBETCTBUS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM, YCTAHOBJIEHHBIM IPU UX TOCYAAPCTBEHHOM perucTpanuu, 1
rapaHTUpPyeT, UTO JIEKAPCTBEHHbIE CPEJICTBA MPOU3BECHBI B COOTBETCTBUU C TPEOOBAHUSIMHU MPaBUII
Ha/iJIeKallel MpOU3BOJCTBEHHOW NpakTuku. (B ped. PenepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

7. YNOTHOMOUYEHHBIM JIMIIOM IMPOM3BOAUTENS JICKAPCTBEHHBIX CPEJACTB SIBJISETCS €ro pabOTHHK,
aTTECTOBAHHBIM B YCTAaHOBJIEHHOM YIIOJIHOMOYEHHBIM (heJiepaabHbIM OPraHOM MCIIOJHUTEIbHOU
BJIACTH TMOPSAJKE M MUMEIONUI CcTaX pabOThl HE MEHEe YeM IATh JIeT B O0JIaCTH MPOU3BOJACTBA U
(M) KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX CPEJCTB, BbICIIEEe OOpa30BaHUE COOTBETCTBEHHO I10
OJHOW W3 cHeuuaJbHOCTe M (WIM) OJHOMY U3 HANpaBlIeHUH NOArOTOBKU: OHOJOTHS,
OMOTEXHOJIOTHs, BeTepUHapUs, BeTEpUHAPHO-CAaHUTAapHAas JKCIEPTH3a, KIMHUYECKas MEeIUIMHa,
panualnoHHas, XUMUYeckass U Ouosoruyeckas 3ammura, Gapmanus, GyHIaMEeHTalIbHAs MEIULUHA,
XUMHUYECKasi TeXHoJIorus, XxuMus. (B pen. DenepanbHbix 3akoHOB 0T 22.10.2014 N 313-@3, or
02.08.2019 N 297-®3)

8. IlpousBoauTeNn JEKAPCTBEHHBIX CPEACTB (32 HCKIIOYEHHEM (apMaleBTHUeCKOil cyOcTaHIUU
CIUpTa 3TWIOBOrO (3TaHOJA) MOTYT OCYIIECTBIISITH NPOAAXY JEKAapCTBEHHBIX CpPEACTB WIH
nepeaaBaTh UX B YCTAaHOBJIEHHOM 3aKOHOAaTenbcTBOM Poccuiickoit denepaunu nopsake: (B pen.
denepanbHOro 3akona ot 29.07.2017 N 278-d3)

1) APYTrUM MPOU3BOAUTCIIAM JICKAPCTBCHHBIX CPCACTB JISA IPOU3BOACTBA JICKAPCTBCHHLIX CPECICTB,

2) OopraHu3alusam OIITOBOM TOPIrOBJIN JICKAPCTBCHHBIMU CPCIACTBAMMU;
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3) anTeyHbIM OpraHU3alUsM, BETEPUHAPHBIM aNTEYHBIM OpraHHU3alUsAM, WHIWBUIYATbLHBIM
PeIIPUHAMATEIISAM, UMEIONUM JUICH3UIO0 Ha (apMaleBTHUECKYIO JIEATEIHHOCTh WU JUICH3UIO
Ha MEJIULUHCKYIO JAesITebHOCTD;

4) Hay4yHBIM OpraHu3alMsIM i1 Hay4YHO-HCCIIEI0BaTeIbCKON paboTel; (B pex. deaepanbHOro
3akoHa oT 30.01.2024 N 1-®3)

5) MCIUIMHCKUM OpraHu3alysiM U BETCPHUHAPHBIM OPraHU3alusaM;

6) opraHu3zalMsIM W HMHIWBHUIYaJIbHBIM MPEANPUHUMATENSM, OCYIIECTBIAIONIUM pPa3BeACHUE,
BEIpAlIMBAaHUE U COJIEP’KaHUE JKUBOTHBIX (32 HUCKIIOYCHHEM MPOJAXKH UM (apMaleBTHUECKUX
cyOcTaHIuii nin ux nepegaun); (B pea. Penepanpaoro 3akona ot 02.08.2019 N 297-D3)

7) ucHBITAaTEIBHBIM J1abopaTopusiM (LEHTpaMm), MPOBOISIIMM HCIBITAaHUS B 0O0JACTH KOHTPOJIA
KauecTBa JICKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBUU C 3AaKOHOAATEIBCTBOM
Poccuiickoit @enepanuu 00 aKKpeAWTAIlMM B HAIIMOHAJIBHOW CHUCTEME aKKpeOUTauuu. (B per.
denepanpHOro 3axona ot 04.08.2023 N 428-D3)

9. TlpomsBoaurtenu ¢apMaleBTUYECKOW CyOCTaHIIMM CIIMPTAa 3TUJIOBOTO (3TaHOIA) OOsI3aHbI
OCYILECTBIISITh peaiu3aluio (mepenady B YCTAaHOBICHHOM 3aKOHOAATENBCTBOM Poccuiickoit
Qenepan  mopsAake)  papManeBTUUYECKOW  CyOCTaHIMM  CHOUpPTAa  STUIOBOrO  (3TaHOIA)
MPOU3BOJUTEIISIM  JIGKAPCTBEHHBIX ~ CPEICTB  JUISl TPOU3BOJCTBA  JICKAPCTBEHHBIX  CPEJICTB,
MPOU3BOJUTEISIM (M3TOTOBUTEISIM) MEAMIIMHCKUAX M3JCIHNA JUIS MPOU3BOJICTBA M HM3TOTOBJICHUS
MEJUIIMHCKUX U3JENUiA B eMKOCTAX o0beMoM He Oonee 1 nutpa u (uiu) He meree 1000 nutpos, a
OpraHu3alsaM, yKa3aHHbIM B IIYHKTaxX 3 - 5 U 7 yactu 8 HacToslIed CTaThd, B Tape 0ObEMOM HE
oosee 1 mutpa. (B pea. @eaepanpubix 3akoHoB 0T 29.07.2017 N 278-®3, ot 27.12.2019 N 481-D3,
or 22.12.2020 N 444-®3, ot 04.08.2023 N 428-D3)

10. Peanmmzanusi (mepemaya B YCTAHOBJIEHHOM 3aKoHOAaTelbcTBOM Poccuiickoit ®eneparmn
nopsiake) (GapMaleBTUYECKON CyOCTaHIIMM CIHUPTA STUJIOBOTO (3TaHOJIA) OPraHU3AIMsIM OINTOBOU
TOPrOBJIM JIEKAPCTBEHHBIMU CpEJICTBaMU He Jomyckaercs. (B pen. denepalbHOTO 3aKOHa OT
27.12.2019 N 481-®3)

11. IlepeBo3ku (apManeBTHUECKONW CyOCTaHLIMU CHHMPTa 3TUIOBOrO (3TaHOJIA) OCYLIECTBISIOTCS C
cobOmoieHreM TpeOOBaHUM, YCTAHOBJIEHHBIX a03alleM dYeTBEpPThIM IyHKTa 3 cTaThu 9
®enepanbHOro 3akoHa oT 22 Hos0ps 1995 roga N 171-®3 "O rocyaapCTBEHHOM peryJiipOBaHUH
MIPOM3BOJICTBA M 000POTA ATHIIOBOTO CIUPTA, AIKOTOJILHOW M CIIUPTOCOAEPIKAIIEeH MPOIYKIIUU U 00
OTpaHUYEHUH NOTpeOsIeHUs (pacluTHsl) alKOrodbHOM mpoxykiuu". (B pen. denepanbHOro 3aKoHa
or 27.12.2019 N 481-®3)

Crarbs 46. MapKHUpOBKa JIEKAPCTBEHHBIX CPEACTB

1. JlekapcTBeHHBIE Ipemaparsl, MPOMIECANINE FOCYJaPCTBEHHYIO PETHUCTPALMI0 B COOTBETCTBUHU C
TpeboBaHUsAMH HacTosero degepaabHOrO 3aKOHA, 32 UCKIIOUEHHEM JIEKAPCTBEHHBIX MPENaparos,
HN3TOTOBJICHHBIX alTCYHBIMHU OpraHu3alusMHi, BCTCPUHAPHBIMU AIITCUHBIMU OpraHu3alusIMU,
UH/IUBUYAIbHBIMUA  TPEANPUHAMATENSAMH, HMEIOIMMH JIMLIEH3UI0 Ha  (papMaleBTHYECKYIO
JeSTeNIbHOCTh, JOJDKHBI TMOCTyNmaTh B oOpaimieHue, eciau: (B pen. denepampHoro 3akoHa OT
30.01.2024 N 1-93)

1) Ha uX MEpBUYHON YMaKoBKe (32 HCKIIOYEHHEM IEpBUYHON YIAKOBKU JIEKApCTBEHHBIX
pPacTUTENBHBIX IpENapaToB) XOPOLIO YHTAeMbIM MIPUGTOM HA PYCCKOM S3bIKE YKa3aHBI
HAaUMEHOBAHME  JIEKAPCTBEHHOr0  Mpemnapara  (MEXIyHApOJIHOE  HEMaTeHTOBAaHHOE, WM
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TPYIIMPOBOYHOE, WM XUMHUYECKOE, WM TOProBO€ HaMMEHOBAHME), HOMEp CEpHUH, J1aTa BBITyCKa
(11 UMMYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB), CPOK TOJHOCTH, JO3UPOBKA MU
KOHLIEHTpalusi, OO0BEM, aKTUBHOCTh B COUHUIAX MACHCTBHS WIM KOJWYECTBO 103; (B pem.
®enepanbhbix 3akoHoB 0T 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2) Ha UX BTOPUYHOH (MOTPEOUTEIIHCKON) YHMAKOBKE XOPOIIO YHTAEMBIM MIPH(PTOM Ha PyCCKOM
A3bIKE yKa3aHbl HAaMMEHOBAaHWE JIEKAPCTBEHHOIO IMpemnapara (MexXIyHapoAHOE HEeNaTeHTOBAHHOE,
WIM TPYNINUPOBOYHOE, WM XHUMHUYECKOE M TOPrOBOE€ HAWMEHOBaHHUs), HAaWMEHOBAHHE
MPOU3BOJUTENI  JIGKAPCTBEHHOrO  IpemapaTa, HOMEp  CepuM, Jara  BbIlycka  (Iuid
MMMYHOOHOJIOTUYECKHUX JIEKAPCTBEHHBIX IMPENapaToB), HOMEP PETrUCTPALMOHHOIO YJIOCTOBEPEHHS,
CPOK TOJHOCTH, CIIOCOO MPUMEHEHHMs, TO3UPOBKA MM KOHLIEHTpalUs, O0O0beM, aKTUBHOCTh B
eAMHMIIAX JCUCTBUS MO0 KOJMYECTBO JI03 B YIAKOBKE, JIKAPCTBEHHAS (opMa, YCIOBHS OTITYCKa,
YCIIOBHS XpaHEHHUsI, MpeynpeauTeabHbIe HaAMKUCH. (B pel. PenepanbHbiX 3akoHOB oT 11.10.2010 N
271-®3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. dapmarneBTHUECKHE CYyOCTaHLUMU JOJDKHBI IOCTYNaTh B OOpallleHue, €CId Ha WX NEepBUYHOMN
YIIaKOBKE XOpPOIIO YHTAaeMbIM MPU(TOM HA PYCCKOM SI3bIKE yKa3aHbl HaWMEHOBaHHE
dapmarieBTHYeCKON CyOCTaHIMM (MEXIyHApOJHOE HEMATEeHTOBAHHOE, WM TPYNIHMPOBOYHOE, MU
XMMHYECKOE W TOPrOoBO€ HAWMEHOBAHWS), HAWUMEHOBAaHUE MPOHM3BOIUTENS (hapMaleBTHUECKON
cyOCTaHIIMM, HOMEP CEpPUU U JlaTa U3TOTOBJICHUS, KOJIMUYECTBO B YIIAKOBKE M €JMHMIBI U3MEPEHUS
KOJIMYECTBA, CPOK TOJIHOCTU U YCJIOBUS XpaHeHus. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

3. HeKapCTBeHHHe CpeaAcTBa B KAYCCTBC CbIBOPOTOK HOJIKHBI ITOCTYIIATh B 06pameHHe C YKa3aHHueEM
JKMBOTHOI'0O, U3 KPOBH, IJIa3MbI KPOBU, OPIraHOB U TKaHel KOTOPOIr0 OHH ITOJIYUCHBI.

4. Ha BTOpHUHYIO (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPE/ICTB, MTOJYYEHHBIX U3 KPOBH,
MJ1a3Mbl KPOBU, OPTaHOB U TKAHEW 4YeoBEeKa, JOJDKHA HAaHOCUTHCA Haamuch: "AHTHTena k BUY-1,
BHMU-2, k Bupycy renarura C 1 NOBEpXHOCTHBIM aHTUTEH BUpYyca renatuta B orcyreryror".

5. Ha  nepBuuHyro  ymakoBKy ¥ BTOPHYHYIO (MOTpeOUTENIbCKYIO)  YNAKOBKY
paarodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPEJICTB JODKEH HAHOCUTHCS 3HAaK pPaJualMOHHOMN
OIIACHOCTH.

6. Ha Bropuunyro (OTpeOUTENHCKYI0) YIAKOBKY TOMEONATHYECKUX JIEKAPCTBEHHBIX IMpEnapaToB
JOJKHA HAHOCUTHCS HaaOuCh: "I"'oMeonaTuueckuii".

7. Ha BrOopuuHyto (NOTpeOUTEIHCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX DPACTUTENBHBIX IpPErnapaTtoB
JIOJDKHA HAHOCUTHCS HAaanmuch: "[IpoxyKius mpoluia paauaiioHHbBIA KOHTPOJIB' .

8. Ha mnepBuuHyr0 YMakoBKYy (€CIM JUIsl DTOTO CYIIECTBYET TEXHHYECKas BO3MOXHOCTh) U
BTOPUYHYIO (ITOTPEOUTENHCKYIO) YMAKOBKY JIEKAPCTBEHHBIX IMpENaparoB, MpeJHa3HAYEHHBIX JUIs
KIIMHUYECKUX UCCIEA0BaHUM, O KHA HAHOCUTHCS HAAMUCK: "I KITMHUYEeCKUX UccieToBaHui". (B
pen. ®eaepansHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9. VmakoBka JICKApCTBCHHBIX CPCACTB, IMPCAHA3HAUCHHLIX MCKIIOYUTCIBHO [JIA JKCIIOpTa,
MapKUpPYyCTCs B COOTBCTCTBUH C Tpe6OBaHI/ISIMI/I CTpaHbI-UMIIOPTEPA.

10. Ha tpaHcnopTHyr0 Tapy, KOTOpas He IpeAHa3HadeHa Jii MOTpeOuTesel U B KOTOPYIO
MIOMEIIIEHO JIEKAPCTBEHHOE CPEJICTBO, JIOJKHA HAaHOCUTHCS MH(pOpMAalKs O HAUMEHOBAaHHM, CEPUU
JIEKapCTBEHHOI'O CPEJACTBA, JAAaTe BBIMYCKA, KOJIUYECTBE BTOPUYHBIX (ITOTPEOUTENHCKUX) YHAaKOBOK
JIEKapCTBEHHOI'O CPEACTBA, IPOU3BOAUTENE JIEKAPCTBEHHOIO CPEACTBA C YKa3aHHMEM HAaUMEHOBAHHUSA
U MECTOHAXOXKAEHUS IMPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEICTBa (aipec, B TOM YHUCIE CTpaHa U
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(M) MECTO TIPOHM3BOJICTBA JICKAPCTBEHHOTO CPEJICTBA), & TAK)KE O CPOKE TOJHOCTH JICKAPCTBEHHOTO
CpEICTBA U 00 yCIIOBUSIX €r0 XpPaHEHUS W NIEPEBO3KHU, HEOOXOAUMBIC MPEAYPEIUTEIbHBIC HAIIICH
Y MaHUTYJISITOPHBIC 3HAKH.

11. Ha nepBu4HYyI0 yaKkoBKY U BTOPUUHYIO (MIOTPEOUTENLCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPE/ICTB
JUIi  BETEPUHAPHOTO NPUMEHEHHUs [JOJDKHA HAHOCUThCS Haamuch: "Jlnsi BeTepuHApHOTO
NpUMeHeHus".

12. Ha Bropuunyio (NOTPEOHMTENHCKYIO) YIAKOBKY JIEKQpPCTBEHHOTO IIpermapaTa HAHOCUTCS
HITPUXOBOM KOJI.

I'nasa 9. BBO3 JIEKAPCTBEHHBIX CPEJICTB B POCCUMCKYIO
®EJJEPALIUIO U BBIBO3 JIEKAPCTBEHHBIX CPEJICTB U3
POCCHUHUCKOM ®EJEPAIIUU (B pen. @eaepaanrHOro 3aK0HA OT.
06.12.2011 N 409-®3)

Cratbs 47. Ilopsiiok BB03a JIeKAPCTBEHHBIX CPeaACTB B Poccuiicky1o
denepaurio U BbIB03a JIEKAPCTBEHHBIX cpeAcTB U3 Poccuiickou
®enepannu (B pea. Peaepanbuoro 3akona ot 06.12.2011 N 409-P3)

1. BBo3 nekapcTtBeHHBIX cpeactB B Poccuiickyto ®enepanuio OCYyIIECTBIAECTCS B IMOPSAIKE,
ycraHoBieHHOM IIpaBurensctBom Poccuiickoit  ®denepanuu, B COOTBETCTBUM C  aKTaMH,
cocrapisitonumMu  npaBo Coro3a, W (WIM) 3akoHoAarenbcTBOM Poccuiickoit denepauuu o
TaMOKEHHOM peryiaupoBanuu. (B pen. denepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, or
30.01.2024 N 1-®3)

2. Brozumbie B Poccuiickyro ®denepanuio JE€KapCTBEHHBIE CPEACTBA JOJKHBI COAEPKATHCA B
TOCYJJapCTBEHHOM PEECTpPe JIEKAPCTBEHHBIX CPEACTB, WM €IUHOM PEECTpe 3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CpeACTB EBpa3zwiicKOro »KOHOMHYECKOTO COK03a, WM €IMHOM peecTpe
3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MperapaToB EBpa3suiickoro sSKOHOMUYECKOTO
coro3a. (B pen. @enepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-D3, ot
30.01.2024 N 1-®3)

3. Homnyckaercs BB03 B Poccuiickyto ®denepalto KOHKPETHOM MHapTUM 3apEerUCTPUPOBAHHBIX U
(unu) He3aperucTPUpPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, NpPEIHA3HAYEHHBIX JUIsl pa3paboTKu
JIEKAPCTBEHHBIX CPEACTB, MPOBEJACHUSI HAYUHBIX U MHBIX MCCIECJOBAaHUMN, IPOBEACHUS KIMHUYECKUX
I/ICCJ'IGI[OBEIHI/II\/'I J'ICKapCTBCHHI)IX HpenapaTOB, HpOBG}IeHI/ISI BKCI'IepTI/ISI)I J'IeKapCTBeHHI)IX CpeI[CTB JJIA
OCYILECTBJIEHUSI TOCYJIAPCTBEHHOM PEruCTpallud WM PErUCTPALMM JIEKAPCTBEHHBIX IpenapaToB
NI TJIA OKa3aHUA MGHHHI/IHCKOﬁ IIOMOIIIHN 110 XU3HCHHBIM ITOKAa3aHUAM KOHerTHOFO IIalfMCHTA Ha
OCHOBaHUU pa3pelieHus], BBIJAHHOTO YIIOJHOMOYEHHBIM (pellepalbHBIM OPTaHOM HCTIOTHUTENHHOM
BJIACTM TIO 3asBJICHUSIM JIMI[, YKa3aHHbIX B cTaTbe 48 HacTtosimero @enepajbHOTO 3aKOHA.
PaccmoTtpenue Takoro 3asiBIIeHUsI M IPUHSTHE PELISHUS O BblIaue pa3penieHusl Ha BBO3 KOHKPETHOM
NapTUMU  3apEeTUCTPUPOBAHHBIX M (MJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
MpeIHa3HAYEHHBIX IS pa3pabOTKHU JIEKAPCTBEHHBIX CPEACTB, MPOBEACHHUS HAYYHBIX W HHBIX
HCCH@HOB&HHﬁ, HpOBe,Z[eHI/IH KIIMHUYCCKUX I/ICC.]'IG)IOBaHI/Iﬁ HeKapCTBeHHBIX npenapaTOB,
MPOBEACHUS JKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB I OCYIIECTBIECHUSI TOCYJIapCTBEHHOM
peFI/ICTpaI_H/II/I NN peI‘I/ICTpaI_II/II/I J'IeKapCTBeHHI)IX npenapaTOB I JIsI OKa3aHUA MCHHHHHCKOﬁ
MOMOIIM TIO0 JKU3HEHHBIM TIOKa3aHUSIM KOHKPETHOTO TalueHTa 1Tubo 00 oTka3e B Bbgaue
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YKa3aHHOTO Pa3peIIeHUs MPOU3BOIATCS B CPOK, HE MPEBBIMIAIOMNN TATH pabounx auei. [lmara 3a
BbIJIauy YKa3aHHOI'O paspelieHus He B3umaercs. (B pexa. denepanbHbix 3aKkoHOB oT 06.12.2011 N

409-93, or 30.01.2024 N 1-D3)

3.1. Yacte yrparuia cuiy. (B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3.2. o 31 nmexabps 2025 roma momyckaroTcsi BBO3 Ha Tepputopuio Poccuiickoit @enepanuu u
obpamenue B Poccuiickoit denepanuu ¢ yueToM 0COOCHHOCTEH, YCTaHOBIICHHBIX [IpaBUTEIHLCTBOM
Poccuiickoit @enepanunu, 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpPENapaToB I MEIULIMHCKOTO
NPUMEHEHUS B YIAKOBKax, MpeAHAa3HAUYEeHHBIX i1 OOpalleHHus B MHOCTPAHHBIX TOCyNapcTBax, B
ciydae ne(eKTyphl JIEKapCTBEHHBIX NpenapaToB WIM pPHCKA €€ BO3HHUKHOBEHUS B CBS3U C
BBelleHHMEM B oOTHoweHuu Poccuiickoir ®denepanuu OrpaHUUYUTENBHBIX MEP 3KOHOMHUYECKOIO
XapakTepa IpU YCIOBUU COOTBETCTBUS BBO3MMBIX JIEKAPCTBEHHBIX IpPENapaTroB TpeOOBaHMSIM,
YCTaHOBJICHHBIM MpPH HMX PETUCTpAllMU, 32 UCKIOYEHHEM TpeOOBaHUN K MEPBUYHON YIAaKOBKE,
BTOPUYHOM (TIOTPEOUTENBCKOM) YITAKOBKE, a TAKXKE MPH HATMYUH HA BTOPUYHOH (TOTPEOUTEIIHCKOI)
YIaKOBKE JIEKAPCTBEHHBIX IPENapaToB, HAXOISAIIMXCA B OOpAlllEeHUU, CAMOKIIEAIICHCS ITUKETKH,
coaepxaiieit mHpopMaIHio o0 JEKapCTBEHHOM IpenapaTe Ha PyCCKOM si3bIke. (B pea. DenepaabHBIX
3aK0HOB 0T 26.03.2022 N 64-®3, ot 19.12.2022 N 519-®3, o1 30.01.2024 N 1-®3)

3.3. Jomyckarotcs BB03 B Poccuiickyro ®denepanuto u obpamenue B Poccuiickoit denepanuu c
yueToM  ocobeHHoOcTel,  ycraHoBieHHBIX  [IpaBurensctBom  Poccuiickoir ~ ®enepanum,
3apETUCTPUPOBAHHBIX  OPUTHHAIBHBIX  OpP(AHHBIX  JIGKAPCTBEHHBIX IMpemapaToB U (WIK)
BBICOKOTEXHOJIOTUYHBIX JICKAPCTBEHHBIX IMPENapaToB AJisi MEIUIIMHCKOTO MPUMEHEHHUS B TCUCHHE
JIBEHAJIIaTh MECALIEB MOcie Aarbl ux perucrpauun B Poccuiickoit ®denepanu B YNAaKOBKaX,
MpeAHa3HAYEHHBIX JUIsi OOpallleHuss B MHOCTPAHHBIX TOCYJapCcTBaxX, MPH YCIOBHUU COOTBETCTBUS
BBO3MMBIX JIEKAPCTBEHHBIX MPEMapaToB Uil MEAMIMHCKOIO TMPUMEHEHHs] TpPeOOBAHUAM,
YCTAaHOBJICHHBIM TMPU HMX PETHCTPALUM, 3a HCKIIOUYEHHEM TpeOOBaHUN K MEPBUYHON YIAKOBKE,
BTOPUYHOU (TMOTPEOUTENHCKON) yMaKOBKe, M MpPHU HAIMYUU HAa BTOPUYHOU (TMOTPEOUTENHCKON)
YIAaKOBKE JICKAPCTBEHHBIX TMPEMApaToB JUIsi MEAUIIMHCKOTO TMPUMEHEHHs, HaXOAIIUXCS B
oOpallleHnu, CaMOKJIESIIENHCsl STUKETKH, coAepxkaiieid nHpopMaluio o0 JeKapCTBEHHOM Ipenapare
JUIST MEJMITMHCKOTO TIPUMEHEHUsS Ha PYCCKOM si3bIke. B OTHOIIEHMM JaHHBIX JIEKapCTBEHHBIX
MpenaparoB HE MNPUMEHSIOTCA TIOJOKEeHUs 4dacTh 7 cratbu 9 u wvacred 1 m 2 cratem 52.1
Hacrosiero deaepansHoro 3akoHa. (B pea. Peaepanproro 3akona ot 30.01.2024 N 1-D3)

4. B Poccuiickyro ®enepanuto MOKHO BBO3UThH JIEKAPCTBEHHBIE CPEJICTBA, KAYECTBO KOTOPBIX
MOATBEPXKIECHO CEePTUHUKATOM TPOUZBOAMUTEINSA JIEKAPCTBEHHBIX CPEICTB, YIOCTOBEPSIOIINM
COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM, YCTAaHOBIEHHBIM TIPH UX
pEruCTpalliil WM TPOBEICHUH MPOLIEIYp, CBS3aHHBIX C perucrtpaunueit. (B pen. demepanibHBIX
3akoHO0B 0T 06.12.2011 N 409-d3, or 30.01.2024 N 1-D3)

5. 3anpemaercs BBo3 B Poccuiickyto ®@enepanuio paabcuuumpoBaHHBIX JIEKaPCTBEHHBIX CPEICTB,
HEeZ00pOKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPa(paKTHBIX JEKAPCTBEHHBIX CPEACTB. (B peil.
®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. ®danbcu@uuUUpPOBaHHBIE JEKAPCTBEHHbIE CPEICTBA, HEN0OpPOKAuYeCTBEHHbIE JIEKAPCTBEHHBIE
CpeacTBa MOJJICKAT M3BATUIO U IIOCIEAYIOIIEMY YHHYTOXEHUIO WM BbIBO3y U3 Poccuiickoi
Oenepanyy, KOHTpadaKTHbIE JIEKApCTBEHHbIE CPEICTBA - U3BITHIO U IOCIEAYIOIEMY
YHUUYTOXKEHUIO. YHHUUYTOXXKEHHE WM BbIBO3 U3 Poccuiickoit ®dexepanuu QambcupuIupoBaHHBIX
JIEKapCTBEHHBIX CPEJACTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEACTB OCYILECTBIIAECTCS 3a CYET JIMIA, OCYLIECTBMBLIETO MX BBO3. [lopsmox
YHUUTOXXEHUS HU3BATHIX (HaTbCUPUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB, HEA0OPOKAaYeCTBEHHBIX
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JEKapCTBEHHBIX  CPEACTB, KOHTPAa(aKTHBIX  JICKAPCTBEHHBIX  CPEICTB  YCTAHABIMBACTCS
[TpaBurensctBoM Poccuiickoit ®enepaunu. (B pea. denepanpHoro 3akoHa or 06.12.2011 N
409-03)

7. Jluma, ocymecTBismonMe BB03 B Poccuiickyto ®@enepanuio  daabcuDUIIMPOBAHHBIX
JICKapCTBEHHBIX CPEJACTB, HEJOOPOKAUECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPa(aKTHBIX
JICKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit denepanuu. (B pen. @eaepanbubix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N
1-93)

8. BpIBO3 nekapcTBeHHbIX cpelacTB U3 Poccuiickoii denepanny OCylIeCTBISETCS B COOTBETCTBUU C
aKTaMHM, cocTasistomuMu npaBo Coro3a, ¥ (WiIM) 3akoHOAaTenbcTBOM Poccuiickoit denepanuu o
roCy/1apCTBEHHOM PEryJIMpPOBAaHUYU BHEUIHETOPIrOBOU EATENbHOCTH. (B pell. PenepaibHbIX 3aKOHOB
o1 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, or 22.12.2014 N 429-®3 (pen. ot 13.07.2015),
ot 30.01.2024 N 1-93)

9. BBox B rpagaHCKUil 000OPOT JEKAPCTBEHHBIX MPENapaToB IS MEIUIIMHCKOTO MPUMCHCHUS,
BBe3eHHBIX B Poccuiickyto @eznepanuio, OCyIIECTBISETCS C CcOONIOAeHHEM TpeOOBaHHH,

YCTaHOBJICHHBIX cTaThel 52.1 HacTosmero denepanbHoro 3akona. (B pea. denepanbHOro 3aKoHa Ot
28.11.2018 N 449-D3)

Jeiicmeue nonoxcenuiit yacmu 10 cmamou 47 ne pacnpocmpanaemcs Ha cepuu 1eKapcmeeHHblxX
npenapamoes 0151 6emMePUHAPHO20 NPUMEHEHUS, 66€0CHHbLE 8 ZPANCOAHCKUIL 000pom Ha
meppumopuu P® 00 01.09.2023 (wacmo 2 cmamou 2 @edepanvrozo 3akona om 02.07.2021 N
317-@3).

Cepuu nexapcmeeHHbIX RPenapamos 01 6emepuHapHo20 NPUMeEHeHus, ykazannole 6 uacmu 10
cmamou 47, noonexcam Xpanenuio, nepeeo3Ke, OMNYCcKy, peaiuzayuu, nepeoaie, NpUMeHeHuIo

00 ucmeueHnus cpoka ux 200nocmu (wacmy 3 cmamou 2 @edepanvrozo 3axkona om 02.07.2021 N
317-®3).

10. BBox B rpakaaHCKuil 00OpOT JIEKAPCTBEHHBIX MPENapaToB JIsl BETEPUHAPHOTO MPUMEHEHHUS,
BBE3EHHBIX (mepemenieHHbIX) B Poccuiickyio ®Deneparnio, OCYIIECTBISAECTCS C COONIOACHUEM
TpeOOBaHUM, YCTaHOBJIEHHBIX cTaTbell 52.2 Hacrosimero dexepaibHOro 3akoHa. (B peql.
denepanbroro 3akona ot 02.07.2021 N 317-®3)

Crarbs 48. FOpuanyeckue Jnna, KOTOPbIM pa3peiieH BBO3
JIEKAPCTBEHHBbIX cpeacTB B Poccuiickyo @exepanuio (B pea.
®enepannHoro 3akona ot 06.12.2011 N 409-P3)

JlexapcTtBeHHble cpenactBa B Poccuiickyro @enepanuio MoryT BBO3UTH: (B ped. denepambHOro
3akoHa ot 06.12.2011 N 409-903)

1) TDpou3BOAUTENN JIEKAPCTBEHHBIX CPEACTB JJsi  Iiesied  COOCTBEHHOTO IMPOHM3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB;

2) uHOCTpaHHbIE pa3pabOTUYMKH JIEKAPCTBEHHBIX CPEACTB M HWHOCTPaHHbIE IPOU3BOAUTEIH
JIEKapCTBEHHBIX CPEACTB WM Jpyrue MOpUAMYECKHE JHLA [0 MOpPYYEHHIO pa3pabdoTdMKa
JIEKapCTBEHHOI'O CPEJICTBA JUIsl pa3pabOTKU JIEKAPCTBEHHBIX CPEJCTB, MPOBEACHUS HAYYHBIX M HHBIX
UCCJIECNOBAHNUM, IIPOBEICHHUS  KIMHUYECKUX  HCCIEAOBAHMM  JIEKApCTBEHHOIO  IIpernapara,
OCYILECTBIECHUS TOCYIAapCTBEHHOW PErMCTPALMM WM PETUCTPAlMU JIEKAPCTBEHHOI'O IIperapara,
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BKJIIOUEHUS (papMalleBTUYECKONW CyOCTaHIIMK B TOCYJapPCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPENICTB,
KOHTPOJII KauecTBa JIEKAPCTBEHHBIX CPEACTB MPHU HAJIUYMHM Pa3pElICHUs] YINOIHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJTHUTEIbLHOW BJIACTH HAa BBO3 KOHKPETHOM MapTHH JEKapCTBEHHBIX
CPEJICTB;

3) opranuzanuy ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CpeAcTBaMH; (B pen. DeaepaibHOro0 3aKOHA
ot 30.01.2024 N 1-®3)

4) Hay4YHBIC OpraHU3aIMi, 00pPa30BaTEIbHBIC OPTaHU3AINN BBICIIETO 0OPAa30BaHMUS, IPOU3BOIUTEIH
JICKapCTBEHHBIX CPEICTB UIA pa3pabOTKH, HMCCIEAOBAaHUM, KOHTPOJS OE30MaCHOCTH, KayecTBa,
(G (HEeKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB TMPU HATWYMHM  PA3pEIICHUs  YIIOJHOMOYEHHOTO
dbenepalbHOTO OpraHa WCIOJHHUTENIbHON BiacTH; (B pea. denepanbHbix 3akoHOB oT 02.07.2013 N
185-@3, ot 30.01.2024 N 1-D3)

5) MeOUIMHCKUE OpraHMU3alllM, UHbIE YKa3aHHbIE B MYHKTax |-4 HacTosIed cTaTbu OpraHU3alUU
JUIsL OKa3aHUs MEAMLMHCKOW IOMOIIM IO >KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO NALMEHTA IIpU
HAJIMYUN Pa3pelieHus] YIOTHOMOYEHHOTO (peepaibHOTO OpraHa UCTIOHUTENILHONW BIACTH HAa BBO3
KOHKPETHOW MapTHM JIEKapCTBEHHOTO Iperapara, BbIIAaHHOTO B YCTAaHOBJIEHHOM Iopsiake B (hopme
DIIEKTPOHHOTO  JIOKYMEHTa, TIOANMCAHHOTO YCHUJICHHOW KBaTM(PUIMPOBAHHOH AJIEKTPOHHOU
noAnKceo; (B pea. Penepanpaoro 3akona ot 12.03.2014 N 33-D3)

6) MyHKT yTpaTui cuiy. (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

7) NPOU3BOIUTENIN MEIULMHCKUX W3AEIUN Ui LieJedl MpOM3BOACTBA MEIULMHCKUX H3JENUN. (B
pen. ®enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

Crarbs 49. JlokyMeHThI, IpeIcTaB/IsieMble B TAMOKEHHbIE OPraHbI
Poccuiickon ®Penepauuu npyu BBO3e JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuio (B pea. PenepanabHoro 3akona ot 06.12.2011
N 409-®3)

1. Ilpu BBO3e nexkapcTBEeHHBIX cpenctB B Poccuiickyto denepanuio B TaMOKEHHBIE OpPTaHbI
Poccuiickoit ®enepaunn Hapsaay € JOKYMEHTAMH, MPEICTABICHUE KOTOPBIX MPETyCMOTPEHO
aKTaMu, coctaBisomumu npaBo Coro3a, U (uinu) 3akoHoaarenbcTBoM Poccuiickoit denepanyu o
TaMOXXEHHOM PETYJIHPOBAHUHM, MPECTABISIOTCS CISAYIOIINE TOKYMEHTHI B 3JIEKTPOHHOU opme: (B
pen. ®enepanbHbix 3aKkoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

1) ceprudukar mnpou3BOAMTENS JIEKAPCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOTO IPHUMEHEHHS,
YIOCTOBEPSIOLINM COOTBETCTBUE BBO3UMOIO JIEKAPCTBEHHOIO CpPEACTBA U BETEPUHAPHOIO
NpUMEHEHUs TpeboBaHUsAM (papMakoneiiHOW cTaThbu JHOO B ClIy4yae €€ OTCYTCTBHS HOPMaTHUBHOTO
nokymeHTa; (B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-03)

2) paspelieHue YINOJHOMOUYEHHOTo (eepalbHOr0 OpraHa HCIOJHUTENPHOW BIIACTH Ha BBO3
KOHKPETHOM NapTHH JIEKAPCTBEHHOTO CPEACTBA B CIy4asiX, YCTAHOBJIEHHBIX 4acTblo 3 crtaThu 47
Hacrosuiero denepaabHOro 3aK0Ha.

2. JIOKyMEeHTBI, yKa3aHHbl€ B MyHKTax | um 2 yacTtu 1 HacTOsIIEN CTaTbH, MPEACTABISIOTCA B
TaMOKeHHbIe opraHbl Poccuiickoii ®Dexepanyi NpU MPUOBITUU JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuto. (B pea. Peaepansuoro 3akona ot 06.12.2011 N 409-D3)
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Cratbs 50. BB03 1ekapcTBeHHBIX NpenaparosB B Poccuiickyro
(I)ez[epaumo A JIMYHOTO UCITOJIBb30BAHUA U UHBIX HCKOMMEPUYECCKUX
neJsiei, a TakKe JJIs1 HCN0JIb30BAHNS HA TEPPUTOPHH MEKIYHAPOIHOT O
MEIULMHCKOro Kaacrepa (B pea. @eaepanbHbIX 3ak0HOB 0T 06.12.2011
N 409-@3, o1 29.06.2015 N 160-P3)

1. JlekapcTBeHHBIE mperapaThl MOTYT OBITH BBe3eHBI B Poccuiickyro ®denepanuro 06e3 ydera

TpeOOBaHUH, MpeayCMOTpPeHHbIX dYacTsMu 1 - 4 crateu 47, ctatbamu 48 u 49 nHacrosuero

®denepanbHOTO 3aK0HA, €CJIM OHU IpeIHa3HavYeHbI Juis: (B pen. @enepanbHoro 3akoHa ot 06.12.2011
N 409-D3)

1) TMYHOTO UCTIONB30BaHUS PUINUECKUMHU JTUIIaMU, IpUObIBIINME B Poccuiickyio @eneparuto. [Ipu
stoM BBO3 B Poccuiickyro ®enepauuio  JEKapCTBEHHBIX  IIPENApPATOB,  COJAEPKAIIUX
CWIbHOJCHCTBYIOIUE W (WJIM) SIOBUTHIC BEIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICHCTBYIOIIMX BEILLECTB JIJIsl LIEJEH YTrOJIOBHOTO 3aKoHoAaTenbcTBa Poccuiickoit denepannu
U B CIIMCOK SITOBUTHIX BEILLIECTB JIJIs LI€JIEH YTOJIOBHOTO 3aKoHOAaTenbcTBa Poccuiickoilt denepanuu,
yTBepkacHHbIe [IpaBurenbcTBoM Poccniickonn @exnepanny, OCYIIECTBIIETCS NPU  HAIWYUU
JOKYMEHTOB  (3aBEPEHHBIX KOMUW JOKYMEHTOB WM 3aBEPEHHBIX BBIIUCOK M3  HHX),
MOJTBEPKIAIONINX Ha3zHaueHHE (U3UYECKOMY JIMIy yKa3aHHBIX JIEKapCTBEHHBIX IpernapaTtoB (3a
UCKJTIOYCHHEM JIEKApCTBEHHBIX MIPENapaToB, 3aperucTpupoBaHHbX B Poccuiickoit @enepanuu 1160
3aperucCTpUPOBAaHHBIX B COOTBETCTBUHU C aKTaMM, COCTABJIAIOIIKUMU 1paBo Coro3a, U OTIYCKAEMBIX B
Poccuiickoit ®enepanuu  Oe3 perenta Ha JIeKapCTBEHHBIM Tnipemnapar). [loaTBepikmaroriue
JOKYMEHTBbI (MX 3aBEpEHHbIE KOIMU WM 3aBEPEHHBIC BBINUCKU W3 HUX) JOJDKHBI COZIEpXKaTb
CBEJICHHS O HAaMMEHOBAaHMM M KOJIMYECTBE HA3HAUEHHOI'O JIEKAPCTBEHHOIO Ipemnapara. B ciyuae,
€CJIM MOATBEPIKAAoLINEe JOKYMEHTh! (MX 3aBEpEHHBbIE KOIMU WM 3aBEPEHHBIE BBINIUCKU U3 HUX)
COCTaBJIEHBI HA MHOCTPAHHOM $I3bIKE, K HUM IPHJIAraeTcs HOTApHAJIbHO 3aBEPEHHBIN NEPEBOJ Ha
pycckuii s3bIK; (B pen. PenepaabHbix 3akoHOB 0T 02.06.2016 N 163-D3, ot 30.01.2024 N 1-D3)

2) uCHONB30BaHUSA PAOOTHMKAMHU  JUIJIOMAaTHYECKOTO  KOpIMyca WM  MPEICTaBUTEISIMU
MEKIYHapOAHBIX OpraHu3aluii, aKKpeIuTOBaHHbIX B Poccuiickoi denepannu;

3) nedeHus MacCaXUPOB U UICHOB SKHUIAXEH TPAaHCIOPTHBIX CPEACTB, MOE3JHBIX Opuraa u
BOJMTENCH TPaHCIOPTHBIX CpeACTB, NpHOBIBIINX B Poccuiickyro @exepanmio; (B pen.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

4) neyeHHs] yYaCTHUKOB MEXJIYHApPOAHBIX KYJIbTYpHBIX, CHOPTUBHBIX MEPONPUATUNA U YUaCTHUKOB
MEXyHApOAHBIX SKCIIETUIUI;

5) 7nedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajgaxX, [HMpPKax, OKeaHapHuymax,
nenb(huHApUAX, JEUYCHUS JUKUX KUBOTHBIX, MOCTOSIHHO MJIM BPEMEHHO HACEISIOIIUX TEPPUTOPHUIO
Poccutickoit @enepanun, HAXOASAMIMXCS B COCTOSTHUN €CTECTBEHHOM CBOOOIBI M MPUHAJISKAIINUX K
BUaM, 3aHeceHHbIM B KpacHyto kaury Poccuiickoit @denepannu u (Min) KpacHble KHUTH CyOBEKTOB
Poccutickoit deneparuy, a Takke )KMBOTHBIX, BBO3UMBIX B Pocculickyro denepanuro s y4acThs B
CIOPTUBHBIX M 3PENULIHBIX MEponpusTusx; (B pen. PenepanbHbix 3akoHOB OoT 06.12.2011 N
409-®3, ot 02.08.2019 N 297-D3)

6) UCHOJB30BaHUS Ha TEPPUTOPUU MEXKJAYHAPOJHOIO MEIMIIMHCKOrO Kjactepa. (B pen.
denepanbHOro 3akoHa ot 29.06.2015 N 160-D3)

2. B ciywasix, npeyCMOTPEHHBIX 4acThio | HacTOAIIEH CTaThH, JOMYyCKaeTcs BBO3 B Poccuiickyro
®denepanyio JIEKApCTBEHHBIX IIPENAapaToB, HE 3aperucTpupoBaHHBIX B Poccuiickoit denepanuun
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1100 HE 3apEeTHMCTPUPOBAHHBIX B COOTBETCTBHU C aKTaMH, COCTaBIsOMMMHU nipaBo Coro3a. (B pen.
®denepanbabix 3ak0HOB 0T 06.12.2011 N 409-P3, ot 30.01.2024 N 1-D3)

3. JlekapcTBeHHBIE MpemnapaThl, MpeAHa3HAUYCHHbIE I TYMAaHUTAPHON MOMOIIHU (COACUCTBUS) WU
MOMOIIM TpPH Ype3BbIYAMHBIX CUTyalMsx, BBO3sTcs B Poccuiickyro @enepanuio B MOPSIIKE,
ycranoBieHHoM [IpaButensctBoM Poccuiickoit ®deneparnuu. 3anpemaercss BBo3 B Poccuiickyro
Qenepallilo  HE3aPETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX —MPEMapaToB, MpeJHA3HAYCHHBIX IS
TyMaHUTapHOW MOMOIIM (COACUCTBUS) WJIM TMOMOIIM IPH YPE3BbIYAHHBIX CUTyalusax. (B pell.
denepanpaoro 3akona ot 06.12.2011 N 409-D3)

Cratps 51. CoTrpyanuuecTBo (peaepajsbHOro OPraHa UCMOJHUTEILHOU
BJIACTH, OCYHIECTBJISIOIIEr0 PyHKIMH 10 KOHTPOJIIO U HAI30PY B
00J1aCTH TAMOKEHHOI0 /1eJ1a, U APYrUX YIOJHOMOYEHHbIX
(denepanbHBIX OPraHoOB UCMOJHUTEIBLHOM BJIACTH (B pPel.
denepanbHoro 3akona or 30.01.2024 N 1-d3)

1. VYnomHomoueHHble (enepanbHble OpraHbl HCIOJHUTENBHOM BIACTH MPENOCTABIAIOT B
pacniopsbkeHue ¢eaepanbHOro OpraHa MUCHOJHUTEIBHOM BIACTH, OCYIIECTBISIONIETO (PYHKIMH IO
KOHTPOJIIO M Haa30py B 00JAaCTH TaMOXEHHOTO [eNla, TOCYAapCTBEHHBIH peecTp JIeKapCTBEHHBIX
CPEICTB, a Takke HMH(QOpPMAIMI0 O BBIJAHHBIX pa3pelICHUSX Ha BBO3 KOHKPETHOW MapTUH
JIEKAPCTBEHHBIX CPEJCTB B ClIy4asiX, YCTAHOBJCHHBIX 4YacThlo 3 crTaThu 47 HACTOAIIETO
denepanbHOro 3akona. (B pea. Deaepanbroro 3akona ot 30.01.2024 N 1-D3)

2. denepanbHblA OpraH KUCIOJHUTEIBHON BIACTH, OCYIIECTBISIONINN (YHKIUU MO KOHTPOIIO U
HAJ30py B 00JaCTH TaMOXXEHHOTO jelia, MHQOPMHUPYET yKa3aHHBIC B YacTH | HACTOSIICH CTaThH
YIOJTHOMOYEHHbIE (eiepalibHbIE OPTaHbl UCTIOHUTEIHHON BIACTH O BBO3€ JIEKAPCTBEHHBIX CPE/ICTB
B Poccuiickyro @enepanuio M BbIBO3€ JEKAPCTBEHHBIX CcpeacTB u3 Poccuiickoit denepanuu mo
dopMe u B mopsnke, KoTopele ycTaHoBieHbl [IpaButensctBoM Poccuiickoit ®@enepanuu. (B pen.
denepanbHbIX 3aK0HOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

I'naBa 10. PAPMALHEBTUYECKASA JEATEJIBHOCTDb

Crarbs 52. OcymecTBiieHue papManeBTHYECKOM 1eATEJIbHOCTH

1. dapmaneBTHUecKass AEATEIbHOCTh OCYIIECTBIISIETCS OpraHU3alUsiIMA OINTOBOM TOPrOBIU
JIEKApCTBEHHBIMU  CPEACTBAMHU, alTEYHBIMH OpraHU3AIMSIMH, BETEPUHAPHBIMH aNTEUYHBIMU
OpraHu3alMs MU, WHJIWBUAYAJIbHBIMU  MPEANPUHUMATENIAMH, HUMEIOIIMMU  JIMIEH3UI0  Ha
(dbapmareBTUUECKy0 JESITeIbHOCTh, MEIUIIMHCKUMHU OpTraHU3aIUsIMU, WMCEIOIIMMH JIMIICH3UI0 Ha
(dbapMaleBTUYECKYIO JIeATEeIbHOCTh, U UX 000COOIICHHBIMH MOAPA3/IeICHUSIMHU, PACTIONOKEHHBIMH B
CeIbCKUX HACEICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT anTE€UHbIE OpTaHW3allid, |
BETEPUHAPHBIMU OPTraHU3alUAMU, UMEIOIUMU JIMIICH3UIO Ha (DapMaIleBTUYECKYIO IeATeIbHOCTh. (B
pen. @enepanbHbix 3aK0HOB OT 25.11.2013 N 317-P3, ot 08.08.2024 N 323-D3)

Ionoscenusn wacmu 2 cmamou 52 (¢ peoaxuyuu @edepanvrozo 3axkona om 28.04.2023 N 149-D3)
6 uacmu aKKpeoumayuu CReYUaIucmos é 00aacmu eemepunapui, 0CyuieCmeaaouux
dapmavyeemuueckyro deamenbHoCmd U UMEIOULUX GbICUICE UL CPEOHEe 6EMEPUHAPHOE
oopazoeanue, npumensromcs c 01.03.2026 (nyuxkm 3 cmamou 4 Dedepanbhozo 3aKkona om
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28.04.2023 N 149-@3).

2. @usnyeckwe JUIla MOTYT OCYIIECTBIATH (HapMalleBTHUECKYIO IEATEIbHOCTh IPH HATUIUH
BBICIIETO WJIM CpelHEero (apMaleBTHUECKOro 00pa3oBaHUs W CepTHU(HKATa CHEeIHaINcTa JHU00
MIPOMICHHON aKKPEAUTALMK CIICIIMAIIMCTA, BBICIIETO WJIM CPEIHETO BETEPHHAPHOTO 00pa3oBaHUS U
ceprudukaTa cenuairucTa 1u00 MPONJICHHON aKKPEeIUTAIIUK CIICIUAINCTA, & TAKXKE BBICIIETO WIIH
CpPEIHET0  MEIUIIMHCKOTO 00pa30oBaHus, cepTH(UKATa CHElUaIucTa JU00  IPOWIESHHOMN
AKKPEIUTAIMHA CHEIHAIUCTa W JIOTIOJHUTEIHLHOTO MPOo(ecCHOHANBLHOTO 00pa3oBaHUS B YacTH
PO3HUYHOW TOPTOBJIM JICKAPCTBEHHBIMU TMperapaTaMyd Il MEJAMIIMHCKOTO TPUMEHEHHUS IpH
YCIIOBUU MX PabOTHl B 000COOJIEHHBIX MOPA3ACICHUSX MEIUIIMHCKAX OpraHu3alluii, YKa3aHHBIX B
yactu 1 Hacrosei crateu. (B pea. @eaepanbhoro 3akoHa ot 28.04.2023 N 149-D3)

Crarps 52.1. BBoa B rpaxxaaHCKuil 000pOT JIEKAPCTBEHHBIX CPEACTB

JJIs METULIMHCKOT0 nNpuMeHeHus (B pea. @eaepajibHbIX 3AKOHOB OT_
28.11.2018 N 449-d3, o1 30.01.2024 N 1-D3)

1. [Tepex BBOJOM B TpakIAaHCKUI 00OPOT KaKJOW CEpUU MM KAKIOW MapTUU MPOU3BEIECHHOTO B
Poccuiickoit ®enepauyy JIEKapCTBEHHOIO IIpernapara s MEIULUHCKOIO IPUMEHEHMs, 3a
UCKJIIIOYEHUEM HMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB, IPOU3BOJAUTENL TaKOIO
JEKapCTBEHHOTO IpenapaTa MpeJiCTaBiseT B AJIEKTpOHHOH ¢(opme B (eaepalbHbli  OpraH
UCTIOTHUTEJIBHON BJIACTH, OCYIISCTBIIONIMHA (DyHKIMM IO KOHTPONIO M HAA30py B cdepe
3paBOOXPAHEHUS], JOKYMEHT IIPOM3BOAUTENS JIEKapCTBEHHOIO CPEACTBA, IOATBEPKAAOIINM
KauyeCcTBO JIEKaPCTBEHHOI'O IIperapara, U MOATBEPKIECHUE YIIOJIHOMOYEHHOIO JIMIA TPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBUS JIEKAPCTBEHHOI'O Ipenapara TpeOOBaHUAM, YCTaHOBICHHbBIM
npu ero perucrpanui. (B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-03)

1.1. Ilepen BBOJIOM B TpakJaHCKHI 000pPOT KaXKJOW CEpUM WM KaXJI0M MapTHH MPOU3BEACHHON B
Poccuiickoit deneparuu dapmarieBTUUECKON CyOCTaHIIMKM MPOU3BOIUTEIh TAKOTO JIEKAPCTBEHHOTO
CpeZCTBa MpEACTaBIsIET B 3JIEKTPOHHOH (hopMe B (enepanbHbIi OpraH HCIOJHUTENBHON BIIACTH,
OCYHIECTBIISIONMN (QYHKIIMM IO KOHTPOJII M HAA30py B cdepe 31paBOOXpaHEHUS, JOKYMEHT
NPOU3BOJUTENS JIEKAPCTBEHHOTO CPEJICTBA, MOJTBEPKAAIOUIMM KauecTBO (apMaleBTUYECKON
cyOCTaHIIMM, W JOKYMEHT, IOJTBEP)KIAIOIIUNA COOTBETCTBHE JIEKAPCTBEHHOI'O CpEJICTBA
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IPH €ro TOCYAapCTBEHHOW pPEruCTpallid WU PErucTpaliu, |
O(QOpPMIICHHBII YIOJHOMOYEHHBIM JIMIIOM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB. (B pex.
denepanbroro 3akona ot 30.01.2024 N 1-D3)

2. Tlepen BBOAOM B TpaXKIaHCKHUH OOOPOT KaXKIOW Cepur WM KaXKIOW MapTHH BBO3UMOTO B
Poccuiickyro ®enepanuio JIEKapCTBEHHOTO TMpenapara i MEIUUIHMHCKOrO NPUMEHEHUs, 3a
UCKIIIOUEHHEM MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX Mpenaparos, opraHu3arus,
OCYIIECTBIISIONIAsl BBO3 JIEKAPCTBEHHOIO Mpemnapara B Pocculickyto ®denepannio, TpeACTaBIsSeT B
ANEeKTpOHHOU popme B (henepanbHbIA OpraH UCIOIHUTENBHON BIACTH, OCYIIECTBISIFOIINA (QyHKITUH
M0 KOHTPOJIO U HAA30py B cdepe 3ApaBOOXpaHEHUS, JOKYMEHT MPOU3BOJIUTENS JIEKAPCTBEHHOTO
CpeacTBa, TMOATBEPKAAIONIMN  KAayecTBO JIGKQPCTBEHHOrO Mperapara, M MOJATBEPKIACHUE
MPECTaBUTENST OpraHU3alii, OCYIIECTBIISIONICH BBO3 JIEKAPCTBEHHOIO Tpernapara B Poccuiickyro
@denepaliio ¥ yHNOJHOMOYEHHONM HMHOCTPAHHBIM MPOU3BOJUTENEM JIEKAPCTBEHHBIX CPEJCTB,
COOTBETCTBHUSI BBO3MMOTO JIEKAPCTBEHHOTO IperapaTa TpeOOBaHUSM, YCTAHOBJIICHHBIM TIPH €T0
peructpanuu. (B pen. @enepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

2.1. Tlepen BBOAOM B TPaXKTAHCKHK OOOPOT KXKIOW CEpUM WM KaKJIOW TMapTHU BBO3UMOW B
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Poccuiickyro deneparuio papmaneBTHIECKON CyOCTaHIIMKA OpraHU3AIlMs, OCYIIECTBIISIONIAs BBO3
TaKoro JIEKapCTBEHHOro cpencrsa B Poccuiickyro denepanuro, NPEeACTABISIET B JIEKTPOHHOU
dopme B henepanbHbIi OpraH UCIOJHUTEIBHON BIACTH, OCYHIECTBISIOMUN (DYHKIIUU IO KOHTPOJIIO
U Hag3opy B chepe 31paBOOXpaHEHHs, JOKYMEHT IPOU3BOJAUTEINS JIEKAPCTBEHHOTO CpPEICTBA,
MOJATBEPXKJIAIOIIUI KadecTBO (hapmalrieBTHUECKON cyOctaHiuu. (B pen. denepalbHOTO 3aKOHA OT
30.01.2024 N 1-93)

3. Ilopsimok mpenctaBieHUss B COOTBETCTBUMU ¢ uacTtamu 1, 1.1, 2 m 2.1 HacTosiei cratbu
JOKYMEHTOB M CBEACHHUHA O JIEKAPCTBEHHBIX CPEACTBAX, BBOJUMBIX B Tpa)JaHCKHI 000pOT,
ycranaBnuBaerca [IpaButensctBom Poccuiickoit @enepanuu. (B pen. depepaibHOTO 3aKoHA OT
30.01.2024 N 1-d3)

4. B oOTHOLIEHMM NEPBBIX TPEX CEpUM WJIM MNApTUM JIEKAPCTBEHHOrO IIpernapara, BIIEPBbIE
npousBegeHHoro B Poccuiickoit @enepannu win BOepBblie BBO3UMOro B Poccuiickyro denepanuio
(6e3 ydera JO3MPOBKM) B paMKax OJHOTO PETHCTPAIMOHHOTO YIOCTOBEpEHUS, B (eaepaibHBIN
OpraH HCIOJHUTEIBHONW BIACTH, OCYLIECTBIAIOMNNA (PYHKIHUM MO KOHTPOIIO U HAA30py B cdepe
3/1paBOOXPAaHEHUs, JOMOJHUTENBHO MPEICTABISAETCS MPOTOKO MCHBITAHUI O COOTBETCTBUU CEPUU
WM MAapTHU JEKapCTBEHHOI'O MpernapaTa Juisi MEIULUHUHCKOrO MPUMEHEHUs M0Ka3aTesiM KauecTBa,
IPEyCMOTPEHHBIM HOPMATUBHOM JIOKyMEHTAllMEW, WM TpeOOBAaHUSAM, YCTAaHOBJIEHHBIM IIpH
pEerucTpallii B COOTBETCTBUU C aKTaMu, cocTaBisiromumu npaBo Coro3a (najgee - MPOTOKOI
UCIBITaHUI ), IPOBOJUMBIX aKKPEAUTOBAaHHBIMU B COOTBETCTBUHM C 3aKOHOJATENIbCTBOM Poccuiickoit
Oenepaniii 00 aKKpeOUTallMM B HAIMOHAIBHOM CHUCTEME aKKpenuTanuu QenepaabHbBIMUA
TOCYJTapCTBEHHBIMH OO/DKETHBIMU YUPEKICHUSIMH, IOJIBEJOMCTBEHHBIMH (PeliepalbHOMY OpraHy
WCIIOTHUTENIbHOM  BJIACTH, OCYIIECTBISIONIEMY (YHKIHH 1O BBIpa0OTKE H  peanu3aliu
TOCYJapCTBEHHOH  MOJUTHKKM ¥  HOPMAaTHBHO-TIPABOBOMY  pEryJupoBaHHiO B  cdepe
3[paBOOXpaHEHUs, U (QeAepallbHOMYy OpraHy HCIOJIHUTEIbHOM BJIACTH, OCYIIECTBISIOUIEMY
GYHKIIMM [0 KOHTPOJI M HaA30py B cdepe 3apaBooxpaHeHus. [lomyckaercss mpeacTaBlieHUE
IIPOTOKOJIA ~ WCIBITAHWM, IPOBEAECHHBIX C  HUCIHOJB30BaHUEM  CPEACTB  AMCTaHLMOHHOIO
B3aumozeiictBus.  [lopsnok  BblgauM — ykKa3aHHbIMH  (efepalbHBIMU  TOCYAapCTBEHHBIMU
OIO/DKETHBIMM ~ YUPSKICHUSAMU JaHHOTO NPOTOKOJIA W pa3Mep IUlaThl 3a €ro BbLAAYY
ycranaBnuBawTcs [IpaButensctBom Poccuiickoii @enepanuu. (B pea. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

4.1. IIpencraBiaeHre NpOTOKOJIA UCIIBITAHUN TOIYCKAETCS TOJIBKO B OTHOLLEHUH NEPBOW CEpUU WM
IIEpBOM MapTHUH JIEKAPCTBEHHOIO IIpenapara, BIepBble IPOU3BeIeHHOTO B Pocculickon Penepanyuu
WId BrepBele BBo3MMOro B Poccuiickyro ®Penepanuio (3a HMCKIIOYEHHEM JIEKapCTBEHHBIX
IpenapaToB, yKa3aHHBIX B dyacTsix 4.2 u 4.3 Hacrosimed cTaTbu), B CIy4yae MPeIOCTaBICHUS
CBEJICHUN O JAaTe BBIAAYM U PErUCTPALMOHHOM HOMEpE 3aKIIFOYEHHS COOTBETCTBUS IIPOU3BOACTBA
JIEKapCTBEHHBIX CPEACTB TPEOOBaHUSAM IMpaBWJ HaJJIeKallell NpPOU3BOACTBEHHON NPAKTHKH,
BBIJJAHHOT'O YTIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM HCIIOJIHUTENbHON BIACTH, UM CepTHU(HKATa
COOTBETCTBHUSl TPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMUSIM MpPaBHI HaJJIeKallei
IIPOU3BOACTBEHHON  MpPakTUKUM  EBpasHiiCKOro  HKOHOMUYECKOIO  COK033a,  BBIAAHHOIO
YIOJHOMOYEHHBIM OPraHoOM TIoOCyJapcTBa - 4jeHa EBpa3smiCKOro 5KOHOMHYECKOTO COH03a, B
OTHOLIEHUH NPOM3BOACTBEHHOHN IUIOMIAAKH (TIPOM3BOACTBEHHBIX IUIOIIAO0K), OCYIIECTBIISIIOIIECH
MIPOM3BOJICTBO TOTOBOM JIEKApCTBEHHOHM (OpMBI W  BBIIYCKAIOMIMM KOHTPOJIb KadecTBa
JIEKapCTBEHHOIO Iperapara, IIpy YCIOBUU OTCYTCTBHUS B TEUEHUE TPEX JIET, MPEALIECTBYOIIMX aTe
BBIJJAYA  NIPOTOKOJIA  WCIIBITAHWM, CIIy4acB BBISBICHHWS HECOOTBETCTBHUSI  YCTAHOBJIEHHBIM
TpeOOBaHUSAM KayecTBa JIEKApPCTBEHHBIX CPEJICTB, MHPOPMALIUS 0 KOTOPBIX OIMyOJMKOBaHA Ha caiiTe
(enepanbHOro opraHa HCIOJHHUTENBHOM BIACTH, OCYLIECTBIISIIOIIETO (YHKLIUHU 10 KOHTPOJIIO M
Ha/[30py B cdepe 3ApaBOOXpaHEHHs, B OTHOIIEHHUH BCEX IPOU3BOJCTBEHHBIX IUIOIIAIOK,
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OCYIIECTBIISIONINX MPOU3BOJICTBO JIEKAPCTBEHHOTO MPETapara U BITYCKAOIINH KOHTPOJIb KauecTBa
JICKapCTBEHHOT O npemnapara. (B pea. PeaepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

4.2. He TtpeOyercsi mpeacTaBi€HUE IPOTOKOJA HCMBITAHUN, yKazaHHOTO B udactu 4 win 4.1
HACTOSIIEH CTaTbU, B OTHOIICHUU Op(aHHBIX JIEKAPCTBEHHBIX MPENAapaToB, BHICOKOTEXHOIOTUYHBIX
JICKapCTBEHHBIX IMPErmapaToB, TOJYyYEHHBIX W3 OHMOJOTHYECKOr0 MaTepuaia OMpeAesieHHOTO
YeJloBeKa U NPeHa3HAYCHHBIX JJIsl IPUMEHEHUS 3TOMY K€ YelIoBeKy. (B pea. denepaabHOro 3aKoHa
or 30.01.2024 N 1-®3)

4.3. B OTHOUIEHUM OJHOW CEpUM WM OAHOM NAPTUU BBICOKOTEXHOJIOTMYHOTO JIEKAPCTBEHHOTO
npenapara (3a UCKJIIOUYEHUEM BbICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX MPEMAapaToOB, MOJIYYSHHBIX U3
OMOJIOTMYECKOTO MaTepHalia OIPEACIICHHOIO YeJIOBeKa M TMPEIHA3HAYCHHBIX I MPUMCHCHHS
ATOMY JK€ YeJIOBEKY), BIEpBbIe Npou3BeAeHHOTO B Poccuiickoit ®denepanuu WM BIIEPBbIE
BBO3UMOro B Poccuiickyro Denepanuio, MpeaCcTaBIsSIeTCs MPOTOKOJ HMCIBITAHUN, MPOBEACHHBIX C
WCIIOJIb30BAHUEM CPEJICTB JMCTAHIIMOHHOTO B3aUMOJCHCTBUS B TEUCHHUE MEPBBIX TPEX JIET IMOCIHE

BBOJIa TAKOT'O IMperapaTa B rpakaaHckuii oo6oport. (B pea. denepanpHoro 3akona ot 30.01.2024 N
1-®3)

5. Exeronno He mo3nHee 1 ampens MpPOU3BOJIUTENN JEKAPCTBEHHBIX CPEJICTB WJIM OPraHU3allUU,
OCYILECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX IpenapatoB B Pocculickyro denepanuio, NpeicTaBisiOT B
denepanbHBI OpraH MCIOJHUTEIBLHONW BJIACTH, OCYHIECTBISIFOIIMN (YHKIMHA TO KOHTPOIIO U
Haa30py B cdepe 3ApaBOOXPAHEHHUS, MPOTOKOJI HCIBITAHUNA TMOCTYIUBIIETO B TEYCHHE
NPEIIECTBYIONIETO KaJCHJApPHOTO TOAa B TPAXKIAAHCKAKH OOOPOT JIEKApCTBEHHOTO IIpemnapara
COTJIACHO PErHCTPAIMOHHOMY YAOCTOBEPEHUIO (Ha OJIHY CEpHIO TOPrOBOI0 HAUMEHOBAHUS C YUETOM
JIEKapCTBEHHOH (DOPMBI OIHOW JO3MPOBKH), MPOBOJAUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBUH C
3aKkoHOAaTenbCTBOM Poccuiickoii @enepanuu 00 akKpeAWTAllUd B HAIMOHAIBHOHW CHCTEME
AKKpeTUTAIlMA HCIBITaTeIbHBIMUA  JTaboparopusmu  (1ieHTpamu). [IpepcraBieHne MPOTOKOIA
WCIIBITaHUM, MPETyCMOTPEHHOIO HACTOSIIEH 4YacThi0, B OTHOIICHHWH JIEKAPCTBEHHBIX IPENapaToB,
yYKa3aHHbIX B 4acTu 4.2 HacTOSIIEeH CTaTbH, AOIMYCKAeTCsl OJMWH Pa3 B TpU ToAa NMPH YCIOBUU HUX
BBOJIa B IpaxkaaHCKuil ob6opoT. Ilpu mpencraBieHUn MPOTOKOJA WCHBITAaHUM, MPETyCMOTPEHHOTO
yactsMu 4 u 4.1 Hacrosied cratbu, B (enepa’bHbIE OpraH HCIOJHUTEIBHON BIIACTH,
OCYILECTBIIAIONIMA (YHKIIMM TIO KOHTPOJIO M Haa30py B cdepe 31paBOOXpaHEHMs], MPOTOKOI
WCIIBITAaHUH, TPETyCMOTPEHHBIH HACTOSIICH 4YacThiO, B YKa3aHHBIA OpraH HE MpeacTaBiseTcs. (B
pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. TlpowusBoauTenu JIEKapCTBEHHBIX CPEICTB WJIM OpPraHU3alldH, OCYLIECTBIISIIOIIAE BBO3 B
Poccuiickyro @enepalnyio BHICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MIPENAPATOB, BMECTO NIPOTOKOJIA
WCTIBITAHUM, MPEIyCMOTPEHHOrO YacThK0 S5 HACTOSIIEH CTaTbW, BIOpaBe MNPEACTaBUTh B
(denepanbHBI OpraH HCIOJHUTEILHONW BJIACTH, OCYUIECTBISIOMUN (YHKIMHM IO KOHTPOJIO U
HaA30py B cepe 3ApaBOOXpaHEHUs, CBEACHHS O J1aTe€ M PEerucTPallMOHHOM HOMEpE 3aKJIFOUEHUS O
COOTBETCTBUHM TMPOM3BOJMUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHMAM MpaBWJ HaJIexXaIien
MIPOM3BOJICTBEHHONW MPAKTUKU WM CepTHUQHKATa COOTBETCTBHSI IPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHMSIM TPaBMWJI HaJUIeXKallell MPOM3BOJICTBEHHON mpakTuku EBpasuiickoro
HSKOHOMHUYECKOTO COI03a, BBIJAHHOIO YIOJIHOMOYEHHBIM OpPraHOM ToCcyAapcTBa - 4JieHa
EBpazuiickoro 3KOHOMHMYECKOT'O COI03a, Il NMPOU3BOACTBEHHON IJIOMIAAKU (IIPOM3BOJICTBEHHBIX
TJIOMIAJIOK), OCYIIECTBIISIIONIEH MPOU3BOACTBO TOTOBOM JIEKAPCTBEHHOW (DOPMBI M BBITYCKAFOIIIHI
KOHTPOJIb KayecTBa JIeKapcTBEHHOro mnpenapara. (B pea. deaepanpnoro 3akoHa ot 30.01.2024 N
1-@3)

6. IlpousBoguTenu JEKapCTBEHHBIX CPEACTB WJIM OpraHU3allM, OCYLIECTBISIONINE BBO3
JEKapCTBEHHBIX IpenapatoB B Poccuiickyro denepannto, He MEHee 4YeM 3a OJUH TOA [0
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IJIAHUPYEMBIX MPUOCTAHOBJICHHUS WJIM NPEKpAIleHMs] MPOU3BOJICTBA JIEKAPCTBEHHBIX IpPENapaToB
wii ux BBo3a B Poccuiickyto @Denepanuio yBeIOMISIOT 00 3TOM B 3JEKTPOHHOH Qopme
denepanbHbIE OpraH HMCIOJIHUTEIbHOM BJIACTH, OCYIIECTBISIONIMN (YHKIUUM TO KOHTPOJIIO U
Ham30py B cdepe 3apaBooxpaHeHHWs U (enepa’dbHBI  OpraH HCHOJHUTEIBHON BIACTH,
OCYUIECTBISIONMUN (PYHKIIMH 0 JTUIEH3UPOBAHUIO MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB. (B pel.
®denepanpaoro 3akona ot 30.01.2024 N 1-D3)

7. BBon B TrpakIaHCKU 00OpOT KaKIOW CEpUHM WIM KXIOW MapTHH UMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOI0 IIpenapara, NnpousBeAcHHOro B Poccuiickoi denepanuu WM BBO3UMOIO B
Poccuiickyro ®@enepaiuio, OCyIECTBISETCS HA OCHOBAHUN pa3pelleHus], BEIIAHHOTO (peaepantbHbIM
OpPraHOM HCIIOJIHUTENILHON BJIACTH, OCYLIECTBISIOIMMM (YHKLUH 110 KOHTPOJIIO U HAJI30py B cdepe
3/IpaBOOXPAaHEHHsI, HA OCHOBAHWHU BBIIAHHOTO (eepaJIbHBIMU TOCYAAPCTBEHHBIMU OIOIKETHBIMH
YUPEXKICHUSAMH, YKa3aHHBIMU B 4acTH 4 HACTOALICH CTaThH, 3aKJIIOUYEHUS O COOTBETCTBUM CEPHH
WIN TIAPTUA UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpenaparta TpeOOBaHUSIM, YCTAHOBICHHBIM
IIPU €r0 rOoCyAapCTBEHHOW perucrpauuu. ITopsnok Bbnauu paspelieHuss Ha BBOJ B I'PaXKIaHCKHM
000pOT cepuu WK MapTUH UMMYHOOMOJIOIHUYECKOI0 JIEKaPCTBEHHOI'O Mpenapara, a TakKe MopsiioK
BbIIaYd YKAa3aHHOIO 3aK/IIOYEHHs W pasMep IUiaTbl 3a €ro BblIady yCTaHaBIMBAKOTCA
IIpaBurenscTBOM Pocculickon @enepanum.

7.1. ®opmMa U NOPSAIOK NPOBEIECHUS UCHBITAHUM, YKa3aHHbIX B yacTsax 4, 4.1, 4.3 u 5 nacrosmen
CTaTbd, B TOM 4YHCJI€ C MCIOJIb30BAHUEM CPEACTB JIMCTAHIIMOHHOTO B3aUMOJICUCTBUS,

ycranaBnuBatotcs [IpaBurensctBom Poccuiickoit Denepanuu. (B pea. denepanbHOro 3akoHa OT
30.01.2024 N 1-D3)

8. 3a HempenCTaBJIeHUE WM HECBOCBPEMEHHOE TIPEJICTABICHUE JOKYMEHTOB U CBEIICHUI,
npeaycMOTpeHHbIX yacTsamu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 HacTOsIIEed CTAaTbH, MPOU3BOJIUTEIU
JIEKAPCTBEHHBIX CPEJICTB M OPraHU3allMM, OCYIIECTBIISIONINE BBO3 JICKAPCTBEHHBIX IMPENapaToB B
Poccuiickyro ®enepanuio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATEIbCTBOM
Poccutiickoit ®enepanuu. (B pea. Penepanproro 3akona ot 30.01.2024 N 1-D3)

9. IlpencraBieHre JOKYMEHTOB M CBEACHMI, MPEAyCMOTPEHHBIX 4dacTAMH 1, 2 u 4 HacTosIen
CTaTbu, W NOJYYCHUC MNPCAYCMOTPCHHOI'O YaCTbIO 7 HaCTOHHIefI CTaTbu pa3pClICHUSA Ha BBOJ
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOT'O Tpernapara B TPakIaHCKHU 00OpOT He TpeOyroTcs B
OTHOIICHWU JICKAPCTBCHHBLIX MPCHapaTtoB, MNPCAHASHAYCHHBIX IJId TPOBCACHUA KIIMHUYCCKUX
MCCJIEI0BAHMI JIEKapCTBEHHBIX MTPENapaToB, MPOBEAEHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB IS
OCYIIIECTBIIEHUS TOCYJapCTBEHHOM pPETUCTpAIlMU JICKAPCTBEHHBIX TpEMapaToB, a TakkKe B
OTHOILIEHUU HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MIPENApaToB, MPEAHA3HAUECHHBIX JIJISl OKA3aHUS
MGHHHHHCKOﬁ InmoMomHr 10 J>KU3HCHHBIM IIOKA3aHUSAM KOHKPETHOTO ITalMCHTA WM TPYIIbI
MaIMEeHTOB, BBO3UMBIX B Poccuiickyro denepannio B cOOTBETCTBUU ¢ yacTsMu 3 u 3.1 cratbu 47
Hacrosimero denepanbHOrO 3akoHa. (B pen. dexepanbHbiX 3akoHOB OT 27.12.2019 N 475-D3, ot
30.01.2024 N 1-D3)

10. Tlpu BBISBIEHWH B TpPaKJAHCKOM OOOpPOTE CEpUU WM TApTUU JIEKAPCTBEHHOTO Iperaparta,
JIOKYMEHTbl M CBEJIEHHs O KOTOpBIX, IpeaycMoTpeHHble dactsamu 1, 2, 4, 4.1, 43, 5 u 5.1
HACTOAIIEH CTaTbM, HE TIPEACTaBICHBl B (QenepalbHbIi OpraH HCIOIHUTEIBHON BJIACTH,
OCYIIECTBIISIOMMA (DYHKIIMHU 110 KOHTPOJIIO U HAA30py B chepe 3apaBooXpaHeHus, TN00 Cepuu Win
NapTUU UMMYHOOHOIIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara, He UMEIOIINX pa3pelieHrs Ha BBOJ B
TPaXIAHCKUI 000pOT, MPEIYCMOTPEHHOTO YacThl0 7 HACTOSIIECH CTaThH, (penepanbHBIA OpraH
UCTIOJIHUTENIBHOW BJIACTH, OCYUIECTBISIIOIMN (YHKIMM IO KOHTPOJIO M Haa3opy B cdepe
3IpaBOOXpAaHEHMs, B MOpsAake, ycraHoBieHHOM I[lIpaButensctBoMm Poccuiickoin ®enepanuu,
NPUHUMAET PEIIEHHE O MPEKPAlIEHUH TPaKJAHCKOTO 000pOTa TaKUX CEPUH WIM TapTUU J0
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NPECTaBICHNS YKa3aHHBIX JOKYMEHTOB U CBEACHUH MO0 TMOITY4YEeHHUs] YKa3aHHOTO pa3penicHus. (B
pen. denepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

Cmamusn 52.2 ne pacnpocmpansemcs Ha cepuu 1eKapCmeeHHbIX NPenapamoe 0Jis
6CMEPUHAPHO20 NPUMEHEHUSA, 66€0CHHbIE 8 2PANCOAHCKUU 000pom na meppumopuu P® oo

01.09.2023 (uacmsb 2 cmamou 2 @edepanvrozo 3axkona om 02.07.2021 N 317-D3).

Cepuu nexapcmeeHHbIX NPenapamos 01l 6emMepuUHapHo20 RPUMEHEHUA, YKA3AHHbLE 6 CHIAMbe
52.2, noonesxcam xpanenuto, nepeso3ke, OMNycKy, peaiuzayuu, nepeoaue, NPUMeHeHU 00
ucmeueHusn cpoka ux zoonocmu (wacmo 3 cmamou 2 Meoepanvnozo 3axkona om 02.07.2021 N
317-@3).

Crarbs 52.2. BBoa B rpaxkaaHcKuii 000poT JIeKaPCTBEHHBIX
MpenaparoB AJIs BeTepUHAPHOI0 NpuMeHeHus (B pea. DeaepaibHOro
3akoHa oT 02.07.2021 N 317-®3)

1. Tlepex BBOIOM B TIpaXTaHCKUH 00OpPOT KaXIOW cepuH NpousBeAeHHOro B Poccuiickoii
Qenepanuil  JEKApCTBEHHOT'O TIperapara sl BETEPHHAPHOTO TNPUMEHEHUs, 33 HCKIIOYCHHEM
UMMYHOOMOJIOTUYECKOT0  JICKApCTBEHHOr0  Mpermapara s BETEPHHApPHOTO  INPUMEHEHUS,
POM3BOIUTENH TAKOTO JICKAPCTBEHHOTO MpernapaTa MPEACTAaBISET B YBEAOMHUTEIHLHOM IOPSIKE B
(enepanpHBIl OpraH HMCHOJHUTENBHOM BJIACTH, OCYIICCTBISIOMMUN (YHKIMM IO KOHTPOIIIO
(Hazm3opy) B cepe oOpallieHus JIEKapCTBEHHBIX CPECTB JJIsl BETEPUHAPHOIO IPUMEHEHUS:

1) AOKYMEHT MpOM3BOAMUTENS JIEKAPCTBEHHBIX CPECTB, MMOATBEPKAAIOIINNA COOTBETCTBUE KaueCTBa
JIEKapCTBEHHOTO Ipernapara [yl BEeTepUHAPHOI'0 IMPUMEHEHUs, BBOAUMOIO B IPAXKAAHCKUN 000pPOT,
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPU €0 FOCYAAPCTBEHHON PETUCTPALIUU;

2) HOATBEP>KICHUE YITOJIHOMOYEHHOTO JIMLA TIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS
JIEKapCTBEHHOI'0 IpernapaTa JJisi BETEPUHAPHOTO MPUMEHEHHUs TPeOOBaHUSAM, YCTaHOBJIEHHBIM IIPH
€ro rocyJapCTBEHHOM pPErucTpaLuu.

2. Tlepen BBOAOM B TIpa)xJaHCKUI 00OpOT KaXa0H cepurM BBO3UMOIO (ME€peMeIaeMoro) B
Poccniickyro ®enepanuro JEKapCTBEHHOIO IIpemapara Juisi BETEPUHAPHOIO IIPUMEHEHUs, 3a
UCKJIIOUEHHEM HMMYHOOHOJOIMYECKOI0 JIEKApCTBEHHOI'O Ipenapata Uil BETEPUHAPHOTO
NPUMEHEHHUs, OpraHu3alus, OCYLIECTBIAIONIAs BBO3 (IE€peMELIeHHE) JIEKapCTBEHHOIO Mpernapara
JUIsl BETEpUHApHOTo npuMmeHeHus B Pocculickyro @enepanuio, NpeAcTaBiIsSeT B YBEIOMHUTEIBHOM
nopsake B (¢enepalbHbI OpraH HCIOJHUTENIBHON BIAcTH, OCYLIECTBISIIOIIMM (QYHKIMH IO
KOHTpOJIO (Haa30py) B cdepe oOpalieHuss JEKapCTBEHHBIX CPEACTB Uil BETEPUHAPHOTO
MMPUMCHCHUA:

1) AOKYMCHT IIPOU3BOAUTECIIA JICKAPCTBCHHBIX CPECACTB, HOI[TBCp)K,[[aIOH_II/Iﬁ COOTBCTCTBHUEC KayCCTBa
JICKApPCTBCHHOT'O IMpfIriapara i1 BETCPUHAPHOTO MPUMEHCHUS, BBOAUMOI'O B rpa>K)1ch1<m71 O60pOT,
TpC6OBaHI/IHM, YCTAHOBJICHHBIM IIpH €TI0 I‘OCyH&pCTBCHHOﬁ perucTpanunu;

2) NOATBEPXKJEHUE JIMIA, YIOJHOMOYEHHOIO AEpXKAaTeleM WIH BIAAEIbLEM PETUCTPALUOHHOTO
YJOCTOBEPEHUSI JIEKAPCTBEHHOI'O Ipemnapara [Uid BETEPUHAPHOIO MPUMEHEHMsS, COOTBETCTBUS
JIEKapCTBEHHOTO TpenapaTa JUlsi BETEPUHAPHOIO MPUMEHEHHs TPeOOBAHUAM, YCTAHOBJIECHHBIM MPH
€ro rocy/1apcTBEHHON PErucTpaLuy.

3. BBoxg B TpaxknmaHckuii 000poT BBO3MMOro (mepememiaemMoro) B Poccuiickyro Denepaiuio
JICKAPCTBCHHOT'O IIpfriaparta AJid BETCPUHAPHOIO MNPUMCHCHHA OCYIICCTBIIACTCA IIPpHW HAJIUWYUHA
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3aKIIIOYEHUS O COOTBETCTBUHU IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHMUSM IMpPaBUII
Ha/IIe)KaIed IPOU3BOJICTBEHHOM MPAKTUKH, BBIIAHHOTO YIIOJTHOMOYEHHBIM (eiepaaIbHbIM OpraHOM
VCIIOJIHUTEIIBHOM BJIAcTH JJIsl NPOU3BOJICTBEHHOW IUIOINAJKU JIEKAPCTBEHHOIO IIpenapara Juis
BETEPUHAPHOTO IPUMEHEHHUSI, BBOJUMOIO B TPAKIAAHCKUN 00OPOT.

4. JIuno, ymOJTHOMOYEHHOE JepiKaTeleM WM BIIAJENbIEM PETUCTPAIIMOHHOTO YJIOCTOBEPEHHS
JICKapCTBEHHOI'0 TMpernapara [Ajs BETEpUHAPHOIO MPUMEHEHHUs, TOJKHO OBITh aTTEeCTOBAHO B
YCTAHOBJICHHOM YTIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM HCIIOJIHUTENIBHON BIACTH TMOPSAKE H
UMETh CTaX paboThl HE MEHEe YeM MATh JIeT B 00JaCTH MPOU3BOJICTBA U (MJIM) KOHTPOJISL KauecTBa
JICKapCTBEHHBIX CPEJACTB MO0 B 00JIACTU MOHHUTOPHUHTA J(PPEKTUBHOCTH U OE30MaCHOCTH
JICKapCTBEHHBIX IPENapaToB AJsi BETEPUHAPHOTO MPUMEHEHUs, MPOBOAMMOTIO JAepikKareieM HIH
BJIAJICJIBLIEM PErHCTPALMOHHOTO YAOCTOBEPEHHUS JIGKAPCTBEHHOTO Iperapara JJisi BETepUHAPHOTO
NPUMEHEHUS JHUOO YIOJIHOMOYEHHBIM HMH IOPUIMYECKUM JIMIIOM, BbICHIEe OOpa3oBaHHe
COOTBETCTBEHHO IO OJHOW W3 CHEUMAIbHOCTEH M (WJIM) OAHOMY W3 HalpaBJIEHUI IOATOTOBKU:
Ouosorusi, OMOTEXHOJOTHS, BETEpUHAPHs, BETEPUHAPHO-CAHUTApPHAS SKCIEPTH3a, KIMHHYECKas
MeIWIHA, paJvalioHHast, XUMHUYECKass U OMoyiorndeckas 3amuTa, papmanus, QpyHIaMeHTaIbHas
MeAMIIMHA, XUMUYECKask TEXHOJIOTHSI, XUMHUSL.

5. Topsanok mpeacTaBieHUs] B COOTBETCTBUU C YacTsAMU | W 2 HACTOSIICH CTaTbU JOKYMEHTOB U
CBEJICHUH O JIEKApPCTBEHHBIX Ipernaparax s BETEPUHAPHOIO IPUMEHEHHs, BBOJIUMBIX B
rpaXkIaHCKui 0060opoT, ycranaBnuBaercs [IpaButenscTBoM Poccuiickoii @enepar.

6. B oTHOIIEHNN TIEPBBIX IBYX CEpHUil IEKaPCTBEHHOTO TpenapaTa Ui BETepUHAPHOTO TPUMEHEHHS,
BIIEpBBIC MTpou3BeeHHOTO B Poccuiickoit denepannu uam BepBble BBO3UMOTO (TIepeMeliaeMoro) B
Poccuiickyro ®enepannio, B QeaepanbHbIii OpraH HCIOJHUTEIBHOM BJIACTH, OCYIICCTBIISIONIINN
GyHKIIMM 10 KOHTpOJdo (Haa3opy) B cdepe oOpaiieHus JEeKapCTBEHHBIX CPEJICTB s
BETEPUHAPHOTO TNPUMEHEHUS, HapsAAy C JIOKYMEHTaMH, MPEIyCMOTPEHHBIMH dYacTsMu 1 u 2
HACTOAIIEH CTaThbU, MPEACTABISAIOTCS TMPOTOKONBI MCIBITAHUA O COOTBETCTBHH JTHUX CEpH
JEKapCTBEHHOTO  Tperapara Uil BETEPHHAPHOTO MPHUMEHEHHsS TI0Ka3aTelsiM  KadecTBa,
MPEeyCMOTPEHHBIM HOPMATHUBHBIM JOKYMEHTOM (Jjajiee - MPOTOKOJ HCIBITaAHHI), MPOBOIUMBIX
AKKpEIUTOBAHHBIMU B COOTBETCTBMM C 3aKOHOJaTenbcTBOM Poccuiickoir @Penepanuu 00
aKKpeTuTallMd B HAI[MOHAJIBHOW CHUCTEME AaKKpPEAWTAIUUd HCIBITaTeIbHBIMU Jab0paToOpUusMu
(ueHTpamu).

7. ExerogHo He mo3zaHee 1 ¢eBpans Npou3BOAUTENN JIEKAPCTBEHHBIX CPEICTB WM OpraHU3alluy,
OCYLIECTBIISIIOIIME BBO3 (ME€pEMEIEHUE) JIEKapCTBEHHBIX MpernapaToB Ui BETEPUHAPHOTO
npuMeHeHus B Poccuiickyto denepariuio, NpeicTaBisioT B (eaepalbHblii OpraH UCIOJIHUTEIBHON
BJIACTH, OCYIECTBIISIFOIIMM (YHKIIMHM IO KOHTPOJIIO (HaA30py) B chepe oOpallleHus JeKapCTBEHHbBIX
CPEICTB JUIsl BETEPUHAPHOTO NIPUMEHEHMSI, IPOTOKOJ UCIIBITAHUN TOCTYNHBILErO B TEYEHUE TOJa B
rpaXXAaHCKUI 000pOT JIEKapCTBEHHOI'O INpemnapara Jyuisi BETEpUHAPHOTO MPUMEHEHUs KOHKPETHOTO
NPOU3BOUTENS (HAa OJHY CEPHIO Ka)XJI0TO TOPrOBOIO HAWMEHOBAHUS C YYETOM JIEKapCTBEHHOU
dbopMbI, a s JIEKApCTBEHHOI'O Iperapara JUis BETEPUHAPHOTO MPUMEHEHHUs, HE SBISIOLIErocs
UMMYHOOHOJIOTHYECKUM, TaK)K€ C YYeTOM JIO3MPOBKH), MPOBOJUMBIX aKKpPEIUTOBAHHBIMU B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit Deneparuu 00 aKKpeIUTalMd B HAIIMOHATBHON
CHCTEME aKKPEIUTALUHU UCIIBITaTeIbHBIMU JIAOOPATOPUAMHU (LIEHTPaMH).

8. BBox B TpaxkgaHCKuii 000pPOT HMMMYHOOHMOJIOTHYECKOIO JIEKApCTBEHHOIO Mpernapara s
BETEPUHAPHOIO IpPUMEHEHHUs, Mpou3BeneHHoro B Poccuiickoil @Pexepannu WIM BBO3MMOIO
(mepememiaemoro) B Poccuiickyto ®enepanuio, OCYIIECTBISIETCS HAa OCHOBAaHMM pa3peleHMs,
BBIIaHHOTO (eJepaabHbIM OPraHOM HCHOJHUTENbHOM BIAcTH, OCYLIECTBISIOMIUM (QYHKIIUU IO
KOHTpOJIO (HaaA30py) B cdepe oOpalieHuss JEKapCTBEHHBIX CPEACTB Uil BETEPUHAPHOTO



NPUMEHEHUS. YKa3aHHOE pa3pellieHue BBIJAeTCS Ha OCHOBAHWM MPOTOKOJA HCIIBITAHHM,
MPOBOJMMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBHH C 3aKOHOAATENBCTBOM Poccuiickont ®denepaunn
00 aKKpeAWTallM{ B HAIIMOHAJIBHOM CHUCTEME aKKpEAUTALUK OPTaHU3alMSIMHU, TOJBEIOMCTBEHHBIMU
deneparbHOMYy OpraHy HCIOJHUTEIBHON BIACTH, OCYIIECTBISIONIEMY (QYHKIHMH TIO BBIPAOOTKE
rOCyJapCTBEHHOW  TOJUTUKA M  HOPMATUBHO-TIPABOBOMY  pPEryJlMpoBaHHIO B  cdepe
arpompoOMBIIINIEHHOTO ~ KOMILJIEKCA, BKJIIOYas oOpalieHue JIeKApCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO  TNPUMEHEHHs, Wi  ¢eAepalbHOMy  OpraHy  HCIOJIHHUTEIbHOW  BIACTH,
OCYILECTBIISIIOLIEMY (YHKIIMM IO KOHTPOMIO (Haa3opy) B cdepe oOpamieHus JeKapCTBEHHBIX
CPEICTB ISl BETEPUHAPHOTO MPUMEHEHHsS, a TAKKe IOKYMEHTOB M CBEJICHHUH, MPEAYCMOTPEHHBIX
yacthlo 1 (s mpemapartoB, mpousBelneHHbIX B Poccuiickoit denepanuu) wiau vacteio 2 (s
IpernapaToB, BBO3UMBIX (IepeMeniaembix) B Poccuiickyro denepainio) HaCTOAIIEH CTaThU.

9. Cpok BblJauu pa3pelieHus], YKa3aHHOIO B 4aCTH 8 HACTOsAIIEN CTaTbU, COCTaBIIAET MATh pabouux
JHEH CO [JHSA IPEACTABICHUsS IPOU3BOJUTEIIEM JIEKAPCTBEHHBIX CPEICTB WM OpraHU3alUeH,
OCYILECTBIISIIOLIEH BBO3 (IepeMeIeHHE) JIEKApCTBEHHOro IIpernapara s BETEPUHAPHOIO
npuMmeHeHus B Poccuiickyto @enepanuio, B (¢enepanbHbli OpraH MCIOJHUTEIbHONW BIACTH,
OCYILECTBIIAIOUIMH (PyHKIIUM 110 KOHTPOIIO (HaA30py) B chepe oOpallieHus JIeKapCTBEHHBIX CPE/ICTB
JUIsl BETEPUHAPHOTO PUMEHEHUS, IOKYMEHTOB, IIPEYCMOTPEHHBIX YaCThIO 8 HACTOSIIEH CTaThH.

10. Pa3zpeuienue, ykazaHHOE B YacTH 8 HACTOSILEW CTAThH, BBIIAECTCA B OTHOLUEHUU KaXKIOH W3
NEPBBIX JBYX CEpUNl MMMYHOOMOJIOTMYECKOTO JIEKApCTBEHHOI'O Ipernapara Juisi BETEPUHAPHOTO
NIpUMEHEHHUs, BHepBble IpousBeneHHOro B Poccuiickoit ®denepanuy WiaM BIEPBbIE BBO3UMOIO
(nepememaemoro) B Poccuiickyto ®epepanmio. Takoe paspernieHHe BBIIAETCS Ha BECh CPOK
oOpailieHuss cepud UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOrO Tpernapara JJjisi BETEPUHAPHOTO
IPUMEHEHHUS, B OTHOLIEHUM KOTOPOH OHO BbIJaHO. B OTHOIIEHMH HOCIENYIOUIMX CEpUM OJHOrO
TOPrOBOIO0 ~ HAaUMEHOBAHHUS  HMMMYHOOHOJIOTMYECKOTO  JICKAPCTBEHHOTO  Mpemapara  Juis
BETEPUHAPHOIO IPUMEHEHHUs, MNpousBeneHHoro B Poccuiickonn ®enepanuu WM BBO3UMOIO
(mepemeriaemoro) B Poccuiickyto deneparuio, Takoe pa3pelieHre BblIaeTcss CPOKOM Ha TPU ToAa.
[Topsimox BbIIauM pa3pelieHHs] Ha BBOJA B TPaXJaHCKUM 00OpPOT HMMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipenapara Juisi BETEPUHAPHOIO NPUMEHEHHs, MOPSIOK BbIIAYM IPOTOKOJIA
UCIBITAaHUM, YKa3aHHBIX B YaCTH 8 HACTOAIIEH CTaThbU, a TAK)KE METOJIMKA ONPEJEIICHUS pa3MepoB
IUIaThl 3@ BbLAAYY YKA3aHHOTO IIPOTOKOJIA MCHBITAaHUM ycTaHaBiuBaercsi IIpaBurenbcTBOM
Poccuiickoit @enepanuu.

11. MmmyHOOMONOrHMYecKrue JIeKapCTBEHHbIE IMpernapaThl Jisi BETEPUHAPHOTO IMPUMEHEHMUS,
BBEJICHHBIE B TPAXKAAHCKUH 00OpPOT B COOTBETCTBMM C YacTblO 8 HACTOSILIEH CTAaThu, MOIJIEXKAT
XPAaHEHUIO, MEPEBO3KE, OTIYCKY, peaju3alliy, Iepenadye, NMPUMEHEHHUIO 10 MCTEYEHHUs CpPOKa HX
TOJHOCTH.

12. 3a HempexacTaBleHHE WM HECBOEBPEMEHHOE IIPEJCTABICHWE JOKYMEHTOB W CBEJCHUH,
IIPEyCMOTPEHHBIX YacTsMu 1 - 3, 6 u 7 HacTosAled cTaTbu, NMPOU3BOAUTENM JIEKAPCTBEHHBIX
CPEICTB M OpraHU3aluy, OCYLIECTBIISAIONINE BBO3 (TIepeMeIlleHNe) JeKapCTBEHHBIX MIPenapaToB Jis
BETEPUHAPHOTrO NMpUMEHEHUs B Poccuiickyro ®enepanuio, HECYyT OTBETCTBEHHOCTh B COOTBETCTBUU
¢ 3aKkoHOJaTenbCcTBOM Poccuiickoit denepannm.

13. IlpencraBieHne JOKYMEHTOB U CBEJIECHUMN, IPEyCMOTPEHHBIX YacTsAMHU | - 3, 6 u 7 Hacrosuien
CTaThbu, M TOJIy4E€HHE pa3pellieHus, YKa3aHHOTO B YacTH & HacTosIeill cTaThbd, HE TpeOyIOTCS B
OTHOILIEHWH JIEKAPCTBEHHBIX MPENApaToB JUIsl BETEPUHAPHOIO NIPUMEHEHUS, IPEIHA3HAYCHHBIX JUIS
BbIBO3a U3 Pocculickoit denepanuu, NpoBEeIeHUs JOKIMHUYECKUX UCCIEAOBAHUHN JIEKAPCTBEHHBIX
CPENCTB, KIMHHUYECKMX HCCIECJOBAaHUN JIEKAPCTBEHHBIX IpENapaToB Uil BETEPUHAPHOIO
NPUMEHEHHUS M BBO3a JJs LEeJleH, yKa3aHHbIX B INyHKTe 5 4yactu | crarem 50 Hacrosiero



@denepanbHOTO 3aKOHA, a Tak)Ke O0Opa3IoB JIGKAPCTBEHHBIX IPENapaToB Ui BETCPUHAPHOTO
MNPUMCHCHUA, NPCAHASHAYCHHBIX JIS IMPOBCACHUA SKCICPTU3LI JICKAPCTBCHHBIX CPCACTB B LCIIAX
OCYIIECTBIICHHS TOCYJJAPCTBEHHON PETUCTpAIMU JICKAPCTBEHHBIX MPENapaToB JjIsl BETCPUHAPHOTO
MMPUMCHCHUSA WJIM BHCCCHUA W3MEHCHUI B PEruCTpaiioOHHOC JOChHC Ha HeKapCTBeHHBIﬁ nmpemnapar
JUTSL BETCPUHAPHOTO IPUMEHCHUSI.

Crarps 53. IIpogaka, nepegaya JJeKapCTBEHHBIX CPEICTB
OpPraHu3alMsMM ONITOBOM TOPIrOBJIM JIEKAPCTBEHHBIMH CPeICTBAMHU

1. Opranuzanuy ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMH CPEICTBAMU MOTYT OCYIIECTBIIATH MPOJAXKY
JIEKApCTBEHHBIX CPEJCTB WM IEPENaBaTh UX B YCTAHOBJIECHHOM 3aKOHOJATENbCTBOM Poccuilckon
Qenepan  nopsake (3a UCKIOYEHHEM (apMaleBTUYECKOM CyOCTaHIIMU CIHUpPTa ATHIOBOTO
(oraHona) ¢ yuetoM TpeOoBaHMI yacTh 3 Hacrosimed cratbu: (B pen. DemepaibHBIX 3aKOHOB OT
29.07.2017 N 278-®3, ot 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) apyrumM opraHu3anusiM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU;
2) NPOU3BOIUTENSAM JICKAPCTBEHHBIX CPEACTB JJIA LIeJIeH MTPOU3BOCTBA JICKAPCTBEHHBIX CPE/ICTB;
3) anTeYHBIM OpPraHU3aUSIM U BETEPUHAPHBIM allTEUHBIM OpraHU3AIHIM;

4) HaydHBIM OpraHU3alMsAM JUIS Hay4dHO-HUCCIIENOBATEIbCKOM paboTel; (B ped. dDeaepaabHOro
3akoHa oT 30.01.2024 N 1-®3)

5) HHAUBUAYAJIBHBIM  [IPCANIPUHUMATCIIAIM, HWMCIHOIIWM  JIMICH3WIO Ha (I)apMaHeBTI/I‘{CCKYIO
ACATCIIBHOCTD WJIM JIMICH3WIO HA MCAULIUHCKYIO JCATCIBbHOCTD,

6) MEIMIIMHCKIM OPTraHU3alysM, B TOM YHCJIE CO3JJaHHBIM M 3apErHUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEeJIbCTBOM HMHOCTPAHHOIO TrocyaapctBa - wieHa OpraHuzanuy 3KOHOMHUYECKOTO
COTPYAHMYECTBA H  PAa3BUTHUA HMHOCTPAHHBIM  IOPHIMYECKHM JIMI[AM, HHIUBUAYAIbHBIM
OpEANpPUHUMATENSAM, SBISIIOIMMCS Y4YacCTHHUKaMHM TPOEKTa B COOTBeTCTBUU c DexepalbHbIM
3akoHOM OT 29 wmioHsa 2015 roma N 160-®3 "O MexayHapOJHOM MEIUIMHCKOM KIacTepe M
BHECEHHU U3MEHEHMH B OTJeNbHbIE 3aKoHoJaTenbHble akThl Poccuiickoit ®denepauuun", u
BETEpUHAPHBIM opranuzanusaM; (B pen. degepanbHbix 3akoHOB oT 26.07.2019 N 240-®3, ot
04.08.2023 N 428-D3)

7) opramu3anvsiM W HWHAUBUAYAJIbHBIM MPCANIPUHUMATCIIAM, OCYHICCTBIAIONIUM PA3BCACHUC,
BHIpAlIIBAaHUE U COJIEpP’KaHHE JKUBOTHBIX (32 HCKIIOYEHHEM MPOJaXH UM (papMaleBTUYECKUX
cyOcTaniuit uian ux nepeaaun). (B pea. @enepansroro 3akona ot 02.08.2019 N 297-P3)

2. OpraHu3aiyy ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMH CpEACTBAMM HE BIPAaBE OCYILIECTBIIATH
npofaxy (mepegady B YCTaHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit denepanuu MOpsaKe)
dbapmareBTUUeCKO CyOCTaHIIMU CIHUpPTa ITUIOBOTO (dTaHona). (B pen. demepaabHOTO 3aKOHA OT
27.12.2019 N 481-D3)

Honoswcenus wacmu 3 cmamou 53 na meppumopusnx /loneuyxoit Hapoonou Pecnyonuku,
JIyzanckoit Hapoonoii Pecnyonuku, 3anoposcckoii oonacmu, Xepcouckoi odoracmu
npumensaromcs ¢ 01.09.2024 (wacmo 3 cmamou 3 Dedepanvrozo 3akona om 04.08.2023 N
428-D3).

3. Opranu3anuu ONTOBOM TOPTOBIM JEKAPCTBEHHBIMU CPEACTBAMHU MOTYT OCYLIECTBISATH MPOJAKY
(mepemady B YCTAHOBJIEHHOM  3aKOHOJATENhCTBOM  Poccmiickoit  Denepamui  MOPSIIKE)
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JICKApCTBECHHOT'O Imperapara JUI MCECIHUIIMHCKOI'O IMIPUMEHCHUA C MCXKAYHapPOOAHBIM

HEMaTeHTOBaHHBIM HauMmeHoBaHueM "JDtaHon": (B pen. dexnepanpHoro 3akona ot 04.08.2023 N
428-D3)

1) ropuaudecKuM JMIlaM, UMEIOIIUM JIMIICH3WI0 Ha (apMaleBTUUECKYI0 NEATEeIbHOCTh B cdepe
oOpaleHusi JIKapCTBEHHBIX CPEICTB IJIsi MEAUIMHCKOro mnpumeHeHus; (B pexn. denepanbHoro
3akoHa oT 04.08.2023 N 428-D3)

2) WHOUBUIYaNbHBIM MPEANPUHUMATEISAM, HWMEIONUM JIMICH3UI0 Ha (apMareBTHUECKYIO
NeSITeIbHOCTh B cpepe oOpalieHus JIEKapCTBEHHBIX CPEICTB JJISi MEAMIIMHCKOTO MPUMEHEHHUS, (B
pen. @enepansHoro 3akoHa oT 04.08.2023 N 428-D3)

3) MHIMBUIYATBHBIM MPEAIPUHUMATENSIM, UMEIOIIUM JTUIEH3UI0 HA MEIUIIMHCKYIO JIESITEeIbHOCTB;
(B pen. denepanbuoro 3akoHa ot 04.08.2023 N 428-D3)

4) OpPUAMYECKUM JIMIIAM, WMEIOIIMM JIMIEH3UI0 Ha MEIUIMHCKYIO [eATEeIbHOCTh; (B pell.
denepanpHOro 3axona ot 04.08.2023 N 428-D3)

5) MHOCTpAHHBIM OPHIUYCCKUM JIUIAM ¥ HHIUBUIYAJIbHBIM HPEANPUHUMATEISM, CO3IAHHBIM H
3apErUCTPUPOBAHHBIM B COOTBETCTBUU C 3aKOHOJATEIHCTBOM MHOCTPAHHOTO TOCYJapCcTBa - WiCHA
Opranuzanuy 3KOHOMHUYECKOTO COTPYIHUYECTBA U PAa3BUTHS, SBISIOIIUMCS YYaCTHUKAMH MIPOEKTa
B cooTBeTCTBUU ¢ DenepanbHbiM 3akoHOM OT 29 mions 2015 roma N 160-®3 "O mexayHapoaHOM
MEIUIIUHCKOM KJIACTePE M BHECEHUH M3MEHEHUI B OTACIbHBIC 3aKOHOIaTeIbHbBIC aKThl Poccuiickoi
Oeneparun"; (B pen. Deaepanbhoro 3akona ot 04.08.2023 N 428-D3)

6) HCHOBITATENBbHBIM JIA0OpaTOpPUsM (LIEHTPaM), MPOBOISIIMM HCHBITAaHUS B OOJACTH KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEICTB, AKKPEAUTOBAHHBIM B COOTBETCTBUU C 3aKOHOIATEIHCTBOM

Poccuiickoit ®@enepanuu 00 aKKpeAWTAIMM B HAMOHAJIBHOW CHCTEME aKKpeaurTanuu. (B pej.
denepanbpHoro 3akona ot 04.08.2023 N 428-D3)

Crartbs 54. IIpaBuiia onToBO# TOPrOBJIM JIEKAPCTBEHHBIMH
cpeacTBamMu

1. OnroBas TOpProBis JIEKAPCTBEHHBIMU CPEACTBAMU  OCYILECTBISETCS IPOU3BOJUTENSIMU
JIEKaPCTBEHHBIX CPEJICTB M OPraHM3ALMSIMM ONTOBON TOPrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMM II0
IpaBWjiaM  HaJyulekKalled  AUCTPUOBIOTOPCKOM — MPaKTUKH,  YTBEpKJIEHHbIM  EBpasuiickoii
HDKOHOMHYECKOM KOMHCCHEH, W TpPaBWJIAM XpaHEHHs JIEKapCTBEHHBIX CPEICTB, YTBEPKICHHBIM
YIOJHOMOYEHHBIM (eiepalibHbIM OpraHOM HMCIOJHUTENBbHOM BiacTu. (B pen. denepanbHOro 3akoHa
ot 30.01.2024 N 1-®3)

2. OpraHuzanusi ONTOBOM TOProBIM JIEKAPCTBEHHBIMU CpEJICTBaMU 00si3aHa COOMIOAATH
npeenbHble CPOKH OTTPY3KH 3aTpeOOBAaHHBIX AlITEUHOW OpraHu3alueil JeKapCTBEHHbBIX penapaToB
JJI1 MCIUITUHCKOI'0 NIPUMEHCHUS U HE BIIPpAaBE€ OTKA3bIBATb anTeYHON opraHuisanuvu, C KOTOpOﬁ Y HEC
3aKJII0YEH COOTBETCTBYIOLIMM JOTOBOP O IIOCTaBKax JIEKAPCTBEHHBIX IpENapaToB  JUIs
MCIUIHUHCKOI0 TIPUMCHCHHA, B IIOCTABKEC JICKAPCTBCHHLBIX IMIPEraparoB I MCIUIHHCKOI'O
OPUMEHEHHUS TpU HAJMYUM 3aTpeOOBAHHBIX JICKAPCTBEHHBIX MPENapaToB Ui METUIIMHCKOTO
MPUMCHCHUA Y OpraHu3anuu ONTOBOM TOProOBJIK JICKAPCTBCHHBIMU CPCICTBAMMU. HpenenLHHe CpOKH
OTIpy3KH  3aTpeOOBAHHBIX  ANTEYHOM  OpraHu3alel  JIeKapCTBEHHBIX  IpernapaTroB  JUis
MCIUIUHCKOr0 MPpUMEHCHUSA B 3aBUCUMOCTH OT PaCIIOJIOXKCHHUA MECTa OTIrPy3KHU JICKAPCTBCHHBIX
IpenapaToB JUIsi MEIUIIMHCKOTO TPUMEHEHHUsI YCTAaHABJIMBAIOTCS YIIOJIHOMOUYEHHBIM (eiepaTbHbIM
OpraHoOM HCIOJHHUTEIBHOM BiacTu. (B pea. PenepanpHoro 3akona ot 26.03.2022 N 64-D3)
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Crarba 55. [lopsiiok pO3HMYHON TOProBJIM JIEKAPCTBEHHbIMHU
npenaparamu

1. Po3HWYHAss TOProBIsl JIGKAPCTBEHHBIMH IIpermapaTaMd B KOJUYECTBAX, HEOOXOIUMBIX s
BBITMIOJTHEHUS BpadeOHbIX ((esbaIIepCKUX) Ha3HAUCHUN WM Ha3HAYCHUN CHEIHaMCTOB B 00JaCTH
BETEPUHAPUHU, OCYIIECTBIIACTCS alTEYHBIMU OPTraHU3alUsAMH, BETEPUHAPHBIMH ANTEYHBIMU
OpraHM3alUsIMH, HMHIWBUIYATbHBIMU  TNPEANPUHUMATENSAMH, HUMEIOIMIMMH  JIMIEH3UI0  Ha
(dapManeBTUYECKYIO AESITeIbHOCTh, MEAUIIMHCKUME OPTraHU3alUsIMU, UMEIONUMU JIUICH3UI0 HA
(bapMaleBTUYECKYIO J1eATEIbHOCTh, U UX 000COOJIEHHBIMH MOIPa3eNICHUsIMHU, PACTIOI0KEHHBIMU B
CeIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIE OpraHu3alud, |
BETEPUHAPHBIMUA OPTraHU3aALUSIMH, UMEIOIIMMHU JUIECH3UI0 Ha (apMaleBTUYECKYIO JESTENbHOCTD.
Pa3pemniena po3Hu4Hasi TOProBiisi TOJBKO JIEKAPCTBEHHBIMU IpenapaTamMmu, 3aperuCTpUPOBaHHBIMU B
Poccuiickoii ®enepaunu 1100 B COOTBETCTBHM C aKTaMH, COCTaBIAOIIMMU mpaBo Coroza, WiH
W3TOTOBJICHHBIMU aNTEYHBIMU OpPTaHU3aLMIMH, BETEPUHAPHBIMH aNTEYHBIMU OpPTaHU3ALMIMH,
WHAVBUAYAIbHBIMU  MPEANPUHUMATENAMUA, HMEIOIMIMMH JIMIEH3UI0 Ha  (apMaleBTHUYECKYIO
JeATEeTbHOCTh. PO3HUYHAS TOPTOBJIS JIEKAPCTBEHHBIMU MIpenapaTaMyu OCYIIECTBIISETCS M0 IIpaBuiIamM
Ha/JIeXKAIIEH aNTeYHOW NPAKTUKH, YTBEPXKICHHBIM YIIOJTHOMOUYCHHBIM (DeepaTbHbIM OpPraHOM
WCITOJTHUTENIbHON BiacT. (B pen. DenepanbHbix 3aKkoHOB oT 25.11.2013 N 317-P3, ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015), ot 30.01.2024 N 1-®3, ot 08.08.2024 N 323-D3)

1.1. Po3HuuHas TOProwis JIEKAPCTBEHHBIMM IpenapaTaMH Jjsi MEIMLMHCKOIO MpUMEHEHHs (3a
UCKJIIIOYEHUEM JIEKAPCTBEHHBIX IIPENapaTroB, OTIYCKAEMBIX II0 PEUENTy Ha JIEKapCTBEHHBIN
mpenapar, HapKOTMYECKUX JIEKAPCTBEHHBIX IIPENapaToB M IICUXOTPONHBIX JIEKAPCTBEHHBIX
IpenapaToB, a TaKKe CIMPTOCOJACPXKAIUX JIEKAapCTBEHHBIX IIpEenapaToB ¢ OOBEMHOM [ojeit
ATUJIOBOTO CHUPTA CBBIIE 25 MPOIEHTOB) MOXET OCYIIECTBIATHCS ANTEYHBIMU OpPraHU3ALMSIMU
JUCTAHIIMOHHBIM ~ CcIIOCOOOM. PO3HMYHYIO TOProOBIIIO JIEKAPCTBEHHBIMU IpenapaTaMu  JUls
MEAMIMHCKOTO TMPUMEHEHUsI JUCTAHIMOHHBIM CIOCOOOM MOTYT OCYIIECTBISTH AalTE€YHbIE
OpraHu3aly, UMEIOIIUe JHMIEH3UI0 Ha (apMaleBTHUECKYIO AEATENbHOCTh M COOTBETCTBYIOIEE
paspenieHue (enepaqbHOr0 OpraHa HMCIOJIHUTEIbHOW BIIACTH, OCYIIECTBISIOLIETO (DYHKIHU IO
KOHTPOJIO M Haa3opy B cdepe 3apaBooxpaHeHus. [lopspok Bbelgaum  paspelieHus Ha
OCYIIECTBJIEHUE PO3ZHUYHOMN TOPTOBIIM JIEKAPCTBEHHBIMU IpenapaTaMi JUCTAHLIIMOHHBIM CIIOCOOOM,
TpeOOBaHUS K aNTeYHbIM OpPraHU3alMsAM, KOTOpbIE MOTYT OCYLIECTBISATh TaKyl TOPIOBIIO, U
MOPSIIOK €€ OCYLIECTBJICHUS, a TAK)KE MPaBHIIa JOCTABKH JICKAPCTBEHHBIX IMPENapaToB rpa)kIaHam
ycranaBnuBatorcsi IlpaButensctBoMm Poccuiickoit ®enepaumu. HMHpopmanus o0 omiaueHHBIX
(OTHyILIEHHBIX) W MOJIYYEHHBIX JIEKAPCTBEHHBIX Ipernaparax BHOCHUTCS B CHUCTEMY MOHHUTOPHHIA
JIBWJKECHHs  JICKAPCTBEHHBIX IIpENapaToB I  MEAMIMHCKOIO INPUMEHEHHS B  IIOPSIKE,
MPeayCMOTPEHHOM HacThio 7 ctathu 67 Hactosmiero denepanpHoro 3akoHa. (B pea. denepanbHoro
3akoHa ot 03.04.2020 N 105-D3)

2. Bunel anTeyHbIX OpraHM3alii W NpaBUja OTIYycKa JIEKapCTBEHHBIX IMPernapaToB JUis
MEAMIMHCKOTO IIPUMEHEHHUS anTEeYHBIMU OpraHM3alMsIMHU, WHIUBUAYaIbHBIMU
NpeIpPUHUMATENSIMU, MMEIOIMMHU JIMIEH3UI0 Ha (QapMaleBTUYECKYIO JEATEIbHOCTh, a TaKXke
IIpaBWJia OTIYCKa JIEKAPCTBEHHBIX IMPENAapaToB AJI1 MEIUILMHCKOTO NPUMEHEHMS] MEIULHUHCKUMHU
OpraHM3alUsIMH, HMEIOIIUMHU JIMIEH3UI0 Ha  (QapMaleBTUYECKYIO JIeATENbHOCTh, U HX
000COOJIEHHBIMU TIOJPA3CIICHUSIMH, PACHOJIOKEHHBIMA B CEIbCKMX HACEJICHHBIX IYHKTaxX, B
KOTOPBIX OTCYTCTBYIOT allT€YHbIE OpraHU3alluH, YTBEPKAAIOTCS YIOIHOMOYEHHBIM (heaepaabHbIM
OpraHOM HCIOJHUTENbHOW BiacTH. (B pel. denepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot
08.08.2024 N 323-®3)
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3. [IpaBuna oTmycka HAPKOTUYECKUX CPEACTB M ICUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KaueCTBE JIEKAPCTBEHHBIX IMPENapaToB, JEKAPCTBEHHBIX MPENapaToB, COACPKAIIUX HAPKOTHUUECKUE
CPEICTBA U INCUXOTPOITHBIE BEIIECTBA, YTBEPKAAIOTCS YHMOJIHOMOYEHHBIM (eiepalibHbIM OpPraHOM
WCTIOJTHUTEIILHON BJACTU IO COTJIACOBaHUIO C (peIepalIbHBIM OPTaHOM HCIIOJIHUTEIBHOW BIACTH,

YIIOJIJHOMOYECHHBIM B cdepe BHYTpeHHUX ael. (B pen. DexepanpHoro 3akona ot 03.07.2016 N
305-D3)

4. JlekapcTBeHHbIE IpemapaTbl JUIsl BETEPUHAPHOIO IMPUMEHEHMS IOJJIEXKAT  OTIIYCKY
BETCPUHAPHBIMU anTeYHBIMH OpraHu3aIUsIMH, BETCPUHAPHBIMU OpraHu3aIUsIMH,
HHIUBUAYAJIbHBIMAU  MPCANTPHUHUMATCIISAMU, UMCHOIIIMMHU  JIMIICH3UKO Ha Q)apMaI_IeBTI/I‘-IeCKYIO
nesTeabHOCTh.  OTIYCK  JIGKAPCTBEHHBIX — TpenapaToB Ui  BETEPUHAPHOTO  MPUMEHCHHS
OCYIIECTBIISICTCS B COOTBETCTBUU C MPaBUIAMH HAJICKAIICH anTeYyHOW MPAKTUKU JICKAPCTBEHHBIX
npenapaToB JUIsi BETEPHHAPHOTO PUMEHEHUS, YTBEPXKJACHHBIMU YIIOJIHOMOYEHHBIM (heaepaibHbIM
OpraHoOM HCIOJHHUTENBbHOM BiacTu. (B pen. PenepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. IlepeueHb MEAMUIMHCKHX OpraHM3alMii, HMCEIOUIMX JMICH3MI0 Ha (apMaleBTHYECKYIO
JeSITeIbHOCTh, M UX O0OCOOJICHHBIX IMOJPA3/ICICHUN, PACIIONIOKEHHBIX B CEIbCKUX HACEICHHBIX
IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTE€YHbIC OPraHU3aIlMM, a TAKKE MEPEUCHb JICKApPCTBEHHBIX
npemnaparos, IMpoaaXa KOTOPBIX MOXCET OCYWCCTBIIATHCA YKa3aHHBIMW OpraHu3aluiaMi MU HUX
000COOJICHHBIMU TOJPA3ACICHUSIMH, yCTAaHABIMBAIOTCS HMCIOJIHUTEIBHBIMH OpraHaMH CyOBEKTOB
Poccuiickoit ®enepanuu. (B pea. @enepanbHbix 3akoHOB 0T 25.11.2013 N 317-@3, ot 03.04.2020 N
105-®3, ot 08.08.2024 N 232-D3, ot 08.08.2024 N 323-D3)

6. AnredHble OpraHW3alU¥, HWHAMBHUAYAJIbHBIC NPEANPUHUMATEIH, WMCIOUIME JHIEH3UIO Ha
(bapMareBTUYECKYIO0 JIeSTeNbHOCTh, 00sM3aHbl 00ecneunBaTh YTBEPKIACHHBIM [IpaBUTENHCTBOM
Poccuiickoit ®enepaunu U (GOpMUPYEMBIi B YCTAaHOBJIEHHOM MM IOPSAKE MHHUMAIbHBIA
ACCOPTUMEHT JICKQPCTBEHHBIX MPETapaToB, HEOOXOJUMBIX IS OKa3aHUS MEIUIIMHCKON TTOMOITH. (B
pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuyHble OpraHU3AIMU, WHIAUBUAyaJIbHbIC MPEANPUHUMATEIN, WMEIOINE JHIEH3UI0 Ha
dbapMaleBTUYECKYIO JeSATeNbHOCTh, HAapSAy C JIEKapCTBEHHBIMH TMIpernapaTaMH HMEIT TpaBo
npuoOpeTaTh W TPOJaBaTh, B TOM YHCIE IUCTAHIIMOHHBIM CIIOCOOOM, MEIMIIMHCKUE H3JENHs,
NEe3UH(DUIIMPYIOIINE CPEACTBA, MPEAMETHI U CPEJCTBA JTUYHON TUTHEHBI, IOCYAY ISl MEAUITMHCKUX
1esel, mpeaMeTsl U CPeNICTBa, MpeAHa3HAYEHHBIE IS yX0Jia 32 OOJbHBIMU, HOBOPOXKJICHHBIMU
J€TbMH, HE JOCTUTIIMMHM BO3pacTa TpeX JIeT, OYKOBYIO ONTHKY M CpEACTBAa yXOJa 3a HeH,
MUHEpaIbHBIE BOJBI, TMPOAYKTHI JEYEOHOTO, JETCKOTO U JAUETHYECKOTO MUTAHUs, OMOJIOTHYECKH
aKTUBHBIE  J00aBKkH, TmaphOMepHble U  KOCMETHYECKHE  CpPEICTBA, MEAMIMHCKHE H
CaHUTAPHO-TIPOCBETUTEIHHBIC TIEYaTHBIC M3JaHUs, NMPETHA3HAUYCHHBIE VISl MPOMaraHbl 3JI0pPOBOTO
oOpa3a xku3Hu. (B pen. PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-@3, ot 25.11.2013 N 317-®3,
ot 03.04.2020 N 105-®3)

8. [esarenpHOCTh anrTeuHbIX opranusauuid Boopyxennsix Cun Poccuiickont ®denepanuu, Apyrux
BOMCK, BOMHCKMX (OPMHUPOBAaHMI M OPraHoB, B KOTOPBIX 3aKOHOJATEIbCTBOM Poccuiickoii
®enepalyiil MpeaycCMOTPEHO MPOXOKACHUE BOCHHON CITy>KObl UM (erepaibHOM rocyaapCcTBEHHOM
CIIy>KOBI, CBA3aHHOM C IPaBOOXPAHUTENBLHON JIEATENBHOCTHIO, PETIAMEHTHPYETCS HACTOSIINM
@denepallbHBIM 3aKOHOM M YTBEPXKJIEHHBIMU COOTBETCTBYIOIIMMH (eiepaIbHBIMU  OpraHaMu
UCTIOJIHUTENIBHOW BJAcTU MOJOXeHUsAMHU. KoHTponb 3a coOumo/ieHHeM yKa3aHHBIMH arTe€4YHbIMU
OpraHM3alMs MU IIOJIOKEHWH  HactoAmero  denepalbHOrO  3aKOHA  OCYIIECTBIISIETCS
COOTBETCTBYIOIIUMH (pe/iepaibHbIMU OpraHaMU HCIIOJHUTEIbHON BiacTH. (B pen. PenepanabHOro
3akoHa ot 13.07.2015 N 262-903)
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9. Hacte yrpatuia cuiy. (B pea. ®enepanproro 3akona ot 03.04.2020 N 105-D3)

Honoswcenua cmamou 55.1 npumensarwmes 0o 01.03.2026 (nynkm 2 cmamou 2 @edepaivhozo
3axkona om 20.10.2022 N 405-@3).

Crartba 55.1. Ilopsaaok ocymecTB/IeHHsSI PO3HUYHOI TOPTrOBJIH
JIEKAPCTBEHHBIMM NpenaparamMmu AJs MeAMIUHCKOI0 IPUMEeHEeHM ],
OTIIYCKAEeMBbIMHM 0 PelenTy Ha JIeKAPCTBEHHbIN Mpenapar,

AUCTAHIUOHHBIM C1IIOCO00M (B pea. DeaepajbHOIO 3aKOHA OT_
20.10.2022 N 405-d3)

1. B mepuon ¢ 1 mapra 2023 roga o 1 mapra 2026 rona B ropoje (enepansHoro 3HaueHuss Mockse,
B benropoackoit 1 MockoBckoll obnacTsx (ajiee B HACTOSILEH cTaThe - cyOBeKkThl Poccuiickoit
@enepanuu) NpeIyCMAaTPUBACTCA IPOBEACHHUE HKCIIEPUMEHTA IO OCYIIECTBICHUIO PO3HUYHOM
TOPrOBIIM JIEKAPCTBEHHBIMU TIperapaTtaMy ISl MEAUIMHCKOTO NPUMEHEHHS, OTITyCKaeMBIMHU IO
pelenTy Ha JIeKapCTBEHHBIHN Mpernapar, AUCTAaHIIMOHHBIM CITIOCOO0M (1ajiee - SKCIIEPHUMEHT).

2. B pamkax sSKcrepuMeHTa €ro y4aCTHUKH BIIPaBE JIMCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBISTH
PO3HUYHYIO TOPrOBJIIO JIEKAPCTBEHHBIMM IpenaparaMyd JUisi MEAUIMHCKOTO MPHUMEHEHUS,
OTIyCKaeMbIMH IO PELENTy Ha JEKapCTBEHHBbIM mpemnapar (B TOM 4Yucie CPOPMUPOBAHHOMY B
dopMe PIEKTPOHHOTO JOKYMEHTA B JIMYHOM KaOWHETe TpakKJaHWHA HA €AMHOM TOpTaie U (WIH) Ha
PETHOHANIBHBIX MOpTajaX TOCYJapCTBEHHBIX M MYHULUNANBHBIX YCIYr) M BKIIOYEHHBIMU B
nepevyeHb JICKApCTBEHHBIX IMpernaparoB M (apMaKOTEpPaeBTUYECKUX TPYI JIEKapCTBEHHBIX
[penaparoB, pa3pelieHHbIX K pealu3alud B paMKax JKCIEPUMEHTA, YTBEPKICHHBII
YIOJTHOMOYEHHBIM  (pe/iepalbHBIM ~ OpPraHOM — HCIOJHHUTEIBHOM BIACTH (32 HCKIIOYEHUEM
JIEKapCTBEHHBIX IPENapaToB, COAEPIKAIIUX HAPKOTUYECKUE CPENICTBA, IICUXOTPOIIHBIE BEIIECTBA U
UX TMPEKypcopbl, JEKAPCTBEHHBIX IPENapaToB, COJEPXKALIUX CUJIbHOJACHCTBYIOIIME BEIIECTBA,
panuodapmManeBTHUECKUX JIEKAPCTBEHHBIX IMpenapaToB, MMMYHOOMOJOTHYECKUX JIEKaPCTBEHHBIX
IIPEnapaToB, a TaK)Ke JIEKAPCTBEHHBIX IPENapaToB, sl KOTOPHIX B COOTBETCTBUU C MHCTPYKLMEH
10 IPUMEHEHHUIO JIEKaPCTBEHHOT'O Mpenapara yCTaHOBJIEH TEMIIEPATYPHBIN PEXUM XPAaHEHUsS HUXKE
15 rpanycoB Llenbcus, cnuprocoiep X aliux JEKapCTBEHHBIX IpenapaToB ¢ OOBEMHOW osei
ATWJIOBOTO CIHMpTa CBBILE 25 NPOLUEHTOB M JIEKAPCTBEHHBIX IPENApaToB, H3TOTOBJIECHHBIX
anTeuyHbIMM  opraHuzauusMu). Kpurepuu  BKIIOYEHHS  JIEKApCTBEHHBIX  IpernapaToB U
(dapMakoTepaneBTUYeCKUX TpPYyNN  JEKapCTBEHHBIX IpenapaToB B  yKa3aHHBIH IepeueHb
ycranaBnuBaroTcs [IpaBurensctBoM Poccuiickoit ®enepannu. 1lonoxkeHnss HacTOSALIEH CTaThbu HE
pacIpoCTPaHSIOTCS Ha JIEKapCTBEHHBIE MpPENaparhl, OTIyCKaeMble OECIUIATHO MM CO CKHMIKOM
rpakaaHaM, UMEIOLIUM IpaBO Ha oOecreueHue JIEKapCTBEHHBIMH IpenaparaMu 3a CYET CpECTB
OIOMKETHBIX aCCHUTHOBaHUU (enepanpbHOro Orokera M OIOKETOB CyOBeKTOB Poccuiickoii
Denepanuu. (B pen. Penepanproro 3akona oT 30.01.2024 N 1-D3)

3.  YdyacTHUKaMH  OKCIIEPUMEHTAa  SBISAIOTCS  YIOJHOMOYEHHBIH  (efAepalbHBIl  Oprax
WCITOJTHUTEIIbHOW BJIACTH, YIIOJTHOMOYEHHBIC HWCIIOJHUTEIbHBIE OpraHbl CyOBeKTOB Poccuiickoit
Qenepauny, MEAUUMHCKME OPraHU3allMd W anTeyHble OpraHU3alHdHd, COOTBETCTBYIOIIME
TpeOOBaHUSIM, YCTAaHOBJIICHHBIM B COOTBETCTBHM C 4YacThio 4 HacTosmed crtaTbu. (B pe.
®denepanpHoro 3akona ot 08.08.2024 N 232-03)

4. TTonoxeHue o nopAAKE MNPOBCACHUSA SKCIICPUMCHTA, B TOM YHCJIC Tpe60BaHI/I$I K MCIHUIIMHCKHM
opraHu3anysaM U allTCYHBIM OpraHu3alusaM, ABJIAIOINMMCA YYaCTHUKaMU OKCIICPUMEHTA, IMOPAIOK
OCYHICCTBJICHU A pOBHI/ILIHOI\/'I TOProBJIKM JICKAPCTBCHHBIMU IIp€riaparaMu IJid  MCIUIUHCKOI'O
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MPUMEHEHHUS, OTIYCKAaeMBbIMH II0 PEIENTy Ha JEKapCTBEHHBINM MpernapaT, JUCTAaHIIMOHHBIM
crocoboM, TpeOOBaHMS K JOCTaBKE TAaKUX JIEKAPCTBEHHBIX INIPENapaTroB TpakIaHaM, IpaBUIIa
BBIJIAYM PA3PEIICHHs Ha OCYIIECTBICHHE POSHUYHOM TOPTOBIIM JICKAPCTBEHHBIMH TIperapaTamMmu st
MEIUIIMHCKOTO TMPUMEHEHHs, OTIYCKaeMbIMU II0 pELENTy Ha JIEKapCTBEHHBIM mMpernapar,
JUCTAaHIMOHHBIM  crocoboM,  yTBepkmaercs IIpaButensctBoM  Poccmiickoit  deneparumu.
TpeOoBaHMsI K anTeUHBIM OPTAHHU3AIUSAM, SBISIOMIMMCS YYaCTHUKAMH JKCIIEPHUMEHTa, HE MOTYT
OBITH HIDKE TPEOOBAHUM, YCTAHOBIICHHBIX K alITEYHBIM OPraHU3AIMsIM B COOTBETCTBUU C YacThio 1.1
cratbu 55 Hacrosero PenepaabHOro 3aK0Ha.

5. YIIOTHOMOYEHHBIH (eiepalibHbIi OpraH UCTIOTHUTEILHOW BIACTH:

1) ocyecTBig€T METOAMYECKOE COMPOBOXKIEHHE SKCIEPUMEHTa, BKIIOYas METOAMYECKOe
COIPOBOXKACHUE  JEATEIIBHOCTH MEIUUUHCKMX OpraHu3alMii M alTeYyHbIX OpraHu3alui,
YYacTBYIOUIMX B JKCIEPUMEHTE, 1O O()OPMIIEHHIO, UCIOJb30BAHUI0 M XPAHEHHUIO PELENTOB Ha
JIEKapCTBEHHBIN MIpenapar, B TOM 4Kciie chOpMUPOBAHHBIX B ()OPME AIMEKTPOHHBIX IOKYMEHTOB;

2) npexacrasiasier B IIpaButenbctBo Poccuiickoit denepauuu mnpeaBapUTEIbHBIA (B HEPUOJ
IPOBE/ICHUS KCIIEPUMEHTa, HO HE MO3[HEee YeM 3a JIBa Mecslla J0 UCTEUCHMsI CPOKa MPOBEICHUS
HKCIIEPUMEHTA) U UTOTOBBIN (110 OKOHYaHMM HKCIEPUMEHTA, HO HE IO3HEE YEM Yepe3 JBa Mecsla
[OCJ€ MCTEYEHHUS CpOKa MPOBEAECHUS HKCIEPUMEHTA) JAOKJIaAbl O pe3yjibTaTaXx IPOBEICHUS
AKCIEPUMEHTAa U MPEUIOKEHUSI O BHECEHMM H3MEHEHHMH B 3aKOHOJATENbCTBO 00 oOpaiieHuu
JIEKapCTBEHHBIX CPEJICTB.

6. YNOJIHOMOYEHHBIM HUCHOJHUTENbHbIM opraH cyOwbekra Poccuiickoit ®enepauuu: (B pen.
denepanbHoro 3axona or 08.08.2024 N 232-D3)

1) BIIpaB€ YCTAHOBUTD 0COOEHHOCTHU IMPOBCACHUSA SKCIICPUMCHTA,

2) yTBep)KIaeT MOpsSAOK OTOOpa MEIMIMHCKMX OpraHu3aluil M anTeuHbIX OpraHu3auuil s
y4acTHsl B SKCIIEPUMEHTE, a TaKKe MPOBOJUT TaKOW OTOOP M YTBEPXKAAET MepeueHb MEIUIIMHCKUX
OpraHM3alMii ¥ TMepedyeHb alTe4YHbIX OpraHu3alMil, COOTBETCTBYIOIIUX TpeOOBaHMSIM,
YCTAaHOBJIEHHBIM B COOTBETCTBMM C YacTbIO 4 HACTOSILEN CTaTbU, U SIBIAIOIIUXCA YYaCTHUKaMH
JKCIIEpUMEHTA;

3) OCYHICCTBIIACT MOHHUTOPHUHI HNPOBCACHUA OKCICPUMCHTA W MPCACTABIACT €ro pPE3YJIbTAThI B
YHOHHOMO“ICHHHﬁ (I)e,[[epaﬂbHLIﬁ opraH HUCITOJTHUTEILHOU BJIaCTH,

4) o6OecnieunBaeT HWHGPOPMAIMOHHO-TEXHUYECKOE O0OECIIeUeHUe TMPOBEACHUS DKCIEPUMEHTA
MOCPEJICTBOM  HCIOJb30BaHUA TOCYAAPCTBEHHOM HMH(POPMALMOHHOW cHcTeMBl B  cdepe
31paBooxpaHeHusi cyobekTa Poccuiickoit @enepanuu U (Miau) MEAUIMHCKUX WHGOPMAIMOHHBIX
CUCTEM MEJIULMHCKUX OpTraHM3allfil, SBISIOMIUXCS YyYaCTHHUKAMHU OKCIEPUMEHTa, U UX
B3aUMOJICCTBUSL C €IWHOM TOCYJapCTBEHHOW WH(OpMAnMOHHOW cucTeMod B cdepe
3/1paBOOXPaHEHUS.

7. MenuUMHCKME OpraHHM3alyy U allTeYHbIC OpPraHU3alMd BIIPAaBE OTKAa3aTbCs OT YYacTHS B
SKCIIEPUMEHTE, IT0JIaB B YIOJHOMOYEHHBIN MCIONHUTEIbHBIH oOpran cyoOwbekra Poccuiickoii
®denepaui COOTBETCTBYIOIIEE OOpallieHrne B MUCbMEHHOM Gopme. (B pea. DeaepanbHOro 3aKkoHa OT
08.08.2024 N 232-®3)

8. AnTeuHbic opraHu3anuu, ABJIAOIIUCCA YYACTHUKAMH JKCIICPUMCHTA, 00s13aHbBI npu 1Mmpoaaxe
JUCTaHIIMOHHBIM crmocodom JICKApCTBCHHOTO IMpfmapara Mg MCIUIHUHCKOro IMPUMCHCHUAA,
OTIIYCKAEMOT'O IO PCLCIITY Ha HeKapCTBeHHLIﬁ npemnapar, 00eCIeunTh npu OCYHICCTBIICHUU
JOCTaBKH I/IJIGHTI/I(bI/IKaIII/IIO JUYHOCTHU TpaXKJaHWHaA, I[IOJIYYaromiero Takoi J'IeKapCTBeHHI)II\/II
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npenapar, B LEJsX YCTaHOBJICHUS COOTBETCTBUS €ro JIMYHOCTU U JIMLA, YKAa3aHHOTO B pElLENTe Ha
JIEKapCTBEHHBIN Ipenapar (€ro 3akOHHOTO IPEACTaBUTENS), IO JHIa, YIIOJIHOMOUYEHHOTO JIUIIOM,
yKa3aHHBIM B pelenTe Ha JEKapCTBEHHbIM Ipernapar (ero 3aKOHHBIM IPEICTaBUTEIEM), Ha
NOJIy4YEHHE JIEKAPCTBEHHOIO IIpernapara (Jajlee B HaCTOALIEH CTaTbe - JIMLO, YKa3aHHOE B PELEHTE
(3aKOHHBIN IPEACTaBUTEIIb, YIIOJHOMOUYEHHOE JIULIO).

9. JIu1o, ocyiecTBIAIONIee TOCTaBKY JIEKapCTBEHHOTO MpenapaTa A MEAUIIMHCKOTO IPUMEHEHHS,
OTITyCKaeMOTro 1O PELENTy Ha JIEKapCTBEHHBIH Ipenapar, 00sf3aHO MOTpeOOBaTh y Ipa)kIaHUHA,
MOJTyYaIOIero TaKo JIeKapCTBEHHBIM MpernapaT, NMPEAbIBUTH JOKYMEHT, YJIOCTOBEPSIOUINI ero
JUYHOCTH, JJIS UACHTHU(QHUKAIMYA JTUYHOCTH ATOTO TPaKJAaHWHA U YCTAHOBIIEHUS COOTBETCTBUS €T0
JUYHOCTH U JIUIIA, YKa3aHHOTO B pelenTe (3aKOHHOTO MPe/ICTaBUTENs, YIIOJIHOMOYEHHOTo uiia). B
Cllydae BBISBJICHHS HECOBIAACHMS JIMYHOCTU TpAXKIAHWHA, [IOJIYYarollero JIEKapCTBEHHBIN
npernapar, u JIMla, YKa3aHHOTO B pelente (3aKOHHOTO MPEJICTaBUTEINS, YIIOTHOMOUYEHHOTO JIUIa), a
TaKKE B Cllydae OTKa3a IpaKJaHWHA, IOJYyYarollero JIEKapCTBEHHBIM Ipenapar, NpeAbsIBUTbH
JOKYMEHT, YJIOCTOBEPSIONINI €ro JTUYHOCTH, JIUI0, OCYIIECTBISIONIEE JAOCTaBKY JIEKAPCTBEHHOTO
npenapara Ui MEAMIMHCKOTO IPUMEHEHHUs, OTIYCKaeMOro IO PELENTy Ha JEeKapCTBEHHBIM
npemnapar, 00s13aHO BEpHYTh TaKOH JIEKApCTBEHHBIN MpenapaT B allTeYHYI0 OpraHU3aIuIo.

10. TlomrBepkaenuem (akra Tmepeaayd JIEKApCTBEHHOTO Tpernapara JUii MEIUIIUHCKOTO
IIPUMEHEHHU, OTIyCKAaeMOro II0 PELENTy Ha JIEKapCTBEHHBIM Ipenapar, JIMLy, yKa3aHHOMY B
peuente (3aKOHHOMY MPEACTABUTENI0, YIOJIHOMOYEHHOMY JIMILY), SIBJISIFOTCSI KacCOBBI Y€K U
MOJIKUCH JIMLIA, ITOJYYHBIIETO TAKOM JIEKAPCTBEHHBIN IIPENapaT, Ha JOKYMEHTE O IOIYyYeHUH TaKOIro
JIEKapCTBEHHOTO TIpernapara mo (Gopme, yTBEpKIaeMol yIOIHOMOYEHHBIM (hefepaibHbIM OPraHOM
UCIIOJHUTENBHON Biactu. Ilocime mepenaum JIEKapCTBEHHOrO Ipenapara JMIYy, yKa3aHHOMY B
peuente (3aKOHHOMY THPEACTABUTENIO, YIOJIHOMOYEHHOMY JIMIy), ATOT JOKYMEHT IepelaeTcs
JMIOM, OCYLIECTBUBIIHMM JIOCTABKY TaKOT'0 JIEKAPCTBEHHOI'O IIpenapara, B alTeYHY0 OpraHU3altIo,
OCYIIECTBUBILYIO OTIYCK JIEKapCTBEHHOTO IpenapaTa. B ciydae BBIBICHUS NpH Iepenayde JuIy,
yKa3aHHOMY B pellenTte (3aKOHHOMY HpPEJCTaBUTEINI0, YIOIHOMOUYEHHOMY JIUILY), JIEKAPCTBEHHOTO
npenapata (akToB MEXaHHYECKOTO MOBPEXKJEHUS €ro WIM €ro yHakOBKH TaKOM JIeKapCTBEHHBIH
npernapar JIMIOM, YKa3aHHBIM B pelenTe (3aKOHHBIM MPEJCTaBUTENIEM, YIOJTHOMOUYEHHBIM JIUIIOM),
HE TMPUHMMAETCs U BO3BpamlaeTcss ©0e3 ero omarbl JHIy, OCYLIECTBHBIIEMY JOCTaBKY
JIEKapCTBEHHOTO Mpernapara U 00ecleurBarolieMy ero BO3Bpar B allTeYHYI0 OpraHU3aIHIo.

11. 3a Hapymienus 3akoHojatenbcTBa Poccuiickoil denepaniny, COBEPLIEHHbIE NMPU MPOBEACHUHN
OKCIIEPUMEHTA, €ro YYacCTHHUKUA HECyT OTBETCTBEHHOCTh, YCTAaHOBJICHHYIO 3aKOHOIATEIHCTBOM
Poccuiickoit denepanuu.

12. KoHTponas 3a wucHoigHeHHMEM TpeOOBaHWM, CBS3aHHBIX C IPOBEJECHUEM HKCIIEPUMEHTA,
ocylIecTBIsieTCs (peepaibHbIM OpPraHOM UCIIOJHUTEIBHOM BIACTH, OCYIIECTBISIONMM (QYHKIMH O
KOHTPOJIIO U HaJ30py B cdepe 3/1paBOOXpaHEHUS, B MOpsAKe, ycTaHoBIeHHOM denepambHbIM
3akoHoM OT 31 wmrons 2020 roma N 248-®3 "O rocygapcTBEHHOM KOHTposie (Ham3ope) u
MYHUIMIIAJIBHOM KOHTpose B Poccuiickon @enepannn’.

Crartbs 56. U3roroBiieHre ¥ OTIIYCK JIEKAPCTBEHHBIX NPeNnapaToB

1. W3roroBiieHHE JIEKapCTBEHHBIX IIPENapaToOB alTEYHbIMM OPTaHU3ALMSAMHU, BETEPUHAPHBIMHU
anTEeYHBIMH OpPraHMU3alMsSIMH, HMMEIONIMMHU JIMIEH3UI0 Ha (apMaleBTHYECKYIO JesTeIbHOCTD,
OCYLIECTBIISIETCS MO pelenTaM Ha JIeKapCTBEHHbIE MpernapaTsl, M0 TPeOOBaHUSAM MEAUIIMHCKUX
OpraHu3anui, BETEPUHAPHBIX OpraHu3anum U OpraHu3aLuu (MHIMBHYaTIbHBIX
IpeIpuHUMAaTENIeH), OCYIIECTBISIIOIIMX pa3Be/leHUe, BBIPALIUBAHUE U COJEpXKaHUE KUBOTHBIX, B
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COOTBETCTBMM C TIPaBWJIAaMH  M3TOTOBJIGHUS M  OTIYCKa JICKAPCTBEHHBIX  IPEIMapaToB,
YTBEP)KIACHHBIMU YIIOJHOMOYCHHBIM (pelepaibHBIM OpPraHOM HCIIOJIHUTEIBHONW BiacTd. (B pell.
denepanbHbIX 3aK0HOB 0T 05.12.2022 N 502-P3, ot 30.12.2021 N 463-D3)

2. Ilpu M3roTOBIEHUH JIEKAPCTBEHHBIX MPENapaToB alTEYHBIMU OPTraHM3ALMSIMHU, BETEPHHAPHBIMU
anTEeYHBIMH OpPTaHMU3ALMSAMH, HMEIOMIMMHU JIMICH3UI0 Ha (apMaleBTUYECKYIO0 IESTEIbHOCTD,
UCTIONIB3YIOTCS JICKAPCTBEHHBIE Tpernapartsl U (Mian) GapManeBTHYecKue CyOCTaHIINU, BKIIOUYCHHbIC
COOTBETCTBEHHO B TOCYAApPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB JJISI MEAUIUHCKOTO
HNPUMEHEHHS, TOCYAapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEJCTB Ul BETEPUHAPHOTO NPUMEHEHUS,
€/IMHBIA PEeCTp 3aperUCTPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpasuilckoro 3KOHOMHYECKOTO
COI03a, COUHBIH pPEecTp 3aperMCTPHPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIPEIapaToB
EBpa3uiickoro 3K0HOMHYECKOT0 COI03a B yCTaHOBJIEHHOM Hopsiake. He nomyckaercs n3rotosieHue
anTe4YHBIMU OPTraHU3ALMSIMU, BETEPUHAPHBIMH ANITCYHBIMUA OPraHU3ALMIMH, HMEIOIIMH JIUICH3HIO
Ha (apMaIEeBTHUYECKYIO JIEATEIILHOCTh, JIEKAPCTBEHHBIX IPENapaTroB, 3aperHCTPUPOBAHHBIX B
Poccwuiickoit @enepanuu 1100 B COOTBETCTBHU C aKTaMHM, COCTaBistonMMu mpaBo Coro3a. (B pen.
denepanbubIx 3akoHOB 0T 05.12.2022 N 502-®3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JIEKapCTBCHHBIX IIPENapaToB, H3TOTOBJICHHBIX AaNTEYHBIMH OpTraHU3AIMAMH,
BCTCPUHAPHBIMU AINITCUHBIMU OpTraHHu3alusaIMHU, HMCIONIMMHU JIMOCH3UIO Ha q)apMaHeBTI/ILIeCKYIO
JeATeNILHOCTh, U 0(hOPMIICHHE TaKHUX MPETapaToB JOJDKHBI COOTBETCTBOBATH IPaBHIaM, YKa3aHHBIM
B yactu | Hactosuuei ctareu. (B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-03)

4. AnTeuHble OpraHU3AlMHM, BETCPUHAPHBIC AaNTEUHbIE OpPraHU3alMHM, WMEIOIIME JUIECH3UI Ha
dbapMaleBTUYECKYIO0  JACSITENBbHOCTh, HECYT OTBETCTBEHHOCTh 32 HECOONIOJICHHE MpPaBUI
M3TOTOBJICHHSI M OTITYCKa JICKAPCTBEHHBIX IPENapaTOB B COOTBETCTBHU C 3aKOHOIATEIHCTBOM
Poccuiickoit ®eneparuu. (B pea. Peaepanbaoro 3akona ot 05.12.2022 N 502-D3)

K nopmamuenvim npasosvim akmam P®, ycmanagnusarouwum obazamensvholie mpebosanusn u
npedycmompennvim cmamueil 57 (6 peoakyuu Dedepanvrozo 3axona om 08.08.2024 N 292-D3),
He npumensaomcs nonoxcenus uacmeii 1 u 4 cmamou 3 u vacmeiit 1 u 2 cmamou 11
®Deoepanvrozo 3akona om 31.07.2020 N 247-D3 (nynkm 2 cmamou 2 Dedepanvnozo 3aKona om
08.08.2024 N 292-@3).

Crarbs 57. 3anpenieHue npoaasku OTAEJAbHBIX JIEKAPCTBEHHBIX
cpeacts (B pea. PenepaabHoro 3akoHa ot (08.08.2024 N 292-D3)

1. 3anpenraercst mpoaaxa (hanbCUuPUITMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTPa(aKTHBIX IEKAPCTBEHHBIX CPE/ICTB.

2. 3anpemaercs mpoaaxa:

1) JICKAPCTBCHHLBIX MPEMapaToB A MCAUIIUHCKOI'O MIPUMEHCHUS, B OTHOIICHHUU KOTOPBIX B CUCTEME
MOHUTOPUHra JIBWKEHHs JICKAPCTBEHHBIX MpENaparoB Ui MEAUIMHCKOTO IMPUMEHEHHUS
OTCYTCTBYIOT CBEACHMS O HAHECEHWU CpEeACTB HACHTH(UKAMM U (WIKM) CBEJEHUS O BBOJE B
rpaxkJIaHCKUI 0060poT;

2) neKapCTBEHHBIX MpenaparoB i MEIUIUHCKOTO NPHUMEHEHHUs, B OTHOUIEHHMH KOTOPBIX
OCYILIECTBJIEHA OJIOKHPOBKAa BHECEHHUS B CHCTEMY MOHUTOPHMHIA JBI)KEHUS JIEKapPCTBEHHBIX
[penapaToB Al MEIULMHCKOrO MPUMEHEHHUs CBEJEHHH O BBOJE B Tpa)JaHCKHil 000poT, 00
00opoTe 1M 0 MpeKpaleHnn 000poTa;

3) JICKAPCTBCHHBIX Mpe€naparoB i1 MCAUIHUHCKOIO MTPHUMCHCHUS, IMMPUMCHCHUC KOTOPBIX
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MPUOCTAHOBIICHO IO PEIICHUIO YIIOJIHOMOYEHHOTO (efiepalbHOro OpraHa UCIOJIHUTEIbHON BIACTH;

4) nexapCTBEHHBIX MpENapaTroB A MEIULUHCKOIO MPUMEHEHUS, TPAKIAHCKUI 000pPOT KOTOPBIX
IIPEKPALLEH;

5) JICKApPCTBCHHEBIX IIp€rapaToB JJIA MEAUIUHCKOI'O IIPUMEHCHHS, CPOK I'OJHOCTH KOTOPBIX UCTCK;

6) JEeKapCTBEHHBIX MPENapaToB ISl MEIUIUHCKOTO NPUMEHEHHS, B OTHOLIEHHUH KOTOPHIX HE
coONo/IeHpl  TpeOOBaHMs, OINPEACICHHbIE HAa OCHOBAHWM YacTH S5 cTatbu 67 HACTOALIETO
®DenepalibHOTO 3aKOHA.

3. JeiicTBuEe MOJIO)KEHUH YacTH 2 HACTOSALIEH CTaThbU HE PacIpOCTPAHSAETCS HA JIEKAPCTBEHHbIE
npenaparsl, yKazaHHble B 4acTu 7.1 ctatbu 67 HacTosiiero deaepaibHOro 3akoHa.

4. Ilopsnok NpUMEHEHMs INOJOXKEHUM 4YacTH 2 HACTOAILIEH CTaTbW M CPOKH IPUMEHEHUS TaKOro
nopsiika ycranasnusarorces [IpasurensctsoM Pocceniickoit denepanun.

Crarbs 58. XpaHeHHe JIeKAPCTBEHHBIX CPEICTB

1. XpaHCHI/Ie JICKAPCTBCHHBIX CPCACTB OCYUICCTBIIACTCA MPOU3SBOIUTCIIIMU JICKAPCTBCHHBIX
CpeacCTB, OpraHu3alrusiIMUu ONTOBOM TOPIroBJIM JICKAPCTBCHHBIMU CPCACTBaAaMH, aAIllITCUYHBIMU
OopraHu3anusiMu, BCTCPUHAPHBIMU aIlITCYHBIMH opraHnm3anusiMmu, HHIAWBHUYaJIbHBIMU
npeaAnpuHuMareiisiMyd, HMCIOIIUMMHU  JIMOCH3HWIO Ha Q)apMaI_[CBTH‘IGCKy}O ACATCIIBHOCTE HWJIN
JIMIUCH3UI0 Ha MCIUIHUHCKYIO ACATCIBHOCTb, MCIUIWHCKHUMHU OpraHu3aluiMu, BCTCPHHAPHBLIMH
opraHu3alsiMU W HWHBIMH OpraHU3alusaMH, OCYHICCTBIIAOIINMHA 06pa1ueHHe JICKAaPCTBCHHLIX
CpCACTB. XpaHCHI/Ie JICKAPCTBCHHBIX CPCACTB HJIA BCTCPHUHAPHOI'O NPHUMCHCHUA OpraHu3alluiaIMH U
WHAUBUAYAJbHBIMHA NPEAIIPUHHUMATCIIAMUA B CIIyHdasaX, €CJIIU OHU UCIIOJIb3YIOTCA UCKIIFOUUTCIIBHO ITPU
Pa3sBCACHNH, BbIpalllUBaAHWH, COACPKAHWNU MW JICHCHHU XKXHUBOTHBIX, MOXKCT OCYHICCTBJIATLHCA 0e3
MOJIYyYCHHUA JIMOCH3UWU Ha (l)apMaI_[eBTI/I‘leCKYIO ACATCIbHOCTD. (B pea. d)enepaanoro 3aKOoHa OT
22.10.2014 N 313-93)

2. IlpaBmia  XpaHeHUS  JIGKQPCTBEHHBIX  CpPEICTB  YTBEPXKIAIOTCA  COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOIHUTENIBHON BIACTH.

3. XpaHeHI/IG HAapKOTUYCCKHUX JICKAPCTBCHHBIX CPEACTB, IMCUXOTPOIHBIX JICKAPCTBCHHBIX CPCIACTB,
panuodapmManeBTHUECKUX  JIEKApPCTBEHHBIX CPEJICTB  OCYLIECTBISIETCS B  COOTBETCTBUU C
3aKkoHoAarenbCcTBOM Poccniickoit denepanum.

Crartbs 58.1. IIpeaMeTHO-KOJIMYECTBEHHBIH Y4eT JIEKAPCTBEHHbIX
CPeACTB I MeIMIUHCKOI0 NpuMeHenns (B pea. ®enepajabHOro
3aKkoHa o1 25.12.2012 N 262-D3)

1. HCpC‘ICHL JICKApCTBCHHBIX CPCACTB JId MCAULMUHCKOTO TMPUMCHCHUA, MMOAJICKAIINUX
MPEAMETHO-KOJIMYECTBCHHOMY YUCTY, YTBCPKIAACTCA YIOJIHOMOUCHHBIM @ez[epam)HmM opraHomM
HCIIOJIHUTEILHON BIACTH.

2. HOpH}IOK BKIIFOUYCHUSA JICKAPCTBCHHBIX CPCACTB JIA MCAUIHUHCKOI'O IMPUMCHCHHSA B ICPECUCHDb
JIEKapPCTBEHHBIX CPEICTB JUISL MEIUIMHCKOTO IIPUMEHEHUS, MOIEXKAIUX
NPEAMETHO-KOJIMYECTBEHHOMY YUYCTY, YCTAaHABJIUMBACTCA YIIOJJHOMOUYCHHBIM (1)e)Iep8J'II)HI)IM Oopranom
UCTIOJIHUTENILHOW BJIACTU IO COTJIACOBaHMIO C (peliepaibHbIM OpPraHOM HCHOJIHUTENBHOM BIIACTH,
YIOJHOMOYEHHBIM B cdepe BHYTpeHHUX Jen. (B pea. PenepanbHoro 3akoHa ot 03.07.2016 N
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305-03)

3. [IpeaMeTHO-KOIMYECTBEHHBIH yUYeT JIEKAPCTBEHHBIX CPEJICTB JUI MEIMIIMHCKOTO TPUMEHEHUS
BEYT MMPOU3BOIUTENH JICKAPCTBECHHBIX CPEACTB, OPraHU3alUN ONTOBON TOPTOBIH JIEKAPCTBEHHBIMH
CpeAICTBaMH, alTeYHbIC OpraHW3ally, UHIWBUAYAIbHbIC PEIIPUHIMATEIN, UMCIOIINE JIUIICH3UIO
Ha (apMaleBTHUECKYIO JCSATENbHOCTh WM JIMIICH3WI0 Ha MEIUIUHCKYIO JeSTCIbHOCTh, H
MEIUIIUHCKIE OpraHu3alliy, OCYIIECTBISIONIME OOpalIieHue JIEKapCTBEHHBIX CPEACTB IS
MEAMIIMHCKOTO TIPUMEHEHUS, TyTeM PETHCTPAINH JIFOOBIX CBSI3aHHBIX C UX OOpAIllEHUEM OIepaIluii,
IpU KOTOPBIX M3MEHSIETCS MX KOJHYECTBO M (WJIM) COCTOSIHHME, B CICIHAJBHBIX KYpHajIax ydera
orepanuii, CBI3aHHBIX C OOpalIeHHEM JIEKAPCTBEHHBIX CPEACTB JIJISI MEJAMIIMHCKOTO MPUMEHECHHUS
(manee - crienMaIbHBIC KYPHAJIBI).

4. TlpaBuia perucTpanuy ONepaluid, CBA3aHHBIX C OOpAIIEHUEM JIEKAPCTBEHHBIX CPEACTB IS
MEJIUIMHCKOTO IPUMEHEHHUs, BKJIIOYEHHBIX B IIEPEYEHb JIEKAPCTBEHHBIX CPEACTB  JUIA
MEJULHCKOrO IPUMEHEHHUs, MOMIECKANIUX TPEAMETHO-KOJINYECTBEHHOMY YYETy, B CIELUaIbHBIX
JKypHajax W [paBujla BENSHUS U XPAHEHUS CHEUUAIBHBIX JKYPHAJIOB  YTBEPXKAAKOTCS
YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM HCTIOTHUTEIIBHOM BIACTH.

5. KoHtponb 3a coOMIOAEHHEM TMPaBWJI PETUCTpAIlMU Olepaluid, CBS3aHHBIX C OOpalieHueM
JICKapCTBEHHBIX  CPEICTB Ui MEAMIIMHCKOTO MPUMEHEHMs, BKIIOYEHHBIX B IIEPEUYCHb
JICKApPCTBCHHBIX CpCaAcCTB JJIA MEAUIIMHCKOI'O IMPUMCHCHUA, IIoJIexKamux
MPEIMETHO-KOJIMUYECTBEHHOMY yUeTy, B ClIeMaIbHBIX JKypHaJaX, a TAaKXkKe 3a COOTI0ICHUEM MTPaBUII
BCACHUA W XpPAaHCHHUSA CICHHUAJIBHBIX KYPHAJIOB BO3JIaracTtCsa Ha YIIOJIHOMOYCHHBLIC (I)e[[epaHLHBIC
OpraHbl UCTIOJHUTEILHON BIACTH M UCIIOJIHUTENbHBIE OpraHbl cyObekToB Poccuiickoit @eneparnuu,
OCYILECTBIISIONINE JTUIICH3UPOBAHNE MPOM3BOJICTBA JICKAPCTBEHHBIX CPENCTB, (hapMalieBTUYECKON
JNESTENIbHOCTH U MEIUIIMHCKOM JeATEeIbHOCTH, U OCYIIECTBISETCS B paMKax JHIIEH3HOHHOTO
KoHTpoJIs. (B pen. DenepanbHoro 3akoHa ot 08.08.2024 N 232-03)

I'nasa 11. YHUUYTOXEHUE JTJEKAPCTBEHHbBIX CPEJACTB

Crarbs 59. OcHOBaHMS M MOPAXOK YHHYTOKEHHS JIEKAPCTBEHHBIX
CpeacTB

1. HenoOpokauecTBeHHBIE JIEKAPCTBEHHbIE CpEACTBa, (anbCU(ULIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TMOJIeKAT M3BATHIO M3 OOpallleHUs] W YHUUYTOXKEHHIO B TIOPSJIKE, YCTaHOBJIEHHOM
[TpaButensctBOM Poccuiickoit ®enepanuu. OcHOBaHMEM MJIi YHUYTOXEHHS JIEKapCTBEHHBIX
CPEICTB SBJIICTCS PEIICHHUE BIIAJENIbLIA JIEKAPCTBEHHBIX CPEJCTB, PEIIEHUE COOTBETCTBYIOLIETO
YIOJIHOMOYEHHOI0 (peiepajbHOr0 OpraHa HCIOJIHMUTENBHOM BJIACTH WM pELIeHHe cyna. (B pex.
®enepanbroro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. KontpadakTHbie JIeKapCTBEHHBIE CPEJICTBA MOJUICKAT UIBITHIO U3 OOpaIeHHs] U YHUUTOKEHUIO
mo pemeHuo cyaa. llopAmok YHUUYTOXKEHHS KOHTpadaKTHBIX JIEKAPCTBEHHBIX CPEACTB
ycranaBnuBaercsi IIpaBurensctBoM Poccuiickoit @eneparnuu. (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Pacxogpl, cBA3aHHbIE C YHMYTOXEHHEM KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEJCTB,
HEeZ00pOKaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, (aabCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB,
BO3MEILAIOTCS UX BJIAJIEIIBLEM.

4, Bnagenen JICKApCTBCHHBIX CPCACTB HOJIKCH IMPCEACTABHUTL B yr[OJ'IHOMO‘ICHHLIfI (I)CﬂepaHBHBIﬁ
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OpraH MCIIOJIHUTEIbHON BIIACTH JOKYMEHT WU 3aBEPEHHYIO B YCTAHOBJICHHOM IOPSAJKE €ro KOIHIO,
NOATBEepKIAIoNIHe (PaKT YHUUTOKEHHS JICKAPCTBEHHBIX CPEACTB.

5. CoOTBeTCTBYIOUIMI YHOJHOMOYEHHBIH (QenepaidbHblii OpraH HUCIOJHUTEIBHOW BIIACTH,
NPUHABLUIMKA pelieHre 00 YHUYTO)KEHUH JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIET KOHTPOJIb 32 UX
YHUYTOKEHHUEM.

6. VYHUYTOXEHHE JIEKAPCTBEHHBIX CPEACTB MPOU3BOJUTCS  OPraHU3alUsAMH, HMEIOIIUMHU
COOTBETCTBYIOIIYIO JIHIICH3UIO, HAa CICHHAIBLHO OOOPYIOBAaHHBIX IUIOIIAIKAX, MOJIWTOHAX U B
CHEeMalIbHO O00O0PYAOBAHHBIX MOMEHICHUSIX C CcOOJitojieHneM TpeOoBaHUM B 00JACTH OXpaHbI
OKPYKaKoIIE Cpeibl B COOTBETCTBUM C 3aKOHOAATENBCTBOM Pocculickoit @enepanuu.

7. HapkoTuueckue JI€KapCTBEHHBIE CpEICTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPENCTBA,
panuodapmaneBTUYECKUE JIEKAPCTBEHHBbIE CPEACTBA  YHHUYTOXKAIOTCS B COOTBETCTBUM €
3aKoHoAarenbecTBOM Pocculickoit denepanuu.

I'nmasa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHHUE IHEH HA
JIEKAPCTBEHHBIE ITPEITAPATDI 114 MEJUIIUHCKOI'O
NPUMEHEHUWA

Cratps 60. I'ocynapcTBeHHOE peryJiMpoBaHue LIEH HA JIEKAPCTBEHHbIE
npenaparsl JJs MeAUIUHCKOTO IPUMEHEHMSI
1. FOCY,Z[apCTBeHHOC peryjinpoBaHuc ICH HaA JICKApCTBCHHBLIC IpCraparbl A MCEIAUIHUHCKOI'O

IPUMEHEHHUs OCyIlecTBIseTcsl nocpeAacTBoM: (B pea. denepanbHoro 3akoHa or 26.03.2020 N
67-D3)

1) yrBepxknenust IIpaButensctBom Poccuiickoit denepanuu nepeyuHs KXU3HEHHO HEOOXOAUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPErapaToB, KOTOPBIA (HOPMUPYETCS M HE pexke OJHOTO paza B roj
MepecMaTPUBAETCSI B YCTAHOBJICHHOM MM TOPSIKE Ha OCHOBE KOMITJIEKCHON OIIEHKH JIEKAPCTBEHHBIX
MpernapaToB, BKIIOYas AaHAU3 CBEACHHM O CPaBHUTENBbHON KIMHUYECKOW 3((EKTUBHOCTH H
0€30MacHOCTH JIEKAPCTBEHHOTO CPEACTBA, OIEHKY HSKOHOMHYECKUX TOCIEACTBUN TPUMEHEHUS
JEKAPCTBEHHOI'O  CPEACTBAa W  HW3YYEHUE  JOMOJHHUTEIBHBIX  MOCJIEACTBUI  NPUMEHEHUS
JICKapCTBEHHOTO cpencTBa; (B pen. demepanbHbix 3akoHOB OoT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 13.07.2020 N 206-D3)

2) yTBEepXKACHUS METOJUKH pacueTa TMpeAeNbHBIX OTHYCKHBIX II€H MPOU3BOJAUTENEH Ha
JICKapPCTBEHHBIE TPENaparhl, BKIIOUCHHBIC B TEPEUCHb JKU3HCHHO HEOOXOIAMMBIX W BaXKHEUIINX
JIEKapCTBEHHBIX TIPErapaTtoB, a TaKkKe BHEIAPEHUsS MEXaHU3MOB (OPMUPOBAHUS CHCTEMBI
pedepeHTHBIX TIeH; (B pen. DenepanbHbIX 3ak0oHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015),
o1 06.06.2019 N 134-D3)

3) TOCYZapCTBEHHOW PpETHUCTpAIlMK TPENETbHBIX OTHYCKHBIX II€H MPOW3BOIUTENCH Ha
JIEKapCTBEHHBIE Tpenaparhl, BKIIOUEHHBIE B TMEPEUeHb >KU3HEHHO HEOOXOAMMBIX U BaKHEUIINX
JIEKapCTBEHHBIX TpenapaTos; (B pea. ®enepanbroro 3akona ot 06.06.2019 N 134-D3)

4) BemeHUs TOCYJApCTBEHHOIO pEecTpa IMpeneibHbIX OTHYCKHBIX II€H IPOMU3BOJAWTENECH Ha
JIeKapCTBEHHbIE Mpenaparhl, BKIIOUYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX
JIEKAPCTBEHHBIX MPENAPaTOB;
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5) yTBEp)KIEHUSI METOJIUKH YCTAHOBJICHUS WCIIOTHUTEIBHBIMA OpPTaHaMH CyOBEKTOB Poccuiickoii
Oenepanyiyi  MPEACTBLHBIX PAa3MEPOB ONTOBBIX HAA0ABOK M MPENCIbHBIX Pa3MEPOB PO3HUYHBIX
Ha70aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIC TPEIapaThl, BKIFOYCHHBIE B MEPEUYCHb )XKHU3HEHHO HEOOXOIUMBIX U
Ba)KHEHIINX JICKAPCTBEHHBIX Mpenaparos; (B pea. PenepanbHoro 3akona ot 08.08.2024 N 232-D3)

6) yCTaHOBJICHHUS MpeleIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U IMpe/eIbHBIX Pa3MEPOB PO3HUUHBIX
Ha0aBOK K ()aKTUYECKUM OTIYCKHBIM IICHAM, YCTaHOBJICHHBIM MPOU3BOJAUTEIISIMU JICKAPCTBECHHBIX
[pernapaToB, Ha JIEKapCTBEHHbIE MpenapaThl, BKIIOUYEHHbIE B MIEPEUEHb )KM3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MTPENapaToB;

6.1) ompenenenus IlpaButensctBoM Poccuiickoit denmeparuu mopsaka IeHOOOpa3oBaHUS Ha
HE3aperuCcTpUpPOBaHHbIE JIEKAPCTBEHHBIE IIperaparbl Uil MEIULUHCKOIO IPUMEHEHHUS, KOTOpbIE
BBe3eHbl B Poccuiickyro @Denepauuio g OKa3aHUS MEAMIIMHCKOW IOMOIIU IO KHU3HEHHBIM
MOKA3aHUSM KOHKPETHOTO MAallMeHTa U MEXIyHapOJAHbIE HENATEHTOBAHHBIE, UJIU TPYIIIIUPOBOYHBIE,
WIM XUMHYECKHE HAaWUMEHOBAHHUS KOTOPBIX COJEpPKaTCs B MEpEeYHE >KU3HEHHO HEOOXOTUMBIX H
BXKHEHIIMX JICKAPCTBEHHBIX Tpenapatos; (B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

7) yTBEpKACHHS TOpsJKAa BbAAYMA TPEANUCAHUNA HCIOJHUTEIBHBIM OpraHamM CyOBEKTOB
Poccuiickoit ®dexnepainuu 0 TPUBEICHUM B COOTBETCTBHE C 3aKOHOJATENIBCTBOM Poccuiickoit
Oenepanyiyl pemeHruii 00 yCTAHOBJICHUH MIPEICTBHBIX PA3MEPOB ONTOBBIX HA0ABOK U MPECIIbHBIX
pa3MepoB PO3HUYHBIX HAT0aBOK K (PAKTHUECKUM OTHYCKHBIM I[I€HaM, YCTaHOBJICHHBIM
MIPOU3BOUTEISIMU JIEKAPCTBEHHBIX IMPENApaTOB, HA JICKAPCTBEHHBIE MPENapaThl, BKIIOYCHHBIC B
MePEYCHb )KM3HEHHO HEOOXOIMMBIX U BOKHEUIIINX JICKAPCTBEHHBIX MPENApaToB, €CJIU OHU PUHSATHI
C HapylleHuWeM 3akoHojarenbcTBa Poccuiickoii @enepauuu, B MOPAIKE, YCTaHOBICHHOM
[IpaButensctBOM Poccuiickoit ®eneparuu; (B pen. denepanpHoro 3akoHa or 08.08.2024 N
232-D3)

8) HampaBJeHHsS YIOJHOMOYEHHBIM  (elepalbHbIM OpPraHOM  HCIOJIHHUTENBbHOM  BIAacTH
UCIIOJIHUTENIbHBIM OopraHam cyobekToB Poccuiickoii @enepanuu MpeanucaHuil O NPUBEICHUM B
COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickoil ®exepanuu NPUHATBIX C  HapyLIEHHEM
3akoHozarenbcTBa Poccuiickoit denepanun pemieHUil 00 yCTaHOBICHHM IpENEIbHBIX pa3MepoB
ONTOBBIX HaJA0AaBOK M MPEIENbHBIX pa3MEpOB PO3HUUYHBIX HaJA0AaBOK K II€HAM Ha JIEKAPCTBEHHBIE
npenaparsl, BKIIOYEHHbIE B IE€PEUEHb >KM3HEHHO HEOOXOAMMBIX U BaKHEMIINX JIEKapCTBEHHBIX
npemnapartos; (B pea. @enepansHoro 3akoHa ot 08.08.2024 N 232-3)

9) ocymiectBneHus peaepanbHOT0 rocyAapcTBEHHOT0 Ha30pa B chepe oOpalieHus JeKapCcTBEHHBIX
CPEICTB M PETMOHAIBHOIO IOCYJIapCTBEHHOI'O KOHTPOJIS 34 IPUMEHEHUEM LIEH Ha JICKaPCTBEHHBIE
npenapaTbl COOTBETCTBEHHO YIOJIHOMOYEHHBIMU (eliepaibHbIMH OpraHaMH HCIOJIHUTEIbHON
BJIACTM U HCIOJHUTEIbHBIMU OpraHamu cyObekToB Poccuiickoii ®enepauuu coriacHO UX
KOMIIETEHIIMM B TOpsjaKe, ycTaHoBieHHOM IIpaBurensctBom Poccuiickoit ®denepanuu; (B pexn.
denepanbHbIX 3aK0HOB 0T 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npumeHeHUsT TPEAYCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit ®denepauuu Mep
OTBCTCTBCHHOCTH 34 HApPYIICHHUEC IIOpsJIKa HCHOO6paSOBaHI/I$I Ha JICKaAPCTBCHHBIC IIpCrapaThl,
BKIIIOUEHHBIC B TIEPEUYCHD KU3HEHHO HEOOXOIMMBIX M BaKHEHIIIHMX JICKAPCTBEHHBIX MpENaparoB. (B
pen. ®denepansHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycioBusiX upe3BblUaliHON CUTyalluu W (WJIM) IPU BO3HUKHOBEHUHU YTPO3bI PACIpPOCTPAHEHUS
3a00JeBaHMs, MPEJICTABIISIONIETO OMACHOCTD JJIS OKPY/KAIOLINX, & TAKXKe B CIydae, eClid B TeUeHHUE
TPUALATH KaJeHAAPHBIX THEW rocie npuHaTths [IpaButensctBom Poccuiickoit @enepannu pemeHus
0 NPOBEJCHUN MOHUTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIE IPENAPAThl, HE BKIIOYCHHBIC B
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nepeyeHb KM3HEHHO HEOOXOIUMMBIX M BaXKHEHIIMX JIEKaPCTBEHHBIX IPENapaTroB, Ha TEPPUTOPHUSIX
cyObekToB Poccuiickoii denepanuy BbISBIEH POCT PO3HUYHBIX IIEH HA yKa3aHHBIE JIEKapCTBEHHBIE
mpenaparbl Ha TpPUAIATh MPOIEHTOB M Ooisee, IIpaButenbcTBo Poccuiickoit denepanuu Bripase
YCTAaHOBUThH IIPEAEIbHBIE OTIYCKHBbIE ILIEHbI IPOM3BOJAUTENEH HA YyKa3aHHbIE JIEKapCTBEHHBIE
npenaparsl, MpeelibHble pa3Mepbl ONTOBbIX HAA0ABOK W MpPENENbHBIE pa3Mepbl PO3HUUHBIX
Ha/10aBOK K (DaKTHUECKUM OTIYCKHBIM IIEHAM MPOM3BOJIUTENICH Ha yKa3aHHbBIC JIEKapCTBEHHBIE
npenaparbl. [lepedeHb J€KapCTBEHHBIX IpENapaToB, HE BKIKOYEHHBIX B IE€PEUYEHb JKU3HEHHO
HEOOXOIMMBIX M BaKHEHIINX JICKAPCTBEHHBIX IPEMapaTtoB, M TMOPAIOK €ro (OpMHPOBAHUS
onpenenstorcst [IpaBurensctBoM Poccuiickoit ®epepanuu. (B pen. denepanbHOro 3akoHa OT
26.03.2020 N 67-D3)

3. B TeueHue neBsHOCTA KaleHJIApHBIX JHEW co nHS yTBepxaeHus lIpaBurenscTtBoMm Poccuiickoii
@enepanyy NepeyHs, YKa3aHHOIO B YAaCTH 2 HACTOSILEH CTATbH, HE JOIYCKAIOTCSA peanu3auus U
OTIIYCK BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX MPENApaToB MO L[€HaM, IIPEBBILIAIOLUIUM MPEACIbHbIE
OTIIYyCKHBIE IICHBI IIPOM3BOJAUTENIEH HA YKa3aHHbIC JICKAPCTBEHHbIC IIpENapaThl, IPEAEIbHBIC
pa3Mepbl ONTOBBIX HaA0AaBOK U MpeAesbHbIE pa3Mepbl PO3HUYHBIX HAJ0AaBOK K (PaKTUYECKUM
OTITYCKHBIM LICHaM ITPOU3BOUTENIECH HA yKa3aHHBIE JIEKaPCTBEHHBIE MIPENapaThl C y4eTOM HaJlora Ha
N00aBJICHHYIO CTOUMOCTH. (B pea. DenepanpHoro 3akona ot 26.03.2020 N 67-D3)

Crarps 61. I'ocygapcTBeHHAs perucTpalus U nepeperucrpauus
npeaeJbHbIX OTILYCKHBIX LEH MPOU3BOAUTE/ICH HA JIEKAPCTBEHHbIE
Npenaparbl, BKIAKYEHHbIE B IEPeYeHb ) KU3HEHHO HE00X0AMMBbIX U

BAaKHEHNIIMX JIEKAPCTBEHHBIX Npenaparos (B pea. PeaepajbHOroO

3akoHa 0T 06.06.2019 N 134-PD3)

Ionoscenusn wacmu 1 cmamou 61 (6 peo. @edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 07151 MeOUYUHCKO20 NPUMEHEHUA NOCPEOCMEOM €OUHOIL 20CYO0APCMEEHHOTL
uHpopmayuonnoil cucmemsl 6 cgpepe 30pasooxpanenusn u (unu) gedepanvroii 20CyoapcmeeHHoll
ungopmayuonnou cucmemot ""Eounstit nopman 2ocyoapcmeennvix u MyHUYUNAAbHBIX YCIIY2e
(pynkyuir)", npumensaromesn ¢ 01.01.2025. Pecucmpayuonnsie y0ocmosepenus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHUA, nOOmeepicoalouiue haxkm 20cyoapcmeenno
pecucmpayuu, Ha OyMasicHOM Hocumee u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePeH Ul
JIeKAPCMEEHHbIX NPEnapamoe 014 meOuyunckozo npumenenus ¢ 01.01.2025 ne ¢vroaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
o0pauieHuu 6 ynoaiHOMOYEHHBLI (hedepanbHblil OP2aH UCNOTHUMETbHOU 61aCMU 3a gbloauell
YKa3annoz2o 0yonuKkama Hanpaeisaenca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPedCcn8, ROORUCAHHAA YCUTCHHOU K8ATUDUUUPOSAHHOU ITIEKMPOHH O
HOORUCHIO YROSIHOMOUEHHO20 TUUA YHOTTHOMOYCHHO20 (hedepanbHo20 0p2ana UcCnOJIHUMEeNbHOu
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

1. IlpenenbHas OTHYCKHAas IIeHAa MPOM3BOJMUTENS HAa JICKAPCTBEHHBIN Ipernapar, BKIIOYEHHBIH B
nepeyeHb >KU3HEHHO HEOOXONMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, MOAJIEKUT
TOCYy/JapCTBEHHOW pPETUCTpallud B TOpsAKe, ycTaHoBIeHHOM IlpaBurensctBoMm Poccuiickoit
®enepalii, Ha OCHOBAHUU HAINPABICHHOI'O MOCPEACTBOM €IMHOIO MOpTajia B YNOJTHOMOUYEHHBIH
denepanbHBIE  OpraH HCHOJHUTENBHOM BJIACTH WJIM JIMYHBIA KaOWMHET YHNOJHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJHUTENBHON BJIACTH B €IMHOM cHCTEME, MOJIMCAHHOIO YCHUJIEHHOU
KBAJM(HUIHUPOBAHHONW  SJEKTPOHHOM MOJMMCHIO  3asBJCHUS  Jep)KaTelss MM Blajenblia
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PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Iperapara (yIOJIHOMOYEHHOTO UM JHia). (B
pen. denepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

IHonoscenusn wacmu 2 cmamuu 61 (¢ ped. edepanvrozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUUUHCKO20 NPUMEHEHUSA ROCPEOCHIEOM eOUHOTL 20CYOapCHEEHH O
UHoOpMayuonHnoll cucmemul 6 chepe 30pagooxpanenusn u (uau) hedepanvHoil 20cyoapcmeeHHoul
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeenHblX u MyHUYUNATbHBIX YCIIY2
(¢pynukyuir)", npumenarwomesa c 01.01.2025. Pecucmpayuonnsie y0ocmosepenus a1eKapcmeeHHblX
npenapamoe 011 MEOUYUHCKO20 RPUMEHEHUA, NOOmeEep coaouiue hakm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmsvl Pe2UCmpayuoHHbIX YOOCMO8ePEeH UL
JIEKAPCMEEHHBIX NPENApamoe 01 MeOuyuHcKko2o npumenenus ¢ 01.01.2025 ne gvroaromcs.
Cybvexkmy oopawienus 1eKapCmeeHHbIX cPeoCcma 011 MEOUUYUHCKO20 NPUMEHEHUA nPU e20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTTHUMENbHOU 611aCMU 34 6bl0aUell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKApPCMEEHHBIX CPEOCH8, NOONUCAHHAA YCUIEHHOU K8ANUPUUUPOBAHHOU IJ1IEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHOZ0 TUUA YHOTIHOMOUYEHHO20 (PedepanbH020 0P2aHa UCHOIHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

2. 3apeructpupoBaHHas IpeesibHas OTIYCKHAs [IeHa MPOU3BOIUTENS HA JICKAPCTBEHHBIH Mpernapar,
BKJIIOYCHHBIM B TMEPEUYCHb KUZHEHHO HEOOXOIMMBIX M BaXXHEHIIUX JICKAPCTBEHHBIX IMPENapaToB,
MOJKET OBITh NEPEeperucTpUpoOBaHa B CTOPOHY YBEIMYEHHUS OJMUH pa3 B KaJeHJapHOM IOy Ha
OCHOBaHUHU HAIMPABICHHOTO JO0 1| OKTAOpsS KaXIOTro roja IOCPEACTBOM €AMHOrO IopTajia B
YIOJTHOMOYEHHBIN  (eiepalibHblil  OpraH HMCHOJHUTENbHOM BIACTH WM JIMYHBIA KaOWMHET
YIOJTHOMOYECHHOTO  (De/lepaqbHOr0 OpraHa HWCIOJHHUTEIBHOW BIIACTH B  CIUHOM CHCTEME,
MOAMKMCAHHOTO YCHJICHHOW KBaJU(DHUIIMPOBAHHOW 3JEKTPOHHOW TMOMAMMCHIO 3asBIICHUS JEpKaTess
WJIU BJIQJIeIIbIIa PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapata (yrmoJHOMOYEHHOTO
um juna). (B pea. Deaepanbroro 3akona ot 30.01.2024 N 1-D3)

ITonoscenusn wacmu 3 cmamou 61 (6 peo. @edepanvrozo 3axkona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmagienus 20cy0apCmeeHHbIX yciy2 npu 00pauieHuu 1eKapcmeeHHbIxX
cpeocme 0711 MeEOUUYUHCKO20 RPUMEHEHUA ROCPEOCHEOM eOUHOIL 20CY0aPCMEEHHOTL
UHopmayuonnoil cucmemol 6 cghpepe 30pasooxpanenusn u (unu) gedepanvHoil 20cyo0apcmeenHoll
ungopmayuonnou cucmemot "'Eounstit nopman 2ocyoapcmeennvix u MyHUYUNATbHBIX YCIIY2e
(pynxyuir)", npumensaromesn c 01.01.2025. Pecucmpayuonnsie y0ocnosepeHus 1eKapcmeeHHblX
npenapamoeg 011 MEOUYUHCKO20 RPUMEHEHU, OOmeepicoaloujue paxkm 20cyoapcmeeHHoul
pecucmpayuu, Ha OyMasicHOM HOcumene u OyoaUKamol pe2ucmpayuoHHbIX YOOCMO8ePeHUll
JIeKApPCMEEHHBIX NPEnapamoe 01 meOuyunckozo npumenenus ¢ 01.01.2025 ne ¢vrioaromcs.
Cyovexmy odpawieHus 1eKapcmeeHHbIX Cpeocme 011 MeOUYUHCKO20 NPUMEHEHUA NPU €20
obpauienuu 8 ynoJaHOMOYECHHbLIL hedepanbHblil OP2an UCNOTHUMENbHOU 61ACMU 34 6bloayell
YKa3annoz2o 0yonuKkama Hanpaeisaemca 6blNUCKA U3 20Cy0apCmeennozo peecmpa
JIeKapcmeeHHbIX CPeoCch 8, ROORUCAHNAA YCUTEHHOU KeATUPUUUPOSGAHHOIL ITIEKMPOHHOU
HOORUCHIO YROJIHOMOUEHHO20 TUUA YHOTTHOMOYECHHO20 (hedepanbrozo opeana UCHOTHUMENbHOU
énacmu (nynkm 5 cmamou 4 @eodepanvnozo 3axona om 30.01.2024 N 1-@3).

3. 3aperucTpupoBaHHas IpeeibHas OTIYCKHAs [IEHA MPOU3BOINTENS Ha JICKAPCTBEHHBIN Mpernapar,
BKJIIOYEHHBI B MEpPEYeHb >KU3HEHHO HEOOXOIUMBIX M BAXKHEHMIIMX JEKapCTBEHHBIX NpEnapaTos,
MOKET OBITh IEepeperucTpUpoBaHa B CTOPOHY CHH)KEHHMS Ha OCHOBAaHUHU HAalpaBJIEHHOTO
MOCPEICTBOM €MHOT0 MOpTaja B YIOJIHOMOYEHHBIN (eepanbHblii OpraH UCIIOJIHUTELHON BIACTH
WM JIMYHBINA KaOMHET YIOJHOMOYEHHOTO (heiepaJbHOro OpraHa MCIOJHUTENbHOM BIacTH B €UHON
cucTeMe, MOJANMCAHHOTO YCWJIEHHOW KBaIM(PUUIMPOBAHHON 3JIEKTPOHHOW MOIMMUCHIO 3asBICHHSA
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JepKaTeNnss WIW BJaJeNiblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHs JIGKAPCTBEHHOTO Iperapara
(ynoiHomoueHHOTO MM Jiniia). (B pen. deaepanbroro 3akona ot 30.01.2024 N 1-D3)

IHonoscenusn wacmu 4 cmamowu 61 (¢ ped. edepanvhozo 3axona om 30.01.2024 N 1-D3),
Kacarowuecs npedocmasienus 20cy0apCcmeeHHbIX yciy2 npu 00pauieHuu 1eKapcneeHHbIX
cpeocme 0151 MEOUYUHCKO20 NPUMEHEHUS NOCPEOCMEOM eOUHOIL 20CY0aPCMEEHHOTL
UHOpMaUUOHHOI cucmembl 6 chepe 30pasooxpanenusn u (unu) hpedepanvroit 20cyoapcmeeHHol
ungopmayuonnou cucmemot ""Eounstii nopman 2ocyoapcmeenHblX u MyHUYUNATbHBIX YCIIY2
(¢pynukyuir)", npumenarwomes c 01.01.2025. Pecucmpayuonnsie yoocmosepenus ieKapcmeeHHblX
npenapamos 014 MeOUUUHCKO20 RPUMEHEHUS, ROOMEepHcoarouue PaxKm 20cyoapcmeenHoll
pecucmpayuu, Ha OyMaxcHom Hocumee u OyOIUKAmsvl Pe2UCmpayuoHHbIX YOOCMO8ePEeH UL
JIEKAPCMEEHHBIX NPENnApamoe 01a meOuyuncko2o npumenenus ¢ 01.01.2025 ne evioaromces.
Cybvexkmy oopawienus 1eKapcmeeHHbIX cPeOCme 0151 MEOUUUHCKO20 NPUMEHEHUSA NPU €20
odpauieHuu 6 ynoaIHOMOYEHHBLIL (hedepanbHblil OP2an UCNOTTHUMENbHOU 611aCMU 34 6bl0aUell
YKa3annoz2o 0yonuKkama Hanpasisaenca 6blNUCKA U3 20Cy0apCmeeHnozo peecmpa
JIEKAPCMEEHHBIX CPEOCH 8, NOONUCAHHASA YCUTEHHOU KEATUDUUUPOBAHHOTL IT1IEKMPOHHOTL
HOORUCHIO YNOJIHOMOUEHHO20 TUUA YHOTTHOMOYEHHO20 (hedepanbHo20 0peana UCHOTHUMENbHOU
enacmu (nynkm 5 cmamou 4 @edepanvrnozo 3axkona om 30.01.2024 N 1-®3).

4. [epxarenp WIM BIaJAeN€ll PETUCTPALMOHHOTO YAOCTOBEPEHUs JIEKApCTBEHHOI'O Iperapara
(YNOJTHOMOYEHHOE UM  JMI0) 0O0s3aH HANpaBUTh IOCPEACTBOM €IUHOrO IOpTaja B
YIOJTHOMOYEHHBIN  (eiepalibHblil  OpraH HMCHOJHUTENbHOM BIACTH WU JIMYHBIA KaOWUHET
YIOJTHOMOYEHHOTO  (pelepajbHOr0 OpraHa HCIOJHHUTEIBHOH BJIACTH B EIWHOW CHCTEMeE
MOJAMUCAHHOE YCWJICHHON KBAIU(DUIMPOBAHHOW  SJCKTPOHHOM TMOJNUCHIO  3asABJICHHE O
MEPEPErUCTPALlUA  3aPETUCTPUPOBAHHOM NPEAECIBHON OTIYCKHOM UEHbl MPOM3BOJIMUTENSI HA
JICKapCTBEHHBIN MpernapaT, BKIIOUEHHBIH B IMEpPEYeHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IPENapaToB, B CTOPOHY CHUKEHHS B ClEIyOIMX ciydadx: (B pen. denepanpHoro
3akoHa or 30.01.2024 N 1-®3)

1) cHIKeHUE LIeHbl B MHOCTPAHHOM BaJlOTE Ha JIEKapCTBEHHBIHM MpenapaT B CTpaHe MPOU3BOAUTEIS
U (W) B CTpaHax, B KOTOPbHIX JIEKAPCTBEHHBIN Npernapar 3aperucTpupoBaH U (WIK) B KOTOpHIE
MIOCTAaBJIISIETCS TIPOU3BOAUTEIIEM;

2) CHW)KCHHE IIeH Ha peepeHTHBIC JCKAPCTBEHHBIE IMPENaparbl B COOTBETCTBHHM C IMyHKTOM |
HACTOAIIEH YacTu (AJI1 COOTBETCTBYIOUIMX BOCIPOW3BEACHHBIX, OMOAaHATIOTOBBIX (OHMOMOAOOHBIX)
JICKapPCTBEHHBIX MTPEIapaToB);

3) mpeBbIlICHUE TPENETbHON OTIMYCKHOM IIeHBl Ha TEPBBIM BOCIPOU3BEACHHBIN, OMOaHATOTOBBIN
(Omomoo0HBIN) JIEKapCTBEHHBIH MpernapaT HWHOCTPAHHOI'O IPOM3BOJACTBA HaJ MpeleNbHOU
OTITYCKHOM 11€HOI MPOU3BOAUTENS HA BTOPOH BOCIIPOU3BEICHHbIN, OM0aHaIoroBslii (6100 100HbII)
JIEKapCTBEHHBIN IIpemnapaT, pacCUYMTaHHON B COOTBETCTBUM C METOJUKOM, YTBEP)KIEHHOU
IIpaBurenscTBOM Poccuiickoit denepanumy;

4) mpeBblllIeHUE TPeeNbHON OTIMYCKHOM ILeHbl Ha NMEPBBIA BOCIPOU3BEICHHBIN, OHMOAHATOTOBBIH
(6uomomOOHBIN) JEKAPCTBEHHBIM TpemnapaT MPOU3BOAMTENS TOCyJapcTBa - ujieHa EBpa3uiickoro
DKOHOMHMYECKOTO COK03a HaJ IMPEIeiIbHOW OTIYCKHOW UEHOW MPOU3BOJAUTENI HA BTOPOU
BOCIPOM3BEICHHBINA, OMOaHaIOroBbIl (OMOMOAOOHBIN) JIEKapCTBEHHBIN IMpernapaT MPOU3BOIUTEINS
rocy/apcTBa - 4jeHa EBpa3zuiicKoro 3KOHOMHUYECKOTO COK03a, PACCUMTAHHON B COOTBETCTBHUHU C
METOAMKOM, yTBepkaeHHOM [IpaButenscTtBom Poccniickont @enepannn.

5. [lopsaok nepeperucTpaniu 3aperuCTPUPOBAHHBIX MPEAEIIBHBIX OTIIYCKHBIX LIEH MPOU3BOINUTEIEH
Ha JIEKapCTBEHHBIE Mpenaparhl, BKIIOYCHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
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JICKapCTBEHHBIX IIPENaparoB, B CIIydasx, IPEIyCMOTPEHHBIX 4YacTAMHU 2 - 4 HACTOSILEH CTaThHy,
ycranasinusaercs [IpasurensctBom Poccniickon denepanun.

6. DKOHOMMYECKUN aHaIU3 MPEAEIbHOM OTIYCKHOM LE€Hbl MPOM3BOAMTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBIH B IEpeueHb >KU3HEHHO HEOOXOIMMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX
IpenapaToB, NMPU €€ TOCYJAPCTBEHHON PETUCTpAllMd WM MEPEeperucTpaluy OCYLIECTBISIETCS
denepanbHbIM OpPraHOM HCIOJTHUTEIBHOM BIACTH, OCYUIECTBISIOMIUM (YHKIUH IO MPUHSATHUIO
HOPMATHUBHBIX IIPAaBOBBIX AKTOB W KOHTPOJIO 3a COOJIOJIEHHMEM 3aKOHOJATENbCTBA B cdepe
rOCYJIapCTBEHHOTO PETYIMPOBaHMs 1IeH (Tapr(doB) Ha TOBApHI (YCIYTH).

7. PacueTr mpenenbHbIX OTMYCKHBIX II€H, YKa3aHHBIX B 4acTsAX | W 2 HacToAllEH CTaThbU, MPU UX
rOCYJapCTBEHHON pPErucTpalMyd WM [EePEePErucTpalud OCYIIECTBISIETCS. B COOTBETCTBHM C
METOJMKOM, yTBepxkAeHHOM [IpaButenscTBoM Poccuiickoit @enepauvv W YYUTHIBAKOLIEH B TOM
qyucie:

1) cobmonenne OanaHca WHTEPECOB MOTPEOUTENEH JIEKApCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B
NepeUYeHb )KU3HEHHO HEOOXOIMMBIX U BKHEHININX JICKAPCTBEHHBIX MIPEIApaTOB, U MPOU3BOIUTEICH
JICKapPCTBEHHBIX IMPENaparoB, BKIIOYEHHBIX B MEPEUEHb KUZHEHHO HEOOXOAMMBIX M Ba)KHEUIINX
JIEKApCTBEHHBIX MPEMApaTOB;

2) gaxTuuecKyro OTIMYCKHYIO IIeHYy Ha JIeKapCcTBeHHbIE npenapatsl B Poccuiickoii denepanuu, reHy
BBO3a JICKAPCTBEHHBIX NpenapatoB B Pocculickyro denepanuio, a Takke LEHbl HA aHAIOTUYHBIE
JIeKapCTBEHHBIE Mpenapathl, Haxosmrecs B oopamiennn B Poccuiickoit ®enepanumy;

3) 3aTpaThl TPOM3BOJAUTEINS JIGKAPCTBEHHOr'O IIperapara Ha MPOU3BOJACTBO W PEATHU3AIHUIO
JIEKapCTBEHHOTO Mpernapara;

4) 1ieHy Ha JeKapCTBEHHBIHM Ipernapar, ero LeHy B CTpaHe MIPOU3BOAUTEINS U B CTPAaHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIKM) B KOTOPBIE TOCTABIISETCS IPOU3BOIUTEIIEM.

8. He nomyckaroTcsi peanu3anusi U OTIIYCK JEKAapCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B MEPEYCHb
KU3HEHHO HEOOXOJUMBIX UM  B@KHEHIIMX  JIEKapCTBEHHBIX  MpPENapaTroB, Ha KOTOpHIE
IIPOU3BOIUTEIISIMHU JIEKAPCTBEHHBIX IIPENapaToB HE 3apETUCTPUPOBaHA MpeiebHas OTIyCKHAs IeHa,
peanu3anys IMPOU3BOAUTENIIMH  JIEKAPCTBEHHBIX IPENapaToB IO II€HaM, MPEBBIIIAIOLIIM
3aperuCTpUpPOBaHHbIE WM  I[EPEPErUCTPUPOBAHHBIE  MpEAENbHbIE  OTIYCKHbIE II€Hbl Ha
JIeKapCTBEHHbIE MTPEnapaThl C y4ETOM Hajlora Ha J00aBI€HHYIO CTOUMOCTb.

9. OcoOEHHOCTH TOCYITaPCTBEHHOT'O PETYJIMPOBAHUS IPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENIEH
Ha JIEKapCTBEHHBIE Mpenaparhl, BKIIOUYCHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MPENapaTroB, B 3aBUCUMOCTH OT SKOHOMHUYECKHX U (MJIHM) COIMAIbHBIX KPUTEPHEB
(M3MEHeHHe YCIOBHUH, TMOpsAAKAa M CTOMMOCTH MPOM3BOJCTBA JIEKAPCTBEHHBIX Ipenaparos,
UCIIOJIb30BaHNE HOBBIX ()OPM, METOJOB M CIIOCOOOB TOCYAAPCTBEHHOTO PETYJIMPOBAHUS II€H Ha
JeKapCTBEHHbIE IpenapaThl, B TOM YHCIIE Ha OCHOBE MEXaHHU3Ma peepeHTHOro IIeHO00pa30BaHMs,
M3MEHEHUH MOopsAKa OKa3aHHUsI MEJUIIMHCKON MOMOIIM, U3MEHEHHE Kypca HHOCTPAHHOM BaJlIOThI U
WHBIE W3MEHEHHs) ycraHaBnuBaiorcs [IpaBurensctBoMm Poccuiickoit ®egepanuu. (B pen.
denepanbroro 3akona ot 08.03.2022 N 46-D3)

Crartba 62. I'ocynapcTBeHHBIN peecTp npeaeJbHbIX OTIIYyCKHbIX LEeH
NPOU3BOAUTEICH HA JIEKAPCTBEHHbIE NIPpenapaThl, BKIIYEHHbIC B
nepeveHb )KU3HEHHO He00X0AUMBbIX M BAKHEHIINX JIEKAPCTBEHHBIX
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npenaparon

1. 3apermcTpupoBaHHbIE WM [EPEPETUCTPHUPOBAHHBIC MPEACIbHBIE  OTIYCKHBIE  IIEHBI
HpOI/I3BO[[PITCJIeﬁ Ha JICKApCTBCHHBLIC IMpCraparbl, BKIYCHHBLIC B TMCPCUCHb JKU3HCHHO
HEOOXOAMMBIX ¥  BOXHEHINMX JIGKAPCTBEHHBIX IPENapaTroB, TMOAJEKAT BKIIOYCHUIO B
TOCYJIApCTBEHHBIA PEECTp MPEACIbHBIX OTHYCKHBIX LEH IMPOU3BOJAUTEICH HA JIEKAPCTBEHHBIE
npenaparsl, BKJIIOYEHHBIE B MEPEUYEHb XM3HEHHO HEOOXOMMMBIX M BAXKHEUIINX JIEKAPCTBEHHBIX
npenaparos. (B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBeHHBIM peecTp MpenelbHbIX OTMYCKHBIX II€H MPOU3BOJIUTENECH Ha JIEKapCTBEHHBIE
npernaparbl, BKIOYCHHBIC B MEPEYCHb XM3HEHHO HEOOXOMUMBIX M BAKHEUIINX JIEKAPCTBEHHBIX
MPerapaToB, COJICPKUT B ceOe CIIeIyIONy0 HH()OPMAIIHIO:

1) HauMeHOBaHUe JAeprKaTels WIK BiaJellblla PErHCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara, HauMEHOBaHUE MTPOU3BOIUTEINS JIEKAPCTBEHHOI'O Iperapara, CBEJICHUs O PErucTpanuu
JepKaTels WU Biajeiblia PErMCTPAlMOHHOTO YJIOCTOBEPEHMs JIEKAPCTBEHHOI'O IIpernapara,
CBEICHNA O PpErucTpalvy MPOU3BOAUTENS JIEKAPCTBEHHOIO IIpenapara uisi MEIULHHCKOTO
OPUMEHEHHUs B KayecTBE HAIOrOIUIaTeNbIMKa B CTpaHe perucrpauuud (JUisi pOCCUICKUX
IOPUIMYECKUX JIMII - UACHTH(PHUKAIMOHHBIN HoMep Hanorormarensiuka (MHH), s mHOCTpaHHBIX
IOPUAMYECKUX JIML - CTpaHa pPETrUCTpaldd, HAauMEHOBAaHHWE PETUCTPUPYIOIIErO Oprasa,
perucTpaloHHbIi HOMEp, KOJ HaJOroIIaTEeNIbIIMKA B CTPAHE PETUCTpalUU (MHKOPIOPALUU) WU
€ro aHajior), MECTO HAaXOXJEHHUS IPOU3BOJACTBEHHbIX IUIOLIA/I0K, YYacTBYIOIIMX B IpoLecce
IIPOM3BO/JICTBA JIEKAPCTBEHHOT'0 Iperapara, ¢ yKa3aHHeM CTaJuM Mpoliecca MPOU3BOJACTBA; (B pes.
denepanbHOro 3akona or 28.12.2017 N 425-03)

2) HauMEHOBaHUE JICKApCTBEHHOIO Ipemnapara (MeXIyHapoJHOE HENaTeHTOBaHHOE, WU
rPYHNIMPOBOYHOE, WIM XMMHYECKOE U TOProBOo€ HauMEeHOBaHus); (B pea. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-93 (pex. ot 13.07.2015))

3) HOMep PErHCTPALMOHHOTO YA0CTOBEPEHNUS JIEKapCTBEHHOTO TIperapara;

4) nexapcTBeHHas opMa ¢ yKazaHHEM JO03WPOBKHU JIEKAPCTBEHHOTO IMPErapara 1 ero KOJINIeCcTBa BO
BTOPUYHOU (TMOTPEeOUTENBCKON) YIIaKOBKE, a TaKXkKe KOMIUIEKTHOCTD; (B pea. denepalbHOTO 3aKOHA
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) 3aperucTpupoBaHHas TpeeibHasl OTIIYCKHas IleHa Ha JIEKApCTBEHHBIN Mpemnapar B pyonsx; (B
pen. ®eaepanbhoro 3akoHa ot 27.12.2019 N 475-D3)

6) maTta ¥ HOMEp TMpHUKa3a YMOJIHOMOUYEHHOTO (eAepaJbHOr0 OpraHa HMCIOJHUTEIHLHOM BJIACTH O
TOCYIapCTBEHHOW pEerucTpaliyl WIH [EePEeperucTpalud MpeAeNbHOM OTMYCKHOW IIeHBl Ha
JICKapPCTBEHHBIN TIpernapaT, BKIIOUCHHBIA B IEpPEUCHb >KU3HCHHO HEOOXOIUMBIX WM BAKHCHUIIUX
JICKapCTBEHHBIX IpenaparoB; (B pen. demepaibHbIX 3ak0HOB OT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 06.06.2019 N 134-03)

6.1) nata BCTYIUIEHHS B CUJIy MpHUKa3a YIOJTHOMOUYEHHOTO (peepanbHOro OpraHa MCIOJIHUTEIbHON
BJIACTH O TOCYJApCTBEHHOM pPETHUCTpalUy WIH IEePEPETUCTpaluy IPEAETIbHON OTIIYCKHOM LIEHBI
NPOM3BOIUTENS HA JIEKApCTBEHHBIN Mpernapar, BKIIOUYEHHBIN B MepeueHb KU3HEHHO HEOOXOJMMbIX
U BaXHEHWIIMX JIEKapCTBEHHBIX mpemnaparoB; (B pen. denepanbHoro 3akoHa ot 06.06.2019 N
134-93)

7) WTPUXOBOI KOJI, HAHECEHHBI Ha BTOPUYHYIO (ITOTPEOUTENHCKYIO) YIAKOBKY JEKapCTBEHHOTO
npenapara; (B pea. @exepanpHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))
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8) Ko JIeKapCTBEHHOTO Mpernapara MO aHATOMO-TEPaNeBTUYECKO-XUMUYECKON KiaccuUKaIiu,
pexkoMeHI0BaHHOM BcemupHoil opranuzanueil 3npaBooxpanenus. (B pea. denepanbHoro 3akoHa ot
22.12.2014 N 429-D3)

3. TocynapcTBeHHas perucrpauus WM MepeperucTpanus MNpeAeibHbIX OTIYCKHBIX LE€H Ha
JICKApCTBCHHLBIC IIpCIapaThl, BKIKOUYCHHLIC B IHCPCUYCHb XU3HCHHO HGO6XOI[I/IMLIX M BaXHEHIINX
JIEKapCTBEHHBIX IPENapaToB, BEJEHHUE IOCYAApCTBEHHOIO peecTpa IpelesIbHBIX OTIYCKHBIX LEH
HpOI/ISBOI[I/ITCJIeﬁ Ha JICKApCTBCHHBLIC IMPCIaparbl, BKIOYCHHBIC B TICPCUYCHL JKU3HCHHO
HEOOXOIUMBIX M BAXKHEMIIMX JIEKAPCTBEHHBIX IPENapaToB, OCYLIECTBISAIOTCS B IOpPSIKE,
ycraHoBiaeHHOM IlpaBurensctBom Poccuiickoit ®enepauuu. (B pen. denepanbHOro 3akoHa OT
06.06.2019 N 134-®3)

Crarbs 63. YcTaHOB/IEHHE HCTIOJHUTEILHBIMHA OPraHAMM CYObEKTOB
Poccuiickonn @enepanuu npeaebHbIX pa3MepoB ONNTOBBIX HAI0ABOK U
npeaeJbHbIX Pa3MepPOB PO3HUYHBIX HAI0ABOK K PaAKTHYECKUM
OTIYCKHBIM I[€HAM, YCTAHOBJICHHBIM MPOU3BOAUTEISAMH
JIEKAPCTBEHHbIX NPENapaToB, HA JIEKAPCTBEHHbIE NMPeNnaparhbl,
BKJIIOYCHHBIC B [IEPEYECHDb KU3HEHHO HEOOXOAUMBIX U BAa’KHEHIIUX
JIEKAPCTBEHHbIX npenapartoB (B pea. PexepajibHbIX 3aKOHOB OT_
27.12.2019 N 475-@3, o1 08.08.2024 N 232-D3)

1. UcnonnurenbHble opranbl cyObekToB Poccuiickoit denepanny ycTaHaBIMBAIOT IpEAEIbHBIC
pa3Mepbl OINTOBBIX HAJ0aBOK WM Ipe/elbHbIE Pa3Mepbl PO3HUYHBIX HAA0aBOK K (hakTHyecKuM
OTIYCKHbIM IIeHaM (0e3 yuera Hajora Ha JOOaBIEHHYIO CTOMMOCTB), YCTaHOBJIEHHBIM
IIPOU3BOJUTENISIMU JIEKAPCTBEHHBIX IPENaparoB, Ha JIEKAPCTBEHHBIE IpENapaTsl, BKIIOYECHHBIE B
NepeyeHb KU3HEHHO HEOOXOAUMBIX U BaXKHEWUIIUX JIEKaPCTBEHHBIX IPENapaToB, B COOTBETCTBUU C
YTBEPKICHHOU B MOpsAAKe, ycTaHOBICHHOM IIpaBurensctBoM Poccuiickon denepanuu, METOOUKON
YCTAHOBJICHUS] MCIIOJIHUTEIbHBIMU OpraHaMu cyOwbekToB Poccuiickoit ®denepaunu mnpeneabHbIX
pasMepoB ONTOBBIX HAJ0ABOK M MpEAETbHBIX PAa3MEPOB PO3HUYHBIX HAN0aBOK K (PaKTUUYECKHM
OTIIyCKHBIM II€HaM, YCTaHOBJICHHBIM IPOM3BOJUTEISIMU JIEKAPCTBEHHBIX IIPENaparoB, Ha
JIeKapCTBEHHbIE Mpenaparhl, BKIIOUYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIHNX
JEKapCTBEHHbIX MpemnapartoB. [IpoekTbl peleHui HUCHOJHUTENBHBIX OpraHoB CYOBEKTOB
Poccuiickoii ®enepanuu 00 yCTaHOBIEHUU U (MJIM) U3MEHEHHUHU TNPENENbHBIX Pa3MEpOB ONTOBBIX
Ha70aBOK W TPEJENbHBIX Pa3MEpOB PO3HUYHBIX HaA0aBOK K (DAaKTHUECKUM OTIIYCKHBIM IIE€HAM,
YCTaHOBJICHHBIM IIPOM3BOJUTENSIMU JIEKAPCTBEHHBIX IPENAapaToB, Ha JIEKAPCTBEHHBIE IpENaparsl,
BKJIIOUEHHBIE B NEPEUYCHb XKU3HEHHO HEOOXOAMMBIX U BaKHEHUIINX JIEKAPCTBEHHBIX IPENapaTos,
MOJIeXKAT COTJIACOBAHHUIO C YIOJIHOMOYEHHBIM (heiepabHbIM OpPraHOM HCIIOJIHUTENIBHON BIIACTH,
OCYHIECTBIISIONUM (YHKIIMKM 1O MPHUHITHIO HOPMATHBHBIX IPABOBBIX aKTOB U KOHTPOJIIO 3a
COOJIIOJIEHHEM 3aKOHOJATENIbCTBA B c(epe TOCyJapCTBEHHOTO peryJiMpoBaHUs ILeH (TapudoB) Ha
ToBaphl (yCiayru), B nopsiake, ycranoBieHHoM [IpaButenbctBom Poccuiickoit denepauuu. (B pen.
®epnepanbubix 3akoHOB oT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-D3)

2. OpraHmaum/I OIITOBOM TOProBJIM JICKAPCTBECHHBIMU CPCACTBAMH, allTCYHBIC OpPraHu3alunu,
WHAWBUAYAJBHBIC MPCAIIPUHUMATCIIN, UMCIOIIUC JIMLCH3UIO Ha (I)apMaI_[eBTI/I‘-ICCKYIO ACATCIIBHOCTD,
MCIUIUHCKUEC OpraHu3allvi, WMCIOIIWC JIMICH3UIO Ha (l)apMaHeBTI/I‘IeCKYIO JACATCIIBHOCTh, U HX
000c00JICHHBIE noapas3acCiiCHUs, PACIIOJIOKCHHBIC B CCILCKHUX HACCJICHHBIX ITYHKTaX, B KOTOPBIX
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OTCYTCTBYIOT anTe€4YHbIe OPraHU3aIMH, OCYLIECTBISIIOT pealn3alyio JEKapCTBEHHBIX IpernapaTos,
BKIIFOUCHHBIX B MIEPEUYCHD KU3HEHHO HEOOXOAMMBIX M BOXHEHININUX JICKAPCTBEHHBIX MPENaparos, Mo
1[eHaM, KOTOpble (OPMUPYIOTCS B COOTBETCTBUU C MOPSAKOM, YCTaHOBJICHHBIM lIpaBUTENHCTBOM
Poccwuiickoit @enepanuu, 1 ypoBeHb KOTOPHIX (0€3 ydera Hayora Ha 100aBIEHHYIO CTOMMOCTh) HE
JOJKEH MpPEeBbIIaTh CyMMY (PaKTHUEeCKONW OTIYCKHOW II€HBbI, YCTAaHOBJICHHOW MPOU3BOAUTEIEM
JIEKApCTBEHHOIO Tpenapara, He MPEeBBIIIAIONIECH 3apEerUCTPUPOBAHHON WM TIEPEPEruCTPUPOBAHHON
Ipe/leIbHON OTIYCKHOM LIEHBI MPOU3BOAMTENS (HAa JaTy peald3aliy JeKapCTBEHHOIo Mperapara
MPOU3BOUTENIEM), U pa3Mepa OINTOBOW HaaO0aBKu W (WIHM) pa3Mepa PO3ZHUYHON HanOaBKH, HE
MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa MpeAesbHOM OnTOBOM HanbaBKu W (WJIM) pa3Mmepa
IpelieIbHON pPO3HUYHON Han0aBKH, YCTAaHOBIIEHHBIX B cyObekTe Poccuiickoit denepaunu. (B pen.
denepanbHbIX 3aKOHOB 0T 27.12.2019 N 475-P3, ot 08.08.2024 N 323-D3)

3. UcnonauTensHbie Oopranbl cyobekToB Poccuiickoit denepanuu pasmemarT B cetu "MHTEpHET"
UHPOPMALIMIO O 3apETHCTPUPOBAHHBIX IMPEJEIBHBIX OTIIYCKHBIX II€HaX IPOU3BOAMTENEH Ha
JICKapCTBEHHBIE Tpenaparhl, BKIIOUEHHBIE B MEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BaKHEUIIUX
JIEKapCTBEHHBIX MPEnaparoB, 00 yCTaHOBJICHHBIX B cyObekTe Poccutickoit denepanuu npeaenbHbIX
pa3Mepax ONTOBBIX Haa0aBOK U (WJIKM) TpENeNbHBIX pa3Mepax pPO3HUYHBIX HaA0aBOK K
YCTaHOBJICHHBIM TPOU3BOAUTEISIMH JEKAPCTBEHHBIX MpenapaToB (aKTUIECKUM OTIYCKHBIM LIEHaM
Ha JIGKApCTBEHHBIE IpernapaThl, BKIIOUYECHHbIC B MEPEUEHb )KMU3HEHHO HEOOXOIUMBIX M BaKHEUIINX
JIEKApCTBEHHBIX IIPENIapaToOB, a TAKXKE O CYMME 3apETrUCTPUPOBAHHBIX NPEACIIBHBIX OTIIYCKHBIX LIEH
MPOU3BOJAUTENICH Ha JIEKAPCTBEHHbIE IIpenaparbl, BKJIIOYEHHbIE B MEPEYEHb IKU3HEHHO
HEOOXOJUMBIX M BaKHEHWIIMX JIEKapCTBEHHBIX IIPENapaToB, YCTAHOBJIEHHBIX B CYObBEKTe
Poccuiickoiit denepannu MpeesbHBIX Pa3MEPOB OMNTOBBIX HAA0ABOK U MPEAETbHBIX Pa3MepoOB
PO3HUYHBIX HaJ0aBOK M HaJora Ha J00aBI€HHYIO CTOMMOCTb. MHpopmanus, npenycMoTpeHHast
HACTOSIIEH YacThIO, JOJHKHA HaXOAUTHCS TAK)KE B alITEYHBIX OPraHU3aLUsAX B JOCTYITHOM JJIs BCEX
3aMHTEPECOBAHHBIX JHMI (hopMe M OOHOBIATHCS MO MEpe €€ pa3MEIICHUS HCIOTHUTEIHHBIMH
opranamu cy0wekToB Poccuiickoit deaepannu B cetn "MHTepHer". (B pen. PenepaibHbIX 3aKOHOB
or 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Tlyukt yTparun cuiy. (B pen. @eaepanbHoro 3akona ot 27.12.2019 N 475-D3)

I'aasa 13. MOHUTOPHUHI Y®PEKTUBHOCTHU "
BE3OINIACHOCTHU JIEKAPCTBEHHBIX ITPEITIAPATOB,
HAXO/SIIUXCS B OBPAIIIEHUU B POCCUIICKOU
OEJAEPAIINUMU (B pen. PenepanbHoro 3akona or 22.12.2014 N 429-d3
(pen. or 13.07.2015))

Crarbs 64. ®apmakoHaa3op (B pea. PeaepajbHOro 3aK0HA 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. JlekapcTBeHHBIE Mpenaparthl, HaxoasAMecss B oopameHun B Poccuiickoit ®eneparuu, mojexar
MOHUTOPHHTY 3(1)(1)6KTI/IBHOCTI/I 1 0e30IacHOCTH B OeJIAX BBIABICHUS BO3MOXXHBIX HETATUBHBIX
NOCNEACTBUM  UX  TNPUMEHEHMS, UWHAUBUAYAIbHOH  HEMEPEHOCHUMOCTH, IPEXyNpEexACHUS
MEOUIIMHCKHUX pa6OTHI/IKOB, CIICMUAJINCTOB B o0macTu BETCPUHAPUHN, MMAOWUCHTOB HJIM BJIAACIIBIICB
KUBOTHBIX W MX 3allUTBl OT NPUMEHEHHs TaKUX JICKapCTBEHHBIX IpenapaToB. (B pei.
denepanbroro 3akona ot 02.08.2019 N 297-d3)
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2. ®apMaKOHaJ30p OCYLIECTBISAETCA COOTBETCTBYIOIINM YIIOJIHOMOYEHHBIM (eiepabHbIM OPTaHOM
UCTIOJIHUTENIHOW BJACTH B YCTAaHOBJICHHOM KM IHOPSIKE C Y4YeTOM TpEOOBaHHMH HACTOSIIETO
@denepallbHOTO 3aKOHA M AaKTOB, COCTaBIAOIMX IpaBo Coro3a, IMyTeM aHalu3a MPefoCTaBIsIeMON
cyObeKkTaMu OOpalleHusi JIGKAPCTBEHHBIX CPEACTB HMHPOPMALUMU O TOOOYHBIX JEHCTBHUSAX,
HE)KEIIATCIIBHBIX ~ pPEakLMAX, CEPbE3HBIX  HEKENATEeNIbHBIX  PEaKUUsAX,  HENPEIBUICHHBIX
HE)KEJNATENbHBIX PEaKIHsIX MPH NPUMEHEHHWHU JICKApCTBEHHBIX IMpEenapaToB, 00 HHIUBUAYAIbHOU
HEMEePEeHOCUMOCTH, OTCYTCTBUU I(PPEKTUBHOCTH JIEKAPCTBEHHBIX IPENaparoB, a Takke 00 HMHBIX
dakTax M OOCTOATENBCTBAX, MPEACTABISIONIMX YIPO3Yy JKU3HU WIHM 370POBBIO 4YEJIOBEKa JIMOO
JKUBOTHOT'O IIPU IPUMEHEHHMH JIEKapCTBEHHBIX IIPENAapaToB W BBIIBICHHBIX Ha BCEX JTamax
oOpallleHus1 JIEKapCTBEHHbIX NpenaparoB B Poccuiickoil denepauuu U Ipyrux rocyaapcrBax. (B
pen. enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

3. CyObexTsl oOpallleHus JeKapCTBEHHBIX CPEACTB B MOPSAKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIIOTHHUTEIBHOW BIAcTH, O0O0s3aHBl COOOIIATh B  YIMOJTHOMOYCHHBIH
benepanbHbIN OpraH UCMOJHUTEIBHON BIACTH O MOOOYHBIX NEHCTBUSIX, HEXKENATEIbHBIX PEAKIIHIX,
CEPBhE3HBIX HEXKENATEIbHBIX PEaKUUAX, HENPEABUICHHBIX HEXKENATeIbHbIX PEAKIUsAX IMpHU
MPUMEHEHUN JIEKapCTBEHHBIX MpenaparoB, 00 HHIWBUIYaTbHOM HENEPEHOCHMOCTH, OTCYTCTBHUH
3G (HEeKTUBHOCTH JICKAPCTBEHHBIX IPEMapaToB, a TaKkKe 00 HWHBIX (akTax U OOCTOSTEIhCTBAX,
MPEJICTABIISIIONINX YTPO3y >KM3HU WM 30POBBIO0 YEJOBEKa JIMOO >XUBOTHOTO MPH MPUMEHEHHU
JIEKApCTBEHHBIX TIPENapaToB U BBIABJICHHBIX Ha BCEX OdTamax oOpamieHusi JIeKapCTBEHHBIX
npenaparoB B Poccuiickoit @enepannu u Jpyrux rocyjapcrpax.

4. JlepxaTenu WU BIAJENbLbl PErMCTPALIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaToB,
IOPUJIMYECKHE JIMIA, HAa MMsI KOTOPBIX BBIAAHBI pa3pelleHHss Ha MPOBEJCHHE KIMHUYECKUX
uccienoBanuil B Poccuiickoit ®denepaunu, 1100 yroIHOMOUEHHBIE MU JAPYTHE IOPUANUECKUE UL
B pamKax oOecriedeHusi 0€30MacCHOCTH JIEKApCTBEHHBIX MpEnapaToB B IHOpPsJIKE, YCTAHOBIEHHOM
COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (he/iepaibHbIM OpPraHOM HCIIOJIHUTEIbHON BIIACTH, 00sI3aHBI
OCYILECTBIIATh TPHUEM, Yy4yeT, OoOpabdOTKy, aHaJIW3 U XpaHEHUE IOCTYHAIUX B HUX ajApec OT
CyOBEKTOB 00pALICHUS JIEKAPCTBEHHBIX CPEJCTB U OPraHOB rOCYJapCTBEHHOM BJIACTH COOOIIEHUH O
NOOOYHBIX JIEHCTBUSIX, HEXKEJIATEIIBHBIX PEAKIIUAX, CEPhE3HBIX HEXKEJIATEIbHBIX U HEMPEABHUICHHbBIX
HE)KENaTeJIbHbIX peaklUUsX MNpH MPHUMEHEHUH JIEKapCTBEHHBIX MpenaparoB, 00 O0COOEHHOCTAX HX
B3aMMOJEHCTBYS C IPYTUMU JIEKAPCTBEHHBIMU NpENapaTaMy, HHIUBUAYaIbHOW HENEPEHOCUMOCTH,
a Takxke o0 MHBIX (pakTax UM OOCTOSTENHCTBAX, MPEACTABISAIONIUX YIPO3y >KM3HU WIH 3/10pPOBBIO
YeJoBeKa MO0 XMUBOTHOTO WJIM BIMSIONIMX HAa M3MEHEHHE OTHOIICHUS OXKHJAaeMOW MOJb3bl K
BO3MOXKHOMY PUCKY IPUMEHEHHUSI JIEKAPCTBEHHBIX MPENapaToB.

5. Ilpu BbIsiBIEHUU HHPOpPMALMK O CEPbE3HBIX HEXKEJIATENbHBIX PEaKUUAX M HENPEeaBHIEHHBIX
HE)KENNATeNbHBIX PEaKLUUAX MPU NPUMEHEHHWHU JIEKapCTBEHHBIX MpPENnaparoB, 00 OCOOEHHOCTAX HX
B3aUMOJICUCTBUS C IPYTMMH JIEKAPCTBEHHBIMU MperapaTaMi, WHANBUAYAJIBHON HENEPEHOCUMOCTH,
a Takke 00 MHBIX (pakTax U OOCTOATENHCTBAX, BIMAIOIIMX HA U3MEHEHUE OTHOUICHUS OXKUJAaeMOU
MOJIB3bl K BO3MOYKHOMY pHCKY IIPUMEHEHHs JIEKapCTBEHHBIX IIPENaparoB, AEp)KaTeau WU
BIIAJICJIBbLIBI PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaToB, IOPUINYECKHUE JTULA,
Ha MM KOTOPBIX BBIIAHBI Pa3pelleHNs Ha MPOBEICHNE KIMHUYECKUX HCClIeoBaHuM B Poccuiickoit
Oenepanun, TU00 YINOJIHOMOYEHHBIE UMM JIPYTHE IOPUAMYECKHE JUIa 00s3aHbl MPUHATH MEpHI,
HaIlpaBJICHHbIE HA YCTPAHEHWE HETATHBHBIX ITOCIECICTBUM INPUMEHEHMS] TAKUX JIEKApPCTBEHHBIX
IpenapaToB, MNPEAYNpeXJACHUE TNPUUMHEHUS Bpena >KU3HM WIM 3]I0pPOBBIO UelloBeKa JIMOO
KUBOTHOTO, 3aIIUTy UX OT NPUMEHEHHs TaKUX JIEKAPCTBEHHBIX IPENApaToB, HA JTONOJHUTEIbHBII
c60p AaHHBIX 00 3()(heKTUBHOCTH U OE30MACHOCTH TAKUX JICKAPCTBEHHBIX PENapaToB.

6. 3a HecoOoOIIeHHE WIH COKpPhITHE MH(POPMAIIUH, TPETyCMOTPEHHON YacThl0 3 HACTOSINEN CTAaThH,
JepKaTelnd WM BIAAETbIBI PETHCTPALIMOHHBIX YJIOCTOBEPEHHM JIEKApPCTBEHHBIX IIPENaparos,
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IOPUJIMYECKHE JIMIA, HAa HMMsI KOTOPBIX BBIAAHBI pa3pelleHHs Ha IMPOBEIEHHE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit dexepanyu, 1uO0 yNOIHOMOYEHHBIE UMM JIpyTHe IOPHIMYECKHE
JMIA, a TaKKe JOJDKHOCTHBIE JIMIA, KOTOPbIM 3Ta MHGpOpMalMs cTajla H3BECTHA MO POAY HUX
npodeCCHOHATLHOMN JIeITETbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/ATEIHCTBOM
Poccuiickoit deneparumu.

7. Ilpu nody4eHNH yIOJTHOMOYEHHBIM (heaepaabHbBIM OPraHOM HCIOJHUTEIBHOM BIACTH B PaMKax
OCyLIeCTBJIIEHHsT UM (hapMakoHaa30pa JOKa3aTelIbCTB O HECOOTBETCTBUH JICKAPCTBEHHOT'O
npernapara yCTaHOBJICHHBIM TPEOOBAHUSAM WIHM NpPU NOJXy4YEHHH MH(GOpMAMKM O HECOOTBETCTBUH
JaHHBIX 00 dS(@exTuBHOCTH W O ©O€30HaCHOCTH JIEKAPCTBEHHOT'O IIpernapara JaHHBIM O
JIEKapCTBEHHOM TIIperapare, COAEPKAallMMCS B MHCTPYKLIUH IO €ro HNPUMEHEHHIO (B TOM 4YHCIe
BBISBIICHHBIX B XOJI€ OCYIIECTBICHHUS (apMakOHaI30pa KOHTPOJIBHO-HAI30PHBIMH OpTaHaMH
MHOCTPAHHBIX TOCYAApCTB), YIOJHOMOYEHHBIN (hefepanbHblii OpraH HCIIOJHHUTEIBFHON BIIACTH B
YCTaHOBJICHHOM MM MOPSAKE paccMaTpUBaeT BOIPOC O MPUOCTAHOBICHHHM NMPUMEHEHHS TaKOTO
JIEKapCTBEHHOTO IIpenapara.

Crarbs 65. IIlpuocTaHoB/IeHHEe IPUMEHEHNS JIEKAPCTBEHHOT 0
npenapara (B pea. ®exepajbHoro 3akona or 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

1. Ilpu nmonydyeHun UH(POPMALIMU O HEXKENATENbHBIX PEAKIMAX MPU MPUMEHEHUU JIEKAPCTBEHHOIO
Ipernapara, He yKa3aHHbBIX B MHCTPYKLMH 110 IIPUMEHEHUIO JIEKAPCTBEHHOIO IIPerapara, CEpbe3HbIX
HE)KEJIaTEeJIbHbIX peaklusiX, 00 0COOEHHOCTAX €ro B3auMOJEHUCTBUS C APYTUMHU JIEKApPCTBEHHBIMU
npenapaTtamMi, KOTOpbleé MOTYT MPEACTaBIATh YIpo3y JKU3HM WIM 3/I0pOBbIO 4YEJIOBEKa JIMOO
KMBOTHOTO, a TaKXe€ O HECOOTBETCTBUHM JaHHBIX 00 d((EeKTUBHOCTH M O OE30MaCHOCTH
JIEKapCTBEHHOI'0 IIperapara JaHHBIM O JIEKAPCTBEHHOM IIpenapare, COAEpKaIlUMCs B HHCTPYKIIMH
10 €r0 MPUMEHEHUIO, B TOM YHUCJIE€ OT YIIOJIHOMOUYEHHBIX OPIraHOB HHOCTPAHHBIX TOCY1apCTB, 0OMEH
KOTOPOM OCYILECTBISETCS B COOTBETCTBUM C COIVIAIICHUSMHM MEXKIY YIOJIHOMOYEHHBIM
benepanbHBIM OPraHOM HMCHOJIHUTEIBHOW BJIACTH U YHOJHOMOYEHHBIMH OpraHaMH MHOCTPAaHHBIX
roCyJIapcTB, YIOJHOMOYEHHBIN (hefiepalibHblii OpraH MCIOJHUTEIBHOM BJIACTH pPaccMaTpUBAaeT
BOIIPOC O BO3MOXXHOCTM HPHUOCTAHOBIEHHUS OOpallleHUs TaKOro JEKapCTBEHHOIO IIpernapara B
HOpsi/IKE, YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM HCTIOJHUTENIbHON BIAaCTH.

2. Ilpy HeWCHOJIHEHMM WIM HEHAJUIeKalleM HCIOJHEHUH JepKaTeliIMU WIKM BIaJelbllaMU
PETMCTPALlMOHHBIX YIOCTOBEPEHUHN JIEKAPCTBEHHBIX IIPENapaToB, IOPUAUUYECKUMU JIMLIAMU, HA UMS
KOTOPBIX BBIIAHBI pa3pelleHUs Ha IPOBEACHUE KIMHUYECKMX HcciaeqoBaHud B Poccuiickoit
®denepanuy, WIK YHNOJHOMOYEHHBIMM UMM JPYTUMH IOPUAWYECKMMHU JIMIAMHU OOS3aHHOCTEH,
YCTAaHOBJICHHBIX 4YacTsIMHU 3 U 4 ctaThu 64 Hacrosmiero deaepanbHOro 3aKoHA, JIMOO B CIydasx
NPEJCTaBICHNUS COOTBETCTBYIOLIMM YIOJIHOMOYEHHBIM (e/lepaibHbBIM OPraHOM HCIOJIHUTEIBHOM
BJIACTH  3aKJIOYEHUsS O  HEJOCTOBEPHOCTH  PE3YNbTATOB  KIMHUYECKOTO  HCCIEAOBAHUS
JIEKapCTBEHHOI'O IIpernapara Ml MEJUIUHCKOIO IIPUMEHEHHUs, KOTOPOE OCHOBAaHO HAa pe3yJIbTaTax
IIPOBEPKU MEIMIMHCKON OpraHHu3aliy, MMPOBOAMBIIEH yKa3aHHOE KIMHHYECKOE HMCCIIEIOBAHUE C
HapylIEHHEM IIpaBUJI HAJUICKAIEd KIMHUYECKOW IPAaKTUKU, W IPUBEJIO K IIOJYYEHHUIO
HEJOCTOBEPHBIX pE3yJbTaTOB, JIMOO B CiIy4ae HEBBINOJIHEHHUS] MPEANUCAHUs, BBIJAHHOTO
YIOJHOMOYEHHBIM (pe/iepalbHbIM OpraHOM HCIIOJIHUTENIBHONW BJIACTU MO HUTOTaM OCYIIECTBICHUS
BBIOOPOYHOIO KOHTPOJIS KauecTBa JIEKAPCTBEHHOIO TMperapara, YIMOJIHOMOYEHHbIN (enepanbHblii
OpraH UCIIOJIHUTEIILHOM BJIACTM B YCTAaHOBIEHHOM UM IIOPAJKE paccMaTpuBaeT BOIPOC O
IIPUOCTAHOBIICHUH ITPUMEHEHHUS TaKOT'0 JIEKApCTBEHHOTO Mpenapara.
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Yacmo 3 cmamou 65 oeticmeyem 00 01.01.2026 (noonynukm "'2" nynkm 24 cmamou 1
Deodepanvrozo 3axona om 30.01.2024 N 1-D3).

3. YnonHOMOYEHHBIH (enepaabHbIii OpraH HMCHOJHHUTEIBHON BJIACTH TPU TPEACTABICHUH €My
CBE/ICHUII O HECOOTBETCTBUHU IPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM IPABUII
Ha/JIeKallell MPOM3BOJACTBEHHON NPAaKTUKUA W (WJIM) O HapyLICHUH JIMLIEH3MOHHBIX TpeOOBaHUHA,
KOTOpPbIE OBbLIM BBIABJIEHBI B X0JI€ IPOBEIEHUS MHCIIEKTUPOBAHUS IIPOU3BOAUTEIIS JEKApCTBEHHBIX
CPEACTB WM OCYIIECTBJICHHUS JIMLIEH3MOHHOTO KOHTPOJS B cdepe MPOM3BOJCTBA JICKAPCTBEHHBIX
CPEICTB M IPUBEIM WIM MOTYT IIPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IIPENAapaToB s
MEAMIMHCKOTO TIPUMEHEHUs, NPUUYMHUBLIMX WM CIOCOOHBIX IPUYMHUTH BpeA >KU3HU WIH
3I0POBBIO T'PAKJaH, PacCMaTpUBAET BOIPOC O NPHUOCTAHOBICHUM IPUMEHEHUS JIEKapCTBEHHBIX
[IpenaparoB Uil MEJULUHCKOIO IIPUMEHEHUs B YCTAHOBIECHHOM MM IIOPSJKE B CIEAYIOLIHUX
ciydasx: (B pea. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

1) coctaB u (MJIM) TEXHOJOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Mpemapara s MEIUIIMHCKOTO
npUMEeHEeHHUs (C ONHCaHMeM CTaguil TPOM3BOJACTBA) OTJIMYAIOTCS OT  3asBICHHBIX B
pEerucTparioHHOM J10che; (B pea. Denepanbpaoro 3akona ot 04.06.2018 N 140-D3)

2) neKapCTBEHHBIN MperapaT sl MEAUIIMHCKOTO MPUMEHEHHsI TPOM3BECH Ha MPOU3BOIACTBEHHOMN
TUIONIAJIKE, HE YKa3aHHOW B PETUCTPALlMOHHOM JI0che; (B pel. PenepanbHoro 3akoHa oT 04.06.2018
N 140-®3)

3) y MNpOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB OTCYTCTBYHOT JIOKYMEHTBI, MOITBEPIKIAIOIINE
COOTBETCTBHUE Ka4eCTBa JICKAPCTBEHHOTO Tperapara Jiisl MEJUIIMHCKOTO MPUMEHEHUS, BBOJUMOTO B
IpaXIaHCKUI 000pOT, TpeOOBAHMSIM, YCTAHOBJICHHBIM IIPH €r0 TOCYAapCTBEHHOU peructpaiuu; (B
pen. ®enepanbhoro 3akoHa ot 04.06.2018 N 140-D3)

4) 1Opou3BOJAMUTENEM JIEKAPCTBEHHBIX CPEICTB B  COIJIACOBAHHBI C  COOTBETCTBYIOLIMM
YIOJIHOMOYEHHBIM (hefiepalibHbIM OpPraHOM HCIOJHMTENBbHOM BIACTH CpPOK HE YCTpPaHEHBI
HapylleHuss TpeOOBaHWM NpaBWJI HaJUIeKalle NpPOM3BOJACTBEHHOW MPAKTUKUM U (WJIH)
JMIIEH3UOHHBIX TpeOOBaHMM, KOTOpble ObLIM BBIBIEHBI B XOJA€ MPOBEACHUS HHCIEKTUPOBAHMS
MIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEJCTB MM OCYIIECTBICHHS JIUIIEH3MOHHOTO KOHTpOJs B chepe
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M NPHUBEIM WM MOTYT IPUBECTH K IIPOU3BOICTBY
JIEKapCTBEHHBIX MPENapaTroB s MEIUIUHCKOTO MPUMEHEHHS, NMPUYMHMBIIMX WIM CHOCOOHBIX
NPUYMHUTH BPEJ KU3HU WU 370pOBbIO TpaxkaaH. (B pea. PenepanbHoro 3akoHa oT 04.06.2018 N
140-D3)

4. YronHoMouYeHHBIH (enepanbHblii OpraH UCTIOTHUTEIBHOM BIACTH MPU HAIUYUH Y HErO CBEIACHUIA
O HECOOTBETCTBUHU IMPOHU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tp€6OBaHI/I$IM IIpaBHJI Ha)IJ'IC)KaHICI\/’I
MIPOM3BOJICTBEHHON MPAKTUKU U (WJIM) O HAPYUICHUH JIMIIEH3UOHHBIX TPeOOBaHUI, KOTOpbIe ObLIH
BBIABJICHBI B XOA€ MPOBCACHUA HHCICKTUPOBAHUA IPOU3IBOJUTEIIA JICKAPCTBCHHBIX CPCACTB HIIN
OCYIIECTBIICHUS] JTUIEH3MOHHOTO KOHTPOIs B cepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB H
MPUBCIIN WM MOTYT HNPUBECTU K IMPOU3BOACTBY JICKAPCTBCHHBIX IMPEIApaTOB IJIsI BETCPHUHAPHOIO
MPUMEHEHHUS, IPUYUHUBIINX WU CIOCOOHBIX MPUYMHHUTH BPE] KU3HU WIH 37J0POBBIO KHUBOTHBIX,
paccMaTpuBacT BOIIPOC O MPHUOCTAHOBJICHUW pC€alvu3allid W IMPUMCHCHHA JICKAPCTBCHHBIX
MpenaparoB [jisi BETEPUHAPHOIO IMPUMEHEHHS B YCTAHOBJIEHHOM MM TMOPSAKE B CIEIYIOLIUX
ciydasx: (B pea. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

1) coctaB ¥ (WIM) TEXHOJOTHS MPOM3BOJACTBA JIEKAPCTBEHHOI'O Mpernapara JUisi BETEpPUHAPHOIO
OpUMeHeHHus (C  ONMCaHMEeM CTaAMid MPOM3BOJCTBA) OTIMYAIOTCS OT  3asBJICHHBIX B
perucTpanroHHoM 10che; (B pea. denepanproro 3akona ot 04.06.2018 N 140-D3)
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2) nexapCTBEHHBII Ipenapar JUisi BETEPHHAPHOTO MPHUMEHEHHUS IPOU3BE/ICH Ha MTPOM3BOJICTBEHHOM
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALlMOHHOM JI0che; (B pel. PenepanbHoro 3akoHa ot 04.06.2018
N 140-®3)

3) y MNpOW3BOAMTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JIOKYMEHTBI, MOITBEPIKIAIOIINE
COOTBETCTBHUE KAa4eCTBA JIEKAPCTBEHHOI'O MIperapaTa Jijisi BETEpUHAPHOTO IPUMEHEHHUSI, BBOJUMOTO B
IpaXXIaHCKUI 000pOT, TPEOOBAHMSIM, YCTAHOBICHHBIM IPH €r0 TOCYAapCTBEHHOW perucrpanuu; (B
pen. @enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

4) nmpou3BOAMTENEM JICKAPCTBEHHBIX CPEACTB B  COTJIACOBAHHBII C  COOTBETCTBYIOIINUM
YIOJIHOMOYEHHBIM (heZiepalibHbIM OpPraHOM HCIOJHHUTEIBHOM BIACTH CPOK HE YCTPaHEHBI
HapynieHus: TpeOOBaHMK MpaBWJI HA/UIeXKalmled MPOW3BOACTBEHHOW NpPAaKTUKH H  (WIIHN)
JMIIEH3UOHHBIX TPeOOBaHMI, KOTOpblE OBLIM BBISBIECHBI B XOA€ MPOBEACHUS HHCIEKTUPOBAHUS
IPOU3BOANTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYIIECTBICHUS JIMIICH3MOHHOTO KOHTPOJIS B cdepe
NPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB W MPHUBEIM WM MOTYT MPUBECTH K MPOU3BOJCTBY
JIEKapCTBEHHBIX IIPENapaToB Il BETEPUHAPHOTO NPHUMEHEHHWs, NMPUYMHUBIINX WA CIIOCOOHBIX
IPUYMHUTH BPEJl )KU3HU WK 3/10pPOBbIO KUBOTHBIX. (B pen. PeaepanbHoro 3akoHa ot 04.06.2018 N

140-3)

B IJIEKMPOHHOM 00Kymeume Hymepauun uacmeii coomeemcmeyenm 6HECEHHbIM USMEHEHUAM.

7. B mopsinke, mperyCMOTPEHHOM YacThi0 4 HACTOSMICH CTaThH, YIOJHOMOYCHHBIN (henepaabHbINd
OpraH HCIIOJIHUTEIBHON BJIACTH pacCMaTpUBAeT BONPOC O MPHOCTAHOBIECHUHU pealu3alui U
IPUMEHEHHU JIEKapCTBEHHOT'O Mpernapara JJii BETEpUHAPHOTO NPUMEHEHMSI B CIy4yae BBISBIICHUS B
IpaXJIaHCKOM O00OpOTE CepUM JIEKApCTBEHHOIO Ipenapara [uls BeTEpUHAPHOIO NPUMEHEHUs,
JIOKYMEHTBI U CBEJICHUSI O KOTOPOM, nMpeaycMoTpeHHble yacTsMu 1 - 3 u 6 cratbu 52.2 HAcCTOALIETO
denepanbHOrO  3aKOHA, HE  IPEACTaBIE€Hbl B yKa3aHHbIM  opraH, Jubo  cepuu
MMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO Ipemnapara Jjsi BETEpUHAPHOIO NPUMEHEHUs, He
UMEIOLIEN pa3pelleHus], NMPEeAYyCMOTPEHHOrO 4YacThio 8 crarbu 52.2 Hacrosuiero denepanbHOro
3aKOoHa. B yka3zaHHOM cily4ae YNOJIHOMOYEHHBIH (efepanbHbli OpraH HCHOJIHUTEIbHOW BIAacTH
IPUHUMAET pEUICHHE O MPUOCTAHOBIEHUM pealM3allid W MPUMEHEHMs TaKUX CEepuil [0
MPEJICTaBICHUS] YKa3aHHBIX JOKYMEHTOB M CBEACHUM JIMOO 10 MOIYUYEHHUS YKa3aHHOTO Pa3pelIeHMs.
(B pen. PeaepanbHoro 3akona ot 02.07.2021 N 317-D3)

Crarbs 66. Unpopmanus o pesyiabrarax ¢gapmaxkoHaasopa (B pen.
®enepanbHoro 3akona ot 27.12.2019 N 475-®3)

YnonHoMOUYeHHbIM  ¢enepanbHBIE  OpraH  MCIOJHUTEIBHOM  BIACTH,  OCYILECTBIISIOLIMMA
(dapMakoHag30p, MO €ro pe3yJbTaTaM pa3MeIlaeT Ha CBOEM O(QHUIMAIBHOM caiiTe B cCeTu
"NuTepHer" undopmaruo o:

1) BBIAIBJICHUM HOBBIX TIIOATBCPKIACHHBIX JAaHHBIX O MMOOOYHBIX )IGP'ICTBI/IHX, HEXCIIAaTCIIbHBIX
pCaKknusAaXx, CCPbE3HBIX HCIKCIIATCIIbHBIX PECAKIHAX, HCIIPCABUICHHBIX HCKCIATCIbHBIX PCAKIUAX IIPHU
MNPUMCHCHUHN JICKAPCTBCHHOI'O IIpfriapara, B TOM YHCJIC BJIMAIOOIMX Ha OTHOIICHHC O)I(I/IJIaGMOﬁ
MOJIB3bI K BOBMOXXHOMY PUCKY IPUMCHCHHA JAHHOT'O JICKAPCTBCHHOTO IIpeIiapara,

2) NPHUHATHIX PEIICHUAX O BHECEHHH M3MEHEHUH B MHCTPYKIIMIO 110 MPUMEHEHHIO JIEKapCTBEHHOTO
npemnapara, O IMIPUOCTAHOBJICHHUU MNPHUMCHCHHA JICKAPCTBCHHOT'O IIp€riapara, 00 u3BATHH U3
oOpallleHHs JIEKapCTBEHHOTO Mpenapara HiId O BO300HOBJICHUHM MPUMEHEHHS JIEKapCTBEHHOTO
npernapara.
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I'naBa 14. UHOOPMALIUA O TEKAPCTBEHHBIX
ITPEITAPATAX. CUCTEMA MOHUTOPHUHI' A IBUKEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB /151 MEJUIIUHCKOI'O
INPUMEHEHMWS (B pea. ®@eaepanbHoro 3akona or 28.12.2017 N
425-D3)

Crarbs 67. Undopmanus o jJjekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHHIA ABUKEHUSA JICKAPCTBEHHBIX NPEeNaparoB 1Js

MeIMIUHCKOr0 nNpuMeHeHus (B pea. @exepajbHOro 3aKOHA OT_
28.12.2017 N 425-D3)

1. Madopmarusi 0 JIeKapCTBEHHBIX Iperaparax, OTIYCKAEMbIX IO PEHeNnTy Ha JIEKapCTBEHHBIN
Ipernapar, 10JKHa COAEPKATHCS TOJIBKO B CIIELIMATM3UPOBAHHBIX U3IAHUAX, IPEAHA3HAYEHHBIX IS
MEIUIUHCKUX, (apMaleBTUYECKUX pPAaOOTHUKOB, CIEHUAINCTOB B 00JacTH BETEPUHAPHH.
Wudopmaniigs o JEKapcTBEHHBIX TMpenaparax s CIeHUaIlucTOoB B o0nacTu  oOparieHus
JIEKapCTBEHHBIX CPEJICTB MOXKET COJIEPIKATHCS B MOHOTPA(UAX, CIPABOYHHUKAX, HAYUHBIX CTAThSX, B
JOKJIaJaX Ha KOHIpeccaX, KOH(EPEHUHUAX, CUMIO3UyMax, HAy4YHBIX COBETaxX, a TaKXke B
MHCTPYKUUAX [0 IPHUMEHEHHUIO JIEKapCTBEHHBIX IpernaparoB. (B pea. denepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

2. Nudopmanus o JIeKapCTBEHHBIX Ipenaparax, OTIyCKaeMbIX Oe3 pelenrta Ha JIeKapCTBEHHBIH
mperapar, MOXET COJIEPKAThCS B MyOJMKAIMSIX U OOBSIBICHUSX CPEIICTB MAacCOBOW HMH(OPMAIIUH,
CHEIHUAM3UPOBAHHBIX W OOIIMX TEYATHBIX M3AAHUSX, HWHCTPYKUUAX TO MPUMEHEHHUIO
JIEKAPCTBEHHBIX MPENapaToB, MHBIX H3IaHUSIX CYOBEKTOB OOpaIllEHUS JIEKAPCTBEHHBIX CPEICTB.
Pexknamubple MaTepuansl O JIEKQpCTBEHHOM Ipemapare, OTHyckaemMoM ©0e3 perenTta Ha
JIEKapCTBEHHBIA  Mpemapar, JODKHBI  COOTBETCTBOBATh  MHCTPYKIIMM  TIO  TMPUMEHEHHIO
JIEKapCTBEHHOIO Mperapara.

3. Jlomyckaercs HCHOJb30BAaHUE JIOOBIX MaTEpHUAJIbHBIX HOCHUTENEH, IMO3BOJISIIOIIMX XPaHUTb,
nepeaaBaTh U UCHOIb30BaTh HHPOPMALIMIO O JEKapCTBEHHBIX MpenapaTax 0e3 ee HCKaXEeHHUs.

4. Jlns uenedl WACHTU(PHUKAIMM YHNAKOBOK JIEKAPCTBEHHBIX IMPENaparoB IS MEAMIUHCKOTO
NPUMEHEHHUS  INPOU3BOAUTENIM  JIEKAPCTBEHHBIX  CPEACTB B TOPSAKE, YCTAaHOBIEHHOM
[TpaButensctBoM Poccuiickoit denepanyy, HaHOCAT HAa TEPBUYHYIO YMAKOBKY (B OTHOLIECHHU
JIEKapCTBEHHBIX MPENapaTroB JUIsi MEAMIIMHCKOIO NMPUMEHEHMs], IS KOTOPBIX HE MPEeayCcMOTpeHa
BTOpPHYHAS YMAKOBKA) M BTOPUYHYIO (IOTPEOHMTENbCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IpErnapaToB
JUISL MEMIIMHCKOTO TPUMEHEHHs] CPEJICTBA WICHTH(PHKAIMHU, 32 HMCKIIOUEHUEM JIeKapCTBEHHBIX
IIPENnapaToB JUIsl MEAMLMHCKOIO IMPUMEHEHMSI, NMPOU3BOIMMBIX Ul IPOBENEHUS KIMHUYECKUX
UCCIIEIOBAaHUM, SKCIOPTa, JIEKAPCTBEHHBIX TPEnapaTroB JUisl MEAMIMHCKOIO TMPUMEHEHHUS,
yKa3aHHBIX B 4acTsaX 5 u § cratbu 13 Hacrosmero depepaabHOro 3aK0Ha, paguodapMaleBTHIEeCKUX
JIEKapCTBEHHBIX IIPENapaToB, BBICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX MpENnapaTroB, KOTOpHIE
IIPOU3BENEHBI MAJIBIMU CEPUSAMH, COCTOAT U3 OAHOM WM HECKOJIBKUX J103 BBICOKOTEXHOJIOTHUYHOTO
JIEKapCTBEHHOI'0 Ipenapara, npeJHa3HadeHbl Ui KOHKPETHOTO MalueHTa, UMEIOT KOPOTKUN CPOK
TOJHOCTH (A0 JAEBSHOCTA KaJCHJApHBIX JHEH) W (MIM) TeMIepaTypHbIi PEeXUM XpaHEHUS U
TpaHcnioptupoBanust MuHyc 60 rpaaycoB llenbcus wim Huke, NUSBOK MEIUIIMHCKUX M Ta30B
MEAMIMHCKUX. [l JIeKapCTBEHHBIX IIPENapaToB € MEXAYHapOAHBIM HENAaTEHTOBAaHHBIM
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HauMEHOBaHWeM  "DTaHon"  CpencTBO  MACHTH(UKAIMM  HAHOCUTCA  HA  BTOPUUYHYIO
(MOTpeOUTENBCKYIO) YNAKOBKY B CJy4yae, €CJIM Takas YIaKoBKa SBISETCS HWHIUBUAYaTbHON
BTOPUYHOU (MOTPEOUTENIbCKOM) YIMAKOBKOW O3TOTr0 JIEKAPCTBEHHOTO IIpermapaTa, a B cllydae
OTCYTCTBUSI BTOPUYHOH (MMOTPEOUTENLCKOM) YHNAKOBKM WJIM HAIWYHs YINAKOBKH, B KOTOpOHU
HaxoAuTcs 0oJiee OIHOM eIMHHULIBI YKa3aHHOTO JIEKAPCTBEHHOT'O MpernapaTa B IEPBUYHOMN yIIaKOBKE,
CPeACTBO UACHTU(UKAIIME HAHOCUTCS HA MEPBUYHYIO YIIAKOBKY. (B pea. deaepanbHbIX 3aKOHOB OT
28.12.2017 N 425-®3, ot 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepucTUKU CPeICTBA UACHTU(PHUKAIIUY, MTIOPSII0OK €r0 HaHECEHUS U TPeOOBaHUSI K CTPYKTYpe
u (Qopmary wuHPOpPMALIUU, KOTOPYIO COACPKUT CPEACTBO HICHTU(UKALMHU, ONPEACISIIOTCS
IIpaButensctBOM Poccuiickoit ®denepamuu. (B pen. denmepanpHoro 3akoHa or 28.12.2017 N
425-D3)

6. Ilopsnmox co3naHus, pPa3sBUTHSA, BBOAA B OKCILIyaTallMIO, OKCILIyaTallud W BBIBOAA W3
JKCIUTyaTaliy CUCTEMbl MOHMTOPHUHIA JIBM)KCHMS JICKAPCTBEHHBIX NPENapaToB Il MEIULUHCKOTO
OPUMEHEHHUS, MOPAJOK MNPEAOCTaBICHHUs MH(POPMALMHU, coJAepXkalleiics B CUCTEME MOHHTOPHHIA
JBWKCHHs JIGKQPCTBEHHBIX IIPENaparoB Uil MEAULUHCKOIO IPUMEHEHMs, W  IOPSAIOK
B3aUMOJICHCTBUS yKa3aHHOH CHUCTEMbl C HWHBIMH TIOCYAAapCTBEHHBIMH HH()OPMAIIMOHHBIMU
cucTeMaMM U UHGOPMALMOHHBIMU CHCTEMaMHU IOPUIWYECKUX JIMI W HHAUBUAYAJIbHbBIX
IpEeIIIPUHUMATEICH, YKa3aHHbIX B 4YacTAXx 7 u 10 HacrosAmiedl CTaTbH, YCTaHABIMBAIOTCA
[TpaButensctBOoM Poccuiickoit ®enepanuu. OnepaTopaMu CHUCTEMbl MOHHUTOPHHIA JBUIKEHUS
JIEKapCTBEHHbIX MpPENapaToB JUId MEAMLMHCKOTO IMPUMEHEHHs SBISAIOTCS (elnepanbHblil opra
VCIIOJIHUTENIbHOM BJIaCTH U (WJIM) opraHu3auus, ynojiHomouyeHHble [IpaBurenscrtBoM Poccuiickoit
Deneparun. (B pea. Deaepanbaoro 3akona ot 28.12.2017 N 425-D3)

7. Opuanueckue auia 1 MHAMBUYyAIbHbIE NPEAIPUHUMATENH, OCYILIECTBIISIOINE TPOU3BOJCTBO,
XpaHeHue, BBO3 B Poccuiickyro @enepanuio, OTIYCK, peaiu3aldio, Mepeaady, NPUMEHEHUE M
YHUYTOXKEHHE JIEKAPCTBEHHBIX MPEMapaToB Ui MEAMIIMHCKOTO TPHUMEHEHUs, 00ecleyrBaioT B
MOPSIIKE M B COCTaBe, KOTOpbIE ycTaHOBIEHb! [IpaButensctBoM Poccniickont denepanuu ¢ yuetom
BUJIa OCYIIECTBISIEMON UMU JIEATEIbHOCTH, BHECEHHE MH(OPMAIIMU O JIEKAPCTBEHHBIX IMpernapaTax
JUIST MEIUITUHCKOTO MPUMEHEHHSI B CHCTEMY MOHHUTOPWHTA JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSL MEJIMIIMHCKOTO npuMeHenwust. (B pea. DeaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIC TIpemaparbl JJsi MEAUIIMHCKOTO TPUMEHEHUs, TNpeIHa3HAYCHHBIC IS
obecrnieueHus Jull, 0OJIbHBIX TeMOGUIHEH, MyKOBUCIIUA030M, TUTTOPH3APHBIM HAHU3MOM, OOJIE3HBIO
["omre, 3110ka4eCTBEHHBIMU HOBOOOPA30BaHUSAMHU JTUMPOUIHOM, KPOBETBOPHON U POACTBEHHBIX MM
TKaHEW, pAaCCeSHHBIM CKJIEpO30M, JIMIl T[IOClie TpaHCIUIAHTAIlMM OpraHoB W (WJIKM) TKaHeH,
npousBeneHHbie 10 31 ngexaOps 2019 roma, a Takke HHbIE JIEKAPCTBEHHBIE IpernapaThl JUIs
MEIUIMHCKOrO MpUMEHEHHUs, npousBeAeHHble A0 | wurona 2020 ronga, mojjiexar XpaHEHHIO,
MepeBo3Ke, OTIYCKy, pealu3aluu, Tepenade, NPUMEHEHHI0O 0€3 HAaHECEHHS CpEJNCTB
UACHTU(DHUKAIIMK O UCTeUeHUs: cpoka ux roaHoctu. IIpaBurenscTBO Poccwuiickoii Deneparmu
BIIPAaBE€ YCTAHOBUTH OCOOCHHOCTH BBOJIA B TPAXKIAHCKUN OOOPOT JIEKAPCTBEHHBIX MPEMapaToB s
MEIUIIUHCKOTO MPUMEHEHHMs], TPOu3BeAeHHbIX B nepuoa ¢ 1 urona 2020 roga mo 1 oktsadps 2020
rona. B mensx BBOAa B TpakIaHCKUK 00OPOT JIEKApPCTBEHHBIC MpENapaThl I MEIUIIMHCKOTO
MPUMEHEHHUS, 32 UCKIIOUEHUEM JIEKAPCTBEHHBIX MpPENapaTroB, MpeIHa3HAYCHHBIX I 00ecreueHHs
U, OOJIBHBIX TeMOUINEH, MYKOBHCIHI030M, TUMO(U3apHBIM HaHU3MOM, Oose3Hpio [ore,
3]I0Ka4€CTBEHHBIMU HOBOOOPA30BaHUSAMHU JTUMQPOUTHOM, KPOBETBOPHOI U POJACTBEHHBIX UM TKaHEH,
PacCesTHHBIM CKJIEPO30M, JIMII TTOCJI€ TPAHCIUIAHTAIIMN OPTaHOB U (MJIM) TKaHEH, MPOW3BEICHHbIE 3a
npenenamu Tepputopun Poccuiickoit @enepamnu 10 1 okta6ps 2020 roga, MoryT OBITH BBE3EHBI B
Poccuniickyro @enepanuto 10 1 suBaps 2021 roma B mopsigke, ycraHoBieHHOM [IpaBuTenbcTBoM
Poccwuiickoit @enepanym, 6e3 HaHeceHUs cpeAcTB uaeHTUuGuKamu. (B pea. OenepanbHbIX 3aKOHOB
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ot 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. Opranuzanuss HWHPOPMAIMOHHOTO B3aMMOJICHCTBHS CHCTEMbl MOHHTOPHHTA  JIBHIKECHUS
JIEKAPCTBEHHBIX TMPENapaTroB i MEAUIIMHCKOIO TMPUMEHEHHS C HHBIMHU TOCYJIapCTBEHHBIMU
WH(POPMAIMOHHBIMH CHUCTEMaMHU O0ECIIeUYnBAETCsI B TOM YHCJIE TOCPEICTBOM HH(PACTPYKTYPHI,
obecrnieunBaroniel HH(HOPMAMOHHO-TEXHOJIOTHYECKOE B3aUMOIeHCTBIE NHPOPMAIIMOHHBIX CUCTEM,
HCITOJIB3YEMBIX IS MPEAOCTABICHUSI TOCYIAPCTBEHHBIX U MYHUIIUTIATBHBIX YCIyT U UCIOJHECHHS
TOCY/apCTBEHHBIX W MYHHUIMTATBHBIX (YHKIUN B 3JIeKTpoHHOU (opme. (B pen. DeaepaabHOro
3akoHa or 28.12.2017 N 425-D3)

9. Nndopmanus, coaepkaniascs B CUCTEME MOHUTOPUHTA JIBIKEHUS JIEKAPCTBEHHBIX MPEIapaToB
JUTSL MEJJUIIMHCKOTO TPUMEHEHUSI, SBIIAETCS HHPOPMAIME OrpaHUYEHHOTO JJOCTYIa B COOTBETCTBUH
co cratbeit 9 @enepanbHoro 3akona ot 27 wutons 2006 roma N 149-@3 "OO6 wundopmarum,
UH()OPMAIIMOHHBIX TEXHOJOTHSAX M O 3ammre HHpopManuu', 3a HCKIIOYEHHEM HH(GOpMAaILUH,
HEJIOMYCTUMOCTh OTPaHMYCHHS JIOCTyNa K KOTOPOHW YCTaHOBJIEHA (eAepalibHBIMUA 3aKOHAMH, a
Takke MHpopManuu, oTHeceHHOH [IpaButenbctBoM Poccuiickoit ®enepanuyu B COOTBETCTBUH C
HactosimuM ~ DenepanbHBIM  3aKOHOM K obmienoctynmHoi  mHpopMmammu.  OOmenoctymHas
uH(pOpMaIKs, COAEpIKaIIasca B CHCTEME MOHUTOPUHTA JBHKCHHUS JIGKAPCTBEHHBIX NPENapaToB s
MCIUIUHCKOI'0 IPUMCHCHUA, PasMCIIACTCA B I/IH(i)OpMaIII/IOHHO-TCJICKOMMYHI/IKB,HI/IOHHOI;'I CETUu
"Uurepuner" (B TOM uymciae B (opMe OTKPHITHIX JaHHBIX) B TMOPSJAKE, YCTaHOBIEHHOM
[TpaButensctBoM Poccuiickoit ®enepauuu. (B pea. denepanpHoro 3akoHa or 04.08.2023 N
474-03)

9.1. Moctyn Kk uH(pOpMaIUK, COAEPIKAIIENHCS B CUCTEME MOHUTOPUHIA JIBU)KEHUS JIEKapCTBEHHBIX
IIPENnapaToB sl MEAULIMHCKOTO IPUMEHEHUS, 00ECIIeUnBAETCS ONIEPaTOPOM CUCTEMbl MOHUTOPUHTA
JBUKCHMSI  JIEKAPCTBEHHBIX IIPENaparoB Uil MEOULMHCKOTO IPUMEHEHHS B  IOpPSIKE,
ycranoBieHHOM [IpaBurensctBoM Pocculickoin @enepannn, B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM
Poccuiickoit ®eneparuun 00 wuHbopManuyu, HHOOPMAIMOHHBIX TEXHOJOTHUSAX M O 3alUTe
uHopmaruu, 3aKoHoAaTenbCcTBOM Poccuiickoit denmepanuu 0 TrocyJapCTBEHHOW — TaliHe,
3aKoHoAarenbCcTBOM Poccutickoit denepanuu 0 KOMMEPUECKOW U MHOW OXPaHAEMOU 3aKOHOM TaliHE
U C y4eTOM IIOJOKEHHH Hactosmed crateu. [IpaBurensctBo Poccuiickont ®enepanuu Blpase
yCTaHaBJIMBATh NEpeYeHb JEKApCTBEHHBIX MPENapaToB A MEIUIMHCKOIO MPUMEHEHHsS U (WIIN)
Ipynn JEKapCTBEHHBIX MpEenapaToB JJii MEIUIUHCKOTO MPUMEHEHHS U OCOOEHHOCTH JIOCTyIa K
UHPOpPMALlUM O TaKUX JIEKAPCTBEHHBIX IpenapaTax, COJAepiKalleiicss B CHCTEME MOHMTOpPUHIA
JBUKEHUS JIEKAPCTBEHHBIX MPENaparoB A MEAUIMHCKOro NMpuMeHeHus. (B pen. DenepaibHOTO
3akoHa oT 04.08.2023 N 474-03)

9.2. Tlomp3oBaTenn CHUCTEMbl MOHUTOPWHTA JBIWKEHUS JICKAPCTBEHHBIX TMpENapaToB IS
MEAWIIMHCKOTO MMPUMEHEHHS 00JIaJal0T MPaBOM JIOCTyIa K UH(pOpMaluu, coiepskalieiicss B CUCTeMe
MOHHUTOPHHIA JBUKEHHS JIEKAPCTBEHHBIX MPENapaToB JJIsi MEAUIUHCKOTO MPUMEHEHUS, C YUYETOM
OTpaHMUYEHUH JTOCTyNa K yKa3aHHOU MH(OpMALIUU U ee MOClIeayoIeld 00padoTKe, yCTaHOBICHHBIX
HactosamuM DenepanbHbIM 3aKOHOM W MHBIMU HOPMATHUBHBIMHM IPABOBBIMH akKTaMu Poccuiickoit
®enepannu. (B pen. PenepanpHoro 3akoHa oT 04.08.2023 N 474-03)

9.3. ®enepanbHble OpraHbl HMCIOJHUTEIBHONM BJIACTH W HUCIOJIHUTENbHBIE OpraHbl CyOBEKTOB
Poccuiickoit @enepanuu B 1LeisX, onpeneineHHbIx I[IpaBurensctBoM Poccutickoit ®enepannu,
UMEIOT MpaBO JOCTyna K HHGpOpMAlMU O CyOBeKTax OOpalleHus JEKapCTBEHHBIX CPEACTB, O
JIEKapCTBEHHBIX Ipenaparax U 00 000poTe TaKUX JIEKAPCTBEHHBIX MPENapaToB, HEOOXOIUMOM ISt
BBIMOJIHEHUST 3a/la4 W OCYLIECTBICHHUS (DYHKIMHA, BO3JIOXKEHHBIX Ha (QenepajbHble OpraHbl
UCIIOJTHUTENIbHOM BJIAaCTM W MCIOJHUTEIbHBIE oOpranbl cyObekToB Poccuiickoit ®enepauuu,
CTaTUCTHUYECKOW HH(pOpMAMK O JIEKApCTBEHHBIX Ipernaparax U o0 ux o0opoTe, a TaKxke K
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obmenocrynuoii mHpopmaruu. CoctaB 3TOW HMHPOPMAIMH OMPEACIACTCS COTJIAICHUSIMH 00
UH(POPMALIMOHHOM  B3aUMOJCWCTBUM, 3aKIIOUYCHHBIMH ONEPAaTOPOM CHCTEMBl MOHHTOpPWHTA
JIBUKCHHS JIEKAPCTBEHHBIX IPENapaToB IJs MEIUIMHCKOrO NpUMEHEHUs c (QenepaabHbIMU
OpraHaMH HCIIOJIHUTENIFHON BJIACTH WJIM HWCIOJIHUTENBHBIMH OpraHaMu cyObekToB Poccuiickoii
Oenepanyu U ¢peepaibHBIM OPraHOM HCIOJHUTENbHOM BIIACTH, OCYLIECTBISIOMIUM (YHKIHH IO
BbIPa0OTKE U pealn3alluy rocyJapCTBEHHON NOJUTUKU U HOPMAaTUBHO-IIPABOBOMY PETYJIMPOBAHUIO
B cepe 3apaBooxpanenus. (B pea. DenepanpHbix 3aKk0HOB OT 04.08.2023 N 474-D3, ot 08.08.2024
N 232-03)

9.4. CyObekT oOpaleHHs JIGKApPCTBEHHBIX CPEICTB MMEET MpaBO JOCTyma K HH(popMamuu o0
orepanusix ¢ JIEKapCTBEHHBIMU MpernapaTamMu JIJIsl MEAULIUHCKOTO IPUMEHEHHUSI, COBEPIICHHBIX 3TUM
cyOBeKTOM oOpaleHus JIEKapCTBEHHBIX CPEICTB, a TAKKe K 00IIeA0CTyMHON nHpopManuu. (B pes.
DdenepanpHoro 3akona ot 04.08.2023 N 474-03)

9.5. Omeparop CUCTEMBbl MOHUTOPHHTA JIBHKECHUS JIGKAPCTBEHHBIX MPENApaToB JJIsi MEIUIIUHCKOTO
NpUMEHEHHs 00J1alaeT MPaBoOM JOCTyNa K MHPOPMAIUH, COIEPIKAIICHCS B CHCTEME MOHHUTOPUHTA
JBKCHHS JICKAPCTBEHHBIX MPENapaTroB JJIsi MEIUIIUMHCKOTO MPUMEHCHHS, BKIIO4Yas WH()OpMAIIHIO
OTPaHUYECHHOTO JIOCTYINa, C BO3MOXKHOCTBIO €¢ 00paOOTKH, B TOM 4YHCIE €€ MPEJOCTaBJICHUS U
pacmpocTpaHeHusi, 00ecrieyeHns JOCTyIa K Hel M OKa3aHWs yCIyT C €€ MCIIOJIb30BaHHEM (Jaee -
00pabotka). (B pen. @enepanbroro 3akona oT 04.08.2023 N 474-D3)

9.6. Oneparop cucTeMbl MOHUTOPHHIA JBM)KEHUS JICKAPCTBEHHBIX IPENapaToB JJIsi MEIULIMHCKOIO
OPUMEHEHHS MOXET OCYIIeCTBIATh 00paboTKy wH(OpMamuu OrpaHUYEHHOrO JIOCTYTA,
coJepxalieiics B CUCTeME MOHUTOPUHIA JIBM)KEHHUS JIEKApCTBEHHBIX IIPErnaparoB  JJIs
MEIUIIUHCKOTO MPUMEHEHHs, TIPH YCIOBUU 0053aTEILHOT0 00E3IMYMBAHUS TaKOM MHPOpMAIUN B
COOTBETCTBUM C  yTBEpXkJaeMbIMU  (eepanbHbBIM  OpPraHOM  HCIIOJHUTENBHOW  BIACTH,
OCYIIECTBIISIIONIMM (YHKIIMA TI0 BBIPAa0OTKE M pPEAIM3alUU TOCYJAapPCTBEHHOW TIONUTHKU U
HOPMAaTHUBHO-TIPABOBOMY DETYJIMPOBaHUIO B cdepe 3/ApaBOOXpAaHEHUs, [0 COIJIACOBAHUIO C
(denepaabHBIM OPTaHOM HCIOJHUTEIHHON BIIACTH, OCYHIECTBISIOMNM (YHKIMH 10 KOHTPOJIIO U
Ha/30py B cdepe HHGOPMAIMOHHBIX TEXHOJIOTMH M CBSI3M, U (eepalibHbIM OpPraHoM
MCIIOJTHUTENIbHOM BJIACTH B 00JsiacTu obecrieueHus: 0€30acHOCTH TPeOOBaHUSAMU K 00€3TMUYMBaHUIO
Tako uHpopMauMu M MeToAaMu o0e3nuuuBaHus Takod wuHpopMmanuu. Obe3nuueHHas
uHpOpMaNus, TMONydYeHHass B pe3yjbTaTe yKa3aHHOW OOpa0OTKM M CONEpIKalasicsi B CHUCTEME
MOHUTOPHHTA JBM)KEHHS JIEKAPCTBEHHBIX MPENapaToB A MEAMIMHCKOTO MPUMEHEHUs, SBISETCS
uH(popMaluel orpaHuueHHoro aoctymna. Ob6e3nuueHHas MH(pOpMalus, AOCTYN K KOTOPOH ObuI
o0ecreyeH OonepaTopoM CHUCTEMbl MOHHMTOPUHIA JBIMKEHHUS JIEKApCTBEHHBIX IPENaparoB JUIs
MEIUIIUTHCKOTO TIPUMEHEHUS B IEIAX OKAa3aHHS YCIYT C €€ MCIOJIb30BAHUEM, TIOJUICKHUT XPAHEHUIO
B CHCT€ME€ MOHUTOPHMHIA JBM)KEHUS JIEKAPCTBEHHBIX MpenapaToB A MEIUIUHCKOIO MPUMEHEHHUS
HE MEHee ITATH JIET C JaThl MPEJIOCTABICHHS JOCTYyNa K 00e3IiMueHHON nH(popMaIim, 1 Ha Hee He
pacrpocTpaHstoTcss TpeOoBaHHMsS K HWHGPOpPMALMKM OrPaHUYEHHOTO JOCTyIa, YCTAaHOBJICHHBIE
Hacrosiei cratheit. (B pen. eaepansuoro 3akoHa oT 04.08.2023 N 474-D3)

9.7. Omneparop CUCTEMbl MOHHUTOPHHTA JIBHXKEHUS JIEKAPCTBEHHBIX MPENapaToB A MEIUIUHCKOTO
MPUMEHEHUS MOXET OCYIIECTBIATH 00paboTKy uWHGOpPMAIMU OTPaHUYCHHOTO JOCTYTa,
CoNlepiKalleiicss B CHUCTEME MOHHMTOPHMHTA JBIDKEHHUS JIEKAPCTBEHHBIX IMpemapaToB  JJis
MEJIUIIMHCKOTO TPUMEHEHHUs, IMOJYyYeHHONH OT cyObekTa oOpalleHusi JIeKapCTBEHHBIX CPEJCTB,
3apEruCTPUPOBAHHOTO B CHCTEME MOHHUTOPHHTA JBW)KCHHS JIEKAPCTBEHHBIX TPENapaTtoB IJis
MEIUIIMHCKOTO MPUMEHEHHsI U TIPEACTABUBIIETO B HEE CBEJEHHUS, B MHTEpPECax W MO MOPYUYEHHUIO
Takoro cyOwbekTa oOpalleHus JEeKapCTBEHHBIX CpeACTB 0e3 o0e3nuuuBaHus HHPOPMAIUH
orpanu4eHHoro goctyma. (B pea. ®enepanpaoro 3akona ot 04.08.2023 N 474-D3)
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9.8. Oneparop cucTeMbl MOHUTOPHUHIA JBUKEHHUS JEKAPCTBEHHBIX MPENapaToB Il MEIULUHCKOTO
IIPUMEHEHHUs BIIpaBE OKa3blBaTh HAa HEJUCKPUMHHALMOHHOW OCHOBE YCIYTHM C HCIOJIb30BAHHEM
o0e3nnyeHHON MH(pOpMaliU, COoJIepKalleiicss B CUCTEME MOHUTOPUHIA JIBH)KEHUS JICKaPCTBEHHBIX
IpenapaToB s MEIUIIMHCKOTO NPHUMEHEHHs, CyObeKTaM OOpalleHusi JIEKapCTBEHHBIX CPEICTB,
MOPSIIOK M CTOMMOCTb OKa3aHUSl KOTOPBIX ONPENEISIOTCS ONEPATOPOM CUCTEMbI MOHUTOpPHHIA
JBUKEHMS JIEKApPCTBEHHBIX MPENapaToB JUIsl MEAULMHCKOIO IPUMEHEHMS], C YYETOM OIpPaHUYEHUH
JocTyna K 06e3nnueHHoN nH(opManuy, yCTaHOBICHHBIX HACTOALICH cTaTbhel. YKa3aHHbIE MOPSI0K
U CTOMMOCTb OKa3aHUs TaKUX YCIIyI Pa3MEIAl0TCsl OIEpaTOPOM CUCTEMBI MOHUTOPUHIA JBUKECHHUS
JIEKAPCTBEHHBIX IIPENapaToB Il MEAUIMHCKOrO IPUMEHEHHs Ha CaiiTe CHUCTEMbl MOHUTOpPWHIA
JBUKECHUS JIEKapCTBEHHBIX IIpenapaToB Ui MEAMLUHCKOIO IIPUMEHEHUS B
nH(pOpPMAITMOHHO-TEIEKOMMYHUKAITMOHHOW cetd  "MHTepHer" W  moanexaT KOHTPOJ B
COOTBETCTBUM C AHTHUMOHOIIOJIBHBIM 3aKOHOJATeIbCTBOM Poccuiickoi ®Penepanuu. YKa3zaHHBIC
MNOPSATOK M CTOMMOCTb OKa3aHHMsl TaKUX YCIyT [JOJDKHBI OBITh €IUHBIMU JUIS BCEX JIMIL,
oOpamfaromuxcss 3a OKa3aHHEM YCIyI'H B OTHOLICHWM OJMHAKOBBIX BHAA, O00beMa M COCTaBa
npenocrabnsieMoil nHopmanuu. CyOobekraM oOpallleHusl JIGKApCTBEHHBIX CPEACTB 3alperiaercs
NPEJOCTABIATE M PACHPOCTPAHATH HH(OPMAINIO, MOJYYCHHYI0 B COOTBETCTBHH C HACTOSIICH
qacThio. (B pea. DeaepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

10. IIpousBoauTenb JIEKAPCTBEHHBIX CPENCTB, JEpKaTesib JMOO Biajaesel] PEerucTPaluOHHOTO
YAOCTOBEPEHUS JICKAPCTBEHHOI'O IIpernapara WM NPeACTaBUTEIbCTBO MHOCTPAHHOM OpraHU3allvH,
ABIISIOIICHCS JIep)KaTesieM JIM0O BiaJlelblleM PETUCTPALMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara, Ha Ttepputopun Poccuiickoin ®enepanuu, 3aperHUCTPUPOBAHHBIE B CHUCTEME
MOHUTOPUHIa JBUYKEHUS JIEKAPCTBEHHBIX NPENaparoB sl MEOUIMHCKOTO NPUMEHEHUs U
NpEJCTaBUBIINE B HEE CBEIEHUS O HAHECEHWH CPEACTB UACHTU(PUKAIMH Ha YIaKOBKU
JIEKapCTBEHHBIX IpernapaToB, HapsaAy ¢ uH(opmanuel, ykazaHHOW B 4acTu 9.4 HacTOsIIEeH CTaThy,
MOJIy4aeT COJIEPIKALIYIOCs B CHCTEME MOHUTOPHHIA JIBUKEHHS JIEKApCTBEHHBIX INpEnaparoB IJis
MEUIUHCKOTO TMPUMEHEHUSI MH(OPMAIMIO OTPAaHWYEHHOTO JOCTyNa O CepUsX U MapTHIX STUX
JIEKapCTBEHHBIX IpenaparoB 0O€3BO3ME3AHO U BIPABE OCYIIECTBISATh CAMOCTOSITENIBHO WM
nopy4arb o0paboTKy Takoi MH(OpMaIM TOJIbKO B COOCTBEHHBIX MHTepecax. Ilpu 3Tom moctym k
Takoi WH(OpPMAIIUU WU pe3yJbTaTaM ee 00padOTKHM MMEET TOJIbKO JaHHBIA CyOBEeKT oOparieHus
JIEKapCTBEHHBIX CPEICTB MJIIH JIUI0, KOTOPOMY OH mopyums o0paboTky. CoctaB npeaocTaBisieMoi B
COOTBETCTBUU C HacTosed 4dacTeio MHpopmauuu omnpexaensercs IlpaBurensctBom Poccuiickoit
®epepanuu. (B pea. Penepansroro 3akoHa ot 04.08.2023 N 474-D3)

11. 3a mpou3BOACTBO WJIM MPOJAXKy JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIULIUHCKOTO IPUMEHEHUs
0e3 HaHeceHUs CPEJCTB UACHTU(HUKAIMY, C HAPYLUIEHUEM YCTaHOBIECHHOI'O MOPsAIKA X HAHECEHMs,
a TakXXC 3a HCCBOCBPCMCHHOC BHCCCHHMEC JaHHBIX B CHUCTEMY MOHUTOPHUHIA JOBUXKCHUA
JIEKapCTBEHHBIX MPENapaToB AJIsi MEAULIMHCKOTO MPUMEHEHUS WM BHECEHHE B HE€ HEJJOCTOBEPHBIX
JAaHHBIX IOPUIWYCCKHUE JIMIAa U MHAUBUAYAJIBHBIC MPCANIPUHHUMATCIIN, YKA3aHHBIC B YaCTAX 4n7
HACTOSIIEH CTaThu, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATeIbCTBOM Poccuiickoit
Ddenepanuu. (B pen. PenepanbHoro 3akona ot 28.12.2017 N 425-03)

12. TlpaBurensctBo Poccuiickoit ®enepanuu BIOpaBe YCTAaHOBUTH OCOOEHHOCTH BHEIPEHUS
CUCTEMBbl MOHUTOPHHIA JBUKEHUs JICKAPCTBEHHBIX IPENapaTroB Ul MEAULMHCKOIO IMPUMEHEHUS,
BKJIFOYAsi CPOKHM €€ BHEAPEHHs,, B OTHOLIEHUM JIEKAPCTBEHHBIX IPENnaparoB Uil MEIUIUHCKOTO
NPUMEHEHHS, BKJIIOUEHHBIX B MEpPEeUeHb KU3HEHHO HEOOXOAMMBIX M BaXHEHIINX JEKapCTBEHHBIX
[IpernapaToB, JIEKAPCTBEHHBIX IpernapaToB, MpeAHA3HAUYEHHBIX IJIs OoOecredeHus Jnil, OOJIbHBIX
reMomiIneil, MyKOBHCLIUA030M, THIIOGU3APHBIM HAaHU3MOM, OoJie3HbI0 'ollle, 3710KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JHUM(OUIHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, pacCesHHBIM
CKJIEpO30M, JIMIl TOCJ€ TPaHCIUIAHTAI[MM OpPraHoB M (MJIM) TKaHeH, MHBIX JIEKapCTBEHHBIX
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npenaparoB Uil MEAMIIMHCKOTO NpuMeHeHus. (B pen. dexepanpHoro 3akoHa ot 28.12.2017 N
425-D3)

I'naBa 14.1. O PAHUYEHUS, HAJTIAT'AEMBIE HA
OPITAHU3BAIIMHA, OCYHIECTBJISIIOIIUE JEATEJBHOCTSD I1O
OBPAIIEHUIO JIEKAPCTBEHHBIX CPEJICTB (8B pen.
denepanbHoro 3akona or 25.11.2013 N 317-®3)

Crarba 67.1. OrpannveHus, HajlaraemMmbple NPHU OCYIIEeCTBJICHUH
JAeSITeJIbHOCTH B cepe oOpalieHus JJeKAPCTBEHHbIX CPeICTB

1. Opranuzanuy, 3aHUMaroOIIMecs pa3paOOTKOW, NPOU3BOACTBOM U (WJIM) peanu3anuen
JIEKApCTBEHHBIX TMPENapaToB I MEIUWIMHCKOTO TNPUMEHEHUs, OpraHu3aiuu, 00JaJarolme
npaBaMH Ha HCIOJIb30BaHWE TOPrOBOTO HAMMEHOBaHUS JICKAPCTBEHHOTO Iperapara Juis
MEJUIIMHCKOTO TMPUMEHEHHUS, OpPraHU3allMK ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMH,
anTeyHble OpraHu3aluu (UX MpPeACTaBUTENH, HWHble (U3MYECKHEe U IOPUAWYECKUE IUIIa,
OCYIIECTBIISIIOIINE CBOIO JIEATEIHOCTh OT MMEHU TUX OpPTraHU3aluii) B OTHOIICHUH MEIUIIMHCKUX
pabOTHUKOB M PYKOBOJUTENEH MEIUIIMHCKUX OPTaHU3AllNid HE BIIPABe:

1) BpyuaTh HOJApKH, BBILJIAYMBATH JIEHEKHbIE CPEJCTBA (3a UCKIOYEHHEM BO3HArpa)kJe€HUH IO
JIOTOBOpaM MpU TPOBEJCHUU KIMHUYECKUX HCCIICOBAHUI JIEKAPCTBEHHBIX NpEnapaToB JUIs
MEAMIMHCKOTO MPUMEHEHHS, BO3HArpakJICHUM, CBSA3AHHBIX C OCYIIECTBICHHUEM MEIULUHCKUM
pabOTHUKOM TEJarornyeckoil u (WiM) Hay4yHOM JAEATeNbHOCTH), B TOM YMHCJIE OIUIAYUBaTh
pa3BlIEYEHHUs], OTABIX, IPOE3J K MECTY OT/bIXa, & TAK)KE MPHUBJIEKATh K yUYaCTHIO B pPa3BJIEKATEIbHBIX
MEPONPUSITHSIX, IPOBOJUMBIX 3a CUET CBOMX CPEJICTB;

2) 3aKJII049aTh COIJIAaICHUS O HAa3HAUCHUHW WKW PEKOMCHAAIIMKW IMMAOUCHTaM JICKAPCTBCHHBIX
npemnaparoB J4jd MCIUIHUHCKOIO MNPUMCHCHHA (33 HUCKIIIOYCHHUEM JOTOBOPOB O MPOBCACHHUU
KIMHHUYCCKHUX I/ICCJ'IC,ZLOBaHI/Iﬁ JICKApCTBCHHBIX MPCIapaToB AJId MEAUITUHCKOT'O HpI/IMeHCHI/Iﬂ);

3) mpeaocTaBIATh 00pa3Ibl JEKAPCTBEHHBIX MPEMAPATOB I MEIUIIMHCKOTO TPUMEHEHHS B IENSIX
BpYUYEHHS TMalMeHTaM (3a HCKJIIOYEHHEM CIyuyaeB, CBSI3aHHBIX C MPOBEICHUEM KIMHUYECKUX
WCCJICIOBAHMM JICKAPCTBCHHBIX MPEIApaTOB JIUIS MEIUITMHCKOTO TIPUMEHEHUS );

4) npeaocTaBiIsTh HEJOCTOBEPHYIO U (MJIM) HETIOJIIHYIO HH(OPMALIKIO O JEKapCTBEHHBIX MpernapaTax
JUTSL MEJUIIUHCKOTO IPUMEHEHMS],

5) mocemarpy ux B pabodee BpeMs Ha pabOYMX MeECTax, 32 MCKIIOUCHHEM CIy4aeB, CBSI3aHHBIX C
MPOBEJCHUEM KIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHBIX MPEmapaToB Uil MEIUIIMHCKOTO
MMPUMCHCHUA, C YHAaCTUEM B IMMOPAAKE, YCTAHOBJICHHOM PYKOBOJUTCIIEM MeI[I/II_[I/IHCKOI\/'I opraHu3anuu,
B COOpaHUSX MEIUIIMHCKAX PAOOTHUKOB M MHBIX MEPOTIPUATHUSAX, HAMPABICHHBIX HA MOBLIIICHUE UX
poeCCHOHATFHOTO YPOBHS WIIH Ha TIPEAOCTaBIIeHHE HH(OPMAIINH, CBI3aHHON C OCYIIECTBICHHEM
MOHHTOpPHHTA 0€30MaCHOCTH JIEKApPCTBEHHBIX MPEMapaTos;

6) moOy>XAaTh K BBINHUCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MPUMEHEHUs Ha
OsaHKax, coAep KaluX MHPOPMALMIO PEKJIAMHOTO XapakTepa, a TakKe Ha PEeLeNTYpHbIX OJIaHKaX,
Ha KOTOPBIX 3apaHee HalleuyaTaHO HAauMEHOBAHME JIEKAPCTBEHHOIO IIpernapara il MEAMIIMHCKOIO
MIPUMEHEHHUS.


https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=354028#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1483

2. Opranuzanuu, yKa3aHHbIe B a03alle MepBoM YacTH | HACTOSIIEH CTaThU, U UX MPEICTABUTEIN B
OTHOIIEHNH (hapMaleBTHUECKUX PAOOTHUKOB U PYKOBOJUTEIICH aITEUHBIX OpraHn3aluii He BIPaBe:

1) Bpy4daThb MOAapKu, BbIIJIAYMUBATHE ACHCIKHBIC CPCACTBA, B TOM YUCIIC OIUIAYMBATL PA3BJICYCHMHA,
OTABIX, IPOEC3J K MCCTY OTAbIXa, W INPHUBJICKATh K YYaCTHIO B Pa3BJICKATCIBbHBIX MCPOIPHUATHUAX,
MMPOBOAUMBIX 3a CHCT CBOUX CPCIACTB;

2) mpenocTaBiATh 00paslbl JEKApCTBEHHBIX IPENapaToB JUIsl MEIUIMHCKOIO IPUMEHEHUs Ui
BpPY4YEHHUsI HACEIICHUIO;

3) 3aKJII049aTh COIJIalICHUSA O HNPCHJIOKCHHMU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
nmpenaparoB AJ11 MEAUIMHCKOI'O IPUMEHCHU A,

4) mpeaocTaBIATh HEOCTOBEPHYIO U (WJIM) HETIONHYI0 HH(POPMAIUIO O JICKApCTBEHHBIX MTperaparax
JUIs  MEIUIUHCKOrO IIPUMEHEHHUs, B TOM 4YMCIE HMEIOIIHUX OAMHAKOBOE MEXKIYHapOIHOE
HENaTeHTOBaHHOE HaMEHOBAaHMUE.

Crarbs 67.2. TpeOoBaHUS K OPraHU3alMU U NIPOBEACHUI) HAYYHbBIX
MEpPONPUATHI, UHBIX MEPONIPUATHH, HANIPABJICHHbIX HA MOBbILICHUE
npo¢eCcCHOHAIBHOI0 YPOBHA MEIUIMHCKUX PA0OTHUKOB UJIM HA
npeaocraBjieHue MHGOPMALUU, CBA3AHHON C OCYLIEeCTBJICHUEM
MOHHMTOPHHIA 0€30IIACHOCTH JIEKAPCTBEHHBIX MPENnaparos

1. Ilpu nmpoBeneHNN HAayUHBIX MEPOIPHUATHI, UHBIX MEPONPUITHH, HAIIPaBIIEHHBIX HA IOBBIIICHHUE
npoeCCHOHATIBHOIO YPOBHS MEAULMHCKUX PAOOTHUKOB MM Ha HPEIOCTAaBICHHE CBA3aHHOM ¢
OCYIIECTBJIEHUEM MOHHUTOPUHIa O€30IaCHOCTH JIEKAPCTBEHHBIX IIpernapaTroB HHQpOpMaIuH,
OpraHu3yeMbIX OpraHM3alUsAMH, YKa3aHHBIMU B a03ale mepBoM 4acTu 1 cratbu 67.1 HacTosIero
@®enepallbHOTO 3aKOHA, UX MPEACTABUTENSIMU U (MJIM) (UHAHCHUPYEMBIX 32 CUET CPEICTB ITHX
OpraHM3alMii W HX MpEJICTaBUTENIECH, 3alpeliaeTcs MNpPEenATCTBOBAaTh YYaCTHUIO B YKa3aHHBIX
MEPONPUATHSIX HWHBIX OpraHM3alMil, KOTOpble NPOU3BOAAT WM PEATU3YIOT JIEKapCTBEHHBIE
npenaparbl JUIsI MEIULUHCKOTO TPUMEHEHHUS CO CXOKHUM MEXaHHM3MOM (hapMaKOoJIOTHYeCKOro
neicTBus, 1100 co3/1aBaTh JUCKPUMHHALMOHHBIE YCIOBUS JJI1 OAHUX YYaCTHUKOB 110 CPABHEHUIO C
JPYTMMH Y4aCTHUKAMHU, @ UMEHHO:

1) npenocTaBisTh pa3IM4YHOE KOJUYECTBO BPEMEHU JJISl BBICTYIUIEHUN YYaCTHUKOB, pa3IMYHbIE 110
pasmepy 3aHMMaeMOH IJIOLIA MecTa Ul JEMOHCTPAlMK 00pa3loB JIEKAPCTBEHHBIX MpenapaToB
JUIS MEJUIIMHCKOTO IIPUMEHEHUS WM PEKJIAMHBIX MaTEpPHAJIOB O JIEKAPCTBEHHBIX Ipenaparax s
MEJIULUHCKOIO NPUMEHEHHS HA DJKCIO3MLUAX, CTEHJAaX, 3a HUCKIIYCHUEM CIIy4acB, €CIIM TaKHE
YCIIOBUS 3aKpEIUICHbI B COTJIAIEHUSIX ATHX OpraHM3alllii, UX MpeacTaBUTeNe 0 (UHAHCUPOBAHUU
YKa3aHHBIX MEpPONPHUATUH U OOYyCIOBJIEHBI pa3jIMYHBIMU 3aTpaTaMd YYaCTHHKOB Ha UX
OpraHMU3aLuIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUIsl YYACTHUKOB MEPOIPHUSITHH, yKa3aHHBIX B a03ale MepBOM
HACTOSIICH 4acTH, MPEBBIMIAIOIINAN CyMMYy 3aTpaT Ha OpraHU3alUI0 YKa3aHHBIX MEPOIPUATHH U
BEYLIUI K HEOOOCHOBAaHHOMY OTPAaHUYEHUIO YHCIIa UX YYACTHUKOB.

2. Opranuzanuy, yka3zaHHble B ab3aue nepBoM yactu 1 crateu 67.1 Hactosimero denepaibHOro
3aKOHa, WX [MPEACTAaBUTENH, OCYUIECTBIAIONIME OpraHu3anuio U (WiM) (QUHAHCHpOBaHUE
MEpONpHUATHHA, yKa3aHHbIX B yacTh | HacTtosmied craTbM, 00s3aHbI OOecnedrMBaTh JOCTYH K
uHpopMalluu O Jare, MECTe M BPEMEHU IPOBEIEHUS YKa3aHHBIX MEPOINpPHUATHH, IIaHaX,
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porpaMmax MpOBEJICHHS YKAa3aHHBIX MEPOINPUITHH W TeMmaxX, MUIaHUPYEMBIX JJIsI PaCCMOTPEHUS,
COCTaBe WX YYaCTHHKOB TIyTeM pPa3MEIICHUs COOTBETCTBYIOIICH WHQPOpPMAIIMK HAa CBOUX
opunMaTbHBIX caiTax B ceTH "MHTepHET" HE Mo31Hee IBYX MECAIEeB A0 Hadajga IPOBEICHHS
YKa3aHHBIX MEPOIPUITHMN.

3. Undopmanus o mpoBeACHUU MEPONPUSTHIA, YKa3aHHBIX B 4acTH | HACTOAIICH CTAaThbH, B CPOK,
YCTAHOBJICHHBIN YacThlO 2 HACTOALIEH CTAaThH, JAOJKHA ObITh HalpaBieHa B (eaepalbHbIi OpraH
WCTIOJTHUTEIIGHON BIIACTH, OCYIICCTBISIONMN (YHKIMM TIO KOHTPOIIO M Han30py B cdepe
3paBOOXPAHEHUs, JJIs MOCIEAYIOUIEro pa3MelleHHs ee Ha O(UIMAIBHOM caiiTe 3TOro opraHa B
cetu "UHTepHer".

I'masa 15. OTBETCTBEHHOCTD 3A HAPYIIEHUE
3AKOHOJATEJIbCTBA POCCUMCKOM ®EJIEPALIUUA ITPU
OBPAIIEHUU JIEKAPCTBEHHbBIX CPEJACTB "
BOSMEIEHUE BPEJA, IPUMUHEHHOI'O 310POBbBIO
I'PAXKJAAH BCJIEACTBUE ITIPUMEHEHUSA JIEKAPCTBEHHbBIX
HHPEITAPATOB

Crarbs 68. OTBETCTBEHHOCTH 32 HAPYLIEHUE 3aKOHOAATEIbCTBA
Poccuiickoii @egepanuu npyu 00palieHu JeKApCTBEHHBIX CPEACTB
1. Hapymenue 3akoHonmatenbctBa Poccuiickoit ®exepanuu mpu OOpalleHUH JIEKapCTBEHHBIX

CPEICTB BJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHOJATEILCTBOM Poccuiickoit
Ddenepanuu. (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-03 (per. ot 13.07.2015))

2. 3a HempeAcTaBIEeHUE UM HECBOEBPEMEHHOE Ipe/cTaBlIeHne HH(popMauu U (WIn) T0KyMEHTOB
au00 TpencTaBleHUEe HEIOCTOBEPHBIX HHGpOpMalMKU U (MIM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacToAMM DenepanbHbBIM 3aKOHOM, CyOBEKThl OOpallleHusl JIEKapCTBEHHBIX CpPEICTB HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHoAarenbcTBOM Poccuiickoit ®epepauuu. (B pen.
denepanbHbIX 3aK0oHOB 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-D3)

Crarbi 69. Bosmenienue Bpeaa, NPUYMHEHHOI0 3I0POBBI0 IPAKIAH
BCJIeICTBHE IPMMEHEHHUS JIEKAPCTBEHHBIX NPENnapaToB

1. Ilpon3BoauTens JEKapCTBEHHOIO Mpernapara 00s3aH BO3MECTUTh Bpe/l, IPUYHMHEHHBIN 3/10pOBbIO
rpaXkaaH BCIEACTBUE IPUMEHEHMSI JIEKAPCTBEHHOIO IIperapara, €Clid JoKa3aHo, 4To:

1) nexkapcTBEHHBIH Npernapar MPUMEHSJICS 10 HAa3HAUYEHHUIO B COOTBETCTBUM C WHCTPYKLIMEH IO
NPUMEHEHHUIO JIEKApCTBEHHOTO TpenapaTa ¥ NpUIMHOM Bpela sBUJICS BBOJ B IPaXIaHCKHI 000poT
HEeZ00pOKaYeCTBEHHOT'O JIEKApCTBEHHOTO Mpenapara;

2) Bpen 3A0pOBbIO MPHUYMHEH BCIEACTBHE HEIOCTOBEpHOW HWHGPOpMalLMU, CcOAep Kalleics B
MHCTPYKLUMU [0 [PUMEHEHUIO JIEKAPCTBEHHOI'O IIpernapara, W3AaHHOM IPOU3BOJUTENEM
JIEKapCTBEHHOTO IIpernapara.

2. B ciyuae, ecnu Bpen 370pOBbIO I'paKAaH MPUYMHEH BCIIEICTBUE NPUMEHEHUS JIEKAPCTBEHHOI'O
mpenapara, MPUIIEANIET0 B HErOJHOCTh B  pe3yibTaTe HApYLICHHUs NPABWI  XPaHEHUS
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JICKapCTBEHHBIX CPEJCTB, MpPaBWJI ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU IperapaTamMu, MpaBuil
OTIYyCKa JIGKQPCTBEHHBIX MPEMapaToB, MPaBWJI U3TOTOBJICHHUS U OTIYCKa JIEKAPCTBEHHBIX
[pernapaToB, BO3MEILEHHE Bpeda OCYIIECTBISIETCS COOTBETCTBEHHO OpraHM3alMeil OmTOBOI
TOPTrOBJIM  JIGKAPCTBEHHBIMM  CpPEJACTBAMH,  alTEYHOM  OpraHu3anued, HUHIAUBUIYAIbHBIM
peIrpuHUMAaTEIeM, UMEIOLITUMH JTUIEH3UI0 Ha (papMaleBTUUYECKYIO NEATEIbHOCTh WU JTUIECH3UIO
HAa MEAUIMHCKYI0 JeATEIbHOCTh, MEIWLMHCKOM OpraHu3alueidl, HMMEIoIel JHUIEeH3UI0 Ha
bapMaleBTUYECKYIO JESATENBHOCTh (€€ 000COOJNIEHHBIM MOJpa3/AeICHUEM, PACHOJOKEHHBIM B
CEJIbCKOM HACEJICHHOM MYHKTE, B KOTOPOM OTCYTCTBYET anTe4yHasi OpraHu3alus), JOMyCTUBIIMMHU
OPOJaXXy WM OTIYCK TaKOro JIeKapCTBEHHOro mpemapara. (B pen. dDenepalibHbIX 3aKOHOB OT
25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bosmemenue Bpena, NPUUYMHEHHOTO 370POBbI0  TIpaXkJaH BCIEJICTBUE IPUMEHEHMS
JIEKapCTBEHHBIX IIPENapaToB WM COBEPILEHUS IPOTUBONPABHBIX JEHCTBUI cyObeKTaMH 0OpalleHHs
JIEKApCTBEHHBIX CPEACTB, OCYILECTBIIAETCS B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickon
®enepanuu.

I'nasa 16. 3AK/IFOYUTEJIBHBIE ITOJOKEHUA

Crarbs 70. O npu3HAHUU YTPATUBIIMMH CHJLY OTACJIbHBIX
3aKOHO/IATEJIbHBIX AKTOB (I0JI0KeHUH 3aKOHOIATEJIbHBIX AKTOB)
Poccuiickoii @egepanuu
HpI/ISHaTL YTpAaTUBIINUMHU CUITY:

1) ®enepanbubiii 3aKoH oT 22 uroHs 1998 roga N 86-D3 "O nexapcTBeHHbIX cpeacTBax” (CoOpaHue
3akoHoAaTenscTBa Poccuiickoit @enepamuu, 1998, N 26, ct. 3006);

2) ®enepanbHblii 3akoH OT 2 sHBaps 2000 roga N 5-@3 "O BHECEHHH W3MEHEHUS U JOMOJHEHUH B
Oenepanpubiit 3ak0H "O nekapcTBeHHBIX cpeacTBax” (CoOpanue 3akoHomarenbcTBa Poccuiickoit
®eneparnun, 2000, N 2, cT. 126);

3) cratpio 40 denepanpHoro 3akona ot 10 saBaps 2003 roga N 15-®3 "O BHeceHWH W3MEHCHHN U
JOTIONTHEHUH B HEKOTOPBIE 3aKOHOaTeNbHbIE akThl Poccuiickoit denepalyivl B CBSI3U C MPUHATHEM
@®enepasibHoro 3akoHa "O JHMIIEH3UPOBAHUU OTAEIbHBIX BUIOB aAedrenbHocTu" (CoOpanue
3akoHoaaTenbcTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) cratbio 31 denepanphoro 3akona ot 30 urons 2003 roma N 86-D3 "O BHeceHHH W3MEHEHHI U
JIOTIOJIHEHNA B HEKOTOpbIE 3aKOHOJATeNbHbIE akThl Poccuiickoit @Penepanny, NpU3HAHUU
YTPaTUBIIMMHU  CHJIy  OTHEIbHBIX  3aKOHOAATEIbHBIX  akToB  Poccuiickonr  dDexpeparuu,
IIPEIOCTABIEHUN OTHAEIbHBIX TapaHTHM COTPYJHUKAM OpPraHOB BHYTPEHHHUX [I€J], OpPraHoB IIO
KOHTPOJIIO 32 00OpPOTOM HApKOTUYECKUX CPEACTB U ICUXOTPOIHBIX BEHIECTB U YIPa3JAHIEMbIX
denepanbHBIX OpPraHOB HAJIOTOBOW TMOJMIMH B CBS3U C  OCYIIECTBIEHHEM Mep 110
COBEPIIICHCTBOBAHUIO TOCynapcTBeHHOro yrpasienus" (CoOpaHue 3akoHomaTenbcTBa Poccuiickoit
®eneparnun, 2003, N 27, ct. 2700);

5) crarpto 101 ®enepansHoro 3akona ot 22 aBrycra 2004 roga N 122-®3 "O BHeceHUH U3MEHEHUH
B 3aKOHOJaTeNbHble akThl Poccuiickoii denepanuy U NpU3HAHUN YTPATUBLIMMHU CHIIy HEKOTOPBIX
3aKOHOJIATEeNbHBIX akTOB Poccuiickoit ®denepaniuul B CBA3M C NpUHATHEM (eaepanbHbIX 3aKoHOB "O
BHECEHUH M3MEHEHU U aonojsHeHui B enepanbHblil 3akoH "O0 oOUIMX NPUHIUIAX OPTaHU3AlUN
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3aKOHOJAATEIbHBIX (TPEICTABUTENbHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYJApCTBEHHOH BIAcTH
cyobektoB Poccmiickoit ®expepanuu” u  "OO o0mMMX MPUHIUMNAX OpPraHU3ALUU MECTHOTO
camoymnpaBinenuss B Poccuiickoii ®Depepanmn" (CoOpaHue 3akoHOIATeIbCTBA Poccuiickoit
Oepnepanun, 2004, N 35, ct. 3607);

6) cratbio 28 deaepanbHoro 3akona ot 18 gexabpst 2006 roma N 231-D3 "O BBe[icHUU B ICHCTBHE
yacTu 4eTrBepTol [ 'paxxganckoro kogekca Poccuiickoit denepanuun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit denepanuu, 2006, N 52, ct. 5497).

Crarba 71. Beryniienne B cuity HacTosiiero ®@enepajbHOro 3aKoHa
1. Hacrosiuit ®denepanbHblii 3aK0H BeTymaeT B cuity ¢ 1 centsops 2010 roxa.

2. JlexapCTBEHHbBIE CPEICTBA, 3aPETMCTPUPOBAHHBIE /10 JHS BCTYIUIEHHS B CHJIy HACTOSILErO
@enepanbHOrO 3aKOHA, MOMAJIEkKAT BKJIOYEHUIO B TOCYAAPCTBEHHBIE DPEECTPbI JIEKAPCTBEHHBIX
CPEICTB C BHECEHHEM YKa3aHHbIX B 4dacTu | crateu 33 Hacrosuiero denepanbHOro 3akoHa
CBeIeHH 00 ATHX JIEKAPCTBEHHBIX CpEACTBaX 0€3 MPOXOXKIEHUS BHOBb IPOLETYPHI
roCyJJapCTBEHHOM pErucTpaliy JIEKapCTBEHHBIX MIPENapaToB.

3. FOCYI[apCTBeHHaSI peructpanusd JICKApCTBCHHBIX IIPCIIApaTOB, 3a HCKIIOYCHUCM JICKAPCTBCHHBIX
npemnaparoB Al MCAUIHUHCKOrO MPHUMCHCHUSA, NPCACTABICHHBIX HAa YKAa3aHHYIO PErucCTpalvio g0
AHSA BCTYIUUICHHS B CHJIY HACTOSAICTO CDe,I[CpaJ'ILHOFO 3aKOHa, OCYHICCTBIISICTCSA B COOTBCTCTBHUU C
HaCTOAIINM d)eﬂepam,HmM 3aKOHOM Ha OCHOBAHMMU AOKYMCHTOB M JAHHBIX, NPCACTABJICHHBIX OO

JHs BCTYIUIEHUS B cuily Hacrtosimero ®enepanbHoro 3akoHa. (B pea. dexepanbHOro 3akoHa OT
11.10.2010 N 271-®3)

3.1. l'ocynapcTBeHHAs] perucTpalys JIEKapCTBCHHBIX MPENapaToB sl MEIUIIMHCKOTO TPUMEHEHHS,
IPE/ICTaBICHHBIX Ha TOCYAAPCTBEHHYIO PETHCTPAIMIO 10 JHS BCTYIUICHHS B CHIJIy HACTOSIIETO
@DenepabHOTO 3aKOHA, W TOCYAAPCTBEHHAS PETHCTPalusl JIEKAPCTBEHHBIX TpenapaToB JUIs
MEIUIIMHCKOTO NPHMEHEHUS, TPEJICTaBICHHBIX Ha DKCIEPTU3Y JIEKAPCTBEHHBIX CPEICTB A0 THS
BCTYIUICHHS B cwily Hacrosmero @enepaqbHOro 3akOHa B LENAX HMX HOCIEAYIOIIEH
TOCYAAapCTBEHHOW PpErucTpanuy, OCYIIECTBISIOTCS Ha OCHOBAaHWUHM JIOKYMEHTOB U JaHHBIX,
NPECTAaBICHHBIX JO IHS BCTYIUIGHHS B CHIy HacTosmiero demepalbHOrO 3aKOHA, a TaKKe
3asBJCHUS O TOCYNAPCTBEHHOW PETUCTPALMH JIEKAPCTBEHHOTO IIpernapara, MpeACcTaBICHHOTO
POM3BOUTENIEM JICKAPCTBEHHBIX MPENapaToOB WM YIIOJTHOMOYCHHBIM UM JIUIIOM B COOTBETCTBUU C
HactosmM DenepaiabHBIM 3aKOHOM B YIOJIHOMOYECHHBIH (helepalbHBIi OpraH HCIOJHUTEIBHOM
Bractu g0 | wmapra 2011 roma, 06e3 TpeboBaHMSA yIJIaThl TOCYJApPCTBEHHOM MOLUIMHBI,
IpeyCMOTPEHHON 3aKoHoJaTenbcTBOM Poccuiickoir denepannu o Hajmorax u cOopax. (B per.
denepanbroro 3akona ot 29.11.2010 N 313-®3)

3.2. IloaTBepxkneHHe TOCYJApCTBEHHOM PpEruCTpalud JIEKAPCTBEHHBIX IpEnaparoB s
MEAMIIMHCKOTO  MPUMEHEHMsI, MPEICTaBICHHbIX JUIsl  MOATBEPXKACHHUS  TOCyAapCTBEHHOMN
pPETUCTPALIMK A0 JHA BCTYIUIEHUS B cUily Hactosuiero denepanbHOro 3aKOHa, M MOATBEP)KIECHUE
rOCy/IapCTBEHHOW PETUCTPALUU JIEKAPCTBEHHBIX MpPENapaToB Ui METUIMHCKOTO MPUMEHEHHUS,
IIPEJICTABICHHBIX HA 3KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 AHS BCTYIUIEHHS B CHILy HACTOSIIETO
@denepanbHOr0 3aKkOHAa B LEISIX IMOCIEOYIOEro IMOATBEPkKAECHUS MX TOCYAapCTBEHHOM
PETUCTPALIMK, OCYIIECTBISIOTCS HAa OCHOBAHMM JAOKYMEHTOB U JAHHBIX, IPEICTABICHHBIX A0 JIHS
BCTYIUIEHUSI B CHJIy Hactosiulero denepalibHOTO 3aKOHA, a TAKXKE 3asABJICHHSI O MOATBEPKIACHUU
rOCy/JapCTBEHHONW PETMCTPALMU JIEKAPCTBEHHOTO IIpenapara, NpPeACTaBICHHOIO NPOU3BOAUTEIEM
JIEKapCTBEHHBIX IPENapaToB WJIM YHNOJHOMOYEHHBIM MM JIULIOM B COOTBETCTBHH C HACTOSIIMM
@denepanbHBIM 3aKOHOM B YIOJHOMOYEHHBIH (pefiepanbHblii OpraH MCIOJHUTEIbHOM BiacTu 10 1
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mapta 2011 roma, Oe3 TpeOoBaHWs YIUIATHl TOCYAAPCTBEHHOW TMOIUIMHBI, MPETyCMOTPEHHON
3akoHONaTeNbCTBOM Poccuiickoii @enepanuu o Hanorax u cobopax. (B pea. denepanbHOTO 3aKOHA
o1 29.11.2010 N 313-@3)

3.3. llpuHATHME pelleHus O BHECEHUM W3MEHEHUM B JIOKyMEHTBI, COJEp)Kamuecs B
PETUCTPALIMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpernapaT Uisl MEAUIIMHCKOTO
IIPUMEHEHHUS U IIPEJICTaBICHHBIE O AHs BCTYIUIEHUS B CHIly HacTtosero denepaabHOro 3akoHa,
IPUHITHE PEIICHHUS O BHECEHUM W3MEHEHUN B JIOKYMEHTBI, COJEpIKalleecs B PETUCTPALOHHOM
JI0OCbE Ha 3aperuCTPUPOBAHHBIA JIEKApCTBEHHBIM Ipernapar Uil MEAULMHCKOrO IPUMEHEHUS H
IIPEJICTaBJICHHBIE HA DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB /10 JIHS BCTYIUIEHUS B CHJIy HACTOSILErO
@DenepallbHOTO 3aKOHA, OCYILECTBIISIIOTCS HA OCHOBAaHMM JOKYMEHTOB U JAHHBIX, IIPEICTaBICHHBIX
JI0 Hs BCTYIUICHHS B CHIIy HactosAmero denepasbHOro 3aK0HA, a TaK)KE 3asBJICHHUS O BHECEHUU
U3MEHEHUN B JOKYMEHTBI, COIEP)KAIIUECS B PETHCTPALIMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar A MEIULUHCKOTO NMPUMEHEHMSI, IPEICTABIEHHOIO NPOU3BOIUTEIEM
JIEKapCTBEHHBIX IIPENapaToB WIM YIOJHOMOYEHHBIM MM JIMLIOM B COOTBETCTBHUM C HACTOSIIUM
@denepanbHBIM 3aKOHOM B YIIOJIHOMOYEHHBIH (peepabHbIi OpraH MCHOJHHUTEIBHON BiacTd 10 1
mapta 2011 roma, 6e3 TpeOoBaHUS yIUIAThl TOCYJAPCTBEHHOW MONIIMHBI, IPEAyCMOTPEHHON
3aKoHOaTenbCcTBOM Poccuiickoit @enepanuu o Hajorax u cOopax. (B pea. denepanbHOro 3akoHa
o1 29.11.2010 N 313-@3)

3.4. Beiraua paspenieHuil Ha IpoBeIeHUE KIMHUYECKUX UCCIIEA0BaHUM JICKaPCTBEHHBIX MPENnapaToB
JUIsT MEIUUMUHCKOTO MPUMEHEHHUsS N0 3asBJICHMSM, IOJAHHBIM JO JIHA BCTYIUIGHHS B CHILY
Hacroduero PeaepanbHOro 3aK0OHA, a TAKXKE MO 3asABJICHUAM, IMOJIAHHBIM MOCJIE€ THS BCTYIUIEHUS B
cuny Hacrosmero ®denepanbHOro 3aKoHa Ha OCHOBAaHUU SKCIEPTHU3, IPOBEACHHBIX OO0 JIHSA
BCTYIUICHUSI B CHWJIy Hactosimero ®deaepaJbHOTO 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUU C
HacTosimuM DeepaibHbIM 3aKOHOM Ha OCHOBAaHUU JTOKYMEHTOB U JaHHBIX, IPEJICTABICHHBIX WIH
MOJYYECHHBIX 1O [JHS BCTYIUIEHHMS B CHIIy Hacrosmero denepalbHOrO 3aKOHA, a TakkKe Ha
OCHOBaHUHU KOMHH IPEABAPUTEIHHOTO JOTOBOpa 00S3aTENILHOTO CTPAXOBaHUS KH3HU, 30POBbS
MAlMEHTOB, YYacCTBYIOUIMX B KJIMHUYECKOM MCCIEAOBAHUM JIEKAPCTBEHHOIO Mpenapara st
MEAUIIMHCKOTO MPUMEHEHHUSI, UM KOMHUU JIOTOBOpa 005S3aTeIbHOTO CTPAXOBAHUS JKU3HH, 3I0POBbS
MalMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM MCCIEHOBAHUM JIEKAPCTBEHHOIO Mpenapara AJist
MEAUIIMHCKOTO MPUMEHEHUS, JINOO MPECTaBICHHOM KOMHMH JIOTOBOpa 00S13aTEIbHOTO CTPaXOBaHMUS,
3aKJIFOUYEHHOTO B COOTBETCTBUH C THIIOBBIMH MPABHIIAMH 00s3aTEIBHOTO CTPAXOBAHUs, C YKa3aHUEM
NPEAEIbHOM  YMCIEHHOCTH  [AlMEHTOB, YYaCTBYIOIIMX B  KIMHUYECKOM  MCCIEAOBAHUU
JIEKApCTBEHHOT'0 Tpemapara il MEAMIIMHCKOTO TpUMEHEeHHus, O0e3 TpeOoBaHUsA yIUIaThl
TOCYJIapCTBEHHOW IOUUIMHBI, NMPEIyCMOTPEHHOW 3aKOHOJATenbCTBOM Poccuiickon dexepauuu o
Hayorax u coopax. (B pen. ®enepanpHoro 3akona ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAaHHON BaJlOTe€ O JHS BCTYIUICHHS B CUJIy HACTOSIIETO
@enepallbHOTO 3aKOHA IIPENEIbHBIE OTIIYCKHBIE IIEHBl HHOCTPAHHBIX IPOM3BOAUTENEH Ha
JICKApPCTBCHHELIC IIp€riapaThl, BKIKOYCHHBIC B HCPEUYCHDb XKU3HCHHO HGO6XO)II/IMI)IX M BaXKHEHIINX
JIeKapCTBEHHbIX MpenapaToB, MOJuIeXaT mepecdyery B pyomu mo kypey LleHTpanbHOro OaHka
Poccuiickoit @enepanuu Ha aaty, ycraHoBiaeHHYyto [IpaButensctBom Poccuiickoit ®enepanuu, 6e3
IIPEJICTABICHNS] 3asBJICHUS O IIEPECUETE LEHbl C BHECEHMEM COOTBETCTBYIOIIMX HW3MEHEHHH B
TOCYIApCTBEHHBIA PEECTp MpPEAETbHBIX OTHYCKHBIX II€H MPOU3BOJIUTENIEH HA JIEKAPCTBEHHBIE
npenapaThl, BKIIOUEHHbIE B TEpeUeHb >KU3HEHHO HEOOXOAMMBIX M BAaKHEHIIMX JIEKapCTBEHHBIX
npemnapatos. (B pex. @eaepanbroro 3akona ot 11.10.2010 N 271-D3)

3.6. 3apeFI/ICTpI/IpOBaHHBIC A0 OHA BCTYIUICHUA B CHIIY HACTOAMICTO @enepaﬂLHoro 3aKOHa
NpEaACIbHBIC OTITYCKHBIC IICHBI pOCCHfICKHX HpOPIBBO)IPITGJ'IGﬁ Ha JICKapCTBCHHBIC IIpC€IiapaThl,
BKJIFOUCHHBIC B TIEPCUCHL KU3HCHHO HCO6XO,I[I/IMBIX U BaKHEHIIIHX JICKApCTBCHHBIX IPCIapaToB,
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noayiexxat uHAekcanuu ¢ 1 HosiOps 2010 roga MCXoas W3 MPOTHO3UPYEMOTO YPOBHS HHQIISINH,
ycranoBieHHoro ®dexepanbHbiM 3akoHOM 0T 2 aekadps 2009 roga N 308-d3 "O denepansHom
oromkere Ha 2010 rog w Ha turanoBbld mepuox 2011 m 2012 romos" nHa 2011 rox. (B pen.
Ddenepanproro 3akona ot 11.10.2010 N 271-D3)

3.7. Tlocne 1 mapra 2011 roga He gomyckaroTcs MPOU3BOACTBO U BBO3 B Poccuiickyto denepariuio
JICKApCTBEHHBIX TPENapaToB B YIAaKOBKAaX C MapKHPOBKOW, KOTOpas Oblla HAaHECEHa 10 JHS
BCTYIUICHUS B CHITy Hacrtosimiero ®enepaibHoro 3akona. [1o ucredeHnn yKka3aHHOTO CPOKa JaHHBIC
JICKApCTBEHHBIC MpErnapaThl MOTYT OTITYCKAThCS, PEaIM30BBIBATHCS, MEPEIaBaThCs U MPUMEHSITHCS
JI0 UCTEYEHUs1 UX CpoKa rogHocTu. (B pen. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-P3, ot
06.12.2011 N 409-®3)

4. Co nusa BerymuieHus B cuity Hacrosimero ®denepanbHoro 3akona u no 30 ampens 2011 roga
BKITIOYMTEIBHO JIOMyCKAETCSl TPOBEJCHHUE OSKCIIEPTHU3bl JICKAPCTBEHHBIX CPEACTB JKCIEPTaMU
SKCHCPTHOI0 YUYpPCKIACHUA OO0 IMPOXOKACHHUA HWMH aTrTeCTalliid B TIOPAAKE, YCTAHOBJIICHHOM
YIIOJTHOMOYCHHBIM (heZiepalibHbIM OPTaHOM UCTIOJTHUTEIIBHOM BIIACTH.

5. Co nHa BerymuieHus B cuiny Hacrosimiero denepanpHoro 3akoHa u mo 31 gexabpsa 2013 roga
BKJIFOYUTEIIBHO  OCYIICCTBIISIETCS TEPEXO0Jl K MPOU3BOJACTBY JIGKAPCTBEHHBIX CpPEICTB B
COOTBETCTBUHU C MPaBHJIAMHU OpPraHU3AIlMU MPOU3BOJICTBA M KOHTPOJISI KauyecTBa JICKAPCTBEHHBIX
CpEICTB, yKa3aHHBIMH B 4acTu | ctaThu 45 Hacrosiiero denepanbHOro 3akoHa, B MOJHOM 0OBEME.
Cpoku nepexozia MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K MX MPOU3BOJCTBY B COOTBETCTBUHU C
KOHKPETHBIMU TPEOOBAHUSIMU JTAHHBIX MPABWII, BKIIIOUYAsi CPOKU aTTECTALUU YIIOJTHOMOYCHHBIX JIUII,
yKa3aHHbIX B 4HacTsax 6 u 7 crarbu 45 Hacrosiero denepaibHOro 3aKOHA, YCTAaHABIUBAIOTCS
IIpaBurenscTBOM Pocculickon @enepanum.

6. JluneH3un Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPENCTB, BblAaHHble 10 1 stHBapsa 2014 rona,
neiictByror mnocine 1 sHBaps 2014 roma 10 ucTedeHHs cpoka MX JEMCTBHUS NpPU  YCIOBUH
COOTBETCTBUSl JIMIEH3MATa TMpaBUJIaM OpraHU3allMM MPOU3BOJACTBA M KOHTPOJISI KadyecTBa
JIEKapCTBEHHBIX CPEJICTB, YKa3aHHBIM B 4acTu 1 ctaTthu 45 HacTosmero denepanbHOro 3akoHa.

7. ®dopmupoBaHHE TOCYJApPCTBEHHOTO 3a/JIaHMsl Ha TMPOBEJCHUE ODKCIEPTHU3bI JIEKAPCTBEHHBIX
cpeactB  (demepamrbHOMY TOCYAApCTBEHHOMY OIO/DKETHOMY  YUYPEXKACHUIO 1O MPOBEACHUIO
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U (MHAHCOBOE OOECIEUEHUE BBHITIOJIHEHHS DTOTO 3a/JaHHS
OCYILECTBIISIIOTCS B MOPSIAKE, YCTaHOBIEHHOM DenepanbHbIM 3aKOHOM OT 12 sHBapsa 1996 rona N
7-®3 "O nexommepueckux opranuzanusax". (B pen. dexepanpHoro 3akoHa ot 29.11.2010 N
313-D3)

IIpezudenm Poccuiickou @edepayuu
. MEJIBEJ/IEB
Mocksa, Kpemib
12 anpensa 2010 roga
N 61-03
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