3apeructpupoBano B Munrocte Poccuu 20 mapta 2017 r. N 46039

OETEPAJIBHASA CJOYKBA 110 HA/I30OPY B COEPE
3APABOOXPAHEHUA

ITPUKA3
ot 15 deBpans 2017 r. N 1071

Ob YTBEPXJIEHUHU NOPAAKA OCYHIECTBJIEHUSA
DAPMAKOHA/I3OPA

(B pex. [Ipuka3za Poc3npaBramzopa ot 16.07.2020 N 6252)

B cootBercTBUM co crathsamu 64, 65 ®enepanbHoro 3akona ot 12 ampenst 2010 r. N 61-d3 "O6
oOpaienun JekapcTtBeHHBIX cpenacTtB” (CoOpanue 3akoHomaTenbeTBa Poccuiickoit deneparium,
2010, N 16, ct. 1815; N 31, cT. 4161; N 42, cT. 5293; N 49, ct. 6409; 2011, N 50, ct. 7351; 2012, N
26, ct1. 3446; N 53, ct. 7587; 2013, N 27, cT. 3477; N 48, cT. 6165; 2014, N 11, c1. 1098; N 43, cT.
5797; N 52, ct. 7540; 2015, N 10, ct. 1404; N 27, cT. 3951; N 29, c1. 4359, 4367, 4388; N 51, cr.
7245; 2016, N 1, ct. 9; N 23, c1. 3287; N 27, c1. 4238, 4283), npukasbiBao:

1. Y1BepauTs npunaraemslii [lopsiok ocymectBienus papmMakoHaa30pa COrIacHO MPUII0KEHHUIO.

2. KoHTpo:1b 32 UCTIOTHEHNEM HACTOSLIETO MpUKa3a OCTaBIISIIO 32 COOOM.

Pyxosooumens

M.A. MYPALIKO

VTBEPX/[EH
npukazom DedepanvHou cayicovl

no HAo30py 6 chepe 30pasooxXpaneHus

om 15.02.2017 N 1071

HOPAJOK OCYHIECTBJIEHUSA ®PAPMAKOHAJ/I3OPA
(B pen. ITpukaza PoczapaBHamzopa o 16.07.2020 N 6252)

1. Hacrosiuit [Topsinok ycranaBnuBaeT TpeOOBaHUS K OCYILECTBICHHUIO (papMaKOHAA30pa.

2. <DapMaI<0HazGop - BUIA ACATCIIBHOCTU I10 MOHHUTOPHHTY B(b(i)CKTI/IBHOCTI/I U 0€30IaCHOCTH
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JIEKAPCTBEHHBIX IIPENapaTroB, HANpPABJICHHBIM Ha BBIABICHHWE, OLEHKY U MPEeAOTBpALICHUE
HE)KEJIaTEeJIbHBIX [TOCIEACTBUM IPUMEHEHMSI JIEKAPCTBEHHBIX IpenapaToB <1>.

<1> Ilynkt 52.1 crarbu 4 deaepanpHoro 3akona ot 12 anpens 2010 r. N 61-d3 "O6 obpameHnu
nexapcTBeHHbBIX cpenctB" (CobOpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2010, N 16, cr.
1815; N 31, ct. 4161; N 42, ct. 5293; N 49, cr. 6409; 2011, N 50, ct. 7351; 2012, N 26, ct. 3446; N
53, ct. 7587; 2013, N 27, ct. 3477; N 48, ct. 6165; 2014, N 11, ct. 1098; N 43, ct. 5797; N 52, cT.
7540; 2015, N 10, ct. 1404; N 27, ct. 3951; N 29, ct. 4359, 4367, 4388; N 51, cr. 7245; 2016, N 1,
cT. 9; N 23, ct. 3287; N 27, c1. 4238, 4283).

3. ®apmakonam3op ocymectBisiercss DemepanbHO  ciaykO00M TO  Ham3opy B cdepe
3IpaBoOXpaHeHuss (manee - Poc3apaBHAm30p) MyTeM aHalW3a MPEACTABISIEMON CyObEeKTaMH
oOpallleHus JIEKapCTBEHHBIX CpPEACTB HMHGPOpPMAUU O MOOOYHBIX ACHCTBUSIX JIEKAPCTBEHHBIX
CPEICTB, HEXKENATEJIbHbIX PEaKLUAX, CEPbE3HBIX HEKENATENIbHbIX PEaKLUUsIX, HENpPeIBUACHHBIX
HEKeNaTeNIbHBIX PEaKIHsIX MpU MPUMEHEHUH JIEKaPCTBEHHBIX MpernapaToB, 00 HHAWBUIYabHOM
HETIEPEHOCUMOCTH,  OTCYTCTBMH  3(P(QEKTHBHOCTH JICKAPCTBEHHBIX MpenapaTtoB (maimee -
HEe)KeNaTeJIbHBIX Peakiuii), a Takke 00 UHBIX (pakTax u 00CTOSITENBCTBAX, IPEAICTABISIONINX YTPO3Y
KU3HU WINM 3[I0pPOBBIO0 4YEJIOBEKAa IPU NPUMEHEHUU JIEKaPCTBEHHBIX IpernapaToB (Jajnee - HHOMI
uHpopmanuu 1mo Oe3onacHOCTH W 3(PGEKTHBHOCTH), BBIABICHHBIX Ha BCEX 3Talax OOpalleHUS
JIEKapCTBEHHBIX IpenapatoB B Poccuiickonn @enepauuu M APYyrMX TIOCyAapcTBax B LEIAX
BBISIBJICHUSI BO3MOJKHBIX HETaTUBHBIX IOCJIEACTBUN WX TNPUMEHEHHs, WHIUBUIYaTbHOU
HEMEPEHOCUMOCTH, TPEIYyNPEKICHUS MEAUIUHCKUX PAaOOTHUKOB, MAIMEHTOB W HX 3allUTHl OT
MPUMEHEHHUS TaKUX JIKAPCTBEHHBIX MPENapaToB.

4. ®apmakoHAI30p OCYIIECTBISIETCS ¢ COOMI0IEHNEM 3aKoHOaTenbcTBa Poccuiickoit depepannn B
00J1aCTH 3alIUTHI TEPCOHATBHBIX TAHHBIX.

5. JIOM>KHOCTHBIMU JIULIAMH, YIIOJTHOMOUYEHHBIMU OCYIIECTBISATH (hapMaKOHAI30D, SABISIOTCS:
1) pyxoBoautens (3amMecTuTenu pykoBoautens) PoczapaBHanazopa;

2) pyKOBOIMTENM CTPYKTYpHBIX mofpaszzneineHuil  Poc3apaBHajg3opa, HX  3aMECTUTENH,
JOJDKHOCTHBIMM  PETJIaMEHTaMU  KOTOPBIX IPEAYCMOTPEHBI IIOJHOMOYMS IO OCYILECTBICHHUIO
dbapmakoHaa30pa;

3) uHBIE TOCYJapCTBEHHblEe TIpaxJIaHCKHe ciyxamme Poc3npaBHag3opa, JOHKHOCTHBIMU
periaaMeHTaMH KOTOPBIX IIPEYCMOTPEHBI TOJIHOMOYHS 10 OCYIECTBICHHIO (papMaKOHaaA30pa.

6. ®apmakoHaa30p ocyiecTBisieTcss Poc3apaBHag30poM Ha OCHOBAHWUU CBEJIEHUH, MOJIYYEHHBIX B
BUJIE:

1) cooOmienuii cyObeKTOB OOpaIieHust IEKapCTBEHHBIX CPEJICTB (Janee - COOOIEeHn);

2) nepuoAMYECKHX OTYETOB MO OE30MacCHOCTH JIEKapCTBEHHBIX mpenaparoB (naiee - I10B),
HampasisieMblX B Poc3apaBHag3op — AepKaTelssMH WM BIAAEIbLAMU  PErHMCTPALMOHHBIX
YOCTOBEPEHUI JIEKapCTBEHHBIX IPENapaToB WK YIOJIHOMOYEHHBIMU UMU UHBIMU FOPUINYECKHUMU
JHIaMU (Jlaiee - AepkaTeNsIMU PEerUCTPAlMOHHBIX YA0CTOBEPEHUIN);

3) nepuoauYEecKMX OTYETOB MO OE30MacCHOCTH pa3padaThIBAEMOro (MCCIETyeMOro) JeKapCTBEHHOIO
npenapata (naiee - POOB), nanpasisembix B Poc3apaBHaa30p IOpUIMYECKUMHU JTUIIAMU, HA MM
KOTOPBIX BBIIAHBI pa3pelleHUs Ha MPOBEACHUE KIMHUYECKMX HcciaeoBaHu B Poccuiickoit


https://normativ.kontur.ru/document?moduleid=1&documentid=356043#l1841

®denepanun, MO0 IPYTUMHU yIOJIHOMOYCHHBIMU IOPUINYECKUMH JUIIAaMU ([ajiee - I0pUIUYECKUe
JUIAMHU, Ha UMsI KOTOPBIX BBIJIAaHBI pa3peIlIeHUs Ha MPOBECHNE KIMHUYECKUX UCCIEA0BaHUN);

4) undopmanyu, MOTYYEHHOW B XOJI€ OCYIIECTBICHHUS TOCYJIApPCTBEHHOTO KOHTpOJIS (HAA30pa) B
cdepe oOpalIeHus JIEKApCTBEHHBIX CPEIICTB.

7. B mensx omneHkH HHPOPMALMU HAYYHOTO M KIMHMYECKOTO XapakTepa, cojepiKailieiics B
JOKYMEHTax M JaHHBIX, IIEPEYUCICHHBIX B NyHKTe 6 Hactosawmero Ilopsaka, PocsmpaBHanszop
npusiekaer denepanbHoe IOCYJAapCTBEHHOE OIOJDKETHOE YUPEKICHHE, HAXOJIsIIeecs B BEICHUU
Poc3npaBHagzopa (nanee - S3KCrepTHas OpraHu3aLus).

8. Ouenka MH(pOPMALMKM HAYYHOTO M KIMHUYECKOTO XapaKTepa, COAEpKallleicss B JOKYMEHTax U
JIAHHBIX, TIEPEUMCICHHbIX B MyHKTe 6 Hactosmero Ilopsigka, OCHOBBIBaeTCS Ha MPUHILIMIIAX
3aKOHHOCTH, COOJIIOJIEHUSI MpaB U CBOOOJ YelOBEKa M TpaxkJaHWHA, NPaB IOPUAUYECKOTO JIMIIA,
HE3aBHUCUMOCTH JKCIIEpTa, OOBEKTHUBHOCTH, BCECTOPOHHOCTH U TOJHOTHI HCCJICIOBAaHUH,
MIPOBOJIUMBIX C HCIIOJIb30BAHUEM COBPEMEHHBIX JOCTHKEHUM HAYKU U TEXHUKH, OTBETCTBEHHOCTH
AKCIEPTHON OpraHu3alMy MO MPOBEACHUIO SKCIIEPTHOM OLIEHKU U Ka4€CTBA AKCIIEPTHON OLECHKHU.

9. Coolmienusi cyObeKTOB OOpallleHus JIGKAPCTBEHHBIX CPEACTB, 32 MCKIIOYCHHEM HOPUINYECKUX
JUI, HA WM KOTOPBIX BBIJAHBI Pa3peIICHHUs] HA MPOBEACHHE KIMHUYECKUX HCCICIOBAHUN B
Poccuiickoit ®enepanum, HampaBisitoTcss B Poc3ipaBHaa30p MO  PEKOMEHIYEMOMY 00pasily
"N3BemeHnuss O HEXKEIATeJIbHOH peaknud WIA OTCYTCTBHHM TepameBTHYeCKOro 3ddekra
JIEeKapCTBEHHOT O Ipemnapara”, npuseneHHoMy B npuioxernu N 1 k Hactosmemy [lopsaxy.

10. CooOmieHus MOpPUAMYECKUX JIHI, HAa MM KOTOPBIX BBIJAHBI pa3pellieHUs Ha MPOBEACHUE
KJIMHUYECKUX HCCIEeI0OBaHUM, HampapisioTcs B Poc3ipaBHaA30p MO PEKOMEHIYyeMOMY 00pasily
"CooOmieHns: 0 Cepbe3HOW HEMpEeABUACHHON HEXeNnaTelbHON peakIuu Ha JIeKapCTBEHHBIN
npenapar, u3ydaroluics B KIMHUYECKOM HCCiel0BaHuu'", IpuBeeHHOMY B npuioxeHun N 2 k
Hactosemy [lopsaaky.

11. B ciyudae, ecniu XxapakTep CBeIeHUH, YKa3aHHBIX B MOAMYHKTe | myHKTa 6 Hacrosiuero [lopsnaka,
HE COOTBETCTBYET cojiep:kaHuio Toned (opm, mpuBeneHHbiM B mpuioxkeHusx N 1 u N 2 k
Hactosimiemy llopsaky, uiu B ciiy4ae, €CJIM yKa3aHHbIC CBEJCHHS ObUIM BBISBJICHBI 3a TpeeliaMU
Poccuiickoit denepanuu, I0MyCcKaeTcs MX NpeAcTaBiieHHE B Poc3ipaBHAA30p B IPOU3BOJIBHOU

dbopwme.

12.  CooOwmenuss  HampaBisitorcsi B Poc3apaBHag3op  4depe3  ABTOMAaTHU3UPOBAHHYIO
uHpopMannoHHy0 cucreMy Poc3npaBHagzopa (manee - AWNC PocsgpaBhaazopa), aubo 1o
anekTpoHHoN moute pharm@roszdravnadzor.ru. IIOB, POOB npexacrasnstotcst B Poc3apaBHaazop
yepe3 AVC Poc3apaBHanzopa 1100 Ha 3JEKTPOHHBIX HOCUTENSX.

13. Jlepxarenu peTrUCTPAllMOHHBIX YIAOCTOBEPEHUU B CpOK He Oonee 15 kameHmapHBIX ITHEH
coobmaror B Poc3apaBHam30p CBeNEHHMs O HEKENaTeNbHBIX pPEaKUusAX, yKazaHHbIX [IpaBuiax
HaJJexalled mpakTuku (apmakoHan3opa, yTBepkaeHHbIX pemeHneM CoBeta EBpasuiickoii
Oxonomuyeckoit Komuccun ot 3 HostOps 2016 1. N 87 <2> (m. . 7.1.7.1, 7.1.7.3).

<2> [llpaBwia HajuIeXkKamiel TNpakTUKK (apMmakoHam3opa. YTBepxkiaeHbl pemeHrnem Coera
EBpazuiickoit Dxonomuyeckoit Komuccuu ot 3 nHostOps 2016 r. N 87 (OduumanbHbii caiit
EBpazniickoro SKOHOMUYECKOT 0 CO103a
https://docs.eaeunion.org/docs/ru-ru/01411948/cncd 21112016 87, 21 Hosi06pst 2016 1.).
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14. Cpox mist cooOImieHnuss O HEXKeNaTeIbHBIX peakIusaX, yka3aHHbIX B [lpaBuiax Hamexamieu
npaktuku (apmakonamzopa EADC (m. 7.1.7.1), ucuumcnsercs B coorBercTBUH ¢ [IpaBuimamu
HayIeKaiei npaktuku papmaxonaazopa EADC (m. 7.1.2.1).

15. Cpok coobmenuss nHOM uHMOpMau 1o Oe3omacHOCTH U A(G(HEKTUBHOCTH, YKa3aHHOU B
[TpaBunax Hamiexamei npaktuk Gpapmakonamazopa EASC (n. 7.1.7.3), ucuucisiercs ¢ 1aThl, KOrjaa
JepKaTeieM PEeruCcTPallMOHHOTO YJOCTOBEPEHHUs JIGKAPCTBEHHOTO IMperapara ObLTH YCTaHOBJICHBI
COOTBETCTBYIOIIUE (PAKTHI U OOCTOATENHCTBA.

16. Jlep>kaTenu perucTpallMOHHBIX YIAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB MPEACTABISAIOT B
PocznpaBramzop I[IOb 1o ¢opme, mnpuBeaenHoit B I[IpaBuiax Hammexamed MPaKTUKH
dapmakonagzopa EADC (1. . 8.4 - 8.5).

17. Iopsimok ucuMcIeHus 1aThl OKOHUaHMsI cOopa aepaKaTenaeM PerucTpalioOHHOTO yI0CTOBEPEHMS
CBEJICHUI O HEeXKEJIAaTeNbHBIX peaKusaX, HHOM nHpopMmaimu 1o 6e3omnacHocTH it ouepeaHoro [10b
U nepuoauyHocts npexacrasiaeHus [IOb g nekapcTBEHHBIX —NpenapaTroB  pa3iMYHBIX
MEXIYHAPOAHBIX HENATEHTOBAHHBIX HAMMEHOBAaHUN WM TPYyNIUPOBOYHBIX HAMMEHOBAaHUMN
yTBepKaaroTcs Poc3npaBHaazopom.

18. Jls1 tekapcTBEHHBIX IpenapaToB, CPOKU U epruoanyHocTh npeacrasienus [10b Ha kotopele He
yTBepkaeHbl Poc3apaBHAaA30pOM, NEPUOINYHOCTh U CpOKH npenctasieHus [1Ob orcuuTsiBaroTCs
OT J1aThl IEPBOU rOCYJaPCTBEHHOM PErUCTPALH JICKAPCTBEHHOT'O IIPenapara B MUPE U COCTABIISIOT:

1) kaxnapie 6 MecsaleB OT JaThl MEPBOM TOCYAapCTBEHHOW PErHUCTPAlMM B MUPE HA MPOTSHKCHUH
NEepBbIX 2 JIET;

2) eXKeroJIHO Ha MPOTSHKEHUHU TTOCIEIYIONUX 2 JIET;
3) nanee - kKaxasie 3 roja.

19. TIOBb mnpeacraBnstorca B Poc3apaBHag3op B Cpok, ykaszaHHbIM B IlpaBmiiax Hamuiexamien
npaktiku papmakonaazopa EADC (m. 8.8.1).

20. Ilpu BBIABIEHUU HEXENATENbHBIX peakuuid M HMHONM uHPopManuu 1o Oe30MacHOCTH U
3P PEKTUBHOCTH, HE COACPKALIUXCSA B UHCTPYKIMH 110 METUIIMHCKOMY NPUMEHEHHIO0, M3MEHSIOIINX
OTHOIIEHHE OXKUJAEMOH IMOJIb3bl K BO3MOXXHOMY PHCKY IMPHMEHEHHUS JIEKApCTBEHHOTO Iperapara,
Poc3npaBHag3op BopaBe  3alpoCUTh Yy  JEpXKaTelsd  PETHCTPALlMOHHOTO  YJOCTOBEPEHHUS
JIEKapCTBEHHOTO TpemnapaTa BHeouepeaHoit [10b.

21. Bueouepennont IIOb mpencrasnsercs B Poc3npaBHan3op B cpok, ykaszaHHbIM B IIpaBuiax
HaJyIexKanied npaktuku Gpapmakonanzopa EADC (m. 8.8.2).

22. IOpI/II[I/ILIGCKI/Ie JiMia, Ha HMMA KOTOPBIX BbIAAHBI PAa3pCHICHUA Ha IMPOBCACHUEC KIIMHUYCCKUX
UCCIIEIOBaHMM, B CPOK HE Oosiee 7 KaJleHIApHBIX JHEH coobmatoT B Poc3ipaBHaa30p 0 JeTaibHBIX
HIIM  YyIrpoXaromux JKU3HU CCPLE3HBIX HCHOPCABUACHHBIX HCEKCIATCIBHBIX PCAKIHUAX Ha
UCCIIENYEMBIN JIEKaPCTBEHHBIN IIPENapar, BBIABIECHHBIX B XOA€ KIMHUYECKUX MHCCIECIOBAaHUH,
pa3penieHHbIX K mpoBeaeHuro B Poccuiickoit @Penepanuu, €cid HWHOE HE NPEITyCMOTPEHO
0JI00pPEHHBIM TPOTOKOJIOM KITMHUYECKOTO UCCIIETOBAHMS.

23. KOpuanyeckne nMia, Ha UMs KOTOPBIX BBIJAHBI pa3pellieHUsl Ha IMPOBEACHUE KIMHUYECKUX
UCCIIEIOBaHM, B CPOK He Oojiee 15 kaneHAapHbIX JHEH coolmaroT B Poc3apaBHaa30p 0 cepbe3HbIX
HEIPEABUICHHBIX HEKEIATEeNIbHBIX PEAKIUAX, 32 UCKIFOYEHUEM PEAKLUN, YKA3aHHBIX B ITYHKTE 22
Hacrosuiero [opsnka.

24, IOpI/IIlI/I‘-ICCKI/Ie Jinia, Ha UM KOTOPBIX BbIAAHBI PAa3pClICHUA HaA MPOBCACHUC KIITMHUYCCKHUX
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UCCIICIOBaHN, B CpoK He Oomee 15 xameHmapHbIx 1HEW cooOmarT B Poc3mpaBHamzop
uH(popMaluio 1O 0e30MacHOCTH HCCIeAYEeMOro JIGKApCTBEHHOTO TIperapaTra, YKa3aHHYH B
[IpaBunax HagIexamend KIMHUYECKOM NPakTUKA EBpa3uiickoro 5SKOHOMHUYECKOrO COH3a,
yTBepkaeHHbIX pernenneM Coera EBpaswmiickoit Dxonomuueckoir Komuccnn ot 3 Hos0ps 2016 T.
N 79 (nanee - [IpaBuna Hamexamniei kmmauYeckoi npaktuku EADC) <3> (m. 1.5 [Ipunoxenus N
11).

<3> IlpaBwia HaJIekKalIEH KIMHUYECKOM MPaKTUKU EBpasuiickoro »KOHOMHYECKOI'O CO3a.
YrBepxkaensl pemieHrueMm Coera EBpazuiickoit DxoHomuueckoit Komuccun ot 3 Hos1iOps 2016 1. N
79 (OdunnanbHbII cait EBpazuiickoro SKOHOMHYECKOTO cor03a
https://docs.eaeunion.org/docs/ru-ru/01411924/cncd 21112016 79, 21 Hosiopst 2016 1.).

25. Cpoku ansi cooOlIeHHs] O HEXKeNaTeNbHBIX pPEaKIHsaX, YKa3aHHbIX B MyHKTax 22 u 23
Hacroswero llopsaka, ucHUCHAOTCA B COOTBETCTBUU C [IpaBunamMu Haamexamed KIMHUYECKOU
npaktikn EADC (1. 1.3.1 Ipunoxkenus N 11).

26. Cpok cooOmieHuss WHOW WHGOpMAMU 1Mo Oe30MacHOCTH HCCIEAYEMOTO JIEKAPCTBEHHOTO
npernapara, yKa3aHHbId B TyHKTe 24 Hacrosiero llopsiika, ucUucisercss ¢ IaThl yCTAHOBICHHS
IOPUINYCCKUM JIMOOM, Ha HWMA KOTOPOI'O BBIJAHO PA3pCIICHHUC Ha IMMPOBCACHUEC KIIMHUYCCKUX
UCCIICIOBaHHI, COOTBETCTBYIOLINX (hAKTOB U OOCTOSITEIIHCTB.

27. Opuauyeckoe U0, HA UM KOTOPOTO BBIIAHO PA3PEIICHHE HA MPOBEICHUE KIMHUYECKUX
MCCJICIOBAHMM, PACKPBIBAET PAHIOMU3AIIMOHHBIA KOJ B COOOIICHUSIX O HEXKEIATeIbHBIX PEaAKIUsX,
YKa3aHHBIX B IMYHKTax 22 W 23 HACTOSIIEro MOPSAJAKA, €CIU MHOE HE MPEAYCMOTPEHO MPOTOKOIOM
KIIMHUYECKOTO UCCIEA0BAHUS.

He monnexar cooOlieHHIO B MOpsAIKEe, yKa3aHHOM B NyHKTax 22 u 23 Hactosmero Ilopsnka,
HEe)KeNaTeJIbHbIE  PEaKIMHM, NPOM3OIIEIINEe Y YYACTHUKOB KJIMHMYECKHUX HCCIETOBaHMM,
MOJTyYaBIIUX 1a1e6o.

28. CooOuieHus o BhISIBIEHHBIX Ha Tepputopun Poccuiickoit deaepannn HexxeNnaTeIbHBIX peakusax
Ha JIEKapCTBEHHBIE IIpenapaTsl CpaBHEHUs, 3aperucrpupoBaHHble B Poccuiickoint ®enepanum,
noJyIeXxar COOOLIEHUIO B OPs/IKe, yKa3aHHOM B IyHKTe 12 Hacrosero [Topsaka.

29. Opuanyeckue Jnia, Ha UM KOTOPBIX BBIJAHO pa3pellieHHe Ha MPOBEICHHE KIMHUYECKUX
UCCIIEJOBaHMM, pencTasisatoT B PoczapaBHan3op POODB B cOOTBETCTBUY C IYHKTOM 4 NPUIIOKEHUS
N 12 IlpaBun nHamnexameil kiuHudecko mnpaktuku EADC. K POObB mnpunaraercs komust
OpolLIOpbl  MCCNe0BaTeNsl KIMHUYECKOTO MCCIIEOBAHUS, DPAa3pEelIeHHOIO0 K IPOBEIECHUIO B
Poccuiickoit denepanuu, aeiicTByromas Ha MOMeHT nipeactaBienuss POOB.

30. POOb npexacrasnsaroTes B Poc3apaBHaa30p €KEroHO B CPOK, OTCUUTHIBAEMBIN OT J1aThl HayaIa
MEPBOT0 KIMHUYECKOIO MCCIEAOBAHUS JIEKAPCTBEHHOTO Mpernapara B MUpPE WIM OT JAThl NEPBOU
TOCYJIapCTBEHHOM PETUCTPAINH JICKAPCTBEHHOTO Tperapara B MUpeE.

31. POOb mno sekapcTBEHHBIM IIpemaparaMm, HCCIEAyeMbIM Ha Tepputopun Poccuiickoi
®denepanun, TpeAcTaBiaOTca B Poc3apaBHan30p B Cpok, He peBbIaONMi 60 KaJleHAapHbIX THEH
OT JaThl OKOHYaHUS cOOpa Jep)kaTeleM pPEeTrUCTPAllMOHHOIO YAOCTOBEPEHHUS CBEICHUU O
HEXENATeNbHBIX PEaKIUAX IS JaHHOTO JIEKaPCTBEHHOTO IIpenapara.

32. Ilpu BBISIBIEHUM CBEICHHI, U3MEHSIONIMX OTHOILICHHE OKHAAEMON MOJIb3bl K BO3MOKHOMY
PUCKY NPUMEHEHMS JIEKAPCTBEHHOI'O Mpernapara B KIMHUYECKOM HCCIEN0BaHUM, Poc3npaBHan3op



BIIpaBe 3alPOCUTh Y IOPUIUYECKOIO JIHIla, Ha UMSI KOTOPOTO BBIJAHO pa3pelieHue Ha IMPOBEICHHE
KJIIMHUYECKHUX HUCCIIEA0BaHUM JIEKapCTBEHHOTO cpeicTBa, BHeoUyepenHoit POOB.

33. Bueouepeanoit POOb mnpencraBnsiercs B Poc3apaBHana3op B Cpok, He MpeBbimaronuii 60
KaJICHJApHBIX JHEH OT JaThl MOJIy4eHUS IOPUAWYECKUM JIMIOM, HAa MM KOTOPOTO BBIJAHO
pa3pelieHre Ha IPOBEACHNIE KIMHUYECKUX MCCIeoBaHni 3ampoca Poc3paBHam30pa, yka3aHHOTO B
nyHkte 31 Hacrosiero [Hopsiaka.

34. OcymiecTBieHne pabOThl CyOBEKTOB OOpalieHUs JIEKAPCTBEHHBIX CPEACTB (MEIMIIMHCKHIX
OpraHu3alfii) O BBISABICHUIO HEXEJIATeIbHBIX PEaKIUui U WHOW MH(OpManuu mo 0e30MacHOCTH |
3P PEKTUBHOCTH NPU NMPUMEHEHUH JEKAPCTBEHHBIX IMPENapaToB PErIaMEHTHPYETCS BHYTPEHHHUMHU
NPUKa3aMU MEITUITUTHCKON OpraHu3aIluy.

35. CyOnexTsl 00pallleHus JIeKapCTBEHHBIX CPEACTB (MEAMIIMHCKHE OpraHu3alui) 00si3aHbl B CPOK
He Oonee 3 pabounx nHEH coodmars B Poc3ipaBHAI30p O CEphE3HBIX HEXKENATENBHBIX PEAKIHSX C
JETalbHBIM HCXOJOM WM YIpO30M JKH3HU, 32 HCKIIOYEHHEM HEKeJIaTelbHbIX peaKIui,
BBISIBICHHBIX B XOJI€ TPOBEJICHUS KIMHUYECKUX HCCJICJAOBAHHM, TIPOBOJUMBIX B JaHHOM
MEAUIIMHCKOW OpraHU3aIiH.

36. CyObekTbl OOpalieHUs] JEKapCTBEHHBIX CPEACTB (MEIUIIMHCKUE OpraHu3aluu) B CpPOK, HE
npeBblIalomuid 15  KaneHmapHbIX JAHEH, cooOmaioT B Poc3apaBHam3op o  ciegyrommx
HE)KENMATENbHBIX PEAKIUAX M MHOH MHPOPMALUHU 10 0e301MacHOCTH M 3P PEKTUBHOCTH, BBISIBICHHON
JTAHHOW METUIMHCKON OpraHu3alMel, 32 UCKIIIOYEHUEM HEKENIAaTebHbBIX PEaKIUi, BHIIBICHHBIX B
XOJIe TPOBEACHUS KIIMHUIECKUX HCCIIEOBaHUI:

1) CCPBC3HBIX HEKEIATCIBbHBIX PCAKOUAX HaA JICKAPCTBCHHBIC IMIPCIiaparbl, 3a MHCKIKOYCHUCM
CCPBbE3HBIX HCKCIIATCIIbHBIX pCaKHHﬁ, YKa3aHHbBIX B ITYHKTC 35 HaCTOAIICTO Hop;uu(a;

2) cnyyvasix nepegayu HH(PEKIIMOHHOTO 3a00JIeBaHMs Yepe3 JIEKapCTBEHHBIN ITpenapar;

3) ciayyasix OTCYTCTBHS 3asiBI€HHON 3()()EKTUBHOCTH JIEKAPCTBEHHBIX IMPENapaToB, MPUMEHSEMBIX
npu 3a00JIeBaHUSX, MPEACTABISIONIUX YIPO3y U JKU3HHM YeNlOBEKa, BAKIMH JUIS MPO(PUIAKTUKH
MH(EKIMOHHBIX 3a00JIeBaHUMN, JIEKAPCTBEHHBIX MPENapaToB JAJs MPeAoTBpallleHus OepeMEeHHOCTH,
KOrJla OTCYTCTBHE KIMHUYECKOro d(ddexTa He BBI3BAHO HHAWBHUIYATbHBIMH OCOOEHHOCTSIMH
nanuenTa u (win) crienudukoit ero 3a00JieBaHus;

4) HexenaTeabHbIX PEaKIHsIX, BO3HUKIINX BCIEACTBUE 3J0YNOTPEOICHUS MpernapaToM, B CIIydasx
YMBIIIJICHHON TEPENO3UPOBKH JIEKAPCTBEHHOIO IIperapara, INpU BO3ACHCTBUH, CBS3aHHOM C
npodeCCHOHATBHON NeATEIbHOCTBIO, WIIM B CIy4asX MCHOJIb30BaHMA JIEKAPCTBEHHOIO MpernapaTa B
LEJIAX YMBIIUIEHHOTO IPUYMHEHUS BpeAa )KU3HU U 3J0POBBIO YEJIOBEKA.

37. Cayyau UHIMBUYaJbHOM HETIEPEHOCUMOCTH JIEKAPCTBEHHBIX CPE/ICTB, IBUBIIHUECS OCHOBAHUEM
JUIsL BBIIIMCKHU JIEKAPCTBEHHBIX IIPENApaToB M0 TOPrOBOMY HAaWMEHOBAHHMIO B paMKax IMPOrpaMM
JBFOTHOTO  JIEKApPCTBEHHOTO oOecmeueHus, IoJulexaT HampaBileHuro B Poc3apaBHanzop
BpaueOHBIMH KOMMCCHUSIMH, B HOpsJIKE, YCTAaHOBJICHHOM IpHKa3oM Munzapasa Poccun or 5 mas
2012 r. N 5021 "OO yTBepXAE€HUU TOPSAIKA CO3/aHUSA U JIEATEIHHOCTH BpauyeOHON KOMHCCHH
MEIUIUHCKON opraHu3auuu” <4> B CpPOK, HE IMPEBBIIAIOIIUIN MATH PabOYMX JHEH ¢ aThl BBIMUCKU
COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O IpenapaTa o TOproBOMy HauMEHOBaHUIO.

<4> Tlpuka3 MunucrepctBa 3apaBooxpanenust Poccuiickoit @enepaunn ot S mas 2012 r. N 502H
"OO0 yTBEp)KIEHUW TIOpAJKA CO3JIaHUS U JACATEIHPHOCTH BpadyeOHOW KOMHUCCUM METUITMHCKOU
opraam3anun" (3apeructpupoBad MunroctoM Poccun 9 utons 2012 r., peructpanunonnsii N 24516,
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PI" 22 wrons 2012 r. N 141) B penakuuu Ilpukaza MunucrepcTBa 3apaBooxpanenusi Poccuiickoi
Oeneparn ot 2 aekadbps 2013 r. N 886n "O BHecenunu usmeneHuid B llopsigok cosmaHust u
JESATENIbHOCTH BpaueOHOW KOMHMCCUM MEIULMHCKON OpraHu3aliy, YTBEP)KIECHHBIH MpPUKa30M
MuHucTepceTBa 3/IpaBOOXpaHEHus U coluanbHoro passutus Poccuiickoit ®denepanuu ot 5 mast 2012
r. N 502u, u B [lopsinok Ha3Ha4YeHUs U BHIMKMCHIBAHUS JICKAPCTBEHHBIX MPENapaToB, YTBEPIKICHHBIH
nprka3oM MuHHCTEpcTBa 3apaBooxpaneHust Poccuiickoit @enepanun ot 20 mexadps 2012 r. N
1175u" (3apeructpupoBan Muntoctom Poccun 23.12.2013 N 30714).

38. Cpox asisi cooOLIeHNsI 0 HEXeNIAaTeNbHBIX PeakluusXx U WHOW MH(popManuu 1mo 0e30macHOCTH U
3¢ PeKTUBHOCTH, YKa3aHHOU B MyHKTaX 35 - 36 Hactosmero [lopsaka, ucuucisercs ¢ 1aThbl, Koraa
OTBETCTBEHHOMY I10 (papMaKoHaA30pY IOJKHOCTHOMY JIMIYy CyObeKTa oOpalieHusl JeKapCTBEHHBIX
CpelCcTB (MEIUIMHCKON OpraHu3alliy) CTajdd M3BECTHBI CIEAYIOIINE CBEICHHS O HEKeIaTelbHOM
peakuu wim 0co00i CUTyaIuu:

1) undopmanus, NO3BONAOIMIAS UACHTHPUIMPOBATh IOPUAWYECKOE WU (U3UUYECKOE IUIIO,
BBISIBUBILICE HEXKETATEIHHYIO PEAKIIUIO WIIM 0COOYIO CUTYAITHIO;

2) uHbopManus, MO3BOJISIONMAs UICHTH(PUIUPOBATh (PU3MUYECKOE JIUIIO, Y KOTOPOro HabIoaanach
He)KelaTeIbHas Peakus;

3) uadopmarus, Mo3BOIAIONIAS HACHTHPHUINPOBATH JIEKAPCTBEHHBIH Mperapar;
4) uadopmanus, MO3BOISIONIAsT UACHTU(UIIMPOBATH CHMIITOMBI HEXKENAaTeIbHON PeaKIiH.

39. Konuu cooOrienuii, HanpaBieHHbIX B Poc3ipaBHaa30p, B COOTBETCTBUM C IMyHKTaMu 35 - 36
Hacrosiiiero [lopsnka, COXpaHstOTCA B MEIUIIMHCKON TOKYMEHTAIIUH MTallUEHTOB.

40. Coobmenus, I1Ob, POOB, mocrymaromue B 3nekrponHoMm Buae B AVC PocsnpaBHamsopa,
PETUCTPUPYIOTCS AaBTOMATHYECKH.

41. Coobmenusi, nocrynatomiue B Poc3npaBuanzop no snekrponHoi moute, a takxke [10b, POOB,
noctynatoniie B Poc3apaBHag30p Ha SJIEKTPOHHBIX HOCUTENSX, PETUCTPUPYIOTCS M BHOCSTCS B
AMNC PocznpaBHagzopa B TeueHHE 5 pabodyuXx THEH ¢ AaThl UX MOCTYIJICHUS.

42. Onenka uH(pOpPMaLMM HAYYHOTO M KIMHMYECKOTO XapakTepa, CojaepiKalleicsi B COOOIIECHHUSX,
nocrynatonnx B AMC Poc3apaBHan3opa, OCyLIECTBIIETCS KCIEPTHON OpraHU3aleil B TeUEHHUE 5
pabouux AHEH C 1aThl MOCTYIUJICHUSI.

Onenka MHPOpPMALMU HAyYHOTO M KJIMHUYECKOTo xapakrepa, conepxaieiics B IIOb u POOB,
IIPOBOAMTCS AKCIIEPTHON opraHuzanuen B TeueHue 60 paOouux nHEH C JaThl MX MOCTYIUIEHHS B
JKCIIEPTHYIO OPraHU3aLuIo.

43. Pe3ynbTaThl OIEHKM HH(OpMAIMM HAYYHOTO M KIMHMYECKOTO XapakTepa, CoJeprKalleics B
COOOILIEHUSAX, HampaBiAOTCs B Poc3ipaBHaA30p AKCHEPTHOM OpraHu3anuMeid B COCTaBe
€KECHE/IENIbHBIX OTYETOB.

Pesynbrarel nHGOpMAK HAYYHOTO M KIMHHUYECKOTO Xapakrtepa, comepkameiics B [IOb u POOB,
HarpasJisitoTcst B Poc3ipaBHaA30p B COCTABE €KEMECAYHBIX OTYETOB SKCIIEPTHON OpraHu3aIiu.

44. ITpu BBIABIEHUM DKCIIEPTHOW OpraHM3aledl HecooTBeTcTBUA npencraBieHHoro I110b nmynkram
EADC 8.4 - 8.5 [paBun Hamiexameil npaktuku papmakoHaazopa, 1 POOB myHKTY 4 npriioKeHHs
N 12 IlpaBun nHamnexamiei knuHudeckoi mnpaktuku EADC, Poc3apaBHam3op B Cpok, He
npesblmaromuii 10 pabounx naHeH € AaThl MOCTYIUIGHHS MJAaHHOM WHGOpMalW{, HaIlpaBisieT
JIEPKATENI0 PErMCTPAIMOHHOIO yJAOCTOBEPEHUS JIEKApCTBEHHOIO IIpernapaTa WIH HOPHINYECKOMY
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JUITY, Ha UMSI KOTOPOTO BBIJIAHO pa3peliecHue Ha MPOBEACHUE KIIMHMYECKUX UCCIIeIOBAaHNM, 3apoC
o BHeceunu n3Menenuii B [1Ob mwim POOB.

45. Jlep>katenb perucTpaliOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOIO MpernapaTa Wiu IpUINYECKOe
JIUII0, Ha UMsI KOTOPOTO BBIJJAHO pa3pelIeHre Ha MPOBEACHNE KIMHUYECKUX HCCIIeI0BaHUM, B CPOK,
He npesblmatonmii 30 pabounx IHER ¢ AaThl oxydeHus 3amnpoca Poc3apaBHan3opa, ykasaHHOTO B
nyHkte 44 nacrosimero Ilopsiaka, Hanpasinser B PoczapaBaaazop I[1Ob B coOTBETCTBUY ¢ MyHKTAMHU
EADC 8.4 - 8.5 IlpaBun Hamiexamei npakTuka ¢apmakonanzopa, 1 POOb B cooTBeTcTBHU €
nyHkToM 4 npunoxkerust N 12 TlpaBun Hapnexaniei knuHu4Ieckoit mpaktuku EADC.

46. Ilpu BBIABICHMM DSKCIEPTHOM OpraHu3alueld B XOA€ OLEHKHM HHGPOpPMALMKA HAYyYHOTO H
KJIIMHUYECKOT0 XapakTepa, coaepxammxcs B coodmienusx, [10b, POOb cBeaeHuii, 0TCyTCTBYIOMNX
B MHCTPYKIUHU 110 MEAUIIMHCKOMY NMPUMEHEHUIO WU JTOKYMEHTAIIMU KIMHUYECKOTO HUCCIeA0OBaHMS,
WM3MEHSIIOIIMUX OTHOUIEHHUE OKUIaeMOM T0JIb3bl K BO3MOKHOMY PUCKY MPUMEHEHUSI JICKAPCTBEHHOTO
nperapara, SKCIIePTHAsT OpraHu3alys HApaBIsIeT 3aKitoueHue 00 3ToM B Poc3ipaBHaa30p B Cpok
He 1mo3/Hee 5 pabouux JHEeH C 1aThl BBISIBJICHHS COOTBETCTBYIOIIUX CBEICHUM.

47. B cnyuae, eciii COTJIACHO 3aKJIFOUEHUIO SKCIIEPTHOW OpraHHu3alliy, MPUYUHON HeKeIaTelbHOM
peaKIMu WM YTpo3bl KU3HU U 3I0POBBIO UEIOBEKAa MOTJIO SIBIATHCS HapyIIEHUE CYObEKTaMHu
oOpailieHus: JIEKapCTBEHHBIX CPEJCTB 3aKOHOAATEIbHBIX TpeOoBaHUIl K (apMakoHaA30py, OO
HapylIeHUE MPAaBWI HaJJISKAIIed KIMHUYECKON pakTuku, Poc3apaBHaa30p MpUHUMAET PEIICHUE O
MPOBEJCHUN TMPOBEPKH COOMIOJACHUS CyObEeKTamMH OOpalleHHsl JIEKapCTBEHHBIX CPENCTB
ycTaHOBJIEHHbIX PenepanbHbM 3akoHOM 0T 12.04.2010 N 61-®3 "O06 oOpaliieHun JIeKapCTBEHHBIX
cpeacTB" W TPUHATHIMH B COOTBETCTBMUM C HUM HHBIMH HOPMATHBHBIMU TPAaBOBBIMH aKTaMU
Poccuiickoit  ®enepanuu  TpeOoBaHWMN K = KIMHMYECKHUM  HCCIIEIOBAHUSAM  JIEKAPCTBEHHBIX
IpernapaToB, XpaHEHHIO, MEpeBO3Ke, BBO3y B Poccuiickyro ®epeparuio, OTHYCKY, peanu3aliu
JIEKAPCTBEHHBIX CPENICTB, MPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB B MOPSJIKE, YCTAHOBICHHOM
®enepalbHbIM 3aKOHOM OT 26 nekabps 2008 r. N 294-®3 "O 3amure mpaB IOPUANUECKUX JIHIL U
WHIUBUIYAIbHBIX TPEANPUHUMATENICH TIPU  OCYIIECTBICHUU TOCYJAPCTBEHHOTO  KOHTPOJIS
(Ham30pa) ¥ MYHULIUMTIATBHOTO KOHTpOIs" <5>.

<5> @enepanbHblil 3aKkoH 0T 26 nekabps 2008 r. N 294-®3 "O 3amuTe npaB IOPUITIECKUX JIALL U
WHAVBUAYAIbHBIX TMpEANpPUHUMATENCd TMpPH OCYIIECTBICHHH TOCYJapCTBEHHOTO KOHTPOJIA
(Ham3opa) U MyHunumnaasHoro kKoutpois'" (Cobpanue 3akoHoAatenbcTBa Poccuiickoit deneparumy,
2008, N 52, ct. 6249; 2009, N 18, ct. 2140; N 29, cT. 3601; N 48, cT. 5711; N 52, cT. 6441; 2010, N
17, ct. 1988; N 18, ct. 2142; N 31, ct. 4160, ct. 4193, ct. 4196, N 32, ct. 4298; 2011, N 1, ct. 20;
N 17, ct. 2310; N 23, cT. 3263; N 27, ct. 3880; N 30, ct. 4590; N 48, cT. 6728; 2012, N 19, cT.
2281; N 26, ct. 3446; N 31, ct. 4320, cT. 4322).

48. B ciyuae, ecinu COriacHO 3aKJIFOUEHHMIO KCIIEPTHOM OpraHW3alMM, PUYUHON HEXKeEJIaTeIbHON
pEeaKIMKU MOTJIO SIBIATHCS HECOOTBETCTBHME JIEKAPCTBEHHOTO Ipernapara TpeOOBaHMSM KadyecTBa,
Poc3apaBHagzop MNpUHMMAeT peunieHHe O TMPOBEIEHUU BBIOOPOUYHOTO KOHTPOJS KadyecTBa
COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O Ipernapara B MOPSAJKE, YCTAHOBIECHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit denepanmu. <6>

<6> I1puka3 denepanbHO ciy>k0bI IO HaA30py B cdepe 3apaBooxpaHeHus oT 7 arycra 2015 r. N
5539 "O6 yrBepxaenun Ilopsigka OCYIIECTBIEHHS BBIOOPOYHOTO KOHTPOJIS — KadecTBa


https://normativ.kontur.ru/document?moduleid=1&documentid=285063#l541
https://normativ.kontur.ru/document?moduleid=1&documentid=285063#l554
https://normativ.kontur.ru/document?moduleid=1&documentid=356043#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=368626#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=368626#l2

JIEKapCTBEHHBIX CPEJCTB JUIsl MEIUIIMHCKOTO puMeHeHus" (3apeructpupoBadn MuntoctoM Poccun
9 aprycra 2015 r., peructpanmonnsiidi N 39263, "BromeTreHp HOPMaTHBHBIX aKTOB (pelepaibHbBIX
opranoB ucnojaaureapHoi Biactu”, N 48, 30.11.2015).

49. B Teuenue 5 pabouux JIHEH C JaThl MOCTYIUIEHUS 3aKJIIOUEHHUS 3KCIEPTHOW OpraHu3alui,
coJiepkaniero MH(GOPMaIMi0O O BBIBICHUH HOBBIX JAHHBIX MO 0e30macHOCTH U 3(pPexkTUBHOCTU
JIEKapCTBEHHBIX IIPENApaTOB, HE COAEPIKAIIMUXCS B MHCTPYKIUHU 110 MEIULUHCKOMY IMPUMEHEHUIO
WM IOKyMEHTAllUU KIIMHUYECKOTO MCCIIeI0BAHuUS, U3MEHSIOIINX OTHOIIEHUE OKUIAeMOM MOJIb3bI K
BO3MOXXHOMY PHCKY NPHUMEHEHHS JIEKapCTBEHHBIX IpenapaTtoB, Poc3apaBHam30p yBemaomisieT 00
9TOM JieprKaTelis PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa Win I0pUAnYecKoe
JUI0, HA UMS KOTOPOTO BBIJIAHO pa3pelIeHHE Ha IPOBEJICHUE KIMHUYECKHUX HCCIIEOBaHUM, B
anexkTpoHHo  ¢opme dyepes AMC Poc3gpaBHaazopa, WIM IOCPEICTBOM  pa3MEIICHUS
UH(POPMALIMOHHOTO MHUChMa Ha opurmansHoM caiite Poc3apaBnanszopa B cetu "UnTepHer", wim B
nucbMeHHOU popme (Ha GymaxcHoM HocuTene). (B pea. [Ipukasa PocsnpaBHanzopa ot 16.07.2020 N
6252)

50. JlepxaTenb perucTpallMOHHOIO YAOCTOBEPEHUS JICKAPCTBEHHOTO Ipenapara Wik IPUANYECKOe
JUI0, HA UMS KOTOPOTO BBIJIAHO pa3pelIeHHE Ha IPOBEJIEHUE KIMHUYECKUX HCCIIEJOBaHUM, B
teyenne 10 paGouux AHEW ¢ MOMEHTa MOJydyeHus yBenomieHUs Poc3apaBHan3opa, yka3aHHOTO B
nyHkrte 49 Hacrosimero [lopsika, IpOBOIUT MPOBEPKY AOCTOBEPHOCTH MOTYYSHHOH HH(DOpMau 1
npencTaBisieT HH(OPMAIIHIO O pe3ybTaTax MpoBepku B Poc3apaBHaa3op.

51. B nepuon mpoBeneHus NpoBEpKH, ykazaHHOW B myHKTe 50 Hacrosmero [lopsaka, aepxarens
PEruCTPaliOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOIO Ipernapara Wi IOPUANYECKOE JHUI0, Ha UM
KOTOPOTO BBIJAHO pa3pelieHue Ha TMPOBEICHHE KIMHUYECKHX HCCICIOBAaHUM, MPUHUMAET
HEOOXOIUMBIE MEphI ISl TOTO, YTOOBI BpEI, CBSI3aHHBIM C OOpalleHHeM COOTBETCTBYIOIIETO
JIEKapCTBEHHOI'O Mpenapara, He YBEJTUUHIICS.

52. B teuenue 10 pabouux 1HEH ¢ AaThl HOCTYIUIEHUS PE3YJIbTaTOB MPOBEPKH, YKa3aHHOW B ITYHKTE
50 nacrosimero [lopsiaka, mpoBeeHHON JepXKaTeiaeM PerucTpalMoOHHOrO YJIOCTOBEpEHHUs, J100 B
tedenue 10 pabouux aHe c maTel moctyruieHus B Poc3apaBHag30p pe3ysiabTaToB BBIOOPOUYHOTO
KOHTPOJII KayecTBa JIEKAPCTBEHHOI'O MpernapaTta B COOTBETCTBHUM C MYHKTOM 48 HACTOSILIETO
[Topsinka, Poc3apaBHam3op yBegomisieT MuHuUCTEpCTBO 3/1paBooxpanenns Poccuiickoit denepannu
(manee - MuHHCTEPCTBO) O BBIABICHHWH HOBBIX JaHHBIX MO Oe30macHOCTH M A()PEeKTUBHOCTH
JIEKAPCTBEHHBIX MPEMApPaTOB, HE COJASPXKAIIUXCS B MHCTPYKIUU MO MEIUIIMHCKOMY NMPUMEHEHHIO
WM JOKYMEHTAIMU KIIMHUYECKOT0 UCCIEOBAHUS, U3MEHSIOIINX OTHOILIEHHUE 0KUAAEMOU MOJIb3bI K
BO3MOXKHOMY PHCKY TPHUMEHEHUs JICKAPCTBEHHBIX MPENapaTroB, B TOM YHCJIE TPH BBISBICHUU
HEOOXOJUMOCTH BHECEHHUS M3MEHEHHUH B UHCTPYKIHUIO MO MEIUIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOI'0 TMpernapara B OTHOIIEHWU CBEJIEHUM O TOKa3aHUSAX I NPUMEHEHUs H
MPOTUBOMOKA3aHUAX Ui TPUMEHEHHUS JICKapCTBEHHOTO TIperapara, BBISIBJICHHBIX MOOOYHBIX
JNEUCTBUSIX, HEXKENATeIbHBIX PEaKIUsAX TNpH TNPUMEHCHHH JIEKQpCTBEHHOTO TIpemapara, |
HalpaBiIsieT COOTBETCTBYIOLIYIO WH(OPMALMIO A PAacCMOTPEHHUs BOIpoca O HEOOXOAMMOCTHU
BHECEHUS WM3MEHEHUHl B pPEruCTpPallMOHHOE JI0Ch€ JIEKApCTBEHHOTO Ipenapara, OTMEHBI
rOCYJJapCTBEHHOM PpErucTpaliy, MNPOBEJECHUN NOKIMHUYECKUX WM KIMHUYECKUX HCCIeIOBaHUN
JIEKapCTBEHHOI0  Tpemapara, JMOO HWHBIX  JONOJIHUTENBHBIX  HCCIEJOBAaHMM  KauecTBa,
3¢ (heKTUBHOCTH W 0€30MacHOCTH JIEKApCTBEHHOTO IpemapaTta (Jajnee - JOMOJHHUTEIBHBIX
WCCJIEIOBaHMI), a Takke O HeoOXOAUMOCTH, JUO0 00 OTCYTCTBUM HEOOXOJIWMOCTH
MPUOCTAHOBIIEHUSI ~ OOpallleHHsl  JIEKapCTBEHHOTO  Tperapara Ha  MEepUOJl  MPOBEACHUS
JIOTIOJTHUTEIILHBIX HWCCIIEIOBAHMM, JTUOO Ha TEpUOj,, HEOOXOAUMBIN i BHECEHUS W3MEHEHUH B
PETUCTPAIIMOHHYIO JOKYMEHTAIIUIO JIEKapCTBEHHOTO mpenapara. (B pea. [Ipukaza PoczapaBHamzopa
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ot 16.07.2020 N 6252)

53. Ilo uroraM paccMOTpEeHHsI PE3yJbTaTOB NPOBEPKU, YKa3aHHOW B myHKTe S50 HaCTOSIIEro
[lopsinka, mpeacTaBICHHBIX JAepKaTeIeM PErucTPALMOHHOTO YJAOCTOBEPEHUS JIEKapCTBEHHOTO
npenapata, Poc3apaBHamzop B TeueHue 30 pabouux AHEW C JaThl TONY4YEHHS] PE3YyJIbTaTOB
MPOBEPKHU, BIIPABE HAMPABUTH JACPXKATEIIO PErHMCTPALMOHHOTO YAOCTOBEPEHUS 3ampoc O
HeoOxoaumocTu pa3pabotku [lnmana ynpaenenusi puckamu (manee - IIYP) B coorBercTBUU C
nyHkTamu 6.2.4 - 6.2.5 [paBun Haanexamei npaktuku Gpapmakonanazopa EADC.

54. TIYP nomiexut HampaBieHuto B Poc3apaBHam3op B TeueHue 60 paboumx gHEH C JaThl
noytyyeHus 3anpoca Poc3apaBHaazopa, ykazaHHOTO B myHKTe 52 Hacrosuiero [opsiika.

55. Ilpu BBIABICHUU JEpKATEIEM PETHCTPALMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara,
B XOJI¢ IPOBEJIEHUs NPOBEPKH, yKazaHHOW B myHKTe 50 Hacrosiuero Ilopsaka, undopmanuu o
HECOOTBETCTBHM JIGKAPCTBEHHOTO TIpenapara TpeOOBaHMSAM KadecTBa, JS(P(PEKTUBHOCTH U
0€30I1aCHOCTH, Jep>KaTeslb PErUCTPALlMOHHOIO YOCTOBEPEHNUS JIEKAPCTBEHHOrO IMperapara BIpaBe
camocTosTenbHO pazpadborats [IYP u npencraBute ero B Poc3apaBHamzop.

56. IIYP Bxitoyaer moapoOHOE ONMUCaHUE MEPOIPHUATHI 1o dapMaKOHAI30py, HANPABIECHHBIX Ha
BBISIBJICHUE, OIEHKY U MPEJOTBPAIlCHUE WJIA MHHUMH3ALHUIO PHUCKOB, CBSI3aHHBIX C
JIEeKapCTBEHHBIMU TpenapaTaMu, BKII0Yas OLeHKY 3P PEKTUBHOCTH JaHHBIX MEPOIIPHUSITHI.

57. PocsnpaBHaa30p B CpPOK, HE MpPEBBIMIAOIMIMNA 5 pabouux mHel ¢ garel nmoctymieHus [IYP,
HAIpPABJISIET €r0 B AKCHEPTHYIO OPraHU3aLMIO Uil NPOBEACHUS HAYYHO-KIMHUYECKOW OLEHKHU C
LEJIbI0 OMpPEACNICHUSI JOCTATOYHOCTU MpEearaeMblX MEPONPUATUNA Il TPEAOTBpalleHUsS Bpeaa
’KA3HU U 3J0POBbIO IpaXkJaH IPU NPUMEHEHUU JIEKAPCTBEHHOIO IIpenapara.

58. 3axyroueHne dKCIEPTHOM OpPraHu3aluy O JOCTaTOYHOCTU NpemiokeHHbIX [IYP meponpusarnii
AJI1 IpeaoTBpaIllCHHUA BpE€aa XWU3HU WM 3A0POBBIO, I'paKaaH MPHU HNPHUMEHCHUHN JICKAPCTBECHHOI'O
npenapata Hampasisercs B PoczapaBHanzop B TedeHue 20 pabouux JHEH C JaThl MOCTYIJICHUS
ITYP B 3kCniepTHYI0 OpraHu3aLHuIo.

59. Poc3nmpaBHag3op B TeueHUE S5 paboumx IHEH C JaThl MOJYYCHHS 3aKIIFOUCHHS DKCIEPTHOU
OpraHu3aliy, YyKa3aHHOro B MyHKTe 57 Hactosmero Ilopsnka, HampaBisieT aepKaTemnto
PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara yBEIOMJIEHHE O COINIACOBAHHUH
[TYP, nubo yBenomMieHne o HeOOX0IMMOCTH BHeCeHUs u3MeHeHuit B [TYP.

60. B ciyuae nonyueHus yBeIOMJICHUSI O HEOOXOUMOCTH BHeceHHs n3mMeHeHui B [TYP nepxarens
PETUCTPALIMOHHOTO YAOCTOBEPEHUsI JIEKAPCTBEHHOI'O IIpernapaTa B CPOK, He IpeBblmaromui 20
pabounx aHEH co JIHS MOJy4YeHHUs JaHHOTO yBeloMIIeHus, npeacrasiseT B Poczapasuamzop ITVYP ¢
Y4€TOM BHECEHHBIX U3MEHEHUH.

61. Ilo uroraMm paccMOTpeHUs pe3ylbTaTOB INPOBEPKH, YKa3aHHBIX B IMyHKTe 50 HacTOAILIETO
[Topsinka, mpeacTaBICHHBIX IOPUIAMYECKUM JIMLIOM, HA HMMS KOTOPOTO BBIJJAHO pa3pelleHHe Ha
NpOBE/IEHUE KIMHUYECKUX HccienoBaHui, PoczapaBHanzop B Teuenue 30 paboumx THEH ¢ 1aThl
MOJTy4YeHUsl Pe3yJIbTaTOB IPOBEPKH, pacCMaTpUBaeT BOIPOC O HaMNpaBlieHUM MUHHCTEPCTBY H
IOPUAMYECKOMY JIMIly, Ha HMs KOTOPOTO BBIIAHO DAa3pelICHHE Ha MPOBEACHHUE KIMHHUYECKUX
UCCIICIOBAaHUH, COOTBETCTBYIOIIEH HMH(OPMAIMK JUIsI PACCMOTPEHUS BOIPOCA O HEOOXOAMMOCTHU
IPUOCTAHOBJICHUSI KJIMHMYECKOTO MCCIEN0BaHUSA, JIOCPOYHOIO 3aBEPIICHUS KIMHUYECKOIO
UCCJIEIOBaHMsI, JTUOO BHECEHUS W3MEHEHHUH B MPOTOKOJI KIMHUYECKOTO HCCIIEOBaHUS. (B pea.
[Tpuka3za Poc3npaBraazopa ot 16.07.2020 N 6252)

62. Ilo pesynpTatam papmakoHaazopa Poc3npaBHam3op pa3meniaeT Ha CBOeM OPHUITMATBFHOM CalTe
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B cetu "Uutepuer" undopmaruio o: (B pex. [Ipukasa PocsapaBaaazopa ot 16.07.2020 N 6252)

1) BBISIBICHUMM HOBBIX TOJITBEPXKACHHBIX JAHHBIX O TOOOYHBIX JACHCTBUSAX, HEXKEIATEIbHBIX
peaKklMIX, CEPhE3HBIX HEXKEJIATEIbHbBIX PEAKIIUAX, HETPEIBUICHHBIX HEXKEJIAaTeIbHbBIX PEAKIHUIX MPU
MPUMEHEHUHN JICKapCTBEHHOTO IIpernapara, B TOM YHCJIC BIUSAIONIMX HA OTHOIICHUE OXKUIAEMOM
MOJIb3bI K BO3MOKHOMY PUCKY MPUMEHEHHUs JaHHOTO JIEKAPCTBEHHOIO Mpenapara; (B pea. [lpukasa
PocsapaBuaazopa ot 16.07.2020 N 6252)

2) NpUHATBIX MUHHUCTEPCTBOM PEIICHUSX O BHECEHUHM U3MEHEHUI B MHCTPYKIUIO MO IPUMEHEHUIO
JIEKapCTBEHHOT'0 IIpenapaTa, O NPUOCTAHOBJICHUU IPUMEHEHMs JICKapCTBEHHOIO Ipemnapara, 00
U3BATHM W3 OOpaIleHusl JEKapCTBEHHOTO IIpenapara HJIM O BO300HOBJICHWU NPUMEHEHHUS
JIEKapCTBEHHOT'O IIpernapaTa, CBEACHUS O KOTOPBIX MPEACTaBISIOTCS MUHHCTEPCTBOM B (opme
AJIEKTPOHHOTO  JIOKYMEHTa, TIOANUCAHHOTO YCWJICHHOW DSJEKTPOHHOM KBaJM(HUIHMPOBAHHON
noanuceo, B PoczapaBHans3op B TeueHHe Tpex pabouyux AHEH CO JIHS NPUHATHS COOTBETCTBYIOLIETO
pemenust. (B pea. [Ipukasa Poc3apaBraazopa ot 16.07.2020 N 6252)

Ipunooicenue N 1

K Ilopsoky ocywecmenenus
Gapmaxonadzopa, ymeepicoOeHHOMY
npuxazom DedepanvbHoul cirysHcovl

no Hao3o0py 6 cghepe 30pasooxpareHus

om 15.02.2017 N 1071

Pexomenoyemviii obpazey

MN3BEINEHUE

O HEXKEJATEJBbHOW PEAKIIMU UJIH OTCYTCTBUU
TEPAIIEBTHYECKOI'O DOPEKTA JIEKAPCTBEHHOI'O
ITPEITAPATA

D IlepBrunoe D JlononuurtenbHast UHGOpMaLUs K
COOOILEHHIO
N OT

aHHBIC MMAIlUEHTA
MHMIMabl nanuenTa (Ko MmamueHTa) <*> o |:| M |:| Bec KT
K

Bospact bepeMeHHOCTB L] , CpOK HEJEb
AJieprust |:| Her |:| Ectp, Ha
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Meuenne [ amMOyJaTopHoe [ ] CTaI[IOHApHOE [ | camoneuenne
UlekapCTBEHHBIE CPENICTBA, NPEANOJIOKUTEIBHO BhI3biBatoe HP
Haunmenosanuell [pousBogurensHomep [[lo3a, nyTh /lata Hauana |/laTa [lokazanue
JIC toprosoe) CEepUM [BBEIICHUS Tepanuu OKOHYAHMUS]
<*> Tepanuu

1
2
3
He>xenarenbHas peakuus /laTta Hauana HP

Onucanue peakuu <*> (yKaxuTe Bce JeTalli, BKI0OYas JaHHbIe Kpurepun
1a00paTOPHBIX UCCIICTOBAHMI) cepbe3Hoctu HP:

CmepTh

Yrpo3a xku3Hu

TI'ocniuranuzanus
11 €€ TPOJJICHUC

uaBanuaHocThb

Bpoxnennsie
AQHOMAaJIUU

Kiunanuecku
3HAYNMOE COOBITHE

/TaTa pazpewmenuss HP He npumennmo
[ IpeanpuHATHIE MEPBI

bes sneueHus |:| Otmena nogo3pesaemoro JIC |:| CHumxenne no3sl JIC

HemenukameHnTo3Has TCparus (B T.9. XUPYPIrUUICCKOC BMCIJ_IaTeJ'ILCTBO)

JlekapcTBeHHas Tepanus
Mcxon

Br13goposienune 0e3 nociaencTBHi L] VYydieHnue COCTOSHUSA L] CocrosiHue 6e3
M3MEHEHUN

Brzgoposienue ¢ mociaeacTBUsIMU (YKa3aTh)

CmepTh |:| HewnssectHo D He npumenunmo
CompoBoxnaanack ;i ormena JIC ncuesnosernnem HP?| | Her || Ila L | 71C ne ormensmocs

He npumenunmo

Ha3nauanock 1 1ekapcTBO MOBTOPHO? D Her D PesynbTar D
Jla He nmpumenumo

Jlpyrue jnekapcTBEHHbIE CPEICTBA, IPUHUMAEMbIe B T€UEHHE MOCIIeTHUX 3 MecaleB, Bkitouas JIC,
pUHUMAaeMble MAIIMEHTOM CaMOCTOSATENIBHO (110 COOCTBEHHOMY JKEJIaHUIO)

Hanmenosanue|l IponsBoaurens| Homep | Jlo3a, myte | Jlara Havana | Jlatra |[loka3zanue
JIC (Toprosoe) CEpUHU | BBEIEHUSA TEepanuu  |OKOHYaHUS]
Tepanuu

ENIILSIES




5 | | | | | | |

JlaHHBIC COOOIIAIOIIETO JINIA

Bpau | Jpyro#i cienuainuct CUCTEMbI 3paBOOXPAHEHUS [ [Taruent | Nuoii
KonraktHblii Tenedon/e-mail: <*>
D.11.0.
JIOHKHOCTh M MECTO pabOThI
JlaTa coobOmenus

<*> [JoJie 003aTEIBHO K 3AII0JIHEHUIO.

Coo01mieHre MOXeT OBITh OTIIPABJICHO:

- e-mail: pharm@roszdravnadzor.ru,

- hakc: +7(495)698-15-73,

- OH-JIAMH Ha caiite WWW.npr.roszdravnadzor.ru

- mouToBbIi agpec: 109074, r. MockBa, CnaBsiHCKas 1101131k, 1. 4, cTpoeHue 1.

Ipunoscenue N 2

K Ilopsoky ocywecmeanenus
Gapmaxonadzopa, ymeepicoeHHoOMY
npuxazom DedepanvbHotll cirysHcovl

no Hao30py 6 cghepe 30pasooxXpaneHus

om 15.02.2017 N 1071

Pexomenoyemviii obpazey

COOBIIEHMUE

O CEPBE3HOM HENPEJBUJIEHHOU
HEKEJIATEJIbHOM PEAKIIUU HA JIEKAPCTBEHHBIN
INPEIIAPAT, U3YUAIOIIIMHNCSA B KIMHUYECKOM
HUCCJIEJOBAHUUN

N poToKoJ1a KIMHUYECKOTO HCCIIEIOBAHUS
Haumenosanue JIC

HanmenoBaHue npoTokosia

N paspemenus Ha nposenenue KM B PO




(ecnu peaknust mpousonuia B Poccuiickoit deneparun)

HanmeHnoBaHue 1e4e0HOTO yUpekACHUS, B KOTOPOM BBISBIICHA HEXEaTeIbHAas peaKIHs

|. UudopMmanus 0 HexkeJIaTEJNbHON peakun

1. la. Ctpana| 2. [lata [2a. Bospact| 3. Ilon 4-6.]lara |8 -12. OT™MeTbTE
Wuunmanst POXKICHUS Haydaja BCe, UTO
narueHTa HEXKENaTeIbHOHN [COOTBETCTBYET
peakiuu HJIP
CwmepTh
(,Z[GHL/MCC}ILI/FOI[)D
['ocniuTanuzanus
VT ee TIPOJICHUE
7 - 13. Onucanue HeXenaTeIbHOM peakiny (BKJII0Yas JaHHbIC Ja00PaTOPHBIX U Croiikas
MHCTPYMEHTAIIBHBIX UCCIICIOBAHUIA) yTpaTa
TPYI0CIIOCOOHOCTH
VT MHBAJTUHOCTH
Yrpo3a xku3Hu

1. Undopmanus o moxo3peBaeMoM JIeKAPCTBEHHOM Npenapare

(mpenaparax)

14. [loo3peBaeMblii JIeKapcTBEHHBIN NpenapaT (BKJIroYast
MeXTyHapOJHOE HEMAaTeHTOBAHHOE HAUMEHOBAHNE WIIH
rpyNIUPOBOYHOE HAMMEHOBAHNUE)

[ ]

20. Ucuesna mu
[peaKIus mocie
OTMEHBI IIpenapara?

Ha Her
Henpumenumo

15. Cyrounas no3a(bl) |16. [TyTh(-1) BBEACHHUS

17. Tloka3aHue(s1) K HA3HAYECHUIO:

21. Bo3uukna au
[peaKIIisi BHOBb I1OCIIE
[TOBTOPHOTO
MPUMEHCHUS
IeKapCTBEHHOTO
npenapara?

Ia D Her
Henpumennmo

18. JlaThl neueHus c Luo |19. [IpoIOIKUTENBHOCTD TEPAIUT

I11. ConmyTcTBYIOIIAf JJeKAPCTBEHHAS Tepanus 1 aHAMHE3



22. ConmyTCTBYIOIIMI JIEKaPCTBEHHBIN Npenapar(-bl) U JaThl BBEACHUS (32 UCKIIOUEHUEM
TeX, KOTOpble IPUMEHSUIN JIJIsl JISUEHUS] HeXKeJlaTeJIbHON peaKIim)

23. Jlpyrue peneBaHTHBIE JaHHbIE aHAMHEe3a (HanpuMep, AUarHo3bl, ajiepruu,
OEpEeMEHHOCTD C YKa3aHUEM BPEMEHH MOCIICTHEH MEHCTPYAIUH U T.]T)

1. Mnas undopmanusn

B snexkmponnom 0okymenme Hymepayus pa3zoenoe coomeemcmeyen ohuuuaibHomy
UCHOYHUKY.

24. HanMeHOBaHME M aJIpEC MPOU3BOIUTEIIS

24a. UnentudukanonHsii Homep ciydas  [240. Jlata nomydyenus nHpopManuu o
HE)KeNIaTeJIbHOM peakuy IpOU3BOIUTEIEM

24B. cTouHnK nHGOPMAITUU O HEXKEIATSIIbHON peakiuu
Uccnenosanue Jlureparypa D Crnenuaiuct 31paBoOXpaHEHUs D
PeryssiTopHble Oprasl Hpyroit

25. Jlara maHHOTO COOOIICHUS

26. Tun cooOmenuns

IlepsuuHOE D IloBTOpHOE




