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Fnaea 1. OBLWUE NMOJTOXKEHUA
Cratba 1. MpegmeT peryanpoBaHna Hactoawero PenepanbHOro 3aKoHa

1. Hactoawmin ®epepanbHbiii 3aKOH peryivpyeT OTHOLEHWA, BO3HUKaKOLWME B CBA3U C obpalleHmem -
pa3paboTKon, AOKAMHUYECKMMW  WUCCNEAO0BAHUAMM, KAMHUYECKMMWU  UCCNEL0BaHUAMM, 3SKCNepTU3ONn,
rOCYyZapCTBEHHOW perncTpaunen, co CTaHZ4apTM3auMen M C  KOHTPOJIEM KayecTBa, NpPOM3BOACTBOM,
M3roTOB/AEHNEM, XpPaHeHWeM, nepeBo3Kol, BBO3omM B Poccuiickyto ®Peaepaumio, BbIBO30OM M3 PoccuitcKom
depepaunn, peknamon, OTMNYCKOM, peanusaumen, nepenaden, MNPUMEHEHUEM,  YHUUTOXKEHUEM
JIEKAaPCTBEHHbIX CPeACTB.

(8 pea. PepepanbHoOro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoawmin depepanbHblit 3aKOH YCTaHaB/IMBAET MPUOPUTET FOCYAapPCTBEHHOro peryanpoBaHus
6e30nacHOCTH, KauyecTBa U 3GpHEKTUBHOCTU IEKAPCTBEHHbIX CPEACTB NPU UX 0bpaLLeHUM.
(B pea. PepepanbHOro 3akoHa ot 25.06.2012 N 93-93)

Cratbs 2. Cdepa npumeHeHUs HacTosAwero deaepanbHOro 3akoHa

Hactoawuit denepanbHblii 3aKOH MPUMEHSETCA K OTHOWEHUSAM, BO3HMKAKOWMM Npu obpalieHun
NleKapCTBEHHbIX CPeacTB Ha TeppuTopum Poccuiickoin eaepauum.

CraTbs 3. 3aKOHOAaTeIbCTBO 06 06paLLEeHNM IeKAPCTBEHHBIX CPEACTB

1. 3akoHoZaTenbCcTBO 06 06paALLEHNN NEKAPCTBEHHbIX CPEACTB COCTOMT M3 HacTosAwero ®enepasbHOro
3aKOHa, Apyrmx degepanbHbiX 3aKOHOB U MHbIX HOPMATMBHbIX NPaBOBbIX aKTOB Poccuiickoit deaepaumm.

2. [eiictene HacTtoAwero PenepanbHOro 3aKoHa pacnpocTpaHAeTcs Ha obpalieHue HapKOTUYECKMX
NeKapCTBEHHbIX CPeaCTB MU NCUXOTPOMNHbIX 1EKAPCTBEHHbIX CPEACTB C Y4eTOM 0COBEHHOCTEN, YCTaHOBIEHHbIX
3aKoHogaTenbcTBOM Poccuitickoit Peaepaummn o HapPKOTUUYECKUX CPeacTBaX, MCUXOTPOMNHbIX BELWECTBAX U 06 1X
npekypcopax.

3. [elictBne  Hactoswero ®denepanbHOro  3aKoOHa  pacnpocTpaHseTca  Ha  obpalleHue



paanodapmaleBTUYECKMUX  NIEKAPCTBEHHbIX  CPeAcTB € Yy4eToM  0COBeHHOCTel,  YCTaHOBNEHHbIX
3aKoHozaTenbcTBoM Poccuiickoit deaepaumm B obnactu obecneyeHma pagmalmMoHHoON 6e3onacHoCTuU.

4. Echn mexayHapoaHbiM aoroBopom Poccuiickoin ®enepaumm ycTaHOBAEHbI UHbIE MpaBuaa, Yem Te,
KOTOpble MpeaycMOTpeHbl HacToAwmMM PeaepanbHbIM 3aKOHOM, MPUMEHAIOTCA NpaBuUAa MeEXKAYyHapoAHOro
aorosopa.

5. B Poccuiickolii depepaunm B COOTBETCTBUM C  MeXAYHapoAHbIMU JoroBopamu Poccuiickon
depepaunn n (MNK) Ha ocHoBE MPUHLMNAG B3aUMHOCTM NPU3HAIOTCA Pe3yNbTaTbl KIMHUYECKMX UCCNe0BaHNMI
JIeKapCTBEHHbIX NpenapaTtoB Afa MeAWUMHCKOrO NPUMEHEHUs, NPOBeAEHHbIX 3a Npefenamu TeppUTopUMU
Poccuiickoit Peaepaunu.

Cratba 4. OCHOBHble NOHATUA, ncnoabyemble B HAaCTOALLEM CDe,u,epaanON\ 3adKOHE

[ns yenel Hactosawero PesepanbHOro 3aKOHa UCMOb3YHOTCA C/lieAyoLMe OCHOBHbIE MOHATUA:

1) neKkapcTBeHHble CPeACcTBa - BELWECTBA MM UX KOMBMHALMK, BCTyMNaloWwme B KOHTAKT C OpraHM3Mom
YesioBEKa WM KMBOTHOIMO, MNPOHMKAlOWMe B OpraHbl, TKaHWM OpPraHM3mMa 4YesioBeKa WM KMBOTHOIO,
npumeHsiemble gns NpPodUAaKTUKM, ANArHOCTUKM (3@ WMCKAOYEHMEM BELLECTB WAM UX KOMOBMHauMi, He
KOHTAKTMPYIOLWMX C OPraHM3MOM YeNIOBEeKa WM KUBOTHOrO), fledyeHusa 3aboseBaHua, peabunutaumm, ans
COXpaHeHus, NpeaoTBPaALLEHMA UAM NPepbIBAaHUA BEPEeMEHHOCTM 1 NOYYEHHbIE U3 KPOBM, NAa3Mbl KPOBU, U3
OpPraHoB, TKaHeW OpraHM3ma 4YesioBEKa WM KMBOTHOIO, PacTeHM, MUHEPanNoB MeTOoL4aMU CUHTE3a WA C
npumeHeHnem buosornyeckux TexHosormin. K nekapcTBeHHbIM cpencTBam OTHOCATCA dapmaueBTUYecKue
cybcTaHUMKM M NeKapcTBEHHbIE NpenapaThl;

2) dapmaueBTMUYECKME CyBCTaHUMU - JIeKapCTBEHHble CpeacTBa B BUAE [ENCTBYIOLMX BeLLecTs
6uonornyeckoro, 6MOTEXHONOIMYECKOTr0, MMHEPANIbHOTO MM XMMMUYECKOrO MPOMUCXOXKAeHUA, obnaaatouime
$hapMaKo/IorMyeckon akTUBHOCTbIO, NpeAHasHayeHHble ANA MNPOW3BO/CTBA, WU3rOTOB/IEHWUS J1IeKaPCTBEHHbIX
npenapaTtos 1 onpegenatowme nx sdGeKTUBHOCTb;

3) BcnomoraTtenbHble BELLECTBA - BeLLeCTBA HEOPraHWYecKoro WAM OpPraHMYEeCKoro MNPOMUCXOXAEeHUs,
ucnonb3yemble B MpoLiecce NPoM3BOACTBA, WU3rOTOB/IEHUA JIEKAPCTBEHHbIX MpPenapaToB Aas NPUAAHUA UM
HeobXoaAMMbIX PUINKO-XMMUYECKUX CBOICTB;

4) nekapcTBeHHble npenapaThbl - IEKaPCTBEHHbIE CPeACTBa B BUAE 1€KaPCTBEHHbIX GOPM, NPUMEHSIEMble
Ansa npodUNaKTUKK, AMATHOCTUKK, NedeHnn 3aboneBaHus, peabunntauum, Ana coxpaHeHus, NpeaoTBpaLLeHNs
WUAK NpepbiBaHMA BepeMeHHOCTH;

5) nekapctBeHHas ¢dopma - COCTOAHME NEKAapPCTBEHHOro npenapaTa, COOTBETCTBYIOWEE cnocobam ero
BBEAEHUA M NPUMEHEHMA N obecneymBatoLLee AOCTUXKEHNE HEOBX0AMMOTO nevebHoro addekTa;

6) nepeyeHb MKU3HEHHO HEOBXOAMMbBIX W BaXKHEWLWWX NEKAaPCTBEHHbIX MPEenapaToB - EMKerogHo
yTBepKaaembli [MpaButensctBom Poccuitickoit Pepepaummn nepedyeHb NEKAPCTBEHHbIX MNpPenapaToB A
MEOMLMHCKOIO MPUMEHEeHUs, o0becneymBaloLLMX NPUOPUTETHbIE NOTPEOHOCTU 34PaAaBOOXPAHEHMA B LEenax
npopuUNaKTUKM N NedyeHna 3abosieBaHUin, B TOM Yucine npeobnagatrowmx B CTPyKType 3abosieBaemocty B
Poccuitckoin epepaumm;

7) “MMyHOBMONOIMYECKME NEKAPCTBEHHbIE MpenapaThbl - JIeKapCTBEHHbIE NpenapaTtbl 6GUONOrMYECKOro
NPOUCXOXKAEHMA, NpeAHa3HAYEHHble A7 WMMMYHOJOIMMYECKUX AWArHOCTUKM, NPODUAAKTUKM U NeyveHus
3aboneBaHui;

8) HapKOTMYEeCKMe NeKapCTBEHHble CPeacTBa - JIeKAPCTBEHHble npenapatbl M dapmaueBTUYecKue
cybcTaHUMK, cogepKalime HapKOTUYECKME CPeACTBa M BK/OYEHHble B lepeyeHb HapKOTUYECKMX CPeAcTs,
NMCUXOTPOMHbIX BELLECTB W WX MNPEKYPCOPOB, NOANEXKAWMX KOHTpono B Poccuitckoit depepaumn, B
COOTBETCTBMM C 3aKOHOAATEeNbCTBOM Poccuitickoit depepaumn, MexayHapoaHbiMM gorosopamm Poccuintckoi
depepaunn, B Tom uncne EaMHOM KOHBEHUMEN 0 HapKoTUYECKMX cpeacTBax 1961 roaa;

9) NCUMXOTPOMHbIE NEKApPCTBEHHble CpPeacTBa - JIeKAPCTBEHHble npenapaTbl U dapmaueBTUYecKue
cybcTaHUMK, cogepkalime NCUXOTPOMHbIe BELLECTBA M BK/OYEHHble B [lepeyeHb HapKOTUYECKUX CPEACTs,
NMCUXOTPOMHbIX BELLECTB W WX MNPEKYPCOPOB, NOANEXKalMX KOHTpono B Poccuitckoit depepaumn, B
COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuitckoit Pepepaumn, MexayHapoaHbIMM gorosopamm Poccuinckoit
depepaunu, B Tom uncne KoHBeHuUMEN O NCUXOTPOMHbIX BelwecTBax 1971 roaa;

10) paanodapmaueBTMUECKME NEeKapPCTBEHHbIE CpPeacTBa - JIEKAPCTBEHHble CpeacTBa, KoTopble
cofepXaT B roToBOW Ans UCNONb30BaHMA Gopme OAMH PASMOHYKANL WMAM HECKONbKO PagMOHYKAWAOB
(paanoaKTUBHbBIX M30TONOB);



11) opuruHanbHOe NEeKapCcTBEHHOE CPEACTBO - JIEKapCTBEHHOE CPe/ACTBO, Cojep’kalliee Bnepsble
Nnony4yeHHyo GapmaLeBTUUYECKYD CyBCTaHUMIO WKW HOBYIO KOMBUHauUuo dapmaleBTUYecKUx cybcTaHuuii,
3¢ dEeKTMBHOCTb M 6e30MacHOCTb KOTOPbIX MNOATBEPNKAeHbl pe3yabTaTaMu AOK/JIMHUYECKUMX WUCCNeAO0BaHWUiMA
NIEKapCTBEHHbIX CPEACTB U KIMHUYECKMX UCCei0BaHNI NEKAaPCTBEHHbIX NPenapaTtos;

12) BocnpousBeaeHHOEe NeKapCTBEHHOE CPE/CTBO - IeKapCTBEHHOE CPeACTBO, CoAepIKallee TaKyl Xe
dbapmaleBTUYECKYO CyBCTaHUMIO MM KOMBMHALMIO TakuX e dapmaleBTUUYECKUX cybCcTaHUMt B TaKOM e
NleKapCcTBeHHOM popme, UTO U OPUTMHANbHOE NIEKAapCTBEHHOE CPEeACTBO, M NOCTynuMBLLee B obpalleHue nocne
nocTynnieHua B obpalleHne opuUrMHaabHOro 1eKapCcTBEHHOro CPeacTBa;

13) nekapcTBeHHOEe pPacCTUTE/IbHOE Cbipbe - CBEMWUE WJIM BbICYLIEHHbIE pacTeHUs nMbBo KX 4YacTw,
ucnonb3yemble AN NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB  OpraHM3auuamMuM - MNPOU3BOAUTENAMM
JIEKapCTBEHHbIX CPEeACTB WAW W3rOTOB/JIEHWUS JIEKAPCTBEHHbLIX MPEnapaToB anTeYHbIMM OPraHM3aLMAMM,
BETEPMHAPHBIMW  anTeYHbIMM OPraHU3aUMAMM, WUHAMBUAYANbHbIMU MPeANnPUHUMATENAMU, UMEHOLLMMMU
NINUEH3UI0 Ha dapMaLEeBTUYECKYIO AeATe/IbHOCTb;

14) nekapCTBEHHbIA pPacTUTENbHbLIA MNpenapaT - JIeKapCTBEHHbIM npenapaTt, NPou3BeAeHHbIn Wau
W3roTOBNEHHbIV M3 O4HOIO BUAA IEKAPCTBEHHOTO PACTUTENIbHOIO Cblpbs UM HECKOJIbKMX BUAOB TAaKOrO CbipbsA
n peannsyemsbiii B pachacoBaHHOM BUE BO BTOPUYHOM (NOTPebUTENbCKOI) YNaKOBKe;

15) romeonaTuyeckoe JIeKapCTBEHHOE CPeACTBO - JIeKapCTBEHHOE CpeacTBO, NpousBedeHHOoe WU
M3roTOBNIEHHOE MO CreLnanbHON TEXHOOMNNY;

16) mexayHapogHoe HenaTeHTOBaHHOE HaWMEHOBaHWE JIeKapCTBEHHOro CPeAcTBa - HaMMeEHOBaHWe
dapmaueBTMYEcKol cybcTaHUMK, pekoMmeHa0BaHHOe BceMMpHOI opraHM3aumen 34paBooOXpPaHEHUS;

17) ToproBoe HaMMeHOBaHWE NIEKAPCTBEHHONO CpeACcTBa - HaMMEeHOBaHME JIEKAapPCTBEHHOMO CpPescTBa,
NPUCBOEHHOE ero paspaboTunKkom;

18) obuwan dapmaKoneinHas cTaTbA - AOKYMEHT, YTBEPXKAEHHbIN YNOJIHOMOYEHHbIM deaepanbHbiM
OpPraHOM WCMONIHUTENLHOW BNACTU M COAEpPMKAlLMMA MepedyeHb MoOKasaTesnel KayectBa U (nmam) metomoB
KOHTPONS KayecTBa KOHKPETHOMW SIeKapCTBEHHOM GpOpPMbI, IEKAPCTBEHHOTO PACTUTENbHOMO Cblipbs, ONMUCAHMUA
61O0N0rNYECKUX, BUOXMMUYECKUX, MUKPOBNONOTUYECKNX, DUIUKO-XUMUUYECKUX, DUIUUYECKUX, XUMUUYECKUX U
ApYrMx METoA0B aHa/M3a IEKAPCTBEHHOIo CPeACTBa A8 MeAULMHCKOIO NPUMEHEHUSA, a TaKKe TpeboBaHMs K
MCNONb3YyEMbIM B LeNax NpoBefeHns 4aHHOro aHain3a peakTMBam, TUTPOBAHHbLIM PacTBOpam, MHAMKATOPaM;

19) dapmakoneiHas cTaTbsi - AOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM deaepanbHbiM OpraHoM
WUCNONHUTENIbHON BNACTM M COAEPMKALLMIA MepeyeHb MoKasaTesiell KayecTBa M METOA0B KOHTPOJA KayecTsa
NIeKapCTBEHHOTO CPeACcTBa 417 MeAUUNHCKOrO NPUMEHEHNS;

20) HopMaTMBHasA LOKYMEHTaLMA - LOKYMEHT, COAEPKALLUM NepeyeHb onpesensaemblX No pesy/bTaTtam
COOTBETCTBYIOLMX 3IKCMEPTU3 MOKasaTeslel KavyecTBa /IEKAapCTBEHHOIO CpeactBa AAA  MeAMULMHCKOro
NPUMEHEHNS, METO40B KOHTPOISE €r0 KayecTBa U YCTaHOB/IEHHbIN ero NPou3BoANTENEM;

21) HOpMaTUBHbIA AOKYMEHT - AOKYMEHT, COAepXallMii nepedyeHb onpeaensaemblx Mo pesyabTaTam
COOTBETCTBYIOLIMX IKCMEPTU3 MOKasaTesei KayectBa U (MIM) METOZI0B KOHTPO/S KayecTBa /SIeKapCTBEHHOM
dopmbl, onucaHna  BUONOTMYECKMX, OUOXMMMUYECKUX, MUKPOOUONOTMYECKUX,  (PUIUKO-XMMUYECKUX,
bOU3NYECKUX, XMMMUYECKMX M APYrMX MEeTOMO0B aHa/nn3a /IeKapCTBEHHbIX CPeacTB A/1a BeTepUHapHOro
npumeHeHuns, TpeboBaHMA K WCMNO/b3yeMbIM B LENAX MNpoBeAeHUs [AaHHOrO aHanu3a peaKkTuBam,
TUTPOBaHHbIM PacTBOPaM, MHANKATOPaM M YCTaHOBJIEHHbIN ero NPpoM3BoAUTENIEM;

22) KayecTBO /JIeKAPCTBEHHOrO CPeACTBa - COOTBETCTBME NEKAPCTBEHHOro cpeactBa TpeboBaHMAM
dbapmakoneliHoM cTaTbl NGO B C/lydae ee OTCYTCTBUS HOPMATUMBHOM AOKYMEHTaUMW WMAM HOPMATMBHOIO
OOKYMEHTa;

23) 6e30MacHOCTb JIEKAaPCTBEHHOMO CPEeACTBA - XapaKTepPUCTMKa NeKapCTBEHHOIO CPeacTBa, OCHOBaHHasA
Ha CpPaBHUTE/IbHOM aHasM3e ero apeKTUBHOCTU U PUCKA NPUYMHEHWS Bpeaa 340P0BbI0;

24) 3pPeKTUBHOCTb IeKapPCTBEHHOIO MNpenapaTta - XapakKTepuUCcTUKa CTENEHU NOMOKUTENbHOTO BAUAHMUA
JIeKapCTBEHHOIO MpenapaTa Ha TeyeHue, MPOLO/IKUTENbHOCTb 3ab0/ieBaHMA WAW ero npeaoTBpaLLeHUE,
peabuanTaLmio, Ha CoOXpaHeHue, NnpeaoTBPaLLEHME UK NpepbiBaHNe BepeMeHHOCTH;

25) cepus NeKapCTBEHHOro CPeACTBa - KO/IMYECTBO JIEKAPCTBEHHOrO CpeacTBa, NpousBeAeHHOe B
pesynbTaTe 04HOro TEXHONOMMYECKOro LMKa ero NPon3BoauTenem;

26) pernctpaumoHHoe yaoCcToBepeHNe IeKapCTBEHHOIO Npenapara - A0KYMEHT, NoATBepKaatowmin GakT
rocyaapcTBeEHHOWM PerucTpaLmm NeKkapcTBEHHOro Npenapara;

27) perucTpaumoHHbIN HOMepP - KogoBoe 0603HauYeHMe, NPUCBOEHHOE 1IeKapCTBEHHOMY MNpenapary npu
ero rocy4apcTBeHHOM perncrpaunu;



28) obpalleHne NeKapCTBEHHbIX CPeACTB - pa3paboTKa, AOKAMHUYECKME UCCNeA0BaHUSA, KIUHUYECKMe
NUCCNenoBaHUA, 3KCMEpPTM3a, TFOCYy[aPCTBEHHAA PerucTpauma, CTaHAapTU3auusa M KOHTPOAb  KayecTsa,
Npou3BOACTBO, U3rOTOB/IEHNE, XpPaHEHMe, NepeBo3Ka, BBO3 B Poccuiickyto degepauuto, BbiBO3 U3 Poccuiickolt
depgepaumn, peknama, oTNycK, peanmsaums, nepesaya, NPUMeHeHNe, YHUUTOXEHWE IEKAPCTBEHHbIX CPeACTB;
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbeKTbl 0OpaLLEHMA IEKAPCTBEHHbIX CPeACTB - PU3MYECKME NULA, B TOM YUC/Ie MHAMBUAYA/IbHbIE
npeanpUHUMATENN, U IOPUANYECKME NNLA, OCYLLECTBAAIOWME AEATENBHOCTb NPU 0OpaLLEHNN NEeKAaPCTBEHHbIX
cpenacTs;

30) paspaboTyMK NEeKapCTBEHHOrO CPeacTBa - OpraHM3auma, obnagatolias npaBamu Ha pesyabTaTbl
OOKNMHUYECKUX UCCNefOBaHUIA NEKAapPCTBEHHOIO CPEeACTBa, KAMHUYECKMX WUCCNEA0BAHWA NEKAapCTBEHHOIO
npenapara, a Tak»Ke Ha TeEXHONOM1I0 MPON3BOACTBA IEKAPCTBEHHOO CPEeACTBa;

31) NpoM3BOACTBO JIEKAPCTBEHHbIX CPEACTB - AEATE/IbHOCTb MO MPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB
OpraHM3aumMAMM - MPOM3BOAUTENAMM JIEKAPCTBEHHbIX CPEeACTB HAa OAHOM CTaAMM, HECKOJIbKMX WU BCEX
CTaAMAX TEXHOJIOTMYECKOTO NMPOLLECCA, @ TAK¥XKe MO XPAaHEHWUIO U peanM3aumm NpounsBeaeHHbIX 1eKAaPCTBEHHbIX
cpefacTs;

32) npousBOAMTENb /IEKAPCTBEHHbIX CPEACTB - OpraHu3auus, OCYLLEeCTBAAILWAA MPOM3BOACTBO
JIeKapCTBEHHbIX CPEACTB B COOTBETCTBMMU C TpeboBaHMAMMK HacToAwero PenepasibHOro 3aKOHa;

33) dapmaueBTMUECKan AOEeATENbHOCTb - AEATE/IbHOCTb, BK/OYAOWas B cebs ONTOBYI TOProB/to
JIeKapCTBEHHbIMW CPEeACTBaMM, UX XpPaHEeHMe, NepeBo3Ky U (MIM) PO3HUYHYHO TOPrOB/IO JIEKAPCTBEHHbIMM
npenapaTtamu, UX OTNYCK, XPaHEHME, MEPEBO3KY, U3rOTOB/IEHME IEKAPCTBEHHbIX NPENapaTos;

34) opraHM3auma ONTOBOW TOProBAM NEKAPCTBEHHbIMU CPEACTBAMM - OPraHM3aLMs, OCYLLECTBAAOWAA
ONTOBYO TOPrOB/IO JIEKAPCTBEHHLIMW CPEACTBAMM, UX XPAHEHME, NEPEBO3KY B COOTBETCTBMM C TpeboBaHUAMM
HacTosAwero ®enepanbHOro 3aKOHa;

35) anTe4yHaa opraHM3aums - opraHM3auma, CTPYKTYpHOe NoApasaeneHne MeanuUMHCKON opraHnsaumu,
OCYLLECTBAAOWME PO3HUYHYIO TOPrOBAKD  JIEKAPCTBEHHbIMM  NpenapaTaMu, XpaHeHWe, NepeBO3KY,
M3roTOBAEHWE W OTMNYCK NIEKAPCTBEHHbIX NPEnapaToB ANA MEAUUMHCKOTO MPUMEHEHUSA B COOTBETCTBUM C
TpeboBaHMAMM HacTosAwero ®enepanbHOro 3aKOHa;

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHaa anTe4yHasa OpraHM3auna - opraHnsaLuma, CTPYKTYpHOEe noapasaesieHne BeTepuHapHoOn
OpraHvM3aumMn, OCYLLECTBAAIOWME PO3HUYHYIO TOPrOB/AO JIEKAPCTBEHHBIMM  NpenapaTaMu, XpaHeHue,
M3roTOBJAEHWE WM OTMYCK JIEKAPCTBEHHbIX NMpenapaToB ANA BETePUHAPHOTO NPUMEHEHWS B COOTBETCTBUM C
TpeboBaHMAMM HacToAwero PeaepasibHOro 3aKOHa;

37) danbcuduumpoBaHHOe NEeKApCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPeacTBO, COMPOBOXKAaemMoe
JIOXKHOW MHPOpPMaLIMEN O ero cocTase n (MAKn) npomMssoauTene;

38) HepoObpPOKaYeCTBEHHOE NEKAPCTBEHHOE CPEACTBO - IEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHMAM ¢dapmakoneiHol cTatb aMbo B cayyae ee OTCYyTCTBMA TpeboBaHMAM HOPMaTUBHOM
OOKYMEHTALMM NN HOPMATUBHOTO LOKYMEHTA;

39) KoHTpadaKTHOe NeKapCTBEHHOE CPeacTBO - JIEKAPCTBEHHOE CPEeACTBO, Haxogslleeca B obopoTe ¢
HapyLleHMEM rpaXKgaHCKOro 3aKOHO4ATENbCTBA;

40) [OKAMHMYECKOEe UCC/ieg0BaHNE NEKAPCTBEHHOIO CPeacTBa - Buosormyeckme, MMKpobronornyeckue,
UMMYHONOTMYECKNE, TOKCUKOMOrMYecKMe, GapmaKoiormyeckne, ¢GU3NYECKME, XUMUYECKMe W apyrue
nccnenoBaHNA NEKAPCTBEHHOIO CPEACTBA NyTEM NMPUMEHEHMA HAYYHbIX METOL0B OLEHOK B LLeNAX NOAyYeHUn
AOKazaTenbcTB 6e30nacHOCTH, KavecTBa U 3PpPEeKTUBHOCTM IeKapCTBEHHOTO CPeACTBa;

41) KAMHMYECKoe McceaoBaHNe JIEKaPCTBEHHOO MpenapaTta - U3ydeHne AMArHoCTUYECKUX, eYebHbIX,
npoduaakTUIecKmx, GapmaKkoNorMyecKknx CBOMCTB NEKAPCTBEHHOMO NpenapaTta B NPoLLecce ero NPMMeHEHUs y
YeN0BEKa, KMBOTHOIO, B TOM 4YMC/Ne NPOLECCOB BCACblBaHWA, pacnpefeneHusa, U3MEHEHUA U BbiBeAEHWUSA,
nyTem NPUMEHEHUA Hay4YHbIX METOLOB OLEHOK B LLe/IAX NOJYYEHUA A0Ka3aTebcTB 6€30MacHOCTH, KayecTsa U
3pPEeKTUBHOCTM NIEKAPCTBEHHOTO MpenapaTa, AaHHbIX O HeenaTeNibHbIX PeakuMax OpraHM3mMa YesioBeKa,
KMBOTHOTO Ha MPUMEHEHMEe fieKapCTBEHHOro npenapata u o6 sddeKkTe ero B3aMMoOLENCTBUS C APYrMMMU
JIeKapCTBEHHbBIMM NpenapaTamm u (Man) NULWEBLIMU NPOAYKTAMM, KOPMAMMU;

42) MHOTOUEHTPOBOE K/JAMHWYECKOE MCCAeA0BaHME /IEKAapCTBEHHOro npenapaTta 414 MeAMLMHCKOro
NPUMEHEHMA - KIMHUYECKOE WUCCNefOoBaHME SIEKAaPCTBEHHOro npenapaTta g8 MeAUUMHCKOrO NpUMEHEeHMUs,
NpoBOAMMOE Pa3paboTYMKOM NeKAPCTBEHHOrO npenapaTa B ABYX U Bonee MeAUUMHCKMX OpraHuM3aumsax no
€4MHOMY NPOTOKOY KAMHUYECKOrO UCCNEA0BAHNA IEKAPCTBEHHOIO Npenapara;



43) mexxayHapoaHOe MHOroLeHTPOBOEe K/AMHMYECKOE MUCcCneaoBaHME NeKapCTBEHHOro npenaparta Ans
MEAMLMHCKOTO NMPUMEHEHUNA - KIMHUYECKOE MCCNeaoBaHMe NeKapCTBEHHOro npenapaTa A1a MeauLMHCKOro
NPUMeEHeHNs, NPOBOAMMOE Pa3pPaboTUMKOM NeKapCTBEHHOrO NpenapaTa B Pas/IMUHbIX CTpaHax No eaMHOMY
NPOTOKOY KAMHUYECKOTrO UCCeA0BaHUA 1EKAaPCTBEHHOrO Npenapara;

44) noCTperucTpaLmoHHOE KINHNYECKOEe UCC/IeloBaHME 1eKapCTBEHHOrO Npenaparta A8 MeauLMHCKOro
NPUMEHEHUS - KAMHUYECKOE WUCC/iefloBaHWE JIeKapCTBEHHOro npenapaTta Al1a MeAUUMHCKOTO NPUMEHEHMS,
npoBoAUMOE NPou3BoAUTENEM NIEKAPCTBEHHOMO Npenapara, rpaxKaaHCcKuini 060poT KOTOPOro oCylecTBaseTcA
nocsne rocyaapcTBeHHON perucTpaumm, B LeNsxX AOoMNoJIHUTeNbHOro cbopa AaHHbIX O ero 6esonacHocTn wu
30 PEKTMBHOCTM, paclUMpPEHUs MOKa3aHWM K MPUMMEHEHUIO [aHHOrO N1IeKapCTBEHHOro MpenapaTta, a TaKXke
BbISIB/IEHUA HEXKeaTelbHbIX peakuMii NaunueHToB Ha ero AencTeue;

45) uvccnepoBaHMe  GUO3KBMBANEHTHOCTM  NIEKAPCTBEHHOrO Npenapata - BWUA,  KIMHUYECKOro
NUCcCAefoBaHUA JIEKAPCTBEHHOrO MpenapaTa, NpoBeAeHMe KOTOPOro OCYLLEeCTBAAETCA A/1A onpeaeneHus
CKOPOCTW BCacbiBaHMA W BbiBeAeHUs dapMaLeBTUYecKOM cybcTaHuMKM, KonmyecTBa ¢apmaLeBTUYECKON
cybCcTaHUMM, AOCTUraloWEero CUCTEMHOTO KPOBOTOKA, U pe3y/ibTaTbl KOTOPOro MO3BOJIAIOT CAENATb BbIBO4, O
6MO3KBMBANIEHTHOCTM BOCMPOU3BEAEHHOIO JIEKAPCTBEHHOrO MpenapaTa B ONpeaesieHHbIX /IeKapCTBEHHOM
dopme 1 103MPOBKE COOTBETCTBYIOLLEMY OPUTMHAZIBHOMY 1IEKAaPCTBEHHOMY Npenapary;

46) wccnepoBaHMe TepaneBTUYECKOW JKBMBAJIEHTHOCTM  /IEKAPCTBEHHbIX NpenapaTtoB - BUA,
KNMHUYECKOTO WCCNeaoBaHMA JIeKapCTBEHHbIX NpenapaTtoB, MpPoBeAeHWe KOTOPOro OCyLLecTBaseTca ans
BbIAB/JIEHNA OAMHAKOBbLIX CBOWCTB JIEKAPCTBEHHbIX MPENapaTtoB OnpeaesieHHOM J1eKapcTBeHHON ¢Gopmbl, a
TaK)Ke HaAuuusa OAMHAKOBbIX MOKasaTenen 6e3onacHocTM n 3GPEeKTUBHOCTU JIEKAPCTBEHHbIX MpPEenaparos,
OZIMHAKOBbIX KIMHMYECKNX 3D EKTOB NPU UX NPUMEHEHUN;

47) NPOTOKO/ K/AMHMYECKOTO WCC/MEAOBaHUS JIEKAPCTBEHHOrO rMpenapaTta - AOKYMEHT, B KOTOPOM
onpeaensoTcs uenu, GopmMbl OpraHM3auuM M METOAOJIOMMA NPOBEAEHUA KAMHUYECKOTo WCCAeA0BaHMS,
CTaTUCTUYECKME MeToabl 06paboTKM pe3ynbTaTOB TaKOro MccnegoBaHMAa M Mepbl No  obecneyeHuio
6e30nacHOCTN PUINYECKMX UL, YHACTBYIOLLMX B KIMHNUYECKOM UCC/Ie0BaHNN IEKAapPCTBEHHOMO NpenapaTa;

48) 6polwwtopa uccnegoBaTens - CBOAHOE M3/I0XMEHWEe pPe3ynbTaToB AOK/JAMHUYECKOro WCCefoBaHMA
JIEKAapCTBEHHOMO CPEACTBa M KAMHMYECKOrO MUCC/efoBaHWUA SIeKapCTBEHHOro npenaparta Aaa MeamuUMHCKOro
NPUMeHeHs;

49) nHGOPMaLUMOHHbIA NNCTOK MaUMEHTa - AOKYMEHT, B KOTOPOM COAep*KaTcA B AOCTYnHoi dopme
CBEAlEHMA, Kacalowmeca MNpPoBOAMMOrO KAMHWYECKOro MCCAefoBaHMA J/IEKAapCTBEHHOroO npenapata, M B
nMcbMeHHo ¢opme [A06POBObHOE CcOrfacMe nauveHTa Ha y4vacTue B K/AMHMYECKOM UCC/ie0BaHMU
JIEKApCTBEHHOrO npenapaTta Mociae O03HAKOMJIEHUA C  OCODEHHOCTAMM  KJAMHMYECKOTOo UCCNenoBaHus,
nMMerwmnmmn 3Ha4yeHne anAa BblpaXeHnAa Takoro cornacus;

50) nobouHoe aeiicTBME - peaKkLMs OpraHM3ma, BO3HMKLLIAA B CBA3M C MPUMEHEHUEM NIeKapCTBEHHOrO
npenaparta B [03aX, PEKOMEHAYEMbIX B UHCTPYKLMMU NO €ro NpUMeHeHUo, Ana NpodUNakTUKM, AMarHOCTUKM,
nleyeHnn 3aboneBaHnA AU Ans peabuauTaunu;

51) cepbesHada He)KenaTefbHaa peaKkUUa - He)KenaTe/bHaA peakuMa OopraHMama, CBsi3aHHaa C
NPUMeEHEHNEM /IeKapCTBEHHOrO npenapaTa, NpMBeALlan K CMepTU, BPOXKAEHHbIM aHOMAIUAM UAU NMOPOKaM
pa3suTMa nnMbo npeacTaBaslollas cobOM yrposy KM3HW, Tpebylolaa rocnutanmMsauuMm UaAM npusBeallas K
CTOWMKOM yTpaTe TpyA0CnocobHOCTM U (MNKU) UHBAaNNAHOCTY;

52) HenpepBuaeHHan HexKenatesbHas peakumsa - HerKenaTeslbHan peaKkums opraHusma (B Tom yucne
CBA3aHHasA C NPUMEHEHWEM SIEKaPCTBEHHOro NpenapaTta B COOTBETCTBUMN C MHCTPYKLMEN MO ero NpUMeEHEHMI0),
CYLLHOCTb M TAXKECTb KOTOPOWN He COOTBETCTBYHOT MHPOPMaLMM O IeKapCTBEHHOM NpenapaTte, cogeprKallelica B
WHCTPYKLMN MO ero NpMmeHeHuo;

53) peuenT Ha JieKapCTBEHHbIM npenapaT - NMMCbMEHHOEe Ha3HayeHue /IeKapCTBEHHOro npenaparta no
yCTaHOBAEHHOIN popme, BblAaHHOE MEANLMHCKUM UM BETEPUHAPHBIM PAabOTHUKOM, MMEIOLMM Ha 3TO NPaBso,
B LLeN1AX OTMYCKa JIEKapCTBEHHOTO NpenapaTta Uan ero N3roToBAEHMA N OTMNYCKA;

54) TpeboBaHWe MeaULMHCKOM OpraHn3auumn, BEeTePUHAPHOW OpraHu3aLum - AOKYMEHT YCTaHOB/IEHHOWM
d)OprI, KOTOprﬁ BbiNMCaH MeAUUUHCKUM UNN BETEPUHAPHbBIM pa6OTHMKOM, nmerwulMm Ha 3TO Npaso, U
COAEPXKMUT B MUCbMEHHOW GpOpMe YyKaszaHMe anTe4yHOM opraHM3auum ob oTnycKe NIeKapcTBEHHOro npenapaTa
WX O ero U3roToBaeHnn u ob oTnycke ansa obecneyeHna neyebHoro npouecca B MeAMLUMHCKOM OpraHn3aumm,
BETEPUHAPHOM OpraHu3aumm.

nasa 2. MO/IHOMOYUA GELEPA/IbHBIX OPTAHOB UCNO/THUTE/IBHOMN



BNACTWU, OPFTAHOB UCMONHUTE/IbHOMW BNACTU CYBBEKTOB POCCUMCKOMN
®EAEPALIUM NPU OBPALLIEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. [onHomouns dedepanbHbiX OPraHOB MUCMOAHUTENbHOM BAAcTM Npu  obpalleHum
NIeKapCTBEHHbIX CPeacTB

K nonHomouunsm denepanbHbiX OPraHOB WMCMNOJAHUTENbHON BAACTM MpU 0BpalLeHUN NeKAPCTBEHHbIX
CpeacTB OTHOCATCA:

1) nposeaeHue B Poccuiickoli epepaunn eanHom rocyaapcTBEHHOM NOAUTUKM B 061acTn obecneyeHmns
JIeKapCTBEHHbBIMW NpenapaTamum rpaxaaH Ha Tepputopun Poccuitckoit depepaumm;

2) yTBepxaeHue obwmx dapmakoneliHbix cTaTei, papmaKkonenHbix cTaTel, n3gaHue rocyaapcTBeHHOM
dapmakoneuy;

3) ocywecTB/ieHWe ToCyAapCTBEHHOTO KOHTpoas (Hagsopa) B cdepe obOpalLeHUA NeKapCTBEHHbIX
CPeAacCTB;

(B peq. PepgepanbHOro 3akoHa ot 25.06.2012 N 93-03)

4) nvLeH3MpoBaHME MPOM3BOLCTBA JIEKAPCTBEHHbIX CpeacT8 U GapMaueBTUYECKON AeATe/bHOCTU B
COOTBETCTBMM C 3aKOHOAaTenbcTBOM Poccuinckoit ®epepaumm;

5) opraHusauMa 3KCNepTusbl JIEKAPCTBEHHbIX CPeacTB, 3STUYECKOM 3KCMEPTU3bl  BO3MOXKHOCTU
npoBeaeHNa KIMHUYECKOTo NcCcaeaoBaHMA NeKapcTBEHHOIO NpenapaTa 414 MeaNUUHCKOro NPpUMeEHEeHUs;

6) BblZaya paspelleHnit Ha NPOoBEAEHUE KAMHWYECKMX UCCEA0BaHUMN JIeKapCTBEHHbIX MpenapaTos,
BeAEHWEe peecTpa BblAaHHbIX Pa3pelleHnint Ha NPOBEeAEHME KAMHUYECKMX WCCAef0BaHWI NeKapCTBEHHbIX
npenaparos;

7) rocynapcTBEHHas PerucTpauma NeKapcTBEHHbIX MPENapaTos, BeAEeHME roCyAapCTBEHHOMO peecTpa
JIeKapCTBEHHbIX CPeaCTB;

8) MHCNEeKTUpOoBaHME NPOM3BOACTBA JIEKAPCTBEHHbIX CPEeACTB HA COOTBETCTBUE MpPaBMIaM OpraHU3aLmm
NPOM3BOACTBA M KOHTPO/AA KayecTBa /IEKAPCTBEHHbIX CPEACTB, BblAaya 3aK/AHOYEHUM O COOTBETCTBUM
NPOU3BOAMUTENA NIEKAPCTBEHHbIX CPeAcTB TPeboBaHMAM MNpPaBW OpraHM3auUUM MNPOU3BOACTBA U KOHTPOAA
KayecTBa /IEKapPCTBEHHbIX CPeACTB;

9) rocyfapcTBEHHAA PeruvcTpauma yYCTaHOBAEHHbIX NPOWU3BOAMTENSAMMU JIEKAPCTBEHHbLIX MNpPenapaTos
npefenbHbIX OTMNYCKHbIX LEeH Ha MKM3HEHHO HeobXoaMMble W BaKHelLMe NeKapCTBEHHble npenapatbl U
BeAEeHWe rocygapCTBEHHOrO peecTpa NpeaesbHbIX OTMYCKHbIX LEH NPOM3BOAMTENIEe Ha NEeKapCTBEHHblEe
npenaparbl, BK/AOYEHHbIE B NepeYeHb KM3HEHHO HEODXOAMMbIX U BaXKHENLLNX IEKAPCTBEHHbIX NPENapaTos;

10) ycTaHoBNEeHME NOpsALKA BBO3a JIEKAPCTBEHHbIX CPeaCcTB Ha TeppuTopuio Poccuiickoit ®eaepaumn u
BbIBO3a /IEKAPCTBEHHbIX CPEACTB C TeppuTopumn Poccuiickoit Geaepaumu;

11) cosgaHue COBETOB NO BOMPOCAM, CBA3aHHbIM C 0bpalLleHMeM IeKapPCTBEHHbIX CPeaCTB;

12) atrectauma v ceptudmKaLma cCneLmnanmncTos;

13) ytpatun cuny ¢ 1 centabps 2013 roaa. - PepepanbHblin 3akoH ot 02.07.2013 N 185-03;

14) MOHUTOPUHT 6e30MaCHOCTU NEKAPCTBEHHbIX NPENapaTos;

15) yyacTue B MexXayHapoaHOM COTPYAHMYECTBE;

16) nosnyyeHre no 3anpocam YrnoJIHOMOYEHHoro ¢enepanbHOro opraHa WCNOIHUTENbHOM BAAcTU OT
OpPraHoB MCMOJIHUTENbHOM BNacTU cybbekToB Poccuitickoit dPeaepaumnm, a Takke oT cybbeKToB obpalueHus
NIeKApPCTBEHHbIX CPeAcTB ANA MEeOMULMHCKOro MNpUMeHeHUs WHOOPMauuu MO BOMPOCAM YCTAHOBAEHUA WM
NPUMEHEHWA LLEH Ha IeKAapPCTBEHHbIE NPenapaTtbl U HaA6aBOK K HUM;

17) npumeHeHVe mep OTBETCTBEHHOCTM 3a HapyLUeHWe 3aKkoHoZaTenbeTBa Poccuitickoii depepaumu.

Cratbs 6. MMONHOMOYMA OPraHOB WCNOJIHUTE/NbHOW BAacT cybbekTa Poccuitickoit depepaunn npu
0b6paLLeHNM TeKapPCTBEHHDBIX CPeACTB

K nosHOMOYMsIM OpraHOB MCMNONHUTENbHOM BNacTu cybbekTa Poccuitickoit ®Pepepaumm npm obpaLeHnm
NeKapCTBEHHbIX CPeacTB OTHOCATCA:

1) pa3spaboTka M peannsauma pervoHanbHbIX Nporpamm obecrneyeHus HaceneHUs NeKapCTBEHHbIMM
npenapatamu;

2) ycTaHOBAEHME NpeaenbHbIX PasmMepoB ONTOBbIX HaAbaBOK WM MNpeAesibHbIX Pa3smMepoB PO3HUYHbIX
HagbaBOK K GAKTMYECKMM OTMYCKHbIM LEeHaMm, YCTaHOBJAEHHbIM MNPOU3BOAUTENAMMU NEKAPCTBEHHbIX



npenapaTtoB, Ha JIEKapCTBEHHble MNpenapaTbl, BKAKOYEHHble B MNepeyYeHb KU3HEHHO Heob6X0AMMBbIX |
Ba*KHEMLWMX NeKapPCTBEHHbIX NpenapaTos;

3) ocyllectBAeHME PErMoHaNbHOIO rOCYAAPCTBEHHOTO KOHTPOAA 33 MPUMEHEHMEM UeH Ha
NleKapcTBeHHble npenapatbl, BKAOYEHHble B MNepeyYeHb IKUM3HEHHO HeobXOAMMbIX W BaXKHEMLUX
NIeKapCTBEHHbIX  MNPenapaToB, OpraHM3auMAMM  OMTOBOM  TOPrOBAM, aNTEYHbIMM  OPraHM3aUUAMM,
WMHAMBMAYaNbHbIMU NPEANPUHNUMATENAMU, UMEIOLLMMU NMLEH3UIO HAa GapMaLLEBTUYECKYIO AeATEebHOCTb.

(8 pen. PepepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

FnaBa 3. FTOCYOAAPCTBEHHAA ®APMAKONEA
Cratbs 7. Pa3paboTKa 1 M3gaHue rocyapcTBeHHON dapmaKkonen, pasmeLleHre JaHHbIX O HeW

1. Mopg rocymapcTBeHHON ¢dapmakoneen nNOHMMAeETcA cBoh ob6wmx ¢apmaKkonenHblx cTaTed U
dbapmaKonenHbIxX cTaTen.

2. PaspaboTka ob6wmx dapmarkonenHbix ctatem U dapmaKonemHbIX CcTaTem W BKAKOYEHME UX B
rocyapCTBeHHY0  GapMaKomnew  OCYWecTBAATCA B MOPAAKE, YCTAHOB/JIEHHOM  YMOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTEIbHOM BNACTU.

3. Pa3paboTka ¢papmakonenHomn cTaTtb Ha OPUTMHAJIBHOE JIEKAPCTBEHHOE CPEACTBO U BK/IOYEHUE €€ B
rocyapcTBeHHyo  dapmakoneww B TeYeHWe CPOoKa [AEWCTBMA  3aWMTbl  MCKAKOYMTENIbHOTO  MpaBa,
YZLOCTOBEPEHHOTO MAaTEHTOM Ha OPMUIMHa/IbHOE JIEKapPCTBEHHOE CPEACTBO, OCYLLECTB/IAKOTCA C COFNacua ero
pa3paboTumnKa.

4. TocypapcTBeHHas  dapmaKkonea  uM3gaeTcd  YNOAHOMOYEHHbIM  defepasnbHbiM  OpraHoMm
NCMONHUTENBHOM BNACTU 3a CYET CPeACcTB dpeaepasnbHOro 6ioasKeTa U NOANEKUT NepensfaHmaM He perke Yem
OAMH pa3 B NATb NIET, B NEPUOL MEXKAY KOTOPbIMM M34at0TCA NPUIOXKEHUA K rocyAapcTBEHHON dapmakonee,
cogepKawme obwme dapmaroneliHble cTatbM U (Man) dapmaKkonelHble cTaTbM, YTBEP)KAEHHblEe MNocne
N34aHUA NN NepensaaHnn rocyaapcTBeHHol GpapmaKkoneu.

5. YNONHOMOYEHHbI deaepanbHblii OpraH MCNONHUTENbHOM BAAacTM  pasmeliaeT JaHHble o
rocyapcTBeHHON dapmaKkonee U NPUNOXKEHUAX K Hel Ha cBoem oduuManbHOM cante B ceTn "MHTepHeT" B
YCTaHOB/NIEHHOM UM MNOpPsAKeE.

naea 4. TOCYAAPCTBEHHbIA KOHTPOJ1b MPU OGPALLEHUU
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueH3MpOBaHME NPOM3BOACTBA J/IEKAPCTBEHHbIX CpeacTe W dapmaleBTMYecKoM
AeATenbHoCTU

1. JlMueHanpoBaHMe NPOM3BOACTBA JIEKAPCTBEHHbIX cpeacT8 M $apMaueBTUYECKON AeATeNbHOCTU
OCYLLECTBASAETCA B COOTBETCTBUM C 3aKoHoAaTeNbcTBOM Poccuiickoit dPeaepaumm.

2. ObasaTeNbHbIM YCIOBMEM MPEAOCTAaBAEHUA JINLEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPeACTB
ABNAETCA MPUIOMKEHNE K 3aABNEHMIO COMCKATENA NIULEH3MM MepeyHs IeKapcTBEHHbIX ¢opm U (Mau) BMaos
bapMaLeBTUYECKMX CyDOCTaHUMIM, KOTOPbIE NPOM3BOAMUTE/b JIEKAPCTBEHHbIX CPEACTB HAMEPEH NPOU3BOAMTD.

3. B cnyyae HeobxooMmMOCTM paclIMPEeHUs NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3@ CYET HOBbIX
NleKapcTBEHHbIX GOpPM U BMAOB dapMaLLEBTUYECKMX CYOCTaHUMIA NPOM3BOAMTE/Ib NEKAPCTBEHHbIX CPEACTB
AOJIXKEH MONYYUTb HOBYIO JINLLEH3MIO HA MPOU3BOACTBO IEKAPCTBEHHbIX CPEACTB.

CtatbAa 9. FlocyaapcTBEHHbIN KOHTPOb (Haa3op) B chepe 0bpalleHMA NeKapCTBEHHbIX CPeACTB
(8 pea. PepepanbHOro 3akoHa ot 25.06.2012 N 93-03)

1. FocypapcTBeHHbIN KOHTPO/Ib (Haa3op) B chepe obpalleHNa NeKAaPCTBEHHbIX CPEACTB BK/OYaeT B cebn:

1) /WUEH3MOHHbIM KOHTPOAb B cdepe MNPOM3BOACTBA JIEKAPCTBEHHbIX CpPeacTB M B cohepe
bapmMaLLeBTUYECKON AeATeNbHOCTY;

2) depepanbHbIi rocyaapCTBEHHbIM Haa30p B chepe obpalleHMA NeKapCTBEHHbIX CPeACTB.

2. JIMLUEH3MOHHbIN KOHTPO/MIb B cdepe NPOM3BOACTBA JIEKAPCTBEHHbLIX CPeACTB U B cdepe



dbapmaLeBTUYECKOM  OeATeNbHOCTM  OCYLLEeCcTBAAETCA  YMOJIHOMOYEHHbIMUM  defepanbHbiIM  OpraHOM
WCMNOJIHATENIbHOM BNACTU U OpraHaMm UCNONHUTENIbHOW BNAcTU cybbeKkToB Poccuiickoli ®eaepaumm cornacHo
MX KOMNEeTeHUUM B NopaaKe, ycTaHoBAeHHOM PeaepanbHbiM 3aKOHOM OT 26 Aekabps 2008 roga N 294-93 "0
3aWMTe MNpaB OPUAMYECKMX /UL, U WHOMBUAYaANbHbIX NpeanpuHUMaTENnei npu  OCYLLECTBAEHWUU
rocyapCTBEHHOIO KOHTPOAA (Hag3opa) U MyHUUMNANAbHOTO KOHTPOAA", ¢ y4eTom ocobeHHOCTeN opraHn3aumum
M NpoBeAeHUA MNPOBEPOK, YyCTaHOB/EHHbIXx PedepanbHbim 3akoHom oT 4 maa 2011 roga N 99-®3 "O
JNIMLLEH3NPOBAHUN OTAENbHbIX BUAOB AeATe/IbHOCTI" .

3. depepanbHblt  rOCyAapCTBEHHbIM Hag3op B chepe 0OpalLeHMA IEeKAPCTBEHHbIX CPeAcTB
OCYLLECTBAAETCA YNOAHOMOYEHHbIMU deaepanbHbIMU OpraHaMn UCMOJHUTENIbHON BNacTU (Aanee - opraHbl
rocyapCTBEHHOro Hag3opa) COracHO WX KOMMETeHUMM B MNOPAAKE, YCTaHOBAEHHOM [paBUTENbCTBOM
Poccuinckoin egepaumu.

4. ®epepanbHbl rOCYAapPCTBEHHbIA Haa30p B chepe obpallleHNA NeKapCTBEHHbIX CPeACTB BKIKOYAET B
cebsa:

1) opraHusauuio U nNpoBefeHMEe MPOBEPOK cobnofdeHMA cybbekTamuM 06palLleHMA NIeKAapPCTBEHHbIX
CpencTB YCTaHOBNEHHbIX HacToAwmMM PenepanbHbiM 3aKOHOM UM NPUHATBIMW B COOTBETCTBUM C HUM MHbIMM
HOPMATUBHbLIMM NPABOBLIMW aKTamu Poccuiickon Pepepaumnmn TpeboBaHMM K JOKNAMHUYECKMM UCCAEA0BaAHNAM
JIEKapCTBEHHbIX CPEACTB, KAMHUYECKMM UCCAEL0BAHUAM N1EKAPCTBEHHbIX NPEenapaToB, XPaHEHWIO, NePeBO3Ke,
BBo3y B Poccuiickyto ®Pepepaumio, OTNyCcKy, peanu3aumm JIEKApCTBEHHbIX CPeacTB, MNPUMEHEHUIO
NIEKapCTBEHHbIX  MPENapaToB, YHUYTOXKEHUIO  NIEKAPCTBEHHbIX  CPEACTB, a TaKXe  cobatogeHus
YNOJIHOMOYEHHbIMM OpPraHaMn WCMNONIHUTENbHOM BAacTM cybbekToB Poccuitckoit Pepepaumm MeToAMKU
YCTaHOBNEHMA NPefeNibHbIX PasMepPoB ONTOBbIX HaAOABOK M NpeaebHbIX PAa3MepPOB PO3HUYHbIX Haf0aBOK K
baKTUYECKMM  OTMYCKHbIM  LleHaM, YCTaHOBJ/IEHHbIM MPOU3BOAUTENAMM JIEKAPCTBEHHbIX MNpenapaTos, Ha
NIeKApCTBEHHbIE NpenapaTtbl, BKAOYEHHble B MNepeyYeHb KU3HEHHO HEOoOXOAMMbBbIX UM BarKHEMLMX
JIEKAapCTBEHHbIX NpenapaToB (ganee - ob6asaTenbHble TpeboBaHMA);

2) opraHuM3auMio M NpoBeLEeHME NPOBEPOK COOTBETCTBMA JIEKAPCTBEHHbIX CPEACTB, HAXOAALUMXCA B
06 paLLeHnmn, yCTaHOBEHHbIM 0b6A3aTeIbHbIM TPEBOBAHUAM K UX KauyecTBy;

3) Bblgayy pa3pelleHmnii Ha BBO3 SIEKAPCTBEHHbIX CPeACTB Ha Tepputoputo Poccuitickon depepaumy;

4) opraH13aumio 1 NposBeaeHne MOHUTOPMHIA 6€30MacCHOCTU IEKAPCTBEHHbIX NMPENAPATOB;

5) npumeHeHMe B MopsAaKe, YCTAHOBAEHHOM 3aKOHOAATeNbCTBOM Poccuitickon Pepepauuun, mep no
NPeceyYeHno BbISIBEHHbIX HapylweHnin obAasaTenbHbIX TpeboBaHWM M (MAK) YyCTPAHEHWUIO NOCNEACTBUIM TaKUX
HapyLWeHWI, Bblgayvy npegnucaHnii ob ycTpaHeHWWU BblIABAEHHbIX HapyweHuin 06sa3aTenbHbIX TpeboBaHUN m
npuBAeYeHME K OTBETCTBEHHOCTU UL, COBEPLUMBLUMX TAKME HapyLUEeHMUA.

5. K oTHOWeHMAM, CBA3aHHbIM C OcyLLecTBaeHnem deaepanbHOro rocyAapcTBeHHOro Haasopa B cdepe
obpalleHMA NeKapCTBEHHbIX CPEACTB, OpraHM3auMen M NPoBeAEHMEM NPOBEPOK cybbeKkToB obpalueHuA
NIeKapPCTBEHHbIX CPeACTB, MPUMEHAIOTCA NonoXeHua PeaepasbHOro 3aKkoHa oT 26 aekabpsa 2008 roga N 294-
®3 "O 3awmTe npasB LPUOMYECKUX NWUL, U UHOMBUAYANbHbIX NpesnpuHMMATENE MNPU OCYLLECTBAEHUU
rocyapCTBEHHOIO KOHTPOA (HaAa30pa) M MyHUUMNANAbHOTO KOHTpons".

6. [JONXKHOCTHble /MUA OpraHa [FOCYyJapCTBEHHOrO Hag3opa B MNopAAKe, YCTAHOBAEHHOM
3aKoHogZaTenbcTBOoM Poccuiickon ®epepaumm, MMeoT NpaBso:

1) nony4aTb Ha OCHOBAaHMM MOTMBMPOBAHHBLIX MUCbMEHHbIX 3aNpPOCOB OT CybbeKToB 0b6palLeHMs
NIeKapCTBEHHbIX CPeacTB, OPraHOB UCMOMHUTENbHOM BNACTU cybbekToB Poccuiickon Pepepauymn u opraHos
MEeCTHOrO CaMOYNpPaBAeHUA LOKYMEHTbI U MHPOPMALMIO NO BONpocam obpalLleHNA NeKapCTBEHHbIX CPeACTB;

2) 6ecnpenaTtcTBEHHO MO MNPeAbABNEHUM  CAY:KEOHOro yAOoCTOBEpPeHWA W KOMWMM  MpUKasa
(pacnopsi»keHWsa) opraHa rocyZapCTBEHHOrO HaZ30pa O Has3HaYeHMM NPOBEPKM MNOCeWwaTb WMCMosib3yemble
IOPULMNYECKUMUN NNLAMU, UHANBUAYANbHBIMU NPesnpUHUMATENAMU, ABNAIOWMMNCA CyObeKTamMmmM obpalleHns
NIeKapCTBEHHbIX CPeacTB, NPU OCYLLECTBAEHUWN CBOEN AeATe/IbHOCTU TEePPUTOPUM, 34aHUA, MOMELLEHUA U
COOPY}KEHUA B LENAX NPoBeAeHUA MePONPUATUIA MO KOHTPOIO;

3) npoBoauTb OTOOP 06PA3LLOB JIEKAPCTBEHHbIX CPEACTB, MPeAHAa3HaYeHHbIX AJA peanusauun u
peannsyembix CybbeKkTamu obpallleHna NeKapCTBEHHbIX CPEeACTB, A/1A NPOBEPKU MX Ka4yecTBa, NpoBeLeHus
NUCCNefoBaHUM, WCMbITAHUA B COOTBETCTBMM €  MpaBuMaamu  otbopa 06pasLoB, YCTAHOBAEHHbIMU
YNOJIHOMOYEHHbIM PpefepanbHbIM OPraHOM UCNOJIHUTEIbHOM BACTU;

4) BblgaBaTb cybbeKTamM O0OpalLleHMA NEKAaPCTBEHHbIX CPeACTB MNpPeanucaHus o MNpeKpaLLeHun
HapylweHulii obasaTenbHblXx TpeboBaHMA W 06 yYCTPaHEHUW BbIABAEHHbIX HApyWeHU o0b6a3aTenbHbIX
TpeboBaHuUiA;



5) HanpasAATb B YNOAHOMOYEHHbIE OpraHbl MaTepuasbl, CBA3aHHblE C HapylleHUAMKN 06A3aTeNbHbIX
TpeboBaHWIA, ANA pPeLleHnA BONPOCOB O BO36YKAEHUW YroNOBHbIX A& N0 NPU3HaKaM NPecTynaieHnin.

nasa 5. PASPABOTKA, AOK/IMHUYECKUE NCCNTEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KIMHUYECKUE UCCNTIEAOBAHUA
NEKAPCTBEHHbIX MPEMAPATOB A/14 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTka nNeKkapCTBEHHbIX CPeACTB

1. Pa3paboTKa NeKapCTBEHHbIX CPEACTB BK/AOYaeT B ceb6A MOUCK HOBbIX papMaKOOTMUYECKM aKTUBHbIX
BELLECTB, NOC/eAyolee U3yYyeHNe UX JIEKAPCTBEHHbIX CBOWMCTB, AOK/IMHUYECKME UCCAeL0BaHMA, pPa3paboTKy
TEXHONOMMIM  Npou3BoACTBA (apMaLLeBTUYECKUX CcyOCTaHUMIA, pa3paboTKy COCTAaBOB W TEXHONOIMM
NpPOM3BOACTBA JIEKAPCTBEHHbIX NPENapaToB.

2. ®nHaHcoBOE obecnevyeHne pa3paboTKM IeKapCTBEHHbIX CPEACTB OCYLLECTB/AETCA 3a CYET:

1) cpencTs deaepanbHOro boaKeTa;

2) cpeAcTB pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpencTB MpousBoAUTENEN JIEKAPCTBEHHbIX CPEACTB NPWU BbIMOJHEHUU HAYYHO-UCC/EA0BaTEIbCKUX
paboT no [oroBopy Mexay paspaboTUMKOM JIEKAPCTBEHHbIX CPEACTB UM MPOU3BOAMUTENIEM JIEKAPCTBEHHbIX
CPeAacTs;

4) VHbIX He 3anpeLyeHHbIX 3aKoHO4aTeNbCTBOM Poccuiickolt degepalmm UCTOYHUKOB.

3. MpaBa pa3paboTunKa NeKapCTBEHHOIO CPEACTBA OXPAHAIOTCA rPaXK4aHCKMM 3aKOHO4ATENLCTBOM.

Cratba 11. JokAMHMYecKoe nccnegoBaHue NEeKapCTBEHHOro cpeacrtsa ANA MeanUMHCKOTro npuMeHeHNA

1. [OKAMHWYEeCKoe WuCCNefoBaHUE JIEKAPCTBEHHOMO CPEeACTBA 418 MEAWMUMHCKOTO MpPUMEHEHMSA
NpPoBOAMTCA NYTEM MPUMEHEHWUA HAYYHbIX METOA0B OLEHOK B LLeNAX NONyYeHUA A0Ka3aTeIbCTB 6€30NacHOCTH,
KayecTBa M 3G GEKTUBHOCTU IEKAPCTBEHHOIO CPeaCTBa.

2. [OKAMHWYECKoe uCCNefoBaHME JIEKAapPCTBEHHOTO CpeacTBa ANs  MEeAUUMHCKOTO MNpUMEeHeHuA
NpoBOAMTCA B COOTBETCTBUM C MpPaBuMAamMU NabOPaTOPHON MPAKTUKU, YTBEPKAEHHBIMW YNOAHOMOYEHHbIM
benepanbHbIM OPraHOM UCMONHUTENIbHON BAACTW.

3. [nA opraHusauMm M NPOBEAEHUA OOKAMHUYECKOro MUCCNefoBaHMA NEKAPCTBEHHOMO cpeactsa AnA
MEOMLMHCKOTO NPUMEHEHUs pPa3paboTUMKM  NEeKApPCTBEHHbIX CPeACTB  MOFYT MNpuMBAEKaTb  Hay4yHO-
nccnefoBaTeNbCKMe OpraHmMsaumm, obpasoBaTesibHble OpraHusauMuM BbicWero 06pasoBaHMA, MMetowme
HeobxoaMMyH0 MaTepmasibHO-TEXHUYECKYIO 6a3y M KBaIMGMUMPOBAHHbBIX CMELMAINCTOB B COOTBETCTBYIOLLEN
061acTu nccnegoBaHms.

(8 pen. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [JOKNMHMYeCKoe WCCNeaoBaHWE NEeKAapCTBEHHOINO CPeacTBa A1 MeAMUMHCKOro NpPUMEHEHUs
NpoBOAMTCA NO YTBEPKAEHHOMY Pa3paboOTUMKOM NEKAPCTBEHHOTO CPEACTBA N/aHy C BEAEHWEM NMPOTOKONA
3TOr0 UCC/Mef0BaHUA U COCTaBNIEHMEM OTYETa, B KOTOPOM COLEPKATCA pe3yabTaTbl 3TOFO WUCCAeAOoBaHMA U
33K/OYEHME O BO3MOXKHOCTU MPOBEAEHWUS KAMHUYECKOrO MCCAef0BaHUA JIEKApPCTBEHHOrO npenapaTta A
MeANLNHCKOTO NPUMEHEHWA.

5. lMpoBeaneHve npoBepoK cobaoaeHus npasua NabopaToOpHOM NPAKTUKM UM NPaBOBbIX HOPM
MCMO/Ib30BaHWUA KMBOTHbIX MPU MNPOBEAEHUU AOKAMHUYECKUX WUCCNEe0BAHUM SIeKapCTBEHHbIX CPeacTs A
MeANLNHCKOTO NPUMEHEHMUA OCYLLECTBAAETCA YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOAHUTENBHOM
BNACTK.

6. Pe3ynbTaTbl [AOK/JAMHWYECKOrO WCCNEO0BAHUA NIEKAPCTBEHHOMO CpPeacTBa ANA  MEeOMULMHCKOro
nNpUMeHeHnA MoryT BbITb NpeACcTaBAEeHbl B YNOJHOMOYEHHbIN deaepanbHblii OpraH UCNOAHUTENIbHOM BAAcTU B
YyCTaHOBNEHHOM MOPAAKE B LLeNAX rocyfapCTBEHHOM PerucTpaunmn NekapcTBeHHOro npenapara.

CraTba 12. JOoKNnHMYecKkoe mnccnegoBaHMe NEeKApPCTBEHHONO CpeacTBa U KAMHUMYECKOe mccnegoBaHue
NNEKaApPCTBEHHOTIO Npenaparta ANA BETEPUHAPHOIo NnpuMeHeHunA

1. JOKNMHMYecKoe wuccnepnoBaHMe JIeKapCTBEHHOrNO CpeacTBa A4 BeTepuMHaApHOro npumeHeHuA
nposoanTCA Nnytem npnmeHeHnA Hay4YHbIX METOA0B OUEHOK B LUENAX NONYYEHNA OOKA3aTE/NbCTB 6E3OI'IaCHOCTM,



KauecTBa M 3dGEKTUBHOCTM IeKAapPCTBEHHOIO CPeACTBa, B TOM YWC/e ONpeneieHns CPOoKa ero BbiBeAeHUs U3
OpraHM3ma »KMBOTHOrO, B Lenax obecneyeHns 6e30MacHOCTU NPOAYKLMN KUBOTHOTO NPOUCXOXKAEHUA Nocne
NPUMMeHeHWsA COOTBETCTBYIOLLENO IEKAPCTBEHHOrO Npenapara.

2. [OKAMHUYECKOoe WCCNefloBaHUE /IEKAPCTBEHHOTO CPEeACTBA WM KJMHUYECKOe UcCiefoBaHue
NIEKapCTBEHHOrO nNpenapata A/id BETePUMHAPHOro MPUMEHEHUs, UCCAefoBaHWe 6GUO3KBMBANEHTHOCTM
YKa3aHHOro /IeKapCTBEHHOrO MpenapaTa MNPOBOAATCS B COOTBETCTBUM C NPaBUNAMW, YTBEPKAEHHbIMU
yNo/SHOMOYEHHbIM dhesiepanbHbiM OPraHOM UCMONHUTENBHOW BNACTY.

3. [oKnMHUYecKoe WCCNefioBaHUE J/IEKAPCTBEHHOTO CPEeACTBA W KJMHUYECKOe UcCiefoBaHue
NIEKapCTBEHHOrO Mpenapata [Ans  BeTEPUHAPHOTO MNPUMEHEHUA MNPOBOAATCA MO YTBEPNKAEHHOMY
pa3paboTUMKOM NIEKAPCTBEHHOTO CPEACTBA MAaHy C BEAEHWEM TPOTOKO/IOB 3TUX UCCAef0BaHWUA U
COCTaB/NIEHMEM OTHETOB, B KOTOPbIX COAEPIKATCA Pe3y/IbTaTbl STUX UCCEA0BAHUNA.

4. nA opraHv3auum u npoBefeHUs HAOKAMHUYECKOTO MCCAeA0BaHUA JIeKapCTBEHHOTO cCpeacTsa W
KJIMHWUYECKOrO MCCNef0BaHUA JIEKAPCTBEHHOMO npenapaTta A1 BETEPUHAPHOrO MPUMEHEHMs pa3paboTymk
JIEKapCTBEHHOTO CPEeACTBA MOMKET NPWBAEKaTb OpPraHvM3auun, UMelLMe HeobXxoauMMylo MaTepuasbHoO-
TEXHUYECKYIo 633y U KBaNMOULMPOBAHHbIX CMELMANUCTOB B COOTBETCTBYHOLLEN 061acTU nccnefoBaHuUA.

5. KnuHuueckue wccienoBaHMA NEKAPCTBEHHbIX MpernapaToB A BETEPUMHAPHOTO MPUMEHEHUS
NpPOBOAATCA B BETEPUHAPHBIX OPraHU3aLMAX U B OPraHM3aLmaAX, OCYLEeCTBAAIOLWMX pa3BedeHue, BbipallmBaHue
M cofeprKaHue UBOTHbIX, B LLeAAX:

1) ycTaHOBNEHMA NEPEHOCMMOCTU JIEKAPCTBEHHBIX NPENapaToB 340POBbIMU XKUBOTHLIMM;

2) nopbopa onTUMabHbIX [O3MPOBOK JIEKAPCTBEHHbIX MPENapaToB M Kypca NevyeHus Ha KOHKPETHOM
rpynne XMBOTHbIX C ONpeAeneHHbIM 3ab0eBaHNEM;

3) ycTaHoBneHUa 6esonacHOCTV U 3bPEKTUBHOCTM IeKapCTBEHHOTO Npenaparta, NpeAHa3HauYeHHoro Ans
NeyeHnn onpepeneHHblx 3aboneBaHU KUBOTHbIX, UKW 3bPEKTUBHOCTM NEKApPCTBEHHOrO npenapaTa ans
NPodUNaKTUKKM 3a601€BaHUI 340POBbIX *KUBOTHBIX;

4) UV3y4YeHUA BO3MOXHOCTEM pPACWIMPEHUA MOKa3aHWA K MPUMEHEHUIO 3aperncTpupoBaHHOIO
NIEKapCTBEHHOTO NPenapaTta U BbIABNEHUS paHee HEU3BECTHbIX NOBOYHbIX AEACTBUIA.

6. KnuHuueckoe uccnepoBaHWe JIeKapCTBEHHOro mnpenapata A BETEPUHAPHOIO NPWMEHEHUA
OCYLLIECTB/ISIETCA 3@ CYET CPeACTB pa3paboTumKa 1eKapCcTBEHHOIO CPeACTBa.

7. OT4eTbl O pesy/ibTaTax AOKJMHUYECKOTO UCCNEeA0BaHUA IEKAPCTBEHHOTO CPEACTBA U KIMHUYECKOTO
uccnefoBaHWA IEKAPCTBEHHOIO Mpenaparta 4/ BETEPUHAPHOTO NMPUMEHEHWA COCTaBAAKTCA pa3paboTyMKom
JIeKapCTBEHHOTO CPEACTBA C YYETOM 3aK/OYEHUIM OpraHM3aLuui, NPUHUMABLUMX y4acTMe B OpraHM3auuu u
npoBeAeHNN 3TUX NCCAef0BaHNNA.

8. KOHTpob 3a NpoBeAeHNEM AOKINHUYECKMX UCCIeA0BaHUN NEKAPCTBEHHbIX CPEACTB U KINMHUYECKUX
UCCNelOBaHWA  IeKapCTBEHHbIX  MPEnapaTtoB A/  BETEPUMHAPHOIO  MPUMEHEHUS  OCYLLECTBAAETCA
yNo/NHOMOYEHHbIM desiepanbHbiM OPraHOM UCMONHUTENBHOW BNACTY.

Mnasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOW PETMCTPALIUMA
JNEKAPCTBEHHbIX NMPEMAPATOB

Cratbna 13. [ocyaapcTBeHHan perncTpauma NekapcTBeHHbIX NpenapaTos

1. JlekapcTBeHHble MpenapaTtbl BBOAATCA B TrpaxAaHCKMM 060pOT Ha Tepputopuu Poccuiickoi
desepaunn, ecnnm OHU 3aPErncTPUpPOBaHbl COOTBETCTBYIOWMM YNOAHOMOYEHHbIM deaepanbHbiM OpraHom
WCMONHUTENIbHOM BNACTHU.

2. TocypapCTBEHHOW perncTpauum noa/iear:

1) opurnHanbHble IeKapcTBEHHbIE NPenaparThl;

2) Bocnpowu3sBegeHHbIe IeKapCTBEHHbIE NPenapaThl;

3) HoBble KOMBWHALMM 3aPETUCTPUPOBAHHbIX PaHEE IEKAPCTBEHHbIX NPenapaTos;

4) neKkapcTBeHHble MpenapaTtbl, 3apPerncTpupoBaHHble paHee, HO MPOW3BEAEHHble B  APYrux
NleKapcTBeHHbIX popMax, B HOBOW 403MPOBKe.

3. TocydapCTBEHHAA pPEeruvcTpauMsa NEeKapCTBEHHbIX MPenapaTtoB 408 MEeAMUMHCKOrO MNpUMEHeHUs
OCYLIECTBAAEGTCA MO pPe3ynbTaTamM 3KCNepTM3bl JIEKAPCTBEHHbIX CPEeACTB W 3TUYECKOM 3KCMepTU3bl
BO3MOXHOCTM MPOBEAEHUA KAMHMYECKOrO WMCCNeA0BaHMA NIeKAapCTBEHHOro npenapaTta A48 MeauUMHCKOro
NpUMeHeHWsa (Aanee - aTMYECKan 3KcnepTusa). [oCyAapcTBEHHan perncTpauma NeKapCTBEHHbIX NpenapaTtos



ANA BETEPUHAPHOIO NPMMEHEHUA OCYLLECTBNAETCA NO pe3yabTaTaM 3KCNepPTU3bl IEKAPCTBEHHbIX CPeacTs ANA
BETEPUHAPHOIO NPUMEHEHMA.

4. lTocygapCTBEHHAA pPerncTpaumsa JeKapCTBEHHbIX MPEnapaToB OCYLLECTBAAETCA COOTBETCTBYHOLLIMM
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM WCNOJHUTENbHOM BAAcTU B CPOK, HE NpeBblllatoWmniA ABYXCOT
[ecatTm paboumx AHEW co AHA MPUHATUA 3aAB/IeHUA O TOCY[AapCTBEHHOW PErucTpaumumn JIeKapCTBEHHOTO
npenapara. B yKasaHHbIA CPOK BKAKOYAETCA BPeMS, Heobxoanmoe AN NOBTOPHOrO NPOBEAEHUN IKCNEPTU3bI
NIeKapCTBEHHbIX CPeAcTB M (MAKM) 3TUYECKOM 3KCNepTM3bl B COOTBETCTBMM CO CTaTbel 25 HacToAawero
depepanbHOro 3akoHa. CpoK rocyaapCTBEHHOM perucTpaumm AeKapcTBEHHOrO NpenapaTta MCYMCAAETCA CO AHA
NPUHATUA COOTBETCTBYHOLWMM YNOAHOMOYEHHbIM deaepasibHbiIM OPraHOM UCNONHUTENbHON BAACTU 3aABAEHUA
O roCylapCTBEHHOM perncTpaunm NekapcTBEHHOro npenapara Cc NPUIoKeHMeM HeoBX0AMMbIX AOKYMEHTOB Mo
OEeHb BblgayuM pPerncTpaumoHHOro YyAOCTOBEPEHUA JIeKapCTBEHHOro npenapata. Bpema nposeaeHuA
K/IMHUYECKOro UCCe0BaHNA NEKAapCTBEHHOrO npenaparta, a TakXe Bpemsa, Heobxogumoe A5 HanpaBaeHus
YNO/IHOMOYEHHbIM  peaepasibHbIM  OPraHOM  WMCMOAHUTENbHOW BAAcTM  3amnpoca O npeacTaBAeHUU
HEOOXOAMMbIX MATEPWUAsIOB M MPEACTAaBAEHUs 3aABUTENEeM OTBETA HAa AaHHbIA 3anpoCc B COOTBETCTBMWU CO
ctatbAMM 16, 19, 22 n 23 HacTtoAwero denepasbHOr0O 3aKOHA, HE YYUTbLIBAETCA MPU MUCYMC/IEHUU CPOKa
rocy4apCTBEHHOW PEerncTpaLmm Takoro 1eKapcTBeHHOro npenapara.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

5. focyaapCcTBEHHOM perucTpauum He noasiekaT:

1) neKapcTBeHHble mMpenapaTbl, W3rOTOB/AEHHble anTeYHbIMW OpraHM3aUMaMM, BeTepPUHaPHbIMU
anTeYHbIMMU OPraHU3auMAaAMKU, UHAMBUAYANbHBIMU NPeanpPUHMMATENAMMU, KOTOPbIE MMEIOT JMLEH3UIO Ha
dbapmaLeBTUYECKYIO [OeATeNbHOCTb, MO peuentam Ha JeKapCcTBeHHble npenapatbl M TpeboBaHMAM
MeANUMHCKMX OpraHM3aLnii, BETePUHAPHbIX OpraHM3aumii;

2) nekapcTBEHHOE PacTUTE/IbHOE CbIPbE;

3) nekapcTBeHHble npenapaTtbl, NPUOBpPeTeHHble GUIMYECKMMU NULAMUM 33 MNpeaenamu Tepputopum
Poccuintckoit Pegepaumm 1 npegHasHauyeHHbIe 415 TMYHOMO UCNO/Ib30BaHMUA;

4) nekapcTBeHHble NpenapaTbl, NpeAHa3HaYeHHble A5 SKCNOPTa;

5) pagvodapmaueBTUYECKME JIeKapCTBEHHble npenapaTbl, WM3roTOB/IEHHble HEMNOCPeACTBEHHO B
MEANUMHCKMX OpraHusaumax B MOpAAKE, YCTaHOBAEHHOM YMNOJHOMOYEHHbIM deaepasbHbIM OpPraHom
WCMOJIHUTE/IbHOM BNaCTU.

6. He ponyckaeTtca rocyaapcTBeHHaa permcrpauma:

1) pa3nnyHbIX NEKAPCTBEHHbIX NPenapaToB Noj, OANHAKOBbIM TOProBbIM HAaMMEHOBAHUEM;

2) oAHOrO NeKapCcTBEHHOro npenapara, BbiNyCKaemMoro npoussoauTeieMm noj, pasindyHbIMU TOProBbiMM
HAaUMEHOBAHUAMM W NPeACTaBAEHHOrO Ha [OCYAapCTBEHHYID perucTpauuio B Buae ABYyX W bHonee
JIeKapCTBEHHbIX NPEenapaTos.

Cratba 14. NMpUHLMNbI SKCNEPTU3bl NEKAPCTBEHHbIX CPEACTB M 3TUHECKOMN IKCNEepPTMU3bl

1. 3KcnepTusa NeKaApPCTBEHHbIX CPEACTB M 3TMYECKAs 3KCMEepTM3a OCHOBLIBAKOTCA Ha MpUHLMNAX
3aKOHHOCTW, cobntogeHMa npaB M cBOOOA, YesloBEKA W rpaxgaHuWHa, MpaB  lOPUOUMYECKOro mua,
HE3aBMCMMOCTU 3KCMepTa, OOBEKTUBHOCTU, BCECTOPOHHOCTM W MOJIHOTbI WCCNEef0BaHWIN, MPOBOAUMbBIX C
MCMO/Ib30BAaHMEM COBPEMEHHbIX [AOCTUMKEHWIN HAayKM W TeXHUKU, OTBETCTBEHHOCTM ¢eaepanbHOro
rocyapCTBeHHOro OHOAXKETHOrO Yy4YperKAeHUA NO NPOBEAEHUIO 3KCMepTM3bl JIEKAPCTBEHHbIX CPeacTs U
3KCNepTOoB 3a NPOBeAEHNE U KaYecTBO IKCNEPTU3bI.

2. 3KcnepTu3a IeKapCTBEHHbIX CPeACTB AN MeAULMHCKOrO NPUMEHEHMA NPOBOAMUTCA NOSTAMNHO:

1) Ha nepBom 3Tanme - 3KCNepTM3a JAOKYMEHTOB A/ MOJlyYeHMs paspelleHuMs Ha npoBedeHue
KNMHUYECKOTro UCCIe0BaHUA IeKapCTBEHHOTO NPenapaTa, 3a UCKYeHNEM:

a) IeKapCTBEHHbIX NPEeNapaToB, KOTOPble paspeLleHbl A8 MEAULUHCKOTO NPUMEHEHUA Ha TeEpPUTOPUU
Poccuitckoit ®Pepepauymn 6onee paBafauatM NeT U B OTHOWEHWMWM KOTOPbIX HEBO3MOXHO MpoBeAeHue
nccnenoBaHna GBUO3KBMBANEHTHOCTY;

6) NeKapcTBEHHbIX NpenapaToB 418 MeAULMHCKOrO NMPUMEHEHMUSA, B OTHOLEHUM KOTOPbIX NMPOBEAEHbI
MeXAYHapoaHble MHOTFOLLEHTPOBbIE KAMHUYECKME WCCNeAoBaHWMA, YacTb M3 KOTOPbIX NpoBegeHa Ha
Tepputopun Poccuiickoin Pepepaumnu;

2) Ha BTOpPOM 3Tane - 3KCNepTU3a MNPeSJIOKEHHbIX METOAOB KOHTPO/IA KayecTBa JEKApPCTBEHHOrO
CPeAcTBa M KayecTBa NpeacTaBieHHbIX 06pa3L0oB EKAPCTBEHHOIO CPEACTBa C UCMOb30BAHUEM ITUX METOA0B



(,u,anee - 9KCNepTn3a Ka4dyecTtBa J1IeKapCTBeHHOro cpep,CTBa) N 3KCNepThn3a oTHOWeHUA ommp,ae:v\oi/'l nonb3bl K
BO3MOXHOMY PUCKY NPpUMEHEHNA NEeKapPCTBEHHOro npenaparta, OocyulecTBiAemMble Mocae nposeageHuUA ero
KINMHUYECKOIo nccnengoBaHua.

3. 3KCI'IepTVI3a NNEKAPCTBEHHbLIX CPeACTB ANA BETEPUHAPHOIoO NpumeHeHMA NpPoBOoAUTCA OAHO3TAMNHO U
BK/lOYaeT B cebs 9KCNEPTHU3y KayecCTBa J/IeKAapPCTBEHHOIo CpeacTtBa U 3KCNepTU3y OTHOLWEHUA ommp,aemoﬁ
NO/Ib3bl K BO3MOXXHOMY PUCKY NTPUMEHEHNA NEKAPCTBEHHOTO Npenaparta.

Cratba 15. depepanbHoe rocyaapcTBeHHoe 6lOAMKEeTHOe yypekAeHMe Mo NPOBEeAEHWMI0 3KCNepTU3bl
NIeKapCTBEHHbIX CPeacTB

JKCNepTM3a JIEKAPCTBEHHBIX CPEeACTB MNpoBOAMTCA deAepanbHbiM rOCYAapPCTBEHHbIM  OLOAMKETHBIM
yYpeKLeHMeM COOTBETCTBYIOLWLErO YMNOJHOMOYEHHOrO ¢enepasbHOr0 OpraHa WCMNOJHWUTENbHOW BACTW,
CO3J4aHHbIM AN obecrevyeHWsa WCMONHEHUA MOJIHOMOYMI 3TOoro denepanbHOrO oOpraHa no  Bblgaye
paspeweHnii Ha nNpoBedeHWE KAMHUYECKUX WCCNeAOoBaHWU NEeKapCTBEHHbIX NpenapaTtoB M (Mau) no
rocyZapCTBEHHOW PErMcTpaummn NeKapCcTBEHHbIX MPENApaToB (Aanee - IKCNepPTHOE yuYpeRaeHune).

Cratba 16. OpraHu3auma npoBefeHuA SKCNepTu3bl JIEKAPCTBEHHbIX CPeacTB B Lenax  ux
rocyapCcTBEHHOM permcrpaumm

1. DKcnepTu3a NeKapcTBEHHbIX CPeACTB NPOBOAUTCA KOMUCCUEN IKCMEPTOB 3KCMEPTHOMO yUYperKaeHus,
Ha3HaYeHHOMN ero pPyKoBOAMTENEM, Ha OCHOBaHWWM 3aJ4aHMA Ha MpoBeAeHME 3KCMepTU3bl IEKaPCTBEHHOMo
CpeacTsa, BblAaHHOIO YNoAHOMOYEHHbIM deaepasibHbiM OPraHOM MCMONHUTENbHOW BaacTu. PykosoauTesb
3KCMEPTHOro yupexaeHua obecneumBaeT Hajg/exallee NpoBefeHMe SKCNepTU3bl NEeKapCTBEHHbIX CPeACTB B
COOTBETCTBUM C 3a4aHNEM, BblAAHHbIM YNOSHOMOYEHHbIM dhelepasnbHbiM OPraHOM UCMOSHUTEIbHOM BAacTu, U
opraHM3yeT MOArOTOBKY CBOAHOIO 3aK/OYeHWUA 3TOM KOMUCCMM. B COCTaB 3TOM KOMUCCMM MO pPeLleHuto
PYKOBOAMUTENA SKCMEPTHOrO yUpeXAeHUa MOryT BbiTb BK/KOUEHbI B KaUecTBe IKCNepToB Anua, He paboTatouime
B O3aHHOM 3KCMNEPTHOM Y4YpeXAeHWW, eCNu KX ChneumanbHble 3HaHMA HeobxoAumbl ANA MNpoBeaeHUS
3KCMEePTM3bl M TaKME IKCMepTbl OTCYTCTBYIOT B A4AaHHOM 3KCMNEPTHOM yUpeXxaeHUN.

2. DKCNepTOM MO NPOBEAEHMIO SKCMNEPTU3bI JIEKAPCTBEHHbIX CPeACTB ABAAETCA aTTeCTOBaHHbIN PaboTHUK
3KCMEPTHOMO Y4YpeXKAeHWsA, KOTOpbli MMeeT BbiCcluee MeaMUMHCKoe, dapmalesTMyeckoe, Buosormyeckoe,
BETEPMHAPHOE MAN XMMMYECKoe 06pa3oBaHMe M NPOBOAMUT IKCMEPTU3Y SIeKapPCTBEHHbIX CPeACcTB B MOpAaKe
WCMNOJIHEHWUS CBOMX AOJIKHOCTHbIX 06s3aHHOCTeN (ganee - akcnepT).

3. Mpu1 NpoBeAeHNN 3KCNEPTU3bI IEKAPCTBEHHbIX CPEACTB 3KCMEPT HE MOMKET HaX0AMUTbCA B KaKon-1nb6o
3aBMCMMOCTM OT /ML, HAa3HAUYMBLLEro 3Ty 3KCNepTU3y, paspaboTumMKa NeKapcTBEHHOro CPeacTBa UAK APYrux
3aMHTepecoBaHHbIX B pe3y/ibTaTax 3KCNepTusbl uL,.

4. MNpy NpoBeAeHNM 3KCNepTU3bl JIEKAPCTBEHHbIX CPEACTB He AonyckaetcA uctpebosaTh y 3aABUTENA
NMBO MHBLIX UL, MaTepuanbl, HEOBXOAMMble A/1A MPOBEAEHWA 3KCNepTusbl. B ciaydae HeAOCTaTOYHOCTM
NpeacTaBieHHbIX SKCNEPTY MaTepuanos A1 4auM 3aK/I0YEHMA SKCNEPT CTaBMT BOMPOC O NpeacTaB/ieHnn emy
Heob6X0AMMbIX MaTepPManoB nepen PYKOBOAMTENEM SKCMEPTHOTO Y4YpexAeHua, KOTopblii obpaliaerca ¢
COOTBETCTBYIOLIMM 3aMPOCOM B YNOJHOMOYEHHbI dheaepanbHblii opraH UCMOIHUTENbHON BAACTU, BblAaBLUNIA
3agaHMe Ha npoBedeHMe 3KCMepTU3bl JIeKapCTBEHHOrO CPeacTBa. YKasaHHbl  depepanbHblii  opraH
MCNOMHUTENbHOW BMACTM B TeyeHuWe NATM pabounx AHEeW CO AHA MNOCTYMNAeHMA 3anpoca PyKoBOAMTENs
3KCMEPTHOrO YUperKAeHUsA HanpasaseT 3adABUTEN0 3anMpoc O NPeacTaBNeHUMM HeobXO4MMbIX MaTepuanos.
[aHHbIl 3anpoc MmoskeT bbiTb NepesaH YNnoJHOMOYEHHOMY NPeACTaBUTeNtO 3aABMTENSA IMYHO NOA PachucKy,
HanpaBneH No noyTe 3akasHbIM NMUCbMOM WK NepesaH B 3NEKTPOHHON popme No TeNeKOMMYHUKALMOHHbIM
KaHanam cBA3M. B ciyyae HanpaBnaeHWA AaHHOTO 3ampoca MO MoYTe 3aKasHbIM MUCbMOM OH CYMTaeTCs
NOJYYEHHbIM NO UCTEYEHMU LECTM AHEN C 4aTbl HaNpPaBAEHMA 3aKa3HOro NUCbMa.

(4actb 4 B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3assButenp o06£3aH NpeacTaBUTb OTBET Ha 3amnpoc YNoSIHOMOYEHHOro ¢denepanbHOro opraHa
WCNONIHUTENbHOW BAAacTM B CPOK, He MNPEeBbIWAOWMN AeBAHOCTa pabounx gHeil co AHA ero MnosyyeHus.
YNONHOMOYEHHbIN deaepanbHblit opraH MCMNOMHUTENbHOW BAACTM, BbIAABLUMIA 3ajaHMe Ha npoBedeHue
3KCMEepTM3bl NEKAPCTBEHHOMO CPeACTBa, B TeyeHue NATU pabounx AHEeW CO AHA MOCTYNAEHWA OT 3aABUTeNs
OTBETa Ha AaHHbIK 3aNpoC HanpaBAAeT TakoM OTBET B 3KCMepTHOE yypeskaeHue. B cnydae HenpepacTasneHus
Mo MCTeYeHMM [eBAHOCTAa paboumx AOHel 3asBMTeNemM OTBEeTa Ha AaHHbI 3anpoc YNOAHOMOYEHHbIN



depepanbHbli  OpraH WCMNOJIHATENbHOM BNACTWM, BbIGABLUMIK 33gaHWEe Ha MNPOBEAEHME 3IKCMEepPTU3bl
JIEKApCTBEHHOrO CpeacTBa, B TeYeHWe nATM paboumx AHel HanpaBAseT B 3KCMNEPTHOE yuyperkaeHue
YyBEAOMNEHNE O HENpeacTaB/leHUU 3asaBUTENeM OTBETa Ha 3anpoC YKasaHHOro opraHa. Bpemsa co aHA
HanpaB/ieHMA 3aMnpoca SKCNEPTHOrO yUYperKAeHUA B YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTENbHOM
BNACTM A0 [AHA MONYYEHUS IKCMEPTHbIM YyypexKaeHMem OTBeTa Ha 3anpoc WAM  yBeAOMIEHUA O
HenpeAacTaB/eHMM OTBETAa Ha 3anpoC He YYUTLIBAETCS MPU MCYUCAEHUM CPOKa MPOBEAEHUs 3KCNepTusbl
JIeKapCTBEHHOrO CpeacTBa.

(4acTb 4.1 BBeaeHa ®enepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. dKcnepT npu NpoBeAeHUN NMOPYYEHHON eMy PYKOBOAUTENIEM IKCMEPTHOMO YYPEKAEHUSA IKCNEPTU3bI
JIeKapCTBEHHOIO cpeacTBa 0b6a3aH:

1) npoBectn NosHOEe Uccaef0BaHMe NPeaACTaBNeHHbIX eMy 06beKTOB, MaTepuanos, AaTb 060CHOBaHHOE
N 06bEKTUBHOE 3aK/IOYEHME MO NOCTABAEHHbIM Nepes, HUM BOMPOCaM UM MOTUBMPOBAHHOE 3aK/lOYeHUE O
HEBO3MOXHOCTU MPOBEAEHUA UM 3KCMEPTU3bl NIEKAPCTBEHHOIO CPeAcTBa, €CAM MOCTaBAEHHble BOMPOCHI
BbIXOAAT 3a NpeAesbl CneunanbHbIX 3HAHUM 3KCNepTa, 06BEKTbl UCCAef0BaHUI U MaTepuaibl HENMPUTOAHDI
WKW HefoCTaTOYHbl ANA NPOBEeAEHWA UCCNefOBaHUMIA WM Aayun 3akntoveHua nbo coBpeMeHHbI YpOBeEHb
pa3BUTUA HaYKM HE NO3BOAET OTBETUTb HA NOCTAB/IEHHbIE BONPOCHI;

2) He pasrnawaTtb CBeAEHMWA, KOTOpble CTa/JiM eMy M3BECTHbl B CBA3M C MPOBEAEHMEM 3SKCMepTU3bl
NIeKapCTBEHHOrO CPeACTBA, a TaKXKe CBeAEeHWUs, COCTaBAAOWME FOCYAapPCTBEHHYIO, KOMMEPYECKYO UAN UHYIO
OXpaHAEMYIO 3aKOHOM TalHy;

3) obecneunTb COXPAHHOCTb NPeACTaBNEHHbIX OOBEKTOB UCCIEA0BAHMIA U MaTepUasios.

6. dKcnepT He BNpase:

1) npoBOAWTb 3KCMEPTM3Yy NEKAPCTBEHHOIO CPeAcTBA NO OOPALLEHMIO HEMOCPEACTBEHHO K Hemy
opraHmMsaunii unm GU3NYECKUX NnLL;

2) camocToATeNIbHO COBUPaTbL MaTepuasbl 4NA NPOBEAEHNA IKCNEPTU3bl JIEKAPCTBEHHOTO CPEACTBA;

3) NpoBOAUTb 3KCNEPTU3Y NEKAPCTBEHHOIO CPEACTBA B KAYECTBE HEMOCYAAPCTBEHHOMO 3KCNepTa.

7. B cnyyae Heobxo4MMOCTM 3KCNepT BMpaBe XOAATaMCTBOBATb Mepes, PyKOBOAWUTENEM 3KCMEPTHOro
yUYpexRAeHUs O NPUBNEYEHNN K NPOBEAEHMIO SKCNEPTU3bI IEKAPCTBEHHOIO CPeACTBa APYrUX SKCNEPTOB.

8. Kaxpgbli 3KcnepT, BXOAALWMA B COCTaB KOMWUCCMM ISKCMEPTOB, KOTOPOW MOPYYEHO MpoBeAeHue
3KCNEepPTU3bl NEKAPCTBEHHOMO CPeACTBa, HE3ABUCUMO M CAaMOCTOATENIbHO MPOBOAUT UCCeA0BaHUSA, OLEeHUBAET
pe3ynbTaTbl, MONYYEHHbIE UM JIMYHO M APYTMMU 3Kcneptamun, n GopmyanpyeT BbIBOAbl OTHOCUTENIbHO
MoCTaB/IEHHbIX BONPOCOB B NpeAeax CBOUX CneLnanbHbIX 3HaHUIA.

9. Pe3ynbTaTbl 3KCNEpPTM3bl JIEKAPCTBEHHOTO CPeACTBa OQOPMAAIOTCA 3aKNOYEHMEM KOMUCCUM
3KCcnepToB. B 3aKN04EHMM KOMUCCUM SKCNEPTOB YKA3bIBAKOTCA NepeyeHb UccaefoBaHui, 06bem NnpoBeaeHHbIX
Ka*KAbIM 3KCNEPTOM WCCAefOBaHWIA, YCTAHOB/IEHHbIE KaXAblM M3 HUX GaKTbl U CAenaHHble B pesysibTaTe
nccneoBaHUIM BbIBOAbI. IKCMEPT, MHEHWE KOTOPOTrO HE COBMAZAET C PeLleHMeM KOMUCCUM SKCNepPTOB, BNpaBe
BblPa3nTb CBOE MHEHME B MUCbMEHHOW GOopMe, KOTOPOe NPMOBLLAETCA K 3aKA0YEHMIO KOMUCCUM SKCNEPTOB.

10. 3KcnepTbl, BXOAALLME B COCTaB KOMUCCUK, NpeaynperaatoTca 06 0TBETCTBEHHOCTU B COOTBETCTBUM C
3aKoHoaaTenbcTBOM Poccuitickonn depepaumm 3a gady 3akAOUeHMA, cofeprkawero HeoboCHOBaHHblIe WMAU
danbcmdmuMpoBaHHbIE BbIBOAbI, O YEM OHU AAtOT NOAMMUCKY.

11. OnpepeneHve ypoBHA NpodeccMoHasbHON NOArOTOBKM 3SKCMNEPTOB M aTTecTauma WX Ha npaBo
NnpoBeAeHNA 3KCNEepPTU3bl JIEKAPCTBEHHbIX CPEACTB  OCYLLECTBAAIOTCS 3KCMEPTHO-KBAMOUKALMOHHbIMM
KOMUCCMAMM B MOpPSAAKE, YCTAaHOB/IEHHOM COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM deaepanbHbiM OpPraHOM
WCMNOJIHATENBHOW BNacTU. YpoBeHb MNpPodeccrMoHasbHON MOATOTOBKM 3KCMEPTOB MOA/NEKUT MNEPECMOTPY
YKa3aHHbIMM KOMUCCUMAMM HE perke YeM OAMH pas3 B MATb /eT.

12. MpaBuna npoBeneHUn 3KCNEPTM3bl NEKAPCTBEHHbIX CPeAcTB U popma 3aKNOUYEHUSs KOMMUCCUU
9KCNEepPTOB YCTAHAB/AMBAIOTCA COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOAHUTENBHOM
BNACTU.

CraTbAa 17. 9TU4ecKana skcnepTmnsa

1. 3Tnyeckasn 3KCNepTn3a nposoanUTCA B UenAax Bblgayn 3aKAH4YeHUA 06 3Tnyeckolh 060CHOBAHHOCTMU
BO3MOXXHOCTU npoBeaeHUNA KANHUYECKOro uccnenoBaHUA NeKapCTBEHHOro npenaparta gna meguumnHCKoro
npumeHeHMA COBETOM NO 3TUKe, CO34aHHbIM B nopAaake, YCTaHOBJIEHHOM YNO/IHOMOYEHHbIM d>ep,epaanb|M
opraHom NCNOAHUTENbHOW BAACTU.



2. JKcnepTamu coBeTa MO 3TMKe MOryT bbiTb NPeACTaBUTENN MEAMUMHCKUX, Hay4YHbIX OpraHu3auui,
obpasoBaTefibHbIX OpraHM3aumin  Bbicwero o06pa3oBaHMA, a TaKXe MpeacTaBuTennM O0b6LeCcTBEHHbIX
OpraHun3aunii, pefiMrMo3HbIX OpraHM3aumnn U cpeacTs MaccoBoi MHbOpPMaLUMK. [JaHHble SKCMepTbl HEe AO0/KHbI
HaxoAMTbCA B KaKOM-IMBO 3aBMCMMOCTM OT pPa3paboTUMKOB /IEKAPCTBEHHbIX MPenapaTtoB M APYrux ud,
3aMHTEPECOBaHHbIX B Pe3y/bTaTax 3STUYECKOM IKCNEePTM3bI.

(8 pen. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3. OnnaTta ycayr sKCnepToB COBETa MO 3TMKE OCYLLECTB/AAETCA Ha OCHOBAaHMM A0rOBOpPa, 3aKA0UYEHHOro
MeXay YNOAHOMOYEHHbIM denepanbHbiM OPraHOM MCMONHUTENbHOM BAACTU, KOTOPbIM CO34aH COBET Mo
3TMKE, M 3IKCNepToM CcoBeTa MO 3TWKe, 3a cYeT OlAMKETHbIX aCCMTHOBAHWM, NpPeayCMOTPEHHbIX
ynonHoMo4YeHHomy deaepanbHOMy oOpraHy WCMOAHWUTENbHOW BNAcTM, CO3A4aBLUEMY COBET MO 3TUKe, B
denepanbHom 6logsKeTe Ha COOTBETCTBYIOWMI rof Ha obecrneuyeHue ero AeATefbHOCTM, U B pa3mepax,
yCTaHoBMEeHHbIX MpaBuTenbcTBom Poccuiickoit deaepaunn.

(4acTtb 3 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4. DKcnepTbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4ATENLCTBOM PoccuiicKol
depepaunm.

5. CocTaB coBeTa No 3TUKe, NoJioXKeHne ob 3TomM coBeTe, NOPALOK ero AeaTeNbHOCTH, TpeboBaHUA K
KBaZMPUKALMM M ONbITYy PaboTbl MO 3KCNEPTHOM OLEHKEe Hay4yHbIX, MEAULMHCKUX U ITUYECKMX acCneKToB
KNUHUYECKUX UCCIef0BaHNI NEKAaPCTBEHHbIX NPEnapaToB 419 MeAULMHCKOrO NPUMEHEHMUA, NpeabaBasemble
K 9KCnepTam coBeTa MO 3TUKe, MOPAAOK OpraHusauuu U NpoBefeHUs 3TUYECKOn 3KcnepTusbl, dopma
3aK/II0YEHMA COBETA MO 3TMKE YCTaHaB/IMBAlOTCA YNOJIHOMOYEHHbIM peaepasbHbiM OPraHOM UCNONHUTENIbHOM
BAAcCTU. Yucno npeacraButeneil mMeaAMUMHCKUMX OpraHM3auMi He MOMKET MpeBbilaTb NONOBMHY OT obuiero
yKcna IKCNepToB COBETA NO 3TUKE.

6. MHPopmaLMa o cocTaBe COBETA N0 3TUKE, NAaHax ero paboTbl U TeKyLel AeATeNbHOCTU pasMelLaeTcs
Ha oduUManbHOM caiTe YMNOAHOMOYEHHOTO ¢enepanbHOro OpraHa WCNOMIHUTENbHOW BAAcTU B CETM
"MHTepHeT" B yCTaHOB/NIEHHOM UM NOpPsAKE.

Cratba 18. Mopgaya M paccMOTpPeHWe 3asnBAEHMI O TOCYAapCTBEHHOW Perncrpaumm NeKkapcTBEHHbIX
npenapaToB U NpPeACcTaBleHNne HEOHX0AMMbIX LOKYMEHTOB

1. Ons rocygapcTBEHHOW PErncTpauum JIeKapCTBEHHOTO npenapata pa3paboTyMKk IeKapCTBEHHOTO
npenapata WUAM ynoiHOMOYEHHOE MM ApYyroe lpuauvyeckoe AuuUo (Oanee - 3aaBUTeNb) NpeacTaBaseT B
COOTBETCTBYIOWLNIA YNONHOMOYEHHbI denepanbHbii OpraH MCMOJIHUTENIbHOW B/IACTU, OCYLLECTBASIOLLNIMA
rocy4apCTBEHHYIO PerMcTpaumio NeKapcTBEHHbIX MPenapaToBs, 3asB/eHME O FroCyAapCTBEHHOM perncrpaumm
NIeKapCTBEHHOrO MnpenapaTta, a TakXe B Nnopafke, YCTAHOBJAEHHOM COOTBETCTBYHOWMM YMNOJAHOMOYEHHbIM
depepanbHbIM OpraHOM WMCNONHUTENLHOW BNACTU, HEOBXOoAMMble AOKYMEHTbl, U3 KOTOpbIX dopmupyeTcs
perncTpauuoHHOe A0Che Ha IeKapCTBEHHbIN Npenapar (Aanee - perucTpaumMoHHoOe A0Cbhe).

2. B 3aAB/1I€HMM O rocyaapCTBEHHOW PerucTpaLmm 1eKkapCcTBEHHOro npenapara yKasblBaloTca:

1) HaumeHoOBaHWE WU aapec 3aaBuUTens M (UAK) NPOU3BOAUTENS NEeKapPCTBEHHOro npenapaTta M agpec
MEeCTa OCYyLLLECTBAEHUA NPOU3BOACTBA /IEKAaPCTBEHHOro NpenapaTa;

2) HaMMeHOBaHMe JIeKapCTBEHHOMO npenaparta (MeXayHapoaHoe HenaTeHTOBaHHOE UAN XMMUYECKOE U
TOpProBoe HaMMeHOBaHWUS);

3) nepeyeHb BeLECTB, BXOAALWMX B COCTaB JIEKAPCTBEHHOrO MpenapaTta, C YyKasaHMeM KOoJMyecTsa
KayKgoro us Hux;

4) nekapcTBeHHaa ¢opma, [A03MPOBKa, CNocobbl BBEAEHUA W MNPUMEHEHWUs, CPOK TOAHOCTU
NIeKapCTBEHHOTO Npenapara;

5) onucaHue dapmakonornyeckmx 1M dapmakoguHaMUYECKUX WUAU UMMYHOBMONOrMUYECKUX CBOMCTB
JIeKapCTBEHHOTO Npenapara;

6) 3anaBfeHHas npou3BoAMTE/NIEM JIEKApPCTBEHHOro npenapaTta npedesbHas OTNYCKHaA LeHa Ha
JIeKapCTBEHHbIV NpenapaT, BK/AOUYEHHbIN B NepeyeHb KM3HEHHO HEOBXOAUMBIX U BarKHEMLINX NEeKAPCTBEHHbIX
npenapaTos, B C/ly4ae ero rocy4apCTBEHHOM perncrpauuny;

7) oTcytctBME  HEOBXOAMMOCTM  MPOBEAEHUSA  KJAMHMYECKOrO  WUCC/AedoBaHWA,  MCCNenoBaHuA
6MO3KBMBANIEHTHOCTM NEKAPCTBEHHOrO MpenapaTta, pPaspeleHHoro ANnA MeaUUMHCKOro MnpUMEHEeHMA Ha
Tepputopun Poccuiickon dPepepaumm bonee gBaauath neT, C yKasaHMEM HOPMATUBHbLIX MPaBOBbIX AKTOB,
NOATBEPKAAMOLUNX AAHHbIA CPOK NPUMEHEHMS.



3. PerucTpaumoHHoe Aocbe GopmMUpyeTca U3 caeayoWmnx A0KYMEHTOB:

1) NnpoeKTbl MaKeToB NEePBMUYUYHON YNaKOBKM U BTOPUYHOWM (MOTPEBUTENBCKO) YNAaKOBKU IEKapCTBEHHOIO
npenapara;

2) AOKYMEHT, nepeBefleHHblA Ha PYCCKUN A3bIK, NOATBEPKAAOWMUIA COOTBETCTBME MPOU3BOAUTENA
PEerncTpMpyemoro 1ekapcTBeHHOro npenaparta TpeboBaHMAM NpPaBuUa OpraHM3aLUnmn NPoM3BOACTBA U KOHTPOA
KayecTBa JIeKapCTBEHHbIX CPeACTB, BblAaHHbIA KOMMETEHTHbIM OpPraHomM CTpaHbl Npou3BoOAUTENA
PErncTpMpyemMoro fIeKapCTBEHHOro NpenapaTa W 3aBepeHHbIN B YCTaHOBAEHHOM NOPAAKE;

3) NPOEKT HOPMATUBHOWN AOKYMEHTALUU UM HOPMATUBHOIO AOKYMEHTa Ha NIeKapCTBEHHbIN npenapaT
60 yKasaHWe cCoOTBETCTBYIOLLEN papmaKonenHol cTaTby;

4) cxema TexXHONOrMYecKoro npouecca NPou3BoACTBa IEKAPCTBEHHOrO NpenaparTa, ee onucaHue u (nnnm)
CXema TEXHOJ/IOMMYECKOoro npouecca NpounsBoacTBa GpapmaLeBTMYECKON CyOCTaHLMK, ee ONNCAHME;

5) OOKyMeHT, nepeBefeHHbIA Ha PYCCKUIA A3blK, NOATBEPXKAAIOWMIA COOTBETCTBME MNPOU3BOAUTENA
dbapmavueBTUYECKOM cybcTaHUMM TpeboBaHUAM MNpaBU OpraHM3auuKM MPOU3BOACTBA M KOHTPO/SA KayecTBa
JIEKapCTBEHHbIX CPeAcTB, BblAAHHbIN KOMMNETEHTHbIM OPraHOM CTpPaHbl NpousBoanTens dapmaleBTUYEeCKon
cybcTaHLMK, 3aBEPEHHDIV B YCTaHOB/IEHHOM NOPAAKE U COAEPKALLMN:

a) HaumeHoBaHWe <¢dapmalLeBTMUYECKON cybcTaHuMKM (mekayHapoAHOe HenaTeHTOBaHHOE WM
XMMUYECKOoe U TOProBoe HaMMeHOBaHMWA);

6) HaumeHoBaHWe 1 agpec npoussoauTensa GpapmaL.eBTMYECKon cybcTaHLNu;

B) CPOK roAHOCTU PpapmMaL,eBTUYECKOM CybCTaHLUMK;

6) AOKYMEHT, COAEprallMi CBeAEHWS O MOoKas3aTenax KadectBa ¢dapmaleBTMUYEcKon cybcTaHuum,
MCNONb3yeMon Npu NPOM3BOACTBE /IEKAPCTBEHHbIX NPenapaTos;

7) HOpMaTUBHasA AOKYMEHTALMSA UM HOPMATUBHbIA AOKYMEHT Ha dapmaueBTUYECKyto cybcTaHumio nnbo
YKa3aHWe COOTBETCTBYIOLLEN papMaKonenHOM CTaTby;

8) MHpopmauma 06 ycnoBuax xpaHeHu s, NepeBo3KM NeKapCTBEHHOro NnpenapaTta U nHaa MHbopmaLms;

9) oTyeT 0 pesynbTaTax AOKAMHUYECKOrO UCCNea0BaHUA 1eKAPCTBEHHOIO CPeacTBa ANA MeaULMHCKOro
NPUMEHEHUs, coAepyKaluii OonucaHue, pes3ynbTaTbl W CTAaTUCTUYECKUIM aHanu3 pesynbTaToB AaHHOrO
OOK/IMHNYECKOTro ncciefoBaHus;

10) otyeT 0 pesynbTaTax AOKJAMHUYECKOro UCC/eAOBaHUA NEKAapCTBEHHOro CPeAcTBa U KAMHMYECKOro
nccnefoBaHUSA NeKAapCTBEHHOro NpenapaTa 414 BeTEPUHAPHOTO NPUMEHEHUS;

11) NPOEKT NPOTOKO/Ia KAMHUYECKOTO MCCNEen0BaHMA JIEKAPCTBEHHOrO npenapata Aas MeAMUMHCKOro
npUMeHeHus;

12) 6pouutopa nccnegosatens;

13) MHGOPMALMOHHbIV IMCTOK NAUUEHT];

14) nHdopmaumMa O BbINJATAX M KOMMEHCALMAX NauMeHTam (340poBbiM A06pOBO/bLAM, 6O/bHbIM)
(nanee - naumeHTbl), NPUBIEYEHHBIM K NPOBEAEHUIO KNMHUYECKUX UCCNeI0BaHNI NeKapCTBEHHOro npenapara
AN MeAMUMHCKOTO NPUMEHEHUA, UCCNeAoBaHUA  OMO3KBMBANIEHTHOCTM WU (MAKM) TepaneBTUYECKOMU
3KBMBA/IEHTHOCTY;

15) oTyeT O pes3yAbTaTax MeXKAYHAPOAHbIX MHOFOLLEHTPOBbLIX KAWMHUYECKUX UCCNenoBaHUM
JIeKapCTBEHHOrO npenapaTa Ans MeguUMHCKOro NPUMEHEHMS, YacTb M3 KOTOPbIX NpOBeAeHa Ha TeppuUTopum
Poccuitckoin degepaumm;

16) NpPOEKT WMHCTPYKUUM MO MPUMEHEHMUIO /IeKapCTBEHHOrO npenapaTta, COAepMKallui cheayolume
cBefleHun:

a) HaMMeHOBaHMe NeKapCTBEHHOrO CPeAcTBa (MeXKAyHapoaHOoe HenaTeHTOBaHHOE WKW XMMUYECcKoe U
TOProBoe HauMeHOoBaHUA);

6) nekapcteeHHas dopma C yKazaHMEM HAMMEHOBAHUN U KOJIMYECTBEHHOMO CoAleprKaHUA (aKTUBHOCTM)
dbapmaLeBTUYECKUX CyBCTaHLMIN U BCMOMOraTe/IbHbIX BELLECTB;

B) dapmaKoTepaneBTUYECKas rpynna AekapcTBeHHOro npenapara;

r) NnoKasaHuA Ans NPUMeEHeEHUs;

) NpoTMBONOKa3zaHMA AN NPUMEHEHUS;

e) pexum [03MpoBaHuA, cnocob BBeaeHUA, NPU HeobXoAMMOCTU BpemMsa Mpuema NeKapCTBEHHOrO
npenaparta, NPOAO/IKUTENIbHOCTb JleYeHUn (B TOM 4YMcine NeKapCTBEHHOro npenapaTta Aas MeAUUMHCKOro
NpUMeHeHna y ZeTei A0 U nocne o4HOro roaa);

(B peq. PepgepanbHOro 3akoHa oT 22.10.2014 N 313-93)

) Mepbl NPeAOCTOPOXKHOCTM NPU NMPUMEHEHUN;



3) CMMNTOMbI NepPeo3UpPOBKM, MepPbI MO OKA3aHUIO MOMOLLM NPU Nepeso3MPOBKE;

1) yKasaHue, npu HeobxoamMmocTu, oCOBEHHOCTEN AeNCTBUA SIeKapCTBEHHOrO npenapaTta Npu nepsom
npueme UAN Npu ero OTMeHe;

K) onucaHue, npu HeobxoaumocTM, AeicTBuiA Bpadva (denbawepa), cneuuanucta B obnactu
BETEPUHAPMM, MAUMEHTA, BALENbLA KMBOTHOTO NPW MPOMyCKe MNpuema OAHOM MAM HECKO/IbKMX [03
JIeKapCTBEHHOIO Npenapara;

/1) BO3MOKHble NOOOYHbIE AEUCTBUA NPU NPUMEHEHUWN TIEKAPCTBEHHOIO NpenapaTa;

M) B3aMMOZLENCTBME C APYTMMM NEKApPCTBEHHbIMM Mpenapatamv U (MaM) NULWEBbIMM MPOAYKTAMM,
KOpMamu;

H) yKasaHMe BO3MOXKHOCTU U OCODEHHOCTEN MEANUMHCKOIO NPUMEHEHUA NEKapPCTBEHHOrO npenaparta
6epeMeHHbIMU KEHLWMHAMM, KEHLWMHaMM B Nepuos TrpyaHOro BCKAPMIMBAHWA, AETbMW, B3POC/bIMW,
UMELLUMM XPOHUYECKMEe 3aboneBaHUs;

0) cBeZeHMA O BO3MOMKHOM B/IMAHMU NEKAapPCTBEHHOMO MpenapaTta A8 MeAUUMHCKOrO NPUMEHEHMA Ha
CNoCcoBHOCTb YNpPaBAATb TPAHCNOPTHbIMU CPEACTBAMM, MEXAHNU3MAMMU;

N) CPOK rOAHOCTM M yKa3aHWe Ha 3anpeT NPUMEHEHUA JIeKapCTBEHHOTO NpenapaTta Mo UCTeYeHUM CPOKa
rogHoCTH;

p) ycnoBuAa xpaHeHus;

C) yKasaHuMe Ha HeobXO0AMMOCTb XPaHEHWA NIEKAPCTBEHHOrO Npenapata B MecTaX, HeAOCTYNHbIX A
netven;

T) YyKasaHue, NpU HeobXOAMMOCTM, CMeuMaNbHbIX Mep MNPefoCTOPOXKHOCTM MPU  YHUUTONKEHWUU
HEWNCMNO/b30BAHHbIX IEKAPCTBEHHbIX NPENAPaTOB;

Yy) CPOKM BO3MOXKHOFO WCMNO/b30BAHMA NPOAYKLMU KUBOTHOMO MNPOUCXOXKAEHUSA MOCAe BBeAEHUS
YKMBOTHOMY JIEKAPCTBEHHOTO NpenapaTta 418 BETEPUHAPHOTO NPUMEHEHUS;

¢$) HanmeHoBaHWe, agpec NPOU3BOAMTENA JIEKAPCTBEHHOrO Mpenapata U agpec Mecta NPou3BOACTBA
JIeKapCTBEHHOIO Npenapara;

X) YCNOBMA OTNYCKA;

(nn. "x" BBeaeH PepepanbHbim 3aKoHOM 0T 29.11.2010 N 313-93)

17) nepeBefeHHaaA Ha PYCCKUN A3bIK M 3aBEpPEeHHas B YCTAHOB/IEHHOM MOPALKE KOMuA OOKYMEHTa,
NnoATBEPXKAAIOWENO PErncTpaLmio NEKApCTBEHHOINO Npenapata B CAyvyae ero perncrpaumuv BHe npeaenos
Poccuiickoin Pepepaumm;

18) OOKyMEHTbI, NpeacTaBasieMble B COOTBETCTBMM €O cTaTbAmM 19 - 23 HacToAwero depepanbHOro
3aKOHa.

4. Mo »KenaHuto 3aaBuUTeNA MOryT ObiTb NpeacTaB/ieHbl OTYETbl O NPOBEAEHHbIX B CTPaHE 3aABUTENA U
OPYrUX CTpaHax pesysibTaTaxX KAMHUYECKMX WCCnefoBaHWW, UCCNenoBaHU BGUOIKBUBANEHTHOCTUM U (Mnu)
TepaneBTUYECKON 3KBMBANEHTHOCTM JNIEKAapCTBEHHOro rpenaparta (BKAYas 3MMAEMUONOTMYECKME WK
3MNM300TO/IOMMYECKME UCCNe0BaHMA UMMYHOONONOMMYECKMX IEKAPCTBEHHbIX NPEenapaTos, NpeaHa3Ha4YeHHbIX
AN UMMYHOJIOTUYECKON NPOodUNaKTUKM U fleyeHna MHOEKLUMOHHbIX 3aboneBaHuii, B TOM uYncne y aeteit),
cofep:Kalime onucaHMAa MPOBEAEHHbIX WCCNeAOBAaHWIN J/IeKAapCTBEHHOIO npenapaTa, WX pe3ynbTaTbl U
CTaTUCTMYECKMUIA aHaIM3 MONYYEHHbIX PE3y1bTaToB.

5. K 3asB/1eHUI0 O rocyfapCTBEHHOM PErucTpaLmMmn NeKapcTBEHHOIO NpenapaTa NpuaaratoTCs:

1) AOKYMEHT, MOATBEPXKAANOWMIA yNaaTy rocyAapCTBEHHOM MOLWJ/IMHbI 33 NPOBEAEHWME 3KCMEPTU3bI
OOKYMEHTOB A5 NOJYYEHUA paspelleHMi Ha NpPOBeAeHME KAMHUYECKUX WUCCAeAOBaHUM NEeKapCTBEHHOTO
npenapaTta Ana MeANUMHCKOTO NPUMEHEHMUA M STUYECKOW SKCNepTU3bl Npu obpalleHnn 3a rocyaapCTBEHHOM
pervcTpaumeit 1eKapcTBEHHOro NpPenapara;

2) [DOKYMEHT, NOATBEPKAAIOWMIA ynaaTy rocyAapCTBEHHOM MOWAMHBI 3@ NpoBeAeHWe 3KCMepTUsbl
KayecTBa /IEKAapPCTBEHHOTO CPEeACTBA M 3KCNEPTU3bl OTHOLUEHUA OXWMAAEMOMW NO/b3bl K BO3SMOXHOMY PUCKY
NPUMEHEHMA NEKAPCTBEHHOIO NpenapaTa, PaspeleHHOro A1 MeAUUMHCKOTO NPUMEHEHUA Ha TEPPUTOPUM
Poccuitickoit ®depepaumm 6onee aABaauatv Net, NpU rOCYAAPCTBEHHOM PErucTpaumm NeKapCTBEHHOrO
npenapara;

3) [OKYMEHT, noaTBepKAaloWMi ynaaTy rocyAapCTBEHHOM MOW/AMHBI 3@ NpoBeAeHWe 3KCNepTusbl
KayecTBa /JIEKapCTBEHHOrO CPeACcTBA M 3KCNEpPTU3bl OTHOLLIEHUS OXWAAEMOW NO/b3bl K BOSMOXXHOMY PUCKY
NPUMEHEHMA JIeKapCTBEHHOrO npenapata Ans MeAMUMHCKOrO NPUMEHEHWs, B OTHOLWEHWU KOTOPOro
npoBeAeHbl MeXAyHAapOoAHblE MHOTOLEHTPOBbLIE KAMHUYECKME UCCNeL0BaHMA, YacTb M3 KOTOPbIX NpoBeaeHa
Ha TeppuTopUKn Poccuincko Pepepaumn, Npu rocy4apcTBEHHON perncTpaLmm 1eKapcTBEHHOro NPenapara;



4) NOKYMEHT, NOATBEpXAAloWMi ynnaTy rocyAdapCTBEHHOW MOLW/IMHbLI 3a NPOBeAEeHWe 3SKCMepTusbl
KayecTBa /IEKAPCTBEHHOrO CPeAcTBa M 3KCMEPTM3bl OTHOLUEHUA OXWAAEMOM MO/b3bl K BO3MOXHOMY PUCKY
NPMMEHEHUA NEeKaApCTBEHHOro npenapata AAA BETePUHAPHOIO MPUMEHEHMA MPU ero rocyaapcTBEeHHOM
perucrpauum.

6. He ponycKkatoTca nonydeHue, pasrialleHue, UCMOoJib30BaHWME B KOMMEPYECKUX LEenax U B Lensx
rocyapCTBEHHOW pPerncTpaumm NeKapCTBeHHbIX NpenapaTtoB MHPOpMALUMKM O pe3ynbTaTax AOKANHUYECKUX
MUCCNefoBaHMN NIEKAPCTBEHHbIX CPEACTB M KAWMHMYECKMX WCCNefOoBaHMM NIeKapCTBEHHbIX MNPEnapaTos,
npeacTaB/feHHON 3aABUTENIeM [A/1A FOCYyAapCTBEHHOW perncTpauum nekapcTBeHHbIX npenapatos, 6e3 ero
corflacuA B TeYeHMe WeCTM NeT € AaTbl roCyAapCTBEHHOM PerncTpaumm 1eKapCcTBEHHOMO NpenapaTa.

HecobnloaeHune 3anpeTta, YCTaHOB/IEHHOrO HACTOALLENA 4YacTbio, BAeYeT 3a coboli OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAaTeNnbCcTBOM Poccuitckoit ®epepaumu.

Ha Tepputopun Poccuitckoit ®Pepgepaumm 3anpeutaetca obpalleHMe IeKapCTBEHHbIX CPeacTs,
3aperMcTpPUpPOBaHHbIX C HAPYLIEHMEM HaCcToALWEN YacTu.

(4acTb 6 BBeaeHa PegepanbHbiM 3akoHom oT 11.10.2010 N 271-03)

Cratba 19. lMpuHATUE pelleHnA O Bblgaye IKCNepTHOMY yypexKaeHUI0 U coBeTy MO 3TUKe 3aJaHMA Ha
npoBeAeHne sKCNepTn3bl NeKapCTBEHHbIX CPeaCcTB

1. B TeyeHMe nATM paboumx AHEN CO AHA MNPUHATUA 3a8BJEHUA O TFOCYAAPCTBEHHOM perncrpauumu
NIEKAPCTBEHHOrO npenapaTta YMNoJHOMOYEHHbIN ¢defepasibHblit OpraH MCMOJIHUTENIbHOW BAAcTU MPOBOAUT
NpPOBEPKY NOJHOTbI M AO0CTOBEPHOCTM CBEAEHWM, COAEPKALLMXCA B NPEACTAB/EHHbIX 3a8BUTENEM MaTepManax,
M NPUHUMAET peLLeHMe O BblAaye 3a4aHMA Ha NpoBeaeHue:

1) aKCnepTM3bl IEKAPCTBEHHbIX CPEACTB B YaCTM 3KCMEPTU3bl 4OKYMEHTOB AN NOAYYEHUA pa3pelleHus
Ha NpoBeAeHMNE KNAMHUYECKOTO UCC/IeA0BaHNA IEKAPCTBEHHOTO NpenapaTta 419 MeANLMHCKOro NPUMEHEHMA B
COOTBETCTBMM C LENSMM, YKasaHHbIMM B cTaTbe 38 HacTosawero deaepanbHOro 3akoHa, U 3TUYECKOM
3KCNepTM3bl B OTHOLIEHWW NEKAPCTBEHHbIX MPEnapaToB, A/A KOTOPbIX HE MNPOBOAUAUCH KAMHUYECKUE
nccnenoBaHus Ha TeppuTopumn Poccuniickon deaepaymm, Ha OCHOBAHUM AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 -
9, 11 - 14, 17 yact1 3 n nyHKTe 1 yactn 5 ctatbn 18 HacToAwero ®efepanbHOro 3aK0OHa;

2) 3KCnepTM3bl JIEKAPCTBEHHbIX CPEACTB B 4YacCTM 3KCMEpPTM3bl KayecTBa /IeKAPCTBEHHONO CpeacTsa M
3KCMepTU3bl OTHOLIEHMA OXUAAEMOW MO/b3bl K BOSMOXHOMY PUCKY NPUMEHEHWS IeKapCTBEHHOrO npenapaTa
aNna  MeAUUMHCKOrO MPUMEHEHMA B OTHOLIEHWM JIEKAPCTBEHHbIX MPEnapaToB, pPa3peLlleHHbIX A4nA
MeAUUMHCKOro NpUMeHeHnsa Ha Tepputopumn Poccuiickoii ®Peaepaunmn b6onee Asaauatv seT, Ha OCHOBaHUK
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 9, 16 yactm 3 u nyHkTe 2 yactn 5 ctatbm 18 HacToAuero ®eaepasbHOro
3aKOHa, a TaK)Ke JIeKapCTBEHHbIX MpPEnapaTtoB, B OTHOLWIEHMWU KOTOPbIX MNPOBEAEHbl MeXAyHapoaHble
MHOTOLEHTPOBbIE KAMHUYECKME WUCCAeAoBaHWUA, YacTb M3 KOTOPbIX MpoBeAeHa Ha TeppuTopum Poccuiickoi
depepaunm, Ha OCHOBAHMWN AOKYMEHTOB, YKa3aHHbIX B MyHKTax 1 -9, 15 - 17 yacti 3 1 nyHKTe 3 4actn 5 cTtatbm
18 HacToawero ®eaepanbHOro 3aKOHa;

3) 3KcnepTMsbl NEKAPCTBEHHOro CpPeacTBa B  OTHOLIEHMM JIeKAPCTBEHHbIX MpenapatoB A

BETEPUHAPHOIO NPUMEHEHMA Ha OCHOBAHMM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 1 - 8, 10, nognyHkTax "a
"m", "n" - "®" nyHKkTa 16, nyHKTe 17 Yactu 3 M NyHKTe 4 yacTn 5 ctatbn 18 HacToAwero ®eaepanbHOro 3aKoHa.
(8 pea. PepepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

2. YNONHOMOYEHHbIN deaepasibHbli OpraH UCNOAHUTEIbHOW BNACTU YBEAOMAAET B NMUCbMEHHOMN dopme
3aABUTENA O NPUHATOM PELLEHUUN WU B C/TyYae OTKa3a C YKa3aHWeM MPUYMH TaKoro OTKasa.

2.1. B cnyyae BbIABNEHWUA HELOCTOBEPHOCTU CBEAEHWUM, COAEPKALMXCA B NPeACTaBAEHHbIX 3aABUTENIEM
MmaTepuanax, yrnoJHOMOYEHHbI GpeaepasbHblii OpraH MCNONHUTENIbHOWM BIACTU HAaNpaBAseT 3asBUTE/TO 3anNpoc
06 YTOYHEHMM YKaszaHHbIX cBedeHMW. [laHHbIA 3anpoc MOMKeT ObiTb nepedaH YNoJHOMOYEHHOMY
npeacTaBUTENtO 3aABMTENS IMYHO MOJ PACMMCKY, HanpasBiaeH Mo MoyTe 3aKasHbiM NMUCbMOM WM NepefaH B
3NEKTPOHHON hOopMe MO TENNEKOMMYHMKALUMOHHbIM KaHanam cBAsW. B cnyyvae HanpasieHua AaHHOrO 3anpoca
Mo MoyTe 3aKasHbIM MUCbMOM OH CYMTAETCA NOJIYYEHHbIM MO UCTEYEHUW LLECTU AHEN C AaTbl HanpaB/eHWus
3aKa3HOro nucbma.

(4acTb 2.1 BBeaeHa ®enepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

2.2. 3asBuTenb o6A3aH NpeacTaBUTb OTBET HA 3anpoC YNOJHOMOYEHHOro deaepasbHOro opraHa
WCMNOIHUTENbHOM BAACTM B CPOK, HE MPEeBbIWAOWNN AeBAHOCTa pabounx AHen co AHA NOAyYeHMA OAHHOro
3anpoca. CpoK, yKasaHHbIA B 4YacTu 1 HacToAwel cTaTbW, MPMOCTAaHABAMBAETCA CO [AHA HanpaBieHuWA



3a8BUTENI0 3aMnpoca YNnosHOMOYeHHoro deaepanbHOro opraHa MCNOMHUTENbHOW BAACcTU A0 AHA MOAYYeHUs
MM OTBETa Ha AaHHbIN 3anpoc.
(4acTb 2.2 BBeaeHa ®enepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

3. OcHoBaHMeM [ANA OTKasa B OpraHM3aluM 3KCMepPTU3, YKasaHHbIX B YacTM 1 HacTosliein cTaTby,
ABAAETCA NpPeACTaB/ieHne HeobXoAMMbIX AN NPOBEAEHMA 3TUX IKCMEepPTU3 AOKYMEHTOB, Mepeync/ieHHbIX B
yactax 3 u 5 cratbu 18 HacToAwero deaepanbHOro 3akoHa, B HenosHoM obbeme, HenpeacTaBiaeHMe
3afBUTENEM B YCTAaHOB/IEHHbIM CPOK OTBETAa Ha YKasaHHbIM B 4Yact 2.1 HacToAwel craTbu 3anpoc
YyNOAHOMOYEHHOTO $eaepanbHOro opraHa UCNOAHUTENbHOM BAACTK, @ TaKKe NpeacTaBleHne AOKYMEHTOB, He
coAepKallMX MCYEPbIBaOLLErO NepeYyHa HeobXoANMMbIX CBEAEHNN.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

Cratba 20. 3KCI’IepTI/I3a AOKYMEHTOB 414 NOJydeHUA pa3peweHna Ha nposeaeHne KAMHUYeCKoro
nccnenoBaHMA N1€eKapCTBEHHOINO NpenapaTta ana meanumHCKOro npumeHeHna n 3TUYECKOoM IKCNepTn3bl

1. 3KkcnepTn3a AOKYMEHTOB A4/ NOJMYyYEeHUA paspeLleHnsa Ha NpoBedeHMe KJMHMYECKOro UccaeaoBaHus
JIeKapCTBEHHOro npenapaTa A8 MegULMHCKOro MPUMEHEHMA B COOTBETCTBMM C Le/IAMM, YKa3aHHbIMU B CTaTbe
38 HacToAwwero PenepanbHOro 3aKOHa, 3TUYECKAA IKCNepPTM3a, COCTaBAEHNE KOMUCCUEN IKCNEPTOB U COBETOM
Mo 3TWUKE 3aK/NOYEHU O BO3MOXKHOCTM WAM  HEBO3MOMKHOCTM MNPOBEAEHMA TaKOro KAMHUYECKOro
NCCNen0BaHUA U HanpaB/ieHUe 3TUX 3aKA0YEHUI B YTOTHOMOYEHHbIN deaepanbHblii OpraH UCNOHUTENbHOM
BNACTW OCYLLECTBAAKOTCA B CPOK, HE MPEBbILIAIOLWMI TPUALATU Pabounx AHEN CO AHA NONYYEHUA SKCMEPTHbIM
yypexgeHnem 3aaHnA ynoaHoMo4veHHoro desepasibHOro opraHa UCNOJIHUTENIbHOM BAACTU C NPUNOXKEHNEM
HEeobX0AMMbIX AOKYMEHTOB, YKa3aHHbIX B MyHKTax 9, 11, 12 yactu 3 ctatbun 18 HactosAwero dPenepanbHOro
3aKOHa, OKYMEHTOB, YKa3aHHbIX B YacTu 4 ctatbm 18 HacToAawero PenepanbHOro 3akoHa U NpeacTaBAeHHbIX
Nno KefaHuio 3aABUTEeNA, W COBETOM MO 3TWUKe 33a4aHuA YMNOJIHOMOYEHHOro denepanbHOro opraHa
WCNOJIHATENbHOM BNACTU C NPUNONKEHUEM HEOBXOAMMbIX LOKYMEHTOB, YKa3aHHbIX B NyHKTax 11 - 14 yactu 3
cTaTbk 18 HacToAwero PegepanbHOro 3aKoHa.

2. [lokyMmeHTbI, cogepKalimeca B permcTpauMoHHOM A0Cbe U MOCTYMMBLUME B SKCMEPTHOE yypexaeHue,
COBET MO 3TWUKe AO1A OCYLEeCTB/IEHUA MX 3KCNepTU3bl B LENAX NOJNyYeHWUA paspelleHns Ha nposegeHue
KNMHUYECKOTO0 WCCNefoBaHMA JIEKAapCTBEHHOrO Mnpenapata 4aa MeAMUMHCKOrO NpUMEHEeHWs, nognexkat
BO3BPATy B YMNOJIHOMOYEHHbIM deaepanbHblii  OpraH WCMNOAHUTENIbHOM BAAcTM OOHOBPEMEHHO C
3aKNOYEHMAMM COOTBETCTBYHIOLLMX SKCNEPTUS.

Cratba 21. lMonyyeHne paspelleHMA Ha NpoBefeHUe KAMHUYECKOro MUccaefoBaHWA NIeKapCTBEHHOMO
npenaparta gna MeanuMHCKOro NpuMeHeHun

1. B cpoK, He npesbllWatowWwmii NATU Pabounx AHEN Co AHA NONYYEHUA 3aKNHOUEHMUI, YKa3aHHbIX B CTaTbe
20 Hactoawero ®eaepanbHOro 3akoHa, YNOAHOMOYEHHbIM deaepanbHblii OpraH WUCMOAHWUTENbHOW BAACTM
OCYLWIECTBASAET OUEHKY MOCTYMUBLUMX 3aK/AOYEHUN ANA OnpedeneHUs WX COOTBETCTBMA 3aJ4aHMAM Ha
npoBeAeHNe COOTBETCTBYIOLLMX IKCMEPTU3 U YBEAOMASET 3aABMTENA B NUCbMEHHOW GOpmMe O pesynbraTtax
NPOBeAEeHHbIX 3KCMEPTU3 M O BO3MOXKHOCTM WM HEBO3MOMHOCTM BblAauM 3anABMTENO paspelleHusa Ha
npoBeAeHne KIMHNYECKOTO UCCNEeA0BaHUA 1EKAPCTBEHHOTO Npenaparta Aasa MeauLUHCKOro NpUMEHEHWs.

2. Mpy NPUHATMM pelleHns O BO3MOXHOCTM Bbl4auM paspelleHus Ha npoBedeHUe KANHUYECKOro
MCCNefoBaHNA  NEKapCTBEHHOro npenapata  Ana  MEeAMUMHCKOTO  NPUMEHEHMA  YNOJHOMOYEHHbIN
denepanbHblii  OpraH  WCMONHUTENbHOM  BAACTM  MPUOCTaHABAMBAET MPOBEAEHME rOCyAapCTBEHHOM
perucTpauumn NeKapcTBEHHOro npenaparta 40 AHA NoAauyu 3asBUTENEM B YNOJAHOMOYEHHbIM deaepanbHbii
OopraH MCMOAHUTENbHON BNACTM 3aABAEHMA O MOJYYEHUU pPaA3PELIEHUA Ha MpoBedeHME KAMHUYECKOro
nccnefoBaHNA NeKapCTBEHHOTO Npenapara 418 MeAULMHCKOro MPUMEHEHMS.

3. B cayyae NpUHATMA pelleHns 0 HEBO3MOXHOCTM Bblaaun paspeLleHns Ha NposeaeHne KAMHUYECKoro
NUCCNeoBaHMA  NEKapCTBEHHOro npenapata  Ana  MEeAMUMHCKOTO  NPUMEHEHMA  YNOJHOMOYEHHbIN
denepanbHbii OpraH MCNOAHUTENbHOM BNACTM NpPeKpaliaeT npoueaypy roCyLapCTBEHHOM perMcTpaumm
NleKapcTBEHHOTO NpenaparTa.

Cratba 22. PeweHune o nposeaeHNUnNn KAMHUNYECKOTro uccnegoBaHuUA NEeKapCTBEHHOrNo npenapara AnA
MegnuUnHCKOro npumeHeHunA



1. [na nonyyeHusa paspelleHns Ha npoBedeHUe KIMHUYECKOro WCCAeoBaHUA NeKapCTBEHHOTO
npenapata Aaa MeAuUMHCKOTO MPUMEHEHMA 3asBUTENb NPeACcTaBAsAeT B YNOJHOMOYEHHbIM deaepanbHbIn
OpraH UCMONHUTENbHOM BNACTU:

1) 3asBNeHME 0 NONYyYEeHUM pa3pelleHma Ha NpoBeaeHMe AaHHOTO KIMHUYECKOro UCCNeloBaHNS;

2) cBepgeHua o6 onbiTe paboTbl UcceaoBaTeNell NO COOTBETCTBYIOLMM CNELMANbHOCTAM U UX ONbiTe
paboTbl N0 NPOBEAEHUIO KINHUYECKUX UCCNea0BaHUI;

3) Konuio poroBopa 06M3aTeNIbHOrO CTPAxXOBaHWA KU3HW, 340POBbA NALMEHTOB, Y4acTBYHOLIUX B
KNIMHUYECKOM UCCNEeA0BaHNM IEKAapPCTBEHHOTO NpenapaTta Ana MeAUUMHCKOro NpumMeHeHun (ganee - 4OroBop
06A3aTeNbHOrO CTPaxoBaHWUSA), 3aKAKYEHHOrO B COOTBETCTBUM C TUMOBbIMM NpaBuaAamu o06s3aTesibHOro
CTPAxOBaHMA KU3HM, 300POBbA MALMEHTA, YYaCTBYIOLWLErO B KJAMHMYECKOM WCCNeLO0BAHUM NEKAPCTBEHHOTO
npenapata 4aa MeAMUMHCKOrO MPUMEHEeHUs, yTeepaeHHbiMK MpaButenscteom Poccuitckoit Pepepaumm
(manee - TMNOBbIE NpaBuia 06A3aTeIbHOIO CTPAXOBaHUSA), C yKazaHWEM NpeaebHON YNCIEHHOCTU NauUeHTOB,
YYaACTBYIOLLMX B KIMHUYECKOM UCC/eA0BaHMM NEeKAaPCTBEHHOrO Npenaparta 414 MeguUNHCKOro NpUMeHeHus;
(n. 3 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4) cBeaeHMA O MeAULMHCKUX OpraHu3auusax, B KOTOPbIX Mpegnosiaraetcs npoBegeHue KAUHUYECKUX
NCcCNefoBaHUM JIeKAapCTBEHHOTO Mnpenapata 4a1a MeAWMUMHCKOrO MpUMMeHeHMs (NosIHoe M COKpaleHHoe
HAaMMEHOBAHWA, OpPraHU3aLMOHHO-NPaBoBaa ¢GOpPMa, MECTO HaxOXAEHMA U  MEeCTO OCYLLECTB/IEHUA
neaTtenbHoctu, TenedoH, Tenedakc, agpec 3NeKTPOHHON NOUTbl MeANLUHCKOW OpraHu3aummn);

(n. 4 8 pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

5) npegnonaraemble CPOKM NpoBeAeHMA KINHUYECKOro UCC/e0BaHNA IEKAapCTBEHHOMO npenaparta A
MeANLMHCKOro NpUMeHeEHUA.

(n. 5 BBeaeH ®enepanbHbiM 3akoHOM oT 11.10.2010 N 271-d3)

2. B cpokK, He npeBbIWaOWMN NATU Pabounx AHEN co AHS NPUHATMA YKa3aHHOro B YacTu 1 HacToswewn
CTaTbW 3aAB/IEHUA C MPUIOKEHMEM HEOBXOAMMbBIX AOKYMEHTOB, YNONHOMOYEHHbIM deaepanbHbii opraH
WUCNONHUTE/IbHOM BNacTu:

1) npoBOAWUT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHUWN, COAEPHKAWMXCA B MNpPencTaBAEHHbIX
3aABUTE/IEM MATepUanax;

2) NpUHUMaEeT peleHMe O Bblgaye paspelleHMa Ha NpoBedeHMe KJMHWUYECKOro MuccnenoBaHusA
JIEKapCTBEHHOrO npenapata Aas MegMUMHCKOro MNpUMEeHeHWs WM o6 OoTKase B Bblgaye YKasaHHOro
pa3pelueHus;

3) yBegomnsieT B NUCbMEHHOM ¢opme 3afBUTENA O MPUHATOM PeeHUU WAW B C/yYyae OTKasa C
YKa3aHMeM NPUYMH TaKOro OTKa3a;

4) BblaaeT paspelleHre Ha NpoBeaeHMe KAMHUYECKOrO UCCNen0BaHMA IEKapCTBEHHOMO npenaparta gas
MEOMLMHCKOrO NPUMEHEHUA B MOpPALKE, YCTAaHOB/AEHHOM YMOJIHOMOYEHHbIM deaepanbHbIM OpraHom
WUCNONHUTE/IbHOM BNaACTW.

2.1. B cnyyae BbiiBNE€HUS HEAOCTOBEPHOCTM CBEAEHWUM, COAEPIKALLMUXCA B NPEACTABNEHHbIX 3aABUTENIEM
maTepuanax, ynosHOMOYEHHbI denepasbHbli OpraH UCMOIHUTE/IbHOM B1IaCTM HaNpaBAAeT 3asBUTEN0 3anpocC
00 YTOYHEHWW VYKasaHHbIX cBegeHu. [aHHbIM 3anpoc MOXKeT OblTb nepegaH YNOJHOMOYEHHOMY
NpeAcTaBUTENIO 3aABUTENA JIMYHO MOA PaCcnMCKy, HanpaBaeH No no4yTe 3aKasHbiM MUCbMOM WM NepefaH B
3/IEKTPOHHOM dopme Mo TeNEKOMMYHUKALMOHHbIM KaHaiam cBA3U. B cnyyae HanpaBieHMA AaHHOro 3anpoca
Nno mnoYyTe 3aKasHbIM MUCbMOM OH CYMUTAETCA MOJIyYEHHbIM MO UCTEYEHUM LUIECTU AHEeN C AaTbl HanpaBAeHuA
3aKa3Horo nucbma.

(4acTb 2.1 BBeaeHa ®enepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

2.2. 3asaBuTtenb 06A3aH npeacTaBUTb OTBET Ha 3anpoc YMNOJIHOMOYEHHOro d¢eaepanbHOro opraHa
MCMOJIHUTENIbHOM BAACTU B CPOK, He NpeBblllaloWwmnii AeBAHOCTa pPaboymx AHen co AHA NOAYyYeHWUs AAHHOTO
3anpoca. CpoK, YKasaHHbI B 4acTM 2 HacTosiweir cTaTbM, MPUOCTaHaB/IMBAETCA CO [AHA Hanpas/eHuA
3as8BUTENIO 3anpoca YyNnosHOMOYEeHHOro peaepanbHOro opraHa MCNONHUTENbHOM BAcTM A0 AHA MOJyYeHuA
MM OTBETa Ha AaHHbIN 3anpoc.

(4acTb 2.2 BBeaeHa ®eaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

3. OcHOBaHMAMM A/1A OTKa3a B BblAaye paspelleHua Ha NpPoBefeHME KAMHMYECKOro MCC/iefoBaHuA
NIEKAPCTBEHHOrO npenapata AfA MeAUUMHCKOro NPUMEHEHUA ABAAKOTCA HenpeacTaB/leHUe AOKYMEHTOB,
YKasaHHbIX B 4actM 1 HacToswen CTaTbW, HECOOTBETCTBME COLEPKAHWUSA MNPEeACTaBAEHHbIX LOKYMEHTOB
TpeboBaHMAM HacTosiwero PepepanbHOro 3aKoHa, HenpeacTaB/eHWe 3afBUTE/IEM B YCTAaHOBJ/IEHHbIM CPOK



OoTBEeTa Ha YKasaHHbIM B Yactu 2.1 HacToAuWel cTaTbM 3anpoc yrnoaHomouyeHHoro denepanbHOro opraHa
NCMOAHUTENBHON BAAcTU B0 HanUuMe 3aKAUYEHNA KOMUCCUM SKCNEPTOB WM 3aKNOYEHUA COBETa Mo 3TUKe
0 HEBO3MOXHOCTM NPOBeAEeHMA KIMHUYECKOrO UCCNeA0BaHNA IeKapCTBEHHOro npenapaTa 414 MeauUMHCKOro
NPMMEHEHNA MO pe3ynbTaTaM NPOBEAEHHbIX 3KCMEepPTM3, NpPeAyCMOTPEHHbIX cTaTbelr 20 HacToAwero
denepanbHOro 3akoHa.

(8 pen. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, o1 25.11.2013 N 317-3)

Cratba 23. 3KCI'IepTM3a Ka4yeCTBa /1€KapCTBEHHOINo cpeacrtBa U 3KCNEPTU3a OTHOLWIEHUA O)KVI,CI,aEMOﬁ
NOJZIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHNA NEKAPCTBEHHOIO NpenapaTta 414 MeAUUNHCKOIro npumeHeHuA

1. 3KcnepTu3a KayecTBa JIEKApPCTBEHHOIO CPeACTBa WM 3KCMEepTM3a OTHOLUEHMA OXWAAEMON MOJb3bl K
BO3MOKHOMY PUCKY NPUMEHEHMUA IEKAPCTBEHHOIO NpenapaTta 413 MeAULMHCKOrO NPUMEHEHUA, COCTaBNEHNE
KOMMUCCUAMM 3SKCNEPTOB 3aK/OYEHWI MO pe3yabTaTamM MNPOBEAEHHbIX 3KCMEPTU3 W HamnpaBAeHME TaKuX
3aK/IIOYEHMI B YNOJIHOMOYEHHbIM denepanbHbli OpraH MCNOAHUTENIbHOM BAACTU OCYLLECTBAAOTCA B CPOK, He
NpPeBbILAOWMIA CTa AECATU Paboumx AHEW CO AHA MONYYEHUNA SKCMEPTHLIM yUpEeXAeHUEM COOTBETCTBYIOLLENO
3a/laHUA YNoSHOMOYEHHOro deaepanbHOro opraHa UCMOIHUTENbHOM BNACTU C AOKYMEHTaMM, YKa3aHHbIMU B
nyHKtTax 1 - 8, 15 - 17 yactn 3 ctatbm 18 HacToAwero PenepanbHOro 3akoHa, M OTYETa O NMPOBEAEHHOM
KNMHUYECKOM MCCef0BaHNM IEKAPCTBEHHOTO NpenapaTa 418 MeANUUHCKOro NPUMEHEeHUs.

2. Qna npoBefeHMA yKasaHHbIX B 4acTW 1 HACTOALWEN CTaTbM 3KCMNEpPTM3 3aABUTENb MNPELCTaBAAET B
YNONHOMOYEHHbIM defepasbHbIi OpraH UCNOJIHUTE/IbHOM B1aCTu:

1) 3asBneHMe O BO30OHOBJEHMM T[OCYAAPCTBEHHOM perncTpaumu JeKapcTBEHHOro mnpenapaTta W
NnpoBeAeHNM YKa3aHHbIX B 4aCTM 1 HAacToALLEN CTaTbW SKCNEPTUS;

2) oT4eT 0 NPOBEAEHHOM KAMHUYECKOM UCCNEeL0BaHMM NEKAPCTBEHHOIO NpenapaTa Ans MeguLUMHCKOro
NpUMeHeHus;

3) [OKYMEHT, noATBEpKAAIOWMIA ynaaTy rocyAapCTBEHHOM MOW/AMHbLI 3@ NPOBEeAEHWE 3KCMepTUsbl
KayecTBa /JIEKAapPCTBEHHOMO CPEeACTBA M 3KCNEPTU3bl OTHOLUEHWUS OXWAAEMOW NO/b3bl K BOSMOXHOMY PUCKY
NPUMEHEHMA NEeKAPCTBEHHOIO Mpenapata AAAa MEeAMUMHCKOTO NPUMEHEHWs MpU ero rocyaapCTBEHHOM
pervcTpauuu.

3. B CpoK, He npeBblWaloWMii NATU pPaboymx gHEeN co AHA MPUHATUA 3aABJEHUA C AOKYMEHTaMMU,
YKa3aHHbIMM B YacTi 1 M nNyHKTax 2 M 3 YyacTu 2 HACTOALLEN CTaTbW, YNOJHOMOYEHHbIN deaepanbHbiii opraH
WCNOJIHUTENbHOM BNACTU:

1) npoBoAMT NpoBepKYy NOJHOTbl U [OCTOBEPHOCTM [AAHHbIX, COAEPNKALLMXCA B NPeAcTaBAEHHOM
3aABMTE/IEM OTYeTe O MPOBEAEHUU KAMHUYECKOrO WCCNe0BaHUA JIeKapCTBEHHOrO npenapata  Ans
MeANUNHCKOTO NPUMEHEHMA N B LOKYMEHTAX, COAEPKALLUUXCA B PETUCTPALMOHHOM [0ChE;

(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHMMAET pelleHne 0 BO30OHOBNEHUWN FrOCYAAPCTBEHHOW PerucTpaLumn NekapcTBEHHOro npenapaTta
W MNPOBEeAEHMM YKa3aHHbIX B 4acTM 1 HacTosuel cTaTbM 3KcnepTus uMamM ob oTKase B BO30OHOBAEHUM
rocyapCTBeHHOM PerucTpaummn NekapcTBeHHOro npenapaTta Ana MegULMHCKOro NPUMEHEHUA U NPOBEAEHUM
TaKWUX IKCNepTus;

3) yBegomnser B NUCbMeEHHOM dopme 3aABUTENA O MPUHATOM pPELEHUM WAW B Cydae OTKasza C
yKasaHMeM NPUYMH TaKoro OTKasa.

3.1. B cnyyae BbIABNEHWUA HELOCTOBEPHOCTU CBEAEHWUM, COAEPKALMXCA B NPeACTaBAEHHbIX 3aABUTENEM
MaTepuranax, yrnoJHOMOYEHHbI dpedepasibHbIi OpraH UCNONHUTENIbHOW BIACTU HAaNpaBAseT 3asBUTE/IO 3aNpoc
06 YTOYHEHMM YyKasaHHbIX cBeAeHMWA. [laHHbIM 3anpoc MOMKeT ObiTb nepedaH YNnoJHOMOYEHHOMY
npeAcTaBUTENIO 3aABUTENS IMYHO MOJ PACMMCKY, HanpasBaeH Mo MoyTe 3aKasHbiM NMUCbMOM WM NepesaH B
3NEKTPOHHON hopMe MO TENEKOMMYHMKALUMOHHbIM KaHanam cBAsW. B cnyyvae HanpasaeHusa AaHHOrO 3anpoca
Mo MoyTe 3aKasHbIM MUCbMOM OH CYMTAETCA NOJIYYEHHbIM MO UCTEYEHUU LUECTU AHEN C AaTbl HanpaB/ieHus
3aKa3HOro nucbma.

(4acTb 3.1 BBeaeHa ®enepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

3.2. 3asBuTenb o6A3aH NpeacTaBUTb OTBET HA 3anpoc YNOJHOMOYEHHOro deaepasbHOro opraHa
WCMNOIHUTENbHOM BNACTM B CPOK, HE MPEeBbIWAOWNN AeBAHOCTa pabounx AHen co AHA NOAyYeHUA OAHHOro
3anpoca. CpoK, YyKasaHHbIA B 4YacTM 3 HacToAWeW CcTaTbW, MPMOCTAHABAMBAETCA CO [AHA HanpaBAeHuWA
3aABMTE/NI0 3anpoca YNoAHOMOYEeHHOro defepasbHOro opraHa UCMONHUTENbHOM BAACTU A0 AHA NOAYYEeHUA
MM OTBETA Ha AaHHbIA 3anpoc.



(4acTb 3.2 BBeaeHa ®enepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4. OcHoBaHMeM QAN OTKasa B BO306HOBAEHMM TOCYAAPCTBEHHOW perncTpaumMmM NeKapcTBEHHOro
npenapata M MNpPoBeAEHUM YKasaHHbIX B 4acTM 1 HacToAWel cTaTbM 3KCNEpTU3 ABAAETCA NpeacTaB/ieHue
OOKYMEHTOB, YKa3aHHbIX B YacT 1 M nyHKTax 2 M 3 4acTh 2 HacToALWEel CTaTbM, B HenosHoM obbeme,
HenpeAcTaB/ieHNe 3aaBMUTENIEM B YCTAHOBJ/IEHHbIA CPOK OTBETA Ha yKasaHHbIM B YacTh 3.1 HacTosALlen cTaTbk
3anpoc yno/siHoMo4YeHHoro ¢peaepasbHOro opraHa UCMOAHUTENBHON BAACTU AW NPeACTaBAeHNe AOKYMEHTOB,
He coAeprKallumx UCYEPMbIBAIOLWEro NepeyHs HeobXxoaAMMbIX CBEAEHUN.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

5. B TedyeHMe NATHaAALATM Paboumnx AHEN co AHA NOAYYEHMA PeLEHNA YNOAHOMOYEHHOrO deaepanbHoOro
opraHa MCMONHUTENbHON BNAacTM O BO306HOBNEHWM [OCYAAPCTBEHHOM pPEerucTpauuu NeKapCcTBEHHOro
npenapata M NpPoBeAEeHWM YKA3aHHbIX B 4acTM 1 HACcToALLEN CTaTbM 3KCMepTU3 3asBUTENb NPeACTaB/sEeT B
9KCMEPTHOE yupexkaeHue [ANA MNPOBeAEHUA 3SKCMepTM3bl KayecTBa JIeKapCTBEHHOro cpencTsa o6pasupl
JIeKapCTBEHHOIO Mpenapata 4/ida MeAWUMHCKOTO MNPUMEHEHWUs, MPOU3BEAEHHOr0 B COOTBETCTBUM C
TpeboBaHMAMM  OMbITHO-MPOMbBILNEHHOTO U (MAK) MPOMBIWIEHHOTO  PErnaMeHTOB, YTBEPXKAEHHbIX
pyKOBOAUTENIEM MPOU3BOAMUTENA NIEKAPCTBEHHbIX CPEACTB, a TaKKe B COOTBETCTBYHOLLMX C/lydasx obpasey,
dapmaLeBTUYECKON CybCTaHLMU, TecT-luTaMMa MUKPOOPTraHW3MOB, Ky/ibTypbl K/IETOK, 06pasubl BELLECTB,
NPUMEHSAEeMbIX AN KOHTPOJIA KayecTBa JIEKAapCTBEHHOIO CPeACTBa MyTEM CPaBHEHUSA C HUMU UCCIedyeMoro
JIeKapCTBEHHOrO CpeacTsa, B KOAMYeCTBaX, HeobXogMMbIX ANA BOCMPOM3BEAEHUS MEeTOL0B KOHTPOJA
KayecTBa.

(8 pen. PepepanbHOro 3akoHa ot 29.11.2010 N 313-93)

6. Mpy NnonyyeHnn 06pasLLOB NEKAPCTBEHHOIO NpenapaTta U GpapMaLeBTUYECKON CybCTaHUMKN IKCNEPTHOE
yuypesKaeHWe BblAaeT 3aABUTENI0 AOKYMEHT, NOATBEPKAAIOLWMIA NOYyYEeHNE YKa3aHHbIX 06pasLoB, U B CPOK, He
NpeBbIWAOWMIN Tpex pabounx p[HelN, yBegoOMASET B NUCbMEHHON ¢opme 06 3TOM YNOJHOMOYEHHBbIN
denepanbHbili OpraH UCNOHUTENbHOW BNACTU.

7. CpoKk ons npeacrasneHus 3asasutenem obpasLoB SIeKapCTBEHHOro npenaparta U ¢papmaL,eBTMYECKoM
CybCTaHUMM WM CPOK YBEAOM/IEHMA 3KCMEPTHbIM yypekaeHnem o6 3Tom B MUCbMEHHOW dopme
YNONHOMOYEHHOTO defepasnbHOro opraHa WUCNOJIHUTENbHOM BAACTW, YKasaHHble B 4YacTax 5 M 6 HacToAwei
CTaTbW, HE BK/IOYAIOTCA B CPOK NPOBEAEHMA YKa3aHHbIX B 4acTM 1 HAaCTOALLEN CTaTbM IKCNEPTUS.

8. [OKYMeHTbl, MOCTYNMMBLUME B 3JKCMEPTHOE YyYpEeXKAeHWe ANA NpoBefeHMs YKasaHHbIX B 4Yacth 1
HacToAlleN CTaTbM IKCNEPTM3, MoANeXaT BO3BpaTy B  YMNOJHOMOYEHHbIM  ¢enepanbHbii  OpraH
NCMNOJIHUTENBbHOM BNACTU O4HOBPEMEHHO C 3aK/IH0YEHUSAMM MO Pe3y/IbTaTaM YKasaHHbIX IKCNepTus.

CraTbsa 24. DKCnepTM3a KayecTBa JIEKApPCTBEHHOIO CPeACTBA M 3KCMNEpPTM3a OTHOLIEHUA OXUAAEMOW
NOJib3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NeKapCTBEHHOro nNpenapaTa 414 BeTepMHapHOro npumeHeHus

1. DKcnepTM3a KadyecTBa /IeKapCTBEHHOIO CPEeACTBa M JKCMEepPTM3a OTHOLWEHWA OXKMAAeMOW MoAb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNA NeKapCTBEHHOrO Npenaparta AN BeTepUHaAPHOro NpMMeHeH s, CoCTaBaeHue
KOMMCCUAMM 3IKCNEPTOB 3aK/AOYEHUI MO pe3yabTaTaM YKa3aHHbIX 3JKCNEPTM3 M HanpasieHWe TaKux
3aKNI0YEHUI B YNOJIHOMOYEHHbIV dpeaepanbHblii opraH UCMOAHUTENBHON BNACTU OCYLLECTBAAIOTCA B CPOK, He
npesbIWaOWMn cTa AecaTm pabounx AHEeNn CO AHA NOMYYEHUA SKCMEPTHbIM YypeKAeHMem 3a[aHus
YNOJTHOMOYEHHOTO desepasbHOro opraHa UCNOJIHUTEIbHOW BNACTU C LLOKYMEHTaMM, YKa3aHHbIMU B NyHKTax 1
"-"®" nyHKTa 16 1 nyHKTe 17 yactn 3 cTaTbk 18 HacToAwero PenepasnbHOro

- 8, 10, nognyHkTtax "a" - "m", "n
3aKoHa.
(8 peq. PegepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

2. B TeyeHue nATHaAUATM paboumnx AHEN Co AHA NONYYEHUA PeLleHUs YNoJHOMOYEeHHOoro dpeaepanbHOro
opraHa UCMNOJIHUTENbHOM BNACTM O NPOBEAEHMM YKa3aHHbIX B YacTM 1 HaCTOALWEN CTaTbM SKCNepTU3 3anBUTENb
NpeAcTaBAseT B SKCNEPTHOE yypexKaeHne ANnsA NpoBefeHUs 3KCNepTU3bl KayecTBa JIeKapCTBEHHOrO CpeacTBa
06pasLbl IeKapcTBEHHOrO npenapara A8 BETEPMHAPHOTO NPUMEHEHUS, MPOU3BEeAEeHHOro B COOTBETCTBUN C
TpeboBaHMAMM  TEXHONIOTMHYECKMX  PEerfiameHTOB, YTBEPNKAEHHbIX PyKoBOAMUTeleM  npou3BoauTens
NleKapCTBEHHbIX CPeACTB, a TakKe obpasel, dapmaLeBTUYeCKON CybCTaHUMM B KOMYECTBaX, HeobXxoaumMblx
018 BOCNPOM3BeAeHUA MeTO0B KOHTPO/IA KavecTsa.

3. Mpu noayyeHmmn 06pasLOB eKapCcTBEHHOro NpenapaTta U papmaleBTUUYECcKol cybcTaHL MM 3KCnepTHoe
yypexaeHue BblaaeT 3aABUTENI0 AOKYMEHT, NOATBEPKAAIOWMI NoyYeHMe yKa3aHHbIX 06pa3LoB, U B CPOK, He
npesbllaoWmii Tpex pabouux AHel, yBeaoOMAAeT B MNUCbMEHHOW ¢opme 06 3TOM YMNOAHOMOYEHHbIN



denepanbHblii opraH UCNOIHUTE/IbHOM BAACTH.

4. CpoK ana npeacrasieHns 3anaBuTenem o6pasLoB EKAPCTBEHHOTO npenapaTta U GpapmaLeBTUYECKOM
Cy6CTaHUMM U CPOK  YBEOOMJIEHMS 3IKCMEPTHbIM yuyperkaeHvem o6 3TomM B MNUCbMeHHoOM dopme
yrnonHoMo4YeHHOro desepanbHOro opraHa MCMONHUTENIbHON BAACTU, YKasaHHble B 4YacTAX 2 M 3 HacTosAwen
CTaTbM, HE BK/IOYAIOTCA B CPOK NPOBEAEHMNA YKAa3aHHbIX B YacTU 1 HACTOALLEN CTAaTbM IKCNEPTUS.

5. JOKyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE Yy4yperKAeHue ANA MNPOBeAEHMA YKasaHHbIX B 4Yacth 1
HacToAWEN CTaTbM  3SKCNEpPTM3, MOANENKAT BO3BPATY B  YNOJHOMOYEHHbI ¢deaepanbHbli  opraH
NCMNOJIHUTENbHOM BNACTU OLHOBPEMEHHO C 3aKNHOYEHUAMM MO Pe3y/IbTaTaM YKasaHHbIX IKCNepTUs.

Cratba 25. MNosTOpHOE NpoBeaeHne 3KCNepTU3bl JeKapCTBEHHbIX CPeaCTB U 3TUYeCKOM 3KCNepTn3bl

1. B cnyyaax HegoCTaToO4HOM 0B6OCHOBAHHOCTU MM HEMOJIHOTbI 3aKIHOYEHUA KOMUCCUU SKCNEPTOB UK
coBeTa MO 3TMKE, HaAU4MA B HeM NPOTUBOPEUMBBLIX AaHHbIX, GanbcudUKaLMM BbIBOLOB 3KCMEPTU3bI
JIeKapCTBEHHOTO CPeACTBa M (MM) ITUYECKOM 3KCMEPTU3bl, COKPBLITUA OT YNOJHOMOYEHHOrO deaepasbHOro
opraHa MCNO/IHUTENIbHOW B/IAaCTU OCHOBAaHWI ANA OTBOAA SKCMepTa BCAEACTBME ero 3auHTEepPeCcoBaHHOCTU B
pe3ynbTaTax COOTBETCTBYIOLLEN 3KCNEePTU3bl, HANNUYUA AAHHbIX O NPAMOM MO0 KOCBEHHOM BMeLLATENbCTBE B
NPOLLeCcC COOTBETCTBYHOLLEN SKCMEPTU3bI UL, HE YYACTBYIOLLUX B €€ NMPOBEAEHUMU, HO OKa3aBLUUX BAUAHUE Ha
NpoLecc U pesynbTaTbl ee NPoBeAeHUs, YNONHOMOYEHHbIM desepasibHbiM OPraHOM UCMOIHUTENbBHOM BAACTK
Ha3HayaeTca NOBTOPHAsA IKCMEPTU3a JIEKAPCTBEHHOTO CPEACTBA U (MIN) 3TUYECKAsA IKCNepTU3a.

2. T[oBTOpHaa 3KCNepTM3a J/IEKAPCTBEHHOrO CpeacTBa NPOBOAMTCA B CPOK, YCTAHOB/IEHHbIN
YNONHOMOYEHHbIM deaepanbHbiM OPraHOM MCMONHUTENIbHON BAACTM M He MPEBbIWAOWMA COPOKa paboumnx
OHel co AHA NOJYYeHUA SKCMNEepPTHbIM YYpexKAeHMEM 33a4aHMA Ha NpPoOBeAeHMEe MOBTOPHOW 3KCMEePTU3bI
JIEKApCTBEHHOrO CpeAacTBa, NOBTOPHAA 3TUYECKAs IKCMEPTM3a - B CPOK, He NpEBbIWAWMIA NATHALLATU
pabounx gHen co AHA MNOJyYeHMs COBETOM MO 3TWKEe 3af4aHus Ha NpoBefeHMEe MOBTOPHOWM 3TUYECKOM
3KCnepTU3bl.

3. ®uHaHcoBOe obecrneyeHWe BLINONHEHUA 334aHMA HA MNpPOBeAEeHME MOBTOPHOWM 3KCMEepPTU3bI
JIEKAPCTBEHHOrO CPeACTBA HE OCYLLECTBAAETCA, M CPEeACTBA, MEPEUYUCTEHHbIE paHee Ha NpoBedeHWe TaKoM
3KCNepTM3bl, NoAeXKaT BO3BpaTy B peaepanbHbii broaxKeT.

CraTba 26. YCKOpeHHan npoueaypa 3KCnepTU3bl 1eKapCTBEHHbIX CPeACTB

1. YcKopeHHas npoueaypa 3KCnepTm3bl IEKapCTBEHHbIX CPEACTB B LENAX rocy4apCTBEHHOM perncrpaumm
NEeKAPCTBEHHbIX MPEnapaTtoB NPMMEHAETCA B OTHOLEHWM BOCMPOU3BEAEHHbIX NIEKAPCTBEHHbIX NMpPenapaTos.
Mpn npoBegeHUM Takoi npoueaypbl NpPeAcTaBAAlTCA MHPOPMaLMA, NOAYYEHHAs NpPU  NPOBeLEeHUM
KNMHUYECKUX MCCNefoBaHMI NIEKAapCTBEHHbIX MpPenapaToB WM OMNyb6/AMKOBaHHas B Chneuvann3npoBaHHbIX
NMeYyaTHbIX U3L4aHUAX, a TaKKe LOKYMEHTbI, COAEeprKalLMe pe3ynbTaTbl UcCefoBaHUS BMOIKBUBANEHTHOCTM U
(nnn) TepaneBTUYECKOW 3KBUBAIEHTHOCTM JIEKAaPCTBEHHOTO npenapata 414 MegUUUMHCKOTO MPUMEHEHUSA UK
pesynbTaTbl MCCNefoBaHMA OMOSKBMBAJIEHTHOCTM  /IEKAPCTBEHHOTO Mpenapata Aas  BeTepUHapHOro
npUMeHeHus.

2. YCKOpeHHas npoueaypa 3KCNepTU3bl JIEKAPCTBEHHbLIX CPEACTB He MNPUMEHAETCA B OTHOLIEHWUM
UMMYHOBMONOrMYECKNX NEKAPCTBEHHbIX NpenapaTos, NPenapaToB UHCYINHA U IeKapPCTBEHHbIX MPenapaTtos,
BNepBble perncTpupyembix B Poccuiickoin Pegepaumu.

3. VYcKopeHHas npoueaypa 3KCNepTu3bl JIEKAPCTBEHHbIX CPeAcTB MNPOBOAMTCA MO PEeLUeHUo
COOTBETCTBYIOWLErO YMOJIHOMOYEHHOro ¢eaepanbHOro opraHa MCMNOMIHUTENIbHOM BAAaCcTM B CPOK, He
NPEeBbIWAOWNA  WecTuaecaTn paboumx aHen. [pyu 3TOM 3KCMepTM3a [OOKYMEHTOB, COAEeprKallmxca B
pPEerucTpaumMoHHOM AOCbe, ANA MNOJNYYEHMA paspelleHMA Ha MNpoBeAeHME KAMHUYECKOro WUCCnefoBaHUA
NleKapCTBEHHOrO NpenapaTa 418 MeAULMHCKOro NPUMEHEHUA N 3TUYECKAA IKCNepTU3a NPOBOAATCA B CPOK, He
NPEeBbIWAOWNA NATHAALATU pabounx OHEW, 3KCNepTU3a KayecTBa JIeKapCTBEHHOro CpeacTBa U 3KCnepTM3a
OTHOLLEHUA OXKNAAEeMOW NOMb3bl K BOSMOXKHOMY PUCKY NPUMEHEHWNS IEKAPCTBEHHOIO NpenapaTa - B CPOK, He
NpeBbIWAOLNIA COPOKA NATU Paboumnx aHen.

4. YcKopeHHas npoueaypa 3KCNepTU3bl JIEKAPCTBEHHbIX CpeacTB  NpoBOAMTCA B MOPAAKE,
yCTaHOBNAEHHOM cTaTbaAmM 17 - 20, 23 n 24 HactoAwero PenepasbHOrO 3aKOHA, U HE O3HA4YaeT CHUXKEHUA
TpeboBaHM K 6e3onacHOCTH, KayecTBy U 3PPEKTUBHOCTU JIEKAPCTBEHHbIX NpenapaTos.



CraTba 27. PelleHne 0 rocyaapcTBEHHOM pernctTpaumnmn 1eKapcTBeHHoro npenapara

1. B cpoK, He npeBbIWaOWMi NATU Paboyumx AHEN Co AHS NONYYEHUN 3aKIOUYEHMIA KOMUCCUMN IKCNEPTOB
Nno pesy/nbTaTaM 3KCMNepTU3bl KayecTBa JIEKAPCTBEHHOINO CPEACTBa M 3KCMNEPTU3bl OTHOLIEHWUA OXKMUAAEMOM
Mo/ib3bl K BO3MOXKHOMY PUCKY MPUMEHEHWS IEKAPCTBEHHOIO NpPenapaTta, COOTBETCTBYOLWMIA YNOJHOMOYEHHbI
denepanbHblii OpraH UCNOIHUTE/IbHOM BNACTHU:

1) ocywecTBnseT OUEHKY TaKWX 3aKAOYEeHWA ANA onpefeneHus WX COOTBETCTBMS 33aJaHUI0 Ha
nposeAeHMe yKasaHHbIX 3KCNepTus;

2) NpMHMMAET peLleHne O rocyAapCTBEHHON perncTpaumm NekapcTBEHHOrO npenapata Man ob oTkase B
rocy4apCTBEHHOM PerncTpaLLmMm NeKapcTBEHHOMO NpPenapara;

3) BHOCUT MpM MPUHATUM pPELIEeHUA O TOCYZLAPCTBEHHOW PerncTpaumm JeKapCTBEHHOro npenapara
JaHHble 0 3aperucTpMpPoOBaHHOM JIeKAPCTBEHHOM NpenapaTte, B TOM Yncie o dapmaLeBTUYECKOM cybcTaHumu,
BXOAALWEN B COCTaB /IEKApCTBEHHOrO MpenapaTta, B roCyAapCTBEHHbIN peecTp /SIeKapCTBEHHbIX CPeacTB U
BblAAeT 3aABUTENI0 PErucTPaLMOHHOE YAOCTOBEPEHME JIeKapCTBEHHOrO npenapata, ¢opma KoToporo
YTBEPKAAETCA YNONHOMOYEHHbIM denepanbHbiM OPraHOM MCNONAHUTENIbHOM BAACTW, COF/IaCoOBaHHble
HOPMATUBHYIO AOKYMEHTaLMIO, HOPMATUBHbIA LOKYMEHT, WMHCTPYKUMIO NO MPUMEHEHUID /IeKapCTBEHHOMO
npenaparta U MaKeTbl NepBUYHOM YNAKOBKM U BTOPUYHOW (MOTPEBUTENLCKOM) YNAKOBKM C YKa3zaHMEM Ha HUX
HOMepa PErucTPaLMoOHHOIO YAO0CTOBEPEHUA JIEKAPCTBEHHOIO Mpenapata WM AaTbl €ro rocyAapcTBeHHOWM
pPerncTpauum Uamn B cayyvae NpUHATUA pelleHna o6 oTKase B roCcyAapCTBEHHOM pPerncTpaunmn NekapcTBeHHOro
npenaparta yBegoMaaeT B MMCbMeHHON popme 3aAaBMTeNA 06 STOM € yKazaHMEM NPUUYNH TAaKOTO OTKa3a.

2. OcHOBaHMEM A/A OTKasa B roCyAapCTBEHHOW PerMcTpauum NeKkapCTBEHHOrO Npenapata ABAseTcA
pelleHne COOTBETCTBYIOWErO YNOAHOMOYEHHOTO deaepasibHOro opraHa UCMOAHUTENIbHON BNACTU O TOM, YTO
KayectBo W (MAn) 3dPEKTUBHOCTb PErMCTPUPYEMOrO JIEKAPCTBEHHOrO NpenapaTta He MoATBEPXKAEHDI
NoNyYeHHbIMWU AAHHBIMW UAN YTO PUCK NPUYMHEHUA BPEAa 340POBbIO YEOBEKA WU/IM KUBOTHOIO BCIeACTBUE
npuvema NeKkapcTBEHHOTO NpenapaTta npesbiwaeT 3GEeKTUBHOCTb €ro NPUMEHEHUA.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3. Mpu rocyfapcTBEHHON perncTpaumMmM JeKapCTBEHHOrO MNpenapaTa, BKAKYEHHOrO B NepeyeHb
KM3HEHHO HEOOXOAMMbBIX U BAXKHEMLIMX SIEKAPCTBEHHbIX MPenapaTtoB, HeOOXoAMMble [AaHHble 3aHOCATCA B
rocyapCTBEHHbIN peecTp npeaesibHbIX OTMYCKHbIX LLEeH NPou3BogMTeNel Ha /SIeKapCTBEHHble MpenapaTsl,
BK/IIOYEHHbIE B YKA3aHHbIN NepeyeHb.

CraTbAa 28. PerncrpaumoHHoe ya0CTOBEpPEHME NeKapCTBEHHOIO Npenaparta

1. PerucrpauMoHHOe y40CTOBEPEHME IEKAPCTBEHHOTO NpenapaTa ¢ yKasaHMem JIeKapCTBEHHbIX Gopm U
[03MPOBOK BblAAEeTCA B6eccpoyHO, 3a MCKAOYEHMEM PErUCTPALLMOHHONO YAO0CTOBEPEHMS JIEKAPCTBEHHOIO
npenaparta, Bbl4AaBAaeMOro CO CPOKOM [JENCTBMA NATb JIET, Ha BMepBble perucrpupyembie B PoccuitcKol
denepaummn nekapcTBeHHbIe NpenapaTsl.

2. Tlo WCTeYeHMM YyKasaHHOrO B 4YacTu 1 HacTosAwel CcTaTbM CPOKa Bbloaetcs 6HeccpoyHoe
PerucTpaunoHHoe YAOCTOBEPEHWE JIEKAPCTBEHHOrO npenapata npu  YCI0BUM  MOATBEPMKAEHUS  €ro
rocyZapCcTBEHHOW perucrpauun.

Cratba 29. MNoAaTBepKAeHWe rocyaapcTBEHHOM perncTpaumm eKapcTBeHHoro npenapara

1. MNoaTeep»aeHe rocyapcTBEHHON PerncTpaummn NeKapcTBEHHOro npenapata OCyLeCcTBAAETCA Mnpu
BblAadve 6eCccCPoYHOro PerncTpaLmMoHHOro yA0CTOBEPEHMA IEKapCTBEHHOMO Npenapara B c/yyae, yKkasaHHOM B
yacTu 2 ctaTbm 28 Hactosalero ®eaepanbHOro 3aKoHa, B CPOK, He NPEeBbILaoLWMi AeBAHOCTa Pabounx AHen co
[HA NOJNIYYEHUA COOTBETCTBYIOWIMM YNOJHOMOYEHHbIM ¢eaepasbHbiIM OpPraHOM WCMONHUTENbHON BAacTu
3aAB/IeHNA O NOATBEPNKAEHUMN roCyAapPCTBEHHOMN perncTpaumm NekapcTBeHHOro npenapara, opopMAEHHOro B
COOTBETCTBUM C YacTblo 2 cTaTbM 18 HacToAwero deaepanbHOro 3aKoHa.

2. MNoaTBepKaeHWe rocyaapCTBEHHOM pPerncTpaumy JIeKapcTBEHHOro npenapaTta OCyLecTBAAEeTCa Mo
pesy/sbTaTaM 3KCNepTU3bl OTHOLWIEHWA OXWAAEMOMN MO/Mb3bl K BO3MOMHOMY PUCKY MPUMEHEHUA
NIeKapCcTBEHHOTO Nnpenapara, a TakyKe 3KCNepTM3bl KaYecTBa IeKapCTBEHHOMO CPeaCcTBa, MPOBOAMMON B Cayyae
BHECEHMA N3MEHEeHU B HOPMATUBHYIO JOKYMEHTALUIO NN HOpMaTMBHbID’I OOKYMEHT.

(4actb 2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)



3. K 3aABneHUt0 O NOATBEPKAEHUW TOCYAAPCTBEHHON PErUCTPaLMM NEKAPCTBEHHOMO npenapaTta
NPUNAralTcA AOKYMEHT, MNOATBEPXKAAIOWMA ynaaTy rocyfapCTBEHHOW MOWAWHLI 33 MNOATBEPXKAEHME
rocyZlapCTBEHHON PErncTpaunmM NEeKapCTBEHHOrO Mpenapata ANA MeAWUMHCKOrO MPUMEHEHUA  WUan
NIeKapCTBEHHOrO npenapata A/lA BETEPUHAPHOTO MNPUMEHEHWUA, [LOKYMEHT, COAep)Kaliuil pe3ynbTaTbl
MOHWUTOPUHIa 6HEe30MacHOCTM JIeKAapCTBEHHOrO MpenapaTta, MPOBOAMMOro 3asaBuTenem, Mo d¢opme,
YCTAHOBNEHHON COOTBETCTBYIOLWMM YNOJHOMOYEHHBIM deaepanbHbIM OpPraHOM WMCNOAHUTENIbHOM BAacTW, a
TaKXe [AOKYMEHTbI, YKa3aHHble B MyHKTax 2 U 5 yactm 3 ctatbm 18 HactoAwero PepepanbHOro 3akoHa.
HopmaTuBHaa [AOKYMEHTAUMA WAW HOPMATUBHBIN [AOKYMEHT, MNPOEKT MWHCTPYKUMN MO MNPUMEHEHUIO
JNIeKApCTBEHHOrO npenapaTa, MPOEKTbl MaKeTOB MepPBMYHOW YMAKOBKU W BTOPUYHOW (NOTpebuTenbCcKoW)
YNaKOBKM JIEKApPCTBEHHOrO MpenapaTa NpUAaraloTcA K 3aABAEHMIO O MNOATBEPXKAEHUU TFOCYyAapCTBEHHOM
perncrpauumn ekapCcTBEHHOro npenapaTta BHOBb TOJIbKO B C/ly4ae, eC/M B HUX BHOCATCA U3MEHEHMA.

(B peq. PegepanbHbix 3aKoHOB 0T 29.11.2010 N 313-93, 01 22.10.2014 N 313-93)

4. B TeyeHue gecatn pabounx AHel co AHA NPUHATUA 33aABAEHUA O NOATBEPKAEHUMU rOCYyAapCTBEHHOM
pervcTpaummn NekapcTBEHHOMO NpenapaTa U HeobXoAMMbIX JOKYMEHTOB COOTBETCTBYHOLLMIA YNOJAHOMOYEHHbI A
depepanbHbIt opraH UCNOAHUTENbHOW BNACTU:

1) npoBOAWT NpOBEpPKYy MNONAHOTbI U AOCTOBEPHOCTU CBEAEHWW, COAEPMKALLMXCA B MPeAcTaBieHHbIX
3aABUTENIEM MaTepuanax;

2) nNpuHUMaeT pelleHMe O NpPOBeAeHMM MAM 06 OTKase B NPOBEAEHWMWM 3KCMEPTM3bl OTHOLIEHWA
0XXMAAEMOM NO/b3bl K BO3MOXHOMY PUCKY NMPUMEHEHWA NEKAPCTBEHHOIO MpenapaTa, a TaKXKe 3KCnepTu3bl
KayecTBa /IeKapCTBEHHOrO CPeAcTBa, MNPOBOAMMOW B C/ly4ae BHECEHWA W3MEHEHUI B HOPMATUBHYHO
OOKYMEHTaLMIO UM HOPMATUBHbIA AOKYMEHT;

(n. 2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3) yBegomnsetr B NUCbMeHHOW ¢opme 3aaBUTENA O MPUHATOM pPELIEHUM UKW B C/y4ae NPUHATUA
peleHna o6 oTKase B NPOBEAEHUMN IKCNEPTM3bI C YKa3aHMEM MPUUYMH TAaKOro OTKasa.

4.1. B cnyyae BblIABNEHUA HELOCTOBEPHOCTU CBEAEHWUM, COAEPKALLMXCA B NPEACTABNEHHbIX 3aABUTENIEM
maTepuanax, ynoJHOMOYEHHbI denepanbHbli OpraH UCNONHUTEIbHOM BIAaCTM HAaNpPaBAAET 3aABUTENIO 3aMNpocC
06 yYTOYHEHWW YKa3aHHbIX cBegeHWi. [aHHbIA 3anpoc MoXeT OblTb nepegaH  yNoAHOMOYEHHOMY
NPeaCcTaBUTENIO 3aABUTENA JIMYHO MOZ PACMMUCKY, HanpaB/ieH Mo No4vTe 3aKasHbiM MMCbMOM WAW NepeaaH B
3NEeKTPOHHON PpopMe MO TENEKOMMYHUKALMOHHbBIM KaHanam CBA3W. B cayyae HanpaBneHMA AaHHOro 3anpoca
Nno no4yTe 3aKasHbIM MUCbMOM OH CYMTAETCA MONYYEHHbIM MO UCTEYEHUU LUIECTU AHEl C AaTbl HanpaB/ieHuA
3aKa3HOro nNUcbma.

(4acTb 4.1 BBeaeHa ®eaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3asButenb 06s3aH NpencTaBuUTb OTBET Ha 3amnpoc YNO/NHOMOYEHHOro ¢denepasbHOro opraHa
WCMNOIHUTENbHOM BAACTM B CPOK, HE MPEeBblWAoWNin AeBAHOCTa pabounx AHen co AHA NOAyYeHMA OAHHOro
3anpoca. CpoK, YyKasaHHbIA B 4YacT 4 HacToAwel cTaTbW, MNPMOCTAaHABAMBAETCA CO [AHA HanpaBieHuWA
3aABMTE/I0 3anpoca YNoAHOMOYEHHOro defepasbHOro opraHa UCMONHUTENbHOM BAACTU A0 AHA NOAYYEeHUA
MM OTBETA HA AaHHbIA 3aNpOC U HE YYUTbIBAETCA MPU UCYUCAEHMMU CPOKA NOATBEPKAEHUA rOCYAaPCTBEHHOM
perncrpauumn 1ekapcTBeHHOro npenaparTa.

(4acTb 4.2 BBeaeHa PeaepanbHbiM 3akoHOM oT 25.11.2013 N 317-3)

5. OcHoBaHMEeM A/1A 0TKa3a B NPOBEAEHUMN IKCNEPTMU3bl OTHOLLEHUA OXKMUAAEMOM NO/b3bl K BO3MOXKHOMY
PUCKY MPUMEHEHMUS JIEKAapCTBEHHOro npenapata M (MamM) aKCnepTM3bl KayecTBa JIEKapCTBEHHOro CpeacTBa
ABNAETCA NpeacTaBNeHMe AOKYMEHTOB, YKa3aHHbIX B YacTAx 1 M 3 HacToAweln cTaTbl, B HENONHOM 06bEME,
HenpeacTaBAeHUe 3aABUTENIEM B YCTAHOBEHHbLIN CPOK OTBETA HA YKa3aHHbIM B YacTh 4.1 HacToAwen cTaTbu
3aMpoc YNOAHOMOYEHHOro deaepanbHOrO OpraHa WCMOMHUTENIbHOMW BNACTUM, a TaKXKe OTCyTCTBME B
npeAcTaB/ieHHbIX JOKYMEHTaX MCYEPTbIBALOLLMX CBEAEHWN, KOTOPbIE AO/KHbI OblTb OTPAXKEHbI B HUX.

(8 pen. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 25.11.2013 N 317-03)

6. DKCNepTM3a OTHOLIEHMA OXWUOAEMOM NONb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHUA NEeKapCTBEHHOTO
npenapata M (MAM) 3KCNepTM3a KayecTBa JIeKAPCTBEHHOrO CpeacTBa B LeNAx NoATBEPXKAEHUS
rocyZ,apCTBEHHON PErncTpauum NeKapCTBEHHOFO MpenapaTa NpPOBOAATCA Ha OCHOBAHMM [OOKYMEHTOB,
YKa3aHHbIX B YacTM 3 HACTOALLEN CTaTbM, B NOPALKE, YCTAaHOBAEHHOM YacTamu 5 - 8 ctaTbh 23 1 cTaTben 24
HacToAwero PeaepasibHOro 3aKOHa.

(4acTb 6 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepuopg nposeneHuna npoueaypbl NOATBEPKAEHUA rOCYAAPCTBEHHOM PerncTpaLmm NekapCcTBeHHOro

npenapaTa ero rpaXkgaHcK1ii 060poT OCyLLECTBAAETCA Ha TeppuTopumn Poccuinckoin ®eapepaumm.



8. OcHoBaHMeM pAnAa OTKa3a B MNOATBEPKAEHUWU TOCYLAPCTBEHHOWM PErncTpaLmmn JeKkapCTBEHHOTO
npenapata  ABNAETCA  pelleHMe  COOTBETCTBYIOWEro  yno/JHOMOYeHHOro  defepasbHOro  opraHa
WCMNOJIHATENIbHOW BNACTU O TOM, YTO KayecTBO M (MnM) 3dPEKTMBHOCTb JIEKAPCTBEHHOrO npenaparta He
NOATBEPXKAEHbI MNOAYYEHHBIMW AAHHBIMW WAW YTO PUCK MNPUYMHEHWUA Bpeda 340POBbI0 YesoBeKa Wau
KMBOTHOIO BC/IEACTBME NPUEMA IEKAPCTBEHHOTO NpenapaTta npeBbiwaeT 3pPeKTUBHOCTb €r0 NPUMEHEHUA.
(4acTb 8 BBegeHa PenepanbHbiM 3aKOHOM 0T 22.10.2014 N 313-93)

Cratba 30. BHeceHuMe W3MeHeHMN B AOKYMEHTbI, cogepXawumeca B pernctpaumoHHom [J0Cbe Ha
3aperMCTpMpOBaHHbll71 HEKapCTBEHHbIVI npenapart gna meauunHCKoOro npumeHeHumA

1. B uenax BHECEHUS W3MEHEHWI B [OOKYMEHTbl, cogepyKalumeca B PEerucTpalMoHHOM [OCbe Ha
3aperMcTpPUpPOBaHHbIN IEKAaPCTBEHHDLIN NpenapaTt 414 MegUUNHCKOro NPUMEHEHMA, 3asBUTENb NPeaCTaBAET B
YNOJIHOMOYEHHbIV denepanbHblii OpraH UCNOMHUTENBHOM BNACTU 3aABAE€HWE O BHECEHMM TAKUX U3MEHEHW
no d¢opme, YCTaHOBJEHHON YMNO/JHOMOYEHHbIM deaepasbHbIM OPraHOM WCNONHUTE/IbHON BAacTn, W
NPUNOXKEHHbIE K HEMY W3MEHEHMA B YKa3aHHble AOKYMEHTbl, @ TaKXXe AOKYMeHTbl, MoAaTBeprKAaatowue
HEOOX0AMMOCTb BHECEHMA TaKUX M3MEHeHWI. [pUHATUE pelleHMA O BHECEHMU TaKUX M3MEHeHW unm ob
OTKa3e B X BHECEHMW OCYLLECTBAAETCS B CPOK, HE NPEBbILLAIOLLNIN AEBAHOCTA PAaboUYnX AHEN CO AHA NPUHATUA
YNO/IHOMOYEHHbIM  deaepanbHbIM  OPraHOM WCMONHUTENBHOM BNACTU 3asBAEHUA O BHECEHUMM TaKMUX
MU3MEHEHUN.

2. B cnyyae BHECEHWSA W3MEHEHMUI B MHCTPYKLMIO MO NPUMEHEHWUIO NEKAPCTBEHHOrO MpenapaTa B
OTHOLLUEHMM CBEAEHWUM, YKasaHHbIX B nognyHktax "r"' - "n", "x" nyHkTta 16 yactn 3 ctatbm 18 HacToswero
depepanbHOro 3akoHa, B COCTaB JIEKapPCTBEHHOrNO npenapaTta Aas MeAUUMHCKOro NPUMEHEHMUA, U3MEHEHUS
MecTa Npou3BOACTBa /IEKAPCTBEHHOrO NpenapaTa gas MeAUUNHCKOro NPUMEHEHUA, U3MEHEHMA NOKasaTesnei
KauyecTBa /IeKapCTBEHHOro npenapaTa Ans MeguMUMHCKOro NpuMeHeHMa U (MNK) MeToA0B KOHTPOS KayecTsa
JIeKapCTBEHHOrO Mnpenaparta a8 MeaUUMHCKOro NMPUMEHEHUs, U3MEHEHMA CPOKA rOAHOCTU NEeKAapCTBEHHOro
npenapata Aas MegMUMHCKOTrO NPUMEHEHWS MPOBOAMTCA 3SKCMEpTM3a JIeKAapCTBEHHbIX CPeAcTB B 4acTu
3KCMepTU3bl KayecTBa JIeKapCTBEHHOro cCpeacTBa U (MAM) 3KCNepTM3bl OTHOLIEHUA OXWAAEMOW MOAb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWUS NIeKAPCTBEHHOrO npenapaTta Aaa MeauUMHCKOro npumeHeHus. B cnyyae
HEO6XO0AMMOCTN BHECEHMA UHbIX U3MEHEHWI B AaHHYIO MHCTPYKLMIO SKCMEpPTU3a NeKapCTBEHHOMO CpeacTsa
ONA BHECEHWS TaKUX WM3MEHEHMMA B CBeAeHMA O 3apermcTpMpoOBaHHOM JIEKAPCTBEHHOM Mpenapate He
nposogmTCcA.

(8 pen. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, 07 29.11.2010 N 313-3)

3. C 3aAB/IeHMEM O BHECEHUM U3MEHEHWUI B AOKYMEHTbI, COAEPKALLMECA B PErMCTPALMOHHOM A0Cbe Ha
3aperMcTpPUpPOBaHHbIN NeKapCTBEHHbIM NpenapaTt A8 MeAULMHCKOTO NMPUMEHEHUA, HapAaay C JOKYMEHTamM,
YyKasaHHbIMM B 4acTM 1 HacToslWwen CTaTbl, MNPeACTaBAAOTCA [AOKYMEHTbl, NOATBEpKAalowue ynnaty
rocyJlapCTBEHHON MOLW/NHbI 33 BHECEHME WM3MEHEHUN B MHCTPYKLMIO MO MPUMEHEHUIO NIeKapCTBEHHOTO
npenaparta A1a MeAULUHCKOro NPUMEHEHUs, rocyapCTBEHHON MOLWW/IMHbI 33 BHECEHWE U3MEHEHUA B COCTaB
JIeKapCTBEHHOro npenapaTa A8 MeANLMHCKOTO NPpUMEHEHUS.

4. B TeueHne gecaTn paboumx AHel CO AHA MOCTYNJIEHWMA YKa3aHHOro B 4YacTM 1 HacTosllelr cTaTbu
3aABJ/IeHMA N HEOBXOAMMbBIX OKYMEHTOB YNOJIHOMOYEHHbIN peaepanbHbI opraH UCNOAHUTE/IbLHOMN BNACTH:

1) npoBOAWUT MNPOBEPKY MOJHOTbI U AOCTOBEPHOCTU CBEAEHWUN, COAEPHAWMXCA B NPencTaBNEHHbIX
3anaBUTENIeM MaTepuanax;

2) NpMHMMaeT pelleHWe O NPOBEAEHMU YKa3aHHbIX B YacTU 2 HaAcCToALlei CTaTbM COOTBETCTBYIOLLMUX
3KCMNepTU3 NEeKapCTBEHHOIO CPeacTBa UK 06 OTKase B UX NPOBeAEeHUH;

3) yBegomnseT B NMUCbMEHHOW ¢dopme 3afBUTENS O MPUHATOM peLleHUM WAW B C/ydae MpUHATUA
pelueHus 06 oTKase B NPOBeAEHNUM COOTBETCTBYIOLLEN SKCNEPTU3bI C YKa3zaHUEeM NPUYMH TaKoro OTKasa.

4.1. B cnyyae BbIABNEHMA HEAOCTOBEPHOCTU CBEeAEHUI, CoAep KalllMXca B NpeAcTaB/eHHbIX 3aABUTE/IEM
maTepuanax, ynosHOMOYEHHbI dpeaepasbHbli OpraH UCMOIHUTEIbHOM B/1aCTM HanpaB/AeT 3asaBUTENIO 3aMNpoC
06 YTOYHEHWM VYKasaHHbIX cBeAeHW. [aHHbIA 3anpoc MOXKeT ObiTb nepeaaH YNOAHOMOYEHHOMY
npeacTaBUTENIO 3aABUTENA JIMYHO MOA PACMUCKY, HanpaB/eH No Nno4yte 3aKasHbiM MMCbMOM WAW NepeaaH B
3/1eKTPOHHOM popmMe No TENEKOMMYHUKALMOHHbBIM KaHanam CBA3W. B cayyae HanpaBneHMa AaHHOro 3anpoca
Nno noyte 3akasHbIM NMUCbMOM OH CYMTAETCS MOJYYEHHbIM MO UCTEYEHUWU LUECTU AHEN C AaTbl HanpaB/ieHuA
3aKa3HOro nNUcbma.

(4acTb 4.1 BBeaeHa ®enepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)



4.2. 3asButen, o6s3aH nNpeacTaBUTb OTBET Ha 3anpocC YMNOJIHOMOYEHHOro deaepanbHOro opraHa
WUCNONHUTENIbHOIN BNAacTU B CPOK, He MpeBblllalolWnii AeBAHOCTa pabounx AHel co AHA MNOYyYeHUs AaHHOro
3anpoca. CpoOK, yKasaHHbIi B 4YacTM 4 HacToAWwen CTaTbl, NPUOCTaHABAMBAETCA CO JHA HanpasieHus
3aABUTENO0 3anpoca YNoJHOMOYEHHOro defiepanbHOro opraHa MUCMNOAHUTENIbHOM BAACTU A0 AHA MOJAydYeHus
MM OTBETAa Ha ZlaHHbIM 3aNpPoC U He YYUTbIBAETCA MPU UCUUCIEHUN CPOKA NPUHATMA PELUEHUA O BHECEHUMU
M3MEHEHUN B [OKYMEHTbI, coAep)Kalimeca B PErmcTpauyMoHHOM [A0Cbe Ha 3aperucTpupoBaHHbIN
JNIeKapCTBEHHbIM Npenapar Ana MmeauMUMHCKOro NPUMEHEHMUA.

(4acTb 4.2 BBeaeHa GenepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHWeEM A8 0TKas3a B NPOBeAEeHMM YKa3aHHbIX B YaCTU 2 HACTOALLEN CTaTbM 3KCNEpPTU3 ABAAETCA
npeacTaB/ieHMe AOKYMEHTOB, MepeuncieHHbIX B 4YacTax 1 M 3 HacToslel cTaTbM, B HenonHom obbeme,
HenpeacTaBAeHNe 3asBUTENIEM B YCTAHOB/IEHHbIN CPOK OTBETA HA YKa3aHHbIN B Yacth 4.1 HacTosLwen cTaTby
3aMpoc YyNoAHOMOYEHHOro d¢eaepanbHOro OpraHa WCMNOJIHUTENIbHOW BAACTU, a TaKXKe OTCyTCTBME B
NPeacTaB/NeHHbIX OOKYMEHTaX [JOCTAaTOYHbIX CBeAeHMW, NOATBEPXAALWMX HeobXoAMMOCTb BHECEeHMUs
N3MEHEHUN.

(8 peq. PepgepanbHOro 3akoHa ot 25.11.2013 N 317-93)

6. YKa3aHHble B YaCTW 2 HACTOALLEN CTaTbM IKCMEPTM3bl NPOBOAATCA B NOPsAKe, YCTaHOBJAEHHOM CTaTbew
23 HacTosAwero ®enepasbHOro 3aKoHa.

7. B CpPOK, He NpeBbIIAOLWNI NATM paboumx gHen co AHA NONYYEHMA 3aKAOYEHUIA KOMUCCUI SKCMEPTOB
Nno pe3y/bTaTaM YKa3aHHbIX B YaCTU 2 HACTOALLEN CTaTbW IKCMEPTU3, YNOJHOMOYEHHbIM deaepasbHblii opraH
WCNOJIHUTENbHOM BNACTU:

1) NpUHMMaET pelleHMe O BHECEHUU M3IMEHEHWUIN B AOKYMEHTbI, CcOoAeprKallineca B PerucTpalMoHHOM
[0Cbe Ha 3aperncTpMpoBaHHbINA IeKapPCTBEHHbIM NpenapaTt A1a MeAULMHCKOTO NPUMEHEHUA, UAn 06 oTKase
BO BHECEHMU TaKUX U3MEHEHWI;

2) BHOCWUT B roCyapCTBEHHbIA PeecTp JIEKAapPCTBEHHbIX CPeACTB Ha OCHOBAHMWU PELUEHUA O BHECEHUMU
M3MEHEHUA B [OKYMEHTbl, coep:Kalimeca B PErmcTpauuMoHHOM [A0Cbe Ha 3aperMcTpupoBaHHbIN
JIEKapCTBEHHbIV NpenapaTt And MeAULMHCKOro NpUMeHeHusi, HeobxoAnMble U3MEHEHWs U BO3BPALLAET UX
3anaBuUTeNto.

8. OcHoBaHMEeM [A/na OTKasa BO BHECEHUM W3MEHEHUW B [OKYMEHTbl, coJep)Kalueca B
PEermcTpauMoHHOM [OO0Cbe€ Ha 3apernucTpuMpoBaHHbIA  NIEKAPCTBEHHbLIM nNpenapat Ana  MeguLMHCKOro
NPUMEHEHUS, ABNSAETCA 3aK/OYEHUE YNOJHOMOYEHHOro defepasbHOro opraHa MCMNOJIHUTENbHOM BAacTn o
BO3MOXHOCTU CHWMXXeHUA 6e30nacHoCTU, KavecTBa, 3OPEKTUBHOCTU /IEKAPCTBEHHONO cCpeacTBa B Ciy4ae
BHECEHUA TAKUX U3MEHEHUN.

9. [lonycKaeTca rpaskAaHCKUii 060pOT NIEKAPCTBEHHBIX NMPEenapaToB A/1A MeAUUMHCKOTO NMPUMEHEHMUS,
Npou3BeieHHbIX A0 NPUHATUA YNOJHOMOYEHHbIM desiepanbHbiM OPraHOM UCMOJIHUTENIbHOW B1AcTU peLleHus
O BHECEHWU U3MEHEHUI B AOKYMEHTbI, COAEPMKALLMECA B PErMCTPALMOHHOM [OCbE Ha TaKWUe JIeKapCTBEHHble
npenaparbl, UK pelleHus 06 0TKa3e BO BHECEHUW YKa3aHHbIX U3MEHEHWA.

Ctatba 31. BHeceHMe M3MEHEHUA B [AOKYMEHTbI, coAep)Kalmeca B pPerncTpauMoHHOM AocCbe Ha
3apPEerncTPUpPOBaHHbIM 1IEKAPCTBEHHbIM NpenaparT 419 BeTEPUHAPHOIo NPUMEHEHUS

1. B uenax BHECEHWA WM3MEHEeHWUM B LOKYMEHTbl, COAEeprKaliMeca B PerncTpauMoHHOM [0Cbe Ha
3aPerMcTPUPOBaHHbIN NEKAPCTBEHHbIV NpenapaT AN BETePMHAPHOro NPUMEHEHUA, 3asBUTENb NPeaCTaBAAeT
B YNOJIHOMOYEHHbI deaepasnbHblii OpraH UCNONHUTENbHOW BAACTU 3asB/IEHUE O BHECEHUU TaKUX U3MEHEHUI
no ¢opme, YCTaHOB/IEHHOW YMNOJHOMOYEHHbIM denepasbHbIM OpPraHOM WCMOJHWUTENLHOW BAACTU, U
NPUNOXKEHHbIE K HEMY W3MEHEHWs B YKasaHHble AOKYMEHTbl, a TaKMKe [OKYMEHTbl, MoATBepKAatolme
HeobXoANMMOCTb BHECEHWA TaKUX U3MeEHEHUW. MNPUHATUE pelleHus O BHECEHMM TaKUX M3MEHEeHUn uam o6
OTKase B MX BHECEHWMW OCYLLECTBASAETCA B CPOK, HE MPEBbILIAOLWMIA AeBAHOCTA Paboynx AHEN CO AHA NPUHATUSA
YNONHOMOYEHHbIM  defepasbHbiM OpPraHOM MWCMOAHUTENIbHOM BNACTUM  3asABNEHWA O BHECEHWUM TaKUX
U3MEHEHWUN.

2. B cnyyae BHeceHMs M3MEHEHMI B AOKYMEHTbl, cogeprKallimMecAa B PerncrpauMoHHOM [OCbe Ha
3apPerMcTpUpPOBaHHbIN NEeKapCTBEHHbIN NpenapaTt ANs BETEPUHAPHOrO MPUMEHEHUSA, B OTHOLLIEHWUM CBeAEHUH,
yKasaHHbIX B nognyHKkrax "r' - "e", "a", "m", "n", "y" nyHkTa 16 yactn 3 ctatbn 18 HacToAulero deaepanbHOro
3aKOHa, a TaKXKe B C/lydae M3MeHeHUA NoKasaTeei KauecTsa IeKapcTBEHHOro npenapara Aaa BETEPUHAPHOTro
nNpMMeHeHUa W (MAK) MeTOA0B KOHTPOAA KayecTBa JIeKapCTBEHHOro npenapata A4A BeTepuHapHOro



NPUMEHEHNA NPOBOAUTCA SKCNEepPTU3a IeKAPCTBEHHOIO CpeacTBa ANA BETEPUHAPHOro NpumeHeHus. B cnydae
HEeOBOX0AMMOCTM BHECEHUSA WHbIX U3MEHEHUI B AOKYMEHTbI, COAEpPMKALLMECS B PErMCTPALMOHHOM AO0Cbe Ha
3apPEerncTPUpPOBaAHHbIN  JIEKApPCTBEHHbIA  npenapaTt ANnA  BETEPMHAPHOrO  MPUMEHEHUA,  SKCNepTM3a
JIEKapCTBEHHOIO CPeACTBa 419 BETEPUHAPHOTO NPUMEHEHMA HE MPOBOAMUTCS.

(4acTb 2 B pea. PepepanbHOro 3akoHa ot 22.10.2014 N 313-93)

3. C 3aB/IeHMEM O BHECEHUU U3MEHEHWNI B SOKYMEHTbI, COAEPKALLMECA B PErUCTPALMOHHOM A0Cbe Ha
3aperncTPUpPOBaHHbIN SIEKAPCTBEHHDBIM NpenapaT A1a BETEPUHAPHOTO NPUMEHEHUS, Hapsaay C LOKYMEHTaMW,
YKasaHHbIMM B 4YacTM 1 HacToAWen CTaTbM, NPEACTABAAOTCA AOKYMEHTbl, NOATBEPKAalOWMe ynaaTy
rocyapCTBEHHOM MOLWAMHbLI 3@ BHECEHME B AOKYMEHTbI, CoAeprKalimeca B PerncrpalMoHHOM [O0Cbe Ha
3aperncTPUpPOBaHHbIN IeKAPCTBEHHDbIN NpenapaT 418 BETEPUHAPHOIO NPUMEHEHMUA, USMEHEHU, TPEOYIOLLMX
npoBeAeHNA SKCNEePTU3bl JIEKAaPCTBEHHOMO CPeACTBa A7 BETEPUHAPHOIO NPUMEHEHUA, UIN U3SMEHEHWUI, He
TpebytoLwmx NpoBeAeHUA IKCNePTU3bl 1IEKAPCTBEHHOIO CPeACTBa A1 BETEPUHAPHOIO NPUMEHEHUA.

(B peq. PepgepanbHOro 3akoHa ot 22.10.2014 N 313-93)

4. B cpoK, He npesblWaOWMi Aecatn pabounmx AHel CO AHA MOCTYN/AEHMA YKasaHHOro B vactu 1
HacToAWEN CTaTbW 3aABAEHUA W HeOob6XOAMMbIX [OKYMEHTOB, YMNONHOMOYEHHbIN deaepanbHblit opraH
WCNOJIHUTENbHOM BNACTU:

1) npoBOAWT NpOBEpPKYy MNONAHOTbI U [AOCTOBEPHOCTU CBEAEHWW, COAEPMKALLMXCA B MpPeAcTaBiAeHHbIX
3aABUTENIEM AOKYMEHTAX;

2) NpUMHMMaAEeT pelleHne O MPOBEAEHUU IKCMEPTU3bl JIEKAPCTBEHHOIO CPeaCcTBa A/1A BETEPUHAPHOro
npumeHeHua nam ob oTkase B ee NpoBeAeHUY;

3) yBegomnsetr B NUCbMeHHOW ¢opme 3aaBUTENA O MPUHATOM PELUEHUM UM B C/y4ae NPUHATUA
pelweHusa 06 0TKase B NPOBEAEHUN SKCNEPTU3bl IEKAPCTBEHHOTO CPeACTBA A/1A BETEPMHAPHOI0 NPUMEHEHUA C
YyKasaHMeM NPUYMH TaKoro OTKasa.

5. OcHOBaHMeM A5 O0TKasa B NPOBeAEeHUN IKCMepTM3bl JIEKAPCTBEHHOMO CPeacTBa A1 BETEPUHAPHOTIO
NPUMEHEHNA ABNSETCA MNPeACTaBNeHUe AOKYMEHTOB, YKasaHHbIX B 4Yactax 1 M 3 HacTosAwen craTtbu, B
HernonHoMm obbeme WAM  OTCYTCTBME B  MNPEACTAaBAEHHbIX [AOKYMEHTax [AOCTaTOYHbIX  CBEAEHWMN,
noATBEPKAAOWMX HEOBXOLMMOCTb BHECEHUSA U3MEHEHWIA.

6. DKCMepTM3a JIeKAPCTBEHHOINO CPeACTBa A7 BETEPMHAPHOTO MPUMEHEHUA B LENAX BHECeHWsA
M3MEHEHWA B [OKYMEHTbl, COAEpMKallMecs B PErucTpauMoOHHOM [0OCbe Ha 33apPerMcTpuMpoBaHHbIN
JIeKAPCTBEHHbIM NpenapaTt Ans BeTEPUMHAPHOrO NMPUMEHEHUS, OCYLLECTBASETCS B MOpsAAKe, YCTaHOBAEHHOM
cTatbei 24 Hactoawero PenepanbHOro 3aKoHa.

6.1. B cpoK, He npesbllwaloWwmnii NATM paboumx AHeNn cOo AHA NOSYYEHUA 3AKJOYEHUA KOMMUCCUM
SKCNepToB MO pe3y/ibTaTaM YKa3aHHOM B 4acTM 2 HACcTOALLelM CTaTbW 3KCMEPTM3bl, YNOJHOMOYEHHbIN
depepanbHbI OpraH UCMONHUTENbHOW BNACTU:

1) NnpyHMMaEeT peleHne O BHECEHUWU U3MEHEHWW B AOKYMEHTbI, COAEPXKALLMECS B PErUCTPALMOHHOM
[0Cbe Ha 3aperncTpMpPOBaHHbIN NEKAPCTBEHHbIN NpenapaT ANA BETEPUHAPHOIOo NpMMeHeHus, uam ob otkase
BO BHECEHMU TaKUX U3MEHEHUN;

2) BHOCUT B rocyAapCTBEHHbIA pPeecTp JIEKapCTBEHHbIX CPEeACTB Ha OCHOBAHWW PELUEeHUS O BHECEeHWUU
M3MEHEHWN B [OOKYMEHTbl, COAep)Kalmeca B PErnmcTpauMoHHOM [AOCbe Ha  3aperMcTpupoBaHHbIN
JNIeKapCTBEHHbIV NpenapaTt 418 BETePUHAPHOro NpUMeHeHUs, HeobxogMmble U3MEHEHMA M BO3BPALLAET 3TU
OOKYMEHTbI 3as8BUTESHO.

(4acTb 6.1 BBeaeHa ®enepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

7. OcHoBaHMeM [ANA OTKasa BO BHECEHMM M3MEHEHUM B [OKYMEHTbl, COAep)Kalimecs B
PErucTPaUuMOHHOM [0Cbe Ha 33apPermcTpUpOBAHHBbIN  NIEKAPCTBEHHbIM Npenapat AAAa  BeTepuMHAPHOro
NPUMEHEHNA, ABNAETCA 3aKAOYeHME YNOJHOMOYEHHOro ¢esepanbHOro opraHa MCMOJAHUTENbHON BNACTU O
BO3MOHOCTM CHWMXKEHMA 6e30nacHOCTM, KayecTBa, 3((PEKTUBHOCTM JIEKAPCTBEHHOrO Mpenapata  Ans
BETEPUHAPHOTO NPUMEHEHUS B C/ly4ae BHECEHUA U3MEHEHUI B YKa3aHHble JOKYMEHTI.

8. JlonycKaeTca rpaxaaHCKMi 060pOT NEKAPCTBEHHbIX NPENAPATOB A/1A BETEPUHAPHONO MPUMEHEHMUS,
NPOU3BEAEHHbIX 40 NPUHATUSA YNONHOMOYEHHbIM desepanbHbiM OPraHOM UCNOAHUTENBHOW BAACTU PeELIEHUS
O BHECEHUMU U3MEHEHWUI B AOKYMEHTbI, COAEPIKALLMECA B PEFUCTPALLUOHHOM A0Cbe Ha 3apPerucTpUpoBaHHbIN
JIeKapCTBEHHbIM Npenapat Ans BETEePUHAPHOro NPUMEHEeHUa, M o6 OTKase BO BHECEHWM YKa3aHHbIX
N3MEHEHWN.

Cratba 32. OTMeHa rocyAapCTBEHHOM perMcTpaumm IeKapCcTBEHHOMo npenapaTa



PeweHne 06 oTmMeHe rocygapCTBEHHOW PErucTpaumMm JeKapCTBEHHOrO npenapata M UCKAYEHUU
JIeKApCTBEHHOrO npenapaTta W3 TOCYLapCTBEHHOrO pPeecTpa JIEKApPCTBEHHbIX CPeacTB  NPUHUMaeTcA
YNONHOMOYEHHbIM deaepasibHbiM OPraHOM UCNONHUTENIbHOW BIACTU B C/yYae:

1) npeactaBneHMs COOTBETCTBYIOWMM YNOJHOMOYEHHbIM denepasbHbiM OPraHOM MCNOAHUTENIbHOW
BNIACTU 3aK/IOHYEHMA O PUCKE UM 06 yrpo3e 340PO0BbIO, KU3HM YEI0BEKA U KUBOTHOIO NPU NPUMEHEHUM
JIeKapCTBEHHOrO npenapaTa, NpeBblwatowmnx ero 3pPeKTUBHOCTb, MO pPe3y/bTaTamM OCYLLECTBASEMOro MM
MOHWUTOPUHIa 6e30NacHOCTUN IeKAPCTBEHHOIO NpenapaTa;

2) nogaum paspaboTyMKOM IEKAPCTBEHHOIO CPEeACTBA UK YNOTHOMOYEHHBIM UM APYTUM HOPUANYECKUM
NIMLLOM 33aB/1eHNs 06 OTMEHE roCcy4apCTBEHHOMN perncTpaLmm 1eKapcTBEHHOTo NPenapara;

3) HeNoATBEPKAEHMUA FOCYAAPCTBEHHOM PErUCTPaLLMM IEKAPCTBEHHOMO NpenapaTta no UCTeYeHUM CPoKa
OeACTBUA PErUCTPALMOHHONO YAOCTOBEPEHUSA, BbIAAHHOTO Ha NATb JIET;

4) HenpeacTaBNeHUA 3asBUTENEeM MHPOPMALMKM, KOTOPas MOKET MoBJeYb 3a coboil HeobXxoaMMOCTb
BHECEHWA M3MEHEHUI B LOKYMEHTbI, COAEP’KALMECS B PErMCTPALMOHHOM AOCbe Ha 3apPerncTpupoBaHHbIN
JIeKapCTBEHHbIV Npenapart, B TeYeHMe TpMALaTh pabounx gHen co AHA HaCTYNIeHMA 3TUX USMEHEHUI;

5) ocyuwecTBieHUs TrOCYAapCTBEHHOW pPernctpaumy JIeKapcTBEHHOro npenapata nof TOProBbiM
HaMMeHOBaHMEM 33aperncTpMpoBaHHOIO paHee Moj 3TUM TOProBbiIM HAMMEHOBAHUMEM JIEKAPCTBEHHOIO
npenapaTa;

6) oCyLLecTB/IeHUA FOCYAapPCTBEHHOM perncTpaumy 3asBuUTesIEM OLHOIO W TOTO KE JIEKAPCTBEHHOMO
npenapara nog, pas/IM4HbIMU TOProBbIMWU HAMMEHOBAHUAMY;

7) BblHECEHMA CYAOM pelleHuAa O HapyweHuM npas npaBoobnagaTens 06BHEKTOB WHTENNEKTYaNbHOM
COHCTBEHHOCTUN NpPUY 06paLLEHNM TEKAPCTBEHHbIX CPEACTB.

Cratba 33. [oCyAapCTBEHHbIN PEECTP IeKAapPCTBEHHbIX CPeACTB

1. FocypapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB COAEPKUT NEPeYEeHb NEKAPCTBEHHbIX NPENApPaTos.,
npoLweawmnx rocysapCTBeEHHYO PerucTpaumio, nepeveHb GapmaLLeBTUHECKUX CyOCTaHLMIA, BXOSALMX B COCTaB
JIeKapPCTBEHHbIX MPenapaTos, U cneaytolyio MHGopmaLmio:

1) B OTHOLWEHMM NIEKAaPCTBEHHbIX NPENapaTos.:

a) HAaMMEeHOBaHWe NIeKAPCTBEHHOTO NpenapaTta (MexayHapoaHoe HEMNATEHTOBAHHOE UM XMMUYECKOE U
TOProBoe HaMnMeHOBaHUA);

6) nekapcTBeHHana ¢opma C yKasaHMeM [03MPOBKWU JIEKAPCTBEHHOrO npenapaTta U ero Koan4yectsa B
noTpebuTeNbCKOM YNAKOBKE;

B) HaMMeHoBaHWe pa3paboTumKa IeKaPCTBEHHOrO Npenapara;

r) HAMMEHOBaHWE M afpec NPON3BOAUTENS IEKAPCTBEHHOTO NPENapara;

4) dapmakoTepaneBTUYECKan rpynna JeKapcTBEHHOro Npenapara;

€) NoKasaHMA U NPOTUBOMNOKA3aHMA K MPUMEHEHUIO IEKAPCTBEHHOIO Npenapara;

) No6oYHbIE AENCTBUA NEKAPCTBEHHOTO NPeENapara;

3) CPOK rO4HOCTM JIEKAPCTBEHHOTO NPENapara;

n) yCI0BUA XpaHEHMA NEKAPCTBEHHOTO NpenaparTa;

K) ycnoBusa oTnycKa IeKapCTBEHHOTO Npenapara;

N) Homep dapmakonerHoM CTaTbl UAM B CNy4ae ee OTCYTCTBMA HOMEpP HOPMATUBHOM AOKYMeEHTauuu
b0 HOPMATMBHOIO JOKYMEHT];

M) AaTa rocyapCTBEHHOW PErucTpaLumn NeKapcTBEHHOIO NpenapaTta W ero PermcTPaunoHHbIN HoMep;

2) B OTHOLWEHUN hapMaLLEBTUYECKUX CyBCTaHLUIA:

a) HauMmeHoBaHMe ¢apMaLeBTUYECKON cybCcTaHUMM (MeXAyHapoAHOe HenaTeHTOBAHHOE Wau
XMMMYECKOE 1 TOProBoe HaMMeHOBaHWsA);

6) HaMmeHoBaHMe 1 aapec npousBoanTens bapmaLeBTUYECKOM CybCcTaHLMK;

B) CPOK roAHOCTM dhapmaLLeBTUYECKOM CybCTaHLMK;

r) ycnoBua xpaHeHMsa papmaLeBTUYECKOW CybCcTaHLMK;

4) Homep ¢dapmaKonemHOW CTaTbM UAWU B C/lydae ee OTCYTCTBUA HOMEpP HOPMATMBHOM AOKYMEHTauMK
B0 HOPMATMBHOIO JOKYMEHTA.

2. ®apmaueBTMYecKan cybCcTaHLMA, HEUCNONb3yeMasa NPU NPOU3BOACTBE NEKAPCTBEHHbIX NPenapaTos,
MOKeT OblTb BK/AOYEHA B rOCYAAPCTBEHHbIN PEecTp J/IeKAPCTBEHHbIX CPEeACTB Ha OCHOBAHWW 3aABAEHMUSA



paspaboTunKa, NPOM3BOAUTENA NEKAPCTBEHHOIO CPeAcTBa IMBO YNOAHOMOUYEHHOTO UMW HOPUANYECKOTO ML
npyv YCAOBUWM MNPOBEAEHMA B OTHOLIEHMM TaKoW ¢dapmaueBTUYecKon cybcTaHUMM 3KCNepTUsbl KayecTea
bapmaLeBTUYECKOMN cybCcTaHUMK B NOPAAKE, YCTaHOBAEHHOM cTaTbel 34 HacToswero PeaepasbHOro 3aKoHa.

3. TlopAgoK BeaeHWA rOCYOapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeacTB A1A MeAWULMHCKOro
NPUMEHEHUA U NOPAOOK BEAEHMA FrOCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeacTB ANA BeTepUHapHOro
NPUMEHEHNA YTBEPKAAIOTCA COOTBETCTBYIOLLMM YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOHUTEIbHOM
BNACTU.

CraTtba 34. dKcnepTM3a KadecTBa dpapmaLeBTUUYECKon cybCcTaHLMM, HEUCNOb3yeMON NPy NPOU3BOACTBE
NleKapCTBEHHbIX NpenapaTos

1. [Ona BkAoYeHna capmaueBTMYECKON CcybCTaHUWMKM, HEWCNONb3yeMO NpuM  NPOM3BOACTBE
JIeKapCTBEHHbIX MPenapaTos, B FOCYAapPCTBEHHbIM PeecTp IeKapCTBEHHbIX CPeACTB, MPOBOAMUTCA SKCNepTU3a ee
KauyecTsa.

2. DKcnepTM3a KayecTBa YKasaHHOWM B 4YacTM 1 HacToAwen ctatbM ¢dapmMaleBTUYEeCKoW cybcTaHumm,
COCTaB/IEHME KOMWUCCUEN 3KCMEPTOB 3aK/AIOYEHMIM MO pes3y/ibTaTaM TaKoW 3KCMepTUsbl U UX HanpasBieHue B
YNONHOMOYEHHbIN peaepanbHblii OpraH UCMNOJIHUTENIbHOM BNACTU OCYLLLECTB/IAIOTCS B CPOK, HE MPEeBbILAoLLMMT
LWeCTUAECATU Paboumx OHEN CO AHA MNONYYEHUA IKCNEPTHbIM Y4YpeKAeHMEeM COOTBETCTBYIOLLEro 3afaHus
YNOJIHOMOYEHHOTO defepanbHOro opraHa UCNOAHUTEIbHOM BNACTU U SOKYMEHTOB, YKa3aHHbIX B NyHKTax 4 - 7
yactu 3 ctatbm 18 HacToAwero PeaepanbHOro 3aKoHa.

3. QA npoBeAeHMA 3KCNEPTU3bl KauyecTBa YKa3aHHOM B YacTh 1 HacToswel cTaTbh GapmaLLeBTUYECKON
CybCTaHUMM 3aABUTENb NPEACTABAAET B YNONHOMOYEHHbIN desepanbHblt OpraH UCNOSHUTENbHOM BNACTU:

1) 3asABneHWEe O BK/IKOYEHUM B TOCYLAPCTBEHHbIA pPeEecTp JIeKAPCTBEHHbIX CPeacT8 AaHHOM
dbapmaLueBTUYECKOM cybcTaHLmu;

2) [OKYMEHT, NOATBEPKAAMOLLMIA YNNATY FOCYAAPCTBEHHOW NOLWINHbI 3@ BKOYEHME dapMaLeBTUYECKON
Cy6CTaHUMN, HEMCNOIb3YEMOM NMpPU MPOU3BOACTBE SIEKAPCTBEHHbLIX NPEMAPaTOB, B FOCYAAPCTBEHHDbIN peecTp
JIeKapCTBEHHbIX CPeaCTB;

3) AOKYMEHTbI, YKa3aHHbIe B MyHKTax 4 - 7 yacTu 3 ctatbu 18 HacToAwero deaepanbHOro 3akoHa.

4. B TeyeHue naTM paboumx AgHeW o OHA NPUHATUA 3aABAEHUA O BKKOYEHMM YKa3aHHOM B 4Yactu 1
HacToAWen cTaTbn GapMaLLEBTUYECKON CYBCTaHUMM B roCyAapCTBEHHbIN PeecTp NEKAapPCTBEHHbIX CPEACTB U
[OKYMEHTOB, MEPEYUCNEHHbIX B 4YacT 1 M nyHKTe 2 4actM 3 HacToAwel CTaTbW, YNOJHOMOYEHHbIN
denepasnbHblii OpraH UCNOJIHUTE/IbHOM BNACTHU:

1) npoBoAWUT NpPOBEPKY MOJHOTbI M [LOCTOBEPHOCTU [aHHbIX, COAEpP)KaLLMXCA B MNpeAcTaBAeHHbIX
3aABUTE/IEM JOKYMEHTAX;

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpUHUMaET pelleHWe O HanpaB/ieHWM B IKCMEPTHOE Y4YperKAeHMe 3afaHuMA Ha npoBefeHue
3KCNepTM3bl KaYecTBa yKasaHHOM B YacTn 1 HacToAwen ctatbk dapmaueBTUYECKOM cybCcTaHUMKM namn 0b oTKase
B TAKOM HanpaB/ieHUY;

3) yBegomnser B NUCbMeHHOM dopme 3aABUTENA O MPUHATOM pPELIEHUW WAW B Cy4ae OTKasza C
yKasaHMeM NPUYMH TaKoro OTKasa.

4.1. B cnyyae BbISBIEHUS HEAOCTOBEPHOCTM CBEAEHWUM, COAEPKALWMXCA B NPeACTaBNEHHbIX 3aABUTEIEM
MaTepuranax, yrnoJHOMOYEHHbI dpedepasbHbiii OpraH UCNONHUTENIbHOW BIACTU HAaNpaBAseT 3asBUTE/IO 3anNpoc
06 YTOYHEHMM YKasaHHbIX cBedeHMWA. [laHHbIA 3anpoc MOMKeT ObiTb nepedaH YNnoJAHOMOYEHHOMY
npeacTaBUTENtO 3aABMTENS IMYHO MOJ PACMMCKY, HanpasBaeH Mo MoyTe 3aKasHbiM NMUCbMOM WM NepesaH B
3NEKTPOHHON hopMe MO TENEKOMMYHMKALUMOHHbIM KaHanam cBAsW. B cnyyvae HanpasaeHusa AaHHOrO 3anpoca
Mo MoyTe 3aKasHbIM MUCbMOM OH CYMTAETCA NOJIYYEHHbIM MO UCTEYEHUW LLECTU AHEN C AaTbl HanpaB/ieHWus
3aKa3HOro nucbma.

(4acTb 4.1 BBeaeHa GenepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3asBuTenb 00s3aH NpeacTaBUTb OTBET Ha 3arnpoc Yno/HOMOYEHHOro ¢denepanbHOro opraHa
WCMNOIHUTENbHOM BNACTM B CPOK, He MPEeBbIWAOWNn AeBAHOCTa pabounx AHen co AHA NOAy4YeHUA OAHHOro
3anpoca. CpoK, YyKasaHHbIA B 4YacTM 4 HacToAweW cTaTbW, MNPMOCTAaHABAMBAETCA CO [AHA HanpaBAeHuWA
3aABMTE/I0 3anpoca YNoAHOMOYEHHOro defepasbHOro opraHa UCMONHUTENbHON BAACTU A0 OHA NOAYyYeHUA
MM OTBETA Ha [AaHHbI 3anpoC M He YYUTbIBAETCA NPU WUCYUCAEHMM CPOKA IKCNEepTU3bl KayecTBa
bapmaL.eBTUYECKOW CyOCTaHLMN, HEMCMONb3YEMOM NPY NPOU3BOACTBE SIEKAPCTBEHHbIX MpenapaTos.



(4acTb 4.2 BBeaeHa GenepanbHbiM 3aKoHOM oT 25.11.2013 N 317-d3)

5. OcHoBaHMeM pJ/1f8 OTKasa B HaMNpaB/EHWW B IKCMEPTHOE yuypexpeHWe 3aJaHusA Ha npoBedeHue
3KCNepTU3bl KayecTBa YKa3aHHOM B 4YacTW 1 HacToAwel cTaTbu dapmaLeBTUYECKOW cybcTaHUMM ABNsSeTcs
HenpeacTaB/eHWe [OOKYMEHTOB, MEPEYUCNEHHbIX B 4YacTM 2 W MyHKTE 2 4YacTM 3 HacToAWEeWN CTaTbM,
HenpeAacTaB/ieHMe 3asBUTENIEM B YCTAaHOBJ/IEHHbIN CPOK OTBETA Ha YKas3aHHbIM B YacT 4.1 HacTosALel cTaTbu
3anpoc ynosiIHoOMo4YeHHoro ¢esepanbHOro opraHa UCMOIHUTEIbHOM BAACTU UK NpeacTaB/ieHne AOKYMEHTOB,
He cogeprKallMx NcYepnblBatoLLEro NepeyHs HeobXoaMMbIX CBEAEHMIA.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. B TeueHuMe nATHaAUATM paboumnx gHEN CO AHA NONYYEHUA PELIEHUSA YNOIHOMOYEHHOTO pesepanbHOro
opraHa MCNOMHWUTENIbHOW B/AIACTM O HAMpPaB/JEHMM B IKCNEPTHOE Y4ypeXKAeHue 33[aHuA Ha MpoBedeHue
3KCNepTU3bl KayecTBa YKa3aHHOWM B 4YacTM 1 HacToswel cTaTbM dapmaLeBTUYECKOW CybCTaHUMKM 3aaBUTENb
npeAcTaBAAET B SKCNEPTHOE yupexRaeHne ansa NpoBeaeHUA AaHHOM 3KcnepTm3bl 06pasLbl papMaLeBTUYEeCcKOoM
cybcTaHUMM B KONIMYECTBE, HEOOXOAMMOM A/1A BOCMPOM3BEAEHUS METOLOB KOHTPOASA KayecTBa. DKCNepTHoe
yupexgeHue npu nosyvyeHuMM obpasLloB YKa3aHHOM B 4YacTM 1 HacToAweir ctaTbM QapmaueBTUYECKO
CcybCTaHUMM BblAAET 3as8BUTENIO AOKYMEHT, MOATBEPKAANOWMI MNosydyeHne 3Tux obpasuoB, U B CPOK, He
npesbialoWmnin Tpex paboumx AHel, yBedomIseT B NUCbMeHHOM ¢opme 06 3TOM YNOJIHOMOYEHHbIN
denepanbHbli opraH MCMNOJIHUTENbHOW BNACTU. ITU CPOKM He BKIHOYAKOTCA B CPOK NpoBedeHuAa AaHHOW
3KCNepTU3bl.

7. [LOKyMeHTbl, MOCTYNUBLUME B IKCMEPTHOE yuypexKaeHue A/1A MPOBeAeHUs 3KCNepTU3bl KayecTBa
YKasaHHOM B 4actm 1 HacTtoswel cTaTbM QapmaueBTUYECKON cybCTaHUUM, Mogaexat BO3BpaTy B
YNONHOMOYEHHbIN deaepanbHbli OpraH WCNONHUTENbHOM BAAcCTM OLHOBPEMEHHO C 3aK/AOYEHUAMM MO
pe3ynbTaTam NpoBeAEHHOM 3KCNEePTU3bI.

8. B CPOK, He NpeBbIWaoWmi NATU pabounx AHen co AHA NONYYEeHWUs 3aK0UYEHMA KOMUCCUM SKCNEPTOB
Nno pesy/nbTaTam 3KCMEePTU3bl KayecTBa YKasaHHOW B 4acTM 1 HacTosAwen cTaTbM dapmaLeBTUYECKOM
cybcTaHuMK, ynoNHOMOYEHHbI deaepanbHblii opraH UCMONIHUTEIbHOM BNACTU:

1) ocywecTBnsieT OLEHKY TaKOro 3aK/louyeHUs A4 onpefesieHuMA ero COOTBETCTBMS 3aJaHMUI0 Ha
nposegeHne AaHHOM 3KCNePTU3bI;

2) NPUHUMAET pelleHMe O BK/IHOYEHUM YKa3aHHOM B 4YacTu 1 HacToswel cTtatbM $apmaLeBTUYECKON
CybCTaHUMM B TOCYLApPCTBEHHbIA PEecTp JIeKapCTBEHHbIX CPeACTB WAM peweHMe o6 OTKase B TaKoOM
BKJIIOYEHMMU;

3) BHOCUT NPU MNPUHATUN pPELIEHUA O BKAIOYEHUWM YKasaHHOM B 4YacTM 1 HacToAwel cTaTbu
dapmaLeBTMUECKON CybCTaHLMMU B TOCYAAPCTBEHHbIA PEECTP JIEKAPCTBEHHbIX CPEeACTB MpPenyCMOTPEHHYHO
NyHKTOM 2 4actm 1 ctatbu 33 HactosAwero ®enepanbHOro 3akoHa MHbopmaumio U ysegomnaset 06 stom B
nUcbmMeHHo dopme 3anaBuUTeNS.

9. OcHOBaHWEM AN OTKA3a BO BKJIOMEHMM YKa3aHHOM B YacTu 1 HacTosALlLel cTaTbu GpapMaLeBTUHECKOM
CyO6CTaHUMM B TOCYAAPCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPeacTB ABAAETCA PeLleHMe COOTBETCTBYHOLLErO
ynonHomoyeHHoro pesepanbHOro opraHa UCMOHUTE/IbHOM BAACTM O TOM, YTO Ka4yecTBo dpapmaLeBTUYECKOWM
Cy6CTaHUMM He NOATBEPKAEHO MNONYYEHHbIMU AAHHBIMMU.

(4acTb 9 BBegeHa PepepanbHbiM 3aKOHOM 0T 22.10.2014 N 313-93)

Cratba 35. MoBTOpHOE NpeacTaB/ieHne NeKapCTBEHHOMO Npenaparta, He NpoLweALero rocyaapcTBeHHOM
perncTpauumn NeKapcTBeHHbIX MPEnapaToB, Ha rocyAapCTBEHHYIO PErMCTPALMIO NEKAaPCTBEHHbIX MPenapaTos

MoBTOpHOE npeacTaBNeHWe B COOTBETCTBYIOWMIA  YNOAHOMOYEHHbIW  dedepanbHbidi  opraH
WCMONHUTENbHON BNACTM NEeKapCTBEHHOro nNpenapaTa, He MpOoLeAWero rocyAapcTBEHHOM perMcrpaumm
NIeKapCTBEHHbIX MPenapaTtoB MAM MNOJIYYMBLUENO OTKA3 B YKa3aHHOW pernctpauMm W BNOCAeACTBUK
noJBeprwierocA WM3MEHEeHWI0 B 4YacTM ero CcocTaBa, pPacCMaTPMBaeTCA Kak npeacTaBAeHMe HOBOro
IeKapCTBEHHOrO Mpenapata Ha ero rocyfapCTBEHHYI PErMcTpauuio He3aBUCMMO OT COXPaHeHMA ero
NepBMYHOTO HAMMEHOBAHMSA.

CraTbs 36. O6:KanoBaHuWe pelleHMAa o6 OTKase B Bblgaye paspelleHns Ha NpoBefeHue KANHUYECKUX
MCCNenoBaHUIM JIeKapCTBEHHOrO MpenapaTa MAM peweHuMA o6 OTKase B rocyfapCTBEHHOM perncrpauumun
JIeKapCTBEHHOTO npenapaTta



PelweHne cOOTBETCTBYIOWErO YNO/JHOMOYEHHOro deaepanbHOro opraHa UCMOAHUTENbHOW BAacT 06
OTKase B BblAaye paspelleHns Ha NpoBefeHne KAMHUYECKUX UCCefoBaHMIM NeKapCTBEHHOMO npenaparta uam
pelweHne 06 oTKase B rocy4apCTBEHHOW perMcTpaLumn NekapcTBEHHOro npenapaTa MoKeT 6biTb 06:KanoBaHo B
nopsAaKe, yCTaHOBNEHHOM 3aKoHOA4aTeIbcTBOM Poccuiickont ®eaepaumn.

Cratba 37. MHbopmaLms, CBA3aHHAA C OCYLLECTBNEHWEM rOCYAapPCTBEHHOM PErucTpauumn NekapcTBeHHbIX
npenapaTtos, WMHGOpPMaLMA O 3aPErUCTPMPOBAHHBLIX JIEKAPCTBEHHbLIX Mpenapatax W  JeKapCTBEHHbIX
npenapartax, UCKAHUYEHHbIX U3 rOCYAapCTBEHHOrO pPeecTpa IeKapcTBEHHbIX CpeacTs

1. CooTBETCTBYIOWMIN YNONHOMOYEHHbIN denepanbHbli OpraH MCMONHUTEIbHON BNACTM pasmeLlaeT Ha
cBoem oduumanbHom cante B cetu  "WHTepHeT" WHPOpMaLMiO, CBA3AHHYID C OCYLW,ECTBAEHMEM
rocyapCTBEHHOM PErncTpaummn JeKapCcTBEHHbIX NPenapaTtoB, B TOM 4WUCAe MPOBeAEeHMEM 3KCNepTusbl
NIeKApPCTBEHHbIX  CPeacTs, WHOOPMAUMIO O  33aPEernucTPUpPOBAHHbLIX  JIEKAPCTBEHHbIX MpenapaTax WU
JIeKapCTBEHHbIX MpenapaTax, WCK/AYEHHbIX W3 TOCYyAapPCTBEHHONO pPeecTpa JIEKAPCTBEHHbIX CPeAcTB, He
nosgHee 4em yepes nNATb paboumx AHEW CO AHA MOJYYEeHUs COOTBETCTBYHOLWMM YMNONHOMOYEHHbIM
denepanbHbIM  OPraHOM  WUCNOJIHUTE/IbHOW  BNAcTU  3aAB/JIEHUS O  TOCYZAAPCTBEHHOW  perucrpalumu
JleKapCcTBEHHOTO NpenaparTa.

2. CpOKM W MNOpALOK pPasMELLEHMs YKasaHHOW B 4YacTm 1 HacToAwen CcTaTb WMHOOpPMALUK
YCTaHaB/MBAOTCA YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMOJIHUTE/IbHOM BAACTH.

lnasa 7. KMMHUYECKUE UCCNEAOBAHMUA NEKAPCTBEHHbIX
NPENAPATOB A8 MEAULIMHCKOTO NPUMEHEHUA, JOTOBOP
OB WX MPOBEAEHWM, NPABA MALMEHTOB, YYACTBYIOLLINX
B 3TUX UCCNEAOBAHUAX

Cratba 38. KaMHuyeckmne nccneaosaHma NEeKapCTBEHHbLIX MPenapaTtoB AN1A MEANUUNHCKOIo NnpumeHeHunA

1. KnMHUYecKMe MccnenoBaHUA NeKapCTBEHHbIX MPEnapaToB AN MEeAWMUMHCKOTO NPUMEHEHWA, B TOM
yncne MexayHapoaHble MHOrOUEHTPOBble, MHOMOLLEHTPOBbLIE, MOCTPErnCTPaUMOHHbIe, MPOBOAATCA ANSA
rocyZapCTBEHHOW pPEervcTpaLMu JIeKapCTBEHHbIX MPEnapaTtoB M MHOMO NpegHasHayeHWsa B O4HOM WM
HECKOJIbKMX MEOMUMHCKMX OpraHu3auMsax B COOTBETCTBMM C MPaBMAAMM  KJAMHUYECKOW MPAKTUKMY,
YTBEPKAEHHBIMM YMOJIHOMOYEHHbIM deaepasbHbiM OPraHOM MCMOJIHUTENbHOW B/IAacTW, COOTBETCTBEHHO B
cneayowmx Lensx:

1) yctaHoBneHMe 6e30MacHOCTM NIeKAPCTBEHHbIX NPEenapaToB A/s 340pOBbIX 406poBOAbLEB U (MAK)
NepeHoOCMMOCTN MX 340POBbIMM A06POBONLLAMM, 338 MCKAIOYEHMEM TaKUX MCCNEeAO0BaHMI NEKapCTBEHHbIX
npenapaTos, NPon3BeAeHHbIX 3a npeaenamu Poccuiickoit degepaumu;

2) noabop oNTUMasbHbIX AO3MPOBOK /IEKAPCTBEHHOrO NpenapaTa W Kypca JevyeHns ANs NaumeHToB C
onpeaeneHHbim 3abonesaHWem, ONTUMA/bHbIX [03 M CXeM BaKUMHAUMKM  MMMYHOBMONOTMYECKMMMU
NleKapcTBEHHbIMM NpenapaTtaMum 340P0BbIX 406POBONLLEB;

3) ycTaHoB/eHWe 6e30nNacHOCTM NeKapCTBEHHOro npenaparta U ero 3GpQeKTMBHOCTM 414 NaLMEHTOB C
onpeaeneHHbiM 3aboneBaHem, NpodunakTUYeckon 3GGEeKTUBHOCTU MMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX
npenapaToB 4/11 340POBbIX L06POBO/IbLEB;

4) n3yyeHWe BO3MOMKHOCTM PaACLUMPEHUA MOKa3aHWA A/1A MEAWUMHCKOTO MPUMEHEHMUS U BblIIBNEHUSA
paHee HeM3BECTHbIX MOHOYHbIX AENCTBUI 3aPErMcTPUPOBaHHbIX EKAPCTBEHHbIX MPENapaTos..

2. B OTHOWEHMM BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpPernapaToB A1 MeAUMLMHCKOrO MpUMeHeHUs
NPOBOAATCA MCCNEAOBaHUA OMO3KBMBANIEHTHOCTU W (M/IM) TepaneBTUYECKOW 3KBMBAJIEHTHOCTM B MOPAAKE,
YCTaHOB/IEHHOM YNOJIHOMOYEHHbIM pefepasibHbIM OPraHOM UCMOIHUTE/IbHOW BNACTMU.

3. OpraHusaumio NpoBEAEHUs  KJMHUYECKUX UCCNeLOBaHWA NIEKapCTBEHHOrO nMpenapata  Ans
MEANLMNHCKOTO NPUMEHEHMA BrpaBe OCYLLECTBAATb:

1) pa3paboTumnK NekapcTBEHHOTO NpenapaTa UAN YNoJHOMOYEHHOE UM ANLO;

2) obpasoBaTenbHble OpraHMsauMmM Bbiclero 06pa3oBaHUA, OpraHM3auMn  AOMOJAHUTENBHOMO
npodeccrmoHanbHoro obpasoBaHus;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-UCCNef0BaTENbCKME OPraHM3aL M.



4. KnuHuyeckne uccnenoBaHMA JIEKAPCTBEHHbLIX MNpenapatoB Ana MeAULUMHCKOrO NpUMEHeHUs
npoBOAATCA B NOpPAAKe, yCTAaHOBAEHHOM cTaTbAMM 20 - 22 HacToawero PegepanbHOro 3aKOHa, Ha OCHOBAHUMK
pa3spelleHMAa Ha MpoBeAeHUEe KAMHUYECKOr0 WCCNeA0BaHUA NeKapCTBEHHOro npenaparta, BblAaHHOMO
YyNoJIHOMOYEHHbIM desiepasibHbIM OPraHOM UCMONHUTE/IbHOM B1IaCTM, B COOTBETCTBUMN C LIENSAMU, YKa3aHHbIMU
B YacT 1 HacToALWen cTaTbM. YNOSIHOMOYEHHbIN deaepasibHbIi OpraH MCNOJHUTENBHOW BNAcTU BEAET peecTp
BblJaHHbIX pa3pelleHMii Ha npoBeAeHUEe KAMHUUYECKMX UCCAeA0BaHUI JIeKapCTBEHHbIX MpPenapaTtos,
cofleprallmii yKasaHWe Ha UX Lenb UK Lenn, B yCTaHOBAEHHOM 3TUM OpraHoM nopsaxe.

5. B cnyyae oOCylwecTBNeHMA TOCYAapCTBEHHOM pernctpauum NeKapCTBEHHOro npenaparta
rocyapcTBeHHas MOLWAMHA 33 NpPOBeAeHMe 3SKCMepTU3bl AOKYMEHTOB [A/1A MNOAYyYEHUA paspelleHnin Ha
NPoBeflEHNE KANHUYECKUX UCCNeAO0BaHUIA IEKapCTBEHHOro npenapata Aada MeAULMHCKOro NPUMEHEHUs M
3TUYECKOM 3KcnepTusbl Npu obpaLLeHMM 33 rocygapCTBEHHOW perucTpaumelt NekapcTBEHHOro npenaparta B
COOTBETCTBMM C LLE/IbIO MW LLeNSIMM, YKAa3aHHbIMKW B 4acTK 1 HAacToALWEeN CTaTbM, YNaaynBaeTcs O4HOKPATHO.

6. K opraHuMsaumMm npoBeseHMA KAMHUYECKUX WCCNAeAOBaHWIA /IeKapCTBEHHOrO npenapata And
MEAMLMHCKOTO NpMMEHeHNs pa3paboTYMKOM SIeKapCTBEHHOTO NpenapaTa MoryT NPMBAEKATLCA lopUanNYecKkue
Amua  nboit  opraHM3auMoOHHO-NPaBoBOM  GopMbl  MpU  ycnoBuKM obecneyeHWsa COOTBETCTBMA  3TUX
nccnefoBaHMin TpeboBaHUAM HacToswero PegepanbHOro 3aKoHa.

7. KnunHW4yeckMe wucCCNefoBaHUA NEKAPCTBEHHbIX MpenapaToB Aaa MeSULMHCKOrO NpPUMEHEHUA
NPOBOAATCA B MEAMUMHCKMX OPraHU3aumMsaX, aKKpeaMTOBaHHbIX YNOJHOMOYEHHbIM defepanbHbIM OpraHoOM
WCMOJIHUTE/IbHOM BNAcTU B NOPAAKe, ycTaHoBAeHHOM lMpasutenbctsom Poccuiickon ®eaepaumn.

8. MepeyeHb MEAMUMHCKMUX OpraHM3auuii, MMEeLWMX NpaBo NPOBOAUTb KAMHUMYECKUE WUCCNeLOoBaHMA
JIEKApPCTBEHHbIX MpenapaToB ANA MeAULMHCKOro MNPUMEHEHUA, U PEecTp BblAaHHbIX pPa3peLleHUn Ha
NPoOBeAEHNE KANMHUYECKUX UCC/IeA0BAaHNIN NEKAPCTBEHHbIX NPenapaTtoB onyb/MKOBLIBAOTCA M pa3meLlarTca
YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOJIHUTENbHOM BNACTU B YCTAHOBNEHHOM MM MOPAAKE Ha CBOEM
oduumnanbHom canTe B ceTn "UHTepHeT".

Crartba 39. MexxayHapogHoe MHOMOLEHTPOBOE KAMHNYECKOe UccnegoBaHUe JieKapCTBEHHOro npenapara
ana megnumnHCKoro npMmeHeHuna Uan nocTtperncTtpaumMoHHoOe KAMHUYECKOoe nccnenoBaHMe NeKapCTtBeEHHOTO
npenaparta gna meamumnHCKOro npumeHeHumA

1. MexayHapogHoe MHOroLEHTPOBOE KAMHWYECKOE MCC/edoBaHME NIeKapCTBEHHOro npenapaTa gas
MEAMUMHCKOTO MpPUMEHeHMA Ha Tepputopum Poccuiickoi degepaumm  WMAM  NOCTPErnCTpaLMOHHOE
KNMHUYECKOE MCCNefoBaHWE NEKAapCTBEHHOrO npenapaTta Ans MeAMUMHCKOrO NPUMEHEHUs NPoBOAMTCA Ha
OCHOBAHWWM paspelleHns Ha MpoBeAeHWE KAMHUYECKOro WCCNedOoBaHMA JIeKAapCTBEHHOro npenapara,
BblAAHHOrO YNOAHOMOYEHHbIM peaepasibHbIM OPraHOM UCNONHUTEIbHOW BAACTM MO pe3yabTaTaM 3KCNepTUsbl
OOKYMEHTOB, HeobXoAMMbIX ANA  MNOAyYeHUA  paspelleHns Ha  NpoBeAeHWe  MeXAyHapoAHOoro
MHOTOLEHTPOBOIO K/AMHWUYECKOrO MCCNeAO0BaHUA NEKapCTBEHHOrO npenaparta MAW MOCTPerucTpaumMoHHOro
KAMHMYECKOro UccaeaoBaHMA 1eKapCTBEHHOro Npenapara, U 3STUYECKOM 3KCNepTm3bl.

2. Ana nonyyeHua paspelleHus Ha MNpoBedeHWe MeKAYHapOAHOro MHOFOLLEHTPOBOrO KAMHWYECKOro
NCCNefoBaHNA NEKAapPCTBEHHOrO npenapaTta 414 MeAMUMHCKOrO MPUMEHEHWUA WAW MOCTPErMCTPALMOHHOIO
KAMHMYECKOrO  MCCNeAoBaHMA  /IeKApCTBEHHOro npenapata  A4Aa  MeAMUMHCKOrO  MPUMEHEeHMs B
YNOJIHOMOYEHHbIV pefepanbHbli OpraH UCNONHUTENIbHOM BAACTW 3asaBUTE/b NPeLCTaBAAET:

1) 3asABneHvMe O Bblgaye pPa3peleHns Ha MpoBeAEHUE MEKAYHAPOLHOTO MHOrOLEHTPOBOrO
KAMHUYECKOrO  WUCCNeOBaHWA JIEKapCTBEHHOTO MNpenapata  Aada  MeAWLMHCKOTO  NPUMEHEHUA WK
MOCTPErUCTPALMOHHOIO KJAMHUYECKOTO WCCNeL0BaHWA JIeKapCTBEHHOrO npenapaTta Aas MeAMUMHCKOro
NPUMEHEHUSA;

2) OOKYMEHT, MOATBEPKAAMOLWMIA yNaaTy roCySapCTBEHHOM MOLW/MHLI 33 Bblgavyy paspelleHusa Ha
npoBeAeHe MeXAYHAPOLHOTO MHOTOLLEHTPOBOTO KAMHUYECKOTO UCC/eA0BaHUA IeKapcTBEHHOIO npenapaTa
ONA MeANUMHCKOTO NPUMEHEHMA UKW TOCYAaPCTBEHHOM MOLW/IMHBI 3@ Bblgavyy paspelleHns Ha npoBedeHue
NMOCTPErUCTPaLMOHHOIO KIMHMYECKOTO WCCNef0BaHWA J/IeKapCTBEHHOro npenapaTta gas MeAULMHCKOro
NPUMEHEHUSA;

3) oTYeT O AOKAMHUYECKUX UCCNEeAO0BaHUAX IEKAPCTBEHHOrO CPeaCcTBa M OTYET O MPOBEeAEHHbIX paHee
KAMHUYECKUX UCCNeA0BaHNAX IEKAPCTBEHHOTO Npenaparta 41a MeAMLMHCKOro MpUMeHeHus (Npu Hannuuu);

4) NpoeKT NPOTOKONa KAMHWYECKOro MCCAeAoBaHMA /IeKapCTBEHHOro npenapata Aaa MeAMUMHCKOro
NPUMEHEHUSA;



5) 6pouitopy nccneposatens;

6) MHPOPMaLMOHHBIN IMCTOK NaLMEHTa, y4acTBYHOLLErO B KAMHUYECKUX UCCNeN0BaHMUAX NEKAPCTBEHHOTO
npenapara A1a MeauLNHCKOro NpUMeHeHNs;

7) cBegeHua o6 onbiTe paboTbl UcceaoBaTeNnell NO COOTBETCTBYIOLMM CNELMaNbHOCTAM U UX OMNbiTe
paboTbl N0 NPOBEAEHUIO KTNHUYECKUX UCCNea0BaHUA;

7.1) cBegeHMA 0 MeAMLMHCKUX OpraHM3aumax, B KOTOPbIX npeanonaraetca nposeieHne KAMHUYECKOro
UCCNefoBaHUA NeKapCTBEHHOro npenapaTta Ans MeAMUMHCKOTO NpUMeHeHus (NonHoe U COoKpalleHHoe
HaMMEHOBaAHWA, OpraHU3aUMOHHO-NpaBoBaa GOpMa, MECTO HaxOXAEeHMA U MecTO OCYLLeCTB/eHuA
nesaTtenbHocTu, TenedoH, Tenedakc, agpec 3N1eKTPOHHON NoUYTbl MEANLMHCKON OpraHu3aumn);

(n. 7.1 B pea. depepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7.2) npeanonaraembie CPOKW MPOBEAEHMA KAMHUYECKOrO UCCNeAO0BaHMA JIeKapCTBEHHOro npenapaTta
AN MeANLMHCKOTO NPUMEHEHUS;

(n. 7.2 BBegeH PenepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

8) Konuo poroBopa 0653aTeNIbHOrO CTPaxoBaHMA, 3aK/OYEHHOr0 B COOTBETCTBUM C TUMOBbIMM
npasunamm o0b6a3aTeNbHOro CTPaxoBaHWA, C yKazaHWeM NpesenbHON YNCAEHHOCTM NALUEHTOB, YY4aCTBYIOLLMX B
KNMHUYECKOM UCCNen0BaHMM NIEeKAPCTBEHHOIO NpenapaTta 41a MeAUUUHCKOro NpUMeHeHNs;

(n. 8 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

9) nHPopmaumio O cocTaBe NEKAapPCTBEHHOrO Npenaparta 45 NoJyYyeHUs paspelleHns Ha npoBeaeHue
MEXAYHAPOAHOIO MHOIOLLEHTPOBOrO K/AMHWYECKOTO WCCAefOBaHUA NEeKAapCTBEHHOrO npenapata  Aaa
MeAMLMHCKOIo NPUMEHEHMS;

10) [OKYMEHT, COCTaB/IeHHbI MNPOU3BOAUTENEM JIEKAPCTBEHHOrO nNpenapata WM CcoAeprKawmi
nokasaTenu (XapaKTepUCTUKM) NEKAPCTBEHHOIO Npenapara, NPOM3BEAEHHOro ANA NPOoBeAeHUA KANHUYECKUX
nccnenoBaHUM.

(n. 10 B pea. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. B cpoK, He npeBblWaoWwmii NATU pabouynx AHEN CO AHS NPUHATUA yKasaHHOro B NyHKTe 1 yactm 2
HACTOSILEN CTaTbW 3aABNEHUA W HEOOXOAMMbBIX [AOKYMEHTOB, YMONHOMOYEHHbIM deaepanbHblt opraH
WCNONHUTE/IbHOWN BNacTu:

1) npoBOAWUT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHWUN, COAEPHKAWMXCA B NpPencTaBAEHHbIX
3a8BUTENEM JOKYMEHTAX;

2) NpUHMMaEeT pelleHMe O MPOBEAEHUN IKCMEepPTU3bl AOKYMEHTOB A5 MOJIYYEHWUS paspelleHus Ha
npoBeAeHNE MEXKAYHAPOLHOIO MHOTOLEHTPOBOIO KAMHMYECKOTO UCCAeA0BaHNA NEKAPCTBEHHOrO npenapaTta
AN MeAULMHCKOTO MPUMEHEHUA UAN NOCTPErUCTPALLMOHHOIO KAMHMYECKOTO UCCNe0BaHMA IEKAPCTBEHHOTO
npenapata Aas MeaMUMHCKOro NPUMMEHEHUA U 3TUYECKOM 3KcnepTusbl Mbo 06 OTKase B nNpoBeAeHUMU
YKa3aHHbIX 3KCNepTus;

3) yBegomnsieT B NMUCbMEHHOW ¢dopme 3afBUTENS O MPUHATOM PELIeHUM WAW B C/ly4ae MNPUHATUA
pelleHus 0b oTKase ¢ yKasaHMeM NPUUYNH TaKoro OTKasa.

3.1. B cnyyae BbIiBNE€HUSA HEAOCTOBEPHOCTM CBEAEHWUM, COAEPIKALLUXCA B NPEACTABNEHHbIX 3aABUTE/IEM
maTepuanax, ynosHOMOYEHHbI denepasbHbIi OpraH UCMOIHUTEIbHOM B1IaCTM HaNpaBAAeT 3asBUTENI0 3aMnpocC
00 YTOYHEHWW VYKas3aHHbIX cBegeHui. [aHHbIM 3anpoc MOXKeT ObliTb nepegaH YNOJHOMOYEHHOMY
npeacTaBUTENIO 3aABUTENA JIMYHO MOA PACMUCKY, HanpaB/eH Mo Nno4yte 3aKasHbiM MMCbMOM WAW NepeaaH B
3/1eKTPOHHOM popmMe No TeNEKOMMYHUKALMOHHbIM KaHanam CBA3U. B cayyae HanpasneHMA AaHHOro 3anpoca
Nno noyte 3akasHbIM NMUCbMOM OH CYMTAETCS MOJYYEHHbIM MO UCTEYEHUW LIECTU AHEW C AaTbl HanpaB/ieHuA
3aKa3HOro NUcbma.

(4acTb 3.1 BBeaeHa ®enepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

3.2. 3assutenb o06A3aH NpeAcTaBMTb OTBET Ha 3anpoc Yno/JHOMOYEeHHOro d¢eaepanbHOro opraHa
WUCNONHUTE/IbHOIN BNAacTU B CPOK, He MpeBblllaloWnii aeBaHoCcTa pabounx AHel co AHA NONYyYeHUs AaHHOro
3anpoca. CpoOK, yKasaHHbIi B 4YacTM 3 HacToAlWen CTaTbl, NPUOCTaHABAMBAETCA CO JHA HanpasieHus
3aABUTENIO0 3anpoca YNoJHOMOYEHHOro defiepanbHOro opraHa MUCMNONHUTENIbHOM BAACTU A0 AHA MOJAydYeHus
MM OTBETa Ha AaHHbIA 3anNpoc U He YUYUTbIBAETCA MPU WUCHUCAEHUM CPOKa MPUHATUA YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM MCMOJIHATENBHOM BAACTM PelleHus O NPOBEAEHUWU 3KCMepTU3bl AOKYMEHTOB AAA
Nnoay4yeHMna paspelleHns Ha NpoBeAeHne MeXAYHapo4HOro MHOFOLLEHTPOBOMO KAMHUYECKOrO UccnenoBaHus
JNIeKapCTBEHHOrO npenapata And MeAMUMHCKOrO MPUMEHEHUA WM MOCTPErMCTPALMOHHONO K/JANMHMYECKOro
nccaef0BaHUA NeKapCTBEHHOrO NpenapaTta 414 MegMLUMHCKOro NPUMEHEHMs.

(4acTb 3.2 BBeaeHa ®eaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)



4. OcHOBaHMEM A/1A OTKa3a B NPOBEAEHMWU IKCMNEPTU3bl AOKYMEHTOB ANA MOAYY4EHUA pPaspeLlleHnsa Ha
nposegeHne MexayHapoaAHOroO MHOFOLLEHTPOBOIO KAMHUYECKOro UCCneA0BaHUA NEKAapPCTBEHHOrO Npenapara
ANA MeANUMHCKOro NPMMEHEHNA AU NOCTPErNCTPALMOHHOIO KAMHMUYECKOro MCCaes0BaHUA IEKAPCTBEHHOIO
npenapara 414 MeguUUHCKOTro NPUMEHEHUA U 3TUYECKOM IKCMNEPTU3bI ABNAETCA NpeacTaBNeHME AOKYMEHTOB,
NpPeaycCMOTPEHHbIX YacTblo 2 HACTOALWEWN CTaTbM, B HEMOJNHOM Obbeme, HenpeacTaBAeHUEe 3asBUTENEeM B
YCTQHOB/EHHbIA CPOK OTBETA Ha YKas3aHHbIA B 4YactM 3.1 HacToAllel CTaTbM 3anpoc YNOJHOMOYEHHOro
depepanbHOro opraHa WCMNOJIHUTENIbHOW BNacTM MBGO  OTCYTCTBME B  MNPEACTaBAEHHbIX AOKYMEHTax
MUCYepnbIBaOLLIErO NepeYyHa HeobXoANMbIX CBEAEHUIN UM MHDOPMALMKM, KOTOPbIE AONXKHbI BbITb OTPaXKeHbI B
HUX.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

5. TposBegeHne 3KcNepTU3bl OOKYMEHTOB [AAA MNOAyYeHWA paspelleHnAa Ha nposeaeHue
MeXXAYHApoOAHOIr0O MHOrOUEHTPOBOrO  K/JAMHUYECKOro WCCNefoBaHMA JIeKapCTBEHHOro npenapata  Aana
MeAVUMHCKOTO MNPUMEHEHMA WUAW MNOCTPErucTpauMoOHHOrO0 KAMHMYECKOro WUCCNef0BaHUA NeKapCTBEHHOro
npenaparta 418 MeauLMHCKOro NPUMEHEHMA U STUYECKOM 3KCNePTU3bl U Bblgaya paspeLleHna Ha NpoBeseHue
MeXXAYHapoAHOroO MHOrOUEHTPOBOrO  K/JAMHUYECKOro WCCNefoBaHUA JIeKapCTBEHHOro npenapata  Ana
MeOULMHCKOIO MNpPUMEHEHUA WUAW MNOCTPErucTpauMoOHHOrO0 KAMHMYECKOro WUCCef0BaHUA NeKapCTBEHHOro
npenaparta Ana MegmuMHCKOro NpMMEHEHMA OCYLLECTBAAIOTCA B NOPALKE, YCTaHOBAEHHOM cTaTbamu 20 - 22
HacToawero ®enepanbHOro 3aKoHa.

6. PeweHna o6 oTKase B NpPOBEAEHUM 3IKCNEPTU3bl AOKYMEHTOB A/A MOJYYEHWUs paspelleHna Ha
nposegeHne MmexayHapoAHOro MHOTFOLLEHTPOBOIO KAMHUYECKOro nccnefoBaHUA NeKapCTBEHHOro npenapara
ANA MeANUMHCKOro NpMMEHEeHMA AU NOCTPErncTPALMOHHOIO KAMHMUYECKOro UCcCaeno0BaHNA IEKAPCTBEHHOIO
npenapata gaa MeAUUMHCKOTO MNPUMMEHEHUSA U 3TUYECKOM 3KCMEepPTU3bl M B Bbl4aye paspeleHua Ha
nposegeHne MmexayHapoAHOro MHOFOLLEHTPOBOIO KAMHUMYECKOro nccnefoBaHUA NeKapCTBEHHOro npenapara
ANA MeANUMHCKOro NPpMMeEHEeHMA AU NOCTPErncTPALMOHHOIO KAMHMUYECKOro MCcCaen0BaHNA IEKAPCTBEHHOrO
npenapata Ana MeAMUMHCKOTO MPUMEHEHUA MoryT ObiTb 06XKanoBaHbl B NOpPAAKE, YCTAaHOBNEHHOM
3aKoHogaTenbcTBoM Poccuiickon deaepaumu.

CraTtba 40. npOBE,ﬂ,EHMe KIMHUYECKOTro nccneanoBaHnAa NeKapCTtBeHHOro npenaparta ana megunumHCKoro
npumeHeHunAa

1. PykoBoguTenb MeAMUMHCKOM OpraHu3auumn, KoTopada MpOBOAWUT KAMHWUYECKoe WcciefoBaHue
JNIeKapCTBEHHOrO npenapaTta 444 MegULUMHCKOro NPUMEHEHUA, Ha3HavyaeT nccaenoBaTeni, OTBETCTBEHHOIO 3a
npoBefeHME TaKOr0O WCCAEAOBAaHMA U UMetowero JevyebHylo ChneuManbHOCTb, COOTBETCTBYHOLLYIO
NPOBOAMMOMY K/JMHUYECKOMY WCCNeA0BaHUIO JIEKAPCTBEHHOrO npenapaTa, €O CTaxem paboTbl Mo
NporpaMmmam KJANHUYECKUX UCCNefoBaHUIA IEKAPCTBEHHbIX MpPenapaTtoB He MeHee 4Yem NATb JeT U Mo ero
npeasioxKeHNto Ha3HaYaeT conccaenoBaTenen U3 YMcaa Bpaden STo MeanUMHCKON OpraHM3aunm.

2. WNccnepoBatenb ocylecTBaseT BbIOOP MauMeHToB, KOTOpble MO MEAMUMHCKMM MOKa3aHUAM MOryT
6bITb NPMB/IEYEHDI K Y4ACTUIO B KIMHUYECKOM UCCNEeL0BaHUMN NEKAPCTBEHHOIO Npenaparta 418 MeaAUUUHCKOro
NpUMeHeHus.

3. UccnepoBsatenb M conccneaoBateniv A0NXKHblI 6biTb O3HAKOMJIEHbI C Pe3yabTaTamMu LOKJIMHUYECKOTO
NCCNef0BaHUA  JIEKApPCTBEHHOTO CPeacTBa, coaepxawumumca B Opowtope wuccnegosaTtensa, MNPOEKTOM
NPOTOKONA KAWMHUYECKOTO WCCNeAOBaHUA /IEKAPCTBEHHOrO MpenapaTa A8 MeAWMLMHCKOTO MpPUMEHEHMUS,
pa3paboTaHHbIM  pPa3paboTUMKOM /JIEKApPCTBEHHOrO Mpenapata WAM  WHbIM  HOPUAMYECKUM  JINLOM,
npuvBAEKAaEMbIM K OpraHU3auum NpoBeAeHUs KAMHUYECKOro UCCef0BaHUA IeKapCTBEHHOrO nNpenaparta aaa
MeANUNHCKOTO NPUMEHEHWA, U APYTMMU MaTepuaiamm TaKoro UcciefoBaHus.

3.1. PykoBoauTenb MeaMLMHCKOM OpraHu3aLmm B CPOK, He MPeBbILLAoWMi Tpex paboumx gHen co AHA
Hayana npoBeAeHUA KAMHMYECKOTO WCCNeA0BaHWA IeKAapCTBEHHOrO Mpenapata  Aaa  MeAULMHCKOro
npumeHeHus, coobwaetr 06 3TOM B YMNOJHOMOYEHHbIV defepanbHbii OpraH MCNOJHUTENBHOM BAACTY,
BblAABLUNI pa3peLleHne Ha NPoBeAeHNe TAKOrO UCCef0BaHUA, MO YCTAHOBAEHHOM UM dpopme.

(yacTb 3.1 BBeaeHa deaepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

4. OpraHusauuu, OCYLECTBAAIOWME OPraHU3auMIio MpPOBeAEHUs  KAMHMYECKOTrO  UCC/ef0BaHUA
JIeKapCTBEHHOrO NpenapaTta Ans MeAUUMHCKOTO NPUMEHEHMA U YKa3aHHble B YacTW 3 cTaTb 38 HacToALLEro
depepanbHOro 3aKoOHAa, B C/y4ae HeOOXOAMMOCTM BHECEHUA M3MEHEHWM B MPOTOKOA KAMHUYECKOro
NCCNef0BaHUA  JIEKApPCTBEHHOrO nNpenapata A4da MeAMUMHCKOro npumeHeHua coobwator ob sTom B



YNONHOMOYEHHbIN deaepasnbHbli OpraH UCMOMHUTENbHOM BAACTM, BblAABLWMA paspelleHne Ha npoBeaeHue
TAKOro uccienoBaHus, No YCTaHOBIEHHON UM popme.
(8 pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dopma CcOObOLWEHNA O BHECEHUMM W3MEHEHUIA B MNPOTOKONA KJAMHWUYECKOrO UCC/ef0BaHUsA
JIeKapCTBEHHOrO NpenapaTta gas MeauLUMHCKOro NPUMEHEHMUA AOKHA COAEPKaATb CAeaytolme CBeAEHMA:

1) HaumeHoBaHWe, MAEHTUDUKALMOHHDIM HOMEP M AaTa NPOTOKOIA KAMHUYECKOTO UCCAEA0BAHMUS;

2) paTta BHECEHUS U3MEHEHUI B MPOTOKO KNIMHUYECKOTO UCCNEA0BaHUS;

3) HaMMeHOBaHME U MECTO HaXOXKAEHMWA 3aABUTENS;

4) HavmeHOBaHWE OpraHusauuu, MNpPUBJAEYEHHON pPa3pPabOTUMKOM NEKAPCTBEHHOrO MpenapaTa K
OpraHM3aumnn NpoBeaeHUA KAMHUYECKOTO UccnefoBaHma (Npu Hannumnm);

5) HaMMeHOBaHWMA W MeCTa HaXOXKAEHUA MEeIUUMHCKMX OpraHusaumii, B KOTOPbIX MPOBOAMTCS
KNMHUYECKOoe UccnenoBaHue;

6) p[aTa BblAAUM paspelleHWs Ha MPOBEAEHME KAMHUYECKOTO MWCCNEeAO0BaHUS W HOMEpP 3TOro
paspelweHus;

7) N3meHeHuA, BHOCMMbIE B MPOTOKO/ KAMHUYECKOTo UCCNea0BaHus.

(4acTb 4.1 BBeaeHa ®eaepanbHbiM 3akoHOM oT 11.10.2010 N 271-d3)

5. B CpoOK, He npesblWwaloWmMn Tpuauatn pabounx AHe co AHA NOSYYEHWUA YKasaHHOro B Yactu 4
HacTosWen CcTaTbM COOOLWLEHMA, YMNONHOMOYEHHbIM denepanbHbii  OpraH  MCMNOAHUTENbHOM  BNAcTU
paccmaTpuBaeT 3TO cOOblieHMe B YCTAHOB/AEHHOM WM MOPAAKE W MPUHMMAET pelleHWe O BHECEHWUU
U3MEHEHWA B MPOTOKO/ K/AMHUYECKOro MUCCNefO0BaHMA JIeKAapCTBEHHOro npenapata A1 MeAULMHCKOro
NpPUMeHeHNA UaM 06 0TKase BO BHECEHMM TAKUX U3MEHEHUNA.

6. KnMHuyeckoe vccnenoBaHMe IeKapCTBEHHOrO npenapaTta gns MeAULMHCKOro NMpPUMMEHEHUs MOXKeT
6bITb NPUOCTAHOBAEHO WM MPEKPALLEHO, €C/iM B MPOLLeCce ero npoBeAeHus OobHapyrKeHa OnacHOCTb AN
YKM3HUM, 3400POBbA MaLMeHTOB. B c/iyyae BO3HMKHOBEHWS OMACHOCTM A/A KW3HW, 340POBbS MAUMEHTA,
YYaCTBYIOLLErO B KAMHUYECKOM UCC/Ief0BaHUKN NEKAPCTBEHHOIO NpenapaTa 418 MeaUUMHCKOTO NPUMEHEHMUS,
nccnegosatenn o6na3aHbl NPOoMHOOPMUPOBATL 06 3TOM PYKOBOAWUTENA MEAMLMHCKOW OpraHusauuu u
OpraHM3aumio, NONYUYMBLLYIO PaspeLLeHne YNoJHOMOYeHHOro denepasibHOro opraHa UCMOIHUTEIbHOM BNACTU
Ha OpraHM3auMio MNPOBEAEHMA KAMHUYECKOTO WCCAeAOBaHMA J/IeKApCTBEHHOrO npenapata. PelweHwe o
NMPUOCTAHOBNIEHUN  KJMHWYECKOrO  MCC/IeA0BaHUSA  JIEKApPCTBEHHOrO npenapata  Agaa  MeAMUMHCKOro
NPUMEHEHNA MPUHUMAIOT PYKOBOAMTENb MEAMLMHCKOW OpraHusaumMmM u (Mamn) opraHusauma, NosayynBLIan
paspelleHMe Yno/NHOMOYEHHOro deaepanbHOr0 OpraHa WCMNOMHUTENbHOM BAACTM HA OpraHu3auumio
npoBeAeHNA KJAMHUYECKOTO MUCCAeL0BaHUA NEKapCTBEHHOro npenapata Anf MeAMUMHCKOTO MpUMEHEHMUS,
pelleHMe O MpPEeKpaLlLeHUM TaKOro WCCAefO0BaHUA MNPUHUMAET YMNOJHOMOYEHHDbIM deaepanbHblid OpraH
WUCNONHUTENIbHON BNACTU Ha OCHOBAHUM COOOLLEHUA B MUCbMEHHOM dopme PYKOBOAUTENS MeAULMHCKON
opraHM3auMm MWAU OpraHM3aums, MoJy4YMBLIAA pPaspeLlleHMe YMNOJHOMOYEHHOTo ¢enepanbHOro opraHa
WUCMNOJIHATENIbHOW BNACTM Ha OPraHM3aumio MNPOBEAEHMA KIMHUYECKOTrO WCCAeAoBaHUA JIeKapCTBEHHOro
npenaparta Ans MeAULMHCKOTO NPUMEHEHUS.

7. B CpOK, He npeBblWaKWMA NATU pabounmx AHel CO AHA 3aBepllieHusA, NPUOCTAHOBAEHUA WU
NPeKpaLeHNa KAMHUYECKOTO MCCAef0BaHMA NEKAPCTBEHHOIO NpenapaTta ANf MeAUUMHCKOTo MPUMEHEHMUS,
coobuieHne 06 STOM HanpaBAAeTCA OpPraHM3auMAMM, YKa3aHHbIMM B 4YacTM 3 cTaTbn 38 HacToAWEro
depepanbHOro 3aKoHa, B YNOJIHOMOYEHHbIM defepasibHbIi OpraH UCNOIHUTEIbHOM BAACTX NO YCTaHOB/IEHHOM
um dopme.

8. ®opma coobuweHnsa O 3aBeplieHUM, MNPUOCTAHOBAEHUM UAM MPEKPALLEHUU  KAUHUYECKOTO
nccnen0BaHNUsA IEKAPCTBEHHOIO NpenapaTa 4158 MeguLMHCKOTo MPUMEHEHUS A0/1KHA COAepKaTb:

1) uHbopmaumio 0 MeAMUMHCKOW OpraHusauuu Uan MeAULMHCKUX OpraHuMsaumsx, npoBOAMBLINX
AaHHOe UccnefoBaHuE;

2) onncaHune JaHHOro UccneaoBaHus;

3) paHHble uccneposatens (damunua, UMMA, OTYECTBO, MecTOo pPaboTbl, 3aHMMaemas [ONXKHOCTb,
CneumanbHOCTb, CTaxk PaboTbl MO MporpammamM KAMHUYECKUX MCCAeA0BaHWI NeKApCTBEHHbIX NpenapaTos,
nepeyeHb KJAMHUYECKUX MWCCNELOBaHUIN NIeKapCTBEHHbIX MPenapaTtos, B KOTOPbIX OH MPUHMMAN y4vacTue
(nepvogbl yyacTus) B KauecTse UCC/eA0BaTeNA UAW coMccieaoBaTens);

(8 peq. PepgepanbHoro sakoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT AAHHOrO MCCNef0BaHWUA (3aBeplueHWe, NMPUOCTAHOBNEHUE WM MpPEeKpaLleHUe AAaHHOro

NCCNeN0BaHUA C YKA3aHMEM WX MPUYUH U BAMAHUA Ha OLEHKY ero pesynbTaToB, OOLLYHO OLEHKY pUCKa U



0XXMAaeMOM MoNb3bl OT NPUMEHEHUS UCCIeQYEeMOro IEKapCTBEHHOTO NpenapaTa, a TakKe npegnosaraemble
AanbHenle aencTeuns).

9. YNoNHOMOYEHHbIN deaepanbHbiii OpraH UCNONAHUTENBHOW BAACTU ONy6/IMKOBBLIBAET M pa3meLlaeT Ha
ceoem oduumanbHoMm caiiTe B cetu "UHTepHeT" cooblleHMe O 3aBeplleHUM, MNPUOCTAHOBAEHUN UK
NPeKpaLLeHNN KAMHUYECKOTO UCCeL0BaHUA NEKAPCTBEHHOMO npenapaTta Ans MeAUUNHCKOTO NPUMEHEHUS B
CPOK, He MpeBbIWaOWNN NATU pabounx AHeN Co AHA ero Noay4YeHus, B YCTaHOBJIEHHOM UM NOpPAAKE.

10. YnonHomoueHHbI denepanbHbli OpraH MCMONHUTENIbHON BNACTU OCYLLECTBAAET BeAEHWE peecTpa
nccnegosarteneil, NPOBOAALMX UM NPOBOAMBLUMX KAMHUYECKUE UCCNEeL0BaHUS JIEKAPCTBEHHbIX NPenapaTos
ANA MEeONUMHCKOTO NPUMEHEHWA, B COOTBETCTBUWN C YTBEPKAEHHbIMM MM MPABUAAMMU U PasMeLLaeT ero Ha
csoemM odpuuManbHOM caiTe B ceTh "MHTepHeT" B yCTAaHOBAEHHOM UM MopsAaKe. YKasaHHbIN peecTp coaepKuT
MHOOPMaUMIO, NPesyCMOTPEHHYHO NMYHKTOM 3 4acTM 8 HacToALLel cTaTbM.

11. OTyeT 0 pe3ynbTaTax KAMHUYECKOTO UCCNef0BaHUA IEKAPCTBEHHONO NpenapaTta Aaa MeguuUMHCKOro
NPMMEHEHNA COCTABAAETCA OpraHu3aumei, yKasaHHOW B 4actu 3 cTatbu 38 Hactoauwero ®PepepanbHoro
3aKOHA, Ha OCHOBAHWW 3aK/JOYEHUA MEAMLMHCKUX OPraHusaumin, NPOBOAMBLUMX 3TO MCCAegoBaHME, U
npeacTaBAAeTcA B YNOJHOMOYEHHbI deaepanbHblii OpraH MCNONHUTEIbHOW BNACTU, BblAABLUMIA pa3pelueHune
Ha NpoBegeHue 3TOro MCCAeA0BaHMA, B CPOK, HE MPEBbIWAOWMIA TPEX MecALeB CO AHA ero 3aBeplueHus,
NPUOCTAaHOB/AIEHMA WAW NPEKpPaLeHnsa, B NOpPALKe, YCTaHOBAEHHOM YMNOJIHOMOYEHHbIM denepanbHbIM
OPraHOM UCMONIHUTENbHOM BNACTHU.

12. HapyuweHue npaBua KJAMHUYECKOM MPAKTUKK, danbcuduKkauma pesysibTaToB  KAMHUYECKOTO
NUCCNefO0BaHUA NIEKAPCTBEHHOro npenapaTa Aas8 MeAMUMHCKOrO MNpUMeEHeHMA BAeKyT 3a cobow
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATEbCTBOM Poccuinickon depepaumu.

13. Mpu npoBeAeHUM KAMHUYECKOTrO WUCCAeAOBaHMA NIEKAaPCTBEHHOrO MpenapaTta Aaa MeaUUMHCKOro
NPMMeHeHNA aonyckaetca 3abop y nauMeHToB 6OMONOrMYEcKUX MaTepumanos (06pasubl GMONAOTMYECKMX
XUAKOCTEN, TKAHEW, CEKPeToB W NPOAYKTOB KU3HEAEATe/IbHOCTM YesnoBeKa, (U3MONOTUYECKUX U
NaToNOrMYecKux BblAeNeHU, Ma3KoB, COCKOOOB, CMbIBOB, MUKPOOPraHM3moB, BUONCUIAHBIN MmaTepuan) ana mux
M3yyeHMa Ha Tepputopum Poccuitckoir degepaunm u (Man) 3a npegenamu Tepputopum Poccuiickomn
depepaunu.

14. Nopsfok BBO3a Ha TeppuTopuio Poccuitickont ®epepaumm u BbiBO3a 3a nNpeaesibl TeppuUTOpUuU
Poccuitickoit ®Pepepaummn  BMONOTUMYECKMX MaTepuanos, MONYYEHHbIX MPUM MPOBEAEHUM  KAMHUYECKOTO
WUCCNenoBaHUA  NIEKAPCTBEHHOrO  npenapata  ANA  MeAMUMHCKOrO  MPUMEHEHWs,  YCTaHaB/AMBaeTCA
MpasutenbctBom Poccuitckon ®egepauymn.

Cratba 41. Jorosop O NpoBeAeHUW KAMHUYECKOro WMCC/ef0BaHMA NeKapCTBEHHOro npenapaTta AnA
MeAVLMHCKOro NPUMeEHEHNA

1. KnuHuueckoe wccnefoBaHME JIEKApCTBEHHOro npenapata Aas  MegMUMHCKOrO  NpUMEHeHUs
NpoOBOAMUTCA B COOTBETCTBMM C AOrOBOPOM O MNPOBEAEHUWU KAMHUYECKOTO WCCNELO0BAHUS NIEKAPCTBEHHOMO
npenapata [Ana MeAMUMHCKOTO MNPUMEHEHWs, 3aK/I0YaeMblM  MEXAY OpraHusauuel, nosyymBLUEN
paspelleHre YNOJHOMOYEHHOrO ¢GefepanbHOro OpraHa WCMOJHWUTENIbHOW BAACTM  HA  OpraHv3aumio
NPOBEAEHWA TAaKOr0 UCCAEA0BaHUA, U MESULMHCKOW OpraHuM3aumen, oCyLecTBAAIOWEN NPOBEAEHWE TAKOro
uccnefoBaHuA.

2. [oroBop 0 nNpoOBEAEHWU K/AMHUYECKOTO WCCNeAOBaHWA NEKapCTBEHHOrO mnpenapata Ans
MeAMNLMHCKOro NPUMEHEHUA JO/IKEH COAEPHKATD:

1) ycnosua 1 cpoKu NpoBeaeHUs AaHHOTO UCCe0BaHNA;

2) onpegeneHvie obuwel CTOMMOCTM MNPOTrPamMbl AAHHOTO MWCCAEA0BAaHUA C YKa3aHWEM CYMMbl,
npeAHasHavaloLWwenca As BbINAaT UCCNefoBaTeNIAM, COMCCIef0BaTENAM;

3) onpegeneHvie Gopmbl NpeacTaBleHUA Pe3yNbTaToB AAHHOTO MCCAef0BaHUA B YNOJHOMOYEHHbIN
denepanbHbIi 0OpraH UCMOAHUTEIbHON BAACTK.

Ctatbsa 42. ®uHaHcoBoe obecneyeHne KAMHUYECKOTO nccnegoBaHMA NeKapCTtBeHHOro npenaparta ana
MmegnumnHCKOro npumeHeHunAa

duHaHcoBoe obecnevyeHune KTMHNYECKOTo nccnegoBaHMA  1IEKApPCTBEHHOTO npenapata A4nAa
MeanuUnHCKOro NnpuMmeHeHnAa OCyLecCTB/1IAETCA 3a CHET:



1) cpeacTts denepanbHoro boaxera;

2) cpeactB OpraHusauui, NOMYYMBLUMX pPa3pelleHMe Ha OpraHuM3aumio MnpoBeAeHUs  LaHHOro
nccnenoBaHuUs, B COOTBETCTBMM C YC/IOBUSIMUM AOTOBOPA O €ro NpoBeAEHUN;

3) MHbIX He 3anpeLLeHHbIX 3aKoHOAaTeNbCTBOM Poccuiickon Pegepaumnm NCTOYHUKOB.

CraTtba 43. MNpaBa NauLMEHTOB, Y4acCTBYIOWMX B KIMHUYECKOM UCCAea0BaHUM NeKapCTBEHHOMO nNpenaparta
ana meanunHCKoro npnmeHeHunAa

1. YyacTne nauueHToB B KIMHUYECKOM UCCNe0BaHUN NIeKapCTBEHHOro npenapaTta A1a MeAmLMHCKOro
NpPUMeHeHus ABNAeTCA 406pPOBObHbLIM.

2. MauMeHT UK ero 3aKOHHbIN NpeacTaBUTeb 4OMKEH ObITb MHPOPMMUPOBAH B TMCbMEHHOWN dopme:

1) o neKkapcTBeHHOM npenapate ANA MeAUUMHCKOrO MNPUMEHEHUA W CYLWHOCTU KAMHUYECKOro
nccaef0BaHUA 3TOMO JIEKAPCTBEHHOTO Npenapara;

2) o 6e30nacHOCTM fNieKapCTBEHHOro npenapata A4d MeOUUUMHCKOTO MPUMEHEHMUA, ero OXuaaemoWn
3 bEKTUBHOCTU U CTENEHU PUCKA AN1A NALNEHT];

3) 06 ycnoBusAx y4acTva naumMeHTa B KAMHMYECKOM MCC/Ie0BaHUM JIeKapCTBEHHOro npenapaTta Ans
MEANUMNHCKOTO NPUMEHEHUS;

4) 0 uenn UAKN Lenax U NPoAC/IKUTENbHOCTU KIMHUYECKOTO UCCNeL0BaHMUA IeKapCTBEHHOro npenapara
ONA MeOULMHCKOTO NPUMEHEHUS;

5) o peicTBMAX NauMeHTa B c/iydae HenpeaBuaeHHbIX 3GdEeKTOB BANSAHMA JIEKAPCTBEHHOrO npenaparta
AN MeANLMHCKOTo NPMMEHEHUS Ha COCTOAHME ero 340P0BbS;

6) 06 ycnoBuaAx 06a3aTeNIbHOIO CTPAaxX0BaHMA }KU3HW, 340P0BbA NALMUEHT];

7) 0 rapaHTMAX KOHPUAEHUMANbHOCTM yyacTMAa MNauueHTa B  KJAWMHMYECKOM WCC/efoBaHUM
JIEKapCTBEHHOrO npenapaTa A5 MeANLMHCKOTO NPpUMEHEHUS.

3. JobpoBonbHOE cornacue nauMeHTa Ha yyacTMe B KAMHMYECKOM UCCNefoBaHWUW NIEKAPCTBEHHOTO
npenaparta 4na MeANLMHCKOro NPUMEHEHMA NOATBEPIKAAETCA ero NoAMNUCbI0 UM NOAMNUCLI0 ero 3aKOHHOTO
npeacrasmTeNna Ha UHGOPMALLMOHHOM JINCTKE MaLMeHTa.

4. TauneHT UM ero 3aKOHHbIM NpeacTaBUTENb MMEET NPAaBO OTKA3aTbCA OT y4acTUs B KJAMHUYECKOM
nccneaoBaHUM NeKapCTBEHHOro NpenapaTta 4118 MeAMUNMHCKOro NpMMeHeHUs Ha ntoboit cTagumn nposBeaeHus
TaKoro nccnegoBaHus.

5. TlpoBegeHWe KAMHUYECKOTO WCCAef0BaHUS JIEKAPCTBEHHOrO npenapata gas  MeguLMHCKOro
NPUMEHEHMA C y4aCTUEM B KAYeCTBe NALMEHTOB AeTel A0MNYCKAETCA TO/IbKO € Corlacua B NMMCbMeEHHOM dopme
nX poauTeneit, ycbiHoBuTenen. ety MoryT paccMaTpMBaTbCA B KAYeCTBe NOTEHLMANbHbIX NALMEHTOB TaKOro
NUCCNefoBaHUsA, TOJIbKO €CAM ero npoBeAeHWe HeobXxoAMMO ANA YKPenjieHua 3[0poBba AeTer uam
NPOGUNAKTUKU UHPEKLMOHHBIX 3ab60NeBaHNt B JETCKOM BO3pacTe MBO ecnun Lenbio Takoro uccnenoBaHus
ABNAETCA MOJIyYeHUEe [AaHHbIX O Haunydllell A03MPOBKE JIeKapCTBEHHOrO Npenaparta Ana fedyeHusa aeTtei. B
3TUX CNy4Yasx TaKOMy MCCNeA0BaHMIO A0/IKHO NPe/LecTBOBaTb KIMHMUYECKOE NCC/eloBaHNE eKapCTBEHHOTO
npenaparta gns MeAMUMHCKOrO NPUMEHEHMA Ha COBEPLUEHHOIETHUX rPakKAaHax, 3a UCKAYEHMEM C/y4Yaes,
€CANM  UCCNeyeMbI  JIeKApCTBEHHbIA nNpenapat And  MeAMUMHCKOro NPUMEHeHMAa npeaHasHauyeH
WUCK/TIOUNTENBHO /1A UCMO/Ib30BaHUA HECOBEPLLUEHHONETHUMM FpaXkaaHamu.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpewaerca npoBeAeHME KIMHUYECKOro WCCAeAOBaHUA JIEKAapCTBEHHOrO npenapata  And
MeAMNLMHCKOTO MPUMEHEHMA C y4acTMeM B KayecTse NauMeHTOoB:

1) neteli-cMpoT 1 geTein, ocTaBluMxca 6e3 noneyeHua poauTtenei;

2) XeHLWMH B nepuoa 6epemeHHOCTU, XKEeHLIUH B Nepuoa rpyaHoro BCKapMaMBaHMA, 32 UCKAOYEHMEM
Cny4YaeB, ecv NPOBOAUTCA KAMHUYECKoe UCCNeloBaHWe IeKapCTBEHHOro npenapara, npeaHasHayeHHoro ans
YKa3aHHbIX KEHLIUH, NPU YyCN0BMMU HEOBXOAMMOCTM NoayvyeHMAa MHOOPMALIMK TONbKO BO BPEMS NpPOBeAeHUs
COOTBETCTBYIOLMX KNAMHUYECKUX UCCNeA0BaHUIA U NPUHATUA BCEX HEOBXOAMMbIX Mep MO UCKAKYEHUIO PUCKa
HaHeceHMA Bpe/a XeHLMHe B nepuos 6epemMeHHOCTH, KeHLLNMHe B Mepuos rpyaHoro BCKapMIUBaHUSA, naoay
nnu pebeHky;

3) BOEHHOCAY)KAWMX, 33 MCKAOYEHMEeM Cy4yaeB MPOBEAEHMA  KJAMHUYECKOro MCCnenoBaHus
JIeKapCTBEHHOrO npenapara, cneuyanbHo pa3paboTaHHOro AN NPUMEHEHMUA B YCIOBUSIX BOEHHbIX AEUCTBUN,
YypesBblYalHbIX CUTYaLMA, NPODUNAKTUKM U leyeHUA 3aD0NEBAHNI N MOPAXKEHWUI, NONYYEHHbIX B pe3yabTaTe
BO34ENCTBUA HebNaronpuATHbIX XMMUYECKUX, OUONOTMYECKUX, pPagMaLMOHHbIX daKTopoB. KanHu4yeckoe



nuccnenoBaHWE TaKoro JIEKapCTBEHHOro npenaparta MOMKeT MPOoBOAUTLCA € YYacTMeM B KayecTse MauueHToB
BOEHHOC/YXALUMX, 338 WUCKAOYEHNEM BOEHHOCAYXALINX, MPOXOAALIMX BOEHHYIO CAYKBy Mo npusbisy, C
cobnogeHnem TpeboBaHmMIA, yCTaHOBAEGHHbIX HacToAlMM PesepasibHbiM 3aKOHOM B OTHOLLIEHUU rPaxaaHCKuUX
nu;

4) coTpyAHMKOB MNPaBoOXPaHUTE/IbHbIX OPraHoB;

5) nanu, oTBbIBaOLWIMX HaKa3aHMe B MecTax NnLieHUsa cBo60oAbl, a TaKKe /WL, HaXOAALLMXCA NOA, CTParken
B C/1eACTBEHHbIX M301ATOPAX.

7. [Oonyckaetca nposBedgHWE KAMHUYECKOro MWCCNeAoBaHWA NeKapCcTBEHHOro npenapata  Aad
MEAMLMHCKOTO NPUMEHEHUA, NpeaHa3sHaYeHHOro ANA NeYeHuA NCUXMYeckux 3abonesaHui, C¢ ydactuem B
KayecTBe NauMeHTOB UL, C MCUXMYECKMMKU 3aboneBaHMAMU, MPU3HaHHbIX HeaeecnoCobHbIMU B MOPALKE,
YCTaHOBNEHHOM 3aKoHOoAaTeNbCcTBOM Poccuiickoit degepaummn. KnmHnyeckoe MccinesoBaHue NeKapcTBEHHOMO
npenapata B 3TOM C/lyyae MPOBOAWUTCA MNPU HAAMYUKU COTNAcUA B MUCbMEHHON Qopme 3aKOHHbIX
npeacTaBUTeNeN YKa3aHHbIX AnL,

CraTbs 44. Ob6s3aTesibHOE CTPAaXOBaHWE XW3HM, 340POBbA NALMEHTA, YYACTBYIOLWLErO B K/IMHUYECKOM
nccnenoBaHMKM NeKapCTBEHHOTO Npenaparta 419 MeAnULMHCKOro NPUMeEHeHMA

(B pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

1. OpraHusauus, NoNy4YnBLIAs paspeLlleHne Ha OpraHn3aLmio NpoBeaeHUs KANHNYECKOro UcCaeL0BaHmus
NleKapcTBEHHOrO nNpenapaTa ANs MeanUMHCKOTo NpUMeHeHus, ob6a3aHa B KayecTBe CTpaxoBaTens CTPaxoBaTb
PUCK MPUYMHEHMS Bpeda KW3HM, 340POBbI0 NaLMeHTa B pesyabTaTe MNPOBeAeHUA KAMHMYECKOro
nccneLoBaHNA IeKapcTBEHHOIO Npenaparta Ana MeguUMHCKOro NPMMEHEHWA 33 CBOM CYET NyTEM 3aK/0YEHUA
Aorosopa 06A3aTeNbHOro CTpaxoBaHus.

2. O6beKTOM 0653aTe/IbHOrO CTPAaXOBAHUA ABAAETCA MMYLLECTBEHHbIN MHTEPEC NauyeHTa, CBA3aHHbIN C
NPUYNHEHNEM BPELA €ro KM3HU MW 340POBbI0 B pesy/bTaTe NPOBEAEHUA KAMHWYECKOrO MCC/efoBaHuUs
NleKapcTBEHHOTO NpenapaTa AN MeAULMHCKOTO NPUMEHeHus.

3. CTpaxoBbiM C/lyyaem Mo [0roBopy 06f3aTeNbHOro CTPaxoBaHWA SABASETCA CMepTb MauMeHTa WM
yXyZLIeHWe ero 340pOBbs, B TOM YuC/ie B/eKyllee 3a cObOi yCTaHOBAEHWE MHBANMAHOCTU, MPU HaAUYUU
NPUYNHHO-CNELACTBEHHOW CBA3WM MEXKAY HaCTyn/JeHWeM 3TOro cobbiTUA M yYacTMeM NauMeHTa B KAMHUYECKOM
nccneno0BaHUKM 1eKapCTBEHHOIO Npenapara.

4. TpeboBaHMA 0 BO3MELLEHUWN Bpeaa, NPUYMHEHHOTO KM3HU UK 340PO0BbI0 NALMEHTa, NPeabaBAAOTCA
B TEYEHME CPOKOB MCKOBOW AaBHOCTM, YCTAHOBJIEHHbIX MPaXK4aHCKMM 3aKOHO4aTEIbCTBOM.

5. Paamep cTpaxoBol BbINAATbI MO AOroBOpy 0653aTeNbHOro CTpaxoBaHMA COCTABAAET:

1) B cnyyae cmepTM MauMeHTa ABa MuUAAMOHA pybaelt Ha KaxkAoro nmaumeHTa, y4acTBOBaBLIEro B
KAMHUYECKOM MCCef0BaHMM IeKapCTBEHHOTO Npenapara;

2) Npu yXyALWweHnn 340P0BbA NaLMeHTa:

a) noenekwem 3a cobolt ycTaHOBAEHWE UHBAANAHOCTU | Fpynnbl, OAUH MUAMIMOH NATLCOT ThicAY pybneit
Ha Ka)X4oro nauMeHTa, y4acTBOBaBLUEro B KAMHUYECKOM MCCeA0BaHMM IeKapcTBEHHOro npenapara;

6) noBnekwem 3a coboit ycTaHoBAEHME MHBAAUAHOCTM |l rpynnbl, 0og4MH MUNNMOH pybBaelt Ha KaxKgoro
nauuveHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCNeA0BaHNN NEKapCTBEHHOrO Npenapara;

B) noBaeKwem 3a coboli ycTaHoBAEHME MHBAAMAHOCTKM Il rpynnbl, NATLCOT ThicAY pybaeir Ha Kakaoro
nauuveHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCNeA0BaHNN NEKapCTBEHHOrO Npenapara;

r) He noBneKkwem 3a coboi YCTaHOBAEHWA WHBAAMAHOCTU, He 6onee yem TpUCTa TbicAd pybneit Ha
Kak4oro naumveHTa, y4acTBOBaBLUErO B KIMHUYECKOM UCCNeA0BaHNN NeKapCTBEHHOTO Npenapara.

6. Pasmep CTpaxoBbIX BbINAaT MOXKET 6bITb YBe/IMYEH HA OCHOBAHWUM PeLLeHnaA cyaa.

7. Cpok pgoroBopa 06A3aTeNbHOMO CTPaxoBaHWUA HE MOMKeT OblTb MeHee, YeM CPOK MpOoBeAEeHUA
KAMHUYECKOro UccaeaoBaHMA 1eKapCcTBEHHOro nNpenapara.

8. Ycnosua goroBopa 06A3aTeNbHOr0 CTPaxoBaHUsA, B TOM YMC/e CTpaxoBble Tapudbl No ob6a3aTeibHOMyY
CTPaxoBaHMUIO, MepevyeHb HeOobXOAMMbIX AOKYMEHTOB ANS OCYLLECTB/IEHWA CTPAaxoBOM BbINAThl, MOPALOK
YCTAaHOB/IEHWA CTpaxoBaTesleM WHAMBUAYANbHOTO UAEHTUPUMKAUMOHHOIO Koga nauueHTa, MNopAdok
MHPOPMMPOBAHMA CTPaxoBaTeNemM CTPAXOBLIMKA O MPUBJEYEHHBIX K KAMHWUYECKOMY MWCCNEA0BaAHUIO
JIeKapCTBEHHOTO npenapata 418 MeAMLUMHCKOrO NPUMEHEHUs MauMeHTax, MOopAAOK ynaaTbl CTPAaxoBOWM
npemMuy, MOpsALOK peanus3auuu  onpegeneHHblXx Hactoswmm degepanbHbiM  3aKOHOM WM APYTMMM



denepanbHbIMM 3aKOHamMU NpaB U 06A3aHHOCTENM CTOPOH NO [A0roBopy 0653aTeNlbHOro CTpaxoBaHUA
YCTaHaB/MBAKOTCA TUNOBLIMW NpPaBUIaMmn 0653aTeNIbHOTO CTPaXoBaHMS.

9. B cnyyae npuuMHeHMA Bpeda XKM3HW NauUMeHTa, Y4acTBOBABLUErO B KAMHUYECKOM WCCAeA0BaHUU
JIeKapCTBEHHOrO MnpenaparTa, Bbirogonpuobperatensimu no AoroBopy 06sa3aTeslbHOro CTPaxoBaHMA ABAAIOTCA
rpakiaHe, MMelolLMe MpPaBO Ha BO3MeELleHWe Bpeda B C/ayvyae CMEpPTU KOPMUAbLLA B COOTBETCTBUU C
rpa*kAaHCKMM 3aKOHOZaTeNIbCTBOM, MPU OTCYTCTBUM TaKUX rpaKAaH - poAauTenn, cynpyr, AeTU ymepLuero
naumeHTa, y4acTBOBaBLUEro B K/AMHUYECKOM UCC/NeA0BaHUWM NeKapCTBEHHOro npenapaTa, B C/ly4yae CMepTu
naumeHTa, y4acTBOBABLUEro B KJ/AMHWYECKOM MWCCNeA0BaHUM NIeKapCTBEHHOro npenapata U He WMeBLLEero
CaMOCTOATENIbHOTO 0X0Aa, - FpaskAaHe, Ha UXAMBEHUM KOTOPbIX OH HAXO0AWUCA, B OTHOLIEHUN BO3MELLEHUS
pacxofoB Ha norpebeHve nauMeHTa, Yy4acTBOBABLUEro B K/JAMHMYECKOM WCCNAEA0BaHUM NIE€KAaPCTBEHHOTO
npenapara, - L0, NOHEecLlee TaKMe Pacxoabl.

10. CtpaxoBas BbiMniaTa B CYET BO3MELLEHUA Bpena, MPUYMHEHHOIO XKM3HM NaLuMeHTa, y4acTBOBABLUErO B
KIMHUYECKOM UCCIe0BAHUM NEKAPCTBEHHOIO NpenapaTta, pacnpesenserca Mexay Bblrogonpuobpetatenamm
NPONOPLMOHANbHO UX KONMYECTBY B PABHbIX A0AAX.

11. Mpwu HacTynneHUn CTPaxoBOro C/ay4yad NaUMEHT, y4acTBOBAaBLUMIA B K/JAMHUYECKOM WCCAeaoBaHWUU
JIeKapCTBEHHOrO npenapaTta, BblirogonpuobpeTaTenb BnpaBe NpPeabsBUTb HENOCPEACTBEHHO CTPAXOBLUUKY
TpeboBaHME O BO3MELLEHUN NPUYUHEHHOro Bpesa. CTpaxoBas BbiMJaTa OCYLLECTBASAETCA CTPAXOBLLMKOM B
TeyeHue TPUAUATU AHEN CO OHA NpencTaBieHMA HeobXoaMMbIX AOKYMeHTOB. [MauueHT, y4yacTBOBaBLUMIA B
K/IMHUYECKOM WCC/ed0BaHUN JIEKAPCTBEHHOrO npenapaTa, Wau Bbirogonpuobpertatesnb o0ba3aH coobwmTb
CTPaxOBLMKY ANA OCYLLEeCTBJEHUA CTPaxoOBOW BbINAaTbl WHAMBUAYaNbHbIA WUAEHTUPUKAUMOHHBIN Kopg,
naumeHTa, YCTaHOBJ/IEHHbIA CTpaxoBaTe/fieM B COOTBETCTBMM C TUMOBbIMM NpaBuiamun 0683aTeNlbHOro
CTpaxoBaHuA.

12. [lo nonHoro onpegeneHma pasamepa noasexKallero Bo3meLLeH o Bpeda CTPaxoBLMK NO 3aAB/IEHMIO
naumeHTa, y4acTBOBABLUEro B K/JAMHMYECKOM WCC/MeAO0BaHWN NEeKapCTBEHHOro npenapaTa, UM 3asaBAEHUIO
BblroZonpuobpeTatenna BMNpaBe OCYLLECTBMTb 4YacCTb CTPAXOBOM BbIMNAATbl, COOTBETCTBYIOLYIO (GaKTUYECKH
onpeaeneHHoM YacTu NPUYMHEHHOrO Bpeaa.

13. CtpaxoBas BbInjaTa B COOTBETCTBUM C AOroBOPOM 06A3aTE/NIbHOIO CTPAXOBaHWA OCYLLECTBAAETCA
HE3aBMCMMO OT BbINAT, NPUYMTAOWMXCA NO APYIMM BUAAM CTPAXOBaHMS.

14. He ponyckaeTca y4acTue nauyeHTa B NPoOBeAeHUM KAMHUYECKOro MCCnenoBaHUA /IEKapPCTBEHHOTO
npenaparta Npu oTCyTCTBUKN A0roBOpa 0653aTeNIbHOro CTPAXoBaHWUA.

15. KOHTpO/b 33 UCMOIHEHWEM OpraHu3aLMen, NoayYnBLIEN pa3peLlleHme Ha OpraHM3aumio NpoBeaeH!s
KNMHWYECKOTO MCCNeoBaHMA 1IeKapCTBEHHOIO NpenapaTta Ans MeaUUMHCKOro NPMMEHEHMUs, YCTaHOB/IEHHOM
HacToAlWwen CcTaTbel 00s3aHHOCTM No 06s3aTenbHOMY CTPAXOBAaHUIO KWU3HM, 340POBbA MaLMEHTa,
yyacteylollero  (yyacTBoBaBLUEro) B K/JAMHMYECKOM  UCCNeAO0BaHUM  NIeKapCTBEHHOro  npenapara,
OCYLLECTBASETCA  YMO/JIHOMOYEHHbIM  deaepanbHbiM  OPraHOM  WUCMNOAHUTENbLHOW  BAAcTW, BblAABLIMM
pa3spelleHre Ha NpoBedeHMe KANHUYECKUX UCCAeAO0BaHUIA NeKapCTBEHHbIX NpenapatoB AnA MeAULMHCKOro
NpPUMeHeHus.

Fnasa 8. MPOU3BOACTBO U MAPKMPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. Npon3BOACTBO IEKAaPCTBEHHbIX CPeaCcTB

1. Mpoun3BOACTBO NEKAPCTBEHHbIX CPeACcTB AO/IXKHO COOTBETCTBOBaTb MpaBMamM oOpraHuM3auuu
NPOM3BOACTBA W KOHTPONSA KA4yecTBa JIeKAPCTBEHHbIX CPeACTB, YTBEPXHAEHHbIM  YNOJHOMOYEHHbIM
depepanbHbIM  OpPraHOM WCNOAHUTENbHON BnacTUM. OcobeHHOCTM nepexoaa MNPOU3BOACTBA OTAENbHbIX
JIEKapCTBEHHbIX CPEeACTB K MX MPOM3BOACTBY B COOTBETCTBMM C MpaBMiaMW OPraHumsaLmMm NpPous3BOACTBa U
KOHTPO1S KAYeCTBa JIEKapPCTBEHHbIX CPeACTB yCcTaHaBAnBatoTca MNpasutensctBom Poccuiickoit ®eaepauymm.

(B peq. PegepanbHbix 3aKOHOB 0T 25.06.2012 N 93-93, 01 22.10.2014 N 313-03)

2. MNMpoun3BoACTBO NEKAPCTBEHHbIX CPEACTB Ha TeppuTopumn Poccuiickon Pepepaumm ocyliecTBaseTca
NPoOu3BOAUTENAMMU JIEKAPCTBEHHbIX CPEACTB, MMELWMMN NNLEH3NIO Ha MPOU3BOACTBO J1€KAPCTBEHHbIX
cpeacte. lNoaTBepyKaeHMe COOTBETCTBUS NMLEH3MATa NpaBUaAam OpraHuMsauMmM MNPOM3BOACTBA M KOHTPOAA
KauyecTBa N1eKapCTBEHHbIX CPEeACTB OCYLLECTBAAETCA B pamMKax JIMLLEH3MOHHOIO KOHTPO/A B COOTBETCTBUU C
3aKoHoAaTenbcTBOM Poccuitckoit degepaumm ¢ yyeTom 0COHBEHHOCTEM, yKasaHHbIX B 4Yactu 1 Hacrosuwei
cTaTbu.



(8 pen. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

3. T[pou3BOACTBO /IeKAPCTBEHHbIX CPeACTB  ocyuwlecTBadercas C  cobawogeHnem  TpeboBaHUi
NPOMBILLJIEHHOTO pPernaMeHTa, KOTOPbIM YTBEpP)KAAeTCca PyKoBOAMUTENEM MPOM3BOAUTENA NEKAPCTBEHHbIX
CPeAcCTB M BKAlOYaeT B cebsa nepeyeHb UCMONb3yeMblX GpapmaLeBTUYECKUX CyOCTaHUMI M BCMOMOraTeibHbIX
BELLECTB C YKasaHMeM KOAMYECTBA KaKAOro M3 HUX, AaHHble 06 mMcnosib3yemom obopyaoBaHMM, onmucaHue
TEXHO/I0rMYECKOro NpoLLecca M MeToA0B KOHTPOIA Ha BCeX 3Tanax NpoM3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

4. Tpu NpPOU3BOACTBE /IEKAPCTBEHHbIX CPEACTB MCNOAb3yloTcA dapmaleBTMYeckme cybcTaHumu,
BK/HOYEHHbIE B FOCYAaPCTBEHHbIN PEeCTp NeKapCTBEHHbIX CPeaCTB.

5. 3anpewaeTca NpoM3BOACTBO:

1) NeKapCTBEHHbIX CPEeACTB, HE BK/IOYEHHbIX B FOCYAAPCTBEHHbIN PeecTp /IeKapCTBEHHbIX CPeacTs, 3a
WCKJIIOYEHNEM IEKAPCTBEHHbBIX CPEACTB, MPOM3BOAMMbIX AJ1A NPOBEAEHUA KAUHUYECKUX UCCNef0BaHUI U ANS
9KCMOPTa;

2) danbcdUUMPOBAHHBIX IEKAPCTBEHHbIX CPEACTB;

3) neKkapcTBeHHbIX CpeacTs 6e3 NLEeH3MM Ha MPON3BOLCTBO JIEKAPCTBEHHbIX CPEACTB;

4) nekapcTBEHHbIX CPeACTB C HapyleHMem NpaBua OpraHM3aLMu NPOM3BOACTBA M KOHTPOASA KayecTBa
JIeKapCTBEHHbBIX CPeACTB.

6. Mpu BBOAE NNEKAPCTBEHHbIX CPEACTB B rPaXKAaHCKMA 060pOT yNoJIHOMOYEHHOE /INLLO NMPOU3BOANUTENS
JIeKapCTBEHHbIX CPEACTB OCYLLECTBAET NOATBEPKAEHNE COOTBETCTBMSA JIEKAPCTBEHHBIX CPeACcTB TpeboBaHUAM,
YCTaHOB/IEHHbIM MPW MX FOCYAAPCTBEHHON Perucrpaumm, M rapaHTUpyeT, YTO JIeKapCTBEHHble cpeacTsa
npou3BeAeHbl B COOTBETCTBMM C NMPaBuiaMm NPOU3BOACTBA U KOHTPO/IA KAaYecTBa JIEKAPCTBEHHbIX CPEACTB.

7. YNONHOMOYEHHbIM AULOM MNPOU3BOAMTENA NIEKAPCTBEHHbLIX CPEACTB ABAAETCA ero paboTHUK,
aTTeCTOBaHHbIN B YCTAHOBAEHHOM YMOAHOMOYEHHbIM deaepasbHbiM OPraHOM WCMOJIHUTENbHOW BAAcTy
nopadKe U UMeWNn cTaxk paboTbl He meHee Yyem MNATb AeT B 061acT NPOU3BOACTBA U (MAWM) KOHTPOAA
KayecTBa /IeKapCcTBEHHbIX CPeACTB, Bbicliee 0bpa3oBaHMe COOTBETCTBEHHO MO OAHOM M3 CrneuuanbHoCTel M
(van) ogHoMy M3 HanpaBAeHMI NOATOTOBKM: 6Monorna, 6GUOTEXHONOTUA, BETEpPUHApUA, KAMHMYECKan
MeAMLUMHa, pagnaLMoHHan, XMMmniyeckas n bruonormyeckas sawmrta, papmauma, dbyHaameHTabHaa MeanLmHa,
XMMMUYECKasa TEXHOIOMMA, XMUMUSA.

(4acTb 7 B pea. PepepanbHOro 3akoHa ot 22.10.2014 N 313-93)

8. MpounssoanTeNnn NeKapcTBEHHbIX CPEACTB MOrYT OCYLECTBAATL MPOAAXKY NEKAPCTBEHHbIX CPeACTB UK
nepeaasaTh MX B YCTaHOBNEHHOM 3aKOHOAATENbCTBOM Poccuitickoit ®eaepaunm nopaake:

1) ApyrMM NpouM3BOUTENAM NEKAPCTBEHHbIX CPEACTB A5 NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB;

2) opraH13aumam onTOBOW TOProB/IM IEKAPCTBEHHBIMM CPEACTBAMM;

3) anTeyHbIM OpraHM3auMaMm, BETEPUHAPHbIM  anTeYHbIM  OPraHM3auMAM, MWHAMBUAYA/bHbIM
npeanpuHUMaTeNAM, UMEKWUM JIMLEH3NI0 Ha (apMaLeBTUYECKYI0 [eATe/NbHOCTb WMAW JIMLEH3UIO Ha
MeAMLMHCKYIO0 LeATe/IbHOCTb;

4) Hay4yHO-UCCNeA0BaTEIbCKUM OPraHM3aLMAM A1 Hay4YHO-MUCCIeA0BaTeIbCKOM paboTbl;

5) MeaAWLMHCKUM OPraHM3aLMaM U BETEPUHAPHBIM OPraHM3aLMam;

6) opraHM3aumMaM, OCYLLECTBAIOWMM Pa3BeAeHNE, BbipallMBaHUE U COAEPKAHUE KUBOTHBIX.

Cratba 46. MapKMpOBKa NeKapCTBEHHbIX CpeaCTB

1. JlekapcTBeHHble npenapaTbl, 3a MWCKAIOYEHMEM JIEKAPCTBEHHbIX MpenapaToB, W3roTOBJEHHbIX
anTeYHbIMW  OpraHM3aumMAMK,  BETEPUHAPHLIMM  ANTEYHbIMW  OpraHM3auMAMK,  UHOMBUAYANbHBIMU
NpeAnpPUHUMATENAMMN, UMEIOWMMUN NULEH3NI0O Ha GapMALLEBTUYECKYIO AeATENbHOCTb, AOJIXKHbI NOCTynaTb B
obpaleHue, ecu:

1) Ha X NepBMYHON YNaKOBKEe (33 UCKAOYEHMEM NEPBUYHOM YNAKOBKM JIEKAPCTBEHHbIX PACTUTENbHbIX
NpenapaToB) XOPOLO YMTaeMbiM LWPUPTOM Ha PYCCKOM f3blKe YKasaHbl HAaMMEHOBaHME JIeKAPCTBEHHOIO
npenapata (MexayHapogHoe HenaTeHTOBAaHHOE, WAW XMMUYECKOE, WUAW TOProBoe HauMeHOBaHMe), HoMmep
cepuu, aaTta Bbinycka (418 UMMYHOBMONOIMYECKUX SIEKAPCTBEHHbIX NPEnapaTos), CPOK roAHOCTU, JO3UPOBKA
WM KOHLLEHTPaLMA, 06beM, aKTUBHOCTb B €AMHULAX AEMACTBMA UM KOJIMYECTBO A03;

(8 pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

2) Ha WX BTOPWUYHON (NOTPebUTENbCKOWN) YNAaKOBKE XOPOLIO YMTaeMbiM WPUGTOM Ha PYCCKOM A3blKe
YKa3aHbl HAMMEHOBaHMWe IeKapCTBEHHOrO NpenapaTa (MeXKayHapogHoe HEMaTeHTOBAHHOE UM XMMUYECKOE U
TOProBoe HaMMeHOBaHWA), HAMMEHOBaHWE NPOU3BOAMUTENA JIEKAPCTBEHHOrO NpenapaTa, HOMep cepun, aata



BbiNyCKa (419 UMMYHOOMONOTMYECKUX  JIEKAPCTBEHHbIX MPEnapatoB), HOMEpP  PEerucTpaumoHHOro
YAO0CTOBEPEHMSA, CPOK FOAHOCTU, CNOCO6 NPUMEHEHMUA, [03MPOBKA WM KOHLEHTPALUMA, 06bemM, aKTUBHOCTb B
eguHMLAX AencTBmMA AMbo KOMMYECTBO 403 B YNAKOBKe, SIeKapcTBEHHas Gpopma, YC/I0BUA OTMYCKa, YCA0BUSA
XpaHeHMs, NnpeaynpeauTesibHble Haanmcu.

(8 pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

2. ®apmaueBTMYECKME CybCTaHLMM AOMKHbI NOCTYNaTh B 06palleHne, ec/iv Ha UX NEPBUYHOM YNaKoBKe
XOPOLLO YMTAEMbIM WPUPTOM Ha PYCCKOM A3bIKE YKasaHbl HaMMeHoBaHMe $apMaLLeBTUYECKON cybCTaHUUM
(merkayHapogHoe HenaTeHTOBaHHOE WM XMMWYECKOE W  TOProBoe HauMMeEHOBaHWs), HaMMeHOBaHWe
npounssoguTens papmaLeBTUYECKOM CyOCTaHLMM, HOMEP CEPUN U AaTa U3rOTOBIEHUS, KOJIMYECTBO B YNaKOBKe
N e ANHWLBI U3MEPEHMSA KONYECTBA, CPOK FOAHOCTM U YC/IOBUA XPAHEHMA.

3. JlekapcTBeHHble CpeacTBa B KAYecTBe CbIBOPOTOK AOJXHbI NOCTYyNaTb B obpalleHWe ¢ yKasaHWem
YKMBOTHOTO, U3 KPOBW, N1a3Mbl KPOBW, OPraHOB M TKAHE KOTOPOro OHU NOJIyYeHbl.

4. Ha BTOpUYHYIO (NOTPEBUTENLCKYIO) YMaKOBKY JIEKAPCTBEHHbIX CPEACTB, MOJIYYEHHbIX W3 KPOBW,
naasmbl KPOBM, OPraHOB M TKAHEW YenoBeKa, AOMKHA HAHOCUTbCA Haanuck: "AHTuTena Kk BUY-1, BUY-2, K
BMpycy renatuTta C n NOBEPXHOCTHbIN aHTUreH BUPYCa renaTtuta B oTcyTcTBytoT".

5. Ha nepBuYHYyl0 YyNaKOBKY M BTOPUYHYIO (NOTpebuTenbCcKylo) ynakoBKy pagvodapmaleBTUYECKUX
JIeKapCTBEHHbIX CPEACTB A0/KEH HAHOCUTLCA 3HAK PAANALLMOHHOM ONACHOCTY.

6. Ha BTopuYHylo (NoTpebuTenbcKyo) ynakoBKy roMeonaTMyecknx eKapcTBEHHbIX NpenapaToB AO/IKHA
HaHOCUTbCA Haanuck: "TomeonaTuyeckuin'.

7. Ha BTOpUYHYIO (NOTpebuTenbCcKylo) YNakoBKY NIEKAPCTBEHHbIX PAcTUTE/IbHLIX MpPenapaToB AO0/IKHA
HaHOCUTbCA Hagnuce: "MpoayKumaA NpoLaa paamMaLnMoHHbIA KOHTPOL" .

8. Ha nepBUYHYIO YNaKOBKY M BTOPUYHYIO (MOTPEeOUTENbCKYHO) YNaKOBKY NEKAPCTBEHHbIX MPENapaTos,
npefHasHavyeHHbIX ANA KAMHUYECKMX WMCCNeAO0BaHWA, AOJKHA HAHOCMTbCA Haanucb: "Ona KAMHUYECKUX
uccnegoBaHuin".

9. YNaKoBKa IeKapCTBEHHbIX CPEACTB, NPeAHAa3HAYEHHbIX MCKAOYUTENBHO A5 IKCNOPTA, MAapKUpyeTca B
COOTBETCTBUM C TpebOBaAHMAMM CTPaHbI-MMMNOpTEpPA.

10. Ha TpaHcnopTHytO Tapy, KoTopas He npeAHasHayeHa AnA notpebutenei M B KOTOPYH NOMELLEHO
NIeKapCTBEHHOE CPeacTBO, AO0/KHA HAHOCUTbCA MHOOPMaLMA O HaMMEHOBAHWW, CEPUN NIEKAPCTBEHHOTIO
CpeacTBa, AaTe BbIMYCKa, KOMYECTBE BTOPMUHBIX (MNOTPeBbUTENBbCKMX) YNAaKOBOK SIEKAPCTBEHHOrO CPeacTsa,
NnpounsBoauUTE/IE IEKAPCTBEHHOMO CPEACTBA C YKa3aHMEM HaMMEHOBaAHUA U MECTOHAXOXKAEHUA NPon3BoAMTENA
JIeKapCTBEHHOrO cpeacTBa (agpec, B TOM uucie CTpaHa M (MaM) mMecTo NpouM3BOACTBA JIEKAPCTBEHHOIO
CPeacTBa), a TaKXkKe O CPOKe roAHOCTM SIEKAapPCTBEHHOro CpeacTBa U 06 YCIOBUAX €ro XpaHeHUs U NepeBO3KY,
Heobxoanmble NpeaynpeauTesibHble HAAMUCU U MaHUNYNATOPHbIE 3HAKMW.

11. Ha nepBuYHYIO yNaKkoBKYy U BTOPUYHYO (NOTPEOUTENLCKYIO) YNAKOBKY /IeKAPCTBEHHbIX CPeacTB ANA
BETEPUHAPHOTO MPUMEHEHUS AO/IKHA HAHOCUTBLCA HagnNUck: "[na BeTepuHapHOro npumeHeHus".

12. Ha BTOpUYHYlO (NOTPEOUTENLCKYIO) YNAKOBKY JIEKAPCTBEHHOrO Mpernaparta HAaHOCUMTCA LWTPUXOBOM
KOA.

Fnasa 9. BBO3 IEKAPCTBEHHbIX CPEACTB
B POCCUMNCKYIO SEOEPALIIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUMCKOW ®ELEPALUN
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbss 47. [opsgoK BBO3a JIeKAPCTBEHHbIX cpeactB B Poccuiickyio Pegepaumio U BbIBO3a
NleKapcTBEHHbIX cpeacTs u3 Poccuiickon ®epepauum
(8 peq,. PegepanbHoro sakoHa o1 06.12.2011 N 409-93)

1. BBO3 /leKapCTBeHHbIX CcpeacTB B Poccuiickyto depepaumio  ocyllecTBaseTcd B MOPAAKeE,
ycTaHoBneHHom  [MpasuTtensctBom  Poccuitickoli  depepaumu, B COOTBETCTBUM € TaMOMKEHHbIM
3aKOHOAaTeNIbCTBOM TaMOXEHHOrO coto3a B pamMKax EBpA3IC (ganee - TaMoOMKeHHbIM coto3) u (Mau)
3aKOoHoAaTeNbcTBOM Poccuiickon Pesepaupnn 0 TaMOXKEHHOM gene.

(8 pen. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. BBo3umble B Poccuiickyio depepaunio NeKapcTBEHHble CPeacTBa [AO/MKHbI 6biTb BK/OYEHbl B

rocyAapCTBEHHbI PEecTp NeKAPCTBEHHbIX CPEACTB.



(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. Jonyckaetca BBO3 B Poccuiickyio desiepaumio KOHKPETHOM NapTUM 3aperncTpupoBaHHbIX U (KMaun)
He3aperncTpMpoOBaHHbIX JIEKAPCTBEHHbIX CPEACTB, NpPeAHa3HaYeHHbIX A4 NPOBEAEHUS  KANHUUYECKUX
WUCCNeN0BaHUI NIeKapCTBEHHbIX NpenapaTtoB, MPOBeAEHUA 3KCNepTU3bl JIEKAapPCTBEHHbIX CpeacTB  And
OCYLLECTB/IEHMA TOCY[apCTBEHHON pPEerucTpauMm NeKapCTBEHHbIX MpenapatoB WAM  ANA  OKasaHus
MEAMLMHCKOM MOMOLIN MO }M3HEHHbIM MOKa3aHMAM KOHKPETHOro NauueHTa Ha OCHOBaHWM paspelleHus,
BblJ@HHOrO YNOAHOMOYEHHbIM ¢deaepasbHbIM OPraHOM WCMNONHUTE/NIbHOM BAAcTU MO 3aAB/IEHUAM UL,
YKasaHHbIX B cTaTbe 48 HacToaulero PenepanbHOro 3akoHa. PaccMOTpeHME TaKOro 3aAB/EeHUS U NpUHATUE
pelweHUs O BblAaye paspelleHnss Ha BBO3 KOHKPETHOM MapTUM  3aperucTpupoBaHHbIX U (KMau)
He3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX CPEACTB, NpPeAHa3HaYeHHbIX A4 NPOBEAEHUA  KANHUYECKUX
NUCCNeAOBaHUIMA  NIeKAPCTBEHHbIX NpenapaTtoB, MNPOBeAEeHUA 3KCMepTU3bl JIEKAPCTBEHHbIX CpeacTB  Ansd
OCYLLECTB/IEHMA TOCYAAPCTBEHHOM pPEerucTpaumMm  JIeKapCTBEHHbIX MpenapatoB WAM  ANA  OKasaHuA
MEAMLMHCKOM NOMOLLM MO MM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa Anbo ob oTKase B Bblgaye
YKa3aHHOro paspelleHus Npou3BOAATCS B CPOK, He NpPeBbIWAOWMN NaTu paboumx agHel. MNnaTta 3a Bblgavy
YKa3aHHOro paspelleHus He B3MmaeTcs.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4. B Poccuickyto denepaumio MOMKHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAYECTBO KOTOPbIX
NoATBEPKAEHO CepTUPUKATOM NPOU3BOAMUTENSA JIEKAPCTBEHHbIX CPeACTB, YAOCTOBEPAIOWMM COOTBETCTBME
BBO3WMbIX NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM dapmMaKonelHbix ctaten aMbo B c/nyy4ae MX OTCYTCTBMA
HOPMATUBHOWN AOKYMEHTaLMU UM HOPMATUBHOTO AOKYMEHTA.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. 3anpeutaetca BBo3 B Poccuiickyto depepaumio banbCUOULUMPOBAHHBLIX NEKAPCTBEHHbLIX CPeacTs,
Hen0bpPOKaUYeCTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX 1EKAPCTBEHHbIX CPeACTB.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. PanbcudrUMpPOBaHHbIE IeKAPCTBEHHbIE CPeacTBa, Heg0bpoKauyecTBEHHbIE IEKAapPCTBEHHbIE Cpe/cTBa
noanexaTr W3bATUIO W MOC/AedylolWeMy YHUUTOXKEHUI0O WM BbiBO3y W3  Poccuitickolt  depepaunm,
KOHTpadaKTHble NeKapCTBEHHbIE CPeACTBA - U3BATUIO U MOCAEAYIOWEMY YHUUTOXEHUIO. YHUUTOXEHUE UAn
BbIBO3 M3 Poccuiickoin deaepauum danbcnPULMPOBaHHbIX NEKAPCTBEHHbIX CPeACTB, Heg0bpoKayecTBEeHHbIX
JNIEKApPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX JIEKAPCTBEHHbIX CPEACTB OCYLECTBAAETCA 3a CYeT /unua,
OCYLLECTBMBLLEro UX BBO3. MOPALOK YHUUTOXKEHUA U3BATLIX GanbCUPULMPOBAHHbIX N1EKAPCTBEHHbIX CPEACTB,
Hea0b6POKaYECTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPahaKTHbIX JIeKapCTBEHHbIX CPEACTB YyCTaHaB/IMBaAETCA
MpasutenbctBom Poccuiickoin ®eaepauymm.

(8 pen. PepepanbHoOro 3akoHa ot 06.12.2011 N 409-93)

7. Nnua, ocywecTteasowme Beo3 B Poccuiickyto Pepepaumio ¢anbcudUUMPOBaAHHbIX JIEKAPCTBEHHbIX
cpeacTs, HegO6POKAYECTBEHHbIX /IEKAPCTBEHHbIX CPEACTB, KOHTPahaKTHbIX /IEKAPCTBEHHbIX CPEeACTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOMKEHHbIM 3aKOHOAATENbCTBOM TaMOMKEHHOro cotsa u (uau)
3aKoHogaTeibcTBom Poccuiickoit Pegepaumm o TaMOXKEHHOM Aene.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BblBO3 /IeKapCTBEHHbIX CpeacTs u3 Poccuiickon Pepepaumm ocyuiectenseTca 6e3 npumeHeHus
OrpaHMYEHUIN, YCTAHOBJMIEHHbIX TAMOMEHHbIM 33aKOHOAATENbCTBOM TaMOMKEHHOro cots3a W (uau)
3aKoHogaTenbctBom Poccuiickon Pepepaumm 0O rocygapCcTBEHHOM  PEry/IMPOBaHUM  BHELIHETOProBoOM
[eaTeNbHOCTU. BbiBO3 /IeKapCTBEHHbIX NPenapaToB ANA MeAMLUHCKOro NPUMEHEHMUA, NpeaHasHayYeHHbIX ans
ryMmaHUTapHOM nomowm (coaencTeBma) MAM MNOMOLWM NPU YpPe3BblYaMHbIX CUTyaumsx, u3 Poccuiickon
depepaunn ocyLLecTBasETCA B NOpAAKe, ycTaHoBAeHHOM MpaBuTenbcTBom Poccuiickon deaepauum.

(8 pea. PepepanbHbix 3aKkoHOB 0T 06.12.2011 N 409-$3, o1 25.11.2013 N 317-93)

CraTbs 48. lOpuanueckme nunua, KOTOPbIM pa3pelleH BBO3 JIEKAPCTBEHHbIX CpeacTB B Poccuiickyto
depepaumio
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JNlexapcTBeHHble cpeacTBa B Poccuiickyto ®esepaumtio MoryT BBO3UTb:
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npoussoAnUTENN NEKAPCTBEHHbIX CPeACTB A4 Lenei cobCTBEHHOro NPOM3BOACTBA NEKAPCTBEHHbIX
CpeAacTs;



2) WHOCTpaHHble pPa3pPaboOTUMKM  NEKAPCTBEHHbIX CPEACTB W MHOCTPAHHble  MPOWU3BOAUTENN
JIEKAPCTBEHHbIX CPeACTB MAM Apyrue opuanyYeckne Anua no nopydeHUto pa3paboTyuKa NeKapCTBEHHOTO
cpeactBa ANsA MNPOBEAEHMA KAMHUMYECKMX WCCAeAOBaHMIA /NIeKapCTBEHHOrO MpenapaTta, OCYLLEeCTBAEHUSA
rocy4apCTBEHHOM PErucTpaumumn IeKapCcTBEHHOrO Npenaparta, BKAYeHMA GapmMaueBTUYECKON cybcTaHUMKM B
rocy4apCTBEHHbIN PeecTp IEKAPCTBEHHbIX CPEACTB, KOHTPOIA KAYecTBa JIEKAapPCTBEHHbIX CPEACTB NPU HaNYMK
paspeleHmsa ynoJHOMOYeHHOro ¢enepanbHOro opraHa UCNoJIHATENIbHOM BIACTU Ha BBO3 KOHKPETHOM NapTuu
JIeKapCTBEHHbIX CPeaCTB;

3) opraHusaumm onNToBOM TOProB/IN NEKAPCTBEHHBIMM CPEACTBAMM;

4) Hay4yHO-UccnenoBaTeNbCKME OpraHu3aLmMM, 06pa3oBaTeibHble OPraHU3aLuuMmn Bbiclero obpasoBaHus,
NPOWU3BOAMUTENIN NEKAPCTBEHHbIX CPEACTB ANA Pa3paboTKK, UCCef0BaHNIM, KOHTPOIA 6e30MacHOCTH, KavecTsa,
3GdEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB MPU HaAUuMM paspelleHuA YNOJHOMOYEeHHOro denepasbHOro
opraHa UCNONHUTENbHOM BNACTW;

(B peq. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MmeaMUMHCKME OpraHn3auum, UHble YKasaHHble B NyHKTax 1 - 4 HacToAwel cTaTbl OpraHusauuun ans
OKa3aHUs MeAMLUMHCKOW MOMOLLM MO KM3HEHHbIM TMOKa3aHWAM KOHKPETHOro naumeHTa npu HaauMuyuu
pa3peLlleHma ynoaHoOMoYeHHoro ¢esepasbHOro opraHa UCNOIHUTEIbHOM BNAACTU Ha BBO3 KOHKPETHOW NapTum
JNIeKapCTBEHHOMO npenapaTa, BblAAHHOIO B YCTAHOB/IEHHOM MopasaKke B GOpme 3/EKTPOHHOFO AOKYMEHTA,
NOAMNMCAHHOIO YCUNEHHON KBAaIMPULLMPOBAHHOM 3/1EKTPOHHOM NOAMNMCHIO.

(8 pea. PepepanbHoro 3akoHa ot 12.03.2014 N 33-03)

Cratba 49. [JoKyMeHTbl, NpeAcTaBAseMble B TaMOXeHHble opraHbl Poccuiickoit degepauumn npu ssose
NleKapcTBeHHbIX cpeacTs B Poccuiickyio eaepaunio
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. NMpu BBO3€ NIeKAPCTBEHHbIX CPeAcTB B Poccuiickyto deaepalmio B TaMOXKeHHble opraHbl Poccuitckoi
dbepepaunn  Hapagy C OOKYMEHTaMM, NpeacTaB/NeHUMe  KOTOpbIX  NPeaycCMOTPEHO  TaMOMKEHHbIM
3aKOHOZaTeNnbCTBOM TaMOMKEHHOro coto3a W (Man) 3akoHopaTenbcTBom Poccuitckoit Pepepaummn o
TAaMO)EHHOM gene, NPeacTaBAATCA caeayowme AOKYMEHTbI:

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) cepTnudmMKaT Nnpom3BogMTENA TIEKAPCTBEHHOMO CPEACTBA, YAOCTOBEPAIOLWMA COOTBETCTBME BBO3UMOIO
NleKapcTBEHHOro cpeacTsa TpeboBaHMAM dapmaKkoneHoi ctaTbn NMbO B c/lydae ee OTCYTCTBMA HOPMATUBHOM
[OKYMEHTaLMUN UIN HOPMAaTMBHOTO AOKYMEHTa;

2) paspeLlueHue ynonHoMo4YeHHoro ¢peaepanbHOro opraHa MCNONHUTENIbHOM BNAacTU Ha BBO3 KOHKPETHOW
NnapTUM NEeKapCTBEHHOrO CPeACcTBa B CNy4YasX, YCTaHOB/IEHHbIX YacTbio 3 cTaTbk 47 HacToAllero PeaepanbHOro
3aKOoHa.

2. [JOKyMeHTbl, yKa3aHHble B NyHKTax 1 1 2 yactn 1 HacToAwWEen cTaTbu, NPeACTaBAAIOTCA B TaMOMKEHHbIe
opraHbl Poccuiickoit Peaepaumm npm npmbbITUK NeKapCcTBEHHbIX CpeacTB B Poccuiickyo deaepauuio.

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CraTba 50. BBO3 fieKapcTBEHHbIX NpenapaTtos B Poccuiickyto deaepalmio AN AMYHOMO UCMO/b30BaHUA U
WHbIX HEKOMMEPYECKUX Lienei
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. lekapcTBeHHble NpenapaTbl MOTyT 6bITb BBE3eHbl B Poccuiickyto ®epepaumnto 6e3 yyeta TpeboBaHui,
npesycMoOTpeHHbIX YacTamu 1 - 4 ctatbu 47, ctatbsamm 48 n 49 HacTosawero ®enepanbHOro 3aKOHa, €C/IM OHU
npegHasHa4veHbl ana:

(8 peq,. PegepanbHoro sakoHa ot 06.12.2011 N 409-93)

1) N"MYHOro UCNoNb30BaHUA PUINYECKUMU IMLLaMUK, NPUBLIBLUIMMUK B Pocculickyto ®eaepaumio;
(B peq,. PegepanbHoro sakoHa ot 06.12.2011 N 409-93)

2) ncnonb3oBaHMA PabOTHUKAMM AUNIOMATUHECKOTO KOPMYCa WKW NPeACTaBUTENAMM MEKAYHAPOLHbIX
OopraHM3aLnii, akkpeanToBaHHbIX B Poccunitckoin ®epepauymu;

3) neYyeHMA NACCAKMPOB M YEHOB 3KMMNAXKEN TPAHCNOPTHBIX CPeAcTB, Noe3aHbIX bpurag u BoauTenen
TPaHCNOPTHbIX CPeACTB, NPUbLIBLLMX B Poccuiickyto Pepepauutio;

(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)



4) nevyeHUsA YYaCTHUKOB MENKAYHAPOAHbIX KYNbTYPHbIX, CMOPTMBHbLIX MEPOMNPUATUI U YYaCTHUKOB
MeXAyHapoAHbIX SKCneanuUnii;

5) NevYeHMs KOHKPETHbIX XMBOTHbIX B 300MapKax, a TaKMKe MWMBOTHbIX, BBO3MMbIX B Poccuiickyto
depepalmio ANA yHACTMA B CNOPTUBHBIX U 3PEMLLHBIX MePONPUATHUSAX.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. B cayyasx, npeaycMOTPEHHbIX 4YacTbio 1 HacToslweil cTaTbu, AOMNycKaeTrca BBO3 B Poccuiickyto
depepalnio NeKapCTBEHHbIX MPEnapaTos, He 3aperncTpupoBaHHbIX B Poccuiickoit Peaepauunu.
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcCTBeHHble MpenapaTbl, NpeAHasHayeHHble ANA TYMaHUMTapHOM nomolwm (coaenctema) wmam
MOMOLLUM NPWU Ype3BblYaliHbIX CUTyaLMAaX, BBO3ATCA B Poccuitickyio ®eaepaunio B nopaake, YCTaHOBIEHHOM
MpasutenbctBom  Poccuiickoit  depepaumu.  3anpewaercs BBo3 B Poccuiickyio  degepaumio
HEe3aperucTPMPOBAHHbLIX J1IEKAPCTBEHHbIX TMPernapaToB, MNpegHa3sHaYeHHbIX AN TYMAaHWUTAapHOW MOMOLM
(comelicTBMA) MM MOMOLLM NPY YPe3BbIYANHbIX CUTYALLUAX.

(8 peq. PepgepanbHOro 3akoHa o1 06.12.2011 N 409-93)

Cratba 51. CoTpygHuyectBo ¢eaepanbHOro opraHa MCMNOAHUTE/IbHOW BNAcTv, YMNOJIHOMOYEHHOTO B
06/1aCTM TAMOMKEHHOIO AeNna, U APYrMX YNONHOMOYEHHbIX pefepanbHbIX OPraHOB UCMONHUTENBHOM BNACTU

1. YnonHomoueHHble pesepanbHble opraHbl UCMOAHUTENbHOW BNACTU NPEAOCTaBAAOT B pacrnopsKeHue
denepanbHOro opraHa WCMNOJIHATENBHOW B/IAacTW, YMNO/JHOMOYEHHOro B 061acTM TaMOMKEHHOTo pgena,
rocy4apCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPEACTB, a TaKke MHGOPMaLMIO O BblAaHHbIX pPa3pelleHnax Ha BBO3
KOHKPETHOM NapTUM fIeKapCTBEHHbIX CPeACTB B C/AydaAX, YCTaHOBAEHHbIX 4acTbio 3 cTaTbu 47 HacToALWLEro
depnepanbHOro 3akoHa.

2. depepanbHbll OpraH UCMOAHUTENbHON BNACTWU, YNOAHOMOYEHHbIN B 06/1acTU TaMOXEHHOro Aena,
MHOOPMUPYET YKasaHHble B 4YacTM 1 HacTosllel cTaTbW YNoAHOMOYeHHble ¢deaepanbHble OpraHbl
WUCNONIHUTENbHOW BNAacTM O BBO3e JieKapCTBeHHbIX cpeAcTB B Poccuiickyio Pepepaumnio M BbiBO3e
NleKapcTBeHHbIX cpeacTs M3 Poccuiickon degepaumm no ¢dopme UM B NOpPAAKe, KOTOpble YCTaHOBAEHbI
MpaBuTenscTBom Poccuiickoli degepaumu.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

haea 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
CraTba 52. OcywecTsneHne papmaueBTUYECKOM AeATENBHOCTHU

1. ®dapmaueBTUYECKan OEeATENbHOCTb  OCYLLECTBASETCA  OpraHM3aumMsamMuM  OMNTOBOW  TOProBAu
JIEKAPCTBEHHbBIMW CPEACTBAMM, anTeYHbIMU OpPraHU3aLMAMM, BETEPUHAPHLIMU anNTEYHbIMU OPraHU3aLMUAMMU,
WHAMBUAYANbHBIMW NPEeANPUHUMATENAMWN, UMEIOLWMMU NNLEH3UIO Ha (apMaLLEBTUYECKYIO AeATeNbHOCTb,
MEANUMHCKMMW  OPraHM3aunsamMmn, MMELWMMU JIMLUEH3UIO Ha (apMaleBTUUECKYlD AeATeNbHOCTb, U WX
060c06/1eHHbIMK  NoapasgeneHusmu  (ambynatopuamm, denbawepckumm u  penbalepcKo-aKyLepckumm
NyHKTamu, LUeHTpamun (oTaeneHnamun) obuien BpayebHoON (cemeliHOM) NPAKTUKK), PaAcrnONOXMKEHHbIMU B
CENIbCKUX HaCeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHusauuu, U BeTepUHAPHbIMU
OpraHM3auMAMM, UMEOLLUMU INLEH3UIO HA hapMaLLeBTUYECKYIO AeATeNbHOCTb.

(8 peq. PepepanbHOro sakoHa oT 25.11.2013 N 317-93)

2. ®usnyeckne AMLA MOFYT OCYLLECTBAATb dapMaLEeBTUYECKYIO AeATEeNbHOCTb NPU HaJMYMK BbiCLUErO
uAn cpegHero ¢dapmaveBTUyeckoro obpasoBaHuA K cepTuduKaTa cneumanncTa, BbICLIEro WUAM CpeaHero
BeTepuHapHoro obpasoBaHMA U cepTUOUKATA CNELMANNCTA, @ TAKXKe BbICLLETO WAKU CpeaHero MeAuLUMHCKOro
o6pa3oBaHua, cepTudMKaTa cneumanucta U AoNOJAHUTENbHOTO npodeccnoHanbHOro obpasoBaHMA B 4acTu
PO3HWYHOIN TOProBAM JIEKAPCTBEHHbIMW MpenapaTtamMnm nNpu  ycnoBuM UX paboTbl B  060CO6/1EHHbIX
nogpasaeneHmax MeauUMHCKUX OpraHM3aLmii, yKasaHHbIX B YacTu 1 HacToALweln cTaTbu.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. [Mpogarka, nepegaya JEKApPCTBEHHbIX CPEACTB OpraHM3auMsaMyW OMNTOBOW TOPrOB/M
NleKapCcTBEHHbIMU CpeaCcTBaMM



OpraHusauum ONTOBOM TOPrOB/AM J/IEKAPCTBEHHbIMM CPeACTBAMM MOTYT OCYLLECTBAATb MNPOAaXKy
NIeKapCTBEHHbIX CPeacTB MK NepeaasBaTbh MX B YCTAHOB/JEHHOM 3aKoHoAaTenbcTBOM Poccuiickoin Peaepaumn
nopsaake:

1) ApyrMm opraHM3aLmMsam ONTOBOM TOProB/AN 1EKAPCTBEHHbIMW CPeaCcTBaMu;

2) Npon3BOANTENAM NIEKAPCTBEHHbIX CPEACTB ANA Lieseit NPOn3BOACTBA NEKAPCTBEHHbIX CPEACTB;

3) anTeyHbIM OpraHM3auMaAM U BETEPUHAPHbIM anTeYHbIM OpraHM3aLuam;

4) Hay4HO-UCCNeA0BaTEIbCKMM OPraHM3aumMam AN Hay4YHO-MCCneaoBaTeIbCkoM paboTsl;

5) HAMBUAYaNbHbIM NPeanpPUHMMATENAM, UMEIOLMM NULLEH3MIO Ha GapMaLLEBTUYECKYIO AeATENbHOCTb
AU INLEH3UIO Ha MeANLMHCKYI0 AeATeNbHOCTb;

6) MeaANLMHCKUM OpraHM3aLMamM, BETEPMHAPHbIM OpraHn3aumam;

7) opraH13aumam, OCyLLEeCTBAOWMM Pa3BeAeHNe, BbipallMBaHUE U COAEPKAHUE KUBOTHBIX.

CtaTbs 54. NpaBnaa oNToBOW TOProBAM IEKAPCTBEHHbIMM CPEACTBAMMU

OnToBas TOPros/iA /SIEKapCTBEHHbIMM CPEACTBaMM OCYLLECTBAETCA NPOU3BOAUTENAMM NEKAPCTBEHHbIX
CPeACTB M OpraHM3aLMAMM ONTOBOM TOPrOB/IM JIEKAPCTBEHHbIMM CPeACTBamMM MO MpasBuiam, YyTBEPXKAEHHbIM
COOTBETCTBYHOLLMMU YNONHOMOYEHHbIMMK peaepasibHbIMU OpraHaMmn UCNONHUTENBHOM BNACTY.

Ctatba 55. MopsagoK PO3HUYHOM TOProB/IN JIEKAPCTBEHHbIMU NpenapaTamm

1. PO3HWMYHaA TOProBAsA IEKAPCTBEHHLIMMW NpernapaTtaMm B KOIMYECTBaX, HEOOXOANMbIX AN1A BbINOAHEHMUSA
BpayebHbIX (denbaluepcknx) HasHAYeHUM WAM  HA3HAYEHWA CMEUManucToB B 06/M1acTU  BETepUHApUM,
OCYLLEeCTBAAETCA  anTeYHbIMM  OpPraHM3auMAMM,  BETEPUMHAPHLIMM  ANTEYHBLIMM  OPraHM3ALUAMM,
WHAMBUAYANbHBIMW NPEeANnPUHUMATENAMU, UMEIOLLMMU NNLEH3UIO Ha (ApPMALLEBTUYECKYIO AeATeNbHOCTD,
MEANUMHCKMMM  OPraHM3auUaMKU, MMEIOWMMU NNLEH3UIO Ha (apMaueBTUUECKYD AeATeNbHOCTb, U WX
060co06eHHbIMK  NoapasgeneHuamu  (ambynatopuamm, denbawepckumm u  denbalepcKo-aKyLepckumm
NyHKTamMMK, LUeHTpamun (oTaeneHmamun) obuen BpayebHoON (cemelHOM) NPaKTUKKU), PacnoNIOKEHHbIMKU B
CENIbCKUX HaCeNeHHbIX MYyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHusauuu, U BeTepUHAPHbIMU
OpraHM3auMAMK, MMEILLMMM NIMLEH3NI0O HA dapMaueBTUUECKYO AeATeNbHOCTb. Pa3spelleHa pPO3HWYHasA
TOProBaA TO/NbKO NEKAPCTBEHHbIMM MpernapaTtamu, 3aperncTpupoBaHHbiMKM B Poccuiickon ®Pepepaunn mam
M3roTOBAEHHbIMW  anNTeYHbIMW  OPraHM3auMAMM,  BETEPUMHAPHLIMM  ANTEYHbIMW  OpPraHM3auMAMM,
WUHAMBUAYAIbHBIMW NPEANPUHUMATENAMMU, UMEIOLLMMU JIULLEH3UNIO Ha PpapMaLEeBTUYECKYHO AeATeIbHOCTb.

(B peq. PegepanbHOro 3akoHa ot 25.11.2013 N 317-93)

2. Buabl anTeyHbIXx opraHusauuMii U NpaBMaa OTMYCKa JIEKAPCTBEHHbIX MpenapaToB ANA MegULMHCKOro
NPYUMEHEHNA anTe4YHbIMM OPraHM3aUMAMU, UHANBUAYANbHBIMU NPEANPUHUMATENSIMUN, UMEIOLLMMU JINLEH3UIO
Ha ¢GapMmaLLEeBTUYECKYIO [OeATeNbHOCTb, a TaKXe MpaBuaa OTNYCKAa JIEKApPCTBEHHbIX MpenapaToB Ana
MEANUMNHCKOTO NPUMEHEHNA MeAULIMHCKUMM OPraHN3aLMAaMM, MMEIOLLMMU TNLLEH3UIO HA papMaL,eBTUYECKYIO
AeaTeNbHOCTb, M UX o060cobneHHbIMM noapasgeneHuamu  (ambynatopusamu, GenballepckummM U
denbalepcKo-aKyLWepCcKUMMN MyHKTaMK, LLeHTpamu (oTaeneHusmm) obuiei spayebHoi (cemeliHOM) NPaKkTUKN),
PacrnosioXKEHHbIMW B CE/IbCKMX HACENIEHHbIX MYHKTAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3aLmu,
yTBEPXKAATCA YNOJAHOMOUYEHHbIM pesepanbHbIM OPraHOM UCMONHUTENIbHOM BNACTU.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuna oTNycka HAPKOTMYECKUX CPEACTB M MCUXOTPOMHbLIX BELLECTB, 3aPErucTPUPOBAHHbLIX B
KayecTBe IeKapCTBEHHbIX MPenapaTos, IEKAPCTBEHHbIX NPENApPaToB, COAEPKALLNX HAPKOTUYECKME CPEACTBaA U
MCUXOTPOMHbIE BELWLECTBA, YTBEP)KAAIOTCA YMNONHOMOYEHHbIM deaepasbHbiIM OPraHOM WCMOJIHUTENbHOM
BN1ACTW MO COrnacoBaHuto ¢ degepanbHbiM OPraHOM UCMOHUTENbHOM BIACTU, OCYLLECTBAAIOWMM GYHKLMM MO
BblPabOTKe rocyAapcTBEHHON MOAUTUKMU, HOPMATUMBHO-NPAaBOBOMY PEryIMPOBAHMIO, KOHTPOIO U HaA30py B
chepe 0b60OpOTa HAPKOTUYECKUX CPEeAcTB, MCUMXOTPOMHbLIX BELLECTB M MX MPEKypPcopoB, a Takxe B 06aacTu
NpPOTUBOAENCTBUA NX HE3AKOHHOMY 060POTY.

4. JlekapCTBEHHble NpenapaTbl A1 BETEPUHAPHOrO NPUMEHEHUA NOS/ENKAT OTMYCKY BETEPUHAPHBIMM
anTeYHbIMW OpPraHM3auMAMMK, BETEPUHAPHLIMU OPraHM3auUMAMU, UHOMBUAYANbHBIMU NpPeAnpUHUMATENSAMNU,
UMEOLLUMM NLLEH3UIO Ha dapMaLeBTUYECKYIO AeATeNbHOCTb. [TpaBMaa OTNyCcKa NeKAapPCTBEHHbIX NPenapaTos
ONA  BETEPMHAPHOTO  MPUMEHEHUA  YTBEP)KAAIOTCA  YNOJHOMOYEHHbIM  desepanbHbiIM  OpraHoMm
WCNOJIHUTENbHOM BNACTU.



5. NepeyeHb MeANUMHCKUX OPraHM3aLmii, UMEOLWUX NULEH3MI0 Ha GapMaLLEBTUYECKYHO AeATeNbHOCTb,
1 nx obocobneHHbIX noapasageneHuin (ambynatopuii, denbaliepckmux U GenballepcKko-aKyLLepcKMUX MyHKTOB,
ueHTpoB (oTaeneHuit) obuiein BpayebHON (cemeiHOI) NPaKTUKKU), PACNONOXKEHHbIX B CENbCKUX HaCENeHHbIX
MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OPraHn3aumK, a TaKKe NepeyveHb JIEKaPCTBEHHbIX NpenapaTtos (3a
WCKIOYEHNEM HAPKOTUYECKUX NIEKAPCTBEHHbIX MPenapaToB M MCUXOTPOMHbIX NEKAPCTBEHHbIX MpenapaTos),
NnpoAa)a KOTOPbIX MOMKET OCYLLeCTBAATLCA YKa3aHHbIMW  OpraHusauusamMmnm M MXx 060c06SEHHBIMM
nogpasaeneHuamM, YCTaHaBAMBAOTCA OpraHamm  MUCMOAHUTENbHOW BnactM  cybbekToB  Poccuiickolt
depepaunu.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. AnTeyHble OpraHusauuu, UWHAMBUAYaNbHbIE NPEeANPUHUMATENM, UMEtoWMe JIMLUEH3UIO Ha
bapmaLLeBTUUECKYIO AeATeNbHOCTb, 06A3aHbl obecneumBaTb YTBEpPXKAEHHbIN [MpaBuTenbctBoM PoccuiicKkoi
Pepepauun 1 dopMmmMpyemblii B YCTAHOBIEHHOM UM MOPALKE MUHUMAAbHbIA aCCOPTUMEHT NEKapPCTBEHHbIX
npenapaTos, HEO6X0AMMbIX A1 OKa3aHMA MEANLNHCKON NOMOLLM.

(4acTb 6 B pea. PepepanbHoOro 3akoHa oT 25.11.2013 N 317-93)

7. AnTeyHble OpraHWsauuu, UWHAMBUAYaNbHblE NPEANPUHUMATENU, UMEIOWMEe JINLEH3UIO Ha
bapmaLLeBTUYECKYIO AeATeNbHOCTb, HAPAAY C NEKAPCTBEHHbIMM NpenapaTaMyM MMerT NpaBo npuobpeTatb U
npoaasaTb MeAMLUMHCKME U3genusa, aesvHouumpyowme cpeacTsa, NpeameTbl U CpeacTBa JMYHOM FUMMEHbl,
nocyay 4as MeAWUMHCKUX Lenen, npegmeTbl M cpencTsa, npefHasHayeHHble Ana yxoaa 3a 60abHbimM,
HOBOPOXAEHHBIMW U AE€TbMU, HE AOCTUTLLMMM BO3PACTA TPEX JIET, OYKOBYIO OMNTUKY U CPeACTBa yX04a 3a HeW,
MWHepanbHble BOAbI, NPOAYKTbl Ne4yebHOro, AETCKOro U AMETUYECKOro MUTaHUA, BMONOrMYEeCcKM aKTUBHblE
[06aBKKM, napdromepHbie U KOCMETUYECKME CPeacTBa, MeAUUMHCKME M CaHMTapPHO-NMPOCBETUTE/IbHbIE
nevyaTHble U3LaHWA, NpeaHa3HauYeHHble gna nponaraHabl 340P0BOro 06pasa KU3HM.

(8 pen. PepepanbHbix 3akoHOB 0T 27.07.2010 N 192-93, o1 25.11.2013 N 317-03)

8. [leaTenbHOCTb anTeyHbIX opraHM3aumii Boopy:keHHbIx Cun Poccuiickolt deaepaumm, opyrux BOMCK,
BOMHCKMX (GOPMMPOBAHUI WM  OpraHoOB, B KOTOPbIX 3aKOHOAATeNbCTBOM Poccuitickon degepauun
npeaycMOTPEHO MPOXOXKAEHWE BOEHHOW UMW MPABOOXPAHUTENbHOM CNYXKObl, PErnameHTUPYEeTCa HaCTOALLMM
depepanbHbIM 3aKOHOM U YTBEPKAEHHBIMW COOTBETCTBYOWMMU desepanbHbIMM OpraHaMu UCNONHUTENbHOM
BNACTU MONOXKEHUAMMU. KOHTPONb 33 COOMOAEHNEM YKA3AHHBIMMU anTEYHbIMU OPraHM3aUUAMU MONONKEHWI
HacToAwero ®enepanbHOro 3aKOHa OCYLLECTBASETCA COOTBETCTBYOWMMKU deaepanbHbiMU  OpraHamm
NCMNOJIHUTENbHOM BNACTMU.

Cratba 56. N3roTtoBneHne 1 OTNYCK NeKapCTBEHHbIX NpenapaTos

1. WsrotoBneHue NeKapCTBEHHbIX MNPEnapaToB anTeYHbIMM  OPraHU3aUMAMM, BeTepUHAPHbIMU
anTeYHbIMW  OpPraHU3aLMAMM, WHAMBUAYANbHBIMW  MPEeANPUHUMATENAMN, UMEIOWMMU  JINLEH3NIO  Ha
bapmaLLeBTUYECKYIO OeATeNIbHOCTb, OCYLLECTBAAETCA MO peuenTam Ha JIeKapCTBEHHble npenapatbl, Mo
TpeboBaHMAM MEAMUMHCKUX OpPraHu3aumin, BeTepUMHapHbIX OPraHW3auMii B COOTBETCTBMM C NpasBuaaMMU
W3roTOBNEHUS U OTMYCKa NIEKAPCTBEHHbIX MPENnapaToB, YyTBEPKAEHHbIMW YNOAHOMOYEHHbIM denepanbHbIM
OpraHoOM MUCNONHUTENIBHOW BNACTW.

2. MNpK M3roTOBAEHUU NEKAPCTBEHHbIX NPEnapaToB anTeYHbIMM OPraHM3aLMAMMU, BETEPUHAPHbIMMU
anTeYHbIMW  OpPraHU3aLMAMM, WHOMBUAYANbHBIMW  MNPEeaNPUHUMATENAMWN, WUMEIOWMMU  JNLEH3UIO  HA
bapmaLLeBTUYECKYIO  AeATeNbHOCTb, WUCMONb3yloTcA  dapmaleBTUYECKMEe  CYBCTaHUMKM,  BKAKOYEHHble
COOTBETCTBEHHO B FOCYAAPCTBEHHbIN PEECTP /JIEKAPCTBEHHbIX CPeacTB ANA MEeAUUMHCKOrO MpUMeHeHua U
roCyapCTBEHHbIN PEEecTp NEKAPCTBEHHbIX CPEACTB A58 BETEPUHAPHOrO MNPUMEHEHUA B YCTAHOBIEHHOM
nopagke. He [onyckaeTca W3roTOBAEHWE anTeYHbIMW OPraHM3aUMAMM, BETEPUHAPHBIMM  anTeYHbIMU
OpraHM3auMAMM, UHAMBUAYANbHBIMWU NPEANPUHUMATENAMMN, UMEIOWMMN NNLEH3UIO HA dapMaLeBTUYECKYIO
0eATeNbHOCTb, IEKAPCTBEHHbIX NPENapPaToB, 3aperncTpMpoBaHHbIX B Poccuiickoit ®eaepaumu.

3. MapKMpOBKA NEKApPCTBEHHbIX MNPEenapaToB, M3rOTOB/IEHHbIX AMNTEYHbIMW  OPraHU3aUMAMM,
BETEPUHAPHbIMM  aNTEYHbIMM  OPraHM3auMAMMU, WHOUMBUAYANbHBIMM NPEANPUHUMATENAMM, WMEIOLLMMM
MueHsuio  Ha  bapmaueBTUYECKYlD [eATeNbHOCTb, W obOpMAEeHMEe TakMX NPenapaTtoB  LOJ/IKHbI
COOTBETCTBOBATb MPaBMIaM, YKa3aHHbIM B 4acTh 1 HacToALWen cTaTbMm.

4. AnTeuyHble  OpraHWsauuMW, BETEPUHAPHbIE  anTeyHble  OpraHM3auuu,  UHAUBUAYANbHbIE
npeanpuHUMaTENIN, UMEIOLLME NNLEH3UID HA PapMaLEBTUYECKYHO AEATeNbHOCTb, HECYT OTBETCTBEHHOCTL 3a
HecobatogeHMe MpaBWMA  U3TOTOBAEHWA W OTMNYCKA NEKAPCTBEHHbIX MNpenapatoB B COOTBETCTBUM C



3aKoHoaaTenbcTBom Poccuitckon Peaepaumm.

Cratba  57. 3anpeuweHue  npogarku  GanbCMOUUMPOBAHHBIX  JIEKAPCTBEHHbIX  CPEACTS,
He06poKaYeCcTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPAadaKTHbIX 1IEKAPCTBEHHbIX CPEACTB

Mpogarka ¢anbcuULMPOBaAHHbLIX NEKAPCTBEHHbIX CPEACTB, HeA06pPOKaYeCTBEHHbIX EKaPCTBEHHbIX
CPeACTB, KOHTPadaKTHbIX IeKAaPCTBEHHbIX CPeACTB 3anpeLLaeTca.

CraTtba 58. XpaHeHWe NeKapCcTBEHHbIX CPeacTB

1. XpaHeHWe NeKapCTBEHHbIX CPEeACTB OCYLLECTBASETCA MPOU3BOAMTENSMU NIEKaPCTBEHHbIX CPeacCTs,
OopraHM3aumMaAMM ONTOBOM TOPrOB/AM  JIEKAPCTBEHHbIMM  CPeACTBaMW, anTeYHbIMUM  OpraHM3aumaMu,
BETEPUHAPHbIMM  anTeYHbIMM  OPraHM3auMAMU, WHOMBUAYANbHBIMA NPeAnpPUHUMATENAMM, WMMEHOLLUMU
JIMUEH3UI0 Ha (apMaLeBTUYECKYID AeATENbHOCTb WAM  JIMLUEH3UIO HA MEAMUMHCKYIO AeATeNbHOCTb,
MEAMUMHCKMMM  OpraHM3aumMaMK, BETEPUHAPHbIMM  OPraHM3auMAMM U UHBIMW  OpraHM3aumaMm,
OCYLLECTBASAWMMN  obpalleHne J/IeKapCTBEHHbIX CPeacTB. XpaHeHMe JIeKapCTBEHHbIX CcpeacTs  Ans
BETEPMHAPHOro NPUMEHEHUA OPraHM3aLMAMU U UHANBUAYANbHbIMU NPeAnpPUHUMATENSMU B C/yYanX, ecam
OHU WUCMOJIb3YIOTCA UCKNOUUTENbHO MPU Pa3BefieHUn, BblPaliMBaHUU, COAEPMKAHUM U JIYEHUUN KUBOTHbIX,
MOKET OCYyLLEeCTBAATLCA 6e3 NoyYeHUn MLEH3UN Ha GapMaLLEBTUYECKYIO AeATE/IbHOCTb.

(8 pea. PepepanbHOro 3akoHa ot 22.10.2014 N 313-93)

2. MpaBuna xpaHeHUA NeKapCTBEHHbIX CPeACTB YTBEPXKAAlOTCA COOTBETCTBYIOLLMM YNOAHOMOYEHHbIM
benepanbHbIM OPraHOM UCMONHUTENbHON BAACTU.

3. XpaHeHMe HapKOTUYECKMX /IeKapCTBEHHbIX CPeACTB, MCUMXOTPOMHbIX JIEKAaPCTBEHHbIX CPEeACTs,
pagnodapmaLeBTUUYECKUX NIeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckoit egepaumu.

Cratba 58.1. [lpeAMeTHO-KONMYECTBEHHbIA Yy4yeT NeKapCTBEHHbIX CPeACcTB ANA  MeAMLMHCKOro
npumeHeHuA

(eBepeHa ®eaepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. MNepeyeHb NEKApPCTBEHHbIX CPEACTB A4 MEAULMHCKOrO NPUMEHEHWA, nogsexallmx npegmeTHo-
KO/IMYECTBEHHOMY YUYeTy, yTBEPKAAEeTCA YNOJHOMOYEHHbIM peaepasibHbiM OpPraHOM UCMONHUTEIbHOWN BNACTH.

2. TopAdoOK BK/OYEHWA NEeKapCTBEHHbIX CPeACTB ANA MeAMLMHCKOro MpPUMMEHEeHMA B MepeveHb
NEeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOrO MPUMMEHEeHMA, MoANeXalMX MNpeAmMEeTHO-KO/IMYecTBEHHOMY
yyeTy, YCTaHaBAMBAETCA YMNO/JHOMOYEHHbIM deaepanbHbiIM  OPraHOM  MCMOAHUTENbHOM  BAAcTM Mo
cornacoBaHuio C deaepanbHbiM OPraHOM WCMOAHUTENbHOW BAACTU, OCYLWLECTBAAWMM OYHKUMK MO
BblpaboTKe rocyaapcTBEHHOM MOAUTUKKM, HOPMATUBHO-MPABOBOMY PEryMpPOBaHNIO, KOHTPO/IIO U Haa3opy B
chepe 0bopoTa HAPKOTMYECKUX CPEACTB, NCUXOTPOMHbLIX BELWECTB M MX MPEKYPCOPOB, a TaKke B 06s1acTu
NPOTUBOAENCTBMA UX HE3aKOHHOMY 060pOTY.

3. NpeaMeTHO-KO/IMYECTBEHHbIW YYeT JIeKapCTBEHHbIX CPEACTB AN MEeOUUMHCKOTO NPUMEHEeHUs BeayT
NPOV3BOAMUTENIN NIEKAPCTBEHHbIX CPEACTB, OPraHM3auun ONTOBOW TOPrOB/AM JIEKAPCTBEHHbIMU CPeaCcTBaMMU,
anTeyHble OPraHun3aLMm1, UHAMBUAYAbHbIE MPEANPUHUMATENN, UMEIOLME IMLEH3UIO HA dapMmaLEeBTUYECKYIO
AEATENbHOCTb  WMAM  JIMLEH3UI0 Ha  MEAMLUMHCKYI0 [esTe/IbHOCTb, W MeAMLMHCKME OpraHv3auuu,
ocyLecTBAsOWMe 0bpaLleHNe IeKapCTBEHHbIX CPeACTB A1 MeAULMHCKOTO NPUMEHEHWSA, MyTEM PErUCTPALMM
NobbIX CBA3AHHbIX C UX 0bpalLeHneM onepaLmii, NPU KOTOPbIX M3MEHSETCA UX KOJIMYECTBO U (MIN) COCTOAHME,
B CMeLManbHbIX ypHaiax yyeTa ofepaumii, CBA3aHHbIX C OOpalleHMEeM JIeKApPCTBEHHbIX CpeacTs As
MeAMLMHCKOro NpMMeHeHus (aanee - cneumanbHble XKypHasbl).

4. MNpaBuna perucrpauMm onepauuii, cBA3aHHbIX C obpalleHMem eKapCTBEHHbIX CPeACTB A4/f
MEAMLMHCKOrO MPUMEHEHUSA, BKJIOYEHHbIX B MEpeYeHb NEKAPCTBEHHbIX CPEACTB ANA MeAULMHCKOro
NPUMEHEHMA, NOANENKAWMX NPegMETHO-KONMYECTBEHHOMY Y4YeTy, B CreumasbHblX XypHanax W npaBuna
BEAEHMA U XPaHEHWA CMeumasnbHbIX KYPHANO0B YTBEPXKAAOTCA YNOJHOMOYEHHbIM denepanbHbiM OpraHoOMm
NCMNONHUTENBHOW BNACTHU.

5. KoHTponb 3a cobawogeHvem nMpaBuA perncTpaummM onepaumii, CBA3aHHbIX C obpalieHuem



NIeKapCTBEHHbIX CPEACTB A1 MeAULMHCKOro NPUMEHEHUA, BKAIOUYEHHbIX B NepedYeHb IeKapCTBEHHbIX CPeacTs
AN MeAMUMHCKOTO MPUMEHEHUs, NoAfexKalmx npeaMeTHO-KOIMYECTBEHHOMY Yy4YeTy, B cheumasnbHbIX
ypHanax, a Takxe 3a cobnogeHnem nNpasua BEAEHUA M XPaHEHUA CreuManbHbIX XKypPHaN0B BO3NaraeTca Ha
YyMNOAHOMOYEHHble deaepasnbHble opraHbl WUCMOAHUTENbHOW BAACTU M OpraHbl WMCMNOJIHUTENbHOW BAacTU
cybbekToB Poccuiickon degepaunu, OCYLWECTBAAIOWME ANLEH3UPOBAHWE MNPOM3BOACTBA J/IEKAPCTBEHHbIX
cpeAacts, dapmaLeBTUYECKOW AEATENbHOCTU U MeAMLMHCKOW AeATEeNbHOCTU, M OCYLLEeCTBAAETCA B PaMKax
JIMLEH3MOHHOrO KOHTPOASA.

lnasa 11. YHUMTOXKEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA M NOPALOK YHUUTOXKEHUA IEKAPCTBEHHbIX CPeACTB

1. HegobpoKkayecTBeHHble IeKapCTBEHHble cpeacTBa, PpanbcudpuuMpoBaHHbIE IEKAPCTBEHHbIE CPeaCcTBa
noaseXaT U3bATUIO U3 FPaXKLAHCKOro 060p0Ta U YHUUTOXKEHUIO B MOPALKE, YCTAHOBAEHHOM [paBUTENbCTBOM
Poccuitckoit ®depepaumn. OCHOBAHMEM ANA YHUUTOMKEHMA NEKAPCTBEHHbIX CPeACTB ABAAETCA pelleHue
B/lage/ibla IEKapPCTBEHHbIX CPEACTB, PeLleHMe COOTBETCTBYIOLLErO YNOAHOMOYEHHOrO desepanbHOro opraHa
WUCNONHUTENIbHOM BNACTU AW peLUeHmne cyaa.

2. KoHTpadaKTHble NeKapCTBEHHble CPeACTBA MNOAJEXKaT M3bATUIO U3 rpakKaaHcKoro obopoTta w
YHUYTOXKEHUIO NO peleHuto cyga. lopagoK YHUUTOMXKEHMA KOHTPAdaKTHbIX JIEKAPCTBEHHbIX CPeacTB
ycTaHaBnamsaeTca MNpasutenbctsom Poccuiickon deaepaumim.

3. Pacxogbl, CBfi3aHHblE C  YHWYTOXEHMEM  KOHTPapaKTHbIX  /IEKAPCTBEHHbIX  CPEeACTB.,
Hefo0bpPOKAUYECTBEHHbIX  JIEKAPCTBEHHbIX  CpeacTB, GaNbCUOUUMPOBAHHBIX  JIEKAPCTBEHHbIX  CPeACTB.,
BO3MELLATCA UX BNAAENbLIEM.

4. Bnageneu, IeKapCTBEHHbIX CpeacTB AO/IKeH NpeacTaBUTb B YNOJHOMOYEHHbIN denepanbHbiii opraH
WUCNONHUTENIbHON BNAcTM  AOKYMEHT MWAM  33aBEPEHHYHO B YCTAHOBNEHHOM MOPSAKE €ro  Komnuio,
noarteepxaatolme GakT YHUUTOXKEHMA NEKAPCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOWMIA YNOJHOMOYEHHbIN deaepanbHbli OpraH MCNONHUTENbHOW BAACTU, NMPUHABLUUA
pelleHne 06 YHUUTOXKEHMN NEeKAPCTBEHHbIX CPEACTB, OCYLLECTBAAET KOHTPO/Ib 32 UX YHUUTOXKEHUEM.

6. YHWUYTOMKEHME  /IEKAPCTBEHHbIX  CPEACTB  MPOU3BOAUTCS  OPraHMsauMaAMK,  MMEHLLMMMU
COOTBETCTBYIOLLYIO JIMLLEH3MIO, Ha CneunanbHO 060pPYyAOBaHHbLIX MAOLWAAKAX, NOAMIOHAX WU B CNeuuanbHo
0b60pyaoBaHHbIX NMOMELLEHUAX C cobntogeHMem TpeboBaHMM B 06/1acTU OXpaHbl OKpyXKawlwen cpegbl B
COOTBETCTBMMU C 3aKOHO4aTeNbCTBOM Poccuiickoin ®epepauymn.

7. HapKoTWuyeckme  /JleKapcTBEHHble  CpeacTBa,  MNCUXOTPOMHbIE  NIEKAPCTBEHHble  CPeAcCTBa,
paanodapmaleBTUYECKME NIeKAPCTBEHHbIE CPEeACTBa YHUUTOMKAKOTCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickoit Peaepaunu.

Fnasa 12. TOCYAAPCTBEHHOE PErYJIMPOBAHUE LEH
HA NEKAPCTBEHHbIE MPENAPATbI ANnA MEOULUUHCKOIO NPUMEHEHUA

Cratba 60. F'ocygapcTBEHHOE PEryanpoBaHMe LieH Ha eKapCTBeHHble npenapaTtbl A8 MeAMLMHCKOro
npYMeHeHus

FocypapcTBEHHOE peryiMpoBaHMe LEeH Ha IeKaPCTBEHHbIE NpenapaTbl AN MeAMLMHCKOro NpUMeHeHus
OCYLLECTB/ISETCA NOCPEACTBOM:

1) ytBepKaeHua [MpasutenbctBom Poccuiickoit denepauum nepeyHs KU3HEHHO HeobXoAMMBbIX W
BaKHEWLIMX JIeKapCTBEHHbIX MNpenapaToB A/ MeAULMHCKOTO MPUMEHEHWA, KOTOPbIM CcHOPMMPOBaAH B
YCTAaHOB/IEHHOM MM MOPAAKE M B KOTOPbIN BK/IOYAIOTCA JIeKapCTBEHHbIE MpenapaTtbl A8 MeAMUMHCKOro
NPUMEHEHWsA, B TOM 4YWCAe C Y4eTOM CTAHZAPTOB MEAMLMHCKOW MNOMOLWM, MNoA MeXAyHapoAHbIMM
HEeMaTeHTOBaHHbIMKM, XMMWYECKMMU  UAW  TPYMNMMPOBOYHBIMMA  HaUMEHOBAHUSAMM,  COOTBETCTBYHOLLUNE
CNeayoLmMM KpUTepuam:

(B pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

a) NpMMeHEeHWe KOHKPETHOro SIeKapCTBEHHOro npenapaTa 4aa AUMArHoCTUKKU, NPOPUNAKTUKK, NedeHuns
3abos1eBaHMI, B TOM YyMcie npeobnagalolmx B CTPYKType 3abonesaemoctu B Poccuiickoin ®eaepaunu;

6) nNpeMMyLLecTBO KOHKPETHOrO /IeKapCTBEHHOro mnpenapata Mo CPaBHEHUIO C  APYrMMM



NIeKapCTBEHHbIMM NpenapaTtamu Npu onpeaeneHHbIX 3a6oneBaHnUKU, CUHAPOME WU KIMHUYECKOM CUTyaLuu;

B) TepaneBTUYECKana 3SKBMBAJIEHTHOCTb KOHKPETHOro JIEKapCTBEHHOrO npenapaTta JeKapCTBEHHbIM
npenapatam Co CXOXXMM MeXaHNU3MOM $apMaKON0OrMYecKkoro AencTems;

2) yTBEPXKAEHNA METOAMKN YCTaHOBAEHMA NPOU3BOAUTENAMM IEKAPCTBEHHbIX NpenapaToB npeaenbHbIX
OTMNYCKHbIX LEH Ha JIeKapCTBEHHble MNpenapaTtbl, BK/IOYEHHble B MNepeyeHb KU3HEHHO HeobXoAMMbIX U
BaKHEMLLMX NeKapCTBEHHbIX NpenapaTos;

3) rocyaapcTBeHHOM pPerucTpaumMm YCTaHOBNIEHHbIX MPOU3BOAUTENSMM JIEKAPCTBEHHbLIX NpenapaTos
npeaenbHbIX OTMNYCKHbIX LEH Ha JIeKapCTBeHHble MpenapaTbl, BK/OYEHHble B MepeyeHb KU3HEHHO
HEeobBX0AMMbIX N BaXKHENLINX NeKapCTBEHHbIX MPenapaTos;

4) BeAeHWs TroCyJapCTBEHHOTO peecTpa npedenbHbIX OTMNYCKHbIX LEH npousBoauTenei Ha
JIeKapCcTBEHHbIe MpenapaTbl, BK/AKOYEHHblE B MepPeYeHb KU3HEHHO HEOBXOAUMBIX U  BaXKHEMNLWMUX
JIeKapCTBEHHbIX NPenapaTos;

5) yTBEepKAEHMA METOAMKWU YCTaHOBNEHUSA OpraHaMm UCMOJIHUTENbHOM BAacTU CybbeKkToB Poccuitckoi
Pepepaunn npepenbHbIX PasMepoB OMNTOBbIX HagbaBOK M MpesesbHbiX PasmepoB PO3HMYHbIX HaLbaBOK K
baKTUYECKMM  OTMYCKHbIM LLeHaM, YCTaHOBJ/IEHHbIM MPOM3BOAUTENIAMU JIEKAPCTBEHHbIX NpenapaTos, Ha
JIeKapcTBEHHble MpenapaTbl, BK/AKOYEHHble B MNepevyeHb KU3HEHHO HeobXoAMMBbIX U  BaXKHEMNLWuX
JIeKapCTBEHHbIX NPenapaTos;

6) ycTaHOB/IEHUA NpeaenbHblX PasMepoB ONTOBbIX HagbaBOK WM MpedesibHbIX Pa3smMepoB PO3HUYHbBIX
HagbaBoOK K (aKTUYECKMM OTNYCKHbIM LLEeHaM, YCTAHOBJEHHbIM MNPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapaTtoB, Ha JIEKAapCTBEHHbIE MNpenapaTtbl, BKAKOYEHHbIE B MNepeyYeHb KU3HEHHO HeobXoaMMbIX W
BaKHEMNLMX NeKAapPCTBEHHbIX NPenapaTos;

7) yTBepxAeHus nopAgKa BblAauM NpPeAnnucaHUin opraHam WUCMNOJHUTENbHOW BNacTU CcyObeKToB
Poccuiickor dPepepaumm 0 npuBedeHUM B COOTBETCTBME C 3aKOHOZaTenbCTBOM Poccuiickon ®depepauunm
pelleHuit 06 ycTaHOBNEHMM NpeaeibHbIX Pa3sMepoB ONTOBbIX HaA0aBOK M NpefeNbHbIX Pa3MepPoB PO3HUYHbIX
HagbaBoK K GaKTUYECKMM  OTNYCKHbIM  LLeHaM, YCTAaHOBNEHHbIM MNPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapatoB, Ha /IEKApPCTBEHHbIE MNpenapaTtbl, BKAKOYEHHbIE B MNEpPeyYeHb KU3HEHHO HeobXoAMMbIX W
BaXKHEWNLLMX NEKAPCTBEHHbIX NPEnapaToB, €CAM OHM MPUHATbI C HApyLIeHMeM 3aKoHoAaTenbcTBa Poccuiickon
depepaunu, B nopaake, yctaHosneHHom lMNpasutenbctBom Poccuiickoin ®eaepaumu;

8) HanpaBneHUs YMNoJHOMOYEHHbIM defepanbHblM OpPraHOM WUCMNOJAHUTENILHOW BIAaCTM OpraHam
MCNONHUTENbHOMN BnacTn cybbekToB Poccuiickon deaepaymm npeanmMcaHuii o NpuBeLeHUN B COOTBETCTBUE C
3aKOHOZaTeNbcTBOM Poccuiickoit ®epgepauum MNPUHATLIX C HapylleHWMem 3akoHogatenbctBa Poccuiickoi
depepaunm peweHnii 06 ycTaHOBIEHUMN NPeAeibHbIX Pa3MepoB ONTOBbIX HaA0aBOK U NpeaenbHbIX Pa3mMepoB
PO3HUYHbIX HaAbaBOK K LEHaM Ha JeKapCTBEHHble MNpenapaTtbl, BK/AKYEHHble B MNepeyvyeHb KU3HEHHO
HEOBXOAMMbIX N BaXKHENLIMX NEKAPCTBEHHbIX MPENAPaToB.;

9) ocyuiectBneHus ¢eaepanbHOro rocyaapcTBeHHOro Hazsopa B chepe obpallleHUA NeKapCcTBEHHbIX
CpeacTB U PerMoHaNbHOro rocyapCTBEHHOrO KOHTPO/IA 33 MPUMEHEHMEM LieH Ha IeKapCTBEHHble npenapaTsbl
COOTBETCTBEHHO YMOJIHOMOYEHHbIMK deaepanbHbIMKU  OpraHamuM WUCMOAHUTENbHOW BAAacTM W OpraHamu
WUCNONHUTENbHOM BacTM cybbekToB Poccuitickoli degepauum COrnacHO MX KOMMNETEHUMU B MOPAAKeE,
ycTaHoBneHHoMm paButenbcTeom Poccuiickon deaepaunuy;

(n. 9 B pea. PengepanbHoOro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHWs  npeayCMOTPEHHbIX  3aKoHoZaTenbcTBom  Poccuitckolit  depepauum  mep
OTBETCTBEHHOCTM 33 HapylleHMe NnopafKa LeHOoobpasoBaHWMs Ha MU3HEHHO Heobxogumble M BaXKHeuwwume
JIeKapCTBEHHbIe npenapaTbl.

Cratba 61. [ocymapcTBeHHAs pPerncTpaums  yCTaHOBJIEHHbIX MPOWU3BOAMTENAMM  NIEKAPCTBEHHbIX
npenapaTtoB NpefesibHbIX OTMYCKHbIX LEH Ha XWM3HEHHO HeobXxoAuMble W BaKHeMlMe JSieKapCTBeHHbIe
npenapaTtbl U UX NPOAArKa

1. YcTaHOBNEHHbIE nponssoanTENAMNU NEKAPCTBEHHbLIX NMpenapaTtoB npeagesibHble OTNYCKHblE UEeHbl Ha
NNIEKAPCTBEHHbIE MNpenapaTtbl, BK/AKOYEHHblIE B NepeyvyeHb MHKU3HEHHO HEO6XOAMMbIX M BarKHenLWwmx
NNIEKAPCTBEHHbIX MPeENapaTos, Nnoanexart FOCYAapCTBeHHOVI perncrpaumnun.

2. YcTaHoB/EHHaA nponssoauTenem NeKapCTBeEHHbIX MNpenapaTtoB npegesibHaA OTNYCKHAaA UEeHa Ha
HEKapCTBEHHbIVI npenapart, BK/IIOYEHHDbIN B nepe4vyeHb XNM3HEHHO H606XOAVIMbIX M BarKHenLWnx NNEeKapPCTBEHHDbIX
npenapartos, nognexut FOCVAapCTBeHHOVI perncrtpaunmn, eciim oOHa He npesbilaeT pa3smMep UeHbl Ha ILI,Z:\HHbIl\/‘i



NIeKapCTBEHHbIM MpPenapaT, PacCYMUTAHHbIA B COOTBETCTBMM C YTBEPXKAEHHOW B MOpAAKe, YCTaHOBAEHHOM
MpasutenbctBom Poccuiickon Pepepaunn, MeTOAUKOM YCTAHOBNEHUA NPOM3BOAUTENAMMU JIEKAPCTBEHHbIX
npenapaToB NpesesbHbIX OTMYCKHbIX LLeH Ha IeKapCTBEHHbIE NPenapaThl, BKAOYEHHbIE B NepeyYeHb KU3HEHHO
HEODOXOAMMbIX M BaKHEWLWWMX NIEKAPCTBEHHbIX MpenapaTtoB. [JaHHOW METOAMKOW npepycMaTpuBaeTca gns
JIEKAPCTBEHHbIX MpenapaToB, HaxoAAwMXxcs B obpaleHnun Ha Tepputopum Poccuiickoit depepaumm, pacyet
cpeAHeB3BelleHHOM (aKTUYEeCKOM LeHbl OTMYCKa, cpeaHeB3BelWweHHOW ¢GaKTMYecKoM LeHbl BBO3a
JIeKapCTBEHHOrO MpenapaTa 3a rog, NpeALlecTsyoWMA AaTe NPeacTaBAeHUA npenebHOM OTNYCKHOM UeHbI
NPoOM3BOAMTENA HA JIEKApPCTBEHHbLIM MpPenapaT Ha roCYy[apPCTBEHHYIO PErMcTpaumio, a ANsa NeKapCTBEHHbIX
npenapaTos, He NOCTyNaBWKUX B obpalleHne Ha TeppuTopumn Poccuiickon deaepaumm, 1 ANa OpUrMHANbHbIX
JNIeKapCTBEHHbIX NPENapaToB pacyeT POCCUNCKMMM NPOU3BOANTENAMM IEKAPCTBEHHbIX MPENAPaATOB PAacxonoB.,
CBA3AHHbIX C pa3paboTKoW, NPOM3BOACTBOM, peanusauMeint NeKapcTBEHHOro MpenapaTta, YKasaHue
WHOCTPaHHbIMM  NPOU3BOAUTENAMM  pPA3Mepa MUHUMANAbHOM  OTMYCKHOM LieHbl NPOM3BOAMTENA Ha
JIeKapCTBEHHbIN NpenapaTt B rocy4apcTBe NPOU3BOAMTENA U APYTUX FOCYAAPCTBAX, IAe OH 3aperncTpmpoBaH, ¢
Yy4eTOM pPacxoAoB, CBA3AHHbIX C TAMOMKEHHbIM opopmaeHneM (TaMOKEHHOM MOLANHBI U TaAMOXKEHHbIX cbopoB
3a TamoxeHHoe odopMAEHUE), U TPAHCMOPTHBIX PACXOA0B.

(B pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

2.1. Mpu npoBeAeHMM pacyeTa NpenebHOW OTNYCKHOM LLeHbl HapAay € AaHHbIMKU, NPeayCMOTPEHHbIMU
YacTbto 2 HACTOALLEN CTaTbW, YUUTbIBAETCA:

1) B OTHOWEHWW POCCUNCKOrO MNPOU3BOAMTENA - LLEeHA Ha aHaNorMyHble (N0 MeXAyHapogHOMY
HEMaTeHTOBAaHHOMY HAMMEHOBAHMWIO, NEKAapPCTBEHHON ¢GOpMe W [03MPOBKE) JIeKapCTBEHHbIE Mpenaparthl,
npousBefdeHHble Ha TeppuTopun Poccuiickolh ®degepaumn, AnM60 B C/ly4ae MX OTCYTCTBMA LIEHA Ha
aHa/NIOrMMYHbIE WMHOCTPaHHbIE JIeKAPCTBEHHbIE MNPENapaTtbl, HaxoAsAwMeca B TrparKAaHCKOM o06opoTe Ha
Tepputopun Poccuiickoin Pepepaunu;

2) B OTHOWEHMM MHOCTPAHHOrO NPOU3BOAMTENSA - LLEHA Ha aHanorMyHble (N0 MeXKAyHapogHOoMY
HEeMaTeHTOBAaHHOMY HAMMEHOBAHMUIO, NEKAapPCTBEHHOM ¢dopMe U [03UPOBKE) JIEKAPCTBEHHbIE MPEnapaTthl,
HaxoZsLmMecn B rparkaaHCKom obopoTe Ha Tepputopun Poccuitickon Pegepauuu.

(4acTb 2.1 BBeaeHa denepanbHbiM 3akoHoM oT 11.10.2010 N 271-d3)

2.2. Ha ocHoBaHMM nogaHHoro Ao 1 okTAbpsA KaKkAoro roga 3asaBiaeHUA POCCUMCKOro npousBoauTens
JNIEKAPCTBEHHbIX NPEMApPaToB, BK/IOYEHHbIX B MNEPEYEHb KMIHEHHO HEOBXOAMMbBIX W BarKHEMLMX
JIeKapCTBEHHbIX NpenapaToB, 3aperMcTPUpPoBaHHanA NpeaenbHan OTNYCKHaA LLeHa Ha IeKapCTBEHHbIW Npenapat
B C/ly4ae U3MEHEHMS LLEH Ha CbiPbe WU MATepMasbl, HAKNALHbIX PACXO40B, @ TaKKe UCXOAA M3 YCTAaHOBAEHHOTO
denepanbHbiM 3aKOHOM 0 dpeaepanbHOM BlogKeTe HA COOTBETCTBYHOLWMIN GUHAHCOBLIM 04 U Ha MIAHOBbLIN
nepuvog NporHo3Mpyemoro ypoBHA MHGAALUMM MOXKET ObITb NepeperMcTpupoBaHa, HO He Yalle Yem O4MH pPas B
KasieHO4apHOM rogy B NopsaAaKe, YCTAaHOBAEHHOM YacTAMM 2 U 2.1 HaCTOALLEN CTaTbM.

(yacTtb 2.2 BBegeHa GegepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3. Mpoparka NeKapcTBEHHbIX NPENapaToB, KOTOPble BKAOYEHbI B NepeYyeHb XKM3HEHHO HEOOXOANMbIX U
BAXKHEWMLIMX JIEKApPCTBEHHbIX MPenapaTtoB WM Ha KOTOpble He 3aperncTtpMpoBaHa YCTaHOBAEHHaA
NPOM3BOAUTENAMM SIEKAPCTBEHHDbIX NMPENaPaToB NpeaesibHaA OTMYCKHaA LEeHa Ha JIeKapCTBEHHbIE npenaparThl,
BK/IIOYEHHblE B MepevyeHb M3HEHHO HeObBXOAMMBIX W BaXKHEMWMX NEeKAPCTBEHHbIX MNPEnapaToB, He
[onycKaeTcs.

CraTtba 62. FoCyAapCTBEHHbIN PeecTp NpeaesibHbIX OTMYCKHbIX LieH NpousBoanTeneil Ha IeKapcTBEHHbIe
npenaparbl, BKAKOYEHHbIE B NEPEYEHD }KU3HEHHO HEOBXOAMMBIX U BaXKHEMLINX NEKAPCTBEHHbIX MPENapaTos

1. 3apernctpupoBaHHble NpesenbHble OTNYCKHbIE LieHbl Ha IEKAPCTBEHHbIE NPenapaThl, BKAOYEHHbIE B
nepeyeHb U3HEHHO HEOOXOAMMBbIX M BAXKHEMLIMX NEKAPCTBEHHbIX MPENapaTos, NOANENKAT BKAOYEHUIO B
rocyapCTBEHHbIN peecTp npeAesibHbIX OTMYCKHbIX LLEeH NPou3BogMTenel Ha /NeKapCTBEHHble MpenapaTsl,
BK/IIOYEHHbIE B NepeYeHb KU3HEHHO HEODXOAMMbIX U BAaXKHEMLLNX NEKAPCTBEHHbIX NPENapaToB.

2. TocynapcTBEHHbI peecTp MNpefesbHbIX OTMYCKHbIX LEeH MNpou3BOAMTENE Ha JlIeKapCTBEHHbIe
npenapaTbl, BKAOYEHHbIE B MEpPeYEHb *KM3HEHHO HEOOXOANMBIX M BaXKHEMLIUX SIEKApPCTBEHHbIX NPenapaTtos,
COLEpPXKMUT B cebe cnepytoLyto MHGopmaLmio:

1) HaumeHoBaHWe NPOU3BOANTENA IEKAPCTBEHHOIO Npenapara;

2) HauMeHOBaHWe NIeKaPCTBEHHOTO NpenapaTta (MeXayHapoaHOe HeNnaTeEHTOBAHHOE UM XMMUYECKoe U
TOProBoe HaumeHoBaHWA);



3) HoMep PerncTPaLMOoHHOro YA0CTOBEPEHMSA IeKaPCTBEHHOrO Npenapara;

4) nekapctBeHHaa ¢opma C yKasaHWeM A03MPOBKM NEKAapCTBEHHOTO Mpenapata M ero Koam4yecrsa BO
BTOPUYHOM (NOTPebuUTENbCKOM) YNaKoBKe;

5) 3aperucTpupoBaHHas npeaenbHaa OTNYCKHanA LeHa B pybnax;

6) AaTa rocygapCTBEHHOW perMcTpaumm npeaenbHoM OTNYCKHOM LeHbl Ha ieKapCcTBeHHbIe npenapars,
BKNIOUYEHHbIE B NepeYeHb }KU3HEHHO HEOBX0AMMBIX U BaXKHEMLLMX NEeKapPCTBEHHbIX NPenapaTos.

3. TocypapcTBeHHaa pernctpauma npeaenbHbIX OTMYCKHbIX LEH Ha /NeKapCTBeHHble npenaparbl,
BKNIOYEHHbIE B MepeyeHb MU3HEHHO HeobXOAMMBbIX U BayKHEMLWWMX NeKapCTBEHHbIX Npenapatos, BegeHue
rocy4apCTBEHHOro peectpa MpeaenbHbIX OTNYCKHbIX LeH MpousBoauTeneil Ha NeKkapcTBeHHble Mpenaparsl,
BKNIOYEHHbIE B MNepeyYeHb KM3HEHHO HeobXoAUMbIX W  BaKHEMWWX NeKapCTBEHHbIX MNpPenapaTos,
OCYLLECTBAAOTCA B MOPSAKE, yCTaHOBAEHHOM [paBuTenbcTBom Poccuiickoint Penepaumn.

CtaTbs 63. YCTaHOB/AEHME oOpraHamMn WCMNONIHUTENIbHOW BAacTM cybbeKkToB Poccuitickoit Pepepaumm
npesesibHbIX PasMepoB ONTOBbIX HaAOaBOK U NMpeae/ibHbIX Pa3sMepPOB PO3HUYHbIX HALOABOK K GaKTMUECKUM
OTMYCKHbIM LLeHaM, YCTAaHOBJIEHHbIM MPOU3BOAUTENIAMM JIEKAPCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHbIE
npenaparbl AN8 MeAULUMHCKOTO NPUMeEHeHNnA

1. OpraHbl UCNOAHUTENbHON Bnactu cybbekToB Poccuiickoit ®egepaumm ycTaHaBAMBAKOT NpeaenbHblie
pasmepbl ONTOBbIX HAaAOABOK W MpefenbHble PasmMepbl PO3HMYHbLIX HAA0aBOK K PaKTUUECKMM OTMYCKHbIM
LeHaMm, YCTaHOB/IEHHbIM MNPOM3BOAMUTENAMM JIEKAPCTBEHHbLIX MPENapaToB, Ha JIeKapCTBEHHblE MpenapaThbl,
BK/ILOYEHHbIE B MNEPeYeHb KU3HEHHO HEODOXOAMMbIX W BaXKHEWLWMWX NEeKAPCTBEHHbIX MpenapaTos, B
COOTBETCTBUM C YTBEPKAEHHOW B nopAgKe, ycTaHoBNeHHOM [lpasutenbctBom Poccuitickoit depepaumm,
METOAMKOM YCTAaHOBNEHWA OpraHaMM WCNONHUTENbHOM BARacTM cybbekToB Poccuiickoi  ®degepaumm
npesenbHbIX PAa3smMepoB ONTOBbIX HaAbaBOK M NPeae/bHbIX PAa3MePOB PO3HUYHbBIX HAAOABOK K daKTUYECKMM
OTMYCKHbIM LLeHaM, YCTaHOBNEHHbIM MNPOU3BOAUTENAMWU JIEKAPCTBEHHbIX MPEenapaToB, Ha JIeKAPCTBEHHble
npenapaTbl, BKAOYEHHbIE B NepeYeHb KM3HEHHO HEODXOAMMbIX U BaXKHENLINX NEKAPCTBEHHbIX NPENapPaToB.

2. OpraHusauuuM OMNTOBOM TOProBAM W (MAKM)  anTeyHble OpraHM3auuMu, UHAMBUAYA/bHbIE
npeAnpUHUMATENN, UMEIOLLME NIMLLEH3MI0 HA GapPMALLEBTUYECKYIO AEeATENbHOCTb, OCYLLECTBAAIOT peannsaumto
NIEKAPCTBEHHbIX NPENApPaToB, BK/OYEHHbIX B MNEPEeYEeHb KM3HEHHO HEOBXOAMMbBIX W BarKHEMLIMX
NIeKapCTBEHHbIX MpenapaToB, MO LEHaM, YPOBEHb KOTOPbIX HE MpeBblWaeT cyMmMy (aKTUUYECKON OTMYCKHOWM
LUEeHbl, YCTaHOB/JIEHHOW  MPOU3BOAUTENEM  JIEKAPCTBEHHbIX MPENapaTtoB W He  MpeBbllaloLLen
3aperncTpuMpoBaHHOM NPeaenbHOM OTNYCKHOM LIEHbI, U pa3mep ONTOBOW HaabaBKu U (M1K) pasmep PO3HUYHOM
Haab6aBKW, He MpeBbillaloline COOTBETCTBEHHO pa3mepa npeaesibHoM ONTOBOW HaabaBKM U (MaM) pasmepa
npeaesnbHOM PO3HUYHOM HaabaBKKM, YCTaHOB/IEHHbIX B cybbeKTe Poccuiickon Pepepauymn.

3. OpraHbl UICNONHUTENbHOM BNacTh cybbekToB Poccuiickoit ®eaepaumnm pasmeltatot B cetn "UHtepHet"
unn  onybanKkosbiBaloT WHPOPMAUMIO O 3aPErucTpMpoBaHHON NpenesibHOM OTMYCKHOM LeHe Ha
NIeKApCTBEHHbIE NpenapaTtbl, BK/AOYEHHble B MepeyYeHb KM3HEHHO HEeOobBXoAMMbBIX M BarKHEMLMX
JIeKapCTBEHHbIX NpenapaTos, 06 yCTaHOBNEHHbIX B CybbekTe Poccuitickoint degepaumm pasmepe npesenbHoOm
ONTOBOW HagbaBKKM U (MNK) pasmepe NpeaenbHOM PO3HUYHON HagbaBKM K YCTAHOB/IEHHbIM NPOU3BOAUTENAMM
JIEKAPCTBEHHbIX NPenapaToB GpakTUYECKMM OTMYCKHbIM LLlEHaM Ha IeKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B
nepeyeHb XKU3HEHHO HEOOXOAUMBIX U BaXKHEWLIMX NeKapCTBEHHbIX NpenapaToB, U 06 yKa3aHHOM B 4YacTu 2
HacToALWen cTaTbm cymme. MHPopmauma, NnpesycMOTPeHHAA HaCTOALLEN YaCTblo, AO/IKHA PAa3MELLATLCA TaKKe
B anNTeYHbIX OPraHM3aumAX B 4OCTYNHON A1A CBEAEHUA BCEX 3aUHTEPECOBAHHbIX nL, dopme M 06HOBAATLCA NO
Mepe ee onyb6nMKoBaHuMA.

4. TpuHATble C HapyweHuMem 3aKoHozaTtenbcTBa Poccuiicko Pepepauum pelleHMAa OpraHoBs
UCMONHUTENbHOM Bnactu cybbekta Poccuitickon Pepepaumm o6 yCTaHOBAEHMM MpefesibHbIX pa3sMepos
ONTOBbIX HafbaBOK M NpeAenbHbIX PAa3MepoB PO3HUYHbLIX HaAOaBOK K 3aperncTpupoBaHHbIM NpeaesibHbIM
OTMYCKHbIM LieHAaM Ha JIeKapCTBEHHble MpenapaTbl, BK/AOYEHHbIE B MepeyvyeHb KU3HEHHO HeobXxoauMbIX U
BaYKHEMLLMX IeKAaPCTBEHHbIX NPenapaTos, NoA/1eKaT OTMeHe B cyaebHOM nopsake.

Inasa 13. MOHUTOPUHT BE3OMACHOCTU IEKAPCTBEHHbIX NPENAPATOB,
HAXOAALLMXCA B OGPALLEEHUM HA TEPPUTOPUM POCCUIACKOM PELEPALIUA

CtaTtbs 64. MOHUTOPUHT 6€30MacHOCTM IeKapCTBEHHbIX NPenapaTos



1. NlekapcTBeHHble NpenapaTbl, HaxogdAwmecs B obpalleHmMn Ha Tepputopumn Poccuitickont ®epepauymm,
noanexat MOHUTOPWUHry 6e30nacHOCTM B LENAX BblABNEHMA BO3MOXHbIX HeraTMBHbIX MOCNeACTBUIA WX
NPUMEHEHUA, NPeaynpPeXAeHNA NALMEHTOB MU UX 3aLUNUTbI OT MPUMEHEHUA TaKUX NpenapaTos.

2. MOHUTOPUHT 6€30MacHOCTM JIEKAPCTBEHHbIX MPEenapaToB OCYLLECTBAAETCA YNOJHOMOYEHHbIM
benepanbHbIM OPraHOM MUCMONHUTENIbHOW BNAACTM Ha BCEX 3Tamnax Mx obpaleHuns Ha Tepputopumn Poccninckom
depepaunm.

3. CybbeKkTbl O06palleHMA JIeKApCTBEHHbIX cpeacTB o06fA3aHbl  CoobWATb B YCTAaHOBAEHHOM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOHUTE/IbHOM BAacTU nopsake 060 Bcex cayvasx NobOYHbIX
LENCTBUI, He YKasaHHbIX B MHCTPYKUUM NO NPUMEHEHWUIO NEKAPCTBEHHOrO npenapaTa, O Cepbe3HbIX
HeXeslaTesIbHbIX Peakuuax, HenpeasuUaeHHbIX HeXXenaTesbHbIX Peakuuax Npu NPUMEHEHUUN NeKapCTBEHHbIX
npenapatoB, 06 0CO6EHHOCTAX B3aMMOLEWCTBMA NEKAPCTBEHHbIX NPENapaToB C APYIMMU NEeKAaPCTBEHHbIMU
npenapaTtamu, KoTopble Oblin BbiABAEHbI NPU MPOBEAEHUU KAMHWUYECKUX UCCNAEAOBaHUA U MPUMEHEHUU
NIeKAPCTBEHHbIX NpPenapaTos.

4. 33 HecoobLeHNe UAM COKpPbITUE CBEAEHMI, NPeAyCMOTPEHHbIX YacTblo 3 HACTOALLEN CTaTbW, ANL3,
KOTOPbIM OHM CTa/AM M3BECTHbI NO pPody UX NPodeccMOHanbHOW AeATeNbHOCTU, HECyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAaTeNbCcTBOM Poccuiickoit ®epepaumu.

5. NMopAgoK ocyLecTBAEHNA MOHUTOPMHra 6e30MacHOCTU JIEKAPCTBEHHbIX MPenapaToB, PerucTpaumm
NOBOYHbIX AENCTBUIM, CEPbE3HbIX HEXeNaTeNbHbIX PeaKUMA, HENPEeABUAEHHbIX HEXKENATENbHbIX peakuuin npm
NPUMEHEHUN NIEKAPCTBEHHbIX MPEnapaTtoB, B TOM 4YUCAe nNpeacTtaBneHna  uHpopmaumm 06 3Tom,
yCTaHaB/MBaAETCA YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCNOIHUTE/IbHOM B/IACTy.

CraTbAa 65. MNpuocTaHoBAEHME NPUMEHEHUSA IeKapCTBEHHOTO NpenapaTa

Mpy nonyYyeHnn MHPopMaLnmn O NOBOYHBbIX AEUCTBUAX, HE YKA3aHHbIX B MHCTPYKUMM NO NMPUMEHEHMIO
NIeKapCTBEHHOTO MpenapaTta, CepbesHbIX HeXKenaTeNlbHbIX Peakuuax, HenpeaBUAEHHbIX HexKenaTesbHbIX
peakumax Npu NPUMeHeHUN leKapcTBEHHOro npenapaTta, 06 0co6eHHOCTAX ero B3auMoAencTBuA ¢ Apyrmmu
NleKapcTBEHHbIMU NpenapaTamu, KOTOpble MOTYT NPeACTaBAATb YrpPo3y KU3HWU UM 340P0OBbLI0 MAUMEHTOB, a
TaKXe CBEAEHWI, He COOTBETCTBYIOLWMX CBEAEHMAM O JIEKapCTBEHHOM MpenapaTte, COAeprKalmmca B
WHCTPYKUMM NO ero MNpPUMEHEHUI0, YNOJHOMOYEHHbIN denepanbHbli OpraH MCNOAHUTENbHON BAACTM
paccmaTpuBaeT BONPOC O BO3MOMKHOCTU MPUOCTAHOBAEHUA NPUMEHEHNA TAKOro 1IEKAapPCTBEHHOMO npenapaTa B
nopsAaKe, yCTaHOBAEHHOM YNOSIHOMOYEHHbIM dpeaepasibHbIM OPraHOM UCMONHUTENBHOM BAACTY.

CraTbs 66. MHPOpMaLMA 0 pe3yabTaTax MOHUTOPMHIA 6e30NacHOCTM JIeKapCTBEHHbIX NPenapaTos

YnonHomoueHHbIh degepanbHbiii OpraH MCAOAHUTENBHOW BNACTWU, OCYLLECTBAAKOWMA MOHUTOPUHT
6€30MacHOCTM NIeKAPCTBEHHbIX MPEenapaToB, Haxo4AwWwMXca B obpaweHWn Ha Tepputopun Poccuiickoi
depepaunn, Nno pesynabTaTaM MOHUTOPUHIA pasmellaeT Ha cBoem oduumanbHom cante B cetu "MHTepHet"
MHOOPMAUMIO O TMPUHATBIX PEWEHUAX O BHECEHUM W3MEHEHUS B MWHCTPYKUUIO MO MPUMEHEHMIO
JIeKapCTBEHHOrO npenapaTa, O NPUOCTAHOBAEHUM MPUMEHEHUA NIEKAPCTBEHHOrO npenapaTta, 06 M3bATUM U3
o6 palleHMA NeKapCTBEHHOTO NpenapaTa UaM 0 BO306HOBAEHUN NPUMEHEHMA NEKAPCTBEHHOMO Npenapara.

Fnhasa 14. UHOOPMALLUA O IEKAPCTBEHHbIX MPEMAPATAX
CtaTbs 67. UHPOpPMaLMA 0 NeKapCTBEHHbIX NpenapaTax

1. MHPopmaLums o eKapCcTBEHHbIX NMpenapaTax, OTNyCKaeMbIxX MO PeLenTy Ha JIEKAPCTBEHHbIM Npenapar,
OOJKHA COLEPXaTbCA TONbKO B CMELManu3vpoBaHHbIX WM34AHUAX, NpeaHasHauyeHHbIX A8 MeSUUMHCKMX,
bapmMaLeBTUYECKMX, BETEPUHAPHbIX pPaboTHMKOB. WHboOpmaumsa O JfieKapcTBEHHbIX npenapatax Ans
cneunannctoB B 06/1acTM 0BpalLleHUs /IeKAapCTBEHHbIX CPeACTB MOMKET CcogepraTbCA B MOHorpadusx,
CNPaBOYHMKAX, HAYYHbIX CTaTbAX, B AOKNALAX HA KOHrpeccax, KoHpepeHLMAX, CUMNO3MYMaX, Hay4YHbIX COBETAX,
a TaKKe B MHCTPYKLMAX NO NPUMEHEHMIO IeKaPCTBEHHbIX NPenapaTos.

2. WUHPopmaumsa O NeKapCTBEHHbIX npenapaTax, OTNycKaemMblx 6e3 peuenTa Ha NEKapPCTBEHHbIN
npenapat, MOXeT COAep)aTbCA B NybAMKauMaXx W 0ObBABNEHMAX CPEACTB MaccoBoW WHdopmaumu,



CNeunannsmpoBaHHbIX M OBWMX MedyaTHbIX M34aHUAX, WHCTPYKUMAX MO MNPUMEHEHUIO NeKapPCTBEHHbIX
npenapaTtoB, WHbIX W34aHUAX CyObeKTOB 06palleHMss NIeKapCTBEHHbIX CPeAcTB. PeknamHble matepuanbl o
NleKapcTBEHHOM npenaparte, oOTnyckaemom 6e3 peuenTta Ha JIeKapCTBEHHbIM npenapaT, AOJKHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHWNIO IEKAPCTBEHHOTO Npenapara.

3. [lonyckaeTcsa UCno/ib30BaHMe MobbiXx MaTepManbHbIX HOCUMTENEN, NO3BONAIOLWLMX XPaHWUTb, NepeaaBath
M UCNONb30BaTb MHPOPMALMIO O IEKAPCTBEHHbIX NpenapaTax 6e3 ee NCKarKeHus.

nhasa 14.1. OTPAHNYEHWA, HANTATAEMBbIE
HA OPTAHMU3ALUWN, OCYLLEECTBNAIOLLIUE AEATENIBHOCTb
MO OBPALLEHUIO NIEKAPCTBEHHbIX CPEACTB

(BegeHa dPegepanbHbim 3aKoHOM OT 25.11.2013 N 317-93)

Cratbs 67.1. OrpaHW4YeHus, Hafaraemble MPU OCYLLECTBAEHUM feaTenbHocTM B chepe obpalleHus
JIeKapCTBEHHbIX CpeacTs

1. OpraHusauuu, 3aHMmatoumecs paspaboTKoi, MPOU3BOACTBOM U (MAK) peannsaumein nekapcTBeHHbIX
npenapaTtos AN MeAMLMHCKOro MpUMEHEHWA, opraHusaumun, obnagalolme npaBamMm Ha WMCMNO/b30BaHUe
TOProBOro HaMMeHOBaHMA JfIEKapCTBEHHOro npenapaTta Aaa MeAULMHCKOTO MPUMEHEHMUA, OpraHM3auun
ONTOBON TOPrOBAM JfIEKAPCTBEHHbIMU CPEACTBAMW, anTedyHble OpraHusauum (UX npPeacTaBUTENM, WHble
dU3NYECKME U lopUOMYECKME WL, OCYLLECTBAAIOLLME CBOKO AEATE/IbHOCTb OT MMEHW 3TMX OpraHusauuii) B
OTHOLIEHWUM MEANLMHCKMX PaBOTHMKOB U PYKOBOAMTENEN MEAULMHCKMX OPraHN3aLMii He BNpaBse:

1) Bpy4yaTb MOZApPKW, BbINNAYMBATb [LEHEXHble CPeAcTBa (3@ MCKAOYEHMEM BO3HarparKaeHwin no
[OroBOpam Npu NpoBeAeHUM KIMHUYECKUX MUCCed0BaHUI NEKApPCTBEHHbIX NpenapaToB 418 MeAULMHCKOro
NPUMEHEHWA, BO3HArparKaAeHWi, CBA3AHHbIX C OCYLLLECTBAEHMEM MEAULMHCKMM PaboTHMKOM Nesarormyeckom
N (MNKN) HaydyHOW AEATENbHOCTM), B TOM YMC/Ie ONJAYMBaATL Pa3B/IEYEHMSA, OTAbIX, NPOE3 K MECTy OTAbIXa, a
TaKKe NPMBIEKATb K y4acTUIO B Pa3B/IeKaTe/IbHbIX MEPONPUATUAX, NPOBOAMMbIX 33 CYET CBOUX CPeaCTs;

2) 3aKN0YaTb COMMALWEHNA O HAa3HAYEHUM UM PEKOMEHAALUM NaLMeHTaM JIeKapCTBEHHbIX NpenapaTos
ANA MeANUMHCKOTO NpUMeHeHUs (3a UCKIoYEHMEM L0TOBOPOB O NPOBEAEHUN KAMHUYECKUX UCCNeA0BaHUM
NleKapCTBEHHbIX NPenapaTos A4/1A MeAULMHCKOro MPUMeHeHUs);

3) npeaocTaenATb 06pasupl IEKAPCTBEHHbIX NPenapaToB A8 MeAWLMHCKOrO MPUMEHEHUA B LENsAX
BpPyYEHMA NauueHTam (3a UCKAKUYEHMEM CaydyaeBs, CBA3AHHbIX C MPOBeAeHMEM KAMHUYECKUX UCCaeaoBaHui
NIeKapCTBEHHbIX NPenapaTos 4/ MeAULUHCKOro MPUMEHeHUs);

4) NnpeAoCTaBAATb HEAOCTOBEPHYIO U (MAKN) HEMOAHYIO MHOOPMALMIO O NEKAPCTBEHHbIX NpenapaTax Aas
MeAMLMHCKOro MPUMEHEHMS;

5) nocewaTtb ux B pabodyee Bpems Ha PabouMx MecTax, 3a MCK/AOUYEHMEM C/y4aeB, CBA3AHHbIX C
npoBeAeHNEeM KANMHUYECKUX UCCNeA0BaHNI NeKapCTBEHHbIX NPenapaTosB A8 MeANUMHCKOTO NPUMEHEHUA, C
yyactTiem B MOpAAKe, YCTaHOBAEHHOM PYKOBOAMTENEM MEAMUMHCKON opraHvsauuu, B cobpaHuax
MEAMLMHCKNX PabOTHUKOB M MHbIX MEPOMNPUATUAX, HanpasBAEHHbIX Ha NOBbIWEHWE MX NPOPECCUOHANbHOMO
YPOBHA MAW Ha NpeaocTaBaeHue MHPOpMaLMK, CBA3AHHOM C OCYLLECTBEHMEM MOHUTOpMHra BesonacHocTU
JleKapCTBEHHbIX NpenapaTos;

6) Noby:KAaTb K BbIMWUCbIBAHUIO JIEKAPCTBEHHbLIX MPEnapaToB ANsA MEeAWULMHCKOTO MPUMEHEHMA Ha
61aHKax, coAeprKalLmMx MHPOPMaLMIO PEKIaMHOIO XapaKTepa, a TaKKe Ha peLenTypHbIX 61aHKaX, Ha KOTOPbIX
3apaHee HaneyaTaHO HaMMeHOBAHMWeE IEKAPCTBEHHOTO NpenapaTta 41 MeAULMHCKOTO MPUMEHEHMS.

2. OpraHu3aumuM, yKasaHHble B ab3aue nepBom 4yacTv 1 HaAcToAWel CTaTbM, U UX NPeACcTaBUTENN B
OTHOWeHMM PpapmaL,eBTUYECKUX PaDOTHUKOB M PYKOBOAMTE el anTeYHbIX OpPraHM3aLmMii He BNpase:

1) Bpy4aTb NOAAPKM, BbINIAUMBATL AEHENKHbIE CPEACTBA, B TOM YMC/1E OMNIAYMBATb PA3BEYEHUS, OTAbIX,
npoesa K MecTy OTAbIXa, N NPUB/IEKATb K y4acTMIO B Pa3BAEKaTe/IbHbIX MEPONpPUATUAX, MPOBOAMMbIX 33 cYeT
CBOMX CPeACTB;

2) npepoctaBnATb 06pasubl /IeKAPCTBEHHbIX MPenapaTtoB A8 MeAMUMHCKOro MNpUMEHeHus ans
BPYYEHUA HACENEHMIO;

3) 3aK/0YaTb COrNalleHUA O NPeAOXKEeHUU HaceNeHUI0 onpeaefieHHbIX NEeKapCTBEHHbIX NpenapaTos
ANA MeAULMUHCKOro NPUMeHeHUs;

4) NnpeAOCTaBNATb HEAOCTOBEPHYIO U (MAKN) HEMONHYIO MHOPMALMIO O NEKAPCTBEHHbIX NpenapaTax 41s



MeagnunHCKOro npumeHeHmAa, B ToOm 4ucne MMeEWUX OAMHaKOoBOE MeXAyHapoaHOe HenaTeHTOBaHHOe
HanmMmeHoBaHMe.

CraTtba 67.2. TpeboBaHUA K OpraHM3aLMmM U NPOBEAEHUIO HAYUYHbIX MEPOMPUATUIA, UHBIX MEPOMPUATUNA,
HanpaB/EHHbIX Ha MNOBblWEHNE NPOPECcCCMOHANbHOTO YPOBHA MEAMUMHCKMX pPaboTHMKOB WMAM  Ha
npegocrasneHve MHGOPMaLMK, CBA3AHHOW C OCYLLECTBAEHMEM MOHUTOPUHra 6e30NacHOCTU NeKapPCTBEHHbIX
npenapaTos

1. Mpu npoBeAeHUU HayyHbIX MEPONPUATUIN, WHbIX MEPOMPUATUI, HanpasieHHbIX Ha MOBbllleHUe
NpodeccMoHaNbHOro  YPOBHA MEAUUMHCKMX PabOTHUMKOB WMAM  HA NpeaocTaBNeHue CBA3aHHON ¢
OCYLLECTB/IEHNEM MOHUTOPUHra 6e30MacHOCTM JIeKAapPCTBEHHbIX MNpenapatoB MHGOPMaLMKM, OpraHM3yembIxX
OopraHM3aumMaAMM, yKasaHHbIMKU B ab3aue nepBom 4YacT 1 cTatbm 67.1 HacToswero ®eaepanbHOro 3akoHa, UX
npeacraButensamm u (unmn) GuHaHCUpyemblX 3a CYET CPeACTB 3TUX OpraHuM3auuii U KX npeacTaBUTeNEl,
3anpeLaeTcsa NPenaTCTBOBaTb YYacTUIO B YKa3aHHbIX MePONPUATUAX UHbIX OpraHn3aLuiA, KOTopble NpoM3BoaAAT
WAN peanunsytloT JIeKapCTBEHHble npenapatbl A8 MeOULMHCKOTO MPUMEHEHUS CO CXOXUM MeXaHU3MOM
$apMaKo/IorMYeckoro AencrTeuna, Mbo cosgasaTb AUCKPUMUHALMOHHBIE YC/I0BUA A5 OAHWUX YYAaCTHUKOB MO
CPaBHEHMIO C APYIMMU YHACTHUKAMM, @3 UMEHHO:

1) npefocTaBnATb Pa3IMYHOE KOJIMYECTBO BPEMEHM AJ1A BbICTYM/IEHUI YYACTHWKOB, Pas3/INyHbIE MO
pasMepy 3aHMMaemMoWn njowaan Mecta ANA LeMOHCTpaumMm ob6pasuoB JIeKapCTBEHHbIX NpenapaTtoB A/s
MEAMUMHCKOTO NPUMEHEHMA UKW PEKNAMHbIX MaTepuanoB O JIEKAPCTBEHHbIX NpenapaTtax gasa MeauunHCKoro
NPUMEHEHMNA Ha 3KCMO3UUMAX, CTeHAAX, 3a WCKAOYEeHMEeM Cy4YaeB, eciv Takue YC/I0BUA 3aKkpenieHbl B
COrnalleHmax 3TUX OopraHuMs3aumn, ux npeacTtasuTeneil 0 GpUHAHCMPOBAHUWM YKa3aHHbIX MeponpuATUIA U
06ycnoBAeHbl Pa3NMYHbIMK 3aTPaTamMM YH4aCTHUKOB Ha UX OPraHU3auUmio;

2) ycTaHaBnMBaTb pa3mep B3HOCA A/1A YYAaCTHMKOB MeEPONpPUATUIA, yKasaHHbIX B ab3ale nepsom
HacToALLEN YacTu, NPeBbIWAOLWMA CYMMY 3aTpaT Ha OpraHM3auUmio YKasaHHbIX MEpPONpUATUN U BeaylMid K
Heo60CHOBaHHOMY OrpaHUYEHWNIO YMCa UX YHACTHUKOB.

2. OpraHu3aumm, ykasaHHble B ab3aue nepsom yactm 1 cratbu 67.1 Hactosuero ®eaepanbHOro 3aKoHa,
UX MpeacTaBuTeNn, OCyLLECcTBAAIOLLIME OpraHn3aumio U (Mamn) duHaHCMpPOBaHNE MEPOMPUATUIA, YKa3aHHbIX B
yactm 1 HacToAwen craTbk, oba3aHbl obecneumsaTb AOCTYM K UHPOpMaUMM O AaTe, MecTe U BpemMeHMu
nposeAeHNA yKasaHHbIX MepPoNpPUATUI, NaaHax, Nporpammax nNposeaeHUA YKasaHHbIX MepPonpUATUIA 1 Temax,
NAaHUPYyeMbIX O/ PaCcCMOTPEHMS, COCTaBe MX YYaCTHMKOB MNyTeM pPasMelleHUs COOTBETCTBYHOLLEN
nHbopmauum Ha cBoux oduuUMaNbHbIX caliTax B ceTh "MHTepHeT" He no3gHee ABYX MecAUeB 4O Havana
npoBeAeHNA YKa3aHHbIX MEPONPUATUNA.

3. UHpopmaums o nNpoBedeHUM MepOonpUATUI, yKasaHHbIX B 4YacTu 1 HacTosuiell cTaTbW, B CPOK,
YCTAaHOBMEHHbIA 4acTbio 2 HacToAlen CTaTbM, [AOMKHA ObiTb HanpasneHa B ¢edepanbHbli  OpraH
WCNOJIHATENbHOW BNACTU, OCYLLECTBAAIOWMNA GYHKLUMM MO KOHTPOIO U Haa3opy B cdhepe 34paBoOOXpaHEHMUS,
ON5 NoCNeayoWwero pasmelLeHma ee Ha odMLManbHOM caliTe 3TOro opraHa B cetu "UHTepHeT".

Fnhasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOAATE/IbCTBA
POCCUIACKON DELEPALMN NPU OBPALLEHUWN NEKAPCTBEHHbIX CPEACTB
M BOSMELLEHUE BPEOA, MPUMMHEHHOTO 30POBbIO FrPAXAH
BCNEACTBUE MPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapyleHWe 3aKkoHogaTenbcTBa Poccuitickolt depepaumm npu
0b6palleHNM NeKapCTBEHHbIX CPeacTB

HapyweHune 3aKkoHogaTenbctBa Poccuiickoii ®egepaunmn npu obpalleHMM NeKapcTBEHHbIX CpeacTs
BAeYeT 3a coboli OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoit deaepaumm.

Cratba 69. Bo3melweHue Bpeaa, MNPUYMHEHHOrO 340POBLID TFpaXKgaH BCAeACTBME NPUMEHEHMUA
JIeKapCTBEHHbIX NpenapaTos

1. MpoussoanTenb NEeKapcTBEHHOro npenapaTta 06s3aH BO3MECTUTb Bpead, NPUUYMHEHHbIA 340POBbIO
rpaskaaH BCAeACTBME MPUMEHEHUA IeKapCTBEHHOIO npenapaTa, eCAn A0Kas3aHo, YTo:



1) neKapcTBeHHbI npenapat MPUMEHSACA MO Ha3HAYeHWIO B COOTBETCTBUM C WHCTPYKUMEN o
NPMMEHEHUIO JIEKAPCTBEHHOrO nNpenapaTta WM MPUUYMHON Bpeda SABWACA BBOL B TPayKkAaHCKMI 0bopoT
Hea06pPOKaYecTBEHHOIO NEKAPCTBEHHOIO NpenapaTa;

2) Bpes 340P0BbI0 NMPUYMHEH BCAEACTBME HELOCTOBEPHOM MHOPMALMM, COAEPKALLENCA B MHCTPYKLUN
Nno NPUMEHEHUIO IEKAPCTBEHHOIO NpenapaTa, U34aHHOM NPOM3BOAUTENIEM SIEKAPCTBEHHOTO Npenapara.

2. B cnyyae, ecnn Bpen 340pOBbIO FparkaaH MPUYMHEH BCAEACTBME MPUMEHEHUSA JIEKAPCTBEHHOIO
npenapara, NpuLWeALero B HEro4HOCTb B pe3yabTaTe HapyLEeHUA NPaBUA XPaHEHNA NEKAPCTBEHHbIX CPEACTs,
npaBu/ ONTOBOWM TOProB/M NEKAPCTBEHHbIMM MpenapaTaMu, NpPaBuA OTMNYCKA JIEKAPCTBEHHbIX MPENapaTos,
npaBuWa W3roTOBAEHUA W OTMYCKa JIEKAPCTBEHHbIX MpenapaToB, BO3MELWEHWE Bpena OCYLLEeCTBASETCA
COOTBETCTBEHHO OpraHuW3aumeit ONTOBOM TOProB/M NEKAPCTBEHHbIMU CPEACTBAMM, aNTEYHOW OpraHU3aumen,
WHAMBUAYANbHBIM MpeanpUHUMaTENEM, UMEIOWUMN IMLLEH3UI0O Ha dapMaLeBTUYECKYO AeATeNbHOCTb MK
JIMLLEH3NI0O Ha MEeAMUMHCKYI0 [eATeNbHOCTb, MEeAMUMHCKON OpraHuWsaumven, UMeoWen NULEH3NI Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb (ee 06ocobaeHHbIM NnogpasaeneHmem (ambynatopuei, penbawepckum u
denbaluepcKo-akyLWEepPCKUM MYyHKTaMU, LEeHTPOM (oTaeneHnem) obuieli BpayebHoM (cemeinHOM) NpaKkTUKK),
PacrosioXKeHHbIM B CE/IbCKOM Hace/IeHHOM TMyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHusaums),
O0NYCTUBLIMMM NPOAAXKY UM OTNYCK TaKOro JIeKapCTBEHHOro Npenapara.

(8 pen. PepepanbHoOro 3akoHa ot 25.11.2013 N 317-93)

3. Bo3melueHue Bpega, NPUUYMHEHHOTO 340POBLIO rpaXaaH BCAeACcTBME MPUMEHEHUS IeKapCTBEHHbIX
npenapaTos UM COBEPLUEHUSA MPOTMBOMNPABHbIX AENCTBMIA cybbeKTamn 0bpalleHns NeKapCTBEHHbIX CPeacTs,
OCYLLLECTB/IIETCA B COOTBETCTBUM C 3aKOHOA4ATeNbCTBOM Poccuiickoit deaepaumm.

Fnasa 16. 3AK/TIOYUTE/IbHbIE NONTOXKEHUA

Cratba 70. O npu3HaHMM YTPaTUBLIMMM CWUAY OTAENbHbIX 3aKOHOAATe/bHbIX aKTOB (MNONOMKEHWUH
3aKoHOoZaTeNbHbIX akToB) Poccuiickon deaepaumm

MpW3HaTb yTPaTUBLLMMMU CUNY:

1) depepanbHbiii 3aKoH OT 22 uioHAa 1998 roga N 86-d3 "O nekapcTBeHHbIx cpeactBax” (CobpaHue
3aKoHogaTenbcTBa Poccuiickon degepaunm, 1998, N 26, cT. 3006);

2) depepanbHbIM 3aKOH OT 2 AHBaps 2000 roga N 5-d3 "O BHeECEHUM U3IMEHEHMA W AOMOJHEHUI B
depepanbHbIn 3aKkoH "O nekapcTBeHHbIX cpeacteax” (CobpaHue 3aKkoHoAaTenbcTBa Poccuiickoit deaepauuuy,
2000, N 2, cT. 126);

3) ctatbio 40 depepanbHoro 3akoHa ot 10 aHBapa 2003 roga N 15-d3 "O BHeCEHUM U3IMEHEHUA U
[OMNOJIHEHUI B HEKOTOpble 3aKoHoJaTeslbHble akTbl Poccuiickoit degepauum B CBA3U C MPUHATUEM
depepanbHOro 3akoHa "O AMLEH3MPOBAHUKN OTAENbHbIX BUAOB AeaTenbHocT" (CobpaHue 3akoHoAaTeNbCTBA
Poccuitckoii depepaummn, 2003, N 2, cT. 167);

4) cratbto 31 depepanbHoro 3akoHa oT 30 mioHA 2003 roga N 86-d3 "O BHECEHUM U3MEHEHMUI U
[OMNONHEHUIA B HEKOTOPbIe 3aKoHOAaTe bHbIe aKTbl Poccuiickoit deaepaumnun, NpUsHaHUM YTPATUBLLMMKU CUNTY
OTAeNbHbIX 3aKoHOAaTeNbHbIX aKToB Poccuiickolt depepaumn, npeaocTaBNeHUU OTAENbHbIX rapaHTUi
COTPYAHMKAM OPraHOB BHYTPEHHWUX A€/, OPraHoB MO KOHTPO/O 32 060POTOM HAPKOTUUYECKUX CPeacTB U
NCUXOTPOMHbIX BEWecTB W ynpasgHaemblX deaepanbHblX OPraHoB HAAOroBOM MNOAMLMW B CBA3U C
OCYLLECTB/IEHUEM  Mep NO  COBEPLUEHCTBOBAHMIO  roCyAapcTBeHHoro  ynpasaeHua"  (CobpaHue
3aKoHogaTenbcTBa Poccuinickont Pepepaumu, 2003, N 27, cT. 2700);

5) cratbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-¢3 "O BHeceHWN U3MEHEHUN B
3aKoHogZaTenbHble aKTbl Poccuiickont Pepepaumm U NPU3HAHUKM  YTPATUBLUMMW  CUAY  HEKOTOPbIX
3aKoHoZaTeNbHbIX aKToB Poccuiickon Pegepaunn B cBA3U € NpuHATUEM PesepasibHblX 3aKOHOB "O BHECEHUU
M3MEHEHMNN U JonosHeHnn B PepepanbHblii 3aKkoH "O6 06WMX NPUHLMMAAX OpraHM3aLMmn 3aKOHOLATE/IbHbIX
(NpepcTtaBUTENbHbIX) W UCMONHUTE/IbHLIX OPraHOB TOCYAAPCTBEHHOM BnacTu cybbekToB Poccuiickol
Pepepaunn” 1 "06 obWMX NPUMHUMNAX OpraHM3aL MM MeCTHOro camoynpasaeHna B Poccuinckoit ®egepaymmn”
(CobpaHue 3akoHogaTenbcTBa Poccuinckoit Pepepaumm, 2004, N 35, ct. 3607);

6) cTaTbio 28 deaepanbHOro 3akoHa oT 18 aekabps 2006 roga N 231-$3 "O BBeaeHMM B AeNCTBUE YacTH
yeTBepTon [paxaaHckoro Koaekca Poccuitickoit Pepepaummn” (CobpaHue 3akoHoaaTenbcTBa Poccuinckoit
depepaunu, 2006, N 52, cT. 5497).



Cratba 71. BctynneHue B cmay HacToAwero PeaepanbHOro 3akoHa

1. Hactoswmii PenepanbHbiii 3aKoH BCTynaeT B cuny ¢ 1 ceHTabpa 2010 roaa.

2. JleKapcTBeHHble CpeACTBa, 3aPerucTpupoBaHHble A0 [AHA BCTYN/AEHMA B CUAY HACcTOALLEro
PepepanbHOro 3akoHa, NOAJMEXKAT BK/AYEHUIO B FOCYAAPCTBEHHbIE PEECTPbl NIEKAPCTBEHHbLIX CPEACTB C
BHECEHMEM YKas3aHHbIX B 4YactM 1 cratbM 33 Hactoswero denepanbHOro 3akKoHa cBefeHMl o6 3Tux
JNIeKApCTBEHHbIX cpeacTBax 6e3  MpOXOXAEHWA BHOBb Npoueaypbl TOCYAAPCTBEHHOM  perucrTpaunm
NIeKapCTBEHHbIX NPenapaTos.

3. TocymapCTBEHHAA pPerncTpauma NeKapCTBEHHbIX MPENnapaToB, 33 MWCKAOYEHUMEM 1eKAPCTBEHHbIX
npenapaTtoB ANA MeAMUMHCKOTO MPUMEHEHUA, NPEeACTaBNEHHbIX Ha YKa3aHHYl perucTpaumio o LHA
BCTYNJIeHNA B cuay HactosAwero PeaepasibHOro 3aKOHA, OCYLLECTBAAETCA B COOTBETCTBMM C HACTOALMM
®epepasibHbIM 3aKOHOM Ha OCHOBaHMW AOKYMEHTOB M AaHHbIX, MPeACTaBAeHHbIX 4O AHA BCTYMIEHUA B CUAY
HacToAawero PeaepasibHOro 3aKOHa.

(8 peq. PepgepanbHoro sakoHa ot 11.10.2010 N 271-93)

3.1. TocypapCTBEHHAA perncTpauma NeKapCTBeHHbIX MNpenapaToB AAAd MeaUMUMHCKOro MpumMeHeHus,
NpeACTaB/IEHHbIX Ha rOCYAAPCTBEHHYO PErncTpaLMio A0 AHA BCTYNAEHUA B cuay Hactoawero ®eagepanbHoro
3aKOHa, WU rOCYy[apCTBEHHAA PEernucTpauna NeKapCTBEeHHbIX MNpenapaToB AsA MeAUUMHCKOrO MNpPUMEHEHMS,
NPeACTAB/IEHHbIX HA 3KCMNEPTU3Yy JIEKAPCTBEHHbIX CPEeACTB A0 [AHA BCTYMJIEHUA B CWIY HACTOALLErO
dPepepanbHOro 3aKOHa B LENAX WX NOCAeAyloWen rocyfapCTBEHHOW pPerucTpaumm, OCyLWecTBAAKTCA Ha
OCHOBaHMWN OOKYMEHTOB W [AHHbIX, NPeACTaBAEHHbIX 00 AHA BCTYMJIEHUA B CUAy HacToawero ®enepanbHoro
3aKOHa, a TaK¥Xe 3aAB/eHUA O roCyapCTBEHHOM pPerncTpaLmMmn NeKapcTBEHHOrO Npenapara, NpeacTaBAeHHOro
npou3BogMTeNEeM JNIeKAPCTBEHHbIX MpenapaToB WM YNOJHOMOYEHHbIM WM JIMULOM B COOTBETCTBUM C
HacToawmm PenepasibHbIM 3aKOHOM B YNONHOMOYEHHbIN desepanbHbI opraH CNOAHUTENbHON BacTh Ao 1
mapta 2011 ropa, 6e3 TpeboBaHMA ynaaTbl  FOCYAAPCTBEHHOW  MOLWAWMHbLI,  MNPEeAYyCMOTPEHHOM
3aKoHoAaTenbcTBOM Poccuinickon Pepepaumn o Hanorax n cbopax.

(4acTb 3.1 B pea. PegepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.2. NoaTBepKAeHME TOCYAaPCTBEHHOM pPerncTpalmm NeKapcTBEHHbIX NPenapaTos A8 MegULMHCKOro
NPUMEHEHMA, NPEACTAaBAEHHbIX A1 MOATBEPKAEHUA FOCYAAPCTBEHHOM PErucTpaummn A0 AHA BCTYMN/IEHUA B
cuny Hactosawwero PenepanbHOro 3aKOHa, U NOATBEPKAEHNE FOCYAAaPCTBEHHON PErncTpaLmMm nekapcTBEHHbIX
npenapatoB ANA MeAWUMHCKOrO NPUMEHEHMUA, NPeACTaBNeHHbIX HA 3KCNepTM3Y JIEKAapPCTBEHHbIX CPeacT8 A0
OHA BCTynneHua B cuny Hacroauwero deaepanbHOro 3aKOHa B LENAX MOcaeayloulero noarBepXAaeHusa ux
rocyZ,apCTBEHHOM perncrTpaumm, oCyLecTBAAITCA HA OCHOBAaHMM AOKYMEHTOB M AaHHbIX, NPeACTaBAeHHbIX A0
OHA BCTynneHuMa B Ccuay HacTtoAwero PenepanbHOro 3akoHa, a TaKKe 3aABJEHUA O MOATBEPXKAEHUU
rocy,apCTBEHHON  PErncTpauunm  NeKapCTBEHHOrO  MpenapaTa, NpPeacTaBAeHHOro  NPOM3BOAMTENEM
JNIeKapCTBEHHbIX NPENapPaToB MAM YNOAHOMOYEHHbIM UM JIMLLOM B COOTBETCTBUM C HacToAwMm DesepanbHbIM
3aKOHOM B YMOJ/IHOMOYEHHbIN deaepanbHblii OpraH McnoaHUTenbHON BnactM Ao 1 maprta 2011 roaga, 6es
TpeboBaHMA ynaaTbl rOCYAapPCTBEHHOW MOLW/MHbI, MNPeAyCMOTPEHHON 3aKoHOAATe/IbCTBOM Poccuitckoi
depepaumnn o Hanorax n cbopax.

(yacTb 3.2 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATME pelleHns O BHECEHUU U3MEHEHUN B AOKYMEHTbI, COAEPKALLMECA B PErUCTPALMOHHOM
[OCbe Ha 3aperucTpuMpoBaHHbIA  /IEKAPCTBEHHbIM  NpenapaTt AnA  MEeOULMHCKOTO  MNPUMEHeHUA WU
npeacTaB/ieHHble 40 AHA BCTyNAeHWA B cuay HactoAwero ®degepasbHOro 3aKOHa, U MPUHATUE peLleHua o
BHECEHMU M3MEHEHWUIN B OOKYMEHTbI, COAEPrKALLEeca B PErncTpalMOHHOM AOCbe HA 33aperncTpupoBaHHbIN
NIeKApCTBEHHbIM  Mpenapat  AAA  MeAMUMHCKOTO MNPUMEHEHWA W NpeacTaBieHHble Ha  3KCnepTusy
JIEKApCTBEHHbIX CPeACTB A0 AHA BCTyNAeHusA B cuay HactoAwero PeaepasibHOro 3aKOHa, OCYLLECTBAAIOTCA Ha
OCHOBaHMW AOKYMEHTOB U AAHHbIX, NPeACTaBNEeHHbIX 40 AHA BCTYMN/AeHMA B cuy HacToAwero PeaepasibHOro
3aKOHa, a TaK¥Ke 3aAB/NeHUA O BHECEHUN U3MEHEHMUI B LOKYMEHTbI, COAEPKALLMECA B PErUCTPALNOHHOM A0Cbe
Ha 3aperucTpMpPoOBaHHbIN JIEKAPCTBEHHbIA Npenapat Aas8 MeAMUMHCKOTO MPUMEHEHUs, NpeacTaBAeHHOro
NpPOu3BOAMTENEM JIEKAPCTBEHHbBIX MPENapaToB WAM YMNOJHOMOYEHHBIM MM JINLOM B COOTBETCTBUMMU C
HacToAawum PenepasibHbIM 3aKOHOM B YNONHOMOYEHHbIN desepanbHbI OpraH UCNOAHUTENbHON BacTh Ao 1
mapta 2011 roga, 6e3 TpeboBaHMA ynaaTbl FOCYAAPCTBEHHOW  MOLWAWHbLI,  MNPEAYyCMOTPEHHOM
3aKoHoAaTenbcTBOM Poccuinickon Pepepaumn o Hanorax v cbopax.

(4acTb 3.3 B pea. PegepanbHOro 3akoHa ot 29.11.2010 N 313-93)
3.4. Bblgaya paspeLleHnin Ha NpoBeaeHne KAMHUYECKUX NCCIeJ0BAaHNIN IEKAPCTBEHHbIX NpenapaTos AA



MEOMLMHCKOTO MNPUMEHEHUA MO 3aABAEHMAM, MOAAHHbIM A0 AHA BCTYN/EHMA B CUAY HAcTOALWEro
PepepanbHOro 3aKoHa, a TaKXKe NO 3asABJEHUAM, NOAAHHbIM NOCAEe AHA BCTYMAEHUA B CUY HACTOALLErO
PepepanbHOro 3akOHa Ha OCHOBAHWWM 3KCMEPTM3, MPOBEAEHHbIX A0 AHA BCTYMJIEHMA B CWUAY HACTOALWLErO
PepepanbHOro 3aKOHa, OCYLLLECTBAAETCA B COOTBETCTBMM C HacToAwMMm PeaepanbHbiM 3aKOHOM Ha OCHOBAHWUU
OOKYMEHTOB W J@HHbIX, NPeACTaBAEHHbIX WAW MNOMYYEHHbIX A0 [AHA BCTYNJEHUA B CUAY HACTOALLEFO
depepanbHOro 3aKOHa, a TaKKe Ha OCHOBAHWWM KOMWW MpesBapUTe/IbHOro Aorosopa o06sA3aTeslbHOro
CTPaxOBaHMWA WU3HM, 340POBbA MALMEHTOB, YYACTBYIOLWMX B KAMHUYECKOM MUCCNEL0BaHUU SIeKapCTBEHHOTO
npenapata 4na MeguUMHCKOro NMpPUMEHEeHUs, WAM KoMK AoroBopa 06s3aTe/IbHOTO CTPaxOBAHUA KWU3HM,
3,0pOBbA MALMEHTOB, YYacCTBYIOWMX B KAMHUYECKOM WCCAEAOBAaHUM JIEKApPCTBEHHOIO Mpenapata AnA
MEAMUMHCKOTO NPUMEHeHUA, AMBO nNpeacTaBAEHHOM KonWW  AOoroBopa 0053aTeNbHOro CTPaxoBaHMA,
3aK/IlOYEHHOT0 B COOTBETCTBMM C TUMOBbIMM MpPaBuMAamMU 06A3aTENIbHOTO CTPaxOBaHWUA, C YyKa3aHUeM
npefenbHOM UYUCAEHHOCTU MALMEHTOB, YYacCTBYHOWMX B KAMHUYECKOM MUCCAeL0BaHUM JIeKapCTBEHHONO
npenapata gas MeAMUMHCKOrO NpUMeHeHuna, 6e3 TpeboBaHMA ynnaTbl FOCYAAPCTBEHHOWM MOLWAMHBI,
npeaycMoTPEHHOM 3aKoHOZaTeNbCTBOM Poccuiickon deaepaumnm o Hanorax u cbopax.

(4actb 3.4 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.5. 3aperucTpupoBaHHble B WHOCTPAHHOW BaNlOTe [0 AHA BCTYNJEHUMA B CUAY HACTOALLErO
PepepanbHOro 3aKoHa MNpefenbHble OTNYCKHbIE LLeHbl MWHOCTPAHHbLIX NPOU3BOAMTENEN HA NIEKAPCTBEHHbIE
npenapaTbl, BKAOYEHHbIE B NMepeyeHb }KU3HEHHO HEOOXOAMMBIX W BA*KHEMLLIMX NEKAPCTBEHHbIX NPenapaTos,
nogaexart nepecyety B pyb6bam no kKypcy LUeHTpanbHoro 6aHKa Poccuitickoit Pepepaunmn Ha  aaty,
ycTaHoBNeHHyto MpasuTenbctBom Poccuiickoit ®epepaumm, 6e3 npeacTaBNeHUA 3aABAEHUA O NepecyeTe LeHbl
C BHECEHMEM COOTBETCTBYIOWNX M3MEHEHWI B TFOCYAAPCTBEHHbIN peecTp MNpesenbHbIX OTMYCKHbIX LEH
NnpousBogMTENIEN Ha NIEKAPCTBEHHbIE MpenapaTbl, BK/AIOYEHHbIE B MepedYeHb YKM3HEHHO HeobXoAUMBIX U
BaYKHEMLLMX NEKAPCTBEHHbIX NPenapaTos.

(4acTb 3.5 BBeAeHa ®enepanbHbiM 3akoHOM oT 11.10.2010 N 271-d3)

3.6. 3apernctpmpoBaHHble A0 AHA BCTYMN/EHMA B cUAY HacToAwero ®enepasbHOro 3akoHa npesenbHblie
OTMNYCKHble LEeHbl POCCUNCKMUX NPOU3BOAUTENEN HA NEeKAPCTBEHHble NpenapaTtbl, BK/AIOYEHHble B NepeyeHb
KU3HEHHO HEOOXOAMMbIX U BarKHEMLLNX IEKAPCTBEHHbIX MPenapaTos, nogaexat nHgekcaumm ¢ 1 Hoabpsa 2010
roga ucxogAa U3 NPOrHO3Mpyemoro ypoBHsA MHOAALMMK, ycTaHoBAEHHOTO PeaepasibHbIM 3aKOHOM OT 2 AeKabps
2009 ropa N 308-d3 "O depepanbHom 6toaxkeTte Ha 2010 roa u Ha nnaHoBbIl nepuoa 2011 1 2012 roaos" Ha
2011 rogp,.

(4acTtb 3.6 BBeaeHa GeaepanbHbiM 3akoHOM 0T 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He AONYyCKaloTCA NPOM3BOACTBO M BBO3 B Poccuiickyto dPepepauymio
JIeKapCTBEHHbIX MPenapaToB B yNaKoBKax C MapKMPOBKOW, KOTOpasn bblna HaHeceHa A0 AHA BCTYN/JEHUA B CUAY
HacToAawero degepanbHOro 3akoHa. o McteyeHUM yKasaHHOrO CpPOKa AaHHble JIeKapCTBEHHble npenaparbl
MOTYT OTMYCKaTbCA, peann30BbIBaTbCA, NepeaaBaTbCca N MPUMEHATLCA 40 UCTEYEHNA UX CPOKA FOAHOCTH.

(B pea. PepepanbHbix 3aKkoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-D3)

4. Co pHA BCTyN/AeHUA B cuay Hactoawero PepepanbHoro 3akoHa M no 30 anpens 2011 roga
BK/IIOYMTENBHO [OMYyCKAeTCA MPOBEAEHUE 3SKCMepTM3bl JIEKAPCTBEHHbIX CPEACTB 3KCMepTaMu 3SKCMEepTHOro
yupexgeHua [0 NPOXOXAEeHMA MMM  aTTectauum B MNOPAAKe, YCTAaHOB/IEHHOM  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTEIbHON BAACTU.

5. Co aHa BCTynneHua B cuny Hactoawero PepepanbHoro 3akoHa M no 31 pgekabpa 2013 roaa
BK/IIOYMUTENIBHO OCYLLECTBAAETCA Mepexos K MPOM3BOACTBY NEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaBuAaMM opraHM3auMm NPOU3BOACTBA M KOHTPOIA KavyecTBa JIEKAapPCTBEHHbIX CPEeACTB, YKA3aHHbIMK B YacTH
1 cratbm 45 HactoAwero PepepanbHOro 3akoHa, B MnosHOM obbeme. CpoKM nepexofa NPOM3BOACTBA
JIEKAPCTBEHHbIX CPEACTB K UX MPOM3BOACTBY B COOTBETCTBUM C KOHKPETHLIMM TPeboBaHUAMM AAHHbIX NPaBuUA,
BK/IIOYAA CPOKM aTTecTauMm YNOJIHOMOYEHHbIX /ML, YKa3aHHbIX B 4YacTaAx 6 u 7 ctatbn 45 HactoAwero
PepepanbHOro 3aKoHa, yctaHasamBatoTca MNpasuTtenbctBom Poccuinckoin Pepepaumm.

6. /InLEeH3nM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblaaHHble a0 1 aHBapA 2014 roga, nencreytoT
nocne 1 AHBapa 2014 roga [0 WCTEYEHUA CPOKA MX LENCTBUA MPU YCOBUMM COOTBETCTBMA NMLLEH3MATA
npaBuaam opraHuM3auMM NPOM3BOACTBA U KOHTPO/IA KayecTBa NEKApPCTBEHHbIX CPeACTB, YKa3aHHbIM B Yacth 1
cTatbh 45 HacToawero PegepanbHOro 3aKoHa.

7. dopmmnpoBaHue rocygapcTBEHHOrO 33J4aHUA Ha NPOBeAeHWe 3KCMepTU3bl JIEKAPCTBEHHbIX CPencTs
depepanbHOMY rocyaapcTBeHHOMY DIOAKETHOMY yYpeXKAeHMI0 NO NPOBEAEeHUIO SKCNEePTU3bl IEKAPCTBEHHbIX
cpeactB M duHaHcoBoe obecneyeHWe BbIMNOJIHEHMA 3TOM0 33af4aHMA  OCYLLECTBAAIOTCA B MOpPALKe,



ycTaHoBneHHom ®PegepanbHbiM 3akoHOM OT 12 saHBapa 1996 roga N 7-®3 "O HeKommepyeckux
opraHmsaumax”.
(4acTb 7 BBeaeHa PenepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-93)

MNpe3snaeHT
Poccuiickoin Pepepaumn
O.MEJOBELEB
MockBa, Kpemnb
12 anpena 2010 roga
N 61-03
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