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07 11.10.2010 N 271-®3, 01 29.11.2010 N 313-93,
07 06.12.2011 N 409-93, ot 25.06.2012 N 93-93,
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Fnaea 1. OBLWUE NMOJTIOXKEHUA
Cratba 1. MpeameT perynmpoBaHus HacToawero PeaepanbHOro 3akoHa

1. HacTtoawmin depepanbHbii 3aKOH perynvpyetr OTHOLUIEHMA, BO3HMKalOWMe B CBA3U C
obpalleHMem - pas3paboTKol, AOKANHUYECKUMMU UCCNEO0BaHUAMMN, KAUHUYECKUMU UCCeA0BaHUAMMU,
3KCNEePTU30M, rOCyAapCTBEHHOM perucTpaumeli, co CcTaHAapTU3auUMen M C KOHTPOJIEM KauyecTBa,
Nnpou3BOACTBOM, M3roTOBAEHMEM, XpaHEHWeMm, MNepeBOo3KoM, BBO3OoM B Poccuitickyio depepaumio,
BbIBO30M M3 Poccuiickon deaepaunmn, peknamon, oTnycKom, peannsaumnent, nepegaden, NpUMeHEHNEM,
YHUUTOXKEHNEM NIEKAPCTBEHHbIX CPeACTB.

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

2. Hactroswmii  depepanbHblit  3aKOH  yCTaHaB/AMBAeT MNPUOPUTET  FOCYAAPCTBEHHOrO
perynmpoBaHusa 6e3onacHoCcTM, KavectBa M 3GPEKTUBHOCTU NEKAPCTBEHHbIX CPeAcTB MNpu  UX
obpalLeHumn.

(B pen. PegepanbHOro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Cdepa npumeHeHUs HacToswero deaepanbHOro 3akoHa

Hactoawuit deaepanbHbiii 3aKOH NPUMEHSETCS K OTHOLIEHMSAM, BOSHUKAIOLWMM Npu obpalleHnn
NleKapCTBEHHbIX CPeACTB Ha TeppuTopumn Poccuiickont Pesepaumn.

CraTbs 3. 3aKOHOAATEIbCTBO 06 06paLLEHMM IeKapPCTBEHHbIX CPEACTB

1. 3aKkoHopgaTenbcTBO 06 06palleHUN JIeKapCTBEHHbIX CPEeACTB COCTOMT W3 HAcTOALLEro
depnepanbHOro 3akoHa, Apyrux degepanbHbiX 3aKOHOB W MHbIX HOPMAaTMBHbIX MPaBOBbIX aKTOB
Poccuiickoin Peagepaumnn.

2. [eunctene Hactoswero deaepanbHOro 3akKoHa pacnpocTpaHseTca Ha  obpalleHue
HAPKOTMUYECKNX JIEKAPCTBEHHbIX CPEACTB WM MCUXOTPOMHbIX NEKAPCTBEHHbIX CPEACTB C  Y4YeTom
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0COBEHHOCTel, YCTAHOBNEHHbIX 3aKoHOAaTeNbCTBOM Poccuiickoir depepaumm O HAPKOTUUECKUX
cpeacTBax, NCUXOTPOMHbIX BelecTBax 1 06 Ux NpeKkypcopax.

3. [HdeunctBue Hactoawero ®PeaepanbHOro 3akoHa pacnpocTpaHaeTca Ha obpalleHue
pagModapmMaLLeBTUYECKUX JIEKAPCTBEHHbIX CPeacTB C  y4eToM OcobeHHOoCTel, YCTaHOBAEHHbIX
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaunm B 061actn obecneveHma pagmaumMoHHon 6e3onacHoCTy.

4. Echv mexayHapoaHbiM AoroBopom Poccuiickoit Peaepaumm yCTaHOBAEHbI UHblE NpPaBuia, Yem
Te, KOTopble npeaycMoTpeHbl Hactoawum ®PeaepanbHbiM  3aKOHOM, MNPUMEHAKTCS NpaBua
MeXAyHapoaHOro A40roBopa.

5. B Poccuinckoii degepaunm B COOTBETCTBUM C MEXAYHapPOAHbIMM A0roBopamu Poccuiickomn
depepaummn M (MNM) Ha OCHOBE MPUHLMNG B3aUMHOCTU MPU3HAKOTCA pPe3ynbTaTbl KAUHUYECKUX
NUCCNefOBaHUI /IEKAapPCTBEHHbIX MNpPenapaToB AN MeAMUMHCKOrO MNPUMEHEHMA, MPOBEAEHHbIX 33
npegenamun Tepputopun Poccuiickon deaepaunu.

CraTbAa 4. OCHOBHbIE NOHATHKA, McnoJibsyemoble B HaCToALlWeEM CDe,u,epaanOM 3aKOHEe

[na uenei HacToAwero PeaepanbHOro 3aKOHA UCMOb3YIOTCA CAEAYIOLLME OCHOBHbIE NOHATUA:

1) neKapcTBeHHble CPeacTBA - BEWECTBA WAM MX KOMOMHaLMM, BCTyMNalolWMe B KOHTAKT C
OpPraHM3MOM YesIoBEKA WM KMBOTHOFO, MPOHUKAIOWME B OpraHbl, TKAHW OpraHM3Ma 4YenoBeKka WM
KMBOTHOTO, MpUMeHsemble gasa NPOUNAKTUKM, AMArHOCTMKM (33 WUCK/IIOYEHWEM BELLECTB WAM WX
KOMOWHaLMI, HE KOHTaKTUPYIOWMX C OPraHU3MOM YeNOBEKA UM KUBOTHOrO), NeveHnn 3aboneBaHus,
peabunutaumm, ANa cOXxpaHeHus, NPeaoTBPALL,EHNA UAKN NPepbiBaHMA BepemMeHHOCTU U NoJIlyYeHHbIe U3
KPOBM, MN/a3Mbl KPOBM, M3 OPraHOB, TKAHEW OPraHM3ma 4YesNoBeKa WM XKMBOTHOTO, PACTEHUM,
MWHEpPasoB METOAAMMN CUHTE3a UM C NPUMEHEHUEM BUONOTMYECKUX TEXHONOTUIN. K nekapcTBEHHbIM
cpeacTBam OTHOCATCA papmaLeBTUYECKME CybCTaHUMU M NeKapCTBEHHbIE NpenapaThl;

2) dapmaueBTUYECKME CYBCTaHLMW - NEeKapCTBEHHble CpeacTBa B BUAE AENCTBYIOLINX BeLLecTB
6MON0rMYecKoro, BUOTEXHOIOTMYECKOTO, MUHEPANbHOrO WM  XMMUYECKOTO  MPOUCXOXKAEHUS,
obnagatowme papmMaKkoIorMyeckon akTUBHOCTbIO, NpeAHa3HauYeHHble AN NPOU3BOACTBA, U3rOTOB/IEHUS
JIeKapCTBEHHbIX NpenapaToB M onpeaenstome nx apbeKTMBHOCTb;

3) BcnomoraTenbHble BelWecTBa - BeLeCTBa HEOPraHWMYeckoro MAM  OpraHMYeckoro
NPOUCXOXAEHUA, UCMOJb3yeMble B Npouecce MNPOU3BOACTBA, W3rOTOBNEHMA  /IEKAPCTBEHHbIX
npenapaToB A8 NPUAAHMA UM HEOHX0ANUMBIX GU3UKO-XMMUYECKMX CBOMUCTB;

4) neKapcTBeHHble MpenapaTbl - JIEKAPCTBEHHblE CPeACTBa B BUAE NEKAPCTBEHHbIX GOPM,
npumeHsiemble Aaa NPoPUNAKTUKKM, LOMATHOCTUKKM, JfevyeHus 3aboneBaHua, peabunautaumm, paa
COXPaHeHMA, NPeaoTBPaALLEHNA UK NPePbIBaHNA BepemMeHHOCTH;

5) nekapctBeHHas ¢opma - COCTOAHME NIEeKAPCTBEHHOrO NpenapaTta, COOTBETCTBYOWEE Cnocobam
€ro BBeEeHMA U NpUMEHeHMA U obecneunBatoLee JOCTUREHNE HEObX0AMMOrO eyebHoro adpdekTa;

6) nepeyeHb KM3HEHHO HEOOXOAUMBIX U BaXKHEWLIUX NEKAPCTBEHHbIX MPENAPATOB - €XeroaHo
yTBEpXKAaeMbli MpaBuTenscTtBom Poccuiickolt Peaepaunn nepedveHb NEKAPCTBEHHbIX NpenapaTos Ans
MeANUMHCKOTO MpUMeHeHUs, obecneymBalomMX MNPUOPUTETHbIE MNOTPEBHOCTM 34pPABOOXPaHEHUA B
uenax npoouNakTMKM W nevyeHns 3abonesaHui, B TOM u4ucie npeobnajatlolnx B CTPYKType
3abonesaemoctu B Poccuiickoin Pepepaunu;

7) vmMyHOBMONIOTMYECKME  JIeKapCTBEHHble MpenapaTbl - JIeKapCTBEHHble  npenapaTsbl
6MONOTMYECKOTO  MPOUCXOXKAEHWNA, MNpefHa3HayYeHHble ANA  MMMYHOJIOTMYECKUX  AMArHOCTUKM,
NPodUNAKTUKKN U leyeHnsa 3aboneBaHnii;

8) HapKOTUYECKME NEeKapCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE NpenapaTtbl U dapmaLeBTUYECKHNe
cybCTaHUMK, cofepiKalllMe HApPKOTUYECKMe CpeacTBa WM BK/KOYEHHble B [lepeyeHb HAPKOTUYECKMUX
CPeacTB, MNCUXOTPOMHbIX BELLeCTB WM WX MNPEKYPCOPOB, NoOANeXalMx KOHTpoa B Poccuiickoit
depepaunn, B COOTBETCTBMM C 3aKOHOZaTeNbCTBOM Poccuiickoit depepauunmn, MeKAYHapPOLHbIMU
porosopamn Poccuitickon depepaumm, B Tom Ymcie EAMHON KOHBEHLMEN O HAapPKOTUYECKUX CpeacTBax
1961 ropaga;

9) NcUXOTpPOMHbIe NIEKAPCTBEHHbIE CPEeACTBA - IEKAPCTBEHHbIE NpenapaTbl U dapmaLeBTUYECKMNE
CcyOCTaHUMK, cofepKallmMe MNCUXOTPOMHbIE BELWECTBA WM BKAOYEHHble B [lepeyeHb HapPKOTUYECKUX
CPeAcCTB, MCUXOTPOMHbIX BELLECTB WM WX MNPEKYPCOPOB, MNOANENKAWMX KOHTpoA B Poccuiickoi
depepaunn, B COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuiickoit dPepepaupmun, MerKAyHapoOAHbIMU
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porosopamu Poccuiickoint ®@egepaumm, B Tom ymcne KoHBeHUMEN O MCUXOTPOMHbIX BewecTtBax 1971
roaa;

10) pagmodapmalieBTUUYECKNE NIEKAapPCTBEHHbIE CPe/ACTBa - JIeKapCTBEHHble CpeacTBa, KOTopble
coAepxaT B roTOBON AN UCNONb30BaHMA GOPMeE OAUH PAAMOHYKAUA MU HECKONIbKO PaMOHYKAUA0B
(paanoaKTMBHbBIX M30TOMOB);

11) opurMHanbHoe ieKapcTBEHHOE CPeACTBO - /IeKapCTBEHHOE CPEACTBO, CoAeprKalllee Brnepsble
nosy4yeHHyto ¢dapmaLeBTUYECKYt0 CybCTaHUMIO WAM  HOBYO KOMOBWMHauuio  dapmaueBTUHECKUX
cybctaHumin, addpekTMBHOCTL M 6€30MaCHOCTb KOTOPbIX NMOATBEPXKAEHbI pe3y/ibTaTaMu AOKJANHUYECKMX
nccnefoBaHU NEKapPCTBEHHbIX CPEACTB U KIUHUYECKMX UCCNe0BaHUI NeKapCTBEHHbIX NPenapaTos;

12) Bocnpou3BegeHHOE NEKapCTBEHHOE CPeacTBO - JIeKApCTBEHHOE CPeACTBO, coepikallee
Takylo e ©apMaLeBTUUYECKYIO CYOCTAaHUMIO WMAM KOMOWMHAUMIO Takux e ¢dapmMaLeBTUYECKUX
CybCTaHUMIA B TaKOM Ke NIeKapCTBEHHOM (opme, YTO M OpPUrMHANIbHOE JIEKAapCTBEHHOE CPenacTBO, U
noctynuellee B obpalleHMe nocne MocTynaeHua B obpalleHne OpPUTrMHaNbHOrO /IEKAPCTBEHHOIO
cpencrTBa;

13) nekapcTBeHHOE PACTUTENbHOE Cbipbe - CBEXME WM BbICYLUEHHbIE PacTeHMA AMBO MX YacTy,
ncnosibdyemblie AN MPOU3BOACTBA /JIEKAPCTBEHHbIX CPEACTB OpraHM3auusmu - NPOU3BOAUTENSMU
JIEKapCTBEHHbIX CPeACTB UAN U3rOTOBNAEHWUS NEKAPCTBEHHbIX NPEenapaToB anTeyHbIMWU OpraHns3aLmuaMm,
BETEPMHAPHbIMW anTeYHbIMM OPraHU3aUNaMU, UHANBUAYANbHBIMU NPEeANPUHMMATENAMN, UMEIOLLMMU
JNINLEH3UIO Ha papMaL,EBTUYECKYIO AeATeNbHOCTb;

14) nekapCTBEHHbIN pacTUTE/IbHbIM NpenapaTt - NeKapCTBEHHbIN NpenapaTt, NpoM3BeAeHHbIA UK
W3rOTOB/IEHHbIN U3 OAHOIO BU/AA JIEKAPCTBEHHOIO PAaCTUTEJIbHOIO CbIPbSA UM HECKOJIbKMX BUAOB TaKoro
Cbipbs M peanusyemsbiii B pacpacoBaHHOM BME BO BTOPMUHOM (NOTPebuUTeNbCKO) YNaKoBKe;

15) romeonaTtmyeckoe fieKapCcTBEHHOE CPEACTBO - JIeKapCTBEHHOE CPEeACTBO, NPOU3BEAEHHOE UK
M3roTOB/IEHHOE MO CMELNaJibHON TEXHONOTUN;

16) MexagyHapoAHoe HenaTeHTOBaHHOE HaMMEHOBaHWME JIeKapCTBEHHOro  cpeactsa -
HanmeHoBaHWe ¢dapmaueBTUYECKOM CcybCcTaHUMKM, pPEeKoMeHaoBaHHOe BcemupHOM opraHusaumen
3/paBOOXpPaHEHUS;

17) ToproBoe HauMMeEHOBaHWE JIEKAPCTBEHHOIO CPeAcTBa - HaMMEHOBaHWE JIeKapCTBEHHOro
CpencTBa, NPUCBOEHHOE ero paspaboTynKkom;

18) o6Lwan papmakoneriHas cTaTbs - 4OKYMEHT, YTBEPKAEHHbIM YNOJHOMOYEHHbIM desepanbHbIM
OpraHoOM WMCMOJIHUTENbHOW BNACTU U COAEpXKallMi nepevyeHb NokasaTenen Kadyectsa M (Mamn) metonos
KOHTPO/IA KayecTBa KOHKPETHOM /IeKapCTBEHHOM (OPMbI, /I€KAaPCTBEHHOrO PACTUTENLHONO Chlpbs,
onucaHusa BUONOrMUYECKMX, BUOXMMUUYECKUX, MUKPOBMOIOTMUYECKNX, DU3UKO-XUMUUECKUX, PUIUYECKUX,
XMMMUUYECKUX U APYIrMX METOAO0B aHaNN3a JIEKapCTBEHHOTO CPEACTBA AN MEANLMHCKOTO NPUMEHEHMA, a
TakKe TpeboBaHUA K UCNONb3yeMbiM B LIENIAX NPOBeAeHUA AaHHOMo aHa/in3a peakTMBam, TUTPOBAHHbIM
pacTBOpam, MHAMKATOpPaM;

19) dapmaKoneliHas cTaTbA - OOKYMEHT, YTBEPXKAEHHbIN YNOJIHOMOYEHHbIM deaepanbHbIM
OpraHoOM WCMNOJIHUTENbHOW B/laCTM W COAEpPMKallMiA nepeyeHb MNOKasaTeseil KayecTBa U MeToAoB
KOHTPO/IA KayecTBa JIeKapCTBEHHOrO CPeACTBa AN MeANLMHCKOro NPUMEHEHUs;

20) HopMaTMBHas [AOKYMEHTAUMS - [OKYMEHT, COAEeprKallMii nepevyeHb onpeaensiemblXx No
pesy/nbTaTaM COOTBETCTBYIOLWMX 3SKCMEPTU3 MNOKasaTesiel KayecTBa NEKAPCTBEHHOro cpeactsa Ans
MeANLMHCKOro NPUMEHEHMA, METOLOB KOHTPO/IA €ro Ka4ecTsa U YCTaHOB/IEHHbIV €ro NPon3BoOAUTENEM;

21) HOPMaTUBHbIM OOKYMEHT - [OOKYMEHT, COoAeprKalluii nepeyeHb onpeaensembix no
pe3ynbTaTam COOTBETCTBYIOLLMX SKCNEPTMU3 NOKasaTesell KayecTsa U (M1M) METO0B KOHTPONA KayecTBa
JNIeKapcTBeHHON GopMbl, ONMUCaAHMA BUONOTNYECKMX, BUMOXUMUYECKUX, MUKPOOMONOTMYECKNX, GUSUKO-
XUMUYECKUNX, PUBNYECKMX, XMMWYECKMX U APYrMX MEeTOLOB aHa/n3a NeKapCTBEHHbIX CPeacTB A
BETEPMHAPHOIro NpPUMeHeHus, TpeboBaHMA K UCMO/b3yeMbIM B LLeNSX NPOBEAEHUS SAHHOro aHaausa
peakTnBam, TUTPOBAHHbLIM PacTBOpPam, MHAMKATOPaM U YCTaHOB/IEHHbI €ro NPon3BoANTENEM;

22) KayecTBO /IeKapCTBEHHOIO CpeacTBa - COOTBETCTBME /IEKAPCTBEHHOIO CpeacTBa TpeboBaHUAM
dapmaKoneliHoM cTaTbM NGO B Cly4ae ee OTCYTCTBMA HOPMATUBHOM JOKYMEHTALMN NN HOPMATUBHOIO
OOKYMEHTa;

23) 6e30MacHOCTb JIEKApPCTBEHHOIO CPEACTBA - XapaKTePUCTMKa NeKapCTBEHHOro CpeacTtsa,
OCHOBaHHas Ha CPaBHUTE/IbHOM aHasnun3e ero 3pHeKTUBHOCTU U PUCKa NPUYMHEHUA Bpeaa 3[40POBbIO;

24) 3¢ PEKTUBHOCTb NIEKAPCTBEHHOIO nNpenaparta - XapaKTepUCTUKA CTeMeHU MOJIOKUTENbHOro
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BAUAHMA NEKapCTBEHHOro npenapaTa Ha TeyeHue, NPOAO/IKUTENbHOCTb 3abonesBaHuMa WMAU  ero
npegoTspauieHMe, peabuauTtauuMio, Ha  COXpaHeHWe, nNpeaoTBpalleHWMe UWAM  MnpepbiBaHue
bepemeHHOCTH;

25) cepuA NeKapCcTBEHHOroO CPeACTBa - KOMYECTBO JIEKapCTBEHHOMO CpeAcTBa, NPou3BeaeHHoe B
pesy/nbTaTe 04HOro TEXHO/IOMMYECKOTrOo LMKIa ero NponsBoanTenem;

26) perucTpalMoOHHOE  YAOCTOBEpeHWe  /JIeKapCTBEHHOro  npenapata -  [OKYMEHT,
noATeep}Kaarowmin pakT rocyaapcTBEHHOM perMcTpaumm IeKapCTBEHHOTO NpenapaTa;

27) pernctpaumoHHbIi HOmep - KoaoBoe o0603HayeHMe, NPUCBOEHHOE NeKapCTBEHHOMY
npenapary Npu ero rocyAapCcTBEHHOM perucTpauunm;

28) obpauweHne JIeKapCTBEHHbIX CpeacTB - pa3paboTka, AOKAMHWYECKME WcCnenoBaHus,

KAMHUYECKNE UCCNeloBaHMA, SKCNepTm3a, rocyaapcTBeHHan pernctpaums, cTaHgapTnu3auusa U KOHTpoib
KayecTBa, MPOM3BO/ACTBO, U3rOTOB/IEHUE, XPaHeHWNe, NepeBo3Ka, BBO3 B Poccuiickyto deaepaumio, BbiBO3
n3 Poccuiickoli depepaumm, peknama, OTMYCK, peanusauma, nepepaya, NpMMeHeHUe, YHUUTOXeHue
NIeKapCTBEHHbIX CPeacTs;

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

29) cybbeKTbl 0b6palleHUA eKapCTBEHHbIX CPeacTs - ¢u3MYeckMe AMUA, B TOM 4ucae
UHAMBUAYaANbHblE MpPeAnpPUHUMAETENU, U HOPUAMYECKME NNLA, OCYLECTBAAWME AeATeNbHOCTb Npu
06palleHMM NeKapCcTBEHHbIX CPpeacTs;

30) pa3paboTuMK NeKapcTBEHHOro cpeacTBa - opraHusauusa, obnagalowas npasBamy  Ha
pe3ynbTaTbl AOKAMHUYECKMX MCCNeAoBaHUA NEeKapCTBEHHOro CPeacTBa, KAMHUYECKUX UCCefoBaHWUiM
JIeKapCTBEHHOrO Npenapara, a Tak:Ke Ha TeXHO/I0TMI0 NPON3BOACTBA /IeKaPCTBEHHOIO CPeaCTBa;

31) Nnpon3BOACTBO /JIEKAPCTBEHHbIX CPEACTB - AEATe/NbHOCTb MO MPOWU3BOACTBY JIEKAPCTBEHHbIX
CPeACTB OpraHU3aLMAMM - MPOU3BOANTENAMM NEKAPCTBEHHbIX CPEACTB HAa OAHOW CTaguMu, HECKONbKUX
WAN BCEX CTagmMsaX TEXHOIOTMYECKOro NPOLLeCCa, a TaKKe Mo XPaHEeHWIo U peann3aunmn nponsseseHHbIX
JIeKapCTBEHHbIX CPeacTBs;

32) npousBoAMTENb JIEKAPCTBEHHbIX CPEACTB - OpraHM3aumsa, OCyL,ecTBAAIOLWAs MPOM3BOACTBO
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHUAMM HacTosero PegepanbHOro 3aKoHa;

33) dpapmaLeBTUYECKan AeATEeIbHOCTb - AeATe/IbHOCTb, BKAOYaloWwan B ceba ONTOBYHO TOPros/to
JIeKapCTBEHHbIMM  CPEACTBAMM, WX XpaHeHWe, MepeBOo3Ky W (MIM)  PO3HUYHYIO  TOProBJIO
NIeKapCTBEHHbIMM MpenapaTaMu, UX OTNYCK, XPaHeHMe, MepeBO3KYy, M3roTOB/IEHUE J1IeKapPCTBEHHbIX
npenaparos;

34) opraHW3auus ONTOBOM TOProOBAW  NEKAPCTBEHHbIMM  CPeACTBaMW -  OpraHuM3aums,
OCYLLECTBAAIOWAA ONTOBYH TOProOBAO JIEKAPCTBEHHbIMU CPEeACTBAMU, UX XpaHeHWe, MepeBO3KYy B
cooTBeTCTBUM ¢ TpeboBaHMAMM HacToAWwero desepanbHOro 3aKoHa;

35) anTeyHas opraHusauua - opraHusauusa, CTPYKTypHOoe nogpasgeneHuve MeanLUHCKON
opraHM3aumn, OCYLLEeCTBAAIOLWME PO3HUYHYIO TOProB/AK JIEKAapPCTBEHHbIMU NpenapaTamu, XpaHeHue,
nepeBo3Ky, M3roTOB/JIEHME W OTMNYCK NEeKapCTBEHHbIX NpenapaTos A1A MeAULMHCKOro NpuMeHeHUA B
cooTBeTCTBUK ¢ TpeboBaHMAMM HacToAwero denepanbHOro 3aKoHa;

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

36) BeTepuHapHasa anTeyHas oOpraHM3auMa - oOpraHM3auma, CTPYKTYpHOoe noapasgeneHue
BETEPUHAPHOM OpraHn3aUuK, OCYLLECTBAAIOLWLME PO3HMYHYIO TOPrOB/IIO IEKAPCTBEHHBIMM NpenapaTamu,
XpaHeHMe, U3roToB/lEHME U OTMNYCK JIEKAPCTBEHHbIX MPenapaTtoB ANA BETEPUHAPHOrO NMPUMEHEHUA B
COOTBETCTBUM € TpeboBaHMAMM HacToAwero desepanbHOro 3aKoHa;

37) <¢anbcuduuMpoBaHHOE  SIEKAPCTBEHHOE  CPEeACTBO -  JIEKAPCTBEHHOe  CPefCTBO,
COMpPOBOXKAAEMOE /IOXKHOM MHGOPMaLMeEN 0 ero coctase 1 (M1M) NPOU3BOAUTENE;
38) HepobpoKayecTBEHHOE JIEKAPCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CPeacTBo, He

cooTBeTCTBYlOWEe TpeboBaHUAM dapmaKonelHoM cTaTbn MO0 B c/iyyae ee OTCyTCTBUA TpeboBaHUaM
HOPMaTMBHOM AOKYMEHTALMKN UAN HOPMATUBHOTO AOKYMEHTa;

39) KoHTpadaKTHOE JIeKAapCTBEHHOE CPEeACTBO - JIEKAPCTBEHHOE CPeACTBO, HaxoAsweecAs B
060poTe C HapyLWeHNeM rpaykAaHCKOro 3aKoHo4aTe1bCTBa;

40) [OKAMHMYECKOe  UCCNefioBaHWe  JIeKapCTBEHHOro  cpeactBa -  Buosiornyeckue,
MUKPOBMONOTMYECKME, MMMYHOOTMYECKME, TOKCMKONOrMYeckne, dapmaKkonormyeckne, ¢pusmyeckue,
XMMUYECKMNE M Apyrve UCCAeA0BaHMNA IeKapCTBEHHOIO CPeACTBa NyTemM NPUMEHEHMA Hay4YHbIX METOA0B
OLEHOK B LLeNAX NoJlyYeHnn aoKasaTebcTe 6e30nacHOCTH, KayecTBa 1 3GGEKTUBHOCTUN 1EKAPCTBEHHOTO
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cpeacTsa;

41) KNMHMYECKOE WCCefloBaHWE NIeKapCTBEHHOro npenapaTta - M3ydeHWe AUMarHOCTUYECKUX,
NeyebHbIX, NpoduIakTUYECKUX, papMaKoIorMyeckux CBOMCTB eKapCTBEHHOro npenaparta B npotecce
€ro MpPMMEHEeHUs Yy YeNoBeKa, *KMBOTHOrO, B TOM 4YuC/ie MPOLLeCCOB BCACbiBaHMA, pacnpenenieHus,
n3meHeHnA W BbiBeAeHWUA, nyTem nNpumeHeHMA Hay4dHbIX METOA0B OUEHOK B UenAax nonyyeHuA
[0KaszaTesibcTB 6e3omnacHocTM, KayectBa U 3OPEKTUBHOCTM NEKapCTBEHHOrO npenapaTa, AaHHbIX O
HeXenaTeNbHbIX peakKunAax opraHnama 4YenoBekKa, XUBOTHOIoO Ha nNpumMeHeHune NeKapCTBeHHOro
npenapata 1 o6 addeKkTe ero B3aMMOAEWUCTBUA C APYIMMU NEKapCTBEHHbIMUM Npenapatamu U (uam)
NULLLEBbIMU NPOAYKTAaMN, KOPMaMMU;

42) MHOrOULEHTPOBOE  K/AMHMYECKOe WCCledOoBaHMe JIeKapCTBEHHOro npenapaTta  g/s
MEAULMHCKOTO MPUMEHEHMA - K/JAMHUMYECKOE UCCAeAOoBaHWE JIeKapCTBEHHOro npenapata Aags
MeAULMHCKOro NPUMEHEHMA, MPOBOAMMOE Pa3paboTUMKOM NIEKapCTBEHHOMO NpenapaTa B AByX U bonee
MeAULMHCKMX OpraHmsaumax no egmMHoMy MPOTOKOJY KAMHUYECKOro UCCNefoBaHMA NeKapCTBEHHOro
npenapara;

43) mexxayHapoaHOe MHOTOLEHTPOBOE K/IMHUYECKoe UccenoBaHWe NIeKapCTBEHHOro npenapara
AN MeAMUMHCKOrO MPUMEHEHUs - KAWMHUYECKOe MCCnefoBaHMe NeKapcTBEHHOro npenapata Aad
MeAULMHCKOrOo NpMMEHEHUs, NPOBOAMMOE Pa3paboTYMKOM NIEKapCTBEHHOrO npenapaTta B Pas/IMyYHbIX
CTpaHax No eANHOMY NPOTOKOJY KIMHUYECKOro UCC/el0BaHNS IEKaPCTBEHHOTO Npenapara;

44) noCTperncTpaunMoHHOE KAMHUYECKOe WCCeAOoBaHUEe JIeKapCTBEHHOro npenapata  Ans
MEAULMHCKOTO MPUMEHEHUA - K/JAMHUMYECKOE UCCNeAOBaHUE JIeKapCTBEHHOro npenapata Anas
MEANUMHCKOTO  MPUMEHEHUs, MPOBOAMMOE  NPOU3BOAMTE/IEM  JIEKAapPCTBEHHOro  Mpenaparta,
rpaxgaHcKMii 0bopOT KOTOPOro OCYLLECTBASAETCA Mocae TFOCYyAAPCTBEHHON perncrpauuu, B Lensx
AOMo/IHUTEeIbHOro cbopa AaHHbIX 0 ero 6e3onacHoCcTU M 3PPEKTUBHOCTU, PACLUMPEHUA MOKa3aHUN K
NPUMEHEHUI0 OAHHOIO /IeKapCTBEHHOIO MpenapaTta, a TaKMKe BbIABAEHUA HeXenaTesbHbIX peakuui
naLMeHTOB Ha ero AencTBue;

45) wvccnepoBaHMe OGWMO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO mnpenapaTta - BUA KJAWMHUYECKOro
nccnenoBaHNA IeKapCcTBEHHOTO npenapaTa, NpoBeAeHne KOTOPOro OCYLLECTBAAETCA ANA onpeaeneHus
CKOPOCTW BCAcCbIBAHMA U BbiBeAeHMA dapmMaLeBTUYECKoM cybcTaHumMn, Konmyectsa dapmaueBTUYECKOM
cybCcTaHUMM, AOCTUraloWero CUCTEMHOro KPOBOTOKa, M pes3ynbTaTbl KOTOPOro MNO3BOAKT caenaTtb
BblBOA, O OMO3KBMBAJMIEHTHOCTM BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOrO Mnpenapata B onpeaeneHHbIX
JIeKapcTBeHHOM popmMe 1 A03UPOBKE COOTBETCTBYIOLLEMY OPUIMHANbHOMY IEKapPCTBEHHOMY Npenapary;

46) wuccnefoBaHWe TepaneBTUYECKOM 3KBUBAZIEHTHOCTM JIEKAPCTBEHHbIX MpPenapaToB - BUA
KNMHUYECKOrO UCC/Iel0BaHNSA IEKAPCTBEHHbIX NPenapaToB, NPOBeAeHNE KOTOPOro OCyLLEecTBAAeTCs Ann
BbISIB/IEHUS OAMHAKOBbIX CBOMCTB JIEKAPCTBEHHbIX NPenapaToB onpeaesieHHOW eKapCcTBeHHOM GopMbl,
a TaKXKe Ha/numMa OAMHaKOBbIX MOKasaTesnelr 6e3onacHOCTM U 3PGEKTUBHOCTU JIEKAPCTBEHHbIX
npenapaToB, OANHAKOBbIX KIMHUYECKMX 3DDEKTOB NPU NX NPUMEHEHWU;

47) NPpOTOKON KNMHUYECKOro UCCNe0BaHNA NEeKapCTBEHHOrO npenaparta - AOKYMEHT, B KOTOPOM
onpeaenstoTca uenm, Gopmbl OpraHn3aUnmn U MeToa010rns NPoBeAeHUA KAIUHMYECKOrO UCCNeA0BaHMS,
CTaTUCTUYECKME MeToabl 06paboTKM pe3ynbTaTOB TaKoro MUcc/iefoBaHWA M mepbl Mo obecneyeHuto
6e30nNacHOCTU  PU3NYECKUX ML, YYaCTBYIOWMX B KAMHUYECKOM WCCNEAO0BAHUU NEKapCTBEHHOro
npenapara;

48) 6pouwtopa uccnedoBaTenss - CBOAHOE  W3/0XKEHWE pPe3y/ibTaToB  AOKJAMHUYECKOro
nccnefoBaHUA IEKAPCTBEHHOMO CPeACcTBa M KAMHUMYECKOro UCC/eL0BaHUA NeKapCTBEHHOrO npenapaTta
AN MEANLMHCKOTO NPUMEHEHMUS;

49) HOOPMALMOHHBIN NCTOK NaLMEHTa - OKYMEHT, B KOTOPOM COAEpXKaTcA B AOCTyNHOW dopme
CBefeHMA, Kacatowmecs NpoBOAMMOrO KAMHMYECKOrO MCCNen0BaHUA NeKapCTBEHHOro npenapaTta, UM B
nucomeHHol dopme fob6poBONbHOE cornacve nauMeHTa Ha yyacTMe B KAMHUYECKOM MCCefoBaHUU
JIeKapCTBEHHOro npenapaTta Nociae O3HAKOMIEHWUS C OCOOEHHOCTAMM KJAMHUYECKOrO MCCnenoBaHus,
MMEIOLLMMM 3HAYEHWE 417 BblPaXKEHUA TaKOro cornacus;

50) nobouyHoe peNcTBME - peaKkuMa OpraHM3ma, BO3HMKLWIAA B CBA3M C NPUMEHEHUEM
JIeKapCTBEHHOro npenapaTa B [03aX, PEKOMEHAYEMbIX B MHCTPYKUUW MO €ro MnpuMMeHeHuto, And
NPOGUNAKTUKKN, ANArHOCTUKU, NedeHns 3abosieBaHmA UaK Ana peabunutaumu;

51) cepbe3Has HexenaTeNbHas peaKkums - HexenaTeNbHas peakuus OpraHusma, CBfA3aHHaa C
NPUMEHEHWEM JIeKapCTBEHHOrO npenapaTa, NpuMBeaLlas K CMEPTW, BPOMKAEHHbIM aHOMaUAM WK



nopoKkam pa3BuTMA NMBO npeacTaBastowan cobol yrposy Xu3HM, Tpebylowaa rocnuTannsaumm mam
npuBeLLan K CTOMKOM yTpaTe TpyA0CNoCOBHOCTU U (M) MHBAaNWAHOCTY;

52) HenpeaBuAeHHas He)KenaTe/lbHana peakums - HexKenaTeflbHaa peakuus opraHusama (B Tom
yncne cBA3aHHAsA C NPUMEHEHMEM NeKapCTBEHHOro npenapaTta B COOTBETCTBMU C MHCTPYKLUMEN NO ero
NPUMEHEHUIO), CYLIHOCTb M TAXECTb KOTOPOI He COOTBETCTBYIOT MHOOPMALUM O /IeKapCTBEHHOM
npenapare, cogepalleinca B UHCTPYKLMU MO ero NpMMeEHEHMUIO;

53) peuLenT Ha NeKapCTBEHHbIN Npenapar - MMCbMEHHOe Ha3HaYyeHMe IeKapCcTBEHHOro npenapara
no ycTaHoB/IeHHOM dopme, BblAaHHOE MEAULMHCKUM UK BETEPUHAPHBIM PAabOOTHMKOM, MMEIOLLNM Ha
3TO NpPaBo, B LLe/IAX OTMYCKA JIEKaPCTBEHHOrO NpenapaTa Uan ero U3roToB/IeHUA U OTNYCKa;

54) TpeboBaHMe MeAULMHCKON OpraHW3aUuuMn, BeTEepPMHaApPHOM oOpraHM3auuM - [OOKYMEHT
YCTQHOB/NIEHHOM (OPMbI, KOTOPbIA BbINUCAH MEAULUMHCKUM WAW  BETEpPUMHaAPHbIM  PabOTHUKOM,
MMEIOLWMM Ha 3TO MPaBO, U COAEPHKUT B NUCbMEHHOM popme yKasaHWe anTeyHon opraHmsaumm ob
OTMNYCKe /IeKAapCTBEHHOro npenapata WAM O ero W3roToBleHUM M 06 oTnycke ana obecneyeHus
NeyebHoro npouecca B MEANLMHCKON OpraHM3aumnm, BeTeEpMHapPHOM opraHnsaLmu.

Fnasa 2. MONTHOMO4YUA EAEPANbHbIX OPFTAHOB UCMONHUTE/IbHOMN
B/IACTU, OPTAHOB UCMNONMHUTE/IbHON BNACTU CYBbEKTOB POCCUMCKOMN
®ENEPALIUM NMPU OBPALLLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. [lonHomMouus ¢enepanbHbiX OPraHoOB WMCNONHUTENbHOW BAacTM nNpu obpaleHum
NeKapCTBEHHbIX CPeACTB

K nosnHomoumsm deaepasnbHbiX OPraHoOB  WUCMOJIHUTE/IbHOM BAACTM  Npu  obpalleHumn
JIeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) nposegeHue B Poccuiickoit depepaummv eguHOM ToCyAapCTBEHHOM MOJMIUTUKM B 061acCTy
obecneyeHnn IeKapCTBEHHbIMM NPEnapaTamm rpaxgaH Ha Tepputopun Poccninickonn epepaunu;

2) yTBepxkAaeHue ob6wnx dapmakonerHbix cTaTe, dapmakonelrHbIXx CcTaTeil, wu3gaHue
rocyaapcTseHHon dapmakoneu;

3) ocywiecTBneHNe rocynapcTBEHHOrO KOHTpoAs (Hagsopa) B chepe obpalleHus eKapCTBEHHbIX
cpeAacTs;

(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) NMUeH3NpPoBaHME NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB M GapMaLEBTUYECKON AeATeNbHOCTH
B COOTBETCTBMM C 3aKOHOAAaTeNbCTBOM Poccuiickoit depepaumu;

5) opraHusauma 3sKCNepTU3bl NEKAPCTBEHHbIX CPEACTB, 3TUYECKOWM IKCMEepPTU3bl BO3MOMKHOCTU
NpoBeAEeHMA  K/NIMHMYECKOTO  UCCNeLOBaHMA  JIEKAPCTBEHHOro npenapata  Agas  MegMLUMHCKOro
NpUMeHeHus;

6) Bblgaya paspeweHMin Ha MpoOBeAEHME KAMHUYECKUMX WUCCNEeO0BAHUM  IeKAPCTBEHHbIX
npenapaTos, BeAEHWE PeecTpa BblAAHHbIX Pa3peleHuin Ha NPoBeAeHNE KAMHUYECKUX UCCef0BaHWUM
JIeKapCTBEHHbIX NpenapaTos;

7) rocypapCTBeHHAsa perncTpauma NeKapCTBEHHbIX MPEenapaToB, BeAeHWe rocyAapCTBEHHOrO
peecTpa IeKapCTBEHHbIX CPeACTB;

8) WHCNeKTMpoBaHWE NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME MNpaBWiam
opraHu3aumMnM NPou3BOACTBA W KOHTPOJNA KayecTBa JI€KAapPCTBEHHbIX CPEACTB, BblAava 3aKAOYEHUI O
COOTBETCTBUM NPOU3BOAMTENA  NIEKAPCTBEHHbIX CpeacTB  TpeboBaHMAM NpaBua  OpraHU3aLumu
NPOM3BOACTBA U KOHTPOA Ka4ecTBa IEKAPCTBEHHbIX CPEACTB;

9) rocypapcTBeHHas  perncTpauusa  YCTaHOBAEHHbIX  MPOU3BOAUTENAMM  IEKAPCTBEHHbIX
npenapaToB NpeaenbHbIX OTMYCKHbIX LEH Ha *KM3HEHHO HEOBXOAMMbIE U BaKHeMLIME SIeKapCTBEHHbIe
npenapaTtbl U BeAeHWE FOCYAapPCTBEHHOrO peecTpa NpefesibHbIX OTNYCKHbIX LeH Npou3BoguTesneit Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHble B MNepevyeHb MM3HEHHO HEeoOXOAUMBIX W  BaAXKHEMLIMX
JIeKapCTBEHHbIX NpenapaTos;

10) ycraHoB/NEeHMe MOpsAAKAa BBO3a JIEKAPCTBEHHbIX CPEACTB Ha TeppuTopuio PoccuiicKkol
depepaunn 1 BbIBO3a SIEKAPCTBEHHbIX CPeACTB ¢ TeppuTopumn Poccuiickoli ®eaepaumu;

11) co3aaHme coBETOB NO BONPOCAM, CBA3aHHbIM C 0bpalLleHMeM IeKapPCTBEHHbIX CPeACTB;

12) atTrectauma u ceptudmKaLma cneLmanmcros;
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13) ytpatun cuny ¢ 1 ceHtabpna 2013 roaa. - PeaepanbHbliii 3akoH o1 02.07.2013 N 185-03;

14) MOHUTOPUHT 6€30MaCHOCTM JIEKAPCTBEHHbIX NPenapaTos;

15) yyacTne B mexKayHapoaHOM COTPYAHNYECTBE;

16) nonyyeHne no 3anpocam yrnoJHOMOYEHHOro ¢eaepasibHOro opraHa UCMOJIHUTE/IbHOM BAACTH
OT OPraHoB MWCMOJIHUTENbHOW Bnactu cybbekToB Poccuitckonn Pepepaumm, a TakKe oOT cybbekToB
obpalLeHMA NeKapCTBEHHbIX CPeacTs ANA MeAUMUMHCKOrO MPUMEHEeHUA MHpopMaumMm no BOMNPOCam
YCTAHOBNEHUA M NPUMEHEHMA LLEH HA IEKAPCTBEHHbIE NpenapaTbl U HaAbaBOK K HUM;

17) npumeHeHMe mMep OTBETCTBEHHOCTM 3a HapyweHMe 3aKoHoAaTenbCTBa PoccuicKoi
depgepaunn.

CraTtbs 6. MosHOMOYMA OPraHOB UCMONHUTENbHOW BAacTK cybbekTa Poccuiickoit Peaepauumn npm
0b6palLeHMM IeKapCTBEHHbIX CPeacTB

K nonHomoumam opraHoB WCMNOAHWUTENbHOW Bnactu cybbekta Poccuitckoint depepauum npwm
obpalLeHMM NeKapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka W peanusauMa  pPernoHasnbHbiXx nporpamm obecneyeHns  HaceseHus
NIeKapCTBEHHbIMK NpenapaTamu;

2) ycTaHoBNeHWe npeaenbHbIX pPa3sMEPOB ONTOBbIX HaAbaBOK W MpefenbHbiX pPa3Mepos
PO3HUYHbIX HaAb6aBOK K GaKTUYECKMM OTMYCKHbIM LEHaMm, YCTAaHOBJEHHbIM MPOU3BOAUTENSMU
NIeKApPCTBEHHbIX MPENapaToB, Ha /IEKAPCTBEHHblE MpPenapaTbl, BK/AOYEHHbIE B MNepeyYeHb XMM3HEHHO
HeobXxoAMMbIX U BaXKHEMLLMX IeKapCTBEHHbIX MPEnapaTos;

3) ocywecTBieHMe pPernoHasbHOro rocygapCTBEHHOrO KOHTPOAA 33 NPUMEHEHWEM LeH Ha
JIEKAPCTBEHHbIE MNpenapaTbl, BK/AOYEHHblE B MNepeyvYeHb XWU3HEHHO HeobXOAMMbBIX U BaKHEeMLWunx
JIEKAPCTBEHHbIX MpPenapaToB, OPraHM3aUuAMW OMNTOBOM TOPrOB/IM, aMNTEYHbIMW OPraHM3aLUSaMU,
WHAMBUAOYANbHBIMU  NPEANPUHUMATENAMW,  UMEIOWMMU  JNLEH3NIO  Ha  dapMaLeBTUYECKYHO
OEeATEeNbHOCTD.

(8 pea. PengepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKOIMEA
Cratba 7. Pa3paboTKa 1 M3gaHue rocyaapcTBeHHON dapmakonen, pasmelleHme AaHHbIX O Hel

1. NMopa rocyaapcTBeHHOM dapmakoneen MOHUMMaEeTCas CBog oblwmx dapmaKonenHbiX cTaTen u
dapmaKonenHbIx cTaTen.

2. Pa3paboTka obuwmx papmakonemHbix cTaTem M GapMaKonemHbIX CTaTel M BKIOYEHME UX B
rocyapcTBeHHyt0 ($apmaKoner OCyWwecTBAATCA B MNOPAAKE, YCTAHOB/IEHHOM YMNOJAHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOTHUTENIbHOM BNACTU.

3. Pa3paboTKa papmaKkonenHowm cTaTbn Ha OPUTMHANbHOE IEKAPCTBEHHOE CPEACTBO U BK/OYEHME
€e B rocyJapcTBeHHyo $apmaKonero B TeYeHME CPOKA AENCTBUA 3aLUMUTbl UCKAOUYUTENbHOTO MpPaBa,
YA0CTOBEPEHHOIO NAaTEHTOM Ha OPUIMHAIbHOE NIEKAPCTBEHHOE CPEeACTBO, OCYLLECTBAAOTCA C COrlacus
ero paspaboTumKa.

4. TocypapctBeHHaa dapmakonea uM3gaeTcA YNOAHOMOYEHHbIM  deaepanbHbIM  OpraHOM
WCNOJIHUTENbHOM BAIACcTU 3a cYeT cpeacTB denepanbHOro broaxKera U NOANEXKUT NepensfaHuAam He
pexke 4Yem OAMH pa3 B NATb JIET, B NEPUOL MEXKAY KOTOPbIMU U3AAIOTCA MPUNOMKEHUA K TOCYAaPCTBEHHOM
dapmakonee, cogepskawme obwue dapmakoneiHble cTatbM U (MAK) dapmaKoneiHble CcTaTby,
YTBEPXKAEHHbIE NOC/E U3AAHUA UK NEPEU3AHMA FOCYAAPCTBEHHOW dapmaKkoneu.

5. YnonHomoueHHbI ¢enepanbHbii OpraH MCNOMHWUTENbHOW BAACTM pasmellaeT JaHHble O
rocy4apcTBeHHON dapmakonee WM NPUIOKEHUAX K Hell Ha cBoem OOdULMaNbHOM cailTe B CeTu
"MHTepHeT" B yCTAHOBNEHHOM MM MOPSAKE.

Fnasa 4. TOCYAAPCTBEHHbINA KOHTPO/1b MPU OBPALLEEHUUA
NNEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMUEH3MpOBaHME NPOM3BOACTBA JIEKAPCTBEHHbLIX CPeACTB M dapmMaleBTUYECKon
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AeATeNbHOCTU

1. /InueHsnpoBaHue Npon3BoACTBa JIEKAPCTBEHHbIX CPeAcTB 1 dapMaLEeBTUYECKON AeATEe/IbHOCTU
OCYLLECTB/IAETCA B COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuiickoit Peaepaunn.

2. Ob6AsaTenbHbIM YCNOBMEM MNPEAOCTaB/EHUS NNUEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABAAETCA NPUJIOKEHNE K 3aABAEHUIO COUCKATENA JIMLUEH3UN NepedHa eKapCcTBEHHbIX dopm 1
(vnn) BuMaos dapmaleBTUYECKUX CybCTaHLUMI, KOTOpble MPOU3BOAMUTENb /IEKapCTBEHHbIX CPeacTs
HamepeH NPon3BOAMUTb.

3. B cnyyae Heo6X0AMMOCTU paclUMpeHma NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB 3@ CYET HOBbIX
NIeKapCcTBEHHbIX ¢opmM U BMAOB dapMaLeBTUYECKMX CYyOCTaHUMA NPOM3BOAUTE/Nb JIEKAPCTBEHHbIX
CPeacTB A0/KEH NONYYUTb HOBYHO INLEH3UIO HA NPOU3BOACTBO 1IEKAPCTBEHHbIX CPEeACTB.

CraTba 9. focyaapcTBEHHbIN KOHTPOb (Haa30p) B chepe 0bpalleHUa NeKapcTBEHHbIX CPecTB
(8 pea. PepepanbHoOro 3akoHa ot 25.06.2012 N 93-93)

1. FocypapcTBEHHDBI KOHTPOb (Hag3op) B chepe obpalleHMA NeKapCTBEHHbIX CPeACTB BKAOYAET
B cebs:

1) NUUEH3WMOHHbIA KOHTPOAb B Cdepe MNPOM3BOACTBA JIEKAPCTBEHHbIX CpeacTs U B cohepe
dbapmaLeBTUYECKON AeATENbHOCTH;

2) denepanbHbIi rocyAapcTBEHHbIN Haa30p B chepe 0bpalleHNsa NeKapCTBEHHbIX CPpeaCTB.

2. JINUEH3MOHHbIN KOHTPO/Ib B cdepe NPOM3BOACTBA JIEKAPCTBEHHbLIX CPeACTB U B cdepe
dbapmaueBTUYECKON [eATeNbHOCTU OCYLLECTBAAETCA YNOJHOMOYEHHbIMU deaepanbHbIM  OpraHOM
WCNOJIHUTENbHON BNACTU U OpraHaMu WCMOJIHUTENbHOM BAacTM cybbekToB Poccuiickon Pepepauuu
COr/IaCHO MX KOMMETeHUMN B nopaake, yctaHoBneHHoMm PeaepanbHbiM 3aKOHOM OT 26 Aekabpsa 2008
roga N 294-®3 "O 3awmte nNpaB HPUANYECKMX MWL, U UHAMBMAYASbHLIX MpeanpuHUMaTenein npu
OCYLLECTB/IEHNUN TOCY[APCTBEHHOIO KOHTPOAA (Hagsopa) M MYHMLMNANbHOIO KOHTpona", ¢ y4yeTom
ocobeHHOCTel opraHM3aumMmn M NPoBeAeHUs MPOBEPOK, YCTaHOBAEHHbIX PeaepasibHbIM 3aKOHOM OT 4
masn 2011 roga N 99-®3 "O nnMuUeH3MPoBaHMM OTAE/IbHbIX BUAOB AesTenbHoCTH" .

3. depepanbHbIit FOCYHAPCTBEHHbINM Haa3o0p B chepe o0b6palLeHMA NEeKAapCTBEHHbIX CpPeacTB
OCYLLEeCTBNSAETCA YNOJIHOMOYEHHbIMU deaepanbHbIMM OpraHamMn MCNONHUTENbHOW BnactM (panee -
OpraHbl rocyAapCTBEHHOrO HaA30pa) COMACHO WX KOMMETEHUMM B NOPAAKEe, YCTAHOB/IEHHOM
Mpasutenbctsom Poccuiickon ®egepaymn.

4. depepanbHblii rocyAapcTBEHHbIA Haa3op B chepe obOpalleHUs NIeKAPCTBEHHbIX CPEACTB
BK/IlOYaET B cebs:

1) opraHusaumio 1 NnpoBeseHMe NPOBEPOK cObNtOAEHUA CYObEKTaMM 0BpaLLEeHNA NeKapPCTBEHHbIX
CPeACTB YCTAaHOBAEHHbIX HacToAwmMM denepanbHbiM 3aKOHOM M MPUHATLIMU B COOTBETCTBMM C HUM
WUHbIMWU HOPMaTMBHbLIMMW NPaBOBbIMM akTamu Poccuitickoint Pepepaunn TpeboBaHUA K AOKAMHUYECKUM
nccnefo0BaHNAM NEKAPCTBEHHbIX CPEACTB, KAMHUYECKUM UCCAEA0BAHUAM JIEKAPCTBEHHbIX NPEnapaTos,
XpaHeHUto, nepeBo3Ke, BBO3y B Poccuitckyio Pepepaumio, OTNYCKY, peanmnsauum NeKapCTBEHHbIX
CpeAcTB, NPUMEHEHUIO IEKAPCTBEHHbIX NPEnapaToB, YHUUTOXKEHUIO IEKAPCTBEHHbIX CPEACTB, a TaKKe
cobntofeHna  ynosHOMOYEHHbBIMW  OpraHamMn  MCNOAHUTENbHOM BAacTM cybbekToB Poccuinckoit
depepauumn MeTOAMKM YCTAHOB/EHUA NpefeNbHbIX Pa3mMepoB OMTOBbIX HafbaBOK M MNpeaesbHbIX
pa3sMepoB  PO3HWUYHbIX HaAbaBoK K  GAKTUYECKMM  OTMYCKHbIM  LIeHAM,  YCTAHOBJ/IEHHbIM
NPOuU3BOAUTENAMM JNIEKAPCTBEHHbIX MPEenapaToB, Ha JIEKApPCTBEHHble MpenapaTbl, BK/AOYEHHble B
nepeyeHb }KN3HEHHO HEOBXOAMMBIX U BaXKHEMLLMX NEKAPCTBEHHbIX NpenapaTos (ganee - obasaTenbHble
TpeboBaHus);

2) opraHusaLmio U NpoBeAEeHME NPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHbIX CPEACTB, HAXOAALLUMXCA B
o06palleHum, ycTaHOBAEHHbIM 06A3aTeIbHbIM TPEBOBAHUAM K UX Ka4yecTBy;

3) Bblgayy paspelleHuii Ha BBO3 JIEKAPCTBEHHbIX CPeACTB Ha Tepputoputo Poccuitckoi
depepaunuy;

4) opraH13aLmio U NpoBeAeHME MOHUTOPMHIA 6€30MacCHOCTM JIEKAPCTBEHHbIX NPENapaTos;

5) npumeHeHne B nopsaKe, YCTaHOBAEHHOM 3aKoHoAATeNbcTBOM Poccuiickoit ®eapepaunn, mep
Mo MPeceyYeHUo BbIABNEHHbIX HapyweHUA oba3aTesnbHbiXx TpeboBaHUI U (MAKM)  yCTpaHEHUIo
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NoCNeACTBUI TaKUX HapyleHWWn, Bblaadyy npeanucaHuini o6 yCcTpaHEeHWUW BbIABAEHHbIX HapyLleHWui
o0b6A3aTeNnbHbIX TpeboBaHWIA U NPUBNEYEHME K OTBETCTBEHHOCTU /IUL, COBEPLUMBLUNX TaKME HapyLLeHus.

5. K oTHOLWeHUAM, CBA3aHHbIM C OCyLLecTBieHMeM denepanbHOro rocygapcTBEHHONO Haa30pa B
cbepe obpalleHUs NEeKAPCTBEHHbIX CPEACTB, OpraHM3aumein M npoBeAeHMEM MPOBEPOK CybObeKToB
obpalleHma IeKapCTBEHHbIX CPeAcTB, MPUMEHAIOTCA NonoKeHua PeaepanbHOro 3akoHa OT 26 AeKabps
2008 roga N 294-®3 "O 3awuTe npas LOPUANYECKUX UL, U UHAUBUAYANbHbIX NpeanpuHMMaTeneit npu
OCYLLEeCTB/IEHUN FOCYAaPCTBEHHOIO KOHTPOA (HaA30pa) M MyHULMNANBLHOTO KOHTpoA".

6. JlOMKHOCTHble /MUA OpraHa TroOCyfapCTBEHHOrO HaA30pa B NopsaaKe, YCTaHOBAEHHOM
3aKoHoaaTeibcTBoM Poccuiickoit Pepepaumm, umeroT NpaBo:

1) nonyyaTb Ha OCHOBAHWW MOTMBMPOBAHHbLIX MUCbMEHHbIX 3aNPOCOB OT CyObEKTOB 0bpalleHus
JIEKapCTBEHHbIX CPeAcCTB, OPraHoOB WCMOJHUTENbHOW BnacTn cybbektoB Poccuiickoit Pepepaunn wm
OpraHoOB MECTHOro CamoynpaB/eHMA [OOKYMEHTbl M  MHpopmauMio Mo Bonpocam obpalleHun
JIEKapCTBEHHbIX CPEACTB;

2) b6ecnpenATCTBEHHO MO NPeAbABAEHUU CAYKEOHOro yAOCTOBEPEHUs M KOMUKW MNpUKasa
(pacnopskeHus) opraHa rocyaapCcTBEHHOro HaA30pa O Ha3HAYeHNN NPOBEPKM NOCeLW,aTb UCNO/Ib3yeMble
IOPUANYECKMMU  NNLAMM, WHAMBUAYANbHBIMU NPeAnpUHUMATENAMN, SBAAIOWMMUCA CyObeKTamu
obpallleHMAa NeKapCTBEHHbIX CPeACcTB, NPU OCYLLECTBAEHUU CBOEN AeATe/IbHOCTU TeppUTopUn, 34aHus,
NMOMELLEHWNS U COOPYKEHUA B LENAX NPOoBeAeHUA MEPONPUATUI NO KOHTPOIO;

3) npoBoaAnTb 0T6OP 06pPA3LLOB /IEKAPCTBEHHbIX CPEACTB, NPeAHa3HAUYeHHbIX AN peannsaumm u
peanusyembix cybbeKkTamu 06palleHMa NEeKapCTBEHHbIX CPeacTB, ANA MNPOBEPKM WX KayecTsa,
npoBeAeHNss WUCCNeA0BaHUNA, WUCMbITAaHWM B COOTBETCTBMM C npasBuiamm otbopa 06pasuos,
YCTAHOB/IEHHbIMW YNOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTENBHOM BNACTY;

4) BblgaBaTb CybbeKkTam 06paLLeHMA JIeKapCTBEHHbIX CPeaCTB MpeanucaHua O MpeKpaLleHum
HapylweHuit obsszaTesibHbIX TpeboBaHMN M 06 YCTPaHEHWM BbIABAEHHbIX HapyleHUn o0b6A3aTeNbHbIX
TpeboBaHuUiA;

5) HanpaBnATb B YMNO/HOMOYEHHble OpraHbl MaTepuasbl, CBA3aHHble C HapyLUEHUSMU
obAsaTenbHbIX TpeboBaHMI, ANA pPelleHns BONPOCOB O BO3OYKAEHUN YrONOBHbIX AN MO NpU3HaKam
npecTynaeHuni.

Fnasa 5. PASPABOTKA, AOKTMHUYECKUE NCCNIEAOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXKE KTMHUYECKUE UCCNNEAOBAHUA
NNEKAPCTBEHHbIX NMPEMNAPATOB A/11 BETEPUHAPHOIO NPUMEHEHUA

CraTbs 10. Pa3paboTka nekapCcTBEHHbIX CpeacTB

1. Pa3paboTKa /NleKapCTBEHHbIX CPeACTB BK/OYaeT B ceba MOMCK HOBbIX (apMaKoJ0rMyecku
AaKTUBHbIX BELLECTB, NOC/NeAylolee WU3YYeHNEe WX JIEKAPCTBEHHbIX CBOWMCTB, [OKAMHUYECKME
nccnenoBaHua, paspaboTKy TEXHOMOMMIM Npou3BoAcTBa dGapmaleBTUUECcKUX cybcTaHumi, pa3paboTky
COCTaBOB W TEXHO/I0MMIA MPOM3BOACTBA JIEKaPCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneyeHme pa3paboTKM NEeKapCTBEHHbIX CPEACTB OCYLLECTB/IAETCA 3a CYET:

1) cpencTs peaepanbHoro 60aKeTa;

2) cpeacTs pa3paboTUMKOB 1EKAPCTBEHHbIX CPEACTB;

3) cpeacts npousBoAMTENEN  JIEKAPCTBEHHbIX CPEeACTB  NPW  BbINOJIHEHUW  Hay4YHO-
nccnenoBatenbCckux  paboT no  AoroBopy Mexay paspaboTuMKoM  IeKapCTBEHHbIX CPeAacTB U
NpoM3BOAUTENEM /IEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3anpelLeHHbIX 3aKoHOAaTeIbCTBOM Poccuitckon deaepaumm MCTOYHUKOB.

3. MNpaBa pa3paboTtuMKka  NEKAPCTBEHHOTO  CPeACTBa  OXPAHAKTCA  TPaMKAAHCKUM
3aKOHOAATe/IbCTBOM.

Cratba 11. JOKnnHMYecKoe unccnefoBaHMe JIeKapCTBEHHOro cpeacTBa ANA MeguLUMHCKOro
npumeHeHunA

1. JJoKAnHMYecKkoe mccnegoBaHUe NEeKApCTBEHHOMoO cpeactsa ANA MeAMUMHCKOro npuMeHeHusa
nposoauUTCA nNytem MNnpuMMeHeHUA Hay4HbIX METOA0B OUEHOK B UenAxX nosyvyeHuA [AO0Ka3aTeNnbCTB
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6e30nacHOCTH, KayecTsa 1 3¢ HeKTUBHOCTN NEKapPCTBEHHOIO CpeacTsa.

2. [IOKAMHWYEeCcKoe uccnefoBaHWE NeKapCTBEHHOro CPeacTsa ANA MEeAMLMHCKOro MpumeHeHus
NpoBOAMTCA B  COOTBETCTBMM C  MNpaBuaaMuv  1abOpPaTOPHOW  MPAKTUKKM,  YTBEPKAEHHbIMU
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOIHUTENIbHOW BACTU.

3. N opraHusauuu M nNpoBeaeHusa AOKIMHMYECKOTO UCC/Ief0BaHUA IeKapCTBEHHOIO cpeacTsa
AN MeOULMHCKOTO MPUMEHEHUs Pa3paboTUMKKM IeKAPCTBEHHbIX CPeACcTB MOTYT MPUB/EeKaTb Hay4yHO-
nccnenoBaTesibCkMe opraHnsauumn, obpasoBaTesibHble OpraHM3aumn BbiClLero o6pasoBaHns, UMmetoLme
Heobxo4MMyl0  MaTepuanbHO-TEXHUYECKyto 6a3y U KBaAMPUUMPOBAHHBLIX  CMELMasuCcToB B
COOTBETCTBYOLLEN 06/1aCTN UCCNen0BaHUA.

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

4. [JoKNMHMYecKoe uccnefoBaHMe NIeKapCcTBEHHOro cpeactsa ANa MeAUUMHCKOro NpuUmMeHeHus
NpoBoAMTCA NO YTBEPKAEHHOMY pPa3paboTyMKOM J/IeKapCTBEHHOro CpeacTBa MNiaHy C BedeHWem
NPOTOKONa 3TOr0 UCCAeAO0BaHMA M COCTaB/lieHMEM OT4YeTa, B KOTOPOM COAepyKaTcA pes3y/bTaTbl 3TOrO
nUccnegoBaHMA M 3aKAlOYEeHME O  BO3MOXHOCTM  NPoBeAeHUMA  KAMHMYECKOro  UccienoBaHus
NleKapCcTBEHHOro nNpenapara 48 MeguLUMHCKOro NpUMeHeHUs.

5. MpoBeaeHne npoBepok cobnoaeHMa npasun NabopaTopHOM MNPaAKTUKM U MNPaBOBbIX HOPM
MCMNONb30BaHUA KMUBOTHbIX MPU NPOBEAEHUU AOKANHUYECKUX UCCef0BaHUI NeKapCTBEHHbIX CPpeacTs
ONA  MeAUUMHCKOTO MPUMEHEHMA OCYLLECTBAAETCA YMNOAHOMOYEHHbIM deaepanbHbIM  OpraHom
NCNONHUTENbHOM BNACTK.

6. Pe3ynbTaTbl AOKAMHUYECKOrO WUCCAEAO0BaHMA N€KapCTBEHHOro CpeacTsa Ans MeAULMHCKOro
NPMMEHEHNS MOTYT ObITb NMpPeAcTaB/ieHbl B YNOJHOMOYEHHbIM deaepasbHblit opraH UCMNOJIHUTE/IbHOM
BNACTW B YCTAHOB/IEHHOM NOPSAAKE B LLENAX roCcyAapcTBEHHOMN perncTpaLmm 1eKapcTBEHHOTo npenaparTa.

Cratba 12. [JOKnnHWYecKoe wuccnenoBaHMe NEKAPCTBEHHOIO CpPeacTBa WM KAMHMYECKoe
nccnenoBaHMe IEKAPCTBEHHONO NpenapaTta 41a BeTEPUHAPHOro NPUMEHEeHMA

1. [loKNMHUYECKoe MCCNedoBaHUe IeKapCTBEHHOro CPeacTBa AN BETEPUHAPHOro MpUMeHeHMUs
NPoOBOAMTCA MyTeM MPUMEHEHMS Hay4HbIX METOAO0B OLEHOK B LeAAX MoJAyd4eHUsA [O0Ka3aTenbCrs
6e30MacHOCTM, KavecTsa 1 3PEKTUBHOCTM SIeKaPCTBEHHOrO CPEACTBa, B TOM YMCe onpeaeneHuns CpoKa
€ro BblBEAEHUA U3 OPraHN3Ma }KMBOTHOrO, B Lensax obecrnedveHnsa 6€30NacHOCTM NPOAYKLUMUU UBOTHOMO
NPOMCXOXKAEHMA NOCAE NPUMEHEHMA COOTBETCTBYIOLWLErO N€KapCTBEHHOrO Npenapara.

2. [JOKAMHMYeCcKoe uccnefoBaHWe /IeKApCTBEHHOrO CPeAcTBa M KAMHMYECKOoe ucc/iegoBaHue
NeKapcTBEHHOrO nNpenapata Ans BeTepUHAPHOro MPUMEHEHUs, ucciefoBaHMe GUOIKBMBANEHTHOCTM
YKa3aHHOro NeKapCTBEHHOrO npenaparta NPoOBOAATCA B COOTBETCTBUMM C NpaBMAaMU, YTBEPKAEHHbIMU
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTEIbHOM BAACTM.

3. [JOKAMHWMYecKoe wuccnefoBaHWE EKapCTBEHHOrO CPeacTBa M KAMHWYECKOE WccaefoBaHue
NleKapcTBEHHOrO npenapata 418 BETepPMHAPHOro MNPUMEHEHWA NPOBOAATCA MO YTBEPXKAEHHOMY
pa3paboTuMKOM /IeKapPCTBEHHOrO CpeacTBa MAaHy C BeAeHWEeM MPOTOKOJ/IOB 3TUX WCCAeAOBaHWA U
COCTaB/IEHMEM OTYETOB, B KOTOPbIX COAEPHKATCA PE3Y/IbTaTbl 3TUX UCCNEA0BAHUN.

4. na opraHM3aumMm M NPOBEAEHUA AOKINHUYECKOTO UCCe0BaHMA IeKapcTBEHHOIO CpeacTBa U
KAMHMYECKOrO WCCeAO0BaHMA  JIEKApCTBEHHOro npenapata  ANs  BETEPUHAPHOro  MPUMEHEHUS
pa3paboTunK NIeKapCTBEHHOIO CPEeACTBa MOMKET NPMBJ/EKaTb OpraHM3auuun, MMerolmMe Heobxoammyto
MaTepuaNbHO-TEXHUYECKYIO 6a3y U KBaMOULMPOBAHHBIX CMeunasncToB B COOTBETCTBYOWEN obnactu
nuccaenoBaHuA.

5. KnuHuueckne vccnenoBaHUA NEKapCTBEHHbIX MPenapaTtoB A/ BETEPUHAPHOrO NpUMEHEeHUs
NPOBOAATCA B BETEPMHAPHbLIX OPraHM3auMAX M B OPraHU3aLUAX, OCYLLECTBAAIOWMX pas3BedeHue,
BbIPALLMBAHME U COLEPKAHUNE KUBOTHBIX, B LLENAX:

1) ycTaHOBNEHMA NEePEHOCUMOCTU JIEKAPCTBEHHbIX NPENAPaTOB 340P0BbIMMU }KUBOTHLIMMU;

2) nopbopa ONTUMANbHbLIX [O3MPOBOK JNIEKAPCTBEHHbLIX MPEnapaToB M Kypca JieYeHus Ha
KOHKPETHOM rpynmne *MBOTHbIX C onpeaeneHHbIM 3a6oseBaHneM;

3)  ycraHoBneHus  6e3onacHoCTM U 3PEKTUBHOCTM  /IeKApPCTBEHHOro  npenapara,
npegHasHayYeHHOro A4 NeyYeHusa onpeaeneHHblX 3a60neBaHUiA MMBOTHbIX, WAU 3DPEKTUBHOCTU
NleKapcTBeHHOTro NpenapaTa Ans NpoduNakTUKK 3a601eBaHNIA 300P0BbIX KUBOTHbIX;

4) n3yyeHUA BO3MOKHOCTEM paCIMPEHMA MOKa3aHWA K MPUMEHEHUIO 3aperMcTpupoBaHHOro
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JIeKapCTBEHHOrO NpenapaTa U BbiAB/IEHUA paHee HeN3BECTHbIX MOBOUYHbIX AeUCTBUN.

6. KnnHUueckoe uccnegoBaHME JIEKAapPCTBEHHOrO npenapata A/1a BeTePUHAPHOro NpUMEeHeHUs
OCYLLEeCTB/ISETCA 3a CYET CPeACTB pa3paboTyMKa 1IeKapCTBEHHOIO cpeacTBa.

7. OtyeTbl O pesy/nbTaTax [AOK/JAMHUYECKOrO WCCNeAOoBaHWUA J1eKAapPCTBEHHOTO CpeacTsa MU
K/IMHUYECKOTO  MCC/Ie0BaHUA  JIEKApPCTBEHHOro npenapaTta  AJd  BETEePMHAPHOro  NpUMEHeHun
COCTaB/IAIOTCA Pa3pabOTYNKOM JIEKAPCTBEHHOTO CPEACTBA C YYETOM 3aK/HOYEHUI OpraHusauuii,
NPUHMMABLLINX Y4acCTUE B OPraHmn3aLmMmn U NPpoBeAeHNN 3TUX UCCNe0BaHNIA.

8. KoHTponb 3a npoBegeHWEM [OOKANHUYECKUX WCCNeAOBaHWUIA JIeKApCTBEHHbIX CpeacTs W
KAMHUYECKUX MCCNeAoBaHUIA  NIeKapCTBEHHbIX MpenapaToB  ANA BETEPUHAPHOrO  MNPUMEHEHMUA
OCYLLEeCTBNSETCA YNOJHOMOYEHHbIM dpefepasibHbIM OPraHoOM UCMONHUTENIbHOW BIACcTU.

Mnasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOW PETUCTPALUU
NEKAPCTBEHHbIX MPEMNAPATOB

Cratbsa 13. TocyAapcTBEHHAA perncTpauma NekapcTBEHHbIX MPenapaTos

1. lekapcTBeHHble MpenapaTtbl BBOAATCA B rPaKkAaHCKMIM 0BOpOT Ha TeppuTopum Poccuiickol
depepaunn, ecnm OHM 3apPerucTpMpoBaHbl COOTBETCTBYHOWMM YNOJHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMO/IHUTEIbHOM BNACTM.

2. FocyAapCTBEHHOM perncTpaummn nogeKar:

1) opurMHanbHble 1eKapCTBEHHbIE NpenapaTbl;

2) BOCNpouM3BeAEeHHbIe IeKapCTBEHHbIE Npenaparbl;

3) HoBble KOMBMHaLUMK 3aPETUCTPUPOBAHHbIX PaHEe IeKapCTBEHHbIX NpenapaTos;

4) nekapcTBeHHble MpenapaTbl, 3apPerucTpMpoBaHHbIe paHee, HO MNPOU3BEeAEHHble B APYrUx
JIEKAPCTBEHHbIX pOopMax, B HOBOWN J0O3UPOBKeE.

3. TocypapcTBeHHAsA perncTpauma NeKapCTBEHHbIX MPenapaTos A1A MeAMLMHCKOTO NpUMeHeHusA
OCYLLECTBNAETCA MO pPe3yNbTaTaM 3KCMepTM3bl NEKAPCTBEHHbIX CPEACTB M 3TMYECKOW 3SKCMepTusbl
BO3MOXHOCTU  NPOBEAEHMA  KJIMHMYECKOTO  MUCC/IeA0BaHUA  NIEKAapCTBEHHOro  npenapata  Ans
MeANUMHCKOTO npumeHeHua (ganee - 3TMYeckasa 3KcnepTtusa). locydapcTBeHHas peruMcrpaums
NIeKAPCTBEHHbIX MNPEnapaTtoB ANA BETEPUHAPHOTO MPUMEHEHUA OCYLLECTBAAETCA NO pe3y/ibTaTam
3KCMNepTU3bl NEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUA.

4, locypapcTBeHHan pernctpauus NIeKapCTBEHHbIX npenapaTos ocyuwiectsnAeTca
COOTBETCTBYIOLWMUM YNOJAHOMOYEHHbIM deaepasibHbiM OPraHOM WCNOJHUTENbHOW BAACTU B CPOK, He
NPEeBbILLAOWMIA ABYXCOT AECATU Paboumx AHEN co AHS MPUHATUMA 3asB/IEHUS O TOCYAAPCTBEHHOWM
pervcTpaumumn nekapcTBEHHOrO npenapaTta. B yKasaHHbIN CPOK BKAlOYAETCA Bpems, Heobxogmmoe pana
NMOBTOPHOIO MNPOBEAEHMA 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEeACTB U (MAKM) 3TUYECKON 3KCNepTUsbl B
COOTBETCTBUM CO cTaTbel 25 HacToawero PenepanbHOro 3akoHa. CpoK rocy4apCTBEHHOM perncrpauum
JIeKapCTBEHHOIO npenapata MCYMCAAETCA CO AHA MNPUHATUA COOTBETCTBYHOLMM YNONHOMOYEHHbBIM
depepanbHbIM  OpPraHOM WCMNONHUTENBHOW BAACTU 33aAB/IEHMA O TOCYLAPCTBEHHOW perucTpaumm
JIeKApCTBEHHOrO Mpenapata C MNPUIOKEHMEM HeOOXOAMMbIX [OKYMEHTOB MO [AeHb Bblgauu
PEerncTpaLnoHHOro yA0CTOBEPEHUA NIEKApPCTBEHHOrO npenapaTa. Bpema npoBeAeHUA KAMHUYECKOro
NcCNefOBaHUA JNIEKAPCTBEHHOrO MpenapaTa, a TaKXKe Bpems, Heobxogumoe pJns  Hanpas/ieHUA
YNO/NIHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOAHUTE/NIbHOM BAACTM 3aMpoca O NpeacTaBieHUn
HeobxoAMMbIX MaTepUanoB 1 NpeacTaBieHMA 3aABUTEIEM OTBETA HA AAHHbIM 3aNpoC B COOTBETCTBUM CO
cTaTbAMM 16, 19, 22 n 23 HacTosawero ®enepanbHOro 3aKOHa, HE YYUTbIBAETCA NPU UCYUCTIEHUM CPOKA
rocyapCTBEHHOMN perncTpaLmMm Takoro 1eKapcTBEHHOrO Npenapara.

(B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

5. FocypapcTBeHHOM perncTpaummn He noanexar:

1) nekapcTBeHHble MpenapaTbl, U3rOTOB/AEHHbIE aMNTEYHbIMU OPraHW3aLUMAMM, BETEPUHAPHBIMU
anTeYHbIMW OpraHM3auUMAMU, UHAMBUAYANbHBIMU NPEANPUHUMATENAMM, KOTOPLIE UMEIOT IMLLEH3MIO Ha
bapmaLEeBTUYECKYIO AeATeNbHOCTb, MO peuenTaM Ha JeKapCTBEHHble npenapaTtbl M TpeboBaHUAM
MeANLIMHCKUX OpraHM3aumii, BETEPUHAPHbIX OPraHM3aunii;

2) NeKapCcTBEHHOE PACTUTENIBHOE CbIPbE;

3) nekapcTBeHHble npenapatbl, MNPUMOBpPETEHHble GU3NYECKMMM NMLAMM 33  Npeaenamu
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Tepputopun Poccuiickon deaepaumm U npeaHasHavyeHHble A1A IMYHOTO UCMNOJIb30BaHUS;

4) nekapcTBeHHble Npenaparbl, NpeiHa3HaYeHHbIe AN IKCMNOPTa;

5) paguodapmaLeBTUYECKME NEKAPCTBEHHbIE MpenapaTbl, M3roTOB/EHHbIE HEMoCPeACTBEHHO B
MEANUMHCKUX OpraHM3aumax B nopsgKe, YCTaHOBJIEHHOM YMOJHOMOYEHHbIM denepanbHbIM OpraHOM
WCMOJIHUTE/IbHOM BAACTM.

6. He gonycKkaeTtca rocygapcTBeHHanaA perncrpauma:

1) pasnMYHbIX NEKAPCTBEHHbIX NPENAPATOB NoA, OANHAKOBLIM TOProBbIM HAMMEHOBAHUNEM;

2) oAHOro J/ieKapCTBEHHOro MpenapaTa, BbiMyCKaeMOro MpoM3BOAUTENIEM MO4, PasAUYHbIMU
TOProBbIMM HaMMEHOBAHUAMM U NPeACTaBAEHHOIO Ha roCyAapCTBEHHYIO PErucTpaumio B BUAE ABYX U
60nee nekapcTBEHHbIX MPenapaTos.

CraTba 14. anIHLI,VII'IbI 9KCNEPTU3bl IEKAPCTBEHHbIX CPEACTB U 3TUYECKoM 3KCNepTn3bl

1. 3KcnepTnsa /IeKapCTBEHHbIX CPEACTB M 3TMYECKAA 3KCMepTM3a OCHOBBLIBAKOTCA Ha MPUHUMNAXx
3aKOHHOCTK, cobntogeHua npaB U cBobog 4YenoBeKa M rpakgaHWHa, NpaB PUAMYECKOTO nLa,
HE3aBUCMMOCTU 3KcrepTa, 06 bEKTMBHOCTU, BCECTOPOHHOCTU U MOJIHOTbI UCCIeA0BaHUI, MPOBOANMbIX C
NCNO/NIb30BaHUEM COBPEMEHHbIX AOCTUNEHWI HAYKM U TEXHUKWU, OTBETCTBEHHOCTM deaepasibHoro
rocy4apcTBEHHOro BIOAKETHOrO yUYpeXKAaeHUs No NpoBeAeHU0 3KCNEePTU3bl IEKAPCTBEHHbIX CPeACTB U
3KCMNepTOB 3a NPOBeAEHME N KAYECTBO IKCNEPTU3bI.

2. DKCNepTn3a NeKapCTBEHHbIX CPeacTB AN MEANLMHCKOrO NPUMEHEHUA NPOBOANTCA NO3TAMHO:

1) Ha nepBOM 3Tane - 3KCMepTM3a AOKYMEHTOB AJ1A MOJIyYeHMA paspelleHus Ha nposegeHue
K/IMHWUYECKOTO UCC/Ief0BaHNA IeKapCTBEHHOIO Npenapara, 3a UCKNoYEHUEM:

a) NleKapcTBeHHbIX MpPenapaToB, KOTOpble pa3pelleHbl AnA MeAULMHCKOro NPUMEHEHUs Ha
Tepputopun Poccuiickor Pepepaunm bosnee aBaguaTn JeT U B OTHOLIEHMU KOTOPbIX HEBO3MOMKHO
nposeaeHue nccneaosaHua 6MOIKBUBANIEHTHOCTH;

6) NeKapCTBEHHbIX NpPenapaToB ANS MeAULMHCKOrO MPUMEHEHUs, B OTHOLUEHUM KOTOPbIX
npoBeAeHbl MeXKAYHapoAHble MHOMOLLEHTPOBbIE K/AMHUYECKME WCCAeAOoBaHMA, 4YacTb M3 KOTOPbIX
nposeaeHa Ha Tepputopumn Poccninckon ®egepaumu;

2) Ha BTOpPOM 3Tane - 3KCnepTM3a NpeasioXeHHbIX MeTOA40B KOHTPOJIA KavyecTBa JIeKapCTBEHHOTO
CpeAcTBa U KayecTBa NpeAcTaB/ieHHbIX 06pasLoB /IeKapCTBEHHOINO CPeacTBa C MCMNO/b30BAaHUEM 3TUX
MeToAoB (ganee - 3KcnepTM3a KauyecTBa /IEKAPCTBEHHOrO CpeacTBa) M 3KCNEepTM3a OTHOLIEHUS
0XMA3aeMOM NoJb3bl K BOSMOMXKHOMY PUCKY NPUMEHEHMA NIEKAPCTBEHHOMO NpenapaTa, OCyLLECTBASEMbIE
nocsne NPoBefeHUA ero KAMHUYECKOTO UcCeloBaHuUA.

3. DJKCnepTM3a /IeKaApCTBEHHbIX CPEACTB ANA BETePUHAPHOro MPUMEHEHUA NpPoBOAMUTCA
OZIHO3TANHO M BK/KOYaeT B ceba 3KCNepTU3y KauyecTBa JIEKAPCTBEHHOro cpeacTBa M 3KCNepTusy
OTHOLLEHUS OXKMAAEMOW MOJb3bl K BO3MOXKHOMY PUCKY MPUMEHEHMA IeKapCTBEHHOIO Npenapara.

Cratba 15. ®depepanbHoe rocydapcTBeHHoe 6loaKeTHOe yupexpeHue Mo  NPoBeAEeHUIo
3KCMEePTM3bl IEKAPCTBEHHbIX CPEACTB

JKCMepTM3a NeKapCTBEHHbIX CPEACTB NPoBoAMTCA dedepanbHbIM rocyAapCTBEHHBIM BIOAMKETHbIM
yUpeAeHMeM COOTBETCTBYHOLLErO YNOAHOMOYEHHOro dbeaepanbHOro opraHa UCMOIHUTENIbHOM BAACTH,
CO3ZaHHbIM Ana obecneyeHuss UCMOJHEHUS TMOJIHOMOYMI 3TOro ¢enepanbHOro opraHa Mo Bblgaye
paspelleHnit Ha NpoBeAeHMEe KAUHUYECKMX UCCNeAOBaHWM NeKapCTBEHHbIX npenapaToB W (uau) no
rocyf,apCTBEHHOW PErncTpaLmnmn 1eKapCTBEHHbIX NPENapaToB (Aasiee - IKCNepPTHOE yUpeKaeHue).

Cratbs 16. OpraHusauua npoBeAEeHUA 3KCMepTM3bl NEeKapPCTBEHHbIX CPEACTB B LENAx Mux
rocyfapCTBeHHOM pernctpaumm

1. 3KCI'IepTVI3a NEeKapCTBEHHbLIX CpeacTts npoBoaUuTCA Komumccuen 9KCNEPTOB 3SKCMNepTHOro
yypexaeHua, Ha3Ha4YeHHOW ero pykosoauTenem, Ha OCHOBaHUU 3a4aHNA Ha NpoBeAeEHUNE IKCNePTU3bl
NNeKapCTBEHHOrIo cpeactsa, BblAaHHOINO YyNnoOJIHOMOYEHHbIM d)ep,epaanblM OopraHoOm WUCMNOIHUTEIbHOM
BNACTU. PyKoBOAMUTENb IKCNEPTHOIO yYpeXaeHuaA obecneuunBaet Hagnexallee nposegeHmne akCnepTusbl
NNEKapCTBEHHbIX CpeadcTB B COOTBETCTBUU C 3adaHMEM, BblAaHHbIM YMNOJIHOMOYEHHbIM cbep,epaanblM



OpraHOM UCNOJIHUTENbHOW BNACTM, MU OPraHU3yeT NOAFOTOBKY CBOAHOIO 3aKAKOYEHMA 3TON Komuccum. B
COCTaB 3TON KOMMCCUM MO PELLUEHUID PYKOBOAUTENSA SKCMEPTHOIO YUYpPeKAEHNA MOTYT HbITb BKAOYEHDI B
KauyecTBe 3KCMepToB NLA, He paboTalolme B JAHHOM 3KCNEPTHOM YYPEKAEHUM, ECAN UX CREeLManbHble
3HaHWA HeobxoAuMbl ANA NPOBEAEHMA 3KCNepTU3bl M TaKMe IKCMepTbl OTCYTCTBYIOT B AaHHOM
3KCMEPTHOM YUPEKAEHUMN.

2. JKcnepTomM MO MPOBEAEHMUID IKCNEPTU3bl NIEKAPCTBEHHbIX CPEeACTB ABAAETCA aTTECTOBAHHbIN
pabOTHMK 3KCMEPTHOrO Y4YpeXAEHMA, KOTOPbIA MMEeT BbiCllee MeAMUMHCKoe, dapMaLeBTUYECKOE,
6uonornMyeckoe, BEeTeEpPMHApPHOE UAN XMMUYECKoe obpa3oBaHME U NPOBOAUT IKCMEPTU3Y IEKAPCTBEHHbIX
CpeAcTB B MOpsAAKe UCMOJIHEHUA CBOMX AOJIKHOCTHbIX 06s3aHHOCTeN (ganee - akcnepT).

3. MNpu NnpoBeAeHMM 3KCNEPTU3bI NEKAPCTBEHHbIX CPEACTB IKCNEPT HE MOKET HAaXO4UTbCA B KaKOM-
n1Mb0o 3aBUCMMOCTM OT NIMLA, HAa3HAYMBLUErO 3Ty SKCNEpPTU3Y, pa3paboTumMKa SIeKapCcTBEHHOMO cpeacTsa
WA OPYTUX 3aMHTEPECOBAHHbIX B pe3y/bTaTax 3KCnepTusbl AnL,

4. Mpu nNpoBeAEeHUM 3SKCMNepTM3bl JIEKAPCTBEHHbIX CPeACTB He Jonyckaetca uctpebosatb y
3aABuTeNs MO0 WHbIX ANL, MaTepuanbl, Heobxoaumble ANA MPOBEAEHWs 3KcnepTusbl. B cayvae
He[0CTaTOYHOCTM MpPEeACTaB/IEHHbIX 3KCNepTy MaTepuanoB ANA [a4M 3aK/AHYEHMA IKCNepT CTaBuT
BONPOC O MpPeACTaBleHUM eMy HeOobXOAMMbIX MaTepuanos nepes PyKoOBOAMTENEM 3KCMEPTHOrO
yuperKaeHUs, KOTopbli 06paLLaeTcs ¢ COOTBETCTBYHOLLMM 33aMPOCOM B YNOJHOMOYEHHbIN deaepanbHbIn
OopraH WCMNOJHUTENbHOW BANAacCTW, BbIOABLWIWMA 3aaHMe Ha MNPOBEAEHME 3KCNepTU3bl JIeKapCTBEHHOTO
cpeacTBa. YKasaHHbIN deaepanbHblii OpraH UCNOAHUTENbHOM BAACTM B TeYeHUE NATU paboumx aHel co
OHA NOCTYN/JeHNA 3anpoca PYKOBOAUTENA SKCMEPTHONO yYpeXAeHUA HanpasaseT 3aaBUTEN0 3anpoc O
npeacTaBAeHUM HeObX0ANMbIX MaTepmanoBs. [laHHbli 3aNpoc MOXKeT ObITb NepesaH YNoJHOMOYEHHOMY
NnpeacTaBuUTeNtO 33aABUTENS JIMYHO MOA PaCnUCKY, HAMpaBfieH NO MoyTe 3aKasHbIM MNUCbMOM WK
nepefaH B 3N1eKTPOHHON popme Mo TeIeKOMMYHMKALMOHHbIM KaHanam cBAsW. B cayyae HanpaBaeHus
JAHHOrO 3anpoca Nno NoYTe 3aKasHbIM NMUCbMOM OH CYUTAETCA MOJYYEHHbIM NO UCTEYEHUMN LLECTUN AHEN C
0aTbl HanpaB/AeHWA 3aKa3HOMo NMCbMa.

(yacTb 4 B pen. depepanbHOro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3assutenn 06A3aH NpeacTaBUTb OTBET HA 3aMpOC YNOJAHOMOYEHHOrO denepanbHOro opraHa
NCNOJIHUTENbHOM BNACTU B CPOK, HE MpeBblWatowmii AeBaHOCTa pabounx gHen co AHA ero noay4vyeHus.
YnonHomoueHHbI deaepanbHbli OpraH UCMOJIHUTE/IbHOM B/1AaCTW, BblAABLUWI 3a4aHNe Ha NpoBedeHue
3KCMepTU3bl NEKAPCTBEHHONO CpeacTBa, B TeYeHWe NATU paboumx pHer co AHA NocTynjeHua ot
3aABUTENA OTBETA Ha AaHHbIM 3anNpoc HanpaB/AAET TaKOW OTBET B 3KCMeEpTHOe y4ypexaeHue. B cayyae
HenpeAacTaBaeHMA MO UCTEYEHUM [EBSAHOCTA pabouymx AHel 3asaBuMTenem OTBETa Ha AaHHbIM 3anpoc
YNOJHOMOYEHHbIN defepasbHbI OpraH UCMOMIHUTENBHOM BNACTU, BblAABLUMIM 3a4aHMeE Ha NpoBeseHme
3KCNepTU3bl JIEKAPCTBEHHOMO CPeacTBa, B TeYeHue NATU paboumx gHel HanpaBAseT B 3KcnepTHoe
yupexgeHue yBefOMIEHME O HenpeacTaBAEeHUW 3aABUTE/IEM OTBETA Ha 3anpoC YKa3aHHOro opraHa.
Bpema co AHA HanpaB/ieHMA 3aMpoca SKCMNEPTHOrO y4YpeAeHUA B YNOJIHOMOYEHHbIM deaepanbHbIi
OpraH UCMONIHUTENLHOW BAACTU A0 AHA NONYYEHWUA SKCMEPTHbIM ydYperKaAeHWem OTBeTa Ha 3anpoc Mau
yBEAOMNEHUA O HenpeacTaBAeHUM OTBETA Ha 3aMNpoC He Y4YUTbIBAETCA MNPU WUCHUCAEHUM CPOKA
npoBefeHMA 3KCNePTU3bl IEKAPCTBEHHOIO CPeACTBA.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. DKcnepT npu NpoBeAeHUM MOPYYEHHON €eMy PYKOBOAUTENEM 3KCMEPTHOrO yyYperKkaeHus
3KCMNepTU3bl NEKAPCTBEHHOrO cpeacTBa 06A3aH:

1) npoBecTM nofHOE uUcCCNefOBaHME NpPeACTaB/AEHHbIX emy OObekToB, MaTepuanos, AaTb
060CHOBaHHOE W OOBEKTMBHOE 3aK/loYeHMe MO MOCTaB/eHHbIM Mepes HWUM  BOMpocam WM
MOTMBMPOBAHHOE 3aK/I0YEHME O HEeBO3MOXHOCTU MNPOBEAEHUA MM 3SKCMEepTU3bl JEeKapCTBEHHOro
CpeAcTBa, eCAN NOCTaBAEHHbIE BOMPOCHI BbIXOAAT 3a NpeAesibl CNeunanbHbIX 3HaHWA 3KcnepTa, 06beKTbl
nccnefoBaHU M MaTepuanbl HENPUTOAHbI MM HEAOCTAaTOUHbI A4 NPOBEAEHNA UCCAef0BaHUIA U Aaun
3aKNtoyeHnA b0 COBPEeMEHHbI YPOBEHb PA3BUTUA HAYKM He MO3BOJIAET OTBETUTb HA MOCTaBAEHHblE
BOMpPOCHI;

2) He pasrnawartb CBEAEHMA, KOTOPbIE CTA/IM EMY M3BECTHbI B CBAI3W C NPOBEAEHNEM IKCMEPTU3bI
JIeKapCTBEHHOMO CPeACTBA, a TaKXKe CBeAEHUA, COCTaBAAIOLLMNE FOCYAAPCTBEHHY, KOMMEPYECKYIO UK
WHYIO OXPaHAEMYHO 3aKOHOM TallHy;

3) obecneynTb COXPaHHOCTb NPeaCcTaBAEHHbIX 0OBEKTOB UCCeL0BaHUIN U MaTepPUanos.

6. DKCnepT He BNpase:
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1) npoBOAMTL 3KCNEPTU3Y NIEKAPCTBEHHOro cpeAcTBa No 06palleHU0 HEeMOCPeACTBEHHO K Hemy
opraHmMsaunit unm GU3NYECKUX NnL;

2) camocToATeNbHO COBMpaTb MaTepuanbl 418 NPOBEAEHMA 3SKCMNepTU3bl JIeKapCTBEHHOrO
CpeacTBa;

3) NpoBOAMUTL 3KCNEPTU3Y NEKAPCTBEHHOIO CPEACTBA B KAa4eCTBE HEroCcy4apCTBEHHOIO 3KCNepTa.

7. B cnyyae HeobxoAMMOCTM 3KCMepT BrpaBe XOAaTaWcTBOBaTb Mepes PyKoBoguUTesNeM
3KCMEPTHOIO YYpeXKOeHUa O MNPUMBIAEYEHMM K MPOBEAEHUIO IKCMEPTM3bl JIEKAPCTBEHHOIO CPeacTBa
APYruxX sKCnepTos.

8. Kaxaplil aKcnepT, BXOAALNM B COCTaB KOMMUCCUM IKCNEPTOB, KOTOPOK MOPYyYEHO NpoBeaeHMue
3KCnepTusbl JIEKAPCTBEHHOIO CPeAcTBa, HE3aBUCMMO M CaMOCTOATE/NIbHO MPOBOAWUT UCCAEAOBaHMA,
OLLeHMBAET pe3y/ibTaTbl, MONYYEHHblIE UM JINYHO WU APYIMMK 3KcnepTamun, U GOpMyInpyeT BbiBOAbI
OTHOCUTE/IbHO NOCTaB/IEHHbIX BONPOCOB B Npeaesiax CBOUX CreLmanbHbIX 3HaHUN.

9. Pe3ynbTaTbl 3KCNEpPTU3bl NIEKAPCTBEHHOro cpeacTBa OGOPMAAIOTCA 3aK/JOYEHMEM KOMMUCCUM
3KCMepToB. B 3aK/NOYEHUM KOMWMCCUM 3IKCMEPTOB YKa3blBAOTCA MepeyYeHb WUCCAeAoBaHUi, obbem
NPOBEAEHHbIX Ka*KAbIM 3KCNEPTOM WCCNeA0BaHWUIA, YCTAaHOBAEHHbIE KaxKAbiM M3 HUX aKTbl U
caenaHHble B pe3ynbTaTe WCCNeAOBaHWIM BbIBOAbL. DKCNEpT, MHEHME KOTOPOro He CoBMajaeTr ¢
peweHnemM KOMMCCMM IKCNepToB, BrpaBe BbipasuTb CBOE MHEHWE B NUCbMEHHOM ¢opme, KoTopoe
NpPUobLLaeTca K 3aKN0YEHMIO KOMUCCUM SKCNEPTOB.

10. JKcnepTbl, BXOoAfAWME B COCTaB KOMMUCCUM, NpeaynpexaarTcad o6 OTBETCTBEHHOCTM B
COOTBETCTBUM C 3aKoHoAaTenbcTBOM Poccuiickon Pepepaumm 3a gady 3ak/AOYEHMA, coaeprKallero
HeobocHoBaHHbIe UK GanbcUPMUNPOBAHHBIE BbIBOAbI, O YEM OHW AAKOT MNOAMMUCKY.

11. OnpegeneHune ypoBHA NpodeccMoHanbHOM NOAFOTOBKM 3KCMEPTOB U aTTecTauma UX Ha NpaBo
NnpoBeAeHMsA 3KCNepTU3bl IEKAPCTBEHHbIX CPeACTB OCYLLECTBASAIOTCA SKCNEepPTHO-KBAIMPUKALUOHHBIMU
KOMWUCCUMAMM B MOpPSAAKE, YCTaHOB/NIEHHOM COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM  denepanbHbim
OpPraHOM WCMONHUTENbHON BAacTU. YpoBeHb NpodeccroHasibHOM MOATrOTOBKM 3KCNEPTOB MOANENKUT
NepecmoTpy YKa3aHHbIMU KOMUCCUAMM HE PeXKe YEM OAMH pas B NATb /ET.

12. MpaBuna NpoBeAeHUA SKCNEePTU3bl NEKAPCTBEHHbIX CPeAcTB U dopmMa 3aK/IIOYEHNS KOMUCCUM
3KCMEepTOB  YCTaHABAMBAKOTCA  COOTBETCTBYHOLMM  YNOJHOMOYEHHbIM  deaepasnbHbIM  OpraHoOM
WCMOJIHUTE/IbHOM BNACTH.

Cratba 17. 9Tnyeckas akcnepTmsa

1. DTuMyeckas 3KCNepTM3a MNPOBOAUTCA B LEAAX BblgayM 3aKaoueHua o6  3TUYecKom
060CHOBaHHOCTU BO3MOKHOCTU NPOBEAEHMA KINHNUYECKOTO NCC/e0BaHNA 1eKAapCTBEHHOrO npenapaTa
ONA  MeAMUMHCKOrO MNPUMEHEHMA COBETOM MO 3TUKe, CO34aHHbIM B NOPAAKe, YCTAaHOBJAEHHOM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOAHUTEIbHOM BNACTU.

2. DKCnepTamuM CcOBeTa MO 3TUKe MOryT ObiTb NpeacTaBUTENN MEAUUMHCKUX, Hay4yHbIX
opraHusaumii, obpasoBaTefibHbIX OpraHM3auMii BbiClIero 06pa3oBaHWA, a TaKXKe MnpeacTaBUTenu
06LEeCTBEHHbIX OpraHM3aUnii, PENUTMO3HbIX OpraHM3aunii n cpeacTs MaccoBoi MHbopmauuun. JaHHble
3KCNepTbl HE [AOJ/IKHbI HaXOoAUTbCA B KaKOW-IMBO 3aBMCMMOCTU OT Pa3paboTUMKOB NEKapPCTBEHHbIX
npenapaTos M APYrMX N1L, 3aMHTEPECOBaHHbIX B Pe3y/ibTaTax STUYECKOM 3KCNepTm3bI.

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

3. Onnata ycayr 3KCNepTOB COBETa MO 3TUKEe OCYLLeCTBASAETCA Ha OCHOBaHWM [0roBOpa,
3aKHOYEHHOTO MeXA4y YNOoJIHOMOYEHHbIM denepasibHbiM OPraHOM UCMOJIHUTENIbHOM BAACTU, KOTOPbIM
CO34aH COBET MO 3TUKE, M 3SKCNEepTOM COBEeTa MO 3TMKE, 33 CYET OMOAMKETHbIX aCCUTHOBAHUM,
npeaycMoOTPEHHbIX YNoAHOMOYeHHOMY deaepasibHOMY OpraHy UCMOJIHUTENIbHOW BNAcTuU, CO34aBLIemy
COBET MO 3TUKe, B degepanbHOM bOlogKeTe Ha COOTBETCTBYHOWMI rog Ha obecneyeHne ero
OEeATeNbHOCTU, N B pa3Mmepax, YyCTaHOoBAeHHbIX MNpasutenbctBom Poccuiickon deaepaumm.

(yacTtb 3 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4. SKcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuiickoin Peagepaunn.

5. CocTaB coBeTa No 3TUKe, NoJIoKeHMe 06 3TOM CoBeTe, NOPAAOK ero AeATesIbHOCTU, TpeboBaHuA
K KBanudMKaLUMM M OnbiTy paboTbl MO 3KCMEPTHOW OLEHKE Hay4yHbIX, MEeAULMHCKUX U ITUYECKUX
acneKToB KAMHUYECKUX UCCeA0BaHWUIM IEKapCTBEHHbIX NPEnapaTtoB A8 MeAULMUHCKOTO NPUMEHEHUS,
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npeabsBAsieMble K 3KCNepTam CoBeTa MO 3TUKe, MOPSAAOK OpraHusauMm U NpoBeAeHUs 3TUYECKOM
3KCnepTusbl, popma 3aKAHUEHMUA COBETA MO 3TUKE YCTaHaBAMBAIOTCA YNOAHOMOYEHHbIM peaepanbHbIM
OpraHOM WCMOAHUTENbHOW BAACTU. YUCNO npeacTaBuTeneil MeAMUMHCKMX OpraHM3aumii He MmoXKeT
NPeBbIWATb NONOBMHY OT 0BOLLEro YMCa SIKCNEPTOB COBETA NO 3THKE.

6. MHbopmaums O cocTaBe cOBeTa MO 3TUKe, MJaHax ero paboTbl U TeKylen AeATeNbHOCTU
pasmeltaetca Ha oPUUMANBbHOM calTe YNOAHOMOYEHHOrO deaepanbHOrOo opraHa MCNOAHUTENBbHOMN
BNacTU B ceT "MIHTepHeT" B yCTaHOBAEHHOM MM NOPALKE.

CraTba 18. Nogayva 1 paccMoTpeHMe 3aABNEHUIA O FOCYAAPCTBEHHOM PErncTpaLmMm NeKapCTBEHHbIX
npenapaTos M NpeacTasaeHne HeobxoaUMbIX LLOKYMEHTOB

1. Ana rocyfapcTBEHHOM pPerMcTpaumm NeKapcTBEHHOrO NpenapaTta pa3paboTumK eKapCcTBEHHOMO
npenapaTta uau ynosHOMOYEHHOE UM APYroe topuanYeckoe NnLo (panee - 3aaBUTeNb) NPEACTaBAAET B
COOTBETCTBYHOLLMIA YNONHOMOYEHHbIN pesepanbHbIit OpraH UCMONHUTENLHOM BNACTU, OCYLLLECTBAAIOLMIA
rOCYapCTBEHHYIO  PErnCTpauMIo  JIEKAapCTBEHHbIX MNPEenapaTtoB, 3aABAEHWE O [OCYAapPCTBEHHOM
perucTpauumn NeKapcTBEHHOro npenapaTa, a TakKe B MopsAgKe, YCTAHOBNEHHOM COOTBETCTBYHOLLMM
YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM WCMONHUTENbHOM BAACTU, HEOOXOAMMbIE AOKYMEHTbI, U3
KOTOpbIX POpMUpPYyeTCs  PEerucTpauMoHHOEe [AO0Cbe Ha JIeKapCTBEHHbIM npenapat (ganee -
pPerucTpaunoHHoe gocobe).

2. B 3aABNE€HUN O rOCYAaPCTBEHHOM PErMCTPALLMM NEKAPCTBEHHOTO NpenapaTa YKa3biBatoTCA:

1) HaumeHoBaHME M agpec 3asBUTeNA U (MAKM) NPOU3BOAMTENS JIEKAPCTBEHHOrO npenapaTa M
afipec mecTa OCyLLecTB/IeHMA NPOU3BOACTBA JIEKAPCTBEHHOrO Npenapara;

2) HaMmeHOBaHWE NEKapCTBEHHOro npenapata (MexAayHapogHoe HenaTeHTOBaHHoe Wau
XMMUYECKOEe M TOProBoe HaMMEHOBaHMUA);

3) nepeyeHb BeLLECTB, BXOAALLMX B COCTAB /IEKAPCTBEHHOIO Npenaparta, C yKasaHMeM Koanyectsa
Ka*K40ro n3 Hux;

4) neKkapcTBeHHaa ¢opma, [03UPOBKa, cnocobbl BBEAEHUA U MPUMEHEHMUA, CPOK roAHOCTU
JIeKapCTBEHHOMO NpenapaTa;

5) onuncaHune papmaKkonormyecknx u papmakoanHaMUYECKUX AN MMMYHOBUOIOTMYECKMX CBOMCTB
JIeKapCTBEHHOMO NpenapaTa;

6) 3anaBneHHas NpousBoAMTENEM NEKAPCTBEHHOrO MpenapaTta npegenbHas OTMYCKHAA LeHa Ha
JIEKAPCTBEHHDbIN MNpenapaTt, BK/IOYEHHbI B MNEPEYEeHb KU3HEHHO HEOobXOAMMbIX W  BarKHEMLIMX
JIeKapCTBEHHbIX NPenapaToB., B C/ly4ae ero rocyapCcTBeEHHOM perucTpaumu;

7) oTcytcTBME HEOobXO0AMMOCTM NPOBEAEHUA KAMHWYECKOrO WCCAefO0BaHMA, MCCAefOoBaHMSA
6MO3KBMBANIEHTHOCTM IEKAPCTBEHHOIO NpenapaTta, PaspeLleHHoro Ans MeguMUMHCKOro NPpMMEHEHUA Ha
TeppuTopun Poccuitickon Pepepaumm b6onee ABaAUATU NET, C YKasaHMEM HOPMATMBHbIX MPABOBbIX
aKTOB, NOATBEPKAAOLWMX AAHHbIA CPOK NPUMEHEHMS.

3. PernctpauoHHoe focbe GopmMUpyeTca U3 Cefyolmnx AOKYMEHTOB:

1) npoeKTbl MaKeToB MEepPBMYHOW YMaKOBKM W BTOPMYHOW (NOTpebutenbckon) ynakoBKM
JIeKapCTBEHHOIO Npenapara;

2) AOKYMEHT, NnepeBeAeHHbIN Ha PYCCKUIM A3bIK, NOATBEPKAAIOWMIA COOTBETCTBUE MPOM3BOANUTENSA
pPerncTpMpyemoro JIeKapCTBEHHOro npenapaTta TpeboBaHMAM NpaBuA OpraHMsaLMuM NPOM3BOACTBA M
KOHTPONA  KayecTBa JIeKAapCTBEHHbIX CPeACTB, BblAAHHbLIA  KOMMETEHTHbIM  OPraHOM  CTpaHbl
NPoOu3BOAUTENA PErUCTPUPYEMOrO JIEKAPCTBEHHOMO Mpenapata W 3aBepPeHHbl B YCTaHOBAEHHOM
nopaakKe;

3) NpoeKT HOPMATMBHOW AOKYMEHTALMM WAN HOPMATMBHOFO AOKYMEHTA Ha NEeKapCTBEHHbIN
npenapat Mbo ykasaHne COOTBETCTBYOWEN PpapMaKonenHoM cTaTbuy;

4) cxeMa TEXHONIOMMYECKOro NpoLecca NPOM3BOACTBA IEKAPCTBEHHOIO Npenapara, ee onucaHme u
(MnK) cxema TEXHONIOTMYECKOTO NpOLLECCa NPOM3BOACTBA papMaLLEBTUUYECKOWN CYyBCTaHLMN, ee onncaHue;

5) AOKYMEHT, nepeBefeHHbI HA PYCCKUIA A3bIK, MOATBEPKAAIOLWLMIA COOTBETCTBME NPOU3BOANUTENSA
dbapmaueBTMyeckon cybcTaHuMM TpeboBaHUAM MNPaBUA OpPraHM3auMM MPOM3BOACTBA M KOHTPO/A
KayecTBa JIEKAPCTBEHHbIX CPEeACTB, BblAAHHbIA KOMMNETEHTHbIM OPraHOM CTpPaHbl NPOW3BOAMTENS
dbapmaueBTUYECKON CyBCTaHLMK, 3aBEPEHHDIN B YCTAHOBIEHHOM NOPALKE U COAEPIKALLMN:

a) HauMmeHoBaHMe ¢apMaLLEBTUYECKON CybCTaHUMKM (MeXAyHapoaHOe HenaTeHTOBAHHOE WM


consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC028C58F1D6DF919C82CE417C520750F4C5597BB6A2671JDnAN
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC028C58F1D6DF919C82CE417C520750F4C5597BB6A2675JDnEN
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC028C28F1B6DF919C82CE417C520750F4C5597BB6A2670JDn1N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC72FC4881E6DF919C82CE417C520750F4C5597BB6A2671JDn1N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC22EC282166DF919C82CE417C520750F4C5597BB6A2671JDnAN
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC52EC68A1A6DF919C82CE417C520750F4C5597BB6A2671JDn8N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC72ECF8A1F6DF919C82CE417C520750F4C5597BB6A2576JDnDN
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC52EC68A1A6DF919C82CE417C520750F4C5597BB6A2671JDn8N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC72ECF8A1F6DF919C82CE417C520750F4C5597BB6A2576JDnDN

XMMMUUYECKOE M TOProBoe HamnMeHOBaHUSA);

6) HaumeHoBaHWe M aapec npoussoauTens dapmaLeBTUYECKol cybcTaHLMu;

B) CPOK roAHOCTM dpapmalLeBTUYECKOM CybCTaHLMK;

6) NOKYMEHT, coaepXKallmii cBeAeHNs O NoKasaTensx KayecTsa papmalieBTMUYECKON cybcTaHuuu,
NCMNo/ib3yeMol Npu NPon3BOACTBE /IeKaPCTBEHHbIX MPenapaTos;

7) HOpMaTMBHas OOKYMEHTauMA WAM HOPMATUBHbLIM OOKYMEHT Ha ¢dapmaLeBTUYECKYIO
cybcTaHumio AMb0o yKasaHMe CooTBETCTBYOLWEN dapMaKoneHoM cTaTby;

8) uHdopmauma o6 ycnoBuAX XpaHeHWs, MepPeBO3KW JIeKAPCTBEHHOro npenapata W WHas
nHbopmaums;

9) oTyeT O pe3ynbTaTax AOKJAMHUYECKOrO WCCNeA0BaHUA JIeKapCTBEHHOINO CpeacTBa  AsA
MEAULMHCKOTO NPUMEHEHUA, COAepKalWui OnuMcaHue, pesyabTaTbl W CTAaTUCTUYECKUIM aHanu3
pes3ynbTaToB AAaHHOIO AOK/JAMHMYECKOTO UCCNe0BaHMA;

10) otyeT O pesynbTaTax AOKAMHUYECKOrO WCC/eAOBaHUA /IeKAPCTBEHHOrO CcpeacTBa W
KNMHMYECKOTO UCCne0BaHMA IEKAapPCTBEHHOTO Npenaparta A0 BeTepMHapPHOro NpUMEHEHNS;

11) npoeKT nPOTOKO/Ia K/AMHUYECKOrOo UCCNeAoBaHMA JIeKapCTBEHHOro npenapata  Ans
MeAULMHCKOTo NPUMEHEHMUS;

12) 6powtopa uccnegoBaTens;

13) MHPOPMALMOHHBIN NUCTOK MNaLMEHTa;

14) wHbopmaums O BbINNATax M KOMMEHCAUMAX MNauueHTam (340poBbiM  A06poBObLAM,
60nbHbIM) (Oanee - nauneHTbl), NPUBNEYEHHbIM K TMNPOBEAEHUIO KAWMHUYECKUX UCCAeO0BaHWUM
JNIeKapCTBEHHOrO npenapata AnA MeAULMHCKOTOo NPUMEHEHUs, UcCief0BaHNM BMO3KBMBANIEHTHOCTM U
(nnun) TepaneBTUYECKOM 3KBMBAJIEHTHOCTY;

15) oTtyeT 0 pesynbTaTax MeXKAYHapPOAHbIX MHOTOLEHTPOBbIX KAMHUYECKUX WCCaeaoBaHUiA
JNIeKapCTBEHHOrO npenapata 4na MeAMUMHCKOrO MPUMEHEHMA, 4acTb M3 KOTOPbIX NpoBefeHa Ha
Tepputopun Poccuiickon degepauum;

16) NPOEKT MHCTPYKLMM NO NPUMEHEHMIO IEKAaPCTBEHHOTO NpenapaTa, cogeprKaluii cneayrolime
cBeAeHus:

a) HaMMeHOoBaHWe JIeKapCTBEHHOro cpeacTBa (MeayHapoAHOe HernaTeHTOBaHHoe Wu
XMMUYECKOEe N TOProBoe HaMMEHOBaHMUA);

6) nekapcTBeHHaa ¢opmMa C YyKasaHMEM HaAUMEHOBAHWN W KONMYECTBEHHOTO COAEpMKaHMUsA
(akTMBHOCTK) bapmaLeBTUYECKMX CYOCTaHLUMIA M BCNOMOTaTe/IbHbIX BELLECTB;

B) papmakoTepaneBTMUECKas rpynna 1eKkapcTBEHHOro nNpenapara;

r) NnoKasaHuA ans NPUMEHEHUS;

[) NpoTMBONOKaszaHWA ANA NPUMEHEHNS;

e) pexxum go3MpoBaHua, cnocob BBeAeHUA, NPU HEOHBXOAMMOCTU BpemMa npuema JekapCcTBeHHOro
npenapara, NPOAO/IKUTENIbHOCTb eYeHUs (B TOM YMC/le NeKapCTBEHHOro nNpenaparta A1a MeauLUnMHCKOro
NPUMeEHeEHNA y AeTein A0 U Nocae OAHOro roaa);

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

) Mepbl NPEAOCTOPOKHOCTU MPU NPUMEHEHWM;

3) CMMNTOMbI Nepeao3MPOBKM, MEPbI MO OKa3aHMIO MOMOLLM NPU Nepeao3npPOoBKE;

W) yKasaHue, nNpu HeobXoAMMOCTU, OCOBEeHHOCTeN AEeNCTBUA JIeKapCTBEHHOro npenaparta npwu
NnepBoOM NPUEME AN NPU ero OTMEHe;

K) onucaHue, npu HeobxogMmocTu, AeincTsuii Bpadva (denbawepa), cneumanncra B obnactu
BeTepMHapuM, NaumeHTa, Blagesbla *KMBOTHOFO NpuU NPOMycKe NpMema OAHON WAW HECKONIbKUX 403
JIeKapCTBEHHOrO NpenapaTa;

J1) BO3MOKHble NoboYHble AeACTBMA NPU NPUMEHEHUMN IEKaPCTBEHHOTO NpenapaTa;

M) B3aMMOZENCTBME C APYTMMM NIeKapCTBEHHbIMM NpenapaTtamun v (MAKn) NULLEBLBIMKU NPOAYKTaMMU,
KOpMamu;

H) YKasaHMe BO3MOXHOCTM WM OCOBEHHOCTEN MEAMUMHCKOrO MNPUMEHEHMUA JfIEKAapCTBEHHOMO
npenapata 6epemeHHbIMU XKEeHLIMHAMU, XKeHLWNHAMU B Nepuos rpyaHoOro BCKapMAMBAHUA, OAETbMMU,
B3POC/bIMU, UMEIOLLIMMW XPOHUYECKUe 3abonesaHuns;

0) cBeeHMA O BO3MOMHOM B/USHUM JIeKApPCTBEHHOrO nMpenapata Ans MeaULMHCKOro
NPUMEHEHMA Ha CNOCOBHOCTb YNPaBAATb TPAHCNOPTHLIMKU CPeACTBAMU, MEXaHU3MaAMU;

n) CPOK rOAHOCTM W YKa3aHWe Ha 3anpeT NPUMeHeHUA NeKapCTBEHHOrO npenapara no UCTeYeHuu
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CPOKa roiHOCTU;

p) ycnoBus xpaHeHus;

C) yKasaHue Ha HeobXoAMMOCTb XPaHEeHWs JIeKApPCTBEHHOrO MpenapaTta B MecTax, HedoCTYMnHbIX
ana geten;

T) yKasaHue, nNpu HeobXoAMMOCTM, CMeuMasibHbIX Mep NPeaoCTOPONKHOCTM MPU YHUUTOXKEHUU
HEWNCMNO/1b30BAHHbIX 1IEKAPCTBEHHbIX MPENAPaTOB;

Y) CPOKM BO3MOKHOIO MCMOb30BAHMNA MPOAYKLMN }KUBOTHOTO NMPOUCXOXKAEHUA NoC/e BBeAeHMA
YKMBOTHOMY NEKAPCTBEHHOrO NpenapaTa AN1A BETEPUHAPHOIO NPUMEHEHWS;

¢) HaummeHoBaHWe, agpec MPOM3BOAWUTENA JIEKAPCTBEHHOTO Mpenapata W agpec MecTa
Npown3BOACTBA SIEKAPCTBEHHOIO NpenapaTa;

X) yC/IOBUS OTNYCKa;

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

17) nepeBeAeHHas Ha PYCCKUM A3bIK U 3aBEPEHHAA B YCTAaHOB/IEHHOM NOPSAAKE KOMUA AOKYMEHT],
NnoATBEpPXKAAIOLLErO PEMMCTPALLNIO JIEKAPCTBEHHOTO NpenapaTa B Clyyae ero pernctpauum BHe npegenos
Poccuitckoit epepaumnu;

18) [OOKyMeHTbl, npeacTaBAsemble B COOTBETCTBMM CO cTaTbamm 19 - 23 Hacroswero
depnepanbHOro 3akoHa.

4. Mo KenaHwWwo 3anaBUTENA MOryT ObiTb MNpPeAcTaB/ieHbl OTYETbl O MNPOBEAEHHbLIX B CTpaHe
3anABUTENN W APYrMX  CTpaHax  pesynbTaTax  KAMHUYECKMX  MUCCNefoBaHWUMA,  UCCNeAOoBaHWUiM
6MO3KBMBANIEHTHOCTM U (MNIM) TepaneBTUYECKON 3SKBMBANEHTHOCTM JIeKapCTBEHHOro npenapaTta
(BKNtOYAA 3MMAEMMOIOTMYECKME WM 3MU300TONIOTMYECKME WCCAeAO0BaHUA MMMYHOBMOIOrMYECKMX
JNIeKapCTBEHHbIX MpenapaToB, NpeAHa3HAYEHHbIX N8 MMMYHOMOTMYECKOM MPOPUAAKTUKN U NlevyeHunA
MHOEKUMOHHbIX 3aboneBaHuii, B TOM 4ucie Yy JAeTen), codep)kaliyme onucaHUAa npoBeaeHHbIX
NccnefoOBaHNI NEKAPCTBEHHOro npenapaTta, MX Pe3ynbTaTbl M CTAaTUCTUYECKUI aHANU3 MOYYEeHHbIX
pes3ynbTaTos.

5. K 3aaBfeHMIO O rocy,apCTBEHHOM PerMcTpaLmm NekapcTBEHHONO NpenapaTta npuaaratoTca:

1) LOKYMEHT, MOATBEPKAAOLMIA YNIaTy rocy4apCTBEHHONM NMOLWNHbLI 33 MPOBEeAEeHNE IKCNepTU3bl
OOKYMEHTOB AN MONYYEeHWUA  paspelleHuMii  Ha NpoBeAeHMe  KAMHUMYECKUX  UcCefoBaHWM
JIeKapCTBEHHOIO NpenapaTta 4158 MeaAULMHCKOIo NMPUMEHEHMA U STUYECKOM 3KCNepTM3bl Npu obpalleHnn
3a roCcyapCTBEHHOM perncTpaumnen N1eKkapcTBEHHOro Npenapara;

2) AOKYMEHT, NOATBEPXK AN YNNATY rOCyAapCTBEHHOM NOLW/IMHbI 332 NPOBeAeHMe SKCNepTU3bI
KauyecTBa NeKapCTBEHHOro CpeacTBa M 3KCMEePTU3bl OTHOLLUEHUA OXKWAAEMOMW MOJb3bl K BO3MOXKHOMY
PUCKY NPUMEHEHUA IEKAPCTBEHHOMO Mpenaparta, PaspeleHHoro Ana MeauUUMHCKOro NpUMeHeHMa Ha
Tepputopun Poccuiickot depepaumm 6bonee aABaauatv NeT, NpUM rocyAapCTBEHHOW perucTpaumm
JIeKapCTBEHHOrO NpenapaTa;

3) AOKYMEHT, NOATBEP KAAOWMIA YNAaTy rocy4apCcTBEHHOM NOW/IMHbI 32 NPOBeAeHME SKCNepTU3bI
KauyecTBa NeKapCTBEHHOro CpeacTBa M 3KCNepTM3bl OTHOLLUEHUS OXKUMAAEMOM MOJb3bl K BO3MOXKHOMY
PUCKY NPUMEHEHMA NeKapCTBEHHOro npenapaTta A1d MeAULMHCKOTO MNPUMEHEHUA, B OTHOLUEHWUU
KOTOPOro npoBeAeHbl MeXAYHapOoAHble MHOrFOLEHTPOBbIE K/AMHUYECKME MWCCNenoBaHuA, 4acTb U3
KOTOpbIX NMpoBeAeHa Ha Tepputopumn Poccuitickoli Pepepaumnun, nNpu rocyAapcTBeHHON perncrpauunun
JIeKapCTBEHHOMO NpenapaTa;

4) [OKYMEHT, NOATBEPKAAIOLMIA YNNATy rocyAapCTBEHHOM NOLWNHbI 33 NPOBEeAEeHUE IKCNepTU3bl
KauyecTBa NEeKapCTBEHHOro CpeacTBa M 3KCMNepTM3bl OTHOLUEHUS OXKMOAEMOM MOJb3bl K BO3MOXKHOMY
PUCKY NPUMEHEHWUS /IEKAapPCTBEHHOro MpenapaTa A/ BETepMHApPHOro MNPUMEHEHMA MpU  ero
rocyfapcTBEHHOM perucTpaymm.

MpumeyaHwue.

MonoxeHna yactm 6 ctatbn 18 MpUMeHAOTCA K NPaBOOTHOLIEHUAM, BO3HWMKLIMM MOCAe AHA
BCTyN/AeHmA B cuny gnsa Poccunitickon Pepepaunmn npoTokona o npucoeanHeHnm Poccuiickon depepaumm
K BcemunpHoi Toprosomn opraHusaumm (PegepanbHbiii 3akoH ot 11.10.2010 N 271-03).

6. He gonyckatoTca nonydeHue, pasrnalieHne, UCNob30BaHNE B KOMMEPUYECKUX LeNax 1 B Lensx
rocyAapCTBEHHOW  PerucTpauum  NeKapcTBEHHbIX MNpenapaTtoB  WMHPOpMauum O  pesynbTaTax
AOK/IMHUYECKMX UCCNeA0BaHNIA NEeKAaPCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCNeA0BaHUIN 1eKapCTBEHHbIX
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npenapatos, MpeACTaB/leHHON 3aABUTENEM [A/A T[OCYAapCTBEHHOW pPernctTpauum JIeKapcTBEHHbIX
npenapatos, 6e3 ero cornacuMa B TeYeHMe LWeCTM JieT C AaTbl rocyAapCTBEHHOW perncrpauuun
JIeKapCTBEHHOro Npenapara.

HecobntoaeHue 3anpeTa, yCTaHOBAEHHOTO HaCTOALLEN YacTblo, BieYeT 32 cOb0i OTBETCTBEHHOCTb
B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccminckon @egepaumm.

Ha Tepputopum Poccuitickoit dPepepaunm 3anpelwiaetcs obpalwieHWe NeKapCTBEHHbIX CPeacTs,
3aperncTpUpPOBaAHHbIX C HAapyLLUEHNEM HaCTOALWEN YacTu.
(yacTb 6 BBeaeHa PegepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

Cratba 19. MNpuHATHE pelteHna O Bblgayvye IKCNEePTHOMY YUYPEXKAEHUIO U COBETY MO 3TUKe 334aHuA
Ha npoBefeHne 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB

1. B TeyeHure natTn paboumnx AHeN co AHA NPUHATUA 3aABAEHMA O FOCYAAPCTBEHHON perncrpaumm
NIeKapCTBEHHOIO NpenapaTa ynoJHOMOYEHHbI dpefepanbHblil OpraH UCNOAHUTENbHOW BAACTU NPOBOAUT
NPOBEPKY MONAHOTblI U [AOCTOBEPHOCTU CBEAEHWUN, COLEPNKALUMXCA B MPEACTAaBAEHHbIX 3aABUTENEM
maTepuanax, U NPUHMMAET peLleHmne O Bblgade 3a4aHuA Ha NpoBeAeHME:

1) 3sKcnepTUsbl NEKAPCTBEHHbIX CPEACTB B YacTM 3KCNEPTU3bl AOKYMEHTOB A/ MOAYyYeHUS
pa3peleHnMa Ha nNpoBeAEeHME K/IMHWUYECKOTO WCC/efOBaHUA NeKapCTBEHHOro npenapata  AnA
MEOVNLMHCKOTO MPUMEHEHUA B COOTBETCTBMM C LENAMM, YKa3aHHbIMM B cTaTbe 38 HacToALWEero
PepnepanbHOro 3aKoHa, WU 3TUYECKOM 3KCNEepTM3bl B OTHOLIEHMMU JIeKapCTBEHHbIX MpenapaTtos, AA
KOTOPbIX HEe MPOBOAUNCL K/IMHUYECKME UcCiefoBaHUA Ha Tepputopun Poccuiickoin Pegepaumn, Ha
OCHOBAHWWN AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 9, 11 - 14, 17 yacti 3 u nyHKTe 1 yactn 5 ctatbm 18
HacToswero PenepanbHOro 3aKOHa;

2) 3KcnepTM3bl IEKAPCTBEHHbIX CPEACTB B YaCTW SKCMEPTU3bl KayecTBa JIEKAaPCTBEHHOMo CcpeacTBa
N 3KCNEepPTM3bl OTHOLIEHMA OXKUOAEMOM NOAb3bl K BOSMOXHOMY PUCKY MPUMEHEHMA IEKAPCTBEHHOIO
npenapaTta g1s MeaUUMHCKOrO NPUMEHEHMA B OTHOLEHUM NEKAPCTBEHHbIX NPENapaToB, pa3peLleHHbIX
AN MeOUUMHCKOro NpUMeHeHus Ha Tepputopumn Poccuiickon ®Pepepaummn b6onee aaguatv net, Ha
OCHOBAHMW OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 9, 16 yactu 3 u nyHKTe 2 4yactm 5 cratbu 18
HacToswero ®eaepasbHOrO 3aKOHA, @ TaKMKe JIEKAPCTBEHHbIX NPEenapaTtoB, B OTHOLEHWUM KOTOPbIX
npoBeseHbl MeXAYHAPOAHblE MHOIOLEHTPOBbIE KAWHUYECKME MWCCAeA0BaHUA, YacTb W3 KOTOPbIX
nposeseHa Ha Tepputopmn Poccuinckoin Pepgepaupym, Ha OCHOBAHUM AOKYMEHTOB, YKAa3aHHbIX B MyHKTaX
1-9,15-174act1 3 n nyHKTe 3 yactn 5 ctatbm 18 HacToawero ®eaepanbHOro 3aKOHa;

3) 3KcnepTU3bl JIEKAPCTBEHHOrO CPeAcTBa B OTHOLIEHWMM JIEKAPCTBEHHbLIX NpenapaTtos As
BETEPMHAPHOr0 NPUMEHEHMA HA OCHOBaHUW OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 8, 10, noanyHKTax
"a" - "m", "n" - "¢" nyHkTa 16, nyHkTe 17 yacth 3 M nyHKkTe 4 yactu 5 ctatbm 18 HacToAllero
PepnepanbHOro 3aKoHa.

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

2. YNONHOMOYEHHbIW peaepanbHbIit OpraH MCNONHUTENbHOM BAACTU YBEAOMAET B NMUCbMEHHOM
dopme 3aABUTENA O NPUHATOM PELLUEHMM UM B C/1y4ae OTKa3a C yKa3aHMEM MPUYUH TaKOro OTKasa.

2.1. B cnyyae BbIABNEHMA HEOOCTOBEPHOCTM CBEAEHWUM, COAEPKALWMXCA B NpencTaBieHHbIX
3aaBUTENIEM MaTepuanax, ynosHOMOYEHHbI denepasbHbii OpraH UCNOAHUTENbHOW BAACTU HanpasaseT
3aABUTE/NIO 3anpoc 06 YTOYHEHMM YKA3aHHbIX CBeAeHWi. [JaHHbIM 3anpoc MOXKeT OblTb nepeaaH
YNOJHOMOYEHHOMY NpPeACTaBUTENIO 3aABUTENA JIMYHO NOJ PaCnMCKy, Hanpas/eH Mo noyTe 3aKasHbiM
NMMCbMOM MU NepesaH B 3/1EKTPOHHON GopMe MO TeNEKOMMYHUKALMOHHbBIM KaHanam cBAsn. B caydyae
Hanpas/ieHMA AAaHHOTO 3anpoca No NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NOYYEHHbIM MO UCTEYEHUU
LIeCTN AHel ¢ AaTbl HANPaBAEHMA 3aKa3HOro NMUCbMa.

(yacTb 2.1 BBegeHa deaepanbHbiM 3aKOHOM OT 25.11.2013 N 317-93)

2.2. 3aaBuTenb 0653aH NPeacTaBUTb OTBET Ha 3anNpoc YNOAHOMOYEHHOro ¢eaepasbHOro opraHa
WCNONHUTENbHOM BNACTU B CPOK, HE MNPEBbIWAOWMIA AeBAHOCTa pabounx AHEW CO AHA MONyYeHUs
JaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 1 HacToAwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABMTE/0 3anpoca YNOJHOMOYEHHOrO dpeaepanbHOro opraHa UCNONHUTENbHON BNACTU
[0 AHA NOAyYeHMA MM OTBETA Ha AaHHbIM 3anpoc.

(yacTb 2.2 BBeaeHa desepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)
3. OcHOBaHMEM A5 OTKa3a B OpraHM3auuMu 3KCMEepPTU3, YKa3aHHbIX B YacTh 1 HacToALweln cTaTby,
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ABNAETCA NpeAcTaBAeHWe HeobXoAMMbIX ANA  MNPOBEAEHMA  3TUX  IKCMEPTU3  AOKYMEHTOB,
nepevncieHHbix B Yactax 3 n 5 ctatbm 18 HacToAwero ®enepasbHOro 3aKoHa, B HEMOAHOM obbeme,
HenpeacTaBAeHNE 3aABUTEIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIA B YacTu 2.1 HacToALedn
CTaTbW 3aMpoC YMNOJIHOMOYEHHOro ¢enepasbHOro OpraHa WCNOMHUTENBHOMW BAACTU, a TaKXKe
npeacTaB/ieHMe AOKYMEHTOB, HE COAEPKALLMX MCYEPNbIBAOLLEro NepeYyHa HeobXoAMMbIX CBEAEHWIA.

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

Cratba 20. JkcnepTM3a AOKYMEHTOB A4 NOJyYeHMA paspeLlleHna Ha NpoBeseHne KAMHNYECKOoro
nccnenoBaHMA IEKAPCTBEHHOTO NpenapaTa A1 MeAUUNHCKOTo NPUMEHEHNA U 3TUYECKOMN IKCMNepTU3bI

1. SKcnepTu3a AOOKYMEHTOB A/S MNOJIYYEHMA pPaspelleHMAa Ha MNpoBeAeHMe KAMHMYECKOro
nccnenoBaHMA NEKAPCTBEHHONO NpenapaTta AAa MeAULMHCKOTO NPMMEHEHUA B COOTBETCTBUM C LENAMM,
YKa3aHHbIMK B cTaTbe 38 HactoAwero deaepasibHOro 3aKOHa, 3TUYECKaA 3KCNepTU3a, COCTaBAeHMEe
KOMMUCCMEN 3KCMEepTOB M COBETOM MO 3TMKE 3aK/NOYEHWI O BO3MOMKHOCTM WM HEBO3MOMKHOCTU
NPoOBeAEHMA TaKOr0 K/JAMHUYECKOrO WCCNeAOBaHWA W HanpasB/ieHWMe 3TUX  3aK/OYeHuin B
YNONHOMOYEHHbIA deaepanbHbli OpraH MCMOAHUTENIbHOM BIACTU  OCYLLECTBAAIOTCA B CPOK, He
NpeBbIWAOWNA TpUaLaTM pabounx AHENW CO AHA MNOJYYEHUA IKCNEepPTHbIM yYperkAeHMEM 3adaHun
YNONHOMOYEHHOIo ¢eaepanbHOro opraHa MCMNOJIHUTENIbHOM BNACTU C MPUIOMKEHUEM HeobXoAMMbIX
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 9, 11, 12 yacti 3 ctatbm 18 HacToawero ®enepanbHOro 3aKoHa,
OOKYMEHTOB, YKa3aHHbIX B 4acTu 4 ctaTbM 18 HacToswero PeaepanbHOro 3aKOHa M NpeacTaBAEHHbIX NO
KeNaHo 3aABUTENA, WU COBETOM MO 3TMKE 33ZaHUA YNOJHOMOYEHHoro ¢enepanbHOro OpraHa
NCNOSIHUTENIbHON BAACTU C MPUIOKEHUEM HEOBXOAMMBIX LOKYMEHTOB, YKA3aHHbIX B MyHKTax 11 - 14
yactn 3 ctatbu 18 HacToAwero PeaepanbHOro 3aKoHa.

2. [loKyMeHTbl, cozeprKalineca B PEerucTpauyMoOHHOM [0Cbe M MOCTYNMBLUME B 3KCNEpTHOoe
yyperKaeHue, COBET MO 3TUKE ANA OCYLLECTBAEHUA UX IKCNEPTU3bl B LENAX NOJYYEHMA pa3peLleHunsa Ha
nposBeAeHMe  KAMHWYECKOTO  UCCNefO0BaHUA  JIEKApPCTBEHHOrO npenapata  Afa  MeLUUMHCKOro
npUMeHeHuA, NoasexaT BO3BpaTy B YNOJHOMOYEHHbIM deaepasnbHblii OpraH UCNOJAHUTENbHOW BNACTU
OAHOBPEMEHHO C 3aK/IIYEHUAMM COOTBETCTBYHOLLMX IKCNEPTUS.

Cratba 21. T[lonyyeHue paspelleHUA Ha npoBefeHuWe  KJIWMHUYECKOro  UccnefoBaHuA
JNleKapCcTBEHHOro npenapara ana MmeauuMHCKOro NpuMeHeHus

1. B cpoK, He npeBblllaloWMii NATU paboumx AHeN co AHA NOJyYeHWUA 3aKNUYEHMI, YKa3aHHbIX B
ctatbe 20 HactoAwero ®egepanbHOro 3akoHa, YNO/JHOMOYEHHbIM  deaepanbHblil  opraH
WCMNONHUTENBHOW BNACTM OCYLLECTBAAET OLEHKY MOCTYMMBLUMX 3aKAOYEHMI ANA onpeaeneHua ux
COOTBETCTBMA 33a4aHMAM Ha NpPOBeAEHME COOTBETCTBYHOLLMX 3KCNEpPTU3 W YBEAOMANAET 3aABUTENSA B
NUCbMEHHON Gopme O pesynbTaTax MPOBEAEHHbIX SKCMEPTU3 MU O BO3MOMKHOCTU MM HEBO3MOXKHOCTU
BblJa4YM 3aABUTENIO PaspelleHMs Ha MPOBEAEHME KAMHWYECKOTO WCCAeLOBaHWUA NeKapCTBEHHOMO
npenaparta gaa MeAULMHCKOrO MPUMEHEHMS.

2. MpyY NPUHATMM pelleHns O BO3SMOMKHOCTU BblgauyM paspelleHuns Ha NpoBeaeHMe KAMHUYECKOro
nccnenoBaHUA JIEKAapPCTBEHHOrO npenapata Anf MeAUUMHCKOTO NPUMEHEHMA  YNOJIHOMOYEHHbIN
denepanbHbIit OopraH WCNOAHUTENbHOM BAACTM MNPUOCTaHaB/IMBAET NPOBEAEHUE FOCYAAPCTBEHHOM
pernucTpauum JIeKapcTBEHHOro npenapata A0 [JHA MOJ3yYM  3asaBUTE/leM B YNOJHOMOYEHHbIV
denepanbHbIii OpraH UCMONHUTENLHOW BAACTU 3asBNEHMSA O MOJIYYEHUUN paspelleHus Ha npoBeeHue
KJMHWMYECKOro Ncc1e0BaHUA IEKAaPCTBEHHOTo NpenapaTa 418 MegUUMHCKOTo NpUMEHeHUs.

3. B cnyyYae NpUHATUS peLUeHWs O HEBO3MOMKHOCTU BblZauM paspelleHus Ha npoBeeHue
KAMHWMYECKOTO WUCCNeLOBaHWA JIeKapCTBEHHOro npenapata  Ans  MeSUUMHCKOTO  MpUMEHeHMUs
YNO/HOMOYEHHbIM  deaepasnbHbii  OpraH  WUCMOSHUTENbHOW  BAAacTM  MpeKpawaeT npoueaypy
rocyAapCTBEHHOM perncTpaLmm 1eKapcTBeHHOro npenapara.

CraTtbA 22. PeweHune o nposegeHNn KANMHUYECKOro unccaeanoBaHmA N1eKapCTBEHHOrO npenapata
ana megnumnHCKoro npnmeHeHunAa

1. na nonyyeHunA paspelleHMAa Ha nNpoBefeHue KIMHUYECKOro UccneaoBaHUA NeKapCTBEHHOro
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npenapata AnA MeLMUMHCKOroO MNPUMEHEHMA 33ABUTE/b NPeACTaBAseT B YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCMONHUTEIbHOM BNACTU:

1) 3aABneHMEe O NOYYEHUN paspeLleHna Ha NpoBeaeHne 4aHHOTO KIMHUYECKOro Ucc/ie0BaHus;

2) cBepgeHua o6 onbiTe paboTbl MccneaoBaTeNen No COOTBETCTBYIOLMM CMELManbHOCTAM U UX
onbiTe paboTbl NO NPOBEAEHUIO KNIMHUYECKUX UCCNEL0BAHN;

3) Konuio goroBopa 0653aTeNbHOrO CTPAXOBAHMUA KU3HU, 340POBbA MALUMEHTOB, YYaCTBYIOWMNX B
K/IMHWUYECKOM MCC/Ie0BaHUN JIeKapCTBEHHOro npenapata 418 MeAuUMHCKOro npumeHeHus (ganee -
OOroBop 06£3aTeNIbHOr0 CTPaxoBaHWA), 3aK/IIOYEHHOTO B COOTBETCTBUM C TUMOBLIMM MPaBUIAMU
06A3aTeNbHOrO0  CTPaxoBaHMA  KM3HWM, 340POBbA MNALUMEHTa, YYacCTBYIOWEI0 B  KJAMHUYECKOM
NUCCNefOBaHUM IEKAapCTBEHHOIO Mpenapata Aaa MeAMUMHCKOrO MNPUMEHEHMUA, YTBEPKAEHHbLIMM
MpasuTenbctBom Poccuiickoit ®epepaunn (ganee - TMNoBble NpaBuaa 06A3aTeNIbHOIO CTPAXOBaHMUA), €
yKasaHvem npenenbHOM YMCAEHHOCTU MALMEHTOB, Y4YaCTBYHOLWMX B KAMHWYECKOM WCCNef0BaHUK
JIeKapCTBEHHOrO npenapaTta 418 MeAnLMHCKOTO NPUMEHEHNS;

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

4) cBeAeHUs O MeOMUMHCKUMX OpraHu3auuMax, B KOTOPbIX Mpeanosaraerca nposeseHue
KMHUYECKUX MCCNeaoBaHMA NEKAPCTBEHHOMO npenapaTa A8 MeAUUMHCKOrO NpMmeHeHusa (noaHoe K
COKpalLeHHOe HaWMEeHOBAHWA, OpPraHM3auMoOHHO-NpaBoBasA @opma, MeCTO HaxOKAEHUA U MecTo
OCYLLEeCTBNEHUA feAaTenbHoCcTH, TenedoH, Tenedakc, aapec 3/EKTPOHHOM MOYTbl MEeAMULMHCKOM
opraHusaumm);

(n. 4 B pea. PepgepanbHoro 3akoHa ot 29.11.2010 N 313-93)

5) npeanonaraemble CPOKW MPOBEAEHUS KAMHUYECKOTO WCCNeLOBaHMA NIeKapCTBEHHOTO
npenapaTta 414 MmeguLUUHCKOro NpUMeHeHMs.

(n. 5 BBeaeH dPepepanbHbim 3aKkoHOM 0T 11.10.2010 N 271-93)

2. B cpoK, He npeBblWwatlowmii nATM paboumx gHel CO AHA MPUHATUA YKasaHHOro B Yactm 1
HACTOALLEN CTATbWM 3asBAEHUA C NPUNOKEHMEM HEOBXOAUMbIX [AOKYMEHTOB, YNOAHOMOYEHHbIN
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHUIN, COAEPKALLMUXCA B NPenCcTaBAeHHbIX
3aaBUTENIEM MaTepuanax;

2) NpUHMMaEeT pelleHWe O Bbldaye PaspelleHus Ha NpoBefeHWMe KAMHUYECKOro MCCneLoBaHuUsA
JIeKapCTBEHHOMO NpenapaTta Aas8 MeAMUMHCKOro MpUMeHeHMA uan o6 oTKase B Bblgave YKa3aHHOro
pa3pelueHus;

3) yBegomnseT B NMCbMEHHOW dpopme 3asBUTENA O MPUHATOM PELUEHUM MW B CAy4vae OTKasa C
YKa3aHMEeM NPUYNH TAaKOTO OTKA3a;

4) BblAaeT paspelleHrMe Ha MNpoBeAeHME KAMHUMYECKOTO WCCNefOoBaHMA JIEKAPCTBEHHOMO
npenapata Ana MeAWMUMHCKOrO MNPUMEHEHWA B MNOpAAKe, YCTAHOBAEHHOM  YMOJIHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOTHUTENBHOM BNIACTH.

2.1. B cnyyae BbIABNEHMA HELOCTOBEPHOCTM CBEAEHWUN, COAEPKALWMXCA B NpencTaBeHHbIX
3aaBUTENIEM MaTepuanax, ynosHOMOYEHHbI denepanbHbii OpraH NCNONAHUTENLHOM BAACTU HanpasasaeT
3aABUTENI0 3aMnpoc 00 YTOYHEHUM YKA3aHHbIX CBeAeHMW. [aHHbI 3anpoc MoXKeT ObiTb nepepaH
YNOJNHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENA JIMYHO NOJ PacnMCKy, HanpasBfieH No MoyTe 3aKasHbIM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOW dopme NO TENEKOMMYHMKALLMOHHbIM KaHanam cBs3u. B cayyae
HanpaB/ieHMA AAaHHOTO 3aMnpoca No NoYTe 3aKasHbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUU
LeCTN AHel C AaTbl HANPaBAEHMA 3aKa3HOro NMUCbMa.

(yacTtb 2.1 BBegeHa deaepanbHbiM 3aKoOHOM OT 25.11.2013 N 317-93)

2.2. 3aaBuTenb 0653aH NpPeacTaBUTb OTBET Ha 3anNpoc YNOAHOMOYEHHOTo ¢eaepasibHOro opraHa
WCNONHUTENbHOM BNACTU B CPOK, HE NpPEBbIWAOWMIA AeBAHOCTA paboumx AHeW co AHA NOAyYeHuA
AaHHoro 3anpoca. Cpok, YKasaHHbIA B 4acTM 2 HACTOAWEN CTaTbW, MPUOCTAHAB/AMBAETCA CO [AHA
HanpaB/iieHMA 3aABUTENI0 3anpoca YnoJHOMOYeHHoro denepasbHOro opraHa UCNONHUTENIbHOW BAAaCTU
[0 [HA NONYYeHUsA UM OTBETA Ha AaHHbIM 3anpoc.

(yacTb 2.2 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

3. OcHOBaHMAMM A8 OTKa3a B BblAaye pa3peLleHns Ha NpoBeAeHME KNMHUYECKOTo NcCie0BaHnA
JIeKapCTBEHHOrO  npenapata  ANa  MeAUUMHCKOrO MPUMEHEHMA  ABAAKOTCA  HenpeacTaBaeHue
OOKYMEHTOB, YKa3aHHbIX B 4acTM 1 HAcToALLEN CTaTbW, HECOOTBETCTBME COAEPKAHUA NPenCTaBieHHbIX
OOKYMeEHTOB TpeboBaHMAM HacTosAwero ®deaepanbHOro 3aKoHa, HenpeacTaBieHWe 3asBuTenem B
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YCTAaHOBNEHHbI CPOK OTBETA Ha YKas3aHHbIA B YacTh 2.1 HacToAwen cTaTbi 3anpoc YynoJIHOMOYEHHOIO
denepanbHOro opraHa UCMNOMIHUTENIbHOM BNAacTM AMBO HasMume 3aKN0YEHUA KOMUCCUM IKCMEPTOB MU
3aK/NI04EHNA COBEeTa NO 3TUKE O HEBO3MOMKHOCTM MNPOBEAEHMA KAMHUYECKOrO McCcaenoBaHWUA
NIeKapCTBEHHOrO npenapata Ana MeAUUMHCKOrO MPMMEHEHUA MO pe3ynbTaTaM MPOBeAEHHbIX
3KCMNepTUs, NpeaycMoTpPeHHbIX cTaTbel 20 HacToAwero PenepanbHOro 3aKoHa.

(8 pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-$3, o1 25.11.2013 N 317-®3)

CrtaTtba 23. DKcnepTn3a KayecTBa IEKAPCTBEHHOIO CPEACTBA M SKCNEePTM3a OTHOLIEHWUA OXKUAAEMON
NOMb3bl K BO3MOXHOMY PWUCKY TMNPUMEHEHMA NEeKAPCTBEHHOrO npenapata A4Aaa MegULUHCKOro
npUMeHeHuA

1. 3KcnepTn3a KauyecTBa IEKAPCTBEHHOIO CPEeACTBA U 3KCNEPTM3A OTHOLIEHUA OXULAEMON NONb3bl
K BO3MOXHOMY PWUCKY MPUMEHEHMA NEeKapCTBEHHOro npenapata Al1Aa MeAULMHCKOro NpUMEHeHMs,
COCTaB/IEHWE KOMMUCCUAMM 3IKCMEPTOB 3aKAOYEHUI MO pe3ynbTaTaM NPOBEAEHHbIX 3KCNepTU3 U
HanpaB/ieHMe TaKMX 3aK/AOYEHWIN B YNOJHOMOYEHHbIN denepasnbHbli OpraH MCNOAHUTEIbHON BAACTU
OCYLLECTBAAOTCA B CPOK, HE NPEBbLIWAOLLMIA CTA AECATU PAaboUMX AHEN CO AHA NONYYEHUN SKCNEPTHbIM
yupexgeHmem COOTBETCTBYIOLLEro 3a4aHMA yNoAHOMOYEeHHOro desepanbHOro opraHa UCNOHUTEIbHON
BNAaCTU C AOKYMEHTAMM, yKasaHHbiMM B NyHKTax 1 - 8, 15 - 17 vyactm 3 cratbm 18 HacroAawero
PepnepanbHOro 3akoHa, M OTYETa O NPOBEAEHHOM KAMHUYECKOM MWCCNef0BaHUWU NeKapCTBEHHOro
npenaparta 414 MegULUUHCKOro NPUMEHEHMA.

2. lna npoBeAeHMA yKa3aHHbIX B 4aCTU 1 HACTOALLEN CTaTbW SKCNEPTU3 3aABUTENb NPeaCTaBAAET B
YNO/THOMOYEHHbIV deaepasibHblii OpraH UCMOJIHUTE/IbHOM BAACTMU:

1) 3anaBneHne o BO30O6HOBNAEHMM FOCYAAPCTBEHHOW perncTpauuu eKapcTBeHHOro npenapata U
NpoBeLeHMN YKa3aHHbIX B 4acTM 1 HaCTOALLENM CTaTbW SKCNEPTUSs;

2) oTyeT O MNpPOBEAEHHOM KAUHUYECKOM UCCef0BaHUM /IeKapCTBEHHOro npenapata  Ans
MeANLMHCKOTO NPUMEHEHUA;

3) AOKYMEHT, NoATBEPXKAAIOWMI yNaaTy rocyAapCcTBEHHOW NOLW/IMHBI 32 NPOBEAEHME IKCNEPTU3bI
KauyecTBa NEeKAPCTBEHHOro CpeacTBa M 3KCNEepPTM3bl OTHOLLEHUSA OXKUOAEMOM MOJb3bl K BO3MOXKHOMY
PUCKY MPUMEHEHUA JNIeKAPCTBEHHOrO Mpenapata And MeAMUMHCKOrO MNpPUMEHEHUs npu  ero
rocyfapcTBEHHOM PerucTpaymm.

3. B cpoK, He npeBblWatoWmii NATU pabounx AHeN co AHA NPUHATUA 3aABAEHUA C JOKYMEHTaMM,
YKa3aHHbIMM B YacTM 1 un NyHKTax 2 1 3 4yacTu 2 HACTOALLEN CTaTbM, YNOJHOMOYEHHbIN deaepansHbIn
OpraH UCMONHUTE/IbHOMN BNACTU:

1) npoBOAMT NPOBEPKY MOJHOTbI U AOCTOBEPHOCTU AAHHbIX, COAEPKALLUMXCA B NpPeacTaBNeHHOM
3aABUTENIEM OTYETe O MPOBEAEHUU KAMHMYECKOrO WCCAeAO0BaHWA JIeKapCTBEHHOro npenapata Ansa
MEONLMHCKOIO MPUMEHEHUA U B LOKYMEHTAX, COAEPKALLMXCA B PETMCTPALMOHHOM A0CbE;

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

2) NpvHUMaeT pelleHne O BO30OHOBAEHUM TOCYAAPCTBEHHOW perncTpauum JeKapcTBEHHOro
npenapata M MNPoOBeAEHMM YKas3aHHbIX B 4YacTM 1 HAcToAllel CTaTbM IKCMEPTM3 MAM 0O OTKase B
BO30OHOBNEHUW TOCYAAPCTBEHHON perncTpauum JNeKapCcTBEHHOro npenapata Aad MeAMLMHCKOro
NPUMEHEHMA N NPOBEAEHUMN TaKMX IKCNEPTU3;

3) yBeaomnseT B NMCbMEHHOW Gopme 3asBUTENA O MPUHATOM PELUEHUN UKW B CAy4ae OTKasa C
YKa3aHMeM MPUYUH TaKoro OTKasa.

3.1. B cnyyae BbIAIBNEHUA HEAOCTOBEPHOCTU CBEAEHWIA, COAEPNKALLUMXCA B MNpPeaCcTaBAEHHbIX
3aABuTeIeEM MaTepmanax, ynoSIHOMOYEHHbIN desepanbHbI OpraH UCNONHUTENBHOW BAACTU HanpaBasaeT
3aABUTENI0 3anpoc 06 YTOYHEHUM YKA3aHHbIX CBeAeHM. [laHHbI 3anpoc MoxKeT ObiTb nepenaH
YNOJHOMOYEHHOMY NpPeaCcTaBUTEN0 3aABUTENA JIMYHO NOJ PACMUCKY, HAaNpaB/ieH Mo MoyTe 3aKasHbiM
NMMCbMOM MU NepesaH B 3/1EKTPOHHOW GopMe MO TeNEKOMMYHUKALMOHHbBIM KaHanam cBA3un. B cnyyae
Hanpas/ieHMA AAaHHOTO 3anpoca No NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUU
LIeCcTu AHel ¢ AaTbl HANPaB/ieHMA 3aKa3HOro NUCbMA.

(yacTb 3.1 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

3.2. 3asBuTenb 06A3aH NpeacTaBUTb OTBET HA 3aMpPOC YNoJHOMOYEHHOro deaepanbHOro opraHa
WCNONIHUTENbHOM BNACTM B CPOK, He NpeBbIWaoWMi AeBAHOCTa pabounx AHel co AHA NoayyYeHun
JaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 3 HACTOAWEN CTaTbM, NPUOCTAHABAMBAETCA CO AHA
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Hanpas/ieHMA 3aABUTE/I0 3anpoca YNoJIHOMOUYEHHOro ¢peaepasibHOro opraHa UCNOAHUTEIbHOM BacTu
[0 AHA NOAyYeHMA MM OTBETA Ha AaHHbIM 3anpoc.
(yacTb 3.2 BBegeHa depepanbHbim 3aKkoHOM OT 25.11.2013 N 317-93)

4. OcHOBaHWEM ANA OTKa3a B BO30OHOB/IEHMM TFOCY[AapCTBEHHON PerucTpaLmum NeKapcTBEHHOro
npenapaTta 1 NpoBeAeHMM YKa3aHHbIX B 4acTu 1 HacToALLEel CTaTbW 3KCNepTU3 ABAAETCA NpeacTaBieHue
[OKYMEHTOB, YKa3aHHbIX B 4acTK 1 M nyHKTax 2 M 3 4acTu 2 HaCcTOALWLEN CTaTbM, B HENONHOM obbeme,
HenpeacTaBAeHWe 3asBMTENIeM B YCTAHOB/IEHHbIN CPOK OTBETa Ha YKas3aHHbIA B 4YacTu 3.1 HacTosAulei
CTaTbW 3aMpoc YyNnoaHOMOUYeHHOoro dpesiepasbHOro opraHa UCNOAHUTENbHON BAAcTU UKW NpeacTaBieHne
JOKYMEHTOB, He coAepKalliux ncHepnbiBatoLLero nepevyHa HeobxoAnmMbix cBeAeHUN.

(B pea. PegepanbHoOro 3akoHa or 25.11.2013 N 317-93)

5. B TeyeHne nAaTHaguatTM paboumx OHEN CO AHA MNONAYYEHUA pPeLlleHMA YNOJHOMOYEHHOro
depepanbHOro opraHa MCNOAHUTENIbHOM BAacTM O BO30OHOB/IEHUWM TOCYAAPCTBEHHOW perucrpaumm
JIEKapCTBEHHOrO npenapata W MNPOBEAEHUM YKa3aHHbIX B 4YacT 1 HacToAwel cTaTbM 3KCNepTus
3anABUTE/Ib MNPEACTaBASET B IKCMEPTHOE Yy4ypexkaeHue Ans NPOBEAEHUA 3SKCMepTU3bl KauyecTBa
JIEKapCTBEHHOIO CpeacTBa obpasubl JIeKAapPCTBEHHOrO npenapata Ana MeaMUMHCKOTO NpUMEHeHMUs,
npousBeeHHOro B COOTBETCTBUM C TPEBOBAHUAMM OMbITHO-MPOMbILIEHHOTO U (MK) NPOMbILWNEHHOTO
perfaMeHToB, YTBEPXKAEHHbIX PYKOBOAUTENEM MNPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB, a TaKXKe B
COOTBETCTBYIOLWMX CNy4Yasx obpasel, dapmaueBTUYecKoli cybcTaHumm, TeCT-lUTaMmma MUKPOOPraHU3MOB,
KY/IbTYpbl KNETOK, 06pa3supbl BELWECTB, MPUMEHAEMbIX AN KOHTPO/IA KauecTBa JIeKapCTBEHHOTO CpeacTBa
nyTem CPaBHEHWUS C HUMU UCC/IelyEMOT0 NEKAPCTBEHHOrO CPeACTBa, B KONMYECTBAX, HEOBXOANMBIX ANA
BOCMNPOU3BEAEHMA METOA0B KOHTPOIA KayecTBa.

(8 pea. PengepanbHoro 3akoHa ot 29.11.2010 N 313-93)

6. Mpu nonyyeHnn obpasLOB NEKAPCTBEHHOrO npenapata U ¢apmaueBTUyeckon cybcTaHumm
3KCMepPTHOE yuypexaeHue BblAaeT 3aaBUTENI0 AOKYMEHT, NOATBEPXAALWMIK NoAyYeHUe YKa3aHHbIX
06pa3LoB, U B CPOK, HE MPEBbIWAOWNN TPeX pabounx aHel, yBegoOMIAET B NMUCbMeHHO dopme 06
3TOM YNOJIHOMOYEHHbIN PpeaepanbHbii OpraH UCMOAHUTEIbHOM BNACTU.

7. Cpok pgns npeacraB/ieHUs  3asBuTenem 06pa3LOB  JIeKAPCTBEHHOrO npenapata W
dapmaueBTMHECKON CcyOCTaHUMM W CPOK YBEAOMJIEHUS IKCMEPTHbIM Yy4ypexkaeHuem o6 3Tom B
NUCbMeHHOM dopme YNoJHOMOYEHHOro deaepasibHOro opraHa UCMOJIHUTE/IbHOM BNACTU, YKa3aHHble B
yacTax 5 M 6 HacToALWEN CTaTbM, HE BK/KOYAKOTCA B CPOK MPOBEAEHMUA yKasaHHbIX B YacT 1 HacToAwen
CTaTbW 3KCNEPTU3.

8. JOKYMeHTbl, NOCTYMMBLUME B IKCMEPTHOE YUYpPEKAEHNE ANA NPOBEAEHUA YKa3aHHbIX B Yactu 1
HACTOALWEN CTaTbW I3KCMepTU3, nogneskaT BO3BPaTy B YNOJHOMOYEHHbIM deaepanbHblit opraH
NCNOJIHUTENIbHOWN BNACTU OAHOBPEMEHHO C 3aK/IIOYEHUAMM NO Pe3y/ibTaTam YKa3aHHbIX 3KCNepTus.

CraTba 24. 3|<cnepTM3a KayecCTBa /IeKapCTBEHHOIo CpeacTBa U 3KCNepTn3a OTHOLWEHUA omm,a,aemoﬁ
NoZIb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUNA NEKAPCTBEHHOIO nNpenapata A4/14 BETEPUHAPHOro
npumeHeHunA

1. 3KcnepTn3a KayecTBa IEKAPCTBEHHOIO CPeACTBa U 3KCNEPTM3a OTHOLIEHUSA OXUAAEMON NOb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOro npenapata 418 BeTePUHAPHOro MPUMEHEHMUS,
COCTaB/IEHWE KOMMUCCUAMM IKCNEPTOB 3aK/OYEHWI MO pes3y/nbTaTaM  YKasaHHbIX 3KCNepTU3 U
HanpaB/iieHMe TaKMX 3aK/OYEHWUIN B YNOJHOMOYEHHbIN denepasnbHbli OpraH MCNONHUTE/IbHON BAACTU
OCYLLECTBAAIOTCA B CPOK, HE NPEBbLILAIOLLMIA CTa AeCATU paboumx AHEeN co AHA NONyYEeHUA SKCNEPTHbIM
yyperaeHMem 3a4aHuA  yNoJHOMOYEHHOro ¢denepasbHOro OpraHa WCNOAHUTENbHOM BAacTM C
OOKYMEHTaMM, yKasaHHbIMK B NyHKTax 1 - 8, 10, noanyHkTax "a" - "m", "n" - "¢" nyHKTa 16 v nyHkKTe 17
Yyactu 3 cTaTbM 18 HacToswero PegepanbHOro 3aKoHa.

(B pen. PegepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

2. B TeyeHue nATHaguUaTWM paboumx [AHel CO AHA MONYYEHUA pPeLleHUA YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNOJIHUTENIbHOM BIACTU O NPOBEAEHMM YKa3aHHbIX B 4acTW 1 HacToAWEeN cTaTbu
3KCnepTu3 3a8BUTENIb NPEACTABASET B IKCMEPTHOE yUperKaeHMe ans NpoBeseHNn SKCNepTUsbl KavecTsa
JIeKapCTBEHHOrO CcpeacTBa 06pasubl /IEKAPCTBEHHOrO Npenapata AAA BeTEPMHAPHOro NPUMEHEHMUS,
NPOu3BEAEHHOIO B COOTBETCTBUM C TPEOOBAHUSAMM TEXHOIOTMYECKMX PErNAMEHTOB, YTBEPKAEHHbIX
pyKoBOAMUTENEM NPOU3BOAMUTENS JIEKAPCTBEHHbIX CPEACTB, a TaKkKe obpaseu, ¢apmaueBTUYECKOn
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CybCTaHLMM B KONMYECTBAX, HEOBXOAMMbIX AN5 BOCNPOU3BEAEHMSA METOA0B KOHTPOIA KayecTsa.

3. Mpu nonyyeHun 06pasLOB JIEKAPCTBEHHOrO npenapata v papmaleBTUYECKOlN cybcTaHumMm
3KCMEepPTHOE Yy4ypeXKAeHMe BblAaeT 3aABUTENI0 AOKYMEHT, NOATBEPKAAOLWMI NONyYeHUE YKA3aHHbIX
06pasuoB, U B CPOK, HE NMpPEBbIWAOLWNIA Tpex paboymx gHel, yBeaoMAseT B NUCbMEHHOM dopme 06
3TOM YNOJIHOMOYEHHbIM defepanbHbli OpraH MCNOIHUTENBbHOM BACTHU.

4. Cpok pna npeactaBneHua 3aasutenem 06pasyoB  /JIeKapCTBEHHOro npenapata MU
dapmaLeBTMUYECKON CybBCTaHUMM M CPOK YBEAOMIEHUA 3KCNEPTHbIM y4dpexaeHnem o6 sTom B
NUCbMeHHO dopme YNOSHOMOYEHHOTO desepanbHOro opraHa UCNONHUTENBHOW BAACTW, YKa3aHHbIe B
YyacTAX 2 U 3 HACTOALLEN CTaTbM, HE BKAIOYAIOTCA B CPOK NPOBEAEHMA YKA3aHHbIX B YacTU 1 HacToAwen
CTaTbW 3KCNEpPTU3.

5. lOKyMeHTbl, NOCTYNUBLUME B SKCNEPTHOE yYpeXKAeHME A1A NPOBEAEHUA YKa3aHHbIX B YacTh 1
HacToAWEN CTaTbW IKCMEPTU3, MOANEXKAT BO3BPATy B YNOJHOMOYEHHbIM deaepanbHbI opraH
NCNOIHUTENbHOM BNACTU OAHOBPEMEHHO C 3aK/IHOYEHUAMM MO Pe3y/IbTaTaM yYKasaHHbIX SKCNepTUs.

Cratba 25. |_|OBTOpHoe nposeaeHMe 3SKCNepTU3bl NEKAPCTBEHHbIX Cpeacrts w 3TUYecKoM
9KCNEepPTU3bl

1. B cnyyanax Heo0CTaToMHOM 060CHOBAHHOCTM M/IM HEMOJIHOTbI 3aK/II0YEHUA KOMUCCUM SKCNEPTOB
WX COBETa MO 3TMKE, HAIMUYMA B HEM MPOTUBOPEUMBbLIX AaHHbIX, PpasbCudUKaLIMM BbIBOAOB IKCMEPTUSbI
NIeKapCTBEHHOIO CpeactBa W (MAKM) 3TUUECKOM 3KCMepTUsbl, COKPbLITUA OT  YMNOJHOMOYEHHOro
denepanbHOro opraHa WCMOJIHUTE/NbHOW BNAacTM OCHOBaHMI O/1A OTBOAA 3KCnepTa BCAEACTBUE ero
3aMHTEPEeCOBaHHOCTU B pe3y/ibTaTax COOTBETCTBYIOLLEN SKCMNEePTM3bl, HAIMYMA AaHHbIX O NpPAMOM An6o
KOCBEHHOM BMellaTe/IbCTBE B MPOLLECC COOTBETCTBYIOLLEN 3KCMEPTM3bl /ML, HE y4yacTBYOLWMX B ee
npoBeAeHNM, HO OKasaBLUMX BAMAHME Ha NPOLLECC U pe3y/bTaTbl €e MpoBeAeHUA, YNOJAHOMOUYEHHbIM
denepanbHbIM OpraHOM UCNOJHUTEIbHOM BAACTM Ha3HaYyaeTcs NOBTOPHANA SKCMepTMU3a NEeKapCTBEHHOro
cpeacTsa U (MnKM) aTMYeCKas sKcnepTm3a.

2. ToBTOpHaA 3KCMepTU3a JIeKapCTBEHHOro CpeacTBa MNPOBOAMTCA B CPOK, YCTaHOBAEHHbIN
YMOAHOMOYEHHbIM ¢eaepasibHbiM OPraHOM WCMOSHUTENbHOW BAAcTUM M He MPEBbIWAOWMNA COpPOoKa
pabounx AHeN co AHA MOJIYYEHUS SKCMEPTHbIM YyuypeKAeHWeM 3a[aHuA Ha npoBefeHne NMOBTOPHOM
3KCMepTM3bl N1EKAPCTBEHHOMO CPeACTBa, MOBTOPHAA 3TUUYECKAn IKCMepTU3a - B CPOK, HE NPEeBbILAtoLLMiA
NATHaAUATK pabounx AHEN Co AHA NONyYeHUA COBETOM MO 3TMKe 3afaHuA Ha NpoBeAeHMe NoBTOPHOM
3TUYECKOW 3KCMEepTU3bI.

3. ®uHaHcoBoe obecneyeHne BbIMNONHEHMA 3a[aHMA Ha MPOBeAEHME MNOBTOPHOW 3KCMepTUsbl
NIeKapCTBEHHOIO CpeACcTBa He OCYLLECTB/AETCA, U CPeACTBa, Mepeync/lieHHble paHee Ha npoBseaeHune
TaKOW 3KCNEePTM3bl, NOA/1eXKaT BO3BPaTy B deaepasbHblin GloaxerT.

CtaTba 26. YCKOpeHHan npoueaypa 3KCnepTUsbl N1EKAPCTBEHHbIX CPEACTB

1. YcKopeHHaa npoueaypa 3KCNepTU3bl /IeKApCTBEHHbIX CPEeACTB B LENAX rocyAapCTBeHHOM
perncTpauum NeKapCTBEHHbIX NpPenapaToB MNPUMEHAETCA B  OTHOWEHMM  BOCMPOU3BEAEHHbIX
NeKapCcTBeHHbIX npenapaTtoB. lpu NpoBegeHUM TaKoM npoueaypbl NPeAcTaBAAlTCA MHPOpMaLMS,
Mo/ydyeHHaa npu MNPOBEAEHUM KAMHUYECKMX WCCNEAO0BaHMI  NEeKapCTBEHHbIX Mpenapatos U
onyb/IMKOBAHHAA B CMeuMasn3MpoBaHHbIX MEYATHbIX M3LAHUAX, @ TaKKe AOKYMEHTbI, coaepiKaliue
pesynbTaTbl UCCNeAoBaHUA OMOIKBMBANEHTHOCTM W (MM) TepaneBTUYECKOW 3IKBUBAJIEHTHOCTU
NIeKapCTBEHHOTO Mpenapata A4aa MeLMUMHCKOrO NPUMEHEHUA WAW  pesy/bTaTbl  UCCNeA0BaHUA
6103KBMBANIEHTHOCTM JIeKaPCTBEHHOIO NpenapaTa 415 BeTEPUHAPHOro MPUMEHEHUS.

2. YcKOpeHHas npoueaypa 3KCnepTu3bl 1EKAPCTBEHHbIX CPEACTB HE MPUMEHSETCA B OTHOLUEHUU
MMMYHOBMONOTMYECKUX JIEKAaPCTBEHHbIX MpernapaTtoB, MPenapaToB MHCYMHA M JIeKapCTBEHHbIX
npenapaTtos, BNepBble perucTpupyemoix B Poccuiickoit depepaumm.

3. YcKopeHHas npouegypa 3KCMepTUsbl /IeKapCTBEHHbIX CPEACTB MPOBOAMUTCA MO PELIEHUIo
COOTBETCTBYIOWErO YMNOJHOMOYEHHOTrO deaepasbHOro opraHa WCMOAHWUTENbHOW BAACTU B CPOK, He
NPeBbIWAoWNIA WecTuaecATM paboumnx aHei. Npu 3TOM 3KCNepTU3a AOKYMEHTOB, COAEPIKALUMXCA B
perncTpaunoHHOM A0Cbe, ANA NOJMYYEeHUA paspelleHMs Ha NPoBeAeHMe KAMHUYECKOro nccaenoBaHus
NleKapcTBEHHOro MnpenapaTta 414 MeAUMUMHCKOrO MPUMEHEHUA UM 3TUYecKaa 3KCnepTusa npoBoaATcA B



CPOK, He NpeBblWaoWNii NATHAALATX pabounx AHEeN, SKCNepTM3a KauecTBa IEKapCTBEHHOMo CpeacTBa U
3KCNepTn3a OTHOLIEHUA OXMAAEeMOW MO/b3bl K BO3MOMHOMY PUCKY MNPUMEHEHWUA NEKapPCTBEHHOrO
npenapara - B CPOK, He NPEeBbILIAOLWLNI COPOKa NATU pabounx gHeN.

4. YcKopeHHas npoueaypa 3KCNepTusbl /IEKAapCTBEHHbIX CPeACcTB MPOBOAUTCA B MNOPALKe,
yCTaHoBNAEHHOM cTaTbamm 17 - 20, 23 un 24 Hactoswero denepalbHOro 3aKOHA, M He O3Ha4vaer
CHUXKeHMA TpeboBaHMit K 6esonacHoCTU, KadecTBY U 3PPEKTUBHOCTN NEKAPCTBEHHbIX MPEnapaTos.

Crtatba 27. PeweHune o rocyaapCcTBEHHON perncrpaummn 1eKapcTBeHHOro npenapara

1. B cpoOK, He npesBbiWaoWmnii NaTn pabouymx AHEn co AHA MONYYEHUSA 3aKAOYEHUI KOMUCCUU
3KCMEepPTOB MO pe3y/nbTaTamM 3KCNepTM3bl KaYeCTBa /IEKAPCTBEHHOIO CpeacTBa U 3KCNEPTU3bl OTHOLIEHUS
OXMAAEMON NONb3bl K  BO3MOMHOMY PWUCKY MNPUMEHEHWs  JIEKAapCTBEHHOro  Mpenapara,
COOTBETCTBYIOLMI YNONHOMOYEHHbIN PeaepanbHbiii OpraH UCNONHUTE/IbHOM BNACTU:

1) ocyuwecTBASET OUEHKY TaKMX 3aK/OYEeHWI ana onpeaeneHus UX COOTBETCTBMA 3a4aHUI0 Ha
npoBeAeHME YKasaHHbIX 3KCNepTus;

2) NpMHMMaEeT pelleHne O rocyaapCTBEHHOM perncrpauum NeKapcTBEHHOro npenapata uan ob
OTKa3e B rocy4apCcTBEHHOM perncrTpaumnm 1eKkapcTBEHHOro npenapaTa;

3) BHOCUT MpU NPUHATUU PELLEHUA O rOCYAapCTBEHHON PEerucTpaLmm NeKkapcTBEHHOro npenaparta
OaHHble O 3aperncTpMpoBaHHOM JIeKapCTBEHHOM Mpenapate, B TOM 4ucne o ¢dapmaleBTUYECKOM
cybCcTaHUMKN, BXOAALWIEA B COCTaB JIEKapCTBEHHOro nMpenapata, B OCYAAPCTBEHHbIA peecTp
JNIEKapCTBEHHbIX CPEeACTB M BblAAeT 3aABUTEND PErucTpaLMoOHHOEe YAOCTOBEPEHME JIEKAapPCTBEHHOIO
npenapata, ¢opma KOTOPOro YyTBEP)KAAETCA  YNOAHOMOYEHHbIM  denepanbHbIM  OpraHOM
WCNOJIHUTENbHOW BAIAaCTU, COINACOBaHHbIE HOPMATUBHYHO AOKYMEHTAUMIO, HOPMATUBHbIN [OKYMEHT,
WHCTPYKLMIO MO NPUMEHEHMIO IEKAPCTBEHHOTO NpenapaTa U MaKeTbl NEPBUYHOM YNAKOBKU N BTOPUYHOIMA
(noTpebuTenbcKoi) yYMakoBKM C YKa3aHMEM HA HMX HOMEpa pPerucTpauMoHHOro YAOCTOBEPEHUN
JNIeKapCTBEHHOrO npenapaTa W Aatbl €ro rocyfapcTBEHHOW perucTpaumm WaM B CAy4Yae MNPUHATUA
peweHns o6 OTKase B rOCYAApPCTBEHHOW pPerucTpauMm NeKapCcTBEHHOro npenapaTta yBeAOMNAET B
NUcbMeHHo M popme 3aaBuUTeNA 06 STOM C yKazaHMEM NPUUYNH TAaKOTo OTKasa.

2. OcHoBaHMeM pns OTKa3a B TOCY[APCTBEHHOW pPeruMcTpauMm JIeKapCcTBEHHOMO npenapaTta
ABNAETCA peLeHNe COOTBETCTBYIOLWLEr0 YNOJHOMOYEHHOro ¢enepanbHOro opraHa MCMAOIHUTENbHOM
B/1aCTU O TOM, UYTO KauyecTBO U (Mnn) adpHEKTUBHOCTb PErMCTPUPYEMOro SIeKapCTBEHHOro Npenapara He
noaTBepKAeHbl NOAYYEHHbIMU AaHHbIMU UM YTO PUCK NPUYMHEHUA Bpeda 340PO0BblO YenoBeKa Uau
KMBOTHOTO BCNeACTBME MNpUemMa J1eKapCTBEHHOro npenapaTa npesbiwaeT 3pPeKTUBHOCTb ero
NPUMeEHeHMUS.

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

3. Mpu rocyaapcTBEHHOM perucTpaumm IeKapCTBEHHOMO NpenapaTta, BKAOYEHHOro B MepeyeHb
YKM3HEHHO HEOBXOAMMbIX M BarKHEMLLNX IEKAPCTBEHHbIX NpenapaTos, HE0H6X0AMMbIE AaHHble 3aHOCATCA
B rOCYJapCTBEHHbIA peecTp NpeaesibHbIX OTMYCKHbIX LEeH MNPOU3BOAUTENEN Ha JIeKapCTBEHHble
npenaparbl, BKJAKYEHHbIE B YKa3aHHbIN NepeyeHsb.

CraTbAa 28. PerncrpaumoHHoe yaocToBepeHne IeKapCTBEeHHOro npenapaTta

1. PerncrpauMoHHoOe yA0CTOBEpPEHME JIEKAPCTBEHHOrO MpenapaTta C yKasaHMem NeKapCTBEHHbIX
$bopmM M [03MPOBOK BbIAAETCA 6ecCPoyHO, 33 WCKAOYEHMEM PETrUCTPALMOHHOIO YAOCTOBEPEHMA
NIeKapCTBEHHOTO MperapaTa, Bbl4aBaeMoOro CO CPOKOM JeilcTBMA NATb /eT, Ha  BNepBble
peructpupyemble B Poccuiickoit ®egepaumm neKapcTBeHHble Npenaparb.

2. Mo ucTeYeHUM yKasaHHOrO B 4acTM 1 HacTosAwel CTaTbM CPOKa Bblaaetcs bHeccpoyHoe
pernucTpaunoHHoe YAOCTOBEPEHWE JIEKAPCTBEHHOro npenapata Mnpu YCI0BWM MNOATBEPXKAEHWUA ero
rocyf,apCTBEHHOW PerncTpaumm.

Cratbsa 29. NoAaTBeprKaeHWe rocyaapcTBEHHOM perncTpaumm eKapcTBeHHOro npenapara

1. MoAaTtBepXaeHMe rocy4apcTBEHHOM perncTpaumm AeKapcTBeHHOro npenaparta ocyLlecTBaseTcs
npu Bblgaye 6eccCpoYHOro PEerucTpaLMoHHOro yaoCTOBEPEHMS JIeKapCTBEHHOro npenapata B caydae,
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YKa3aHHOM B 4actu 2 ctaTbu 28 Hactoawero deaepasbHOro 3aKoHa, B CPOK, He MpeBbllatoLnii
aesaHocta paboynx AHEN co AHA MOJIyYEeHMA COOTBETCTBYIOLWMM YMO/JIHOMOYEHHbIM deaepanbHbim
OpPraHOM MWCMNONHUTENIbHON BNACTU 3asBAEHMA O MNOATBEPXKAEHMWU TOCYAAPCTBEHHOM perncTpaumnmn
JIeKapCTBEHHOTO npenapata, 0QOPMNEHHOr0 B COOTBETCTBUM C 4acTbto 2 cTaTbM 18 HacToAwero
denepanbHOro 3akoHa.

2. MoaTBEPKOAEHNE FOCYAAPCTBEHHOM PErncTpaumm NeKapCTBEHHOrO NpenapaTta OCyLLecTBAAeTCA
Mo pes3y/ibTaTaM 3KCMEepPTU3bl OTHOLIEHMA OXWAAEMOM MOSb3bl K BO3MOMKHOMY PUCKY MPUMEHEHMUA
JIeKapCTBEHHOTO MpenapaTa, a TaKkXKe 3KCNepTu3bl Ka4ecTBa NEKAPCTBEHHOIO CPeACcTBa, MPOBOAMMON B
C/ly4yae BHECEHUA UBMEHEHWNIA B HOPMATUBHYIO AOKYMEHTALMIO AN HOPMATUBHbLIA LOKYMEHT.

(yacTb 2 B pen. depepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3. K 3aABNeHnI0 0 NoATBEPKAEHUM FOCYAapPCTBEHHOM perncTpaummn nekapcTBeHHOro npenaparta
npunaratTca AOKYMEHT, NOATBEPKAAMOLWMNI YNAaTy rocygapCTBEHHOW MOLWAMHBLI 33 NoATBepXKAeHue
rocygapcTBEHHOW pPEerucTpaumMm NeKapCTBEHHOro npenapaTta Ana MeaUMUMHCKOro MpUMEHEHUA WK
JIeKapCTBEHHOIO npenaparta A/ BETePUHAPHOro NPUMEHEHUs, AOKYMEHT, CoAepXKalMii pes3ynbTaThbl
MOHMUTOPUHIa 6e30MacHOCTM NEeKapCTBEHHOro npenapaTa, MPOBOAMMOrO 3asBuTenem, no ¢opme,
YCTAaHOBNEHHOM COOTBETCTBYIOLWMM YNOJHOMOYEHHbIM deaepanbHbiM  OPraHOM WCNOAHUTENbHOM
B/1ACTW, a TaKXKe AOKYMEHTbI, YyKa3aHHble B NyHKTax 2 1 5 yactu 3 cTtatbk 18 HacToswero PeaepanbHOro
3aKOHa. HopmaTtuBHas [AOKYMEHTAUMA WAM HOPMATUBHbIA [AOKYMEHT, MNPOEKT MWHCTPYKUMM nNO
NPMMEHEHWNIO NIEKAPCTBEHHOrO MNpenapaTta, MPOEeKTbl MAKeTOB NEPBUYHON YMAKOBKM M BTOPUYHOM
(noTpebutenbckoi) yNakoBKW  JIEKAPCTBEHHOrO MpenapaTa npuaaraloTca K 3as8B/IEHUIO O
NnoATBEPKAEHMUM FTOCYLAPCTBEHHOM PErncTPaLLMM NEeKapCTBEHHOIO MNpenapaTa BHOBb TO/bKO B C/yyae,
€C/IN B HUX BHOCATCA U3MEHEHMUSA.

(B pen,. PepepanbHbix 3aKkoHOB 0T 29.11.2010 N 313-93, o1 22.10.2014 N 313-d3)

4. B TeyeHune pecATM paboumx [AHEW €O AHA MNPUHATMA 3aABAEHMA O MOATBEPXKAEHUM
rOCy4apCTBEHHOM  pPerucTpaumMm  JIeKapCTBEHHOTO  Mpenapata WM HeobXoAMMbIX — LOKYMEHTOB
COOTBETCTBYIOLLMIM YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCMOJIHUTE/IbHOM BAACTU:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHWNN, COAEPKALLMXCA B NPEACTaB/IEeHHbIX
3aaBUTENIEM MaTepuanax;

2) NpMHMMaET pelleHne O NPoBeAEeHMM UM 06 OTKase B NMPOBeAEeHUN 3KCNepTU3bl OTHOLWEHMUSA
OXMAAEMON MO/b3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs JIeKAapCTBEHHOrO npenapaTa, a TaKxKe
3KCNepTM3bl KayecTBa JIEKAapCTBEHHOTO cpeacTBa, NPOBOAMMOWM B CAydYae BHECEHWA W3MEHEHWUI B
HOPMaTUBHYO AOKYMEHTALMIO NAN HOPMATUBHbIN AOKYMEHT;

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

3) yBegomnneT B NUCbMEHHOM dopme 3aaBUTENA O MPUHATOM pPeLleHUM UAU B Caydae NPUHATUS
pelweHns 06 oTKase B NPOBEAEHUMN SKCNEPTU3bI C YKa3aHMEM NPUUMH TaKOro OTKasa.

4.1. B cnyyae BbIfABNEHMA HeOOCTOBEPHOCTM CBEAEHWIN, COAEpPrKALUMXCA B MNpeacTaBAeHHbIX
3aABMTENIEM MaTepuManax, ynosHOMOYEHHbIN dpeaepanbHblii OpraH MCNOAHUTENIbHOW BIACTU HanpaBAasaeT
3aABUTE/NI0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBeAeHWi. [JaHHbI 3anpoc MOXKeT bbiTb nepeaaH
YNONHOMOYEHHOMY NMPEeACTaBUTENIO 3aABUTENA JIMYHO MOA PACNMUCKY, HaNpas/ieH MO MNoYTe 3aKasHbiM
NMUCbMOM WU NepeaaH B 3/IEKTPOHHOM dopme No TeNeKOMMYHUKALMOHHbIM KaHanam cBs3n. B cnydae
HanpaB/ieHMA AAaHHOTO 3aMnpoca No NoYTe 3aKasHbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUU
LIecTM AHel ¢ AaTbl HANPaB/eHMA 3aKa3HOro NUCbMa.

(yacTb 4.1 BBegeHa deaepanbHbim 3aKoOHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb 06A3aH npeacTaBUTb OTBET Ha 3anMpoc YNOJIHOMOYEHHOro peaepanbHOro opraHa
WCNO/IHUTENbHON BNACTU B CPOK, He MpeBblaloWmMii AeBAHOCTa pabouymx AgHel co AHA nonyyeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 4 HacTosAwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABMTE/0 3anpoca YNoJHOMOYEHHOro ¢eaepanbHOro opraHa UCNOHUTENbHON BACTU
00 [HS MOJIyYeHUs MM OTBETA Ha LaHHbIM 3aMpoC M He YYUTbIBAETCA MNPU WUCYUCAEHUM CPOKa
noATBepPKAEeHMSA rocyAapCTBEHHOMN perncTpaLmnmn eKapcTBeHHOro npenapara.

(yacTb 4.2 BBeaeHa desepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM ana OTKasa B MNPOBEAEHWW 3KCMNEepPTU3bl OTHOLIEHMA OXMAAEMOM MOJMb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUSA NeKapCTBEHHOro npenapata W (MAKM) 3KcnepTUsbl KadyecTsa
NIeKapCTBEHHOIO CPeACTBa ABAAETCA NpeAcTaBAeHMe AOKYMEHTOB, YKa3aHHbIX B YacTax 1 n 3 HacToAwen
cTaTbi, B HENnoslHoOM obbeme, HenpeacTaBAeHWEe 3asBUTENeM B YCTAHOB/IEHHbIM CPOK OTBeTa Ha
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YKa3aHHbI B 4acTm 4.1 HactoAwen cTaTbM 3anpoc YnosHOMOYEeHHOro ¢eaepanbHOro opraHa
WCMO/IHUTENIbHOW BAACcTU, a TaKXKe OTCYTCTBME B MPEACTaB/AEHHbIX AOKYMEHTaX WCYepnbiBatOLLMX
CBeLEHWN, KOTOpPble A0/IXKHbI ObiTb OTPAXKEHbI B HUX.

(8 pea. PenepanbHbix 3akoHoB 0T 29.11.2010 N 313-$3, 07 25.11.2013 N 317-3)

6. OJKcnepTM3a OTHOLWEHMA OXMAAEMON MONb3bl K BO3MOXHOMY PUCKY NPUMEHEHMUA
JIeKapCTBEHHOro npenapata W (MAM) 3SKcnepTusa KavyecTBa JIEKAPCTBEHHOTO CPeacTBa B LEensAx
NoATBEPXKAEHMA TOCYAAPCTBEHHOM PErnCTpPauMM  IeKapCTBEHHOIO MpenapaTa MnpoBOAATCA  Ha
OCHOBaHMW OOKYMEHTOB, YKa3aHHbIX B 4acTW 3 HacToALLElM CTaTbW, B NOPALKE, YCTAHOBAEHHOM YacTAMMU
5 -8 ctatbu 23 1 cTaTbelt 24 HacTosAwero PeaepanbHOro 3aKoHa.

(yacTb 6 B peq. depepanbHOro 3akoHa ot 29.11.2010 N 313-93)

7. B nepuog npoBedeHWs nNpoueaypbl MNOATBEPXKAEHMA TOCYAapPCTBEHHOW perncrpauum
JIEKapCTBEHHOMO npenapaTta ero rpak4aHckuii obopoT ocyLecTBAAETCA Ha TeppuTopumn Poccuiickomn
depepaunu.

8. OcHoBaHWEeM Ans OTKasa B MOATBEPMKAEHUN rOCyAapCTBEHHOM pPerucTpaumm nekapcTBeHHOro
npenapata ABAAETCA pelleHMe COOTBETCTBYIOWLErO YMNOAHOMOYEHHOro d¢eaepanbHOro opraHa
WCNONIHUTENIbHOW BNACTU O TOM, YTO KayecTBO U (Man) adHEeKTUBHOCTb 1IeKapCTBEHHOrO NpenapaTa He
NnoATBePXKAEHbI NMONYYEHHBIMU AAHHBIMU WM YTO PUCK NPUYMHEHMA Bpeda 340PO0BbI0 Yesl0BeKa UK
KMBOTHOFO BC/AeACTBME MPUEMA NEeKaApCTBEHHOro npenapata npesblwaeT 3PpPEeKTUBHOCTbL €ro
NPMMEHEHMUA.

(yacTb 8 BBeAeHa PeaepanbHbiM 3aKoHOM oT 22.10.2014 N 313-93)

Cratbsa 30. BHeceHVe M3MeHEeHUI B AOKYMEHTbI, COAepKaLlLMecs B PerMcTpaLMoOHHOM A0Cbe Ha
3aPEerncTPUPOBaHHbI IEKAaPCTBEHHDbIN NpenapaTt 418 MeAULMHCKOTo NPUMeHEHMUA

1. B uensx BHeCEHUA U3MEHEHWUI B AOKYMEHTbI, COAepKallMeca B PermcTpaumoHHOM A0Cbe Ha
3aperncTpUpPoOBaHHbIA  IEKAPCTBEHHbINM NpenapaTt Aaa MeAWUMHCKOTO MNPUMEHEeHWs, 3asBUTesb
npeactaBsfAeT B YMNOJHOMOYEHHbINM deaepanbHblii OpraH WCMOJIHUTE/IbHOW B/IAaCTU 3asaB/IeHUE O
BHECEHUM TaKUX U3MEHEHU no popme, YCTaHOBAEHHOW YNOJHOMOYEHHbIM deaepasbHbIM OpPraHoOM
WCMNOJIHUTENbHOM BNACTU, U TMPUIONKEHHbIE K HEMY M3MEHEHWA B YKa3aHHble OOKYMEHTbl, a TaKxkKe
OOKYMEHTbI, MOATBEpPKAaloLMEe HEODXOANMMOCTb BHECEHUA TAaKUX M3MEHEHUK. MpUHATUE pelleHus o
BHECEHMMU TaKUX U3MEHEHWUIN MAN 06 OTKase B UX BHECEHMM OCYLLLECTBAAETCA B CPOK, HE MPEBbILIAOLWMIA
OEeBAHOCTA paboumx [AHel CcO AHA  NPUHATMA  YNOJHOMOYEHHbIM  denepasibHbIM  OpraHom
WCNOIHUTENbHOM BNACTU 3asiBIEHUS O BHECEHWUW TaKMX U3MEHEHUIA.

2. B cnyyvae BHeCEHUA M3MEHEHUI B MHCTPYKLUMIO NO NPUMEHEHWUIO NEKAPCTBEHHOIO NpenapaTa B
OTHOLLEHUM CBEAEHWI, YKa3aHHbIX B nognyHkTax "r' - "n", "x" nyHKTa 16 yacti 3 ctaTbk 18 HacToAwWEero
denepanbHOro 3aKoHa, B COCTaB JIEKAPCTBEHHOrO Npenapata AA8 MEeAUUMHCKOTO MNPUMEHEHMUS,
M3MEHEHMA MeCTa MPOM3BOACTBA JIEKAPCTBEHHOIO Mpenapata Aaa MeAMLMHCKOrO NpUMEHEeHMUs,
M3MEHEHMA MOKasaTesiell KayecTBa JIEKAPCTBEHHOro npenapata A41a MeAUUMHCKOTO MPUMEHEHUSA U
(Mnn) meToaOB KOHTPO/IA KayecTBa JIEKAPCTBEHHOro Mpenapata Aas MegULMHCKOro MpUMEHEHMUS,
M3MEHEHMA CPOKA FOAHOCTM JIEKAPCTBEHHOTMO NpenapaTta 418 MeAUUMHCKOrO NpMMeHeHUa NPoBOAMUTCA
3KCMepTU3a NIeKapCTBEHHbIX CPEACTB B YacCTU IKCMEPTU3bl KauecTBa JIeKapCTBEHHOro cpeactsa v (Mau)
3KCMNepTu3bl OTHOLWIEHMA OXMUAAEMOM NOMb3bl K BO3MOMKHOMY PUCKY MPUMEHEHUA NEeKapCTBEHHOTIO
npenapaTta Ans MeAUUMHCKOrO NpUMeHeHusa. B cnyvyae HeobXxoAMMOCTU BHECEHUA UHbIX U3MEHEHWUI B
OAHHYIO WMHCTPYKLMIO 3KCMnepTM3a /NIeKapCTBEHHOINO CPeAcTBa AN BHECEHWA TaKUX WM3MEHEHUI B
cBeAEeHMNA 0 3aperncTpMpoBaHHOM NEKapCTBEHHOM NpenapaTe He NPOBOAUTCA.

(B pen,. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-$3, o1 29.11.2010 N 313-d3)

3. C 3aABNEHMEM O BHECEHWW U3MEHEHWIW B AOKYMEHTbI, coAeprKalinecs B pPerncTpaLMoHHOM
[0Cbe Ha 3aperucTpMpOBaHHbIV IEKAPCTBEHHbIM NpenapaTt AN MeAUUMHCKOTO NPUMEHEHUA, Hapaay C
OOKYMEHTaMM, YKasaHHbIMM B  4acTM 1 HacToAwen cTaTbW, MNPEACTaBAATCA  LOKYMEHTHI,
noATeepKaaowmne ynaaTy rocyaapCTBEHHOM MOLWJ/MHbI 3@ BHECEHME M3MEHEHWN B MHCTPYKLMIO NO
NPUMEHEHUIO NIEKAPCTBEHHOrO npenapata Ans MeAUUMHCKOTO MNPUMEHEHMsA, TroCYAapCTBEHHOM
MOW/IMHbI 33 BHECEHME MW3MEHEHWM B COCTAB JIEKAPCTBEHHOro npenapata Aas MeguLMHCKOro
NPUMeHeHus.

4. B TeyeHue gecatv pabounx AHeN co AHA NOCTYN/AeHMA YKa3saHHOIo B YacTM 1 HacTosALWeln CcTaTbm
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3afB/IeHMA U HeobXoAUMbIX AOKYMEHTOB YNOJIHOMOYEHHbIN deaepasnbHblit opraH MCNOAHUTENIbHOWN
BNACTU:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHWNN, COAEPKALLMXCA B NPEACTaBIEeHHbIX
3aaBUTENIEM MaTepuanax;

2) NpUHMMAET peLleHre O NPOoBeAEHNN YKa3aHHbIX B YaCTU 2 HACTOSLLEN CTaTbW COOTBETCTBYOLMX
3KCMepTU3 NIEKAPCTBEHHOIO CPeacTBa UAK 06 OTKase B UX MPOBEAEHUM;

3) yBegomnneT B NUCbMEHHOM Gpopme 3asBUTENS O MPUHATOM PELIEHUU WAN B Cy4ae NPUHATUSA
peleHns 06 0TKase B NPOBEAEHNN COOTBETCTBYIOLLEN SKCNEPTM3bI C yKa3aHMEM NPUYMH TaKOrO OTKa3a.

4.1. B cnyyae BbIABNEHMA HeAOCTOBEPHOCTM CBEAEHWUIN, COAEpPrKalUMXCA B NpeacTaBieHHbIX
3aABUTENIEM MaTepuanax, ynoN1HOMOYEHHbIN denepanbHblii OpraH UCNOAHUTENLHOW BAACTU HanpasaseT
33ABUTENI0 3aMnpoc 06 YTOYHEHUM YKA3aHHbIX CBeAeHMMW. [aHHbIA 3anpoc MoXKeT ObiTb nepepaH
YNOJHOMOYEHHOMY NpPeACTaBUTENI0 3aABUTENA JIMYHO NOJ PacnuMCKy, Hanpas/ieH Mo MoyTe 3aKasHbiM
NMMCbMOM MU NepesaH B 31EKTPOHHON GopMe MO TeENEKOMMYHUKALMOHHBIM KaHanam cBA3un. B ciyyae
Hanpas/ieHMA AAaHHOTO 3anpoca Mo NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NOYYEHHBIM MO UCTEYEHUU
LWEeCTN AHEeN C AaTbl HANPABAEHMA 3aKa3HOro NUCbMa.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3aasutenb 0b6a3aH NpeacTaBUTb OTBET Ha 3aMpoC YNOJHOMOYEHHOro deaepanbHOro opraHa
WCMONIHUTENbHOM BNACTU B CPOK, HE NPEeBbIWaWMA AeBAHOCTa pabounx AHeM co AHA NoayyYeHun
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTuM 4 HacToAwen cTaTbM, NPUOCTAHAB/IMBAETCA CO [AHA
Hanpas/ieHMA 3aABUTe/0 3anpoca YNoJIHOMOYEHHOro dpeaepanbHOro opraHa UCNOAHUTENBHON BNACTU
00 OHA NONYYEHMA MM OTBETA HA AaHHbIN 3aMpPoC U HE YYUTbIBAETCA NPU UCYUCIEHUN CPOKA NPUHATUA
peweHnss 0 BHECEHUM M3MEHEHWN B AOKYMEHTbl, COLEpPMKALMECs B PErucTpalMoOHHOM JAOCbe Ha
3apPEerncTPUPOBaHHbI IEKAaPCTBEHHDLIN NpenapaTt 418 MeAULMHCKOTO NPUMEHEHMA.

(yacTb 4.2 BBeaeHa desepanbHbiM 3aKoHOM OT 25.11.2013 N 317-d3)

5. OcHoBaHMeM A/1A OTKas3a B MPOBEAEHUM YKA3aHHbIX B YaCTU 2 HaCTOALLEM CTaTbM 3KCNepTM3
ABNAETCA NpeAcTaBieHMe AOKYMEHTOB, NePeYnNCNEHHbIX B YacTaX 1 1 3 HacTosLWwen cTaTbM, B HENONHOM
obbeme, HenpeacTaBieHWe 3aABMTEIEM B YCTAaHOBJ/IEHHbIA CPOK OTBETA Ha YKasaHHbIM B 4Yactm 4.1
HACTOALLEN CTATbM 3aNpPOC YNONHOMOYEHHOTO peaepanbHOro opraHa UCNOIHUTENbHOM BNIACTH, A TaKKe
OTCYTCTBME B  NPEACTaBAEHHbIX  AOKYMEHTaXx  [AOCTATOYHbIX  CBEAEHWHM,  MOATBEPXKAANOLWMX
Heob6X04MMOCTb BHECEHMA N3SMEHEHUI.

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

6. YKa3aHHble B 4acTu 2 HaCTOALLEN CTaTbM 3KCNEPTU3bl NPOBOJATCA B NOPALAKE, YCTaHOBIEHHOM
cTatber 23 HactoAwero ®enepasbHOro 3aKoHa.

7. B cpoK, He npeBblWAOWMA NATU Paboumx AHEN co AHA MOYYEHUA 3aKAOYEHUIN KOMUCCUIA
3KCMepTOB MO pe3ynbTaTaM YKa3aHHbIX B YacTM 2 HACTOALWLEW CTaTbW 3KCMepTU3, YNOJIHOMOYEHHbIN
denepanbHbIi OpraH UCMONHUTEIbHOM BNACTU:

1) npuHUMaeT peleHMe O BHECEHWM U3MEHEHWA B AOKYMEHTbl, cogeprkawumeca B
PErncTpauMoHHOM A0Cbe Ha 3apernmcTpMpOBAHHbLIA JIEKAPCTBEHHbLIA MpenapaT Aaa MegULMHCKOro
NPUMeHeHUA, UAK 06 OTKase BO BHECEHUWN TaKUX U3MEHEHWIA;

2) BHOCUT B TOCY[APCTBEHHbIN PEEecTp NEeKAaPCTBEHHbIX CPEACTB HAa OCHOBAHMM pelleHus o
BHECEHMM  U3MEHEHMA B  [OOKYMEHTbl, CcoAeprkalimeca B  PErncTpauMoHHOM  Aocbe  Ha
3aPEerncTPUPOBaHHbIM JIEKAPCTBEHHbIA NpenapaT 4na MeAMUMHCKOrO MNPUMEHEHMUsA, Heobxoaumble
M3MeHeHMA 1 BO3BPALLAET UX 3aABUTENIO.

8. OcHOBaHMEM pAnA OTKasa BO BHECEHWW W3MEHEHWA B [OKYMEHTbl, COAepKalimMeca B
PerucTpaLMoHHOM [A0Cbe Ha 3aperucTpMpOBaHHbIA IEKAPCTBEHHbIN MpenapaTt Aaa MeaULMHCKOro
NPUMEHEHUA, ABNAETCA 3aKAOYeHWE YNOJHOMOYEHHOro denepasbHOro opraHa WCMONHUTENbHOM
BNACTU O BO3MOXKHOCTU CHUMXKeHMA 6e3onacHoCTH, KayecTsa, 3G dEeKTUBHOCTU IeKapCTBEHHOMO CPeacTBa
B C/lydae BHECEHMA TaKUX USMEHEHWI.

9. [onyckaeTcs rpa)KAaHCKMI 060pPOT NEKapCTBEHHbIX MpenapaToB ANA  MeAMLMHCKOro
NPUMeHeHMA, NPOU3BELAEHHbIX A0 MNPUHATMA  YNONHOMOYEHHbIM  defepasbHbIM  OpraHoOM
WUCNOJIHUTENbHON BNACTU pPELIeHMA O BHECEHUM MW3MEHEHWI B [OKYMEHTbl, COAeprKalmecs B
PErucTPaLMoOHHOM A0Cbe HA TaKMe JIeKapCTBEHHbIe NpenapaTbl, UK pelleHns 06 OTKase BO BHECEHUU
YKA3aHHbIX U3MEHEHNA.
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Cratba 31. BHeceHMe M3MEHEHUI B AOKYMEHTbI, COAEp’KallMeca B PerncTpaumoHHOM Aocbe Ha
3aperncTpUpoBaHHbIi IeKapCTBEHHbIN NpenapaT 418 BETePUHAPHOIo NpUMeEHEHUs

1. B uensax BHECEHWUA U3MEHEHWUI B AOKYMEHTbI, COAepKalLMeca B perncTpaumoHHOM A0Cbe Ha
3aPEerncTPUPOBaHHbIA  NEKAPCTBEHHbIM Mpenapat A48 BeTEPMHAPHOrO MNPUMMEHEHMUA, 3aABUTENb
npeacTaBnfeT B YMNONHOMOYEHHbIM deaepanbHblit OpraH WCNOAHUTENLHOW BAACTU 3aABNEHME O
BHECEHUM TAKUX U3MEHEHWI no ¢opme, YCTAHOBAEHHOM YNOJHOMOYEHHbIM deaepasibHbiM OpraHOM
WCNOSIHUTENBbHOW BNACTU, U NPUNOXKEHHbIE K HEMY M3MEHEHWA B YKa3aHHble AOKYMEHTbl, a TaKXke
OOKYMEHTbI, noaTeepKaatowme HeobxoAMMOCTb BHECEHMA TAaKUMX U3MeHeHUN. MpUHATUE pelleHuAa o
BHECEHUM TAKUX U3MEHEHUN UM 06 OTKase B MX BHECEHUM OCYLLECTBAAETCA B CPOK, HE NPEBbILLAIOLLNIA
OeBAHOCTA paboumx [AHel CcO  AHA  NPUHATMA  YNOJHOMOYEHHbIM  defepasibHbIM  OPraHoOMm
WCNONHUTENbHOM BNACTU 3asiBIEHUA O BHECEHWUW TaKMUX U3MEHEHUIA.

2. B cnyyae BHECEHUA M3MEHEHUIN B SOKYMEHTbI, COAepKalMeca B PerncTpaLMoHHOM A0Cbe Ha
3aperncTpUpPoOBaHHbIA JIEKAPCTBEHHbIA NpenapaTt Ans BETEePUHAPHOro MNPUMEHEHWA, B OTHOLIEHUU
CBeZleHUN, YKa3aHHbIX B nognyHKrtax " - "e", "n", "m", "n", "y" nyHKTa 16 yactu 3 ctaTbm 18 HacTosLWEro
denepanbHOro 3aKOHa, a TaKXe B C/lydae WM3MEHEHMA MOKasaTeslell KayecTBa JIEKAPCTBEHHOIO
npenapata AnA BETEPUHAPHOro MPUMEHEHMA U (MAK) METOLO0B KOHTPOIA KAayecTBa JIEKAPCTBEHHOIO
npenapaTta 418 BETEPUMHAPHOrO NPUMEHEHMA MPOBOAMUTCA IKCMEPTU3a NIEKAPCTBEHHOMO CpeacTBa A/a
BETEPUHAPHOIO NPUMEHeHUA. B cnyyae HeoHXOAMMOCTU BHECEHUA MHbIX U3MEHEHUN B LOKYMEHTI,
cogeprkawmeca B perncTpaumoHHOM AOCbe HA 3aPEerMcTpuMpoOBaHHbIA NEKAPCTBEHHbIN NpenapaTt Aas
BETEPMHAPHOIrO NPUMEHEHMA, IKCNEPTM3a NEKAPCTBEHHOIO CPeACTBa 419 BETEPUHAPHOrO NPUMEHEHMA
He NPOBOAMUTCS.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.10.2014 N 313-93)

3. C 3aABNE€HMEM O BHECEHUW U3MEHEHUWN B LOKYMEHTbI, COAEPrKaLLMECcA B PEerncrpaumoHHOM
[0Cbe Ha 3aperucTpPUpPOBaHHbIN NEKAPCTBEHHbIM NpenapaT ANA BETEPUHAPHOIO NPUMEHEHMA, HApAAY C
OOKYMEHTaMK, YKasaHHbIMM B 4Yactm 1 HacToAwen cTaTbW, MPEACTABAAOTCA AOKYMEHTHI,
noaTeep:Kaatolwme ynnaTy rocyaapCTBEHHOM MOLW/IMHBLI 3@ BHECEHWE B AOKYMEHTbI, CoAepKalimeca B
PErncTpaLMoOHHOM [0Cbe Ha 3apernmcTpUMpOBaAHHbLIA NEKAPCTBEHHbIN MNpenapaT AfAa BeTepuMHapHOro
NPUMEHEHNA, U3MEHEHWUN, TPeObyIOWMX NPOBEAEHUA 3KCNEepTU3bl JIEKAPCTBEHHOIO CpeacTBa AnA
BETEPMHAPHOIO MPUMEHEHUA, WAUW U3MEHEHMI, He Tpebyrowmnx nNpoBeAeHUA  3KCMepTU3bl
JIeKapCTBEHHOIO CpeacTBa A1 BETEPUHAPHOIO NPUMEHEHMA.

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

4. B cpoK, He npeBbilalOWMi aecatm pabounx AHein co AHA NOCTYNAeHUA YKa3aHHOro B Yact 1
HacCTOALWEN CTATbM 3aABNEHUA U HEODXOAMMbBIX LOKYMEHTOB, YNONHOMOYEHHbIN denepanbHbli opraH
NCNOJIHUTENbHOM BNACTK:

1) npoBOAMT NPOBEPKY MNOAHOTbI U JOCTOBEPHOCTU CBEAEHWUN, COAEPIKALLUMXCA B NPEACTABIEHHbIX
3anABUTeNEM JOKYMEHTAX;

2) npuHMMaeT peleHWe O MPOBEAEHMM IKCNEPTM3bl JIEKAPCTBEHHOTO cpeacTea  Ans
BETEPUHAPHOIo NPUMEHEHNA AN 06 OTKA3e B ee NPOBEAEHMUM;

3) yBegomnneT B NUCbMEHHOM ¢popme 3asaBUTENS O MPUHATOM PELLEHMU WAN B Cy4ae NPUHATUA
peweHns o6 OTKase B MNPOBEAEHUM IKCNEPTM3bl NEKAPCTBEHHOro CpeacTBa A/1A BEeTePMHaAPHOro
NPUMEHEHMA C YKa3aHWeM NPUYMH TaKOro OTKasa.

5. OcHoBaHvMeM [AnA OTKasa B NPOBEAEHWW 3SKCNepTU3bl JIEKAPCTBEHHOrO CpeactBa Anf
BETEPUHAPHOIO MPUMEHEHUA ABAAETCA NpPeAcTaBleHWe AOKYMEHTOB, YKas3aHHbIX B 4Yactax 1 u 3
HacToALEN CTaTbW, B HENOJIHOM 06beMe UK OTCYTCTBME B NPEACTaBAEHHbIX AOKYMEHTaX AOCTaTOUYHbIX
cBeAEeHNIN, NoATBEPKAAIOLMX HEOBXOAMMOCTb BHECEHUA USMEHEHWUIA.

6. DKCNepTM3a SIeKapCTBEHHOrO CPeacTBa A/1A BETEPUHAPHONO NMPUMEHEHUA B LLENsAX BHECEHMUA
U3MEHEHUA B [OOKYMEHTbl, COAepXKallMecs B PErncTpaLMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
NIEeKapCTBEHHbIN  MNpenapaT ANnA  BETEPUMHAPHOrO MPUMEHEHMA, OCYLLEeCTBAAETCA B  MOPALKE,
YCTaHOBJIEHHOM cTaTbel 24 HacToAwero PeaepanbHOro 3aKoHa.

6.1. B cpoK, He npeBbIWaOLWMA NATU PaboYMxX AHEN CO AHA MOJYYEHUA 3aKNHOYEHUS KOMUCCUM
3KCNepToB MO pe3y/nbTaTaM YKa3aHHOM B YacTM 2 HACTOALLEM CTAaTbW 3KCMEPTM3bl, YNOJHOMOYEHHbIV
denepanbHbIi OpraH UCMONHUTENIbHOM BNACTU:

1) npuHUMaeT peweHMe O BHECEHWM UIMEHEHWI B [OKYMEHTbl, CoAep’Kalmeca B
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PErncTPaLMOHHOM [0Cbe Ha 3apermcTpuMpOBaAHHbLIA NEKAPCTBEHHBIN MNpenapaT AlA BeTepPUHAPHOro
npumeHeHua, nan 06 oTkase BO BHECEHUN TAKNX U3MEHEHW;

2) BHOCUT B TOCYZAPCTBEHHbIN PEEecTp NEeKapCTBEHHbIX CPEeACTB HAa OCHOBAHMM pelleHus o
BHECEHMM  U3MEHEHWA B  [OOKYMEHTbl, COAEep’KallMeca B  PErncTpauMoHHOM  JOCbe  Ha
3aPEerncTPUPOBaHHbIA NEKAPCTBEHHbIN MNpenapaT Aas8 BETEePUMHApPHOro NPUMEHeHWUs, Heobxoaumble
M3MEHEeHMA U BO3BPALLLAET 3TU AOKYMEHTbI 3aABUTENIO.

(yacTb 6.1 BBegeHa deaepanbHbim 3aKOHOM 0T 22.10.2014 N 313-3)

7. OcHOBaHMEM [A/iAa OTKasa BO BHECEHUM WM3MEHEHMMA B [OKYMEHTbl, cogep)Kawmeca B
PErncTpaLMOHHOM [0Cbe Ha 3apernmcTpuMpOBaAHHbLIA NEKAPCTBEHHbIN MNpenapaT AAAa BeTepPUHAPHOTo
NPUMEHEHNA, ABNAETCA 3aK/AlOYEeHWEe YMNONHOMOYEHHOrO deaepanbHOr0 opraHa MCNOAHUTENbHOM
BNAaCTM O BO3MOMHOCTU CHUXKEHWA 6e3onacHocTH, KavecTBa, 3OGEKTUBHOCTU NEKAPCTBEHHOTO
npenapaTta Ans BETEPUHAPHOIO NPUMEHEHUA B C/lyYae BHECEHMA U3MEHEHWUIN B YKa3aHHble JOKYMEHTI.

8. [onyckaeTtca rpaxAaHCKMI 0OOPOT /IeKAPCTBEHHbIX MpPenapaTtoB AAs BETEPUHAPHOro
NPUMeEHeHWA, NPOU3BEAEHHbIX A0 MNPUHATMA  YNOJHOMOYEHHbIM  deaepasbHbIM  OpraHoOMm
WCNONHUTENbHOM BNACTU PELUEHUS O BHECEHMM MU3MEHEHWN B [OKYMEHTbI, COAEp)Kalimeca B
pPerncTpauMoHHOM [0Cbe Ha 3apermcTpuMpoOBaHHbLIA NEKAPCTBEHHbIN MNpenapaT A/1A BeTepuUHApPHOro
NpUMeHeHuA, UAn 06 0TKase BO BHECEHUW YKa3aHHbIX U3MEHEHWI.

CraTtba 32. OTMeHa rocy4apCTBEHHOM perucTpaLmmn NekapcTBEHHOro Npenaparta

PeweHre 06 oTMeHe rocyapCTBEHHON PErUCTPaALLMM IEKAPCTBEHHOTO NpenapaTa U UCKIHYEHUM
JIEKapCTBEHHOTO npenapaTta M3 FoCyAapCTBEHHOIO peecTpa JIEKAPCTBEHHbIX CPEACTB MPUHUMAETCA
YNO/HOMOYEHHbIM deepasibHbIM OPraHOM UCTIO/THUTENIbHOM BIACTU B CayYae:

1) npepctaBneHWA  COOTBETCTBYIOLWMM  YMOJHOMOYEHHbIM  defepasbHbiM  OpPraHoMm
UCMONIHUTENIbHOW BAACTU 3aK/IIOYEHUA O PUCKE WUAM 06 yrpose 340pPOBbl, KM3HU 4YesloBEKA WU
KMBOTHOIO MpU MPUMEHEHUWN JIeKapCTBEHHOIO Mpenaparta, MNpeBbllalowmx ero 3¢p¢deKTMBHOCTb, Mo
pesy/ibTaTam OCYLLECTB/IAEMOro MM MOHUTOPUHIa 6e30NacHOCTM IeKapCTBEHHOrO NpenaparTa;

2) nopaun pa3paboTYMKOM /NIeKapCTBEHHOrO CPeACTBAa MAM  YNOJHOMOYEHHBIM MM  APYrUM
IOPUANYECKUM JIMLOM 33sB/JIEHUS 06 OTMeHe TrOoCyAapCTBEHHOW pPerncrpaumy JIeKapcTBEHHOTO
npenapara;

3) HenoATBEPXKAEHMA TOCYAAPCTBEHHON PerMcTpaLmmn NekapcTBEHHOMO npenapaTta No UCTeYEHUM
CPOKa AeiNcTBUA perncTpaumMoHHOro ya0CTOBEPEHWSA, BblAAHHOIO Ha NATb /IET;

4) HenpeacTaBneHMs 3asBuTenem WHGoOpmMaumu, KoTopas MOMKeT noBfedb 3a coboit
HeobXoAMMOCTb BHECEHUA U3MEHEHUN B AOKYMEHTbI, COAEpPNKallMecs B PerncTpaLMoHHOM AOCbe Ha
3aperucTpupoBaHHbI  NEKAPCTBEHHbIM NpenapaT, B TeyeHWe TpuauaTM pabounx pgHeld co AHA
HaCTynieHnsa 3TUX U3MEHEHWI;

5) ocywecTBneHna rocyaapCTBEHHOW perncTpaummM NeKapcTBeHHOro npenaparta noj, TOpProsbiM
HaMMeHOBaHWEM 3apPErMcTPUPOBAHHOMO paHee Nog 3TMM TOProBbIM HaMMEHOBAHWEM /IeKAaPCTBEHHOMO
npenapara;

6) oOCyWwecTBNeHWUA [OCYAAPCTBEHHOM peructpauum 3asaBuTeNieM OAHOTO0 M TOro ke
JIeKapCTBEHHOro npenapaTa noA pas/IM4HbIMU TOProBbIMW HAMMEHOBAHUAMMU;

7) BblHECEHMA CYyAOM peleHus O HapyweHun npaB npaBoobnagatens oO6BEKTOB
WHTENIeKTYaIbHOM COBCTBEHHOCTM NPU 06paLLLEHUN NEKAPCTBEHHbIX CPEACTB.

CraTbs 33. [oCcyAapCTBEHHDIVN PeecTp SIEKAapCTBEHHbIX CPeacTB

1. TocyaapcTBEHHbIV pPeecTp JIeKapCTBEHHbIX CPEACTB COLEPKWUT MepeyeHb JIeKapCTBEHHbIX
npenapaTos, NPOoLWeAWnX rocyaapCTBEHHYI0 perucTpaLnmio, nepedyeHb GapMaLeBTUYECKUX CybCcTaHUMi,
BXOAALLMX B COCTaB JIEKAPCTBEHHbIX MPENapaTos, U CleaytoLyio MHOPMaLMIo:

1) B OTHOLIEHUWN NEKAPCTBEHHbIX NpenapaTos:

a) HauMMeHOBaHME /NEeKapCTBEHHOro npenapaTta (MexayHapoAHoe HenaTeHTOBaHHOE WM
XMMUYECKOE 1 TOProBoe HauMeHOBaHWA);

6) nekapcTeeHHas Gbopma C yKasaHMeM A03MPOBKM NEKAPCTBEHHOMO NpenapaTta 1 ero Ko/M4yecTsa
B NOTPebUTeNbCKOW YNaKoBKe;
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B) HaMMeHOoBaHMe pa3paboTumKa NekapcTBEHHOro Npenapara;

r) HauMmeHoBaHMeE M afpec NPOU3BOAUTENA IEKAPCTBEHHOTO NpenapaTa;

4) dapmakoTepaneBTUYECKan FPynna JIeKapCTBEHHOro Npenapara;

€) NoKasaHuWsA M NPOTUBONOKA3aHMUA K MPUMEHEHMIO IeKaPCTBEHHOIO Npenapara;

) NnoBoYHbIE AECTBUA NEeKapCTBEHHOro Npenapara;

3) CPOK roAHOCTM SIeKapCTBEHHOTO Npenapara;

1) YCNOBUSA XpaHEHUA NeKapCTBEHHOTO NpenapaTa;

K) YCNI0BUMS OTNYCKa JIeKapCTBEHHOro Npenapara;

Nn) Homep dapmakonenHoW CTaTbM WAM B CAydyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMeHTauuMmM 1Mb60 HOPMATMBHOIO AOKYMEHTa;

M) JaTa rocygapCTBEHHOW perncrtpauuu NeKkapCTBEHHOro npenapaTta U ero perncTpaunoHHbIN
HoMep;

2) B OTHOLWEHNN PpapMaLEBTUYECKUX CyBCTaHLMI:

a) HammeHoBaHWe ¢dapmaLeBTUYECKON cybCcTaHUMKU (MeXayHapoAHOe HenaTeHTOBaHHOE WU
XMMMYECKOE M TOProBoe HaMMEHOBAHMS);

6) HaumeHoBaHWe M agpec NponssoauTensa GapmaLeBTUYECKOW cybcTaHLUW;

B) CPOK roAgHOCTM dbapmMaLeBTUYECKOM CybCcTaHLMK;

r) ycnosusa xpaHeHuA dapmaL,eBTMUYECKOWN cybcTaHUmu;

A) Homep <¢dapmaKoneinHoOW cTaTbM WU B CAy4Yae ee OTCYTCTBMA HOMEpP HOPMaTMBHOM
OOKYMEeHTaLMn N1Mbo HOPMATUBHOIO AOKYMEHTA.

2. ®dapmaueBTMyeckaa cybcTaHuMA, Heucnonblyemasa npu  NPOU3BOACTBE J1IE€KAPCTBEHHbIX
npenapaToB, MOXKeT ObITb BK/IKOYEHA B FOCYAapPCTBEHHbIM PEECTP IEKAPCTBEHHbIX CPeACTB HAa OCHOBAHUK
3anB/ieHMA pas3paboTymka, NpPousBoaAUTENS NEKAPCTBEHHOro cpeactsa NGO YNOJHOMOYEHHOTO UMM
OPUANYECKOTO NIMLUA NPU YCI0BUM NPOBEAEHUA B OTHOLUEHUW TakoM dapmaueBTUYECKoM cybcTaHUum
3KCNepTnsbl KadectBa ¢apmMaLeBTUYECKOM cybCcTaHUMM B MOPSAKE, YCTaHOBAEHHOM CcTaTbel 34
HacToswero PenepanbHOro 3aKoHa.

3. MNMopAgoK BeAeHMA TOCYAapCTBEHHOIO PEeecTpa JIEKApPCTBEHHbIX CPeACTB A1 MeAULMHCKOro
NPUMeEHeHMA W NOPALOK BEAEHMA TOCYAAPCTBEHHOIO pPeecTpa JIeKapCTBEHHbIX CpeacTB  AnA
BETEPMHAPHOIrO MNPUMEHEHMA YTBEPXKOAIOTCA COOTBETCTBYHOLIMM YMNOJHOMOYEHHbIM denepanbHbiM
OpraHOM MUCMNOHUTEIbHOM BNACTM.

Cratba 34. DKcnepTM3a KayecTBa ¢apmaueBTMYECKOW cybCTaHUMM, HEUCNONb3yeMOW nNpwu
NPOM3BOACTBE JIEKAPCTBEHHbIX NPenapaTos

1. [na BKAoYeHMA dapmaLeBTMYEeCKOW CcybCcTaHUMKW, HEeUCrnonb3yemMoi npu MpPousBOoACTBe
NleKapcTBEHHbIX MPenapaToB, B rOCYAAPCTBEHHbI PEeecTp NAeKapCTBEHHbIX CPeACTB, MNPOBOAMUTCA
3KCMepTM3a ee KayecTsa.

2. JKCNepTM3a KayecTBa yKasaHHOM B 4acTM 1 HacToswLel cTaTbu dapMaLeBTUYECKON cybCTaHLmMuK,
COCTaB/IEHNE KOMMUCCUEN IKCNEPTOB 3aK/OUYEHMI MO Pe3yibTaTam TaKo IKCNEPTU3bl U UX HanpasaeHue
B YNO/JIHOMOYEHHbIN ¢eaepanbHblii OpraH MCMOAHUTENbHON BAACTU OCYLLECTBAAKOTCA B CPOK, He
NPeBbIAOWMIA  WecTUaecATM pabouymx nOHEn €O AHA NOJIYYEHMA SKCMNEPTHbIM  yuYperKAeHUem
COOTBETCTBYIOLLErO 33JaHWA YNOJHOMOYEHHOro denepasbHOro opraHa MCMNOAHUTENbHOW BAACTU U
[OKYMEHTOB, YKa3aHHbIX B NyHKTax 4 - 7 yactu 3 cTatbM 18 HacToswero ®esepasbHOro 3aKoHa.

3. [Ana npoBefeHWs 3KCNepTM3bl KayecTBa YKasaHHOMW B 4YacTm 1 HacTosAwel CTaTbu
dapmaLeBTMUYECKON CyOCTaHLMWU 3aABUTEIb NPEeACTaBASET B YNOJHOMOYEHHbIN denepanbHbl opraH
MCMONIHUTE/IbHOW BNACTU:

1) 3asBneHMEe O BKIHOYEHMM B TOCYZLAPCTBEHHbLIA PEECTP JEKAPCTBEHHbLIX CPEeACTB AaHHOW
dapmaLeBTMYECKON cybCcTaHLMu;

2) [OOKYMEHT, NOATBEPKAAWMA ynaaTy roCyAapCTBEHHOW MNOW/MHbLI 33  BK/OYEHME
dbapmaueBTUYecKoi cybCcTaHLMM, HEUCNOb3YyeMON NPU NPOM3BOACTBE SIEKAPCTBEHHbIX MPenapaTtos, B
rocyAapCTBEHHbIN PeecTp eKapCTBEHHbIX CPeACTB;

3) AOKYMEHTbI, YKa3aHHble B NyHKTax 4 - 7 4acTu 3 cTaTbm 18 HacTosAwero PeaepanbHOro 3aKoHa.

4, B TeyeHue NATU pabounx AHeN co AHA NPUHATUA 3aABEHNA O BKAIOYEHUM YKa3aHHOM B YacTu 1
HacToAlen cTaTbM ¢apmMaLeBTUYECKON CcybCTaHUMM B TOCYAAPCTBEHHbLIA pPeecTp /NeKapCTBEHHbIX
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CPeACTB U OOKYMEHTOB, MEPEYMCTIEHHbIX B 4YacTM 1 M nNyHKTe 2 4YacTM 3 HacToAwen CcTaTby,
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTE/IbHOM BAACTMU:

1) npoBOAMT NPOBEPKY MOJHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPMKALLMXCA B NPEeACTaB/EeHHbIX
3aABUTENIEM SOKYMEHTAX;

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

2) NpUHUMaET pelleHne O HamnpaB/JEHMM B IKCMEpPTHOE yypexaeHWe 3afJaHusa Ha npoBedeHue
3KCNEepTU3bl KayecTBa yKa3aHHOM B YacTh 1 HacToawen ctaTbn PpapmaueBTUYeckon cybcTaHumm nnm ob
OTKa3e B TAaKOM HanpasaeHuy;

3) yBegomnseT B NMCbMEHHOW popme 3asaBUTENA O MPUHATOM PELUEHUN UKW B Cy4ae OTKasa C
YKa3zaHMEeM NPUYNH TAaKOTo OTKa3a.

4.1. B cnyyae BbIIBNEHMA HELOCTOBEPHOCTM CBEAEHWUN, COAEpKaLMXCA B MNpPeacTaBAEHHbIX
3aABUTeIEM MaTepmanax, yrnoJIHOMOYEHHbIN desepanbHbI OpraH UCNONHUTENBHOW BAACTU HanpasaaeT
33ABMTENI0 3aMnpoc 06 YTOYHEHUM YKA3aHHbIX CBeAeHMW. [aHHbIA 3anpoc MoxKeT ObiTb nepepaH
YNO/JIHOMOYEHHOMY NPEACTABUTENIO 3aABUTENA JIMYHO MO PACMMUCKY, HAaNpaB/AeH NO NoYTe 3aKasHbIM
NMMCbMOM MU NepesaH B 3/1EKTPOHHON GOpMe MO TeNEKOMMYHMKALMOHHbIM KaHanam csAsu. B cayvae
HanpaB/ieHMA A4aHHOTO 3anpoca No NoYTe 3aKaszHbIM NMUCbMOM OH CYMUTAETCA MOJYYEHHbIM NO UCTEYEHUN
LEeCTN AHeN ¢ AaTbl HANPABAEHMA 3aKa3HOro NUCbMa.

(yacTb 4.1 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4.2. 3aasutenb 0b6A3aH NpeacTaBUTb OTBET HA 3aNpOC YNOJHOMOYEHHOro deaepanbHOro opraHa
WCMONIHUTENbHOM BNACTM B CPOK, HE NpPeBbIWAWMIA AeBAHOCTA Paboymx AHENW CO AHA MOAyYeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 4 HacToAwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABMTE/O 3anpoca YNoJHOMOYEHHOrO deaepanbHOro opraHa UCNOJHUTENbHOM BACTU
00 OHA NOMYYEeHUA UM OTBETA Ha AAHHbIM 3aMNpPOC U HE YYUTLIBAETCA NPU UCYUCNEHUM CPOKA IKCNEPTU3bI
KayecTBa ¢apmMaLeBTUYECKON CcybCTaHUMKU, HEUCnonb3yemon npu MPOU3BOACTBE /1I€KAPCTBEHHbIX
npenapaTos.

(yacTb 4.2 BBeaeHa desepanbHbiM 3aKoHOM OT 25.11.2013 N 317-d3)

5. OcHoBaHMeM 4/1A OTKa3a B HAaMPaB/IEHUN B SKCMEPTHOE yupexxaeHne 3a4aHNs Ha npoBeaeHme
3KCMepTU3bl KayecTBa YKasaHHOMW B 4actM 1 HactoAwein ctatoM ¢dapmaueBTUYECKOW CybCTaHLmMu
ABNAETCA HenpeacTaBfeHUE AOKYMEHTOB, MEPEYUCNEHHbIX B YacTh 2 U NYHKTe 2 YacTU 3 HacToAlLewn
CTaTbW, HeMnpeacTaB/eHWe 3asBUTENEM B YCTAHOBJ/IEHHbIM CPOK OTBETA HA YKasaHHbIM B yactn 4.1
HacToAWEN CTaTbM 3aMpoC YMNoOJHOMOYEHHOro ¢denepasbHOro opraHa WMCMOAHUTEIbHON BAACTU MM
npeacTaBAeHNE OKYMEHTOB, HE COAEPMKALLMX NCHEPMIBAIOLWENO NepeYHs HEOBXOAMMbIX CBEAEHUN.

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

6. B TeueHuWe nATHagUaTM paboumx AHe cOo AHA MNOMYYEHMA PeLIeHUs YNONHOMOYEHHOTO
denepanbHOro opraHa MCNONHUTEIbHOM BAACTM O HamnpaBNEHUN B IKCMEPTHOE yUpeXaeHNe 3a4aHunA Ha
npoBeAeHMe 3KCMepPTM3bl KAayecTBa YKasaHHOM B 4YacTM 1 HacToAwen cTaTbn dapmaleBTUHECKOM
cybCTaHLUMM 3aaBUTENb NPEACTABAAET B IKCNEPTHOE YUpEKAEHME A1 NPOBEeAEHNA AAHHOW SKCNepTU3bl
ob6pasubl dapmaLeBTUHECKOM CybCTaHUMM B KOAMYECcTBe, HeobxoAMMOM Ans BOCNPOM3BEAEHUS
METOA0B KOHTPOA KayecTBa. IKCNepTHOE yupexaeHUe npu noayvyeHnn obpasLLoB yKasaHHoM B Yact 1
HacToAWeN cTaTbh dapmaLeBTUYECKOM CyOCTaHUMKN BbIAAET 33ABUTENIO AOKYMEHT, NOATBEPKAAOLWMNIMA
nosyyeHmMe 3TUX 0OPa3LOB, M B CPOK, He NpeBbIWAOWMNIN Tpex paboymx pgHelN, yBeLOMNSAET B
nMcbMeHHON dopme 06 STOM YyNoSHOMOYEHHbI deaepanbHbli OpraH UCNOAHUTENbHOM BAACTU. ITU
CPOKM He BKIOYAIOTCA B CPOK NPOBEAEHUA AaHHOMN 3KCNepTU3bl.

7. lOKyMeHTbI, NOCTYNMBLLME B SKCNEPTHOE yuperKaeHWe ANA NpoBeAeHMA SKCNepTUsbl Kavectsa
yKa3aHHOMW B 4YacT 1 HacToswelh ctaTbM ¢apmaueBTUYEcKOn cybcTaHuMKM, noanexaT BO3BpaTy B
YNOJIHOMOYEHHbBIN PesepanbHbI OpraH UCNOJHUTENbHOW BAACTU OAHOBPEMEHHO C 3aKAOYEHUAMM NO
pe3ynbTaTam NPoBeAEHHOM 3KCNEPTU3bI.

8. B cpoK, He npesblwaOWNN NATU pabounx AHEN CO AHA NOJYYEHWUA 3aKNHOYEHUA KOMMUCCUU
SKCNepToB MO pe3y/bTaTamM 3KCMNepTU3bl KayecTBa YKasaHHOM B 4Yact 1 HacToswweh cTaTbu
dapmaueBTMUYECKOMN cybCTaHLMK, YNOJHOMOYEHHbIV deaepanbHbI opraH UCNONHUTEIbHOW BNacTu:

1) ocywecTBnseT OLLEHKY TaKOro 3aK/OYEHMA A1 ONpeseneHns ero CooTBETCTBMA 3a4aHUI0 Ha
nposeaeHWe AaHHOM 3KCNepTU3bl;

2) nNpuvHUMaeT pelleHWe O BK/OYEHUM YyKasaHHOW B 4Yactu 1 HacToAwen cTaTbu
dbapmaueBTUYECKON CyOCTAHLMM B FOCYAAPCTBEHHbIM pPeecTp SIeKaPCTBEHHbIX CPEACTB UM pelleHne 06
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OTKa3e B TaKOM BK/IHOYEHWU;

3) BHOCUT MpU MNPUHATUM PELUEHUA O BK/IOYEHUM YKasaHHOW B 4acTu 1 HacToAllel cTaTbu
dapmaueBTMyeCKOM  cybCTaHUMM B FOCYAapCTBEHHbIN peectp  NIeKapCTBEHHbIX  CPeacTB
npeaycMOTPEHHYO NMyHKTOM 2 yactu 1 ctatbm 33 Hactoawero PeaepanbHOro 3akoHa MHGOPMaLUIO U
yBegomnsaeT 06 asTom B NUCbMEHHOM popme 3aaBUTENA.

9. OcHoBaHMeM pAnA OTKasa BO BK/IOYEHMM YKa3aHHOM B 4actM 1 HacToswein cratbu
dapmaueBTMHECKON CcybCTaHUMM B TOCYAAPCTBEHHbIN pPeecTp JIEKapCTBEHHbIX CPeacTB ABAAETCA
pelleHne COOTBETCTBYHOLWLENO YNOJHOMOYEHHOTO denepanbHOro OpraHa MCMOIHUTENBHOM BAACTM O TOM,
YTO KayecTBO papmaLeBTUYECKOMN CyOCTaHLMM He NOATBEPKAEHO NONYYEHHbIMU AAHHbIMU.

(yacTb 9 BBeaeHa PegepanbHbiM 3aKoHOM 0T 22.10.2014 N 313-93)

Cratbs 35. [loBTOpHOE npeacTaBAeHME JIeKapCTBEHHOro Mpenapata, He npoleawero
rocyfapCTBEHHOW pPerncTpauMmM NeKapCcTBEHHbIX MPENnapaToB, Ha rOCYAapPCTBEHHYIO PErncTpaumto
NleKapCcTBEHHbIX NpenapaTos

MoBTOpHOE nNpeAacTaB/ieHWEe B COOTBETCTBYIOWMI YNOAHOMOYEHHbIM deaepanbHbIi  opraH
MCMNONHUTENBHOW BNACTU NE€KapCTBEHHOMO Npenapara, He NpoLweALlero rocyaapcTBeHHON perncTpaumm
NleKapcTBEHHbIX MPenapaToB WAM MOAYYMBLUEro OTKA3 B YKa3aHHOM perMcrpauvu M BrOC/AenCcTBUM
noABeprweroca M3MeHEeHWI0 B 4YacCTM ero CcoCTaBa, PAacCMaTPMBaEeTCA Kak npeacTaB/eHMe HOBOro
NeKapcTBEHHOro NpenapaTa Ha ero rocyfapcTBEHHYD PErucTpaumio He3aBUMCMMO OT COXPaHeHWs ero
NepBMYHOro HaMMeHOBaHMA.

Cratba 36. O6kanoBaHWe pelweHMAa 0O OTKase B Bblaye paspelleHMa Ha npoBeAeHue
K/IMHUYECKUX MUCC/Ie0BaHMIN IeKAPCTBEHHOIO NpenapaTa Wan peleHna 06 oTKase B rocyapCTBEHHOM
perncTpaumnmn 1ekapcTBeHHOro npenapaTta

PeweHure cOOTBETCTBYIOWErNO YNOJHOMOYEHHOTO defepasibHOro opraHa UCMOJIHUTENbHOM BACTU
06 OTKase B Bblgaye paspelleHUss Ha MPOBeAEHME KAUHUYECKMX WCCIeA0BaHUI JIeKapCTBEHHOIO
npenapata MM peweHne ob OTKase B rOCYAapCTBEHHOM PerncTpaumy JeKapCTBEHHOrO npenapaTta
MOXKeT bbITb 06¥KaN0BaHO B NOpsAAKe, YCTaHOBJIEHHOM 3aKOHOZaTeIbCTBOM Poccuiickon deaepaumi.

Cratba 37. WHbopmaumsa, CBA3AHHAA C OCYLLECTB/IEHWEM [OCYAAaPCTBEHHOM perucTpauun
NeKapcTBEHHbIX MNpenapaTtoB, MHGOPMaUMA O 3aPErmcTPMPOBAHHbLIX JIEKAPCTBEHHbIX NpenapaTtax M
NleKapCTBEHHbIX NpenapaTtax, MCKAUYEHHbIX M3 FOCYAapCTBEHHOrO peecTpa IeKapcTBEHHbIX CpeacTs

1. CooTBeTCTBYIOWMIA YNOJAHOMOYEHHDbIN ¢eaepanbHbli  OpraH WCNOAHUTENIbHON  BAACTU
pasmellaeT Ha cBoem oduumanbHom cate B cetn "MHTepHeT" uMHbOPMauUMIO, CBA3AHHYKD C
OCYLLEeCTB/IEHNEM FOCYLAPCTBEHHOW pPerncTpauuu JeKapcTBEHHbIX Mpenapatos, B TOM u4uc/e
npoBeAeHMEM 3KCNEepPTU3bl NIEKAPCTBEHHbIX CPeacTs, WHPOPMALMIO O  3aPErucTpUMpPOBaHHbIX
JIeKAPCTBEHHbIX MpenapaTax W JIeKAPCTBEHHbIX MpenapaTtax, WCKAYEHHbIX W3 TOCYAaPCTBEHHOIO
peecTpa /JIeKapCTBEHHbIX CPeACTB, He Mno3gHee yem 4epes3 MNATb paboumx AHeN co AHA Noay4veHwua
COOTBETCTBYHOLLMM YNOAHOMOYEHHbIM defepasbHbiIM OPraHOM UCMOIHUTENbHOM BNACTU 33aAB/EHUA O
rocyapCTBEHHON perncTpaLmMm 1eKapcTBEHHOro Npenapara.

2. CpoKM M MnopAnoK pa3mMmelleHMA YKasaHHOMW B 4vactu 1 HactoAwein craTbl WMHPopmauum
YCTaHaB/AMBAOTCA YNONHOMOYEHHbIM deaepasbHbIM OPraHOM UCNOAHUTENBHOW BNACTU.

Fnhasa 7. KNIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
MNPENAPATOB AN14 MEAUUMHCKOIo NnPUMEHEHUA, AOTrOBOP
Ob UX NMPOBEAEHUN, MPABA NAUMUEHTOB, YHACTBYIOLLUX
B 3TUX UCCZIEAOBAHUAX

CratbAa 38. KnuHuueckne wuccnenoBaHUA NNEKAPCTBEHHbLIX MNpenapatoB Aa4 MeanUuUHCKOro
npumeHeHunA
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1. KAnHUYecKne nccnenoBaHNA eKapcTBEHHbIX MpenapaTos A8 MeAULMHCKOro NpMMeHeHus, B
TOM 4YMC/Ie MEXAYHapOoAHble MHOTOLIEHTPOBbIE, MHOTOLEHTPOBbIE, NOCTPErnCTPaLMOHHbIE, NPOBOAATCA
ONS TOCYapCTBEHHON PEerncTpaLmmn NeKapCTBEHHbIX NpenapaToB M WMHOro npeaHasHavyeHuA B OAHOW
NN HECKOJNIbKUX MeAUUNHCKUX OpraHn3aumax B COOTBETCTBUU C MpPaBuiamMmum KJMHUYECKOM NPaKTUKMK,
YTBEPKAEHHBIMM YNONHOMOYEHHbIM peaepasbHbIM OPraHOM UCMOAHUTENBHOM BAACTU, COOTBETCTBEHHO
B CeAyoWwmx Lenax:

1) yctaHoBneHMe 6e30MacHOCTU JIeKapPCTBEHHbIX MpenapaToB ANA 340PO0BbIX 406POBOALLEB U
(unn) nepeHocMMOCTM MX 340POBbIMM  A06POBOMBbLAMM, 33 WMCKAOYEHUEM TaKUX MUCCeL0BaHWUM
JIeKapCTBEHHbIX NpenapaTos, NPOU3BEAEHHbIX 3a Npeaenamn Poccuiickon Peaepaunu;

2) noabop ONTMMAaNbHbIX A03MPOBOK J/IEKAPCTBEHHOro Mpenapata M Kypca JnedyeHusa Aans
nauMeHToB C onpedeneHHbiMm 3aboneBaHMem, ONTUMaNbHbIX [03 U CXEeM  BaKUMHaLMK
MMMYHOBMONOTMYECKMMU IeKapCTBEHHbBIMW NpenapaTamu 340P0BbIX 406POBONLLEB;

3) ycTaHoBneHWe 6e30MacHOCTM /fleKapCTBEHHOro npenapata M ero 3¢gQeKTMBHOCTM ANA
nayMeHToB c onpeaeneHHbIM 3aboneBaHuem, npoduaakTMYecKo a3 beKkTMBHOCTU
MMMYHOBMONOTMUYECKUX IEKaPCTBEHHbIX NpenapaTos A1A 340P0BbIX 406POBONbLEB;

4) un3yyeHUe BO3MONKHOCTU paclWIMPeHMs MNOKasaHWi ANA MeOMUMHCKOTO MpPUMEHEHUs U
BbIABNIEHNA paHee HeM3BEeCTHbIX MOBOYHbIX AEWCTBMIA  3apPermcTPUPOBaAHHbIX  /IeKapPCTBEHHbIX
npenaparos.

2. B OTHOWeEHUM BOCMNPOU3BEAEHHbIX JIEKAPCTBEHHbIX NpenapaTtoB AAa MeANUUHCKOro
NPUMeEHeHNA NPOBOAATCA  UCCNeAoBaHWA  BMO3KBUBANEHTHOCTM M (MAKM)  TepaneBTUYECKOM
SKBMBA/NIEHTHOCTM B MOpsAKEe, YCTAHOB/MIEHHOM  YMOJIHOMOYEHHbIM  dedepasibHbiM  OpraHoM
WCMOJIHUTE/IbHOM BAACTM.

3. OpraHusauuio NpoBeAeHUs KJANHUYECKUX WCCNeLOoBaHMIA JIeKapCTBEHHOro npenapaTa A4ad
MeAVLMHCKOro NPMMEHEHUA BNpaBe OCYLLeCTBAATb:

1) pa3paboTumK NeKkapcTBEHHOro Npenaparta Uan yrnoJHOMOYEHHOE UM JULLO;

2) obpasoBaTesibHble OpraHu3aLMu Bbicliero 06pa3oBaHMA, OpraHW3auuu AOMNOJNHUTEIbHOTO
npodeccnoHanbHOro obpasoBaHus;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4yHO-UCCef0BaTeIbCKME OPraHn3aL K.

4. KNMHMYeCKMe UCCnenoBaHUA JIeKapCTBEHHbIX NpPenapaTtoB ANs MeOULMHCKOro NMpUMeEHEeHUs
npoBoAATCcA B MopaaKe, yCTaHOBAEHHOM cTaTbaMu 20 - 22 HacTtosuwero PeaepanbHOro 3akoHa, Ha
OCHOBaHWUW paspelleHnsa Ha npoBedeHUe KANHUYECKOro McCaeaoBaHUA JIeKapCTBEHHOro npenapara,
BblAAHHOrMO YNO/IHOMOYEHHbIM deaepasnbHbiM OpPraHOM WCNOJHUTENbHOW BAAcTW, B COOTBETCTBUM C
LenamM, YKasaHHbIMW B 4YacTM 1 HacToswel CcTaTbu. YNOAHOMOYEHHbIW ¢eaepanbHbliii  opraH
WCNONHWUTENbHOW BNAacTM BeAeT pPeecTp BblAaHHbIX pPaspelleHnit Ha npoBefdeHUe KAMHUYECKUX
nccneaoBaHW IeKapCTBEHHbIX MPenapaTtos, COAEpXallMii yKasaHWe Ha MX Uelb WU uenun, B
YCTaHOB/IEHHOM 3TUM OPraHOM MOpPAKe.

5. B cny4ae ocyllecTBAEHUA TOCYAapCTBEHHOM pernctpaumuM feKapCcTBeHHOro npenaparta
rocyapcTBeHHana Mow/iMHa 3a NPoBefeHMe 3KCNepTU3bl AOKYMEHTOB A/1A MOAyYeHUsA paspelleHnin Ha
nposeAeHMe KANHUYECKUX UCCeA0BaHUI 1eKapCcTBEHHOro npenaparta A48 MeAULMHCKOro NpUMeHeHna
M 3TMYECKOM 3KCMepTM3bl Npu O06paLLeEHMM 3a TOCYOAPCTBEHHOM perucTpaumen NeKapCTBEHHOrO
npenapata B COOTBETCTBUM C LENb0 WAN LEeNAMM, YKa3aHHbIMM B YacTM 1 HacToAwei CcTaTbu,
ynnaunmsaeTca 0AHOKPaTHO.

6. K opraHusaumMm nposeaeHUa KAMHUYECKUMX UCCNeAoBaHWA NeKapCTBEHHOro npenapata Ans
MEANUMHCKOTO NPUMeHeHUa pPa3paboTyMKOM JieKapCTBEHHOro npenapata MOFYT MpMB/eKaTbeA
lopugmyeckme vua  Nw0bo  opraHM3auMoOHHO-NPaBoBOM  GopMbl Npu  ycnoBun obecnedeHus
COOTBETCTBUA 3TUX UCCNeAoBaHUIA TpeboBaHMAM HacToAwero ®eaepasnbHOro 3aKoHa.

7. KnnHUYeckne unccnenoBaHWA NEKapCTBEHHbIX NPenapatoB ANA MeAUUMHCKOro npumeHeHus
NPoBOAATCA B MEAMUMHCKMX OpraHuM3aumax, akKpeauTOBaHHbIX YNOJHOMOYEHHbIM deaepanbHbim
OpraHoM WCMONHUTENbHON BNacTM B MNOPAAKe, YycTaHOB/AeHHOM [IpaBuTenbcTBOM PoccuiicKol
depgepaunn.

8. TepeuyeHb MEAMUMHCKMX OpraHM3auuMii, WMMEKLMX MPaBo MNPOBOAUTL  KAMHUYECKME
nccneaoBaHNA NIeKapCTBEHHbIX Mpenapatos ANs MeAMLMHCKOro NPUMEHEHWA, U PeecTp BblaaHHbIX
paspelieHnMii  Ha  npoBedeHMEe  KAMHWYECKUX  WUCCNedoBaHWA  JIEKapCTBEHHbIX  MpenapaTos
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ony6/IMKOBBIBAIOTCA M PA3MELLAOTCA YNOJHOMOYEHHbIM defepasbHbIM OPraHOM MUCMOJIHUTENbHOM
B/1aCTW B YCTAaHOBAEHHOM MM Nopsaake Ha cBoem odpuumanbHom calite B cetn "UHTepHeT".

Cratba 39. MexayHapo4HOEe MHOrOLEHTPOBOE KAMHUYECKOE MuCCnefoBaHUe JIeKapCTBEHHOro
npenapaTta 4Na MegUUMNHCKOTO NPMMEHEHMA UAN NOCTPErucTpaumMoHHOe KAIMHUYECKoe uccnegoBaHue
JleKapCTBEHHOro npenapaTa 419 MegULMNHCKOTo NpMMeHeHuns

1. MexayHapoaHOe MHOTOLLEHTPOBOE K/MHUYECKOe UCC/ief0BaHUE SIeKapCTBEHHOro npenapara
AN MeAMLMHCKOTro NPUMeHeHUa Ha Tepputopumn Poccuiickoli depepaunn nam nocTperncTpaumoHHoe
K/IMHUYECKOe McCnefoBaHUe IeKapCcTBEHHOrO NpenapaTta gasa MeaANUUMHCKOTO NPMMEHEHMSA NPOBOANUTCA
Ha OCHOBaHWM paspeLleHns Ha NpoBeaeHMe KIMHUYECKOro UCcCne0BaHMA NeKapCTBEHHOIO Npenapara,
Bbl4aHHOIO YMO/JIHOMOYEHHbIM deaepasibHbIM OPraHOM WCMOJHUTENbHOW BAACTM MO pPe3y/bTaTam
3KCMEepPTU3bl  AOKYMEHTOB, HeobxogumblXx ANA  MONYYEeHWs  paspelleHus Ha  NpoBeaeHue
MEMKAYHAPOAHOr0 MHOTOLEHTPOBOro KAMHMYECKOrO UCCNef0BaHMA JIEKAapCTBEHHOro npenapaTta uau
MOCTPErncTpaLMoHHOrO K/JAMHMYECKOTO WCCeAOBaHUS JIEKAPCTBEHHOrO MpenapaTta, WM 3TUYECKOM
3KCNepTU3bl.

2. [Ons nosfyyYyeHUs paspelleHns Ha MNpoBeAeHWEe MEeXAYHAapOoAHOro MHOTOLEHTPOBOro
KNMHMYECKOTO WCCNeAOBaHUA JIEKAPCTBEHHOrO npenapaTta Ana MeAMUMHCKOTO MNPUMEHEHMA WK
NOCTPErncTpaLMoHHOrO KJAMHMYECKOrO UCC/Iel0BaHNA IeKAPCTBEHHOrO npenapaTa A1a mMmeauuUmMHCKOro
NPUMEHEHNA B YMNOJHOMOYEHHbIN deaepanbHbli  OpraH WCNOJAHUTENbLHOW BAAcTU  3anaBUTENb
npeacTaBfserT:

1) 3asBneHWe O Bblgaye pPaspelleHUs Ha NpoBedeHWEe MeXAYHapOoAHOro MHOrOLLEeHTPOBOro
K/IMHUYECKOTO MWCCNeA0BaHUA /NIeKapCTBEHHOrO mnpenapaTta AN MeAUUMHCKOTO MPUMEHEHUS WK
NOCTPErUCTPALLMOHHOIO KIMHMUYECKOTO UCCNeA0BaHMNA JIeKapCTBEHHOro npenapaTta Ans MeguuuMHCKOro
NpUMeHeHus;

2) DOKYMEHT, NoATBEPXKAAIOWMI yNaaTy rocyAapcTBEHHOMN MOLWAUHbBI 33 Bblayy paspeleHrsa Ha
npoBeAeHMe MeXAYyHAapOAHOro MHOTOUEHTPOBOIO KJAMHUYECKOTO WCCNeAO0BaHUA JIeKapCTBEHHOIo
npenaparta Ans MeAUUMHCKOTO NPUMEHEHUS UK FToCyAapCTBEHHOM MOLIWHBI 3@ Bblgady paspelueHus
Ha NpoBefeHMe NOCTPErncTPaLMOHHOIO KAMHUYECKOTO UCC/Ief0BaHNA IeKapCcTBEHHOro npenapara g
MeANUMNHCKOro NpUMeHeHus;

3) oTYeT O AOKAMHUYECKUX UCCNEAO0BaHUAX NEKapCTBEHHOro CPeAcTBa M OTYET O NMPOBEeAEHHbIX
paHee KAMHUYECKUX UCCNeA0BaHUAX IeKapCTBEHHOrO NpenapaTta 418 MeAULUNHCKOro npumeHeHus (npu
Hannuum);

4) nNpPoOeKT npOTOKONA K/AWMHUYECKOrO WCCNefoBaHMA  JIeKapCTBEHHOro npenapata Aas
MeAULMHCKOTo NPUMEHEHUA;

5) 6powtopy uccneposartens;

6) WMHOOPMALMOHHBLIA NNCTOK MaUMeHTa, Y4YacTBYIOWIErO0 B KAMHMYECKUX WUCCeAO0BaHUAX
JIeKapCTBEHHOroO NpenapaTta 418 MeANLMHCKOTO NPUMEHEHUS;

7) cBegeHus ob onbiTe paboTbl McCcnenoBaTeNnel No COOTBETCTBYHOLIMM CMELManbHOCTAM U KX
onbiTe paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCCe0BaHN;

7.1) cBefeHUs O MeAMLMHCKMX OpraHusauusax, B KOTOPbIX Npeanosiaraetca npoBeaeHue
KJIMHWUYECKOTO UCCNef0BaHNA IeKapCTBEHHOro npenapaTta gasa MeguLMHCKOro NpMMeHeHus (noaHoe u
COKpallleHHOe HaWMMeHOBAHWs, OpraHM3auMOHHO-NpaBoBas (opmMa, MECTO HAXOMKAEHUS U MecCTo
OCYLLECTBNEHUA gesaTenbHoCcTM, TenedoH, Tenedakc, agpec 3/EKTPOHHOM NoYTbl MeAMULIMHCKOM
opraHusaumm);

(n. 7.1 B pen,. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7.2) npepgnonaraemble CPOKM MNPOBEAEHMA KAMHUYECKOrO WCCNefoBaHUA NeKapCTBEHHOro
npenaparta 414 MeguUUMHCKOro NpUMeHeHus;

(n. 7.2 BBegeH ®enepanbHbiMm 3akoHoM oT 11.10.2010 N 271-d3)

8) Konuto goroBopa 06s3aTeNbHOrO CTPaxOBaHWUS, 3aK/OYEHHOro B COOTBETCTBMU C TMMOBbIMM
npasunamm o0653aTeNlbHOr0 CTPaxoBaHWUA, C YKa3aHMeM npeaenbHOM UYUCAEHHOCTM NaLMEHTOB,
YUYaCTBYIOWNX B KAMHUYECKOM WCCNEN0BaHUM /IeKapCTBEHHOro npenapata Ans MeauLMHCKOro
NpUMeHeHus;

(n. 8 B pea. PepgepanbHoro 3akoHa ot 29.11.2010 N 313-93)
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9) MHPoOpMaALMIO O COCTaBe JIeKapCTBEHHOro mnpenapata Ana MOo/AyYeHUs paspelleHus Ha
NnpoBefleHNe MEeXKAYHAPOAHOr0 MHOMOLEHTPOBOrO0 K/JAMHMYECKOrO WCCNeA0BaHMA /IeKapCTBEHHOrO
npenapaTta 4a4 MegULUUHCKOTro NPUMeEHeHNs;

10) AOKYMEHT, COCTaB/ieHHbI MPOM3BOAUTENEM JIEKAPCTBEHHOrO Npenapata U coaep’kalumi
nokasaTenu (XapaKTepuCTUKM) JIeKapCTBEHHOro npenapata, NPou3BeAEeHHOro AnA MpoBeAeHus
KAMHUYECKUX UCCeL0BaHNNM.

(n. 10 B pepg,. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. B cpoK, He npeBblWwatowmii NATM paboumnx AHen co AHA NPUHATUA YKA3aHHOIO B NyHKTe 1 yactu
2 HacToALEN CTaTbM 3aABEHUS U HEOOXOANUMbIX AOKYMEHTOB, YNOJHOMOYEHHbIN deaepanbHbii opraH
NCNOSIHUTENbHOW BNACTHU:

1) npoBOAMT NPOBEPKY MONHOTbI U AOCTOBEPHOCTU CBEAEHUN, COAEPKALUMXCA B NPeaCcTaBleHHbIX
3anBUTEIEM AOKYMEHTAX;

2) NpMHUMaET pelleHMe O NPOBEeAEHUMN SKCNEPTU3bI AOKYMEHTOB ANA MNOYYEHUS paspelleHns Ha
NpoBefAEHNE MENKAYHAPOAHOIO MHOMOLEHTPOBOIO K/JAMHMYECKOrO WCCNef0BaHMA IEKAPCTBEHHOIO
npenaparta gns MeauUNHCKOro NPUMEHEHMUA UAM NOCTPErMCTPALMOHHOIO KAMHUYECKOrO UCC1ea0BaHNsA
JIEKapCTBEHHOrO Npenapara 419 MeauLMHCKOro NPUMEHEHUA M 3TUYECKOM 3KCNepTU3bl IN60 06 oTKase
B NPOBEAEHUN YKa3aHHbIX SKCMEePTU3;

3) yBegomnneT B NUCbMEHHOM dopme 3aaBUTENA O MPUHATOM peLleHUM UK B CyYae NPUHATUS
pelweHns 06 oTKase € yKazaHMeM NPUUYNH TaKoro OTKasa.

3.1. B cnyyae BbISBNEHWUA HEAOCTOBEPHOCTU CBeAEHUM, COoAeprKallMxcA B MpeacTaBleHHbIX
3aABMTENIEM MaTepuanax, ynosHOMOYEHHbIN peaepanbHbliA OpraH UCNOHUTENIbHOW B/1IAaCTU HanpaBaseT
3aABMTENI0 3anpoc 06 YTOYHEHWM YyKasaHHbIX cBedeHuM. [aHHbIM 3anpoc MoXeT ObiTb nepedaH
YNOJHOMOYEHHOMY NpPeACTaBUTENIO 3aABUTENA JIMYHO NOJ PACMMCKY, HaNpaB/eH Mo MoYTe 3aKasHbIM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOM dopme NO TENNIEKOMMYHMKALMOHHbIM KaHanam cBsisu. B cayyae
HanpaB/ieHMA AAHHOTO 3aMnpoca No NoYTe 3aKasHbIM MUCbMOM OH CYMTAETCA MNONYYEHHbIM MO UCTEYEHUU
LIecTu AHel ¢ AaTbl HANPaB/eHMA 3aKa3HOro NUCbMA.

(yacTb 3.1 BBeaeHa desepanbHbiM 3aKoHOM OT 25.11.2013 N 317-d3)

3.2. 3aaBuTenb 0653aH NPeAcTaBUTb OTBET HA 3aMpoc YNoJIHOMOYEHHOTo defiepasibHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpPEeBbIWAOWMA AeBAHOCTA paboymx AgHel co AHA nonyyeHua
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 3 HAcToAWen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3aABUTE/O 3anpoca YNoJIHOMOYEHHOro ¢peaepanbHOro opraHa UCNOAHUTENbHON BNACTU
00 OHS NONYYEeHMUA MM OTBETA Ha AaHHbIN 3aNpoC U He YYUTbIBAETCA NPU UCHUCAEHUM CPOKA NPUHATUA
YNONHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMO/IHUTENbHOM BNACTU  PELIEHUA O NPOBEAEHUM
3KCNEepPTU3bl AOKYMEHTOB AN MOJIyYEHMA paspelleHns Ha MpoBedeHue  MeKAyHapoAHOro
MHOTOLEHTPOBOrO KJ/MHUYECKOro WCCNefoBaHMA NeKapCTBEHHOro npenapaTta Ana MeguuMHCKOro
NPUMEHEHNA WKW NOCTPETMCTPALMOHHOIO KAMHUYECKOTO WMCCNefoBaHUA NIeKapCTBEHHOro npenapaTta
AN MeANLMHCKOTO NPUMEHEHMUS.

(yacTb 3.2 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

4. OcHoBaHWeM A5 0TKasa B NPOBEAEHUM SKCMEPTU3bl JOKYMEHTOB A5 MOYYEHUs paspeLleHns
Ha NpoBefEeHME MEXAYHapOAHOro MHOrOLEHTPOBOro KJAMHUYECKOrO WCCNEeAO0BaHUA NIEKAapPCTBEHHOTO
npenapaTta g8 MeAULNHCKOrO NPUMEHEHMA UAM NOCTPETMCTPALNMOHHOIO KIMHMYECKOrO UCCaef0BaHNS
JIeKapCTBEHHOrO npenapaTta A4a MeAMUMHCKOrO MPUMEHEHMA W 3TUYECKOM 3KCnepTusbl SABASETCA
npeacraBieHne AOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 2 HAcTOsIWEeN CTaTbW, B HEMOJIHOM 06beMme,
HenpeacTaBAeHWe 3afBUTEIeM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIA B YacTu 3.1 HacToALed
CTaTbW 3aMNpoC YNoJIHOMOYEHHOro denepasibHOro opraHa MCMNOAHUTENIbHOM BAacTM nbo oTcyTcTBUE B
NnpeacTaB/NeHHbIX AOKYMEHTAX UCYEPMNbIBAIOLLErO NepevyHa Heobxoaumblx cBeAEHUA Unn nHbopmauuu,
KOTOPbIE AONKHbI ObITb OTPAXKEHbI B HUX.

(B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

5. [lpoBegeHWe 3KcnepTMsbl [OKYMEHTOB A/ MOJIYYEHUS paspelleHMs Ha npoBeaeHue
MEXKAYHAPOAHOr0 MHOTOLEHTPOBOro KAMHMYECKOrO WCC/e0BaHUA NeKapCTBEHHOro npenaparta Ans
MEAULMHCKOTO  NPUMEHEHUS  WAW  MNOCTPErncTpauyMoOHHOrO  KJAMHMYECKOro  UCCNeAoBaHUs
JIeKapCTBEHHOro npenapata AN MeAMUMHCKOTO NMPUMEHEHUS U 3TUUYECKOM 3KCnepTusbl M Bbldaya
pa3spelleHMAa Ha nNpoBefleHMEe MeXAyHapoAHOrO0 MHOMOLEHTPOBOro K/AMHUYECKOro uccaenoBaHua
JIeKapCTBEHHOro npenapata [Aaa  MeAUUMHCKOro NPUMEHEHMA  WUAU  NOCTPErucTpPauMOHHOro
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KIMHUYECKOro MCCNeAoBaHMA  IEKAPCTBEHHOroO npenapata  Aaa  MeAMUMHCKOro  NpUMeEHeHUs
OCYLLECTBNIAKOTCA B NOPAAKe, YCTaHOBAEHHOM cTaTbAMM 20 - 22 HacToawero PeaepanbHOro 3akoHa.

6. PeweHns 06 oTKase B NpoBeAEHUM IKCNEPTU3bl AOKYMEHTOB A5 MOJIyYEeHMA paspelleHma Ha
npoBegeHne MeXAYyHapoOAHOrO MHOMOLLEHTPOBOrO K/JIMHWYECKOrO WCCAef0BaHUA J1IEKAPCTBEHHOTO
npenapaTta 418 MeanuMHCKOro NPUMEHEHUA AN NOCTPETNCTPALNOHHOTO KAMHUYECKOTO NCCea0BaHuUA
JNIEKApPCTBEHHOrO npenapata Aas MeAULMHCKOrO NMPUMMEHEHUS M STUYECKOM 3KCnepTusbl U B Bblgaye
paspelweHns Ha NpoBeAeHME MeXKAYHAPOAHOrO0 MHOFOUEHTPOBOrO KAMHUYECKOrO WUCCneaoBaHUA
JIEKapCTBEHHOrO npenapata Aas  MeOUUMHCKONO  MPUMEHEHMA  WMAM  MOCTPErUCTPALUOHHOIO
K/IMHWUYECKOro UCC/IeA0BaHMA 1IeKapCTBEHHOMO npenapaTa Ana MeanuLMHCKOTO NPUMEHEHNS MOTyT ObiTb
06’KanoBaHbl B NOpsiAKe, yCTaHOBNEHHOM 3aKOHOAaTe/IbcTBOM Poccuiickoin ®epepaumn.

Cratba 40. I'IpOBe,u,eHme KIMHNYECKOro wuccneaoBaHmAa nNeKapCTBeHHOro npenapata  AnA
MeanunHCKOro npumeHeHunAa

1. PykoBoauTeNnb MeAMUMHCKOW OpraHM3aumMm, KOTopasa NpOBOAMUT KJAMHUYECKOE UcCneaoBaHue
NIeKApCTBEHHOrO  npenapata Aaa  MeOMLMHCKOrO  MNPUMEHEHWs, HasHayaeT ucciepoBaTtens,
OTBETCTBEHHOrO 3a MpPOBeAEHWE TAKOrO WCCNefO0BAaHMA UM UMEIOLWEro sedvyebHyto CrneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KJAMHUYECKOMY WCCAEA0BaHUIO JIEKApPCTBEHHOrO npenapaTa, co
CTaxkeM paboTbl MO NPOrpaMmam KAMHUYECKMX UCCNEeA0BAHUIN NIEKAPCTBEHHBIX MPENapaToB He MeHee
YyeM nNATb /NIeT M MO €ro NpPeasioXKEeHWI0 HasHayaeT couccnepoBaTesie M3 4YuCaa Bpayel 3ToM
MeANLMHCKOMN opraHM3auum.

2. UccneposaTenb ocyuiecTBaseT BblbOp NauMeHTOB, KOTOpPble MO MEAULMHCKMM MOKA3aHUAM
MOTyT 6bITb NPMUBAEYEHDbI K Y4acTUIO B KAMHUYECKOM WUCCAEeLOBAHUW SIEKAapCTBEHHOMO npenapaTa gs
MEANLMHCKOTO NPUMEHEHMA.

3. WccnepoBaTenb M couccnefoBaTenn  AOJKHbl  OblTb  O3HAKOMAEHbI € pe3ynbTaTaMu
OOK/NIMHNYECKOTr0  MCCIef0BaHUS  NEeKAPCTBEHHOro  CpeacTsa, cogepxawumucas B Bpouwtope
nccnefoBaTens, NPOEKTOM MPOTOKO/A KAMHUYECKOrO UCCAeA0BaHMA NIeKAapPCTBEHHOMO npenaparta 4ns
MeANLMHCKOIO NPUMeEHEHMUA, pa3paboTaHHbIM pa3paboTyMKOM IEKAapPCTBEHHOTO NpenapaTta Uan UHbIM
IOPUANYECKMM SINLOM, MPUBAEKAEMbIM K OpraHM3auMuM MPOBeAEHUs KAMHWYECKOro WUCCiesoBaHMs
JIeKapCTBEHHOrO MpenapaTta Aas MeAULMHCKOro MPUMEHEHMA, U APYTMMW MmaTepuanaMm TaKoro
nccnenoBaHus.

3.1. PykoBOANTENb MEANUMHCKON OPraHn3aumm B CPOK, He NpeBbILLatoWwmii Tpex paboumnx gHen co
OHA Hayana NpoBeAeHUs KNMHUYECKOTo UCCIeA0BAHNA NEKAPCTBEHHOMO NpenapaTta 418 MeguLMHCKOro
npuMeHeHun, cooblaeT 06 3TomM B YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOHUTENbHOW BAACTMH,
BblAABLUNI pa3pelleHne Ha NPOBEAEHME TAKOrO UCC/IEA,0BAHUA, MO YCTAaHOBEHHON UM popme.

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

4. OpraHusauuMu, OCYLLEeCTBAAIOWME OpPraHM3auMio NPOBEAEHMA KAMHUYECKOTO WMCCNeaoBaHMA
JIeKapCTBEHHOrO MpenapaTa Aaa MeAMUMHCKOrO MPUMEHEHUA M yKasaHHble B 4acTM 3 cTaTbu 38
HacToAwero denepanbHOro 3akoHa, B CAyvyae HeOHXOAMMOCTU BHECEHMA W3MEHEHWI B MPOTOKON
KIMHUYECKOTO UCCNea0BaHNA IeKAPCTBEHHOIO NpenapaTa 41 MeANUMHCKOTO NPUMeHeHNa coobLatoT
06 3TOM B YNO/IHOMOYEHHbIV deaepanbHbiii OpraH UCMOJIHUTENBHOM BNACTW, BblAABLUMIN paspelleHne
Ha NpoBeAeHMe TaKOro UCCeA0BaHUA, NO YCTAHOBAEHHON UM dopme.

(B pen. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. ®opma coobuieHNA O BHECEHUU W3MEHEHMUI B MPOTOKON KJAMHUYECKOFO WMCCNeaoBaHWA
NIeKapCTBEHHOrO npenapata AAA MeOMLMHCKOrO NPUMEHEHUA [OO/KHA COAEep)KaTb cheayolme
csefeHua:

1) HanmeHoBaHWe, NAEHTUPUKALMOHHDBIN HOMEP M AaTa NPOTOKO/a KIMHUYECKOTO UCCAe0BaHUA;

2) paTa BHECEHUA U3MEHEHUI B NPOTOKO KAMHUYECKOTO UCCe0BaHUS;

3) HaMMeHOBaHMe N MEeCTO HaXOXAEeHUA 3aABUTENS;

4) HaumeHoBaHWE OpraHW3aLuuK, NPUBAEYEHHON Pa3paboTYMKOM JIeKApCTBEHHOrO npenaparta K
OpraHM3aumm NPoBeseHNA KIMHUYECKOTO NccneaoBaHusa (Npy Hanmumm);

5) HaMMEHOBaHUA M MECTa HaxOXAEHWA MeAMUMHCKMX OpraHM3auuii, B KOTOPbIX NPOBOAMTCA
KJIMHUYECKOE UCCcneaoBaHuneE;

6) f[aTa BblAAuYM paspelleHUs Ha MNPOBEAEHME KAMHUYECKOrOo WMCCNefoBaHWA U HOMeEpP 3TOro
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paspelleHuns;
7) U3MeHeHMA, BHOCMMbIE B MPOTOKOJ K/IMHUYECKOTrO UCC/1e40BaHMA.
(yacTb 4.1 BBegeHa depepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

5. B cpoK, He npeBbiwatowmii TpnaLaTM pabounx gHel co AHA NOJIyYeHMA yKa3aHHoro B Yactm 4
HacToAlWeNn cTaTbM COObLWEeHUs, YyNOSIHOMOYEHHbIN deaepasbHblii OpraH MCNOJHUTENIbHON BAACTU
paccmaTpuBaeT 3TO COObLEeHNEe B YCTAHOBJEHHOM MM MOPALKE U MPUHUMAET pelleHne O BHEeCEHMUM
M3MEHEHU B NPOTOKON KIMHUYECKOTO MCCAeA0BaHMA NEKAPCTBEHHOrO npenapaTa Aaa MmeguLMHCKOro
npuUMeHeHnA nan ob 0TKase BO BHECEHUMN TAKUX USMEHEHUI.

6. KnvHuMyeckoe unccnefsoBaHMe NEeKapCTBEHHOrO npenaparta gas MeAMLMHCKOro npumeHeHus
MOXKeT ObITb MPUOCTAHOBAEHO MAM MPEKPALLEHO, €C/IM B Mpouecce ero npoBefeHMA obHapy)KeHa
ONAaCHOCTb ANA M3HW, 340pOBbA NAUMEHTOB. B cnyyae BO3HMKHOBEHWMA OMACHOCTU A1A KU3HM,
3[,0pOBbA MaLMEeHTa, Y4acTBYIOWEr0 B KAMHUYECKOM UCCAeA0BaHMM NEKAPCTBEHHOrO MpenapaTta gas
MeANUMHCKOTO NPUMEHEHMUA, Uccneposatenn obasaHbl NpoMHbopMMpoBaTe 06 3TOM pyKoBoguTeNs
MeAMUMHCKON  OpraHMsauumM UM OpraHvM3aumio, MOAYYMBLUYHO paspelleHuMe  YNoJAHOMOYEHHOTro
denepanbHOro opraHa WCMNONHUTENbHOW BAACTM Ha OPraHM3auMIo MPOBELAEHMA  KAMHUYECKOro
UCCNneaoBaHMA  NIEKAapCTBEHHOrO  npenapata. PeweHWe O  MPUOCTAHOBAEHUU  KIMHUYECKOTO
UCCNeaoBaHUA  JIEKApPCTBEHHOrO  npenapaTa 418  MeAMUMHCKOrO  MPUMEHEHUA  NMPUHUMAIOT
pyKOBOAMUTENDb MEAMLMHCKOMW OpraHusaumm U (MAn) opraHusaums, MOAyYMBLIAA paspelleHune
YNO/JIHOMOYEHHOrO deaepanbHOr0 OpraHa WMCMONHUTENbHOM BNACTM HA OpPraHU3auMilo NPoBeAeHUA
KIMHUYECKOTO MCCIef0BaHUA IEKAaPCTBEHHOrO NpenapaTta 414 MeANLUHCKOTO MPUMEHEHUSA, PeLIEHNE O
NPeKpPaLeHNM TaKoro WUCCAeLOBaHUA  MPUHUMAET  YNOJHOMOYEHHbIM  dedepanbHbli  OpraH
WCMOJIHUTE/IbHOM B/IaCTM Ha OCHOBaHMM coobuweHns B NUCbMeHHOW ¢dopme pyKoBoAMTENS
MEAMUMHCKON OpraHuMsaumu WM OpraHusaums, MoJyyuBlIas paspelleHue  YrnoJIHOMOYEHHOro
denepanbHOro opraHa WCNONHUTENIbHON BAACTU Ha OPraHU3auMio MNPOBEAEHMA  KJAWMHMYECKOTO
nccaefoBaHUA NEKAPCTBEHHOIO NpenapaTa gas MeguLMHCKOro MPUMEHEHUS.

7. B cpoK, He npeBblaloWwnii NATM paboumnx AHen co AHA 3aBEpLUEHMA, NPUOCTAHOBAEHMA UM
NPEeKPaALLEHNA  KAMHUYECKOTO MUCCNef0BaHMA JIEKAPCTBEHHOrO npenapata  4aa  MeguLMHCKOro
npumeHeHus, cooblieHne 06 3TOM HaNpPaBAAETCA OPraHUM3aUMAMM, YKA3aHHbIMM B YacTu 3 cTaTbM 38
HacToAwero ®eaepanbHOro 3aKoHa, B YNOJHOMOYEHHbIN dedepanbHbliA OpraH UCMOJTHUTENbHOM BNACTH
Mo YCTaHOBAEHHOM UM dopme.

8. ®opma coobleHMAs O 3aBepleHMM, MPUOCTAHOBAEHUN WM MNPEKPALEHUN KIMHUYECKOTO
nccnen0BaHNA IEKAPCTBEHHOIO NpenapaTa 419 MeAULUHCKOTO NPUMEHEHUS LO/KHA COAEPHKATb:

1) nHdopmaLmio 0 MeAULMHCKOW OpraHn3aLmm AN MeauLMHCKUX OpraHn3aLmax, NPOBOANBLLMX
AaHHOe uccnefoBaHue;

2) onncaHue JaHHOro UccnefoBaHus;

3) AaHHble uccneposatens (pamuana, UMa, OTYECTBO, MecTo PaboTbl, 3aHMMaemMan LOJIKHOCTD,
CNeuManbHOCTb, CTaXX paboTbl NO MNporpamMmmam  KAWMHWYECKUX WUCCNEeS0BAHUM  NEeKapCTBEHHbIX
npenapaToB, MNepevyeHb KAWHUYECKUX WCCNEAO0BAHWUIA NIEKAPCTBEHHbIX MPenapaToB, B KOTOPbIX OH
NPUHUMaN ydyactue (nepuoapl y4acTuns) B Ka4ecTBe UCCNen0BaTeNa UM couccaesoBaTens);

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

4) pesynbTaT [aHHOTO UCCNefOBaHUA (3aBeplleHMe, NPUOCTAaHOBAEHWE WKW MNpeKpalieHune
OAHHOTo UccnefoBaHMA C YKasaHUEM MX NPUYMH U BAUSHUA HA OLLEHKY ero pe3y/bTaToB, 06LLYIO OLEeHKY
pUCKa M OXWAAaeMoW MNoJSb3bl OT MPUMEHEHUA UCCEAYEeMOro NIEKapCTBEHHOIO NpenapaTa, a TaKkKe
npegnonaraemble gasbHellwmne gencTens).

9. Yno/sHOMOYEHHbIV ¢deaepanbHbli  OpraH WCMNOJHUTENbHOW BAacTM onyb/AMKOBbIBaeT MU
pasmellaeT Ha cBoem oduuManbHom cailte B ceTu "UHTepHeT" coobleHne O 3aBeplueHuM,
NPUOCTAHOBNEHUN WAWU NPEKPALLEHUN KAMHUYECKOrO UCCef0BaHUA JIeKapCTBEHHOro npenapaTa And
MeZNUNHCKOTO NMPUMEHEHMA B CPOK, He MPEeBbILLAOWMIA NATU paboumx gHEN co AHA ero NoayyeHus, B
YCTaHOB/IEHHOM UM MOpALKE.

10. YnonHomoueHHbI denepanbHblit OpraH MCMNOJHUTENIbHOW BAACTU OCYLLECTBAAET BeAeHUe
peectpa MccnegosaTtesiel, NPOBOAALWMX  WAM  NPOBOAMBLUMX  KAMHWYECKME  MUCCAeaoBaHWA
JIEKAPCTBEHHbIX NPenapaToB A8 MEAUUNHCKOrO NPUMEHEHUS, B COOTBETCTBUMN C YTBEPKAEHHBIMU UM
npaBMIamMmK U pasMelLLaeT ero Ha cBoeM opuuUManbHOM calte B ceTu "MHTepHeT" B yCTaHOBAEHHOM MM
nopagKke. YKasaHHbI peecTp coaepXut MHGOpMaLMio, NPeayCMOTPEHHYH MNyHKTom 3 4actn 8
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HacTosLLLEeN cTaTbu.

11. OTyeT O pesynbTaTax K/JAMHUYECKOrO MWCCNef0BaHUA NeKapCTBEHHOro mnpenapata Ans
MEeANLMHCKOTO NPUMEHEHWUA COCTABAAETCA OpraHu3aLmMei, yKasaHHOM B YacTu 3 cTaTbM 38 HACTOALWErO
depepanbHOro 3akoHa, Ha OCHOBaHUWM 3aK/OYEHUN MEAULMHCKUX OpraHuM3aLuii, NpoBOAMBLUMX 3TO
nccnenoBaHue, U NPeacTaBineTca B YNOJAHOMOYEHHbIN deaepasibHbIi opraH UCMONHUTE/IbHOW BNACTK,
Bbl4aBLUNI pa3pelleHme Ha NPoBeLEHME 3TOFO UCCAeA0BAHMUA, B CPOK, HE MPEBLILWALOLWMNI TPEX MECALLEB
CO [AHA ero 3aBepllieHus, MPUOCTAHOBAEHUA WAN NPEKPALEHUsa, B NOPAAKE, YCTAaHOBAEHHOM
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCNOAHUTENIbHOW BAACTU.

12. HapyweHure npaBua KANHUYECKOW MPAKTUKKM, danbCUPUKaALMA Pe3ynbTaToB KAMHUYECKOTO
NCCNefOBaHUA NEKAPCTBEHHOro npenapata A48 MeAMUMHCKOrO MNPUMEHEHWA BAEKYyT 3a coboit
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuinckon Pepepaumu.

13. TMpuv npoBeAeHUM KAMHUYECKOTO WCCAeAOBaHMA JIEKAPCTBEHHOro npenapata  Ans
MeANUNHCKOTO MPUMEHEHUA AO0NYCKaeTca 3abop y nauMeHToB Buosnormyeckux matepuanos (o6pasupbl
OMONOTNYECKUX  HKUAKOCTEN, TKAHEMN, CEKPETOB W MPOAYKTOB KM3HEAEeATENbHOCTM 4YesloBEKa,
$OU3MONOTMYECKUX U MATONOMMYECKUX BbIAENEHUI, Ma3KoB, COCKOBOB, CMbIBOB, MWUKPOOPraHW3MOB,
6MONCUHBIA MaTepuan) ANnA UX M3yYeHus Ha Tepputopum Poccuiickoit dPepepaummn m (unaum) 3a
npeaenamu tTepputopun Poccuiickon Pepepaumu.

14. Mopaaok BBO3a Ha TeppuTOopUto Poccminickon Pepepaunn 1 BbiBO3a 3a Npeaesbl TeEpPUTOpPUM
Poccuiickolt depepauyn 6MONOTMHYECKUX MATEPMANOB, MOJIYYEHHbIX NPU NPOBEAEHUMU KAMHUYECKOTO
NccnenoBaHNA  NIEKAPCTBEHHOMO npenapata Aaa MeAMUMHCKOTO NPUMEHEHWA, YCTaHaB/AMBaEeTCA
MpasuTtenbctBom Poccuiickoit ®epepaumm.

Cratba 41. [loroBop 0 NpoBefeHNN KAMHMYECKOrO NCCeA0BaHMA IeKapCTBEHHOro npenapaTa 4na
MmeaunumnHCKOro npnmeHeHuna

1. KnuMHuyeckoe wuccnepnoBaHWe NEKAPCTBEHHOrO npenapata gaa MegUUMHCKOro npuMeHeHuA
NpPoBOAMTCA B COOTBETCTBUM C OTOBOPOM O NPOBEAEHUUN KAMHUYECKOTO NCCNeA0BaHMA 1EKAPCTBEHHOTO
npenapata gns MeAMUMHCKOrO MPUMEHEHMA, 3aKNYaeMbIM MEXKAY OpraHu3aumen, nosayyvmslLLEi
paspelleHme YnoAHOMOYEHHOro ¢denepanbHOro opraHa WMCMNOJIHUTENbHOMW BAACTU Ha OpraHW3aumio
npoBeAeHMA TAKOro MCCNefoBaHMA, U MeOULMHCKOM OpraHu3aumei, OCyLLecTBAAKOWEN NposeaeHue
TAKoro uccnenosaHus.

2. [loroBop O NpOBEAEHUM KJAMHUYECKOrO MCCAef0BaHUS JIEKAapPCTBEHHOrO npenapata Aans
MeANUNHCKOTO NPUMEHEHNA A0KEH COAEPKATb:

1) ycnoBus 1 CpoKu NnpoBeaeHNa AaHHOTO UCCeA0BaHUS;

2) onpepeneHne obLLEN CTOMMOCTM NPOrPaMmbl AAHHOTO MUCCAEAOBaHMA C YKasaHMEM CYMMbI,
npezHasHavatowenca 411 BbINaaT UCCNef0BaTENAM, COMCCeL0BaTENAM;

3) onpepeneHve ¢opmMbl  NpeacTaBleHUMA  pe3ynbTaToB  AAaHHOTMO  MCCAeAoBaHUA B
YNONHOMOYEHHbIN deaepanbHblii OpraH UCMONHUTEIbHOM BAACTM.

CraTtbs 42. ®uHaHcoBoe obecneyeHUe KAMHUYECKOrO MCCNe0BaHMA IEKapCTBEHHOMO npenapaTta
AN MeANLMHCKOTO NPUMEHEHNS

duHaHCcOBOe obecneyeHne KAMHUYECKOTO WCCAeAoBaHMA JfIeKapCTBEHHOro npenapaTa A4
MeANLMNHCKOro NPUMEHEHMA OCYLLLECTBAAETCA 3a CYeT:

1) cpeacts depepanbHoro brogKeTa;

2) cpencts opraHuM3aumii, NONYUYMBLUMX PaspelleHne Ha OopraHM3aumio NpoBeaeHUa AaHHOro
nccnenoBaHus, B COOTBETCTBUM C YCAOBUSAMM A0OTOBOPa O ero NpoBeaeHUu;

3) UHbIX He 3anpeLleHHbIX 3aKoHOAaTeNbCTBOM Poccuinickon dPepepauyn MCTOYHUKOB.

CraTba 43. NpaBa nNauMeHTOB, YYaCTBYIOLLUX B KAMHUYECKOM WUCCNefoBaHWU JIeKAapCTBEHHOro
npenaparta ana meauunHCKoro npumeHeHumA

1. YyacTMe nauWeHTOB B KJ/AMHMYECKOM MUCCNe[0BaHUM NEeKApPCTBEHHOro npenapata  A4na
MeaNLMHCKOIo npumMmeHeHnAa ABnAaeTca LI,O6pOBO}'IbeIM.
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2. MaumMeHT UAM ero 3aKOHHbIM NpeacTaBUTENb AO0/IKEH ObiTb MHGOPMUPOBAH B MUCbMEHHOM
dopme:

1) o nekapcTBeHHOM npenapate ANA MeAULMHCKOrO MPUMEHEHUSA U CYLLHOCTU KJAMHWUYECKOro
nccnen0BaHMA 3TOro IEKAPCTBEHHOTO Npenapara;

2) 0 6e30MacHOCTM IeKapCTBEHHOTO NpenapaTta Ana MeAULMHCKOro NPUMEHEHUA, ero OXnaaemon
3G PEKTUBHOCTM M CTENEHWN PUCKA 4N1A NALUNEHTA;

3) 06 ycnoBMAX y4acTus nauueHTa B KIMHMYECKOM UCCNe0BaHNN NEKAaPCTBEHHOTO NpenapaTa A
MeANUMHCKOTo NpUMEeHeHUs;

4) 0 uUenn UM uenax U MNPOAO/KUTENbHOCTU KAMHUYECKOrO WCCAeAO0BaHMA JIeKapCTBEHHOro
npenaparta Ans MeauLMHCKOro NPUMEHEHUS;

5) o peicTBMAX nNauMeHTa B Cayvyae HenpeaBuaeHHbIX 3PPeKToB BAUAHUA NEKAPCTBEHHOTO
npenapaTta g8 MeauLMHCKOro MPMMEHEHMUA HA COCTOAHUE ero 340P0BbA;

6) 06 ycnoBuax 06a3aTeNbHOIO CTPAXOBaHMA XU3HW, 340P0BbA NALMEHT];

7) o rapaHTMAX KOHOUAEHUMANBbHOCTM Y4yacTUsA MaUMEHTA B KAMHMYECKOM WCCNea0BaHWUM
JIeKapCTBEHHOIO NpenapaTa 418 MeguLMHCKOro NPUMEHEHUS.

3. lobpoBo/IbHOE cornacue naumeHTa Ha y4acTne B KIMHUYECKOM UCCIef0BaHUMN IeKAPCTBEHHOIO
npenapata gaa MeaMUMHCKOTO NPUMEHEHWA MOATBEP)KAAETCA €ro NOAMUCHID WMAM MNOAMNUCHIO €ero
33aKOHHOrO NpeAcTaBuTeNs Ha UHGOPMALMOHHOM IUCTKE NaLMeHTa.

4. MNaumMeHT WAW ero 3aKOHHbIA NpeacTaBuTe/lb MMEET MPAaBO OTKasaTbCA OT yyacTusa B
KMHUYECKOM MCCIef0BaHUMN JIEKAapPCTBEHHOMO NpenapaTa 418 MeAUUMHCKOro NPUMEHEHUs Ha Ntoboit
CTagMn NPoBeAEHNS TAKOTO UCCIeA0BaAHMS.

5. MpoBegeHMe KANHUYECKOrO UCCAEeLOBAHUA JSIEKApPCTBEHHOIO Mpenapata Al1a MeaMLMHCKOro
NPUMEHEHMA C y4acTUEM B KayecTBe MaLMEHTOB AeTel A0NYCKAeTCs TONbKO C COracusa B MUCbMEHHOM
dopme wux poautenein, ycolHoBuTENeW. [JeTM MOryT pPacCcCMaTpMBaTbCA B KayecTBe MNOTEHLMAJbHbIX
NnaumMeHTOB TaKOro MCCnenoBaHMA, TOIbKO €CAN ero MpoBedeHWe HeobxoauMmo Aas yKpensieHus
3[0pOBbA AeTer unn nNpoduIakTMKM MHPEKUMOHHbIX 3aboneBaHU B AETCKOM Bo3pacTe Anbo ecau
Le/iblo TaKOro MccnenoBaHMA ABAAETCA NOJAYYEHME AAHHbIX O Haunydlwein [03MPOBKE IEKAPCTBEHHOMO
npenapata 4aa neyeHus geten. B aTux cnyyasx Takomy WcciefoBaHWMIO AOMXKHO NpeslecTBoBaTb
K/MHUYECKOe WCCNefoBaHMe NEeKapCTBEHHOro npenapaTa And MegMUMHCKOrO MPUMEHEHUs Ha
COBEPLUEHHO/IETHUX TParKAaHaX, 3@ MCKAIOYEHMEM C/y4aeB, €C/IN UCCeayeMblii IeKapPCTBEHHbIM
npenapat Ans MeAUUMHCKOrO NPUMEHEHMs npeAHa3HauyeH WCKAOYMTENbHO A8 WMCNO/Ib30BaHUA
HEeCOBEPLUEHHONIETHUMMU FPaXKAAHAMM.

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

6. 3anpeliaetca nNpoBefeHME KAMHUMYECKOTO WCCAef0BaHMA NEKapCTBEHHOrO npenapata Ans
MeANUNHCKOTO NPUMEHEHMA C y4acTUEM B KayecTBe NaLMEHTOB:

1) peTeit-cMpoOT M geTel, octaBnxca 6e3 noneyeHusa poguTenen;

2) KeHWMH B nepuog OepemMeHHOCTW, KEHWMH B MNepuos TpyaHOro BCKAPMMBAHMA, 3a
UCK/IOYEHNEM C/ly4aeB, €C/IM MPOBOAUTCA KAMHMYECKOE UCC/ef0BaHWE /IeKAPCTBEHHOMO Mpenapara,
npeAHa3sHaYeHHOro A/1A YKa3aHHbIX XEHLWMWH, NPU YyCI0BUU HEODXOAMMOCTM NOayYeHUa MHbOpMaLUm
TO/IbKO BO BpPEMA MPOBEAEHMA COOTBETCTBYHOLIMX KAMHUYECKUX WCCNAELOBaHUMA UM MPUHATUA BCeX
HEOOXOAMMbBIX Mep MO WMCKAHYEHUIO PUCKA HAHECEHWS Bpefa KeHWwuHe B nepuog bepemeHHOCTH,
eHLMHe B nepuos rpyAHOro BCKapMANBaHUA, NaoAY Uan pebeHky;

3) BOEHHOCAYXKALUMX, 33 WCK/AIOYEHMEM C/ly4aeB MPOBEAEHUA KAMHUYECKOTO WcCcneaoBaHuA
NIeKapCTBEHHOrO npenapaTa, CheuuanbHo pas3paboTaHHOro ANA NPUMEHEHMA B YCIOBUAX BOEHHbIX
OENCTBUIM, 4YpesBbl4alHbIX CUTyauui, NPOGUNAKTUKM U NedyeHus 3aboneBaHuit WM NopakeHun,
Mo/slydeHHbIX B  pe3y/ibTaTe  BO3AEUCTBMA  HEONAronpuATHbIX  XMMUYECKMX, OBUONOTMYECKUX,
paAMaumoHHbIX $akTopoB. KAMHMYECKoe ucciefoBaHME TaKOro JIEKAapCTBEHHOrO MpenapaTa MOMKeT
NpoBOAMTBCA C y4aCTMeM B  KAyecTBe NAUMEHTOB  BOEHHOC/AYMKAWMX, 33  WUCKAHOYEHUEM
BOEHHOC/Y)KALLMX, NPOXOAALUMX BOEHHYK Ccayby no npusbiBy, ¢ cobnogeHnem TpeboBaHUiA,
YCTaHOB/IEHHbIX HacToAWMM PeepasibHbIM 3aKOHOM B OTHOLLEHUM MPaXKAaHCKUX NLL;

4) coTpyAHMKOB MPaBOOXPaHUTE/IbHbIX OPraHOB;

5) nuu, oTbbIBalOWMX HaKa3aHWE B MeCTax JULLIEHUA CBOOOAbI, a TaKKe /INL, HaxogAaAWmMXca nog,
CTparken B cneAcTBEHHbIX M30NATOPAX.

7. DonyckaeTca npoBeAeHMEe KAMHWYECKOrO WCCefoBaHMA JNIEKAPCTBEHHOrO npenaparta Ans
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MeAMLMHCKOro NPUMEHEHNA, NpeaHa3HavYeHHOro A1 e4eHna NCUXMYeckux 3abonesaHmi, ¢ ydactmem
B KayecTBe MaUMEeHTOB AWML, C MNCUXMYECKUMM 3ab0/eBaHMAMM, MPU3HAHHLIX HeaeecnocobHbIMU B
nopsiike, yCTaHOB/IEHHOM 3aKoHoAaTenbcTBom Poccuiickoit Peaepaumnn. KnmHudeckoe nccnegosaHme
NleKapCcTBEHHOrO npenapara B 3TOM C/ly4yae NPoBOAMTCA MPM Ha/AMYUM COrNacua B NUCbMeHHON dopme
3aKOHHbIX NpeAcTaBUTENEN YKa3aHHbIX 1L,

Cratba 44. Q6s3aTenbHOe CTpPaxoBaHME KWU3HW, 340POBbA MNALMEHTA, Y4yacTBYHOWEro B
KAMHMUYECKOM UCCaAef0BaHMM IEKAaPCTBEHHOMO nNpenapaTta Ana MeauuLMHCKOro NnpumMeHeHun

(8 peq. PepgepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHu3aumsA, NOAyYMBLUAA pPa3peLleHMe Ha OpraHu3auMilo NpPoBeAeHUA KAMHWYECKOro
nccnefoBaHWA NIEKAPCTBEHHOro npenapata A41a MeAMUMHCKOTro npuMeHeHus, obs3aHa B KauyecTse
CTpaxoBaTeNs CTPaxoBaTb PUCK MNPUYMHEHUA Bpeaa KW3HM, 340POBbI0 NALMEHTa B pesy/bTaTe
NpoBeAeHUA  KJAMHMYECKOrO UCCNeAoBaHUs  NIEKAapCTBEHHOIO npenapata  Aaa  MeAMUMHCKOro
NPMMEHEHMA 32 CBOM CYET NMyTeM 3aK/toYeHUs JoroBopa 06A3aTeNbHOro CTPaxoBaHms.

2. O6bekTOoM 0653aTeNbHOr0 CTPaxoBaHMA ABAAETCA MMYLLECTBEHHbIA MHTEpeC NaumeHTa,
CBA3aHHbIN C NPUYNHEHNEM BPELA ET0 KU3HU UAWN 340POBLIO B pe3y/bTaTe NPOBEAEHUA KNMHUYECKOTO
nccneoBaHMA NEKAPCTBEHHOrO Npenaparta 4aa MeAMLMHCKOro MPUMEHEHMS.

3. CTpaxoBbIM C/ly4aem Mo A0roBopy 0b6sA3aTe/IbHOro CTPaxoBaHWA ABAAETCA CMEPTb NauMeHTa UK
YXyALIEeHWe ero 340p0BbA, B TOM YMC/ie BAeKyllee 3a 060l yCTaHOB/IEHNE UHBANIMAHOCTM, NPU HAMYMK
NPUYNHHO-CNEACTBEHHOM CBA3M MeXA4y HacTynjieHnMem 3Toro cobbiTMa M yyacTMem nauueHTa B
KJAVHMYECKOM MCCeq0BaHMM IEKAapPCTBEHHOMO npenapara.

4. TpeboBaHMA O BO3MELLEHUN BpPeAa, MPUUMHEHHOTO KM3HWU WAM 340POBLI0 MaUMEHTa,
NPeabaABAAIOTCA B TEYEHMEe CPOKOB  WMCKOBOM  AA@BHOCTM,  YCTAHOB/EHHbIX  FPaKAaHCKUM
3aKOHOAATe/IbCTBOM.

5. Pasmep cTpaxoBoi BbinaaTbl N0 A0roBopy 06A3aTeNbHOro CTPaxoBaHWA COCTaBAET:

1) B ciyyae cmepTy nNaumeHTa ABa MUIMOHA pybaeit Ha Kaxaoro nauveHTa, y4acTBOBaBLIEroO B
KJAMHMYECKOM MCCIeA0BaHUMN NEKapCTBEHHOrO Npenapara;

2) Npu yxyAaLeHnn 340P0BbA NaLMeHTa:

a) nosnekwem 3a coboi ycTaHOBAEHME MHBANUAHOCTM | Fpynnbl, OAUH MUAINOH NATLCOT ThbiCAY
pybneid Ha KakAoro nauMeHTa, y4acTBOBABILErO B K/JAMHWYECKOM WCCAeLOBaHWM NEKAPCTBEHHOMO
npenapaTa;

6) nosneKkwem 3a coboli ycTaHOBAEHUE MHBAaAMZHoOCTW Il rpynnbl, oAMH MUAAMOH pybnel Ha
Kak4o0ro naumeHTa, y4acTBOBABLLEro B KNMHNYECKOM UCCNeA0BaHNM IeKapCTBEHHOro Npenapara;

B) noBsiekwem 3a coboli ycTaHoBAeHWe MHBanuaHoctu |l rpynnbl, NATbCOT TbicAY pybaeit Ha
Kak40ro naumeHTa, y4acTBOBaBLLErO B KIMHNUYECKOM UCCNeA0BaHNM IEKaPCTBEHHOrO Npenapara;

r) He noBneKLem 3a coboi yCTaHOB/EHUA NHBAANAHOCTU, He 6osiee YyemM TpUCTa Tbicad pybneit Ha
KaXk4o0ro naumeHTa, y4acTBOBABLLEro B KNMHNMYECKOM UCCAeA0BaHNM IeKapCTBEHHOro npenapara.

6. Paamep CTpaxoBbIX BbINAAT MOXKET 6bITb YBE/IMYEH HA OCHOBAHWUM PELLEHMA cyaa.

7. CpoK gorosopa 06s3aTe/IbHOrO CTPaxoBaHMA He MOXET BbiTb MeHee, YeM CPOK MpoBeaeHUs
KJIMHMYECKOro 1ccie0BaHMA IeKapCcTBEHHOro npenapara.

8. YcnoBus poroBopa 06s3aTe/IbHOrO CTPAxoBaHMA, B TOM uMC/e CTpaxoBble Tapudbl Mo
06s3aTe/IbHOMY CTPaXOBaHWIO, NMepeyYeHb HEeOHBXOAMMbIX AOKYMEHTOB A5l OCYLLECTBJEHUA CTPAXOBOM
BbINAaTbl, MOPALOK YCTAHOB/EHUA CTpaxoBaTesem MWHAMBUAYAJbHOrO MAEHTUPUKALMOHHOTO KoAa
nauuneHTa, NopAaoK MHGOPMMPOBAHUA CTPAXOBATE/IEM CTPAXOBLLMKA O NPUBJIEYEHHDBIX K KNIMHUYECKOMY
MCCNe0BaHNIO NEKAPCTBEHHOIO MpenapaTta Ana MeAULMHCKOrO MPUMEHEHUA MaumMeHTax, Nopsaaok
ynAaTbl CTPAax0BOM NpPemMuu, NopsAOK peannsaLmm onpeseneHHbIx HacToAawmnm deaepanbHbIM 3aKOHOM
n apyrumn denepanbHbIMM 3aKOHaMM NpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06a3aTesbHOro
CTPaxoBaHMWsA yCTaHaBAMBAOTCA TUNOBbLIMWU NPaBMaaMM 06a3aTeNbHOTO CTPaXoBaHMA.

9. B cnydyae NpUYMHEHUA BPEAa XU3HM NauMeHTa, y4acTBOBABLLErO B KAMHUYECKOM MUCCeA0BaHUN
NleKapcTBEHHOrO npenaparta, BbirogonpuobpetaTenamu No A0roBopy 0653aTeNbHOrO0 CTPaxoBaHUA
ABNAIOTCA rpa)KAaHe, MMelLMe NpPaBo Ha BO3MeELLEeHMEe Bpeda B C/ly4ae CMepTU Kopmuabua B
COOTBETCTBUM C rParKAaHCKMM 3aKOHOAATENbCTBOM, NPU OTCYTCTBMM TaKUX FPayK4aH - poAUTEeNN, CYynpyr,
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OEeTM yMmepullero nauuMeHTa, Yy4yaCTBOBaBLUErO B K/JMHMYECKOM MCCAeAO0BaHWM  JIEKAPCTBEHHOrO
npenapata, B C/y4Yae CMepTUM NauMeHTa, Y4yaCTBOBABLUEr0 B K/JAMHWYECKOM MCCAen0BaHUU
JIEKAapCTBEHHOrO NpenapaTa U He MMEBLUEro CaMOCTOATE/IbHOIO A40X04a, - FpaXAaHe, Ha MXKANBEHUN
KOTOPbIX OH HaxoAuncA, B OTHOLIEHMM BO3MELLEHMA pPacxodoB Ha norpebeHMe nauueHTa,
Yy4aCTBOBABLUETO B KJANMHUYECKOM UCCAeA0BaHUM NIEKAPCTBEHHOMO Npenapara, - /L0, NOHecWee Takue
pacxogpbl.

10. CrpaxoBaa BbinJaTa B CYeT BO3MeWEHMA Bpeda, MNPUYMHEHHOrO KU3HM NaALMUEHTa,
Yy4aCTBOBABLUETO B K/JIMHUYECKOM WMCCNEeA0BAaHMWN IEKAPCTBEHHOrO Npenaparta, pacnpenenaerca mexay
BblrogonpuobpeTaTensamm NPonopLUMOHaANbHO UX KOMYECTBY B PaBHbIX A0AX.

11. TMMpwn HacTynneHWUM CTPAxXoBOro CAyyas MaLMEHT, Y4yaCTBOBABLIMM B  KAMHUYECKOM
NUCCNefOBaHUM  JIEKApPCTBEHHOro  MNpenapaTta,  BblirogonpuobpeTtatenb  BrnpaBe  NpeabsBUTb
HEenocpeACTBEHHO CTPaXoBLUUKY TpeboBaHWe 0 BO3MELLEHMM NPUUYMHEHHOTO Bpeaa. CTpaxoBas BbinaaTa
OCYLLECTBNIAETCA CTPAXOBLIMKOM B TeYEeHMe TpMAauaTM AHEeW co AHA NpeacTaBleHus HeobxoAMMbIX
OOKYMeHTOB. [MauMeHT, y4acTBOBABLUMA B K/IMHUYECKOM MCCNeA0BaHMM NIEKAapPCTBEHHOro npenapara,
WUNAKn BbirogonpuobpeTtatesb 0653aH COOBLWMNTb CTPAXOBLUMKY ANA OCYLWECTB/IEHMA CTPAXOBOWM BbINAATbI
WHOVUBUAYANbHbIA  MAEHTUPMKAUMOHHBIM  KOA  NauMeHTa, YCTAHOB/IEHHbIM  CTpaxoBaTe/liemM B
COOTBETCTBUM C TUNOBLIMW MPaBUAaMKN 0653aTe/IbHOro CTPaXxoBaHMS.

12. [lo nonHoro onpeaeneHua pasmepa NOANEXKALLEro BO3MELLEHMIO Bpeda CTPAXOBLMK NO
3aAB/IEHMIO NAUMEHTa, YY4aCTBOBABLUEro B KAMHMYECKOM WCC/e[0BaHMKU NEeKapCTBEHHOro npenapara,
WAW  3aABNIEHUIO  Bbirogonpuobperatens BrnpaBe OCYWECTBUTb 4YacTb CTPaxoBOW  BbINAaThl,
COOTBETCTBYIOLLYO GAKTUUYECKUN ONpeae/ieHHOM YacT NPUYNMHEHHOTO Bpeaa.

13. CrpaxoBasa BbiMJaTa B COOTBETCTBMM C [AOroBOPOM 0053aTe/IbHOrO CTpPaxoBaHUSA
OCYLLECTB/IAETCA HE3aBMCMMO OT BbIN/IAT, NPUUYMTAOLWMXCA NO APYIMM BUAAM CTPAaXOBaHUA.

14. He ponycKaeTcAa yyacTMe nauMeHTa B NPOBEAEHMM KAMHUYECKOro UCCaefoBaHuA
JIeKapCTBEHHOTO NpenapaTa Npu OTCYTCTBMM A0roBopa 0683aTe/IbHOr0 CTPAXOBAHMA.

15. KoHTponb 3a WUCNOJIHEHWEM OpraHW3auuen, MoJyYMBLUEN paspelleHne Ha OopraHusauuto
npoBeAeHMA  KAMHMYECKOTO WUCCAe[0BaHUA  IEKApCTBEHHOrO npenapata  Ana  MeAWUUMHCKOro
NPMMEHEHWS, YCTAHOB/IEHHOW HacToALWEeN cTaTber 06A3aHHOCTM MO 0053aTe/IbHOMY CTPaxOBaHWIO
KU3HK, 340POBbA NaLMEHTa, ydyacTBylowero (y4acTBOBaBLIErOo) B K/JAMHUYECKOM WCCAeAoBaHUMU
JIEKapCTBEHHOrO  NpenapaTta,  OCYLWeCTBAAETCA  YNOJIHOMOYEHHbIM  defepasbHbiM  OpraHoOM
WUCMNONIHUTENIbHOM BNACTW, BbIAABLWMM pa3pelleHMe Ha NpPoBeAeHUE KAMHMYECKUX WUCCcnenoBaHUin
JIeKapCTBEHHbIX NPenapaToB ANA MeAULNHCKOrO NPMMEHEHMUA.

Fnasa 8. MPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CraTba 45. Npon3BoACTBO NEKAPCTBEHHbIX CPEACTB

1. Mpoun3BOACTBO /IEKAPCTBEHHbIX CPEACTB AO/IKHO COOTBETCTBOBAaTb MNpaBMAam OpraHM3auuu
NPoOu3BOACTBA M KOHTPOJIA KayecTBa JeKAPCTBEHHbIX CPEACTB, YTBEPMKAEHHbIM YMOJHOMOYEHHbIM
desepanbHbIM OpraHoOM UCNONHUTENbHOW BnacTu. OcobeHHOCTU nepexoaa NPOU3BOACTBA OTAE/bHbIX
JIeKapCTBEHHbIX CPEACTB K UX NMPOU3BOACTBY B COOTBETCTBUM C NMPaBMIaMKN OpPraHU3aLLmMmn NpomMsBoACTBa
M KOHTPONS KayecTBa JEKAPCTBEHHbIX CPeACTB YycTaHaBausawoTcA [pasutensctBom Poccuitckoit
depepaumu.

(B peq,. PegepanbHbix 3aKoHOB 0T 25.06.2012 N 93-93, o1 22.10.2014 N 313-03)

2. [pou3BOACTBO NEKAPCTBEHHbIX CPeacTB Ha Tepputopun Poccuiickon  Pepepauuu
OCYLLLECTBAAETCA NPOM3BOAUTENAMMU IEKAPCTBEHHbIX CPEACTB, MMEOLWMUMWN NULLEH3MIO Ha NPOU3BOACTBO
NleKapcTBeHHbIX cpeacts. [loaTBep:kaeHMe COOTBETCTBMA /IMLEH3MaTa MNpaBuaam  opraHuMsauumm
NpPou3BOACTBA M KOHTPO/JIA KayecTBa JIeKAPCTBEHHbIX CPeaCcTB  OCYLLECTBASETCA B paMKax
JNINLUEH3NOHHOIO KOHTPO/S B COOTBETCTBUWM C 3aKOHOAATENbCTBOM Poccuiickon ®degepaumm ¢ yyeTom
0CobeHHOCTel, yKasaHHbIX B YacTh 1 HacToAwlen cTaTbMy.

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

3. lpou3BOACTBO JIeKAPCTBEHHbIX CPEACTB oOcyllecTBaseTca c cobnogeHnem TpeboBaHuMi
NPOMbILINIEHHOTO  perfiaMeHTa, KOTOpblA  YTBEPKAAeTCcA  pyKoBoAUTeNem  MpousBoauTens
JIeKapCTBEHHbIX CPEACTB M BK/IIOYAET B cebs nepeyeHb UCMO/b3yembix dapmMmaLeBTUYECKUX CybCcTaHL M
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N BCNOMOraTe/ibHbIX BELLECTB C YKa3aHMEM KOJMYECTBa KarKAOoro U3 HUX, AaHHble 06 MCMNo/ib3yemom
obopyaoBaHMK, OMNUCAHWE TEXHONOMMYECKOro npouecca WU MeToA0B KOHTPOASA Ha Bcex 3Tanax
Npon3BOACTBA /IEKAaPCTBEHHbIX CPEACTB.

4. Mpu Npon3BOACTBE NEKAPCTBEHHbIX CPEACTB MCNONb3YOTCA dapmMaLeBTUYECKME CYOCTaHUMM,
BK/IIOYEHHbIE B rOCYapCTBEHHDIV PEECTP IEKAPCTBEHHbIX CPeACTB.

5. 3anpewaeTca nponsBoACTBO:

1) nekapcTBEHHbIX CPEACTB, He BKIOYEHHbIX B FOCYAaPCTBEHHbI PeecTp SIeKapCTBEHHbIX CPeacTs,
32  WCK/IIOYEHMEM JIEKAPCTBEHHbLIX CPEACTB, MPOU3BOAUMBIX ANAA MNPOBEAEHMA  KAMHUYECKUX
nccneaoBaHUM U ANs IKCNOPTa;

2) panbcnPnuMpPoBaHHbIX TEKAPCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX cpeacTB 6e3 NMLEH3UU Ha NPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB;

4) neKkapCTBEHHbIX CPEeACTB C HapylEeHMEM NpaBMA OpraHMsaumMm NPOU3BOACTBA M KOHTPOAS
KauyecTBa JIeKapCTBEHHbIX CPEACTB.

6. Mpwn BBOAE /NEKAPCTBEHHbIX CPEACTB B TrpPa)kAaHCKM 060POT YMNO/SHOMOYEHHOE J/INLO
Npou3BOAUTENS NIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBMA NEKAPCTBEHHbIX
cpeacTe TpeboBaHMAM, YCTAHOBEHHbIM MPU UX FOCYAAapPCTBEHHOM perucrpauuu, M rapaHTUpyeT, yto
JIeKapCTBEHHbIE CpeacTBa NMpPouM3BedeHbl B COOTBETCTBUWM C MpaBMIaMM MPOU3BOACTBA U KOHTpPOAA
KauyecTBa JIeKapCTBEHHbIX CPEACTB.

7. YNO/IHOMOYEHHbIM INLOM MPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB ABNAETCA ero PaboTHMK,
aTTeCTOBAHHbIV B YCTAHOBAEHHOM YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOAHUTENLHOW BNACTU
nopagKe U UMEOLNIA CTaxK paboTbl He MeHee Yem NATb IeT B 061acTU NPOU3BOACTBA U (MIM) KOHTpOAA
KayecTBa JIeKApPCTBEHHbIX CPeAcTB, Bbicllee o06pas3oBaHWe COOTBETCTBEHHO MO OZHOW U3
cneupanbHocTet M (MAK) oAHOMY M3  HanpaBAeHMA NOAroTOBKM: 6uonorns, 6uoTexHonorus,
BETEPMHApPMA, KAMHMYECKada MeguuMHa, paguMalMOHHaA, Xumuyeckas M buonormyeckasa 3awmTa,
dapmauma, pyHaaMeHTabHAA MegULMHA, XMMUYECKaa TEXHONOMUA, XMMUS.

(yacTb 7 B peq. depepanbHOro 3akoHa ot 22.10.2014 N 313-93)

8. MMpousBoanTeNn NEKAPCTBEHHbIX CPEACTB MOFYT OCYLLECTBAATb MNPOAAXKY JIeKapCTBEHHbIX
CpeacTB MAM NepenaBaTb UX B YCTAHOBIEHHOM 3aKoHOoAaTelbcTBOM Poccuitickoin ®epgepaumm nopagke:

1) ApyrMm NpousBOANTENAM NIeKapPCTBEHHbIX CPeACTB ANA NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB;

2) opraHu3auuMsam onTOBOM TOProB/AM EKAPCTBEHHbIMU CPeACTBaMU;

3) anTeyHbiM OpraHW3auUMaM, BeTEepUMHAPHbIM anTeYyHbIM OpPraHU3aumMam, WHAUBUAYANbHbIM
npeanpuHUMaTensam, UMEKLMM NUMLEH3MI0 Ha dapMaLeBTUYECKYIO AEeATeNbHOCTb UAWN JIMLEH3UIO Ha
MeAULMHCKYIO AeATeIbHOCTb;

4) Hay4yHO-MCCNen0BaTENbCKMM OpPraHmn3aLumMam Ana HaydyHo-uccieaoBaTeNbckol paboTsl;

5) MeaULMHCKMM OpraHM3aumsam 1 BeTepUHAPHbIM OpraHM3auuam;

6) opraHusaUmMam, OCyLLECTBAAIOLWLMM pa3BeaeHue, BbipalllMBaHUE U coaepKaHUe KUBOTHbIX.

CtaTtba 46. MapKMpOBKa NEeKapCTBEHHbIX CPeACTB

1. /leKapcTBeHHble NpenapaTbl, 338 MCKAIOYEHMEM /IEKAPCTBEHHbIX MPENApaToB, M3rOTOB/IEHHbIX
anTeYyHbIMW OpraHM3auMAMK, BETEPUHAPHbIMM aNTEYHbIMM OPraHU3aLUMAMU, WHANBUAYAbHbIMU
NPeAnpUHUMATENMKN, WUMEIOWMMU  NNLEH3UIO Ha (apMaueBTUYECKYO AeATe/IbHOCTb, AO0J/KHbI
nocTynaTb B obpalieHune, ecu:

1) Ha MX NepBMYHOM YyMNaKOBKE (33 WCKAIOYEHMEM TMEPBUYHOM YMAKOBKWU JIEKAPCTBEHHbIX
pacTUTENIbHbIX NPEnapaToB) XOPOLLO YNTAEMbIM LIPUPTOM Ha PYCCKOM A3bIKE yKasaHbl HAUMeHOBaHWe
NIeKapCTBEHHOTO mMpenapata (MexayHapoAHOoe HenaTeHTOBAaHHOE, WM XMMWUYECKOe, WUAN TOProBoe
HauMeHOBaHWE), HOMep cepwun, p[aTa BbiNycKa (419 WMMYHOBOMONOTMYECKUX IEKAPCTBEHHbIX
npenapaToB), CPOK rOAHOCTU, AO3UPOBKA UM KOHLLEHTPaLMs, 06bem, aKTUBHOCTb B e4MHULLAX AeNCcTBUSA
W KOJIMYECTBO A03;

(8 pea. PenepanbHoro 3akoHa o1 11.10.2010 N 271-93)

2) Ha WX BTOPUYHOM (NOTPEbUTENbCKOM) YNaKOBKE XOPOLIO YMTaeMbiM WPUOTOM Ha PYCCKOM
A3blKe YKasaHbl HAUMeHOBaHWe IeKapCTBEHHOrO npenaparta (MeXAyHapoaHoe HemnaTeHTOBaHHOe MK
XMMUYECKOEe M TOProBoe HaumMeHOBaHWA), HAMMEHOBaHWE NPOU3BOANTENA NEKAPCTBEHHOrO Npenapara,
HOMep cepuu, AaTa BbiNycka (419 MMMYHOBMONOrMYECKUX NEKApCTBEHHbIX MpenapaTtos), Homep
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PerucTpaunMoHHOro YAOCTOBEPEHUA, CPOK TFOAHOCTM, Cnocob npumeHeHus, [O03MPOBKA WU
KOHUEHTpauunsa, obbem, aKTUBHOCTb B eAWMHMUAX Aenctema nMbo KoAM4ecTBO [03 B YMNAKOBKe,
NlekapcTBeHHan dopma, yC10BUS OTMYCKA, YCI0BUS XpaHeHUn, npeaynpeauTe/ibHble Hagnucu.

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

2. dGapmaueBTUYECcKMe cybCcTaHUMM AO0MKHbI NOCTyNaTh B oOpalleHne, ecim Ha UX NepBUYHOMN
YNaKOBKE  XOpOWO 4yuTaemMbiM  WPUEGHTOM Ha  PYCCKOM  A3blKe  YKasaHbl HaMMeHOBaHMe
dapmaLeBTMUYECKON CcybCTaHLUMKU (MeAyHapoaHOe HenaTeHTOBaHHOE MM XMMUYECKoe W Toprosoe
HaMMeHOBaHMA), HAaMMeHOBaHWe nNpoussoauTena GpapmaLeBTMYECcKon cybcTaHUUKM, HOMepP cepun 1 AaTa
M3roTOB/AIEHWNA, KOIMYECTBO B YNAaKOBKE N eANHULblI U3MEPEHNA KOIMYECTBA, CPOK rOAHOCTU N YCAOBUA
XpaHeHus.

3. JlekapCTBeHHble CpeacTBa B KauyecTBe CbIBOPOTOK AOJIXKHbI MocTynatb B obpalleHune ¢
YKa3aHMEeM KMBOTHOIO, U3 KPOBM, N1a3Mbl KPOBM, OPraHOB M TKaHEM KOTOPOro OHW NOJyYEHbI.

4. Ha BTOpUYHYIO (NOTPEebUTENbCKYIO) YNAaKOBKY NEKAaPCTBEHHbIX CPeacTB, NOyYEeHHbIX U3 KPOBM,
naasmbl KPOBM, OPraHOB U TKaHEN YenoBeKa, AOKHA HAaHOCMTbCS Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpYycy renatita C M NOBEPXHOCTHbIV aHTUIeH BMpYyca renatuTa B oTcyTctBytoT".

5. Ha nepBMYHY0 yNaKoBKY U BTOPUYHYIO (NOTpebuUTenbCKyro) yNakoBKY paanodapmaneBTUYecKmx
NIeKapPCTBEHHbIX CPeACTB A0/I*KEH HAHOCUTLCA 3HAK PaaUaLMOHHOM ONAaCHOCTU.

6. Ha BTOpMUHYlO (NOTpebUTENbCKYIO) YNaKOBKY FOMeonaTUYeCcKMX NeKapCTBEHHbIX MpenapaToB
[JO0/I)KHa HaHOCUTbCA Haanuck: "TomeonaTnyecknin'.

7. Ha BTOpuuYHylO (NOTpebuTenbCKylo) YMaKOBKY JIEKAPCTBEHHbIX PaCTUTE/bHbIX MpPenapaTos
OO0/MKHA HAHOCUTbCA Haanuch: "MpoAyKLmMA NpoLwaa PaanaLMOHHbIN KOHTPOb".

8. Ha nepBMYHYIO YNaKOBKY W BTOPUYHYIO (MOTPebUTENbCKYIO) YMAKOBKY JIeKapCTBEHHbIX
npenapaTos, NpPeaHa3HaYeHHbIX AN KAMHUYECKUX UCCNen0BaHUI, A0XKHA HAaHOCUTbCA Haanuck: "Ana
KAMHUYECKUX UccnenoBaHnin',

9. YnakoBKa /NEKAPCTBEHHbIX CPEeACTB, MpPeAHA3HAYEHHbIX WCKAYUTENIbHO [AAA 3KCMOopTa,
MapKUpyeTcsa B COOTBETCTBUM C TPEOOBAHUAMM CTPAHbI-MMNOpPTEpPa.

10. Ha TpaHCnopTHyl Tapy, KOTopas He npegHa3sHayeHa And notpebuteneir M B KOTOPYlO
NMOMEeLLEHO NEeKapCTBEHHOE CPeacTBO, AOJIKHA HAHOCUTbCA MHPOPMAUMA O HAMMEHOBAHWUKM, CEpPUU
JIeKapCTBEHHOIrO CpPeacTBa, AaTe BbIMYCKa, KO/MYECTBE BTOPWUYHLIX (NOTPEBUTENbCKMX) YMaKOBOK
JIeKapCTBEHHOIO CpeacTsa, NPOM3BOAMTENIE NEKAPCTBEHHOrO CPeAcTBa C YKa3aHMEM HAMMEHOBAHUA U
MECTOHAXOAEHNS MPOU3BOAUTENA NIEKAPCTBEHHOrO CpeacTBa (afapec, B TOM ymucae cTpaHa u (uMaum)
MEeCTO NPOM3BOACTBA JIEKAPCTBEHHOTO CPEACTBA), a TaKKE O CPOKE roAHOCTU NIEKAPCTBEHHOMO CpPeacTBa
M 06 YyCNOBUAX €ro XpaHeHUs UM NepeBO3KM, HeobxoauMmble nNpeaynpeauTenbHble Hagnucu WU
MaHUNYAATOPHbIE 3HAKM.

11. Ha nepBUYHYIO YNaKOBKY U BTOPUYHYIO (MOTPebUTeNnbCKyo) YNaKoBKY 1IeKapCTBEHHbIX CPeacTB
ONs BETEPMHAPHOIo NPUMEHEHUA AONKHA HAHOCUTLCA HaaNUchk: "[na BeTepuHapHOro NnpumeHeHus".

12. Ha BTOpuuHylo (NOTpPebUTenbCKylo) YNakoBKY JieKapCTBEHHOro mnpenapaTa HaHOCUTCA
LUTPMXOBOWM KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUICKYIO ®EAEPALIUIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOMN ®EAEPALUMU
(B peq,. PegepanbHoro sakoHa ot 06.12.2011 N 409-93)

Cratba 47. MNopsgoK BBO3a JIeKapCTBEHHbIX cpeactB B Poccuiickyio Pepepaumio M BbiBO3a
NeKapCcTBEHHbIX cpeacTs u3 Poccuiickoi ®Pepepaunn
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. BBO3 /neKapcTBEHHbIX cpeacTB B Poccuiickylo depepaumio ocywecTBaseTcs B MOpAAKe,
ycTaHoB/feHHOM [lpasuTenbctBom Poccuidickolt  depepaumu, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKoHO4aTeNIbCTBOM TaMOMKEHHOro coto3a B pamKax EBpA3IC (aanee - TaMOXeHHbI coto3) U (Man)
3aKoHogaTenbcTBOM Poccuiickoi Peaepalmm o TamoXKeHHOM Aene.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)
2. Beosumble B Poccuiickytlo Peaepalmio NeKapCTBEHHblE CPeACTBA AO/KHbI OblTb BKAOYEHbI B
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rocy4apCTBEHHbIN PeecTp IeKapCTBEHHbIX CPeaCTs.
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

3. JonyckaeTca BBO3 B Poccuitckyto Pepepaumio KOHKPETHOM MapTUKM 3aperucTpUpoBaHHbIX U
(Mnn)  HesaperucTpuMpoBaHHbLIX NIEKAPCTBEHHbIX CPEACTB, MNpeAHa3HayeHHbIX g4/ MpoBeAeHus
K/IMHUYECKUX UCCNea0BaHUI IeKApCTBEHHbIX MpenapaToB, NPOBeAEHWUA 3KCNEePTM3bl eKapPCTBEHHbIX
CPeAcTB AAs OCYLECTBAEHUA FOCYyAapCTBEHHOW PEerncrtpaummM NeKapCTBEHHbIX NpPenapaTtoB WMAM Ans
OKa3aHWA MeAMLMHCKOW NOMOLLUM MO }KU3HEHHbIM MOKA3aHUAM KOHKPETHOro NalMeHTa Ha OCHOBaHUU
paspelleHmns, BblAHHOTO YMNOJIHOMOYEHHbIM deaepasibHbiM OPraHOM MUCMOMIHUTENIbHOW BAAcTU MO
3aABNEHUAM L, YKa3aHHbIX B cTaTbe 48 Hactosuero degepanbHOro 3akoHa. PaccmoTpeHue Takoro
3aABNEHUA U MPUHATME pPeleHus O Bblgaye paspelleHUss Ha BBO3 KOHKPETHOW MapTuu
3aperncTpUpPoBaHHbIX U (MAKN) HE3APErUCTPUPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NPeAHA3HAYEHHbIX A4
NpoBeAeHUA KJAWMHUYECKUX WCCNEAOBaHMIA NEKapCTBEHHbIX NpenapaToB, MPOBEAEHUA 3SKCNepTusbl
NIEeKAPCTBEHHbIX CPeacTB ANA  OCYLLEeCTB/IEHUA TFOCYAAPCTBEHHOM PErucTpaumm  NeKapCTBEHHbIX
NpenapaToB WAW AAA OKa3aHUA MeAMUMHCKOM MOMOLLM MO XM3HEHHbIM MOKA3aHWAM KOHKPETHOro
naumeHTa 1Mbo 06 oTKase B BblAaye YKa3aHHOIO paspeLleHmsa NPON3BOAATCA B CPOK, HE NPEBbILIAOLWNIA
nATM pabounx gHei. NnaTa 3a BblAAYy YKa3aHHOIO paspeLlleHns He B3MMaeTcA.

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

4. B Poccuiickyto depepaumio MOXKHO BBO3UTb NEKAPCTBEHHblE CPEACTBA, KAYeCTBO KOTOPbIX
NnoATBEPXKAEHO  CEPTUOUKATOM  NPOU3BOAMTENA  JIEKAPCTBEHHbIX  CPeACTB,  YAOCTOBEPAIOLMM
COOTBETCTBME BBO3UMbIX IEKAPCTBEHHbIX CPeACTB TpeboBaHWAM dapmaKonelHbIxX cTaTeil 1Mbo B caydae
MX OTCYTCTBMA HOPMATMBHOW JOKYMEHTALMN UM HOPMATUBHOTO AOKYMEHTa.

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

5. 3anpewaetca BBo3 B Poccuiickyto deaepaumnto danbcudpuumpoBaHHbIX 1EKAPCTBEHHbIX CPEACTB,
He06POKaYeCTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPAdaKTHbIX IEKAPCTBEHHbIX CPEACTB.

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

6. danbcuPUUMpoOBaHHbIE NEKAPCTBEHHbIE CPeACTBA, Hes0bpPOKayYecTBEHHbIE N1€KAPCTBEHHbIE
CpeAcTBa nogjexKar U3bATUIO U NoCNeayoWweMy YHUUTOXKEHNIO UM BbIBO3Y U3 Poccuiickoit deaepaumm,
KOHTpadaKTHble NeKapCTBEHHbIE CPEACTBA - U3BATUIO U MOC/TEAYIOLEMY YHUUTOXKEHUIO. YHUUTOXKEHME
unn  BbiIBO3 U3 Poccuiickoit  Pepepaumn  panbcuPUUMPOBAHHbBIX  JIEKAPCTBEHHbIX  CPEACTB,
HefO0bOPOKAYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPEACTB,  KOHTPadaKTHbIX  JIEKAPCTBEHHbIX  CPeACTB
OCYLLECTBNAETCA 3@ CYET /iMUa, OCYLLeCTBMBLUErO WX BBO3. [lOPAAOK YHUUTOMKEHUA U3BATbIX
banbcnPUUMPOBAHHBIX IEKAPCTBEHHbBIX CPeACTB, Hef0bpPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CPeACTB,
KOHTpadaKTHbIX EKAPCTBEHHbIX CPEACTB ycTaHaBAmnBaeTca MNpasutenbctsom Poccuiickolt ®eaepaumu.
(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. JNvua, ocywecteastowme BBo3 B Poccuiickyio  depepaumto  dpanbcndUuMpoBaHHbIX
NIeKAPCTBEHHbIX  CPeAcTB, HeAOOpPOKaYyeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB,  KOHTPadaKTHbIX
JIeKAPCTBEHHbIX CPEeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOMKEHHbIM 3aKOHOAATE/IbCTBOM
TamoXKeHHOro coto3a u (Uan) 3akoHoaaTeNnbCTBOM Poccuiickoit depepaumm 0 TaMOXKEHHOM Aene.

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

8. BblBO3 NIeKapcTBEHHbIX cpeacTs u3 Poccuiickolt Pepepaumm ocyuiecTsaseTca 6e3 npumeHeHuUs
OTPaHMYEHUI, YCTAaHOB/IEHHbIX TaMOXEHHbIM 3aKOHOAATe/NbCTBOM TaMOMKeHHOro cowsa U (uan)
3aKoHogaTenbcTBom Poccuiickon degepaumm o0 rocygapCTBEHHOM PeryiMpoBaHUMM BHELWHETOProBoOW
heATeNbHOCTU.  BbIBO3  NEKApCTBEHHbIX  NpenapatoB  ANA  MEOMLMHCKOrO  NPUMEHEeHWUs,
npegHasHayeHHbIX 418 TYMaHWTapHOW MNomowM (COmencTBMA) MAM NMOMOLLM MpPU YPEe3BbIYaMHbIX
cuTyaumsax, us Poccuiickoit ®epepaunn ocyllecTsaseTca B nopagke, ycTaHosaeHHOM [1paBUTENbCTBOM
Poccuitckoit epepaumn.

(B pen,. PegepanbHbix 3aKoHOB 0T 06.12.2011 N 409-93, ot 25.11.2013 N 317-93)

Cratba 48. lOpuamyeckune nmua, KOTOpbIM paspeLleH BBO3 IEKAPCTBEHHbIX CPeacTB B POCCUMCKYIO
depgepaunto
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTea B Poccuiickyto Peaepalmio MoryT BBO3UTb:
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)
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1) npou3BoAMTENM JIEKAPCTBEHHbIX CPeACTB Ansa  ueneit cobCTBEHHOro MpPOM3BOACTBA
JIeKapCTBEHHbIX CPeacTs;

2) WHOCTpaHHble pPa3pPaboTUMKU NEKAPCTBEHHbIX CPEeACTB W WMHOCTPaHHble MNPOU3BOAUTENU
JIeKapCTBEHHbIX CPEACTB MU APpYyr1e topuanuYeckmne anua no nopyvyeHumio paspaboTtymka 1eKapCcTBEHHOro
cpeacTBa AN NPoBeAeHUA KANMHUYECKUX UCCeloBaHUI IeKapCTBEHHOrO npenapara, OCyLLeCcTBAeHNs
rocyaapcTBEHHOW  pPerncTpaumn NeKapCcTBEHHOro npenapata, BKAOYeHUA  papmaueBTUUYECKOM
cybCTaHUMMN B rOCYAapCTBEHHbIN pPeecTp NeKapCTBEHHbIX CPEACTB, KOHTPOASA KauyecTBa JIeKapCTBEHHbIX
CpeacTs Npu HaANYMKM paspelleHma YNnoaHOMOoYeHHOro peaepanbHOro opraHa UCNONHUTENbLHOW BNACTU
Ha BBO3 KOHKPETHOW MNapTUM NeKapCTBEHHbIX CPeACTB;

3) opraHusaLuMmn ONTOBOW TOProB/IM IEKAPCTBEHHbIMU CPEACTBAMMU;

4) Hay4yHO-UcCNedoBaTeNbCKME oOpraHusaumu, obpas3oBaTesibHble OpraHM3auuu  BbiCLIEro
06pa3oBaHNA, MPOM3BOAUTENIM NIEKAaPCTBEHHbIX CPeACTB AA pa3paboTKM, uccnenoBaHWin, KOHTPONSA
6e30MacHOCTM, KayecTBa, 3GGEKTUBHOCTU NEKAPCTBEHHbIX CPeACTB MNpUM  HaAW4YUM  paspelleHus
YyNOJIHOMOYEHHOIo peepanbHOro opraHa UCMONHUTENbHOM BNacTy;

(8 pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeanUMHCKME opraHM3aUnm, UHble yKasaHHble B NyHKTax 1 - 4 HacTosAwWwen cTaTbn opraHn3aumnm
ONA OKasaHWA MeAMLMHCKOM MOMOLWM MO XMU3HEHHbIM MNOKa3aHUAM KOHKPETHOro nauuveHTa npwu
HanUuMM paspelleHna ynosHOMoYeHHoro denepanbHOro opraHa WMCMOAHUTENbHOM BAAcTM Ha BBO3
KOHKPETHOI MapTMM NeKapCTBEHHOro npenaparta, BblAaHHOrO B YCTAHOB/AEHHOM nopsafake B dopme
3NEKTPOHHOTO AOKYMEHTa, NoANUCAHHOIO YCUNEHHOW KBanNdULMPOBAHHOW 3N1EKTPOHHOMN NOAMMUCHIO.

(8 pea. PengepanbHoro 3akoHa ot 12.03.2014 N 33-93)

Cratba 49. [loKyMeHTbl, NpeacTaBAsemMble B TAMOXKEHHble opraHbl Poccuiickon ®epepaummn npu
BBO3€e JIEKAPCTBEHHbIX cpeacTs B Poccuiickyto Pepepaumio
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Mpu BBO3e NEKapCTBEHHbIX cpeacTB B Poccuitckylo Pepepaumio B TaMOXKEHHbIE OpraHbl
Poccuitckoit  Pepepaumm  HapAagy C  LOKYMEHTaMM, MpeacTaBAeHMEe KOTOpbIX MNpeaycMOTPEeHO
TaMOXEHHbIM 3aKOHOZATE/NbCTBOM TaMOXEHHOro cok3a M (MaM) 3aKoHoAaTeNbCTBOM Poccuitckoi
depepaunmn 0 TAMOXKEHHOM Zenie, NPeACTaBAATCA c/ieayolme AOKYMEHTbI:

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

1) ceptTuduMKaT NPoOU3BOAUTENS JIEKAPCTBEHHOrO CpeAcTBa, YAOCTOBEPAOWMI COOTBETCTBUE
BBO3MMOIO JIEKAPCTBEHHOro cpeacTBa TpeboBaHMam dapmaKonelHon cTatbn nuMbo B ciyyae ee
OTCYTCTBUA HOPMATUBHOM AOKYMEHTALMUN NAN HOPMATUBHOTO AOKYMEHTA;

2) paspelleHue ynoJIHOMOYEHHOro ¢deaepanbHOro opraHa MCNOMHUTENbHOW BNacTM Ha BBO3
KOHKPETHOM NapTUM JIEKAPCTBEHHOrO cCpeacTBa B C/Ay4asX, YCTaHOBJEHHbIX 4YacTbto 3 cTatbn 47
HacToAwero PeaepasbHOro 3aKOHa.

2. [JoKymeHTbl, yKa3aHHble B NyHKTax 1 M 2 4yactm 1 HacToAwel cTaTbW, NpPeacTaBNAlOTCA B
TaMOMKeHHble opraHbl Poccuiickoit ®egepaummn Npu NpubLITUMN NIEKAaPCTBEHHbIX CPEACTB B PoCCUICKYIO
depepaumio.

(B pen,. PepepanbHoro sakoHa ot 06.12.2011 N 409-93)

Ctatbs 50. BBO3 sieKapCTBEHHbIX npenapatoB B Poccuitickyto depepauuio s MYHOIO
MCMNO/Ib30BaHWUA N MHbIX HEKOMMEPYECKUX Lieneit
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. JlekapcTBeHHble npenapatbl MoryT 6biTb BBe3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHMI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamn 48 1 49 HacToswwero PenepanbHOro
3aKOHa, ec/I1 OHW NpeaHasHayeHbl gNA:

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) nMyHoro ncnonb3oBaHUa GUMYECKMMU IMLLAaMKM, NPUObIBLUMMM B Poccuiickyto deaepaumio;
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

2) wncnonb3oBaHuMA PabOTHUKAMM  AUMNJIOMATUMYECKOrO Kopnyca MAM  NpeacTaBuUTensmu
MEXKAYHAPOAHbIX OpraHM3aLUniA, akkpeaMTOBaHHbIX B Poccuiickon ®@epepauuu;
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3) NneyeHUs NacCcakMPOB M YNEHOB 3KUMAXKEN TPaAHCMOPTHbLIX CPeacTB, Moe3gHbix bpurag w
BOAMTENEN TPAHCMOPTHbIX CPeacTs, NpmnbbiBWKX B Poccuiickyto ®eaepaumio;

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

4) neyeHUsa Y4aCTHMKOB MENKAYHAPOAHbIX KY/IbTYPHbIX, CMOPTUBHbLIX MEPONPUATUIA U YY4aCTHUKOB
MEXKAYHAPOAHbIX 3KCNeaANUMIA;

5) neyeHnn KOHKPETHbIX KMBOTHbIX B 300MapKax, a TaKXe KUBOTHbIX, BBO3UMbIX B POCCUICKYO
Pepepaunto gns y4actma B CMOPTUBHBIX U 3PEAULLHBIX MEPOMPUATUAX.

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

2. B cnyyasx, npenycMOTPEHHbIX YacTbio 1 HAacToALLel CTaTbM, AOMNYCKAeTcA BBO3 B POCCUMIACKYIO
depepaunto NneKapCcTBEHHbIX NPenapaTos, He 3apPerncTpmpoBaHHbIX B Poccuiickon ®epepaymu.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. lekapcTBeEHHbIE NpenapaTbl, NpegHa3HaYeHHble AN T'yMaHUTapHOW NOMOLM (copencTama) nnm
MOMOLLM NpPU Ype3BblYaMHbIX CUTyauusax, BBO3ATCA B Poccuiickylo ®depepaumio B NOpPAAKe,
ycTaHoBNeHHOM [paBuTenbctBom Poccuiickoli ®epepaumn. 3anpewaetca BBO3 B POCCUMCKYHO
depepaumio  HE3aPErMCTPUPOBAHHbLIX  JIEKAPCTBEHHbIX  NPenapaToB, NpegHasHa4YeHHbIX  Ans
rYMaHUTAPHOM NOMOLLM (COAENCTBUA) MAN MOMOLLM NPU Ype3BblYaMHbIX CUTYaLUAX.

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

Cratbsa 51. CoTpyaHuyecTBo dpeaepanbHOro opraHa UCNOHUTENbHOM BAACTU, YNOJHOMOYEHHOTO B
06/1aCTV TaMOKEHHOro Aena, M APYrux YNoJAHOMOYEHHbIX degepanbHbIX OPraHOB MCNOAHUTENbHOM
B1ACTM

1. YnonHomoueHHble ¢eaepanbHble OpraHbl WCMOAHUTENbHON B/acTM MNpPefoCTaBAAlOT B
pacrnops»keHne ¢enepasbHOro oOpraHa WCMOJIHUTE/IbHOW BAAaCTK, YMNOJHOMOYEHHOro B 06aacTu
TaMOXEHHOIO Jena, rocyfapCTBEHHbINM peecTp JIeKapCTBEHHbIX CPeAcTB, a Takxe uMHpopmaumio o
BblAAHHbIX pa3pelleHnsX Ha BBO3 KOHKPETHOW MNapTUM JIeKapCTBEHHbIX CPeAcTB B  C/AyvasX,
YCTAaHOBNEHHbIX YacTbto 3 cTaTbM 47 HacToAwero PeaepanbHOro 3aKoHa.

2. ®epepanbHblii opraH UCMOAHUTENbHOW BAACTWU, YNONHOMOYEHHbIM B 06/1acTU TaMOXKEHHOro
Aena, nHPopmmupyeT yKasaHHble B YacTK 1 HacToAwen cTaTbl YNOJHOMOYEHHbIE defepasibHble OpraHbl
WCMNOJIHUTENbHOM BNACTM O BBO3€ JIEKAPCTBEHHbIX cpeacts B Poccuitickyio depepaumio U BbiBO3e
JIeKapCTBEHHbIX cpeacTB M3 Poccuitickon Pepepaumm no ¢opme M B NopagKe, KOTOpble YCTaHOBAEHDI
Mpasutenbctsom Poccuiickon ®egepaymn.

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

Fnasa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
Cratba 52. OcyliecTeaeHne GpapmaLeBTUYECKOWN AeATENbHOCTU

1. dapmaueBTUYECKas [eATeNbHOCTb OCYLLECTBAAETCA OpraHu3auusamu OMNTOBOM TOProBau
NIeKAPCTBEHHBIMM  CPEeACTBaMW,  anTeYHbIMM  OPraHM3auUMsAMM,  BETEPUHAPHBIMM  ANTEYHLIMMU
OpraHv3aumMaAMK,  UHOAMBUAYaANbHbIMU  NPeaAnpUHUMATENMU,  UMEKWUMKU  JIMLEH3UIO  Ha
dbapmaLeBTUYECKYIO OeATe/IbHOCTb, MEAUUMHCKUMWU OpraHuM3aumamn, UMEWUMN NULEH3UIO Ha
bapmaueBTUYECKYID AeATeNbHOCTb, M WX 060cobneHHbIMW noapasaeneHuamn (ambynatopmamm,
denbawepckumm n  GenbalepcKko-akyLEepPCKUMM  MYHKTaMK, LeHTpaMmn (oTaeneHusmu) obuuen
BpayebHol (cemeiHOol) NPaKTUKK), PACMONONKEHHBIMU B CEJIbCKMX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auum, U BETEPUHAPHBLIMU OPraHM3aUMAMMU, UMEIOLWMMUN JNLEH3UIO Ha
bapmaLeBTUYECKYIO AeATENbHOCTb.

(B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®usnuyeckne NMUA MOFYT OCYLLECTBAATb (GapMaLEeBTUYECKYID AeATeNbHOCTb MPU HanMumm
BbICLLEro UM cpegHero ¢papmaueBTMYEcKoro obpasoBaHma U cepTUdMKaTa CNeumanmcTa, BbICLIEro Man
cpefHero BeTepMHapHoro obpasoBaHMA U cepTUdMKATA CNELMaNnCTa, a TaKKe BbICLLETO UAN CPeaHEro
MeANUMHCKOro obpasoBaHuA, cepTMdMKaTa crneumanucta U AONOJAHUTENbHOIO NpodeccnoHanbHOro
06pa3oBaHNA B YAaCTU PO3HUYHOMN TOPrOB/AM SIEKAPCTBEHHBIMMW NpenapaTamu Npu ycaoBuKM ux paboTol B
060Cc06./1eHHbIX NOAPaA3LENEHUAX MEAMLIMHCKUX OPraHn3aL M, yKa3aHHbIX B YacTh 1 HAaCcToALWEN CTATbM.
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(yacTb 2 B pen. depepanbHOro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. MMpopgaxka, nepepadva NeKapCTBEHHbIX CPeACTB OpraHM3auMAMKU ONTOBON TOProB/M
NIeKapCTBEHHbIMU CPeACTBaMMU

OpraHusaumm onToBOW TOPrOB/AN NIEKAPCTBEHHbIMU CPEACTBAMM MOTYT OCYLLECTBAATL NMPOAAXKY
JNIEKAPCTBEHHbIX CPEeACTB MAW NepefaBaTb MX B YCTAHOB/AEHHOM 3aKOHOAATe/IbCTBOM Poccuitckomn
depgepaunm nopagke:

1) ApyrMm opraHn3aumam ONTOBOM TOProB/AW IEKAPCTBEHHbIMM CPeaCcTBaMu;

2) npousBoAUTENSAM NEKAPCTBEHHbIX CPEACTB ANA Lesieli NPoU3BOACTBA IEKAaPCTBEHHbIX CPEACTB;

3) anTeYHbIM OpPraHN3aLMAM N BETEPUHAPHbLIM anTeYHbIM OpraHM3aUMAM,;

4) Hay4yHO-MCCNen0BaTENbCKMM OpPraHn3aLmMam ana Hay4yHo-1cciefoBaTelbCckol paboThl;

5) wuHAMBMAYaNbHbIM nNpeanpuHUMATENs M, WMMEWMM JINLEH3UIO Ha dapmaueBTUYECKYLo
OEATENbHOCTb UAN NTNLEH3UI0 HA MEANLMHCKYIO AeSTE/IbHOCTb;

6) MeAULMHCKMM OpraHM3aunsam, BETePUHAPHbIM OpraHu3aumam;

7) opraHusaumam, OCyLLECTBAIOWMM pa3BeaeHue, BbipallMBaHUE U cogepKaHne KUBOTHbIX.

Cratbsa 54. NpaBMna ONTOBOM TOProBAM NEKAPCTBEHHBIMWU CPEACTBAMM

OntoBaa TOProBnA  /IeKapCTBEHHbIMW  CpPeACcTBaMM  OCYLLECTBAAETCA  MNpou3BoaUTEeNaMU
NIeKapCTBEHHbIX CPeACTB U OpraHusauMaMW ONTOBOM TOProB/IM JIEKAaPCTBEHHbIMM CpeacTBaMU Mo
npasunam, YyTBEPXAEHHbIM COOTBETCTBYHOLMMM YMOJHOMOYEHHbIMU deaepanbHbIMU  OpraHamu
MCNONHUTENIbHOM BNAaCTW.

Cratba 55. MopsagoK PO3HUYHOM TOProB/N JIEKAPCTBEHHbIMW NpenapaTamm

1. Po3HMYHasA TOProBnA NEKapCTBEHHbIMM TMpenapatamu B KOJMYECTBAX, HeobXoAMMbIX ANf
BbINOJIHEHUA BpayebHbiXx (Penbalepckux) HasHaYeHWn WM Ha3HadyeHui cneumannctos B obsactu
BETEPUHAPUM,  OCYLLECTBASETCA  anTeYHbIMWM  OpraHM3auuMaAMM, BETEPUMHAPHbIMU  anTeYHbIMU
OopraHvM3aumMaAMK,  UHAMBUAYaANbHbIMM  NPeaAnpUHUMATENAMU,  UMEKWUMKU  JIMLEH3UIO  Ha
bapMaueBTUYECKYIO AEeATeNbHOCTb, MEOMUMHCKMMW OpPraHM3aumMamn, MMEWUMKU NULEH3MIO Ha
dbapmaueBTUYECKYIlO AeATeNbHOCTb, U WX 060cobAeHHbIMM noapasaeneHuaMn  (ambynatopuamu,
denbawepckumn n  GenbAWepPCcKo-aKyLepPCKMMMN  NYHKTaMK, LeHTpamu (oTaeneHusmu) obuuei
BpauyebHol (cemeiHOl) NPaKTUKKN), PACMONOMKEHHLIMW B CEAbCKMX HACENEHHbIX MyHKTaXx, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuun, U BETEPUHAPHLIMU OPraHM3aUMAMMK, UMEIOLLMMWN NULLEH3UIO Ha
dapmaueBTUYECKYIO OeATeNbHOCTb. PaspelleHa po3HMYHAA TOProBAA TONbKO J1IEKAPCTBEHHbLIMM
npenapaTtamu, 3aperncTpuMpoBaHHbIMK B Poccuiickoit ®deaepaunm MAM U3rOTOBNEHHbIMM anTeYHbIMU
opraHusaumamu, BETEPUHAPHbBIMU anTe4YHbIMM OopraHusaumMamum, WMHANBUAYANbHbIMK
npeanpuHUMaTENAMMN, UMEIOLWMMM NNLLEH3UIO Ha GapMaLLEeBTUYECKYIO AeATENbHOCTb.

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

2. Bupgbl anTeuyHbix opraHM3auMii M NpaBWia OTMNYCKa JIEKApCTBEHHbIX MpenapatoB AA
MEANUMNHCKOTO NMPUMEHEHUA anTeYHbIMW OpPraHM3auusamMun, MHAMBUAYANbHbIMU NpeanpuHUMaTensamu,
UMEIOWUMM  NIMLEH3NI0  Ha (apMaLeBTUUECKYD AeATeNbHOCTb, a TaKKe MpaBuia  OTNycKa
NeKapCTBEHHbIX MPenapaToB A1 MeAULMHCKOTO MPUMEHEHUA MEAMLMHCKMMU  OpraHM3aumsamy,
UMEIOWUMM  INLEH3NI0  HA  GAapMaueBTUYECKYID  AeATeNbHOCTb, W WX  060Cco67eHHbIMU
nogpaszeneHnamm (ambynatopuamu, denbaliepckuMm u - Genbaliepcko-akyLWepCKUMN MyHKTamM,
ueHTpamu (otaeneHvamu) obuieli BpayebHol (cemeltHOM) NPaKTUKK), PacNONOKEHHbIMU B CENbCKUX
HaceNeHHbIX MNYHKTAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuu, YTBEPXKAAOTCS
YNOJHOMOYEHHbIM $peaepanbHbIM OPraHOM UCMOJTHUTENIbHOM BAACTM.

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

3. MpaBnaa oTNycka HAPKOTUYECKMX CPeaCcTB M MCUMXOTPOMHbIX BELLECTB, 3aPerncTPMpPOBaHHbIX B
KayecTBe /IeKapCTBEHHbIX NPenapaToB, NEKApPCTBEHHbIX MNPenapaToB, COAEPNKAWMX HapKOTUYecKue
CpeacTBa M MCUXOTPOMHblE BELWLECTBA, YTBEPXKAAMOTCA YNOJHOMOYEHHbIM deaepanbHbiM OpraHoM
MCMNONHUTENBHOW BNAcTM MO COrMacoBaHUIO C deaepanbHbiM OPraHoOM WCNONHWUTENbHOW BNACTH,


consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC22FC6831B6DF919C82CE417C520750F4C5597BB6A2671JDn1N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC12CC28A1A6DF919C82CE417C520750F4C5597BB6A2671JDnBN
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC72FC2881B6DF919C82CE417C520750F4C5597BB6B2772JDnBN
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC028C18E196DF919C82CE417C520750F4C5597BB6A2671JDn8N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC62AC28C186DF919C82CE417C520750F4C5597BB6A2671JDn8N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC029C4831A6DF919C82CE417C520750F4C5597BB6A2670JDn1N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC72FC2881B6DF919C82CE417C520750F4C5597BB6B2772JDnCN

OCYLLECTBAAWMM GYHKUMM MO BbipaboTKe rocyaapCTBEHHOW MNOAUTUKM, HOPMaTUBHO-MPaBOBOMY
perynnMpoBaHuto, KOHTPOJIlO U Haaszopy B chepe 0b6OpOTa HAPKOTUMUECKUX CPEACTB, MCUXOTPOMHbIX
BELLECTB 1 UX NPEKYPCOPOB, a TakKe B 061acTM NPOTUBOAENCTBUA UX HE3AKOHHOMY 060pOTY.

4. JleKapcTBeHHble npenapatbl ANA BETEPMHAPHOrO MNPUMEHEHUs NogJexaT OTNycKy
BETEPUHAPHbIMM anTeYHbIMMU OPraHM3aUUAMKU, BETEPUHAPHBIMKU OPraHM3aUUAMKU, UHANBUAYAbHBIMM
npeAnpUHUMATENS MU, UMEIOLLMMM INLEH3UIO Ha papMaLeBTUYECKYIO AeATeNbHOCTb. MpaBuaa oTnycKka
JIeKapCTBEHHbIX MpenapaToB A/1A BETEPUHAPHOIO MPUMEHEHUS YTBEPXKAAIOTCA YMNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOJTHUTENbHOM BNACTU.

5. MMepeyeHb MEAMUMHCKMX OPraHM3auMn, MUMeWUX UMUEeH3NI0 Ha GapmauLeBTUYECKYHO
AeATeNbHOCTb, U UX 060COBNEHHbIX NoapasaeneHuin (ambynatopuii, denbalepckux U Genballepcko-
aKyLWEepCKUX MYHKTOB, UeHTpoB (oTaeneHui) obuwelt BpayebHOM (cemeirHOM) MNPaAKTUKKM),
Pacno/OXKEeHHbIX B CE/IbCKMUX HACENEeHHbIX MYHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHusaumu, a
TaKXXe MepeyeHb NEeKAPCTBEHHbIX MPEnapaToB (3a WUCKAOYEHMEM HAPKOTUYECKUX J1IeKAPCTBEHHbIX
npenapaToB W NCUXOTPOMHbIX IEKAPCTBEHHbIX NPEnapaToB), NpoAaka KOTOPbIX MOXKET OCYyLEecTBAATLCA
YKa3aHHbIMW OpraHusaumammn M nx o6ocobieHHbIMM NoapasaeneHnsmuM, YyCTaHaBIMBAOTCA opraHamm
NCNOSIHUTENbHOM BNacTn cybbekToB Poccuiickonn Peaepaunn.

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

MpumeyaHue.

Mo Bsonpocy, Kacawowemycd MWUHUMANbLHOTO acCOPTUMEHTa NeKapCTBEHHbIX NpenapaTos AnA
MEAVLMHCKOTO MPUMEHEHMUA, HEeobXOAMMbBIX ANA OKasaHMA MeAMUMHCKOMW nomowm, cm. [Mpukas
MwuH3gpascoupassutua PO ot 15.09.2010 N 805H.

6. AnTeuyHble OpraHuWsauMu, WHAMBMAYANbHbIE MpPeAnpPUHUMATENN, MMEIOLWME INLEH3UID Ha
dbapmaLeBTMUECKYIO  AeATenbHOCTb, 006A3aHbl  obecneymBaTb YTBEPXKAEHHbIN  [1PaBUTENBCTBOM
Poccuiickoit Pepepaumm u GopmMmmnpyemblit B YCTAHOBIEHHOM MM NMOPAAKE MUHUMAJ/IbHbIN aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaTos, HEOHXOAMMbIX A1 OKA3aHUA MeAULMHCKON MOMOLLM.

(yacTb 6 B peq. depepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble OpraHuW3auMKn, WHAMBMAYANbHblE MPegNPUHUMATENN, UMEKLWMEe JIMLUEH3UIO Ha
bapmMaLEeBTUYECKYIO AeATEeNbHOCTb, Hapaay C /NEeKAapCTBEHHbIMM MNpPenapatamyM  WMMeT npaBo
npuobpetatb M NpPoAaBaTb MeAMUMHCKME WU3aenus, aes3vHouuuMpylowme Ccpeactsa, NpeameTbl U
CPeACTBA  /IMMHOM  TUTMEHbl, NOCYAy AAA8 MEAMUMHCKMX uenel, npegmeTbl W CPeacTBa,
npefHasHavyeHHble gaa yxona 3a 60/bHbIMU, HOBOPOXKAEHHBIMU U AETbMMU, HE AOCTUMLUMMMK BO3pacTa
TPex /IeT, OYKOBYI OMNTUKY WM CPEeACTBA yXO04a 3a Hel, MUHepasbHble BOAbl, NPOAYKTbl Se4yebHoro,
OETCKOTO W AMETUYECKOro NWTaHuA, OMONOrMYecKM aKTMBHble f[00aBKKM, napdromepHble WU
KOCMeTMYeCKMe Ccpeactsa, MeAWMUMHCKME W CaHUTAPHO-MPOCBETUTE/IbHbIE MEeYaTHble W34aHus,
npesHasHavyeHHble A41A nponaraHabl 340P0BOro 06pasa KU3HWU.

(B pen,. PegepanbHbix 3aKoHOB 0T 27.07.2010 N 192-93, ot 25.11.2013 N 317-93)

8. [leATeNbHOCTb anTeYHbIX opraHmMsauuii BoopykeHHbIXx Cun Poccuiickoit Pepepaumn, apyrux
BOWCK, BOMHCKNX POPMMPOBAHUI U OPraHoB, B KOTOPbIX 3aKoHOAaTenbctBOM Poccuitckolt Pepepaunn
NpPeaycMOTPEHO MPOXOXKAEHNE BOEHHON WAW NPABOOXPAHUTENLHOM CAYXKObl, pernameHTUpyeTca
HacToawmum DenepasbHbIM  3aKOHOM W YTBEP)KAEHHbIMM  COOTBETCTBYHOLWMMKU  deaepanbHbIMU
opraHamu WCMNOJIHUTENbHON BNACTU NONOKeHUAMWU. KoHTponb 3a cobaogeHMem  yKasaHHbIMU
anTeYHbIMW OpraHu3auMAMM MONOXKEHUM HacToAwero PdeaepanbHOro 3aKoHa  OcCylecTBAseTcA
COOTBETCTBYHOLWMMU pesepanbHbIMM OpraHaMM MCNONHUTENIbHOM BAACTU.

CraTbAa 56. N3roTtoBneHne U OTNYCK JIeKapCTBEHHbIX NpenapaTos

1. M3rotoBneHne AeKapCTBEHHbIX MPenapaTtoB anTeYHbIMW OPraHu3auMaAMKU, BeTepUHapPHbIMU
anTe4HbiIMnN OpraHnsaunamum, NHAUBUAYa/ZIbHbIMMU NpeanpuHNMmaTenamun, MMerwmnmm NNUEH3UK0 Ha
d)apmau,eBTquCKylo AeATENbHOCTb, OCYLLECTBAAETCA NO pPeuenTamM Ha Z1IEKApPCTBEHHbIE MpPenapaTtbl, NO
Tp86OBaHMﬂM MeaNLMHCKNX OpFaHM3aLl,Ml71, BeTEPUHAPHDbIX opraHmaau,Mﬁ B COOTBETCTBMU C NpaBuiamum
M3rotTosneHNA W OTNYCKa J/1IEKAPCTBEHHbIX MNpPenapaTtoB, yTBepXAEHHbIMM  YNO/THOMOYEHHbIM
d)ep,epaanblM OopraHoOm WCMNOJIHUTENIbHOM BNACTH.
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2. MpuY U3roTOBAEHUUN NEKAPCTBEHHbIX NPenapaTos anTeYyHbIMM OpraHM3aumMaMm, BeTepUHapHbIMU
anTeyHbIMW OPraHU3aUMAMU, UHAMBUAYANbHBIMA MPEANnPUHUMATENAMMN, UMEIOLLMMM NULEH3UIO Ha
dapmMaLleBTMUECKYIO AeATe/NbHOCTb, MCNONb3yloTcA ¢dapmaleBTUYeckMe cybCcTaHUuM, BKAOYEHHble
COOTBETCTBEHHO B rOCY/apCTBEHHbIN PeecTp IeKapCTBEHHbIX CPeACTB ANA MEAULMHCKOTO NPUMEHEHNS
W TrOCYAapCTBEHHbI peecTp /IEKAapCTBEHHbIX CpPeaCTB AN BETEPUHAPHOrO MPUMEHEHUs B
yCTaHOBAEHHOM  nopAake. He  gonyckaeTcA  M3roTtoB/AeHME  anTeYHbIMWM  OpraHu3auuaAmm,
BETEPMHAPHbLIMWU AaNTEYHbIMM OPraHM3auUAMM, UHANBUAYANbHBIMU NPeanpPUHUMATENAMN, UMEIOLLMMUN
NNUEH3NI0 Ha hapMaLleBTUYECKYIO AeATeNbHOCTb, IeKAaPCTBEHHbIX NPenapaTos, 3aperncTpMpoBaHHbIX B
Poccuiickoin Pegepaunn.

3. MapKupoBKa JNeKapCTBEHHbIX NpenapaToB, W3rOTOBJIEHHbIX aNTEYHbIMW OpPraHM3aLUAMM,
BETePUHAPHbIMM anTeyHbIMU OPraHM3auUnAMKU, UHANBUAYANbHBIMU NPEANPUHUMATENAMU, UMEIOLLIMMM
NMLEH3NI0 Ha QapMaleBTUYECKYI0 AeATeNbHOCTb, U OQOPMAEHME TakUX MpenapaToB A0/MKHbI
COOTBETCTBOBATh MPaBMAaM, YKa3aHHbIM B 4acTM 1 HacToALlel cTaTbu.

4. AnTeyHble oOpraHuM3auuMK, BeTepuHapHble anTeyHble OpraHu3auuu, WHOUBUAYaANbHblE
npeanpuHMmaTeny, UmelolMe  AMUEeH3UIo  Ha  GapmaueBTUYECKYl  AeATeNbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HecobaoAeHWe NpPaBuU/ M3rOTOBAEHUA U OTMNYCKa JIeKapCTBEHHbIX Npenapatos B
COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit deaepaumu.

Cratbs 57. 3anpeweHve npoaakn  $anbCMOUUMPOBAHHBIX  /IEKAPCTBEHHbIX  CPeacTs,
He06pP0OKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAdAKTHbLIX NEKAPCTBEHHbIX CPEACTB

Mpoparka danbcndmUMpPOBaAHHbBIX JIEKAPCTBEHHbIX CpeAacTs, Hea0b6pOoKaYeCcTBEHHbIX
JIeKapCTBEHHbIX CPeacTB, KOHTPadaKTHbIX JIEKAPCTBEHHbIX CPeACTB 3anpeLLaeTcs.

Cratba 58. XpaHeHne neKapcTBEHHbIX CPeACTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBASETCA MNPOU3BOAMTENAMMU JIEKAPCTBEHHBbIX
CPeacTs, OpraHU3auMsAMM  OMTOBOM  TOProBAW  JIEKAPCTBEHHbIMM  CPeACTBaMM,  anTeYHbIMU
opraHMsaumamm, BETEPUHAPHbLIMU anTeyHbIMK opraHMsaumamm, WMHAMBUAYANbHBIMU
npeAnpUHUMATENIMUN, UMEIOLLMMM NNLEH3UIO Ha papMaLeBTUUECKYIO AeATENIbHOCTb MW IMLLEH3UIO Ha
MEAMLMHCKYIO [AeATeNlbHOCTb, MEAUUMHCKMUMW OpraHM3aumamMy, BETEPUHAPHbIMW OpraHusaumamMm u
MHBIMW  OpraHM3auMaMK, OCYLLECTBAAIOWMMM ObpalleHNe IeKapCTBEHHbIX CPeacTB. XpaHeHue
NeKapCcTBEHHbIX CPeACTB A1A BETEPUHAPHOro MPUMEHEHMS OPraHM3auMAMU U MHAMBUAYA/bHLIMMI
npegnpuHUMaTeNamMm B C/Ay4asX, €CAW OHM MCMONb3YIOTCA WCKAIYMTENbHO MpU  pasBeaeHuw,
BbIPALLMBAHMM, COAEPKAHUN N IEUEHNN KUBOTHbIX, MOXKET OCYLLECTBAATLCA 6e3 NonydyeHusa AULEeH3UM
Ha GapmMaLEeBTUYECKYIO 4eATEeNbHOCTb.

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

2. MpaBuna XpaHeHWA  NIEKAPCTBEHHbIX CPEACTB  YTBEP)KAAITCA  COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM peaepanbHbIM OPraHOM UCNOIHUTEIbHOM BAACTM.

3. XpaHeHMe HapKOTMUYECKUX JIEKAPCTBEHHbIX CPEeACTB, MCUXOTPOMHbLIX NEKAPCTBEHHbIX CPeacTs,
pagnodapmaLleBTUYECKUX  JIEKAPCTBEHHbIX  CPEACTB  OCYLIEeCTB/SEeTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBOM Poccuiickoit ®epepauymm.

Cratba 58.1. MpeamMeTHO-KONAMYECTBEHHbIM YYeT NeKapCTBEHHbIX CPeAcTB A MeAMLMHCKOro
npUMeHeHunn

(sBepeHa DepepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. I'Iepequb NeKapCTBEHHbLIX Cpeacte Ana MeauunHCKOro npumMmeHeHuna, noanexawmx
npegmeTHoO-KoNIn4yeCctBeHHOMY y4eTy, yTBepXXaaetcA YNO/IHOMOYEHHbIM d)e,u,epaanblM OopraHom
WCNOJIHUTENIbHOM BAACTH.

2. MopAaoOK BKAKOYEHUA NIeKAapPCTBEHHbIX CPeACTB ANA MEeOUMUMHCKOro NpMMeHeHuA B nepeyeHb
NNeKapPCTBEHHbIX CpeacTs AN1A MeaULMHCKOro npumeHeHuna, nognexawmx npeameTHo-Koan4yecteeHHoOMy
y4yeTy, yCTaHaBaMBaeTCA YMNO/IHOMOYEHHbIM d)ep,epaanblM OopraHom WUCMNONIHUTENbHOW BAACTU MO
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cornacoBaHuio ¢ ¢eaepanbHbiM OPraHOM WUCMOJHUTENbHOW BNACTW, OCYLECTBAAKLWMM GYHKLUMKU MO
BblpaboTKe rocygapcTBEHHOW MOJIUTUKKU, HOPMaTUBHO-NPABOBOMY PEryiMpPOBaHUIO, KOHTPOAD U
Haz3opy B chepe 060poTa HAPKOTUUECKUX CPEACTB, NMCUXOTPOMHBIX BELLLECTB U UX MPEKYPCOPOB, a TaKkKe
B8 061aCTN NPOTUBOAENCTBUA UX HE3AKOHHOMY 060pPOTY.

3. MNpeAMEeTHO-KO/IMYECTBEHHbIN yYeT NeKapPCTBEHHbIX CPEACTB AN MeAULMHCKOro NpUMeHeHUs
BegyT NMPOU3BOAUTENN JIEKAPCTBEHHbIX CPeACTB, OPraHM3auMM ONTOBOW TOPrOB/AWM NE€KAPCTBEHHbLIMU
CpeAcTBamMM, anTeyHble OpraHM3aunn, NHAMBUAYA/bHbIE NPEANPUHUMATENM, UMEIOLLME NIULEH3UIO Ha
dbapmaLeBTUYECKYIO OeATeNIbHOCTb MAWU NINLEH3UI0 HA MEAMUMHCKYIO OeATEeNbHOCTb, U MeguLMHCKMe
OpraHv3aumMn, OCyLLecTBAsAOWMe obpalleHMe JIeKapCTBEHHbIX CpeacTs  Aaa  MeAULMHCKOro
NPUMEHeHUA, MyTEM PerucTpaumm Mobbix CBA3aHHbLIX C MX ObpalleHMem onepauui, Npu KoTopbIX
N3MEHAETCHA UX KOJIMYECTBO U (MIN) COCTOAHME, B CNELMaNbHbIX KYPHanax yyeta onepaunii, CBAsaHHbIX
C obpallleHMEM NEeKapCTBEHHbIX CPeacTB ANA MeAULMHCKOro npumeHeHus (ganee - cneuuanbHble
KYPHanbl).

4. MNMpaBuna perucTpaumm onepaunin, cBasaHHbIX C obpalleHNEeM /IeKapCTBEHHbIX CPeAcTB A
MEeAULMHCKOIO NPUMEHEHUA, BKAIOYEHHbIX B MepeyYeHb NEeKApCTBEHHbIX CPeACTB AN MeAMLMHCKOro
NPUMeEHEeHUA, NoANeXKallnx NPeaMeTHO-KONNYECTBEHHOMY YUYETY, B CNeunanbHbIX XypHanax 1 npaBuna
BEAEHMA W XPaHEHMA CheuMasnbHbIX XYPHAJIOB YTBEPMKAAKTCA YMNO/NHOMOYEHHbIM deaepanbHbIM
OpraHoOM MCMOIHUTE/IbHOM BNacTu.

5. KoHTponb 3a cobniogeHMem MpaBua perncTpauuu onepauuii, CBA3aHHbIX C obpaleHuem
JIEKapCTBEHHbIX CPEACTB A/1A MeAULMHCKOrO NPUMEHEHUS, BK/IIOYEHHbIX B NepeyeHb NeKapCTBEHHbIX
CPeAcTB ANs MeAUUMHCKOTO MNPUMEHEHUA, NoAa/eKallmx npeaMeTHO-KOIMYEeCTBEHHOMY Y4YeTy, B
CneuManbHbIX KypHanax, a TakxKe 3a cobaogeHuem MpaBuA BeAEHUA UM XPaHEHWUA chneumanbHbIX
YKYPHaA/I0B BO3/1araeTca Ha YNoJHOMOYEHHble ¢peaepasibHble OpraHbl UCMONIHUTENbHOW BAACTU U OpraHbl
WCMOJIHUTE/IbHOM BJlacTM cybbekToB Poccuitckon Pepepaumm, OCYLLECTBAAIOWME JIMLEH3MPOBAHME
NPoOu3BOACTBA JIEKAPCTBEHHbIX CpeacTB, GapmMaueBTUYECKON OeATeNbHOCTM U MegULMHCKOM
OeATeNIbHOCTU, U OCYLLECTBAAETCA B PpaMKaX JIMLEH3UOHHOTO KOHTPOIA.

Fnhasa 11. YHUMTOXKEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHUA N NOPAAOK YHNUUTOXKEHMA NEKAPCTBEHHbIX CPEACTB

1. HepobpoKayecTBeHHble NeKapCTBEHHble CpeacTBa, $GanbCUPUUMPOBAHHbBIE IEKAPCTBEHHbIE
CPeAacTBa NoasiexkaTr U3bATUIO M3 rpaxkaaHCKoro o60poTa U YHUUTOMKEHUIO B NOPAAKE, YCTaHOBIEHHOM
Mpasutenbcteom Poccuiickoit ®eaepauyn. OCHOBaHMEM AN YHUUTOXKEHUA NEKAPCTBEHHbIX CPEeACTB
ABNAETCA  pelleHMe  BAageNbla  /IeKapCTBEHHbIX  CPeAcTB,  pelleHWe  COOTBETCTBYIOLWLErO
YNOAHOMOYEHHOTO desepasnbHOro opraHa UCNONHUTENbHOW BAACTU UK pelleHmne cyaa.

2. KoHTpadaKTHble NeKkapcTBEHHbIE CPeACTBa NoAJeKaT U3bATUIO M3 rpaxaaHckoro obopoTa u
YHUUTOMKEHUIO MO peleHnto cyaa. MNopagoK YHUUTOXKEHMA KOHTPadaKTHbIX JEKAPCTBEHHbIX CPeAcTB
ycTaHaBauBaeTca MNpasuTtensctBom Poccuiickoit Peaepaumm.

3. Pacxogpl, CBfi3aHHble C YHWYTOMKEHMEM KOHTPadaKTHbIX JIEKAPCTBEHHbIX CPeacTs,
HeZL0b6pPOKaYeCTBEHHbIX JIEKAPCTBEHHBIX CPeAcTB, ¢GanbCUULMPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB,
BO3MELLLAIOTCA UX BAALE/bLEM.

4. Bnagenel, nNeKapcTBEHHbIX CPEACTB AO/IKEH NPEACTaBUTb B YNOJHOMOYEHHbIN deaepanbHbii
OpraH WCMOJIHUTENIbHOM BAACTU OOKYMEHT WM 3aBEpPEeHHYI0 B YCTAHOBNEHHOM MOPSAKE ero Komnuio,
noateepXaatolime GaKT YHUUTOKEHMUS IEKAPCTBEHHbIX CPEeACTB.

5. CoOTBETCTBYIOWMNI YNONHOMOYEHHbIM deaepanbHbli  OpraH  MCMNOAHUTENIbHOM  BAACcTH,
NPUHABWNIA pelleHne 06 YHUYTOXKEHMU JIeKAapPCTBEHHbIX CPEACTB, OCYLLECTBAAET KOHTPO/b 3a WX
YHUUTOXKEHWEM.

6. YHWYTOXKEHWE JIEKAPCTBEHHbIX CPEeACTB MPOWM3BOAWUTCA OPraHM3auus MK, WMEIOLMMMU
COOTBETCTBYIOLLYIO INLEH3NIO, Ha cneuManbHO 060pyA0BaHHbIX NAOWAAKAX, MOANIOHAX U B CleunanbHo
060pyA0BaHHbIX NOMELLEHUAX C cobaogeHem TpeboBaHUIt B 061aCTM OXpaHbl OKpyXKatolen cpeapl B
COOTBETCTBUM C 3aKOHOAaTenbcTBOM Poccuiickoit Peaepaumn.

7. HapkoTuuyeckue neKapCTBEHHble CPeACTBa, MNCUXOTPOMHbIE /IeKApPCTBEHHblE CPeacTBa,
pagnodpapmaLeBTUYECKME  NEeKapCTBEHHble  CPeACTBa  YHMUTOMXKAKOTCA B COOTBETCTBUM  C
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3aKoHoaaTenbcTeom Poccuitckoit degepaumu.

nasa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPENAPATbI ANA MEAULUUHCKOIO NPUMEHEHUA

Cratba 60. locypapcTBeHHOe peryivMpoBaHWe LeH Ha JIeKapCTBeHHble npenapatbl 404
MEeAVNLMHCKOro NpMMeHeHns

locypapcTBEHHOE peryinpoBaHMeE LEH Ha JiIeKapCTBEHHble npenapaTtbl AAA MeAULMHCKOro
NPUMEHEHMA OCYLLLECTBAAETCA NOCPELCTBOM:

1) ytBepaeHuaA MpasutenbctBom Poccuinckon Pepepaunn nepeyHs KU3HEeHHO HeobXoaUMbIX U
Ba*KHEMNLUMX NEKAPCTBEHHbIX MPenapaToB ANA MeAULMHCKOIo NPUMeEHeHUA, KOTopblii cdOpMMUPOBAH B
YCTaHOB/IEHHOM MM MOPAAKE U B KOTOPbIN BKAHOYAIOTCA JIEKAPCTBEHHbIE NPenapaTbl 418 MeAULMHCKOTO
NPUMEHEHMA, B TOM YMC/IEe C YYETOM CTaHAAPTOB MEAMUMHCKON MOMOLLM, NOA MEXKAYHAPOLHbIMM
HenaTeHTOBAHHbIMM, XUMWYECKUMWU WM TPYMNNUPOBOYHLIMMU HAUMMEHOBAHUAMM, COOTBETCTBYHOLME
Cnesyowmm KpUTEPUAM:

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

a) NpMMeHEeHWe KOHKPETHOro JIEKAapPCTBEHHOrO npenapata Aaa AMarHOCTUKKM, NPOdUNaKTUKK,
NeyeHun 3abonesaHuii, B TOM yncne npeobnagamowmx B CTPyKType 3abonesaemocTn B PoccuicKom
depepauny;

6) npeuMmyLLecTBO KOHKPETHOrO JIeKapCTBEHHOro npenapaTa MO CPaBHEHUID C  APYrumu
NIeKapCTBEHHbIMM MpenapaTamuM nNpu onpeaeneHHblx 3aboseBaHUKU, CUHAPOME WU  KJANMHUYECKOWM
cUTyaumu;

B) TepaneBTUYECKas 3KBMBAJIEHTHOCTb KOHKPETHOIO JIeKapCTBEHHOIO NpenapaTa JIeKapCcTBEeHHbIM
npenapaTam Co CXOXMM MeXaHU3MOM PapMaKOIOrMYECKOro AeNCTBUS;

2) yTBEp:KAEHMA METOOMKM YCTAaHOB/EHUS MPOM3BOAUTENAMM JIEKAPCTBEHHbIX NpenapaTos
npeaenbHbIX OTMYCKHbIX LLEH Ha NeKapCTBEHHble MpPenapaTbl, BKAIOYEHHbIE B MEPEYEHb YKU3HEHHO
HeobxoAMMbIX U BaXKHEMLLUX IEKAaPCTBEHHbIX NPEenapaTos;

3) rocydapCTBEHHOM  perucTpaumm  YCTaHOBAEHHbIX  MPOU3BOAUTENAMMU  JIEKAPCTBEHHbIX
npenapaToB MNpeaefibHbIX OTMAYCKHbIX LEeH Ha JIeKapCTBEHHble MpenapaTbl, BKAOYEHHbIE B NepeyeHb
YKU3HEHHO HEODXOAMMbIX W BaXKHEMLINX NEKAPCTBEHHbIX NPENAPATOB;

4) BefeHMA TOoCYHapCTBEHHOMO peecTpa NpefesbHbiX OTMYCKHbIX LEeH npou3BoauTeneit Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MNEpPevYeHb MU3HEHHO HEOBXOAMMbBIX W BAXKHEMNLIMX
JIeKapCTBEHHbIX NpenapaTos;

5) yTBepXAeHWA MEeTOAMKM YCTaHOBAEHMA OpraHamuM WCNOJIHUTENbHOM BAacTM cybbekToB
Poccuiickolt depepaumm npepenibHbiX PasmMepoB OMNTOBbIX HAAOABOK WM MNpefesibHbIX Pa3mepos
PO3HMYHbIX Hag0aBOK K (AKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOB/IEHHbIM MNPOU3BOAUTENSMMU
JIeKAPCTBEHHbIX MPENApPaToB, Ha JIEKAPCTBEHHbIE MPENapaTtbl, BKIIOYEHHbIE B MepeyeHb KU3HEHHO
HEeOoBX0AMMbIX U BaXKHENLINX NEKAPCTBEHHbIX NPENAPaTOoB;

6) ycTaHOBAEHWA MpefeNibHbIX pPA3MepPoB OMNTOBbIX HAAOABOK W MNpefesibHbIX Pa3smMepoB
PO3HUYHbIX HaAbaBOK K GAKTUYECKMM OTMYCKHbIM LEHaMm, YCTaHOBJEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MPenapaToB, Ha JIeKAPCTBEHHble NPenapaTtbl, BKAOYEHHble B MEPeYEeHb KU3HEHHO
HeobX0AMMbIX U BaXKHEWNLUNX NEKAPCTBEHHbIX NPENapaTos;

7) yTBEpPKAEHUA NOpPAAKa BblAa4YM NpennucaHuii opraHam MCNOSHUTENbHOM BAacTu cybbekToB
Poccuiickoi Pepepaunn o npMBeAeHMM B COOTBETCTBME C 3aKOHOAATeNbCTBOM Poccuiickolt Pepepauum
pelweHunii 06 ycTaHOBAEHUM MpenenibHbIX Pa3MepoB OMTOBbIX HaL0aBOK W MpefesbHbIX Pasmepos
PO3HWYHbIX HagbaBoK K (AKTUYECKMM OTMYCKHbIM LLEeHAM, YCTAHOB/AEHHbIM MNPOU3BOAUTENAMM
NIeKapCTBEHHbIX MPENapaToB, Ha JIEKAapPCTBEHHble MpenapaTtbl, BK/OYEHHble B MepeyeHb KU3HEHHO
HEeOBXOAMMbIX M BaXKHEWLUWX JIeKAPCTBEHHbIX MNPEenapaToB, €CAN OHWU MPUHATbI C HapyLleHUem
3aKoHoaaTenbcTBa Poccuiickolit ®eaepaumm, B nopsaake, ycTaHoBNeHHOM MpaBUTenbCTBOM PoccuincKoi
depepaunuy;

8) HanpaBneHMA YNOAHOMOYEHHbIM deaepasbHbIM OPraHOM MCMOAHUTENIbHOM BAACTM OpraHam
NCNONHUTENbHOM BAacTM CcybbekToB Poccuiickoit Pepepauumn npeanucaHnini o NpuUBeLEHUM B
COOTBETCTBME C 3aKOHOAATeNbCTBOM  Poccuiickon  Pegepaumm  MNPUHATBIX € HapyLeHUem
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3aKoHogaTenbcTtBa Poccuitickolt depepaunmn pelleHnii 06 ycTaHOBEHUM MpefenbHbiX pPasmMepos
ONTOBbLIX HaAbaBOK M MNpefesibHbIX Pa3mMepoB PO3HWUYHbIX HaAbaBOK K LEeHaM Ha /IeKapCTBEHHble
npenapatbl, BK/OYEHHbIE B MNepeyYeHb XU3HEHHO HeobXOAMMBIX W BaXKHEWLIMX N1eKapCTBEHHbIX
npenaparos;

9) ocyuiectBneHus ¢enepanbHOro rocyAapcTBeHHOro Haasopa B chepe obpauleHUs
JIeKapPCTBEHHbIX CPeACTB M PErvMoHasNbHOrO roCyAapCTBEHHOrO KOHTPOJIA 33 NMPUMEHEHMEM LeH Ha
JIeKapCTBEHHble  MpenapaTtbl COOTBETCTBEHHO  YMONHOMOYEHHbIMM  desepanbHbIMM  OpraHammu
WCMOJIHUTE/IbHOM BNAcTM M OpraHamu WCMNOSHUTE/NIbHON BAacTU cybbekToB Poccuitickoit Pegepauunm
COrMIacHO UX KOMMNETEHLMN B NOPALKe, ycTaHOoBNeHHOM MpaBuTenbcTBom Poccuiickolt deaepaumu;

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

10) npumeHeHMAa nNpeaycCMOTPEHHbIX 3aKoHoZaTenbCcTBOM Poccuitickolt  degepauum  mep
OTBETCTBEHHOCTM 33 HapyleHMe nopsaaKka ULeHoobpa3oBaHMA Ha KU3HEHHO Heobxogumble U
Ba)KHEWLLMeE IeKapCTBEHHbIE NpenapaTbl.

CraTba 61. rOCV,ﬂ,apCTBEHHaﬂ perncTpaumna yCtTaHOBNEHHbBIX MPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapatosB npeaenbHbIX OTNYCKHbIX UeH Ha XU3HEHHO HEO6XO,£],VIMbIe W BarKHenlwmne NEeKapCTBEHHDbIE
npenapaTtbl U UX NpoaaKa

1. YcTaHOBNEHHbIE MPOM3BOAUTENAMM IEKAPCTBEHHDBIX NPenapaToB NpeaesibHble OTNYCKHbIE LeHbl
Ha JIeKapCTBEHHble MpenapaTbl, BKAOYEHHblE B NepevyeHb KU3HEHHO HEOOXOAMMbIX U BaXKHEMLMX
JIeKapCTBEHHbIX NPENapaToB, NOAEXKAT roCy4aPCTBEHHOM perncTpaumn.

2. YcTaHOB/MEHHaA NPOU3BOAUTENEM SIEKAPCTBEHHbIX NPENapaToB NpeaesibHaa OTNYCKHas LeHa Ha
JIEKAPCTBEHHbIN MpenapaTt, BKJ/IOYEHHbIM B MEPEYEHb KU3HEHHO HEOOXOAUMbBIX U  BarKHEMLWmnx
JIeKapCTBEHHbIX MPEenapaTos, MOLNENKUT FOCY[APCTBEHHOW perncTpauum, ecanm OHa He npeBblwaeT
pasmMep LEeHbl Ha AaHHbIM JIEKAPCTBEHHbIN NPenapar, paccyUTaHHbIA B COOTBETCTBUU C YTBEPKAEHHOM B
nopsake, yctaHoiaeHHom [lpasuTtenbctBom Poccuitickolt Pepepaumn, METOAUKOM YCTaHOBAEHWUA
NPoOu3BOAUTENAMM NEKAPCTBEHHbIX MNPENapaToB NpPeaefibHbIX OTNYCKHbIX LEH Ha J/IeKapCTBEHHbIe
npenapaTbl, BK/OYEHHbIE B MNepeyYeHb MM3HEHHO HeOobXOAMMBIX W BaKHEWMLWMX NEeKAPCTBEHHbIX
npenapaTtoB. [laHHO MeTOAMKOM NpeaycMmaTpUBaeTCs ANA NEKAPCTBEHHbIX NPenapaToB, HAX0AALLMXCA
B 0bpalleHnn Ha TeppuTopum Poccuiickoin Pepepaumm, pacyeT cpeaHeB3BeLeHHOM GpaKTUYEeCKOM LieHbI
OTNYCKa, CpeaHeB3BELIEHHOM ¢aKTUYECKOW LieHbl BBO3a JIEKAPCTBEHHOrO npenapata 33 rog,
npeAwecTByOWMIA  AaTe NpeacTaBieHUs NpeaenbHOM  OTNYCKHOM  LieHbl NPOW3BOAMTENs  Ha
JIeKAPCTBEHHbIN NPEnapaT Ha roCcyAapCTBEHHYIO PErMCTPaUMIo, @ A8 SIEKAPCTBEHHbIX NPenapaTos, He
noctynaswux B obpaweHne Ha Tepputopun Poccuitickon Pepepaumnm, W ANs  OPUrMHANbHBIX
JIeKAPCTBEHHbIX MPEenapaToB PacyeT POCCUUCKUMM MPOU3BOAUTENAMU JIEKAPCTBEHHbIX MpenapaTos
pacxonoB, CBA3aHHbIX C Pa3pabOTKOM, MPOM3BOACTBOM, peanu3aument SeKapcTBEHHOro npenaparta,
yKa3aHWe MHOCTPaHHbIMU NPOU3BOAUTENSAMMN PasMepa MUHUMAIbHOM OTNYCKHOW LLeHbl MPOM3BOANTENSA
Ha /N1leKapCTBEHHbIM NpenapaT B rocyfapcTBe MPOM3BOAUTENA W APYrMX TOCy[apcTBax, rae OH
3aperncTpupoBaH, € y4eTOM PacxofoB, CBA3AHHbIX C TaMOMEHHbIM OpOopMAEHUEM (TaMOXKEHHOW
NOLW/IMHBI M TAMOKEHHbIX COOPOB 3a TaMOXKeHHOe 0POPMIEHUE), U TPAHCMOPTHBIX PACXOA0B.

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

2.1. MNpu npoBegeHUM pacyeTa nMpenenbHOM OTMAYCKHOM UeHbl Hapagy C  AaHHbIMM,
npeaycCMOTPEHHbIMM YacTbto 2 HACTOALLEN CTaTbW, y4YUTbIBAETCA:

1) B OTHOLWEHUN POCCUINCKOTO NPOU3BOAMTENA - LieHa Ha aHaNorMyHble (N0 MeXAyHapogHOMY
HenaTeHTOBaHHOMY HaMMEHOBAHMUIO, IeKapPCTBEHHOMN GOpMe U J03UPOBKE) JIeKAPCTBEHHbIE NpenapaTbl,
npousBefeHHble Ha Tepputopuu Poccuiickon Pepepauun, nmbo B cayvae MX OTCYTCTBUA LEHa Ha
aHaNOrMYHbIe MHOCTPaHHble NEeKapCTBEHHbIE MpenapaTtbl, HaXxo4AlWMeCcs B rparkAaHCKoM obopoTe Ha
Tepputopun Poccuiickon degepauum;

2) B OTHOLEHUN MHOCTPAHHOTO MPOU3BOAUTENSA - LLEHa Ha aHa/MoTUYHble (N0 MeXAyHapoaHOMY
HenaTeHTOBAaHHOMY HaMMEHOBAHMIO, IeKapCTBEHHON GopMe M 403UPOBKE) NEKAPCTBEHHbIE NpPenapaTsl,
HaxoAAwMecs B rparkaaHckom obopoTe Ha Tepputopmn Poccniickon Pegepaumn.

(yacTb 2.1 BBeaeHa desepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

2.2. Ha ocHOBaHMM nogaHHoro A0 1 oKTAbpA KaxKAoro roga 3asB/eHUSs POCCUIMCKOro

NpPou3BOAUTENA NEKAPCTBEHHbIX MPENAPATOB, BK/IOYEHHbIX B MEpPeYeHb KM3HEHHO HEOHXOAUMbBIX U
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BAXKHEWMLIMX NEKAPCTBEHHbIX MNPEenapaToB, 3apPerncTpupoBaHHAs nNpeaesnbHas OTMNYCKHAA LeHa Ha
JIeKapCTBEHHbIM NpenapaTt B C/ydae U3MEHEHMUA LLEeH Ha Cbipbe U MaTepuasbl, HAKNAAHbIX Pacxonos, a
TaKXe UCX04A W3 YCTaHOB/AEHHoro dedepanbHbiM 3akoHOM O dedepasbHOM bloa)KeTe Ha
COOTBETCTBYIOWMIA GMHAHCOBbIMA rO4 WU HA NAAHOBLIA MEpMoA MPOFrHO3MPYEMOrO YPOBHA MHOAAUMM
MOXKeT ObITb NepeperucTpupoBaHa, HO HE Yalle YeM OAMH pa3 B KaNeHZapHOM roay B MOpPAALKeE,
YCTaHOBNEHHOM YacTamm 2 1 2.1 HacToAlen cTaTbu.

(yacTb 2.2 BBegeHa depepanbHbim 3akoHOM oT 11.10.2010 N 271-93)

3. TMpopaxa /feKapCTBEHHbIX MpPenapaToB, KOTOPble BK/AKOYEHbI B NepeyeHb XHKM3HEHHO
HEOOXOAMMbBIX M BaXHEWLIMX JIEKAPCTBEHHbIX MNPENapaToB M Ha KOTOpble He 3aperncTpupoBaHa
YCTQHOB/IEHHAA MNPOU3BOAUTENAMM JIEKAPCTBEHHbLIX MPEenapaToB npefesbHas OTMNYCKHAA UeHa Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAKOYEHHblE B MNEpPevYeHb MKU3HEHHO HEeOoBXOAMMbBIX W  BaXKHEWULIMX
JIeKapCTBEHHbIX NPEenapaToB, He AOMNycKaeTcA.

MpumeyaHwue.
YacTb 4 cTatbu 61 BcTynaet 8 cnay ¢ 1 unona 2015 roga.

4. He ponyckatoTca peanmsauma 1 OTNYCK JIEKapCTBEHHbIX MPENapaToB, BKAOYEHHbIX B NepeyeHb
YKM3HEHHO HEOBX0AMMBbIX U BaXKHEWMLLMX IEKAPCTBEHHbIX NPEnapaToB, HAa KOTOpble NPOM3BOAUTENAMMU
JNIEKAPCTBEHHbIX NPENapaToB He 3aperncTpupoBaHa NpeaenbHan OTNYCKHAA LLeHa, peanaunsayma u oTnyck
NPOM3BOOMUTENAMM JIEKAPCTBEHHbIX MpPenapaToB MO LEHaM, MPEBbIWAKWMM 3apermcTpmMpoBaHHbIe
npesesnbHble OTMYCKHbIE UEHbl Ha NEeKApPCTBEHHble MNpenapaTtbl, a TaKXe peanusaumsa WU OTMYyCK
NIeKapCTBEHHbIX MPEnapaToB  OpraHM3auMaMM  ONTOBOM  TOProBAWM U PO3HUYHOW  TOProBAU
JIeKapCTBEHHbIMM NpenapaTamm Mo LLeHaM, YPOBEHb KOTOPbIX C y4ETOM NpesesibHOM ONTOBOM HagbaBKM
W NpeaesibHOM PO3HUYHOM HaabaBKM NpeBbiaeT pasmep GakTUYECKOM OTNYCKHOM LeHbI.

(yacTb 4 BBeAeHa PeaepanbHbiM 3aKoHOM 0T 08.03.2015 N 34-d3)

5. OcobeHHOCTU TOCYyAapCTBEHHOIO PEryiMpoBaHMA NpeaesibHbiX  OTMYCKHbIX LEH Ha
JIeKapCTBEHHbIe NpenapaTtbl, BK/AOYEHHble B NepeyeHb XHU3HEHHO HEOOXOAMMbBIX M BaXKHEMLWUX
JIEKApCTBEHHbIX MNPEenapaTtoB, B 3aBUCMMOCTM OT 3KOHOMWYECKMX W (MNKM) couManbHbIX KpUTEpPUEB
(M3meHeHMe ycnoBui, nopsaka M CTOMMOCTM  MPOU3BOACTBA  JIEKAPCTBEHHbLIX MpPenaparos,
NCNo/Nb30BaHME HOBbIX GOPM, MeToAO0B M cnocoboB rocyaapCTBEHHOrO pPeryavMpoBaHMA LeH Ha
JIeKapCTBEHHbIe NpenapaTtbl, B TOM YMC/Ne Ha OCHOBE MexaHu3ma pedepeHTHOro ueHoobpasoBaHus,
M3MEHEHUA MNOPAZAKA OKa3aHWA MeAUUMHCKOMW MOMOLM, U UHble WM3MEHEeHMUA) YCTaHaBAMBAlOTCA
Mpasutenbctsom Poccuiickon ®egepaymn.

(yacTb 5 BBeAeHa PeaepanbHbiMm 3aKkoHOM 0T 08.03.2015 N 34-93)

Cratba 62. [lOCyAapCTBEHHbIM peecTp MNpeaenibHbIX OTMYCKHbIX LEH npou3BoguTenein Ha
NleKapcTBeHHble npenapaTtbl, BKAKOYEHHblE B MNEPEeYEHb KMU3HEHHO HEOBXOAMMBIX W BayKHEMLWMX
NeKapCTBEHHbIX NpenapaTos

1. 3apernctpuvpoBaHHble MpefesibHble OTNYCKHblE LeHbl Ha JIEKAapCTBEHHble NpenapaThbl,
BK/IIOYEHHbIE B MepeyeHb YKU3HEHHO HEeobXOAMMbIX W BaKHEWLWWX JIEKAapPCTBEHHbIX MNpPenapaTos,
NOAJIENKAT BKAOYEHMIO B FOCYAAPCTBEHHbIN peecTp npeaesibHbIX OTNYCKHbIX LEH Npou3BoAuTesnel Ha
NleKapcTBEHHble Npenapatbl, BKAKOYEHHblE B MepevYeHb KU3HEHHO HeOoOXOAUMbIX W BarKHEWLWX
JleKapCTBEHHbIX NPenapaTos.

2. FocynapcTBEHHDBIN peecTp NpefesibHbIX OTMYCKHbIX LEH MPOW3BOAUTENEN Ha JIEKAPCTBEHHbIE
npenapatbl, BK/IOYEHHblE B MEpPeYeHb MKM3HEHHO HEOOXOAMMbBIX W BaXKHEMLLMX JIeKapCTBEHHbIX
npenapaTos, COAEPKUT B cebe cneaytowyto nHdopmaumio:

1) HaMmeHoBaHMe NPOU3BOAMTENA NEKAPCTBEHHOTO NPenapara;

2) HauMMeHOBaHME /NEeKapCTBEHHOro npenapaTa (MeXAyHapoAHOe HemnaTeHTOBaHHOE WAK
XMMUYECKOEe 1 TOProBoe HauMeHOBaHUA);

3) Homep perncTpPaLMoHHOro yA0CTOBEPEHMSA IeKapCTBEHHOro Npenapara;

4) nekapcTBeHHaa Gpopma C YKasaHMeM A03UPOBKKN IeKapcTBEHHOrO Npenaparta M ero Koandyecrsa
BO BTOPUYHOW (NOTPebunTeNbCKOoM) YyNaKoBKe;

5) 3aperncTpmpoBaHHasa npegenbHan OTNYCKHanA LeHa B pybnax;
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6) pata rocyaapcTBeHHOM perucTpauum npeaenbHOW OTMYCKHOW LeHbl Ha JIeKapCTBEHHble
npenaparbl, BK/AIOYEHHble B MepeyYeHb MKU3HEHHO HEeOobBXOAMMbBIX W BaXKHEWMLIMX JIeKapCTBEHHbIX
npenaparos.

3. TocyaapcTBeHHas pernctpauma npeaesibHbiX OTMAYCKHbIX LEeH Ha fleKapcTBeHHble Mpenaparsl,
BK/IOYEHHble B MepeyeHb MU3HEHHO HeobXOAMMbIX M BaXKHEMIMX JEeKapCTBEHHbIX MpenapaTos,
BeAEeHMe rocyaapCcTBEHHOro peectpa npeaebHbiX OTNYCKHbIX LeH NPOU3BOAMTE/IeN Ha 1eKaPCTBEHHbIE
npenapatbl, BKAOYEHHble B MEpPeYeHb MKM3HEHHO HEOo6XOAMMbIX M BarKHEWLWMX JIeKapCTBEHHbIX
npenapaToBs, OCYLLECTBAAIOTCA B NOPAAKe, ycTaHOBAeHHOM [paBuTenbcTtBom Poccuiickon deaepaumn.

Crtatba 63. YcTaHOB/IEHME OpraHamm UCNONHUTENbHON BAacTn cybbekToB Poccuinickon Peaepaumm
npeaenbHbIX pPasmMepoB ONTOBbIX HaAbaBOK M MNpefesibHbIX PasmMepoB PO3HWUYHBLIX HagbaBOK K
daKTUYECKMM OTMYCKHbIM LeHaMm, YCTaHOBAEHHbIM NPOU3BOAUTENSMU NEKAPCTBEHHbIX NPenapaTos, Ha
JIeKapCTBEHHbIe NpenapaThbl 418 MegULUUHCKOro NPUMeEHEHMUs

1. OpraHbl MCNOAHUTENbHOM BnacTM cybbekToB Poccuitckoit deaepaumm ycTaHaBAMBalOT
npeaenbHble pasmMepbl ONTOBbIX HaAbaBOK W npedesbHble pasmepbl PO3HMUHbIX HaabaBOK K
daKTUYECKMM OTMYCKHbIM LeHaMm, YCTaHOBAEHHbIM NPOM3BOAUTENSAMU NEKAPCTBEHHbIX NPenapaTos, Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEOOXOAMMBIX U BarKHEULWKNX
JIEKApCTBEHHbIX MPenapaTtoB, B COOTBETCTBUW C YTBEPXKAEHHOM B MOpAAKE, YCTAHOBNEHHOM
MpaBuTtenbctBom Poccuiickori degepaumm, MeETOAMKOW YCTAaHOBJIEHMA OpPraHaMn MCMNONHUTENIbHOM
B/1IAaCTN cybbekToB Poccuiickoit Peaepaunn npedesibHbIX Pa3sMepoB ONTOBbIX HagbaBOK M NpeaenbHbIX
pPasMepoB  PO3HUYHbIX HagbaBOK K  GAKTUYECKMM  OTMYCKHbIM  LEHam, YCTaHOBJIEHHbIM
NPOu3BOAUTENAMW JIEKAPCTBEHHbIX MPEenapaToB, Ha JIEKAapPCTBEHHble MpenapaTtbl, BK/OYEHHble B
nepevyeHb XN3HEHHO HGO6XO,£I,VIMbIX M BaXKHeMnLWmnx NeKapCTBEHHbIX MpenapaTos.

2. OpraHu3auuu ONTOBOW TOProBAM M (MAM) anTeyHble opraHM3auuu, WHAMBUAYaNbHblE
npeanpuvHUMaTeNy, UMelowme NuMLeH3no Ha GapmaueBTUYECKYO AOeATe/IbHOCTb, OCYLLEeCTBASAOT
peanu3aumio JIeKapCTBEHHbIX MPenapaToB, BK/OYEHHbIX B MNepevyeHb MU3HEHHO HeobXxoguMbIX U
Ba)KHEMLUIMX NEKapPCTBEHHbIX MpenapaToB, MO LLEHAaM, YPOBEHb KOTOPbIX He MpeBbiaeT CyMmy
$aKTUYECKOMN OTMYCKHOM LEHbl, YCTAHOB/AIEHHOM MPOM3BOAUTENIEM JIEKAPCTBEHHbIX MPENapaTtoB M He
npeBbILAtoLLEl 3aperncTpMpPOBaHHON NpeaenbHOM OTMYCKHOM LeHbl, U pasmep ONTOBOM HagbaBKM U
(vnn) pasmep poO3HMYHOM HaabaBKKW, He MNpeBblllalolWMe COOTBETCTBEHHO pa3mepa npeaesbHoM
onToBOM HaabaBKkM U (MK) pasmepa nNpenenbHOW PO3HUYHOW HaAbaBKW, YCTAHOB/IEHHbIX B CybObeKTe
Poccuiickoin Pepepaumnn.

3. OpraHbl MCNOAHUTENbHOM BRacTM cybbekToB Poccuiickolt depepaumm pasmewaloT B CETU
"NnTepHeT" nnn onyb61MKoBbIBalOT MHGOPMALMIO O 3aPErMCTPUPOBAHHON NPeAENbHON OTMYCKHON LeHe
Ha /NleKapcTBEHHble MpenapaTbl, BKAKOYEHHbIE B NEPeYEHb KU3HEHHO HEOBXOAMMbIX U BarKHEMLMX
JIeKapCTBEHHbIX MpenapaToB, 06 YycTaHOBNEHHbIX B cybbekTe Poccuiickont Pepepaunmn pasmepe
npeaenbHOM ONTOBOM HaabaBKM M (MNK) pasmepe npenenbHOM PO3HUUYHOM HaAHaBKM K YCTaHOB/IEHHbIM
NPou3BOAUTENSAMM NIEKAPCTBEHHbIX NpenapaToB GaKTUYECKUM OTMYCKHbIM LeHaM Ha /IeKapCTBEHHbIe
npenapatbl, BK/OYEHHbIE B MNEPeYEHb KU3HEHHO HEeOobXOAMMBIX W BaXKHEWLIMX J1eKapCTBEHHbIX
npenapaTtos, U 06 yKa3aHHOM B YacTu 2 HacToslel cTtaTbh cymme. MHdOopmaumsa, npeaycMoTpeHHas
HaCTOALLEN YacTblo, AO/IKHA PAa3MeLLaTbCA TaKKe B aNTeYHbIX OpraHn3auusaxX B 4OCTYNHON ANA CBeAeHUs
BCEX 3aMHTEpPecoBaHHbIX 1L, dopme 1 06HOBAATLCS NO Mepe ee onybIMKoBaHUSA.

4. MNpuHATble C HapylleHMem 3aKoHogzaTenbcTBa Poccuitickolt ®Pepepaumm pelieHMA OpraHos
NCNOZIHUTENbHON BNAcTU cybbeKTa Poccuiickont degepaumnm 06 yctaHOBAEHUU NpesesibHbIX PasmepoB
OnTOBbIX HaAbaBOK W npeaenbHbIX PasMepoB PO3HUYHBLIX HAAOABOK K 3aperucTpupoBaHHbLIM
npeaenbHbIM OTNYCKHbIM LeHaM Ha JIEKapCTBEHHbIe NpPenapaTbl, BK/OYEHHbIE B NEPEeYEHb KUIHEHHO
HEeobX0AMMbIX U BaXKHENLLMX NEKAPCTBEHHbIX MPenapaToB, NoA/1eXKaT oTMeHe B cygebHom nopsasakKe.

Inasa 13. MOHUTOPUHT BE3OMACHOCTU IEKAPCTBEHHbIX NPEMAPATOB,
HAXO[ALLMXCA B OGPALLEHUM HA TEPPUTOPUUN POCCUIACKOM SEAEPALIUM

CraTtba 64. MOHMTOPUHT 6€30NacHOCTM NeKapPCTBEHHbIX MPenapaTos


consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC72FC4881E6DF919C82CE417C520750F4C5597BB6A2671JDn1N
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC624C6881C6DF919C82CE417C520750F4C5597BB6A2678JDnBN
consultantplus://offline/ref=EA7DC1C67DC994192629785D2785FD594BC629C382186DF919C82CE417C520750F4C5597BB6A2671JDn8N

1. JlekapcTBeHHble npenapaTbl, HaxogAuMeca B obpalleHMn Ha Tepputopumn Poccuiickoi
depepauunn, noasexar MOHMUTOPUHIY 6e30MacHOCTU B LENAX BbIABAIEHUSA BO3MOMKHbIX HeraTMBHbIX
I'IOCI'IG,EI,CTBVIVI nUX npumeHeHuAa, npeaynpexageHna nauyneHToB U MUX 3aluTbl OT NMPUMEHEHUA TaKux
npenapartos.

2. MOHUTOPUHI 6€30NacHOCTM JIEKAaPCTBEHHbIX MPENapaToB OCYLLEeCTBAAETCA YNOJHOMOYEHHbIM
depepanbHbIM OPraHOM WCMOAHUTENLHOWM BAACTM Ha BCeX 3Tanax Mx obpalieHuMA Ha TeppuTopum
Poccuiickoin Peagepaunn.

3. CybbekTbl 0bpalleHMa neKapcTBeHHbIX cpeact8 06a3aHbl coobuwiaTb B YCTaHOB/IEHHOM
YNO/NHOMOYEHHbIM deaepasbHbiM OPraHOM WCMOAHUTENIbHOM BnacTM nopaake obo Bcex cayyasx
NOBOOYHbIX AENCTBMIN, HE YKa3aHHbIX B MHCTPYKUUM MO MPUMEHEHUIO NEeKapCTBEHHOro npenapara, o
Cepbe3HbIX HexenaTeNbHbIX peakuuax, HenpeaBUAEeHHbIX HeXKenaTeNbHbIX Peakumax npu npumeHeHum
NleKapcTBeHHbIX npenapaTtoB, 06 0cobeHHOCTAX B3aMMOAEWCTBMA J/IeKapCTBEHHbIX NpenapaTtoB C
APYTMMU NeKapcTBEHHbIMU MpenapaTtamu, KoTopble 6bian BbIABAEHbI NPW NPOBEAEHUU KANHUYECKUX
nccnenoBaHNn U NPUMEHEHUN NeKapCTBEHHbIX NpenapaTos.

4. 3a HecooblleHMe MAU COKPbITUE CBeAeHU, NPeayCMOTPEHHbIX YacTblo 3 HacToALLEl cTaTby,
MU, KOTOPbIM OHW CTaAn WM3BECTHbl MO pPoAy WX NPodecCMoHaNbHOW AeATeNbHOCTM, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbcTBOM Poccuinickont Pegepaumu.

5. TlopafoK ocywecTBAeHUA MOHUTOPUHra 6e30MacHOCTU  NIeKapCTBEHHbIX MpenapaTos,
perucTpauum nobouUHbIX AENCTBMIA, CEPbe3HbIX HexKenaTesbHbIX peaKkuuil, HenpeasuaeHHbIX
He)enaTe/bHbIX Peakumin Npu NPUMEHEHUN NeKapCTBEHHbIX NPenapaTtos, B TOM Yucae npeacTaBaeHus
nHpopmauum ob 3Tom, ycTaHaB/IMBAETCA YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOJIHUTE/IbHOM
BNACTU.

Cratba 65. lNpuoctaHoBAEHME NPUMEHEHNA IEKAaPCTBEHHOIO NpenapaTta

Mpu nonyyeHnn uHPopmaLUMM O MNOBOYHbIX AEUCTBUAX, HE YKa3aHHbIX B WHCTPYKUMM MO
NPUMEHEHUIO IEKAapPCTBEHHOrO MpenapaTta, CepPbe3HbIX HeXKenaTesbHbIX peakuusax, HenpeaBuaeHHbIX
He)kenaTesbHbIX Peakumax Npu MPUMEHEHUW NEeKapCTBEHHOro npenapata, o6 ocobeHHoCTAX ero
B3aMMOAENCTBMA C APYTMMM NIeKapCTBEHHbIMKU MpenapaTamu, KOTOpble MOTYyT NpPeacTaBAsTb Yrposy
U3HWM MAM 340POBbI0 MNALMEHTOB, a TaK¥e CBEAEHWWA, He COOTBETCTBYIOLIMX CBEAEHUAM O
NIeKapCTBEHHOM MpenapaTte, CoAepMKallMMCA B UHCTPYKLUKM MO ero NpuMeHeHuto, YNoAHOMOYEHHbIN
denepanbHbli  OpraH  WUCMOAHMTENbHOM  BAACTU  paccMaTpMBaeT BOMPOC O  BO3MOMKHOCTU
NPUOCTAaHOBNEHNA MNPUMEHEHUA TaKOro /EeKapCTBEHHOro npenapata B nopsAAKe, YCTaHOBAEHHOM
YNOSIHOMOYEHHbIM deaepasibHbIM OpraHOM UCNOAHUTENIbHOW BAaCTU.

CtaTba 66. MHbOpMaLMA 0 pe3yabTaTax MOHUTOPUHra 6€30NacHOCTM IEKAPCTBEHHbIX NpenapaTos

YNONHOMOYEHHbIV defiepanbHbIi OpraH UCNONHUTENbHOM BAACTU, OCYLLECTBAAIOLLMIA MOHUTOPUHT
6e30MacHOCTM NEKapCTBEHHbIX NpenapaToB, HaxoAAwmxcA B obpalleHun Ha Tepputopum Poccuiickoi
depepauun, no pesynbTaTaM MOHWTOPMHIA pa3mellaeT Ha cBoem oduuUMaibHOM CcaliTe B CeTU
"UHTepHeT" WHOOPMALMIO O NPUHATBIX PELIEHUAX O BHECEHUM WU3MEHEHMA B WHCTPYKLUMIO MO
NPUMEHEHMIO /IEKAPCTBEHHOrO nNpenapata, O MPUOCTAHOBAEHUU MPUMEHEHUA NIEKAPCTBEHHOTO
npenapara, 06 n3bATUKN M3 06paLLEeHNA NeKapCTBEHHOro NpenapaTta uam o BO30OHOBAEHWUM NMPUMEHEHUA
NeKapcTBEHHOTrO npenaparTa.

nhasa 14. UHOOPMALIUA O IEKAPCTBEHHbIX MPEMAPATAX
CtaTbs 67. UHPOpPMaLMA O NeKapCTBEHHbIX NpenapaTax

1. MHdopmaumMa O NeKapCTBEHHbIX NpenapaTax, OTNyCKaemblX MO PeuenTy Ha NeKapCTBEHHbIN
npenapar, O0/IKHa COAEP’KaTbCA TOMbKO B CNELMANM3UPOBAHHbIX U34aHWUAX, NpeaHa3sHaYeHHbIX AnA
MeAMLMHCKMNX, dapMaLeBTUUYECKMX, BeTepuHapHbIX pPaboTHMKOB. MHPOpMaLMA O /eKapCTBEHHbIX
npenapartax 414 cneunanncTos B 061acti obpalleHna NeKapCTBEHHbIX CPeACTB MOXKET COAepKaThcA B
MOHOrpaduaAx, CNpPaBOYHMKAX, HAYYHbIX CTaTbAX, B [AOK/A3a4aX Ha KOHrpeccax, KOHdepeHUMsX,
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CUMMNO3NYMaX, Hay4YHbIX COBETAX, @ TaK¥Ke B MHCTPYKLMAX N0 NPUMEHEHUIO NeKapCTBEHHbIX NpenapaTos.

2. IHdopmaumsa o NleKapcTBEHHbIX NpenapaTtax, OTnyckaemblx 6e3 pelLenTta Ha SeKapCTBEHHbIN
npenapaTt, MOKET coAepraTbCA B NybanKaumax uU obbABNEHUAX CPeacTB MacCcoBOM WHPopmauuu,
cneumanm3npoBaHHbIX U 0OWMX NeYaTHbIX M3OAHUAX, UHCTPYKUMAX MO MPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaToB, MHbIX U3AaHUAX CYObEKTOB 0bpalleHMA NIeKapPCTBEHHbIX cpeacTB. PeknamHble matepuansbi
O /IeKapCTBEHHOM npenapaTe, OTnyckaemom 6e3 peuenTta Ha JIeKAapPCTBEHHbIM MpenapaTt, AOJIKHbI
COOTBETCTBOBATb MHCTPYKLUMM MO MPUMEHEHMIO IEKAPCTBEHHOIO Npenapara.

3. [donyckaeTca Mcnosib30BaHWe NobbiXx MaTepuanbHbiX HOCUTEsIel, MO3BOJIAIOWMUX XPAHUTD,
nepefasaTb M UCMO/Ib30BaTb MHGOPMALMIO O IEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKaXKeHUA.

Fnasa 14.1. OTPAHNYEHUA, HANNATAEMbIE
HA OPTAHU3ALUN, OCYLLECTBNAIOLWUE AEATE/NIbHOCTb
MO OBPALLUEHNIO NEKAPCTBEHHbIX CPEACTB

(eBepeHa degepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuyeHusn, Hasaraemble NPU OCYLLECTBAEHUMN AeATeNbHOCTU B chepe obpalyeHums
NleKapCTBEHHbIX CpeacTs

1. OpraHusaumu, 3aHumalowmeca paspaboTkoi, npousBoAcTBOM W (MaM) peanusaumen
JIeKapCTBEHHbIX NMPenapaToB ANA MeAMUMHCKOro NMPUMEHEeHUs, opraHMsaummn, obnagawmolwme npasamm
Ha MCNo/sb30BaHME TOProBOr0 HaMMEHOBAHWA JIEKAPCTBEHHOro Mpenapata Anf  MeguLMHCKOro
NPUMEHEHNA, OpraHM3aLUMKM ONTOBOW TOProB/IM IeKaPCTBEHHbIMU CPEACTBaMM, anTeyHble OpraHu3aLmum
(Mx npeacTaBuUTENM, UHbIE PUNYECKME U HOPUAMYECKME NTMLLA, OCYLLLECTBAIAIOWME CBOKO AeATE/IbHOCTb OT
MMEHM 3TUX OPraHn3auunii) B OTHOLIEHUU MEAUUMHCKMX PabOTHUKOB M pyKoBoAUTENEN MeaNLMHCKUX
OopraHM3aLuii He BrpaBe:

1) BpyyaTb NogapKu, BbiNaauymMBaTb AEHEXKHble CPeACTBa (32 UCK/OYEHMEM BO3HArpaXKAeHU no
OOroBopam Mpu MNPOBEAEHUU KIMHUMYECKMX WCCNeO0BaHWM  NIeKapCTBEHHbIX MpenapaToB  And
MeaununHCKOro npumeHeHuAa, BO3Hana)-KLI,EHVIl7I, CBA3aHHbLIX C ocyuwecTtBieHnem megununHCKNm
paboTHMKOM MefarorMyeckoi 1 (Uamn) HayyHol AeATeNbHOCTM), B TOM YMC/AE ONIauynBaTh PasB/ieyeHus,
OTAbIX, NPOe3A, K MeCTy OTAbIXa, a TakyKe NPUBAEKaTb K Y4acTUIO B pa3BaeKaTe/ibHbIX MeponpuUATUSX,
NPOBOAMMbBIX 33 CYET CBOUX CPEACTB;

2) 3akayaTbh corfalleHMa O HasHaYeHUM UAN peKoMeHAauMn nauMeHTam NeKapCTBEHHbIX
npenapaTtos 444 MeAMUMHCKOrO NPUMeEHeHMAa (3a WCKAYeHWeM [AOroBOpOB O MpPOBeAeHUU
KAMHUYECKUX UCCNel0BaHUI IeKapCTBEHHbIX NpenapaTos 414 MeANLUUHCKOro NPUMeEHEeHNA);

3) npepoctasnATb 06pasLbl NEKAPCTBEHHbIX MpenapatoB A4 MeAULMHCKOro NpUMEHEHUs B
Lenax BpydYeHuA naumeHTam (3a WCKAIOHYEHWEM CAyyaeB, CBA3AHHbIX C MPOBeAEHMEM KAUHUYECKUX
nccnenoBaHN NeKapcTBEHHbIX NPenapaTos A8 MeAMLMHCKOro NpUMeHeHus);

4) npefocTaBAATb HEAOCTOBEPHYH U (MAKM) HenoaHylo MHOOPMaLMIO O /IeKapCTBEHHbIX
npenapartax 418 MeAMLUHCKOro NPUMEHEHMS;

5) nocewaTb ux B paboyee Bpema Ha paboumx mMecTax, 3a UCKIHOUYEHUEM C/y4aeB, CBA3AHHbIX C
npoBeAeHMEM KAUMHUYECKMX MWCCNeL0BaHUI  NIeKapCTBEHHbIX NPEnapaTtoB Aas  MegULMHCKOro
NPUMEHeHUA, C y4acTUem B NopsagKe, YCTaHOBAEHHOM pyKoBOAUTENEM MeAMUMHCKOW opraHu3auuu, B
COBpaHUAX MeOULUMHCKMX PabOTHUKOB M UHbIX MEpPONnpUATMAX, HamnpaB/eHHbIX Ha MNOBbIWEHUEe WX
npodeccnoHanbHOro YpoBHA WMAM Ha NpegocTaBieHMe WUHbOPMaLUK, CBA3AHHOW C OCYLLECTBAEHUEM
MOHUTOPUHTra 6e30NacHOCTN IeKapCTBEHHbIX NPenapaTos;

6) NobyKaaTb K BbINMUCbIBAHUIO IEKAPCTBEHHbIX NPENApaToB A8 MeANULUUHCKOTO NPUMEHEHUA Ha
6n1aHKax, coaepalinx MHPOpPMaLMIO PEKNAaMHOr0O XapaKTepa, a TaKXKe Ha peuenTypHbiXx 6aaHKax, Ha
KOTOPbIX 3apaHee HamneyaTaHO HaMMeHOBaHWE JIeKapCTBEHHOro npenapaTa Aaa MegMLMHCKOro
npUMeHeHus.

2. OpraHuM3aumm, ykasaHHble B ab3alie nepsom Yactu 1 HacToALleNn cTaTbM, U UX NPeACcTaBUTENN B
OTHOLIEHUM papMaLeBTUUYECKMX PaBOTHMKOB M PYKOBOAUTENEN anTeUYHbIX OpraHn3aLUuii He Bnpase:

1) Bpy4aTb NOAapKK, BbiNaaumMBaTh AeHEXKHble CPeACTBa, B TOM YMC/Ie OMNayYnBaTh passieyeHus,
OTAbIX, Mpoe3d K MeCTy OTAbIXxa, WU MNPMBAEKaTb K Yy4acTUIO B pa3B/ieKaTefibHbiX MeponpuATUAX,
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NPOBOAMMbBIX 33 CYET CBOUX CPEACTB;

2) npepoctaBnaTb 06pasLbl EKapCTBEHHbIX MPenapaTos A8 MeAMLMHCKOro NpumMeHeHua ana
BPYYEHUA HACeNeHUIo;

3) 3aknwuaTb COrnaleHua O MNpPeasioXeHUM HaceneHuo onpeaeneHHbIX JIeKapCTBEHHbIX
npenapaTtos A1A MeAULMHCKOro NPUMEHEHUS;

4) npeaocTaBNATb HEAOCTOBEPHYD U (MAKN) HEMoNHYH WHPOPMALMIO O JIeKapCTBEHHbIX
npenapaTtax Ans MeAULMHCKOrO NMPUMEHEHUs, B TOM YNC/Ee UMEIOLMX OAMHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOE HauMeHOoBaHMe.

Cratba 67.2. TpeboBaHWA K oOpraHM3auMm W MPOBEAEHUIO HAY4YHbIX MEPONPUATUIA, WUHbIX
MepPONPUATUIM, HanpaB/EHHbIX Ha MOBbIWeEHNe NPOGECCUOHANbHOIO YPOBHA MEeANLMHCKUX PabOTHMKOB
WAW Ha npegocTaBieHne MHPOPMaLUK, CBA3AHHOW C OCYLLECTBNEHMEM MOHWUTOPUHra 6esonacHocTu
JIeKapCTBEHHbIX NpenapaTos

1. Mpw NpoBeAEHMN HayYHbIX MEPONPUATUIA, MHbIX MEPONPUATUIA, HANPaBNEHHbIX HA NOBbILEHNE
Npo¢$eccMoHaNbHOTO YPOBHA MEAMUMHCKMX PabOTHMKOB WAM Ha NpenocCTaB/ieHUe CBA3AHHOW C
OCYLLECTBIEHMEM  MOHMTOPUHra  6Ee30MacHOCTM  NIeKAPCTBEHHbIX  MNpenapaToB  MHOOPMaLMMu,
OpraHM3yemblX OpPraHM3auMAMM, yKasaHHbIMM B ab3aue nepBom 4actu 1 crtatbu 67.1 HacToAwero
desepanbHOro 3aKoHa, WX MPeACTaBUTENAMM W (MAKM) OUHAHCUPYEeMbIX 3a CYET CPeacTB 3TUX
OopraHuMsaumMii M WX nNpeacTaBUTENEN, 3aMnpeliaeTca MNPenATCTBOBaTb Y4YacCTUIO B YKa3aHHbIX
MEpPONPUATUAX UHbIX OPraHU3aLMii, KOTopble NPOU3BOAAT UM pPeannsytoT JIeKapCTBEHHbIe npenapaTsbl
AN MeOMUMHCKOTO MNMPUMEHEHUA CO CXOMMM MeXaHU3Mom (apMaKo/IorMyeckoro Aencreua, amnbo
Co34aBaTb AWCKPUMMUHAUMOHHbIE YCNOBUA A/ OAHWUX YYACTHUMKOB MO CPaBHEHUIO C  ApYrMmu
YYACTHUKAMM, @ UMEHHO:

1) npeOCTaBAATL PA3/IMYHOE KOIMYECTBO BPEMEHW A5 BbICTYM/IEHUIA YYaCTHUKOB, Pas/iMyHble Mo
pasmepy 3aHMMaeMol NIoWaam MecTa A/ AeMOHCTPaLumn 06pasLLoB IEKAPCTBEHHbIX NPenapaToB A/1A
MEANUMHCKOTO MNPUMEHEHUA WAW PeKJAaMHbIX MaTepuasoB O JIEKapCTBEHHbIX npenapartax Agnas
MEANUMNHCKOTO MPUMEHEHUA Ha SKCMO3UUMAX, CTEHAAX, 32 UCK/IOYEHUEM C/y4aeB, €C/IM Takue YCI0BUS
3aKpernsieHbl B COrNAaWIEHUAX 3TUX OpraHu3auuii, Ux npeacrasuTeseil o GUHAHCMPOBAHUKM YKa3aHHbIX
MepOonpUATUIN N 0BycNoBNAEHbI PAa3/IMYHBbIMM 3aTPaTaMM YYaCTHUKOB HA MX OpraHM3aLmio;

2) ycTaHaB/AMBaTb pa3smep B3HOCA ANS YYAaCTHMKOB MEPONPUATMI, yKasaHHbIX B ab3aue nepsom
HacToALLEN YacTW, NPEBbLILWAIOWMIA CYMMY 3aTPAT HAa OPraHM3aLMIo YKa3aHHbIX MEPONPUATUIA U BeAyLLNIA
K He060CHOBAaHHOMY OrpaHUYEHMIO YMCA UX YYaCTHUKOB.

2. OpraHusauuu, ykasaHHble B ab3aue nepsom yactn 1 ctatbu 67.1 HactoAwero ®eaepanbHOro
3aKOHa, UX NPeACTaBUTENN, OCYLLECTBAAIOLLME OpraHM3aumnio u (Mam) GuHaHCUMPOBaHWE MEPONPUATUNA,
yKa3aHHbIX B 4acTu 1 HacToAwel cTaTbh, 06A3aHbl 0becneymnsaTb 4OCTYN K MHGOPMALMM O AaTe, MecTe U
BPEMEHM NPOBEAEHMA YKAa3aHHbIX MEPOMPUATMIA, NAaHax, Nporpammax MPOBEAEHUA YKa3aHHbIX
MEpPONPUATUIA U TemMax, NIaHUPYEMbIX A8 PACCMOTPEHMA, COCTaBE UX YYACTHUKOB NyTEM pasmelleHus
COOTBETCTBYIOWEN MHPOPMALMM Ha CBOMX OPULMANbHBIX caliTax B ceTu "UHTepHeT" He no3gHee ABYX
MecALEB A0 Havyana NPoBeAeHNA YKa3aHHbIX MEPONPUATUN.

3. UHdopmaumsa o npoBeaeHUN MePONPUATUI, YKa3aHHbIX B YacTM 1 HAcToALel cTaTbM, B CPOK,
YCTQHOB/IEHHbIN 4acTblo 2 HACTOALWEM CcTaTbM, AOJKHa ObiTb HanpasBneHa B ¢denepasibHbIM OpraH
UCMONHUTENbHOW  B/IACTW, OCYLLECTBAAIOWMI  GYHKUMM MO  KOHTPOJIO W Hagsopy B cdepe
34,paBOOXPAHEHUS, A/1A NOCNEAYIOWEro pPasMelLeHns ee Ha oPpULMANIBHOM CaliTe 3TOro opraHa B CeTu
"NnTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOAATE/IbCTBA
POCCUIACKOM DEAEPALIMM NPU OBPALLEEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLUEHUE BPEAA, NPUYUHEHHOIO 30POBbLIO FPAXKAAH
BCNEACTBUE NPUMEHEHNA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapyleHWe 3aKoHoaaTenbcTBa Poccuiickoit depepaunm npu
06palLeHMM TeKapCTBEHHbIX CPeacTB



HapyweHune 3akoHopatenbctBa Poccuiickon Pepepaumm npu obpallleHUn NeKapCTBEHHbIX
cpeacTte BnedyeT 3a coboil OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuitckol
depgepaunmn.

Cratba 69. BoameweHue Bpega, NPUYMHEHHOrO 340POBbLIO FPaX4aH BCAeACTBME MPUMEHEHUA
JIeKapCTBEHHbIX NPenapaToB

1. MpowusBoauTenb /NEKaApCTBEHHOrO npenapaTa 06A3aH BO3MECTUTb Bped, MNPUUNMHEHHbIN
3/10POBbIO FpaXKaaH BCAeACTBUE NPUMEHEHUS NEKapCTBEHHOTO NpenapaTa, eCAu A0Ka3aHo, yTo:

1) nekapcTBEHHbIN nNpenapaTt NPUMEHSACA MO Ha3HAYeHWIO0 B COOTBETCTBUWU C UHCTPYKLUMEN no
NPUMEHEeHUI0 IeKapCcTBEHHOro npenapata U NPUUYUMHOIN Bpeda ABMACA BBOA B rpaKAaHCKUiM obopoT
Hen06pOKaYecTBEHHOro NeKapCTBEHHOro Npenapara;

2) Bpen, 340pOBbIO MPUYMHEH BCAeACTBME HeAoCToBepHoW MHbOpMaLMM, coaepxKalieiics B
MHCTPYKUMM NO  NPUMEHEHUI0  /IeKapCTBEHHOro  npenapaTta, M34aHHOW  npoussoguTenem
NleKapCcTBEHHOro nNpenapara.

2. B cnyyae, ecnn Bped 340p0OBbIO FpaXkaaH NPUYMHEH BCAeACTBME NPUMEHEHNA 1eKapCTBEHHOTo
npenapara, Npulleawero B HEroAHOCTb B pe3y/ibTaTe HapyleHMA MpaBUa XpaHeHUs NeKapCTBEHHbIX
CpeAcTs, NPaBMA ONTOBOM TOProB/M JI€KAPCTBEHHbIMU NpenapaTamu, NPaBua OTMNYCKa IeKapCTBEHHbIX
npenapatoB, MNpaBW/A W3roTOBAEHMA W OTMYCKa J/IeKapCTBEHHbIX NpenapaTtoB, BO3MelleHWe Bpeaa
OCYLLEeCTBNAETCA COOTBETCTBEHHO OpraHM3auuelt ONnTOBOM TOProBAWM I€KapPCTBEHHbIMU CpPeacTBamM,
anTeYHOM oOpraHu3aumen, WHAMBUAYANbHbIM MpPeanpUHUMATENEM, WMEKWMMMU  NIMLEH3UIO HA
dbapmaueBTUYECKYIO AeATeNbHOCTb WM JIMLEH3UIO HAa MEeOULMHCKYIO OeATeNbHOCTb, MeaMLMHCKOM
opraHusaumein, Mmelolein nuueHsuo Ha GapmaLeBTUUYECKYO AeATeNbHOCTb (ee 060c0o6AeHHbIM
noapasaeneHnem (ambynatopuein, penbaliepckum m denballepcko-aKylepCcKUM NyHKTaMU, LEeHTPoOM
(oTaeneHnem) obuien BpayebHON (cemeinHOM) NPaKTUKKU), PACMONOMKEHHbIM B CE/IbCKOM HaceNeHHOM
NyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHM3aums), A0NyCTUBLIMMW NPOAANKY WUAN OTMYCK TaKoro
JIeKapCTBEHHOro npenapara.

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

3. BosmelweHne Bpeaa, MNPUYMHEHHOTO 340POBbI0 TPaXgaH BCAeACTBME MPUMEHEHUA
JIeKapCTBEHHbIX NPEenapaToB UKW COBEPLUEHWUA MPOTMBOMNPABHbLIX AENCTBUIA cybbeKTamu obpalieHus
NIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAETCA B COOTBETCTBMM C 3aKOHOAaTe/NbCTBOM PoccuiicKoi
depepaunn.

nasa 16. SAK/IIOMUTE/IbHBIE NO/NOXKEHUA

Cratbs 70. O NpU3HAHUK YTPATMBLUMMMU CUAY OTAENbHbIX 3aKOHOAATE/IbHbIX aKTOB (MONOMKEHWUM
3aKoHOAaTeNbHbIX akToB) Poccuiickon deaepauumm

MpW3HaTb YTPATUBLUIMMMU CUNY:

1) ®epepanbHbIi 3aKoH oT 22 nioHsA 1998 roaa N 86-93 "O nekapcTBeHHbIX cpeacTeax” (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 1998, N 26, cT. 3006);

2) denepanbHbIii 3aKoH oT 2 AaHBapsa 2000 roga N 5-®3 "O BHECEHWUW U3MEHEHUA 1 AOMNOJHEHWUN B
depepanbHbii 3aKoH "O nekapcTBeHHbIX cpeactBax" (CobpaHue 3akoHogaTenbcTBa Poccuiickoit
denepaunn, 2000, N 2, cT. 126);

3) ctaTbto 40 PepepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-®3 "O BHeceHMM U3SMEHEHUI U
OONONHEHUI B HEKoTOopble 3aKoHoAaTesbHble aKTbl Poccuitckolt Pepepaumm B CBA3M C NPUHATUMEM
depepanbHoro 3akoHa "O NMUEH3MPOBAHUM OTAe/NbHbIX BUAOB geatenbHoct" (CobpaHue
3aKoHoaaTenbcTBa Poccuinickon dPepepaumu, 2003, N 2, cT. 167);

4) ctaTbto 31 PegepanvHoro 3akoHa ot 30 utoHa 2003 roaa N 86-93 "O BHeECEHUU U3MEHEHUI U
[OONONHEHUI B HEKOTOPbIE 3aKOoHOAAaTeNbHble aKTbl Poccuiickon Pegepaumm, NPUHaAHUKN YyTPATUBLLMMMN
CUNY OTAEeNbHbIX 3aKoHOAATesNbHbIX aKToB Poccuitickoli depepaumn, NpenocTaBNeHUM OTAE/NbHbIX
rapaHTU COTPYAHMKaM OpPraHoB BHYTPEHHUX [1€/1, OPraHOB NO KOHTPO/ItO 32 060pOTOM HapPKOTUYECKUX
CpeacTB U MCUXOTPOMHbIX BELLEeCTB U ynpasgHAemblx ¢eaepasbHbiX OpraHOB HaNOroBol NOAULMU B
CBA3N C OCYLIECTBAEHMEM Mep NO COBEPLUEHCTBOBAHUIO rocyaapcTtBeHHoro ynpasneHus" (CobpaHue
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3aKoHoaaTenbcTBa Poccuiickon deaepauum, 2003, N 27, cT. 2700);

5) ctaTtbio 101 denepanbHoOro 3akoHa ot 22 asrycta 2004 roaa N 122-d3 "O BHeceHUN N3MEHEHU
B 3aKOHoZaTesibHble aKTbl Poccuiickolt depepaunm M NPU3HAHUMU YTPATUBLLUMMU CUNY HEKOTOPbIX
3aKOHOZaTe/ibHbIX aKToB Poccuitickon Pepepaummn B cBA3KU ¢ npuHATMEM PepepanbHbix 3akoHoB "O
BHECEHUU U3MEHEHUN W AonosiHeHU B PedepanbHbiit 3aKoH "O6 06WMX NPUHLUMMAAX OpraHU3auum
3aKOHOAATeNbHbIX (NPeacTaBUTENIbHBIX) M UCMOJIHUTE/IbHBIX OPraHOB rOCYAapCTBEHHOW BAACTU
cybbektoB Poccuiickoit  ®Pepgepaumn” mn "O6 0bwMX NpUHUMMOAX ~OpraHW3auuM  MeCTHOro
camoynpasneHua B Poccuiickoit Pepepaunn” (CobpaHue 3akoHomaTenbcTBa Poccuitickoli deaepauumy,
2004, N 35, cT. 3607);

6) cTaTbio 28 desepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-$3 "O BBeaeHUM B AeUCTBUE
yacTn uvetBepTon [parkaaHCcKoro Kogekca Poccuiickon depepaumn” (CobpaHune 3aKoHOAATENLCTBA
Poccuitckoit ®egepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cnny HactosAwero PeaepasibHOro 3akoHa

1. Hactoawumit denepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpna 2010 roaa.

2. JlekapCTBeHHble CPeACTBa, 3aperucTpupoBaHHble A0 AHA BCTYMJIEHUMA B CWJYy HACTOALWEro
depnepanbHOro 3aKoHa, NOAJ/1EXKAT BKIOYEHUIO B FOCYAapCTBEHHbIE PeecTpbl IEKAPCTBEHHbIX CPeACTB C
BHECEHMEM YKasaHHbIX B YacTi 1 ctatbM 33 Hactosiwero PenepanbHOro 3akoHa cBeAeHUN 06 3TMX
NIeKAPCTBEHHbIX CpeacTBax 6e3 MNPOXOoXKAeHUs BHOBb Mpoueaypbl FOCYAAaPCTBEHHOM perucrTpaumum
JNIeKAaPCTBEHHbIX MpenapaTos.

3. FfocymapcTBEHHAA perucTpauma NeKapCTBEHHbIX NPEenapaTos, 3a UCK/IIOYEHMEM JIEKAPCTBEHHbIX
npenapaTos 418 MeAULMHCKOTO NPUMEHEHMUA, NPeaCTaBAEHHbIX Ha YKAa3aHHY0 Perncrpaumio 4o AHA
BCTYM/IEHWA B CUAY HacToAawero ®eaepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM Ha OCHOBAHWUM AOKYMEHTOB U AAHHbIX, NPEeACTAB/NEHHbIX 4O AHA BCTYMN/JEHUA B
cuny HacToswero ®enepanbHOro 3akoHa.

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

3.1. TlocypapCTBeHHaa perucTpauma NeKapCTBEHHbIX nNpenapaTtos Aaa  MeaULMUHCKOro
NPUMEHEHWA, MPeACTaBAEHHbIX Ha TOCYAApPCTBEHHYHD PErucTpauuio A0 AHA BCTYNAEeHMA B CUay
HacToAwero ®enepasibHOrO 3aKOHA, U rOCYSAPCTBEHHAA PErMcTPaLUA NeKapCTBEHHbIX NPEnapaTos A/
MEOVLMHCKOTO MNPUMEHEHUA, NPEeACTaB/NEHHbIX HA 3KCNEepTU3y JNEeKApCTBEHHbIX CPeacTB [0 AHA
BCTYN/AeHMA B cuNy HactoAawero deaepanbHOro 3akoHa B LEnAX WX Moc/iefytoleln rocyaapcTBeHHOM
perncTpauumn, OCYLLeCTBAAIOTCA Ha OCHOBAaHWW [OKYMEHTOB W [AaHHbIX, NPeACTaBAEHHbIX A0 [AHA
BCTyN/AeHMA B cuny HacToAawero PenepanbHOro 3aKOHa, a TaKKe 3aAB/IEHMA O TOCyAapCTBEHHOM
perncTpauun NeKapCTBEHHOro npenapata, NpPeACTaBAEHHOrO0 MNPOU3BOAUTENEM  JIEKAPCTBEHHbIX
npenapaToB WaW YNOAHOMOYEHHbIM UM JIMLOM B COOTBETCTBMM C HacToAwMm PeaepanbHbIM 3aKOHOM B
YNONHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM Bnactv Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl rocy4apCcTBEHHOM MOWAWHBI, NPesyCMOTPEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit
depepaunn o Hanorax n cbopax.

(yacTb 3.1 B pea. PeaepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.2. MMoateep)KAeHWe TroCyAapCTBEHHON PerncTpaummn  fIeKapCTBeHHbIX NpenapaTtos A/
MeANLMHCKOro NPUMeEHEHMUA, NPeACTaBEHHbIX 414 NOATBEPKAEHWNS rOCYAapPCTBEHHON perncTpaumnmn oo
OHA BCTYN/eHWA B cuay Hactoauwero ®PenepanbHOro 3aKOHa, U MOATBEPXKAEHWE TFOCYAapPCTBEHHOM
perncrtpauun JIeKapcTBEHHbIX MPenapaToB A1 MeAULMHCKOro MNpUMEHEeHUA, MpeacTaB/eHHbIX Ha
9KCMNepTU3y SIeKapCTBEHHbIX CPEeACTB A0 AHA BCTYNAeHUA B cuay Hactoawero ®PeaepasibHOro 3aKoHa B
uenax nocneayrolero nNOATBEPXKAEHUA WX TOCYAAPCTBEHHOM pPerncTpaumu, OCYLLeCTBAAIOTCA Ha
OCHOBaHMW [OOKYMEHTOB W [aHHbIX, MNPeACTaBAEHHbIX A0 AHA BCTYN/JEHWA B CWUJly HacTOALLEero
denepanbHOrO 3aKOHa, a TaKkKe 3aABAEHMA O MOATBEPXKAEHWUU [OCYAAPCTBEHHON perMcTpauun
JIeKapCTBEHHOro npenapaTa, NPeacTaBNeHHOro NPou3BOAUTENIEM JIEKAPCTBEHHbIX MNpenapaTtoB Wau
YNOAHOMOYEHHbIM MM /JIMLOM B COOTBETCTBMM C HactoAwmm PepepanbHbiM  3aKOHOM B
YNOJIHOMOYEHHbIN deaepanbHblii OpraH UCNoAHWUTENbHOW BaactM o 1 mapta 2011 roga, 6Ges
TpeboBaHMA ynaaTbl rOCy4apCTBEHHOM MOLW/AMHBI, NPesyCMOTPEHHOM 3aKOHOAaTeNbCTBOM Poccuinckom
depepaunn o Hanorax n cbopax.

(yacTb 3.2 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)
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3.3. TpuHATME peweHMA O BHECEHUU W3MEHEHWII B [AOKYMEHTbl, coaepxKawmeca B
PErncTpaLMoOHHOM [0Cbe Ha 3aperMcTpMpPOBAHHbLIA IEKAapPCTBEHHbLIA MpenapaT s MeAUUUHCKOro
NPMMEHEHNA W NpPeACTaBNEeHHbIe A0 AHA BCTYNAeHMA B cuay HactoAwero deaepanbHOro 3akoHa, U
NPUHATUE PELUEHMA O BHECEHUN U3MEHEHWUI B AOKYMEHTbI, COAEPKALLEECcA B PETMCTPALMOHHOM A0Cbe
Ha  3aPEerucTPUpPOBAHHbIN  NEKAPCTBEHHbIN  MNpenapaT A8  MEeAUUMHCKOTO  MPUMEHEHMA U
NpeACTaB/ieHHbIE HAa 3KCMEepTU3Yy JIEKAPCTBEHHbIX CPEACTB A0 AHA BCTYN/EHMA B CUAY HaCTOALLEro
denepanbHOro 3aKoHa, OCYLLECTBAAKTCA HA OCHOBAHUM AOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX A0
OHA BCTynneHWa B cuay HacTtosawero denepanbHOro 3aKOHa, a TaKKe 3afABJEHUA O BHECEHWUU
M3MEHEHUA B [AOKYMEHTbI, COAEprKallMecs B PErucrpauMoOHHOM [OCbe HA 3aperMcTpUpoBaHHbIN
NIeKapCTBEHHbIM NpenapaT A8 MeLUUMHCKOro NPUMEHEHWA, NpPeACTaBAEHHOrO MPOM3BOAUTENEM
JIEKapCTBEHHbIX MNPenapaTtos WAW YNOJHOMOYEHHbIM MM JIMLOM B COOTBETCTBUM C HACTOALUM
depnepanbHbIM 3aKOHOM B YNOJHOMOYEHHbIN defepanbHblii OpraH UCNOIHUTENbHOM BNAacTU Ao 1 mapTa
2011 ropa, 6e3 TpeboBaHMA  ynaaTbl  FOCYAAPCTBEHHOW  MOLWJWMHBLI,  NPeayCMOTPEHHOM
3aKoHoAaTenbCTBOM Poccuitckoin Pepepaumm o Hanorax n cbopax.

(yacTb 3.3 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya pa3peleHnuit Ha npoBefeHue KANHUYECKUX WCCNef0BaHWN  JIeKAapCTBEHHbIX
npenapatoB ANA MEAULMHCKOIO NPUMEHEHMA NO 3aABAEHUAM, NOAAHHbIM A0 OHA BCTYMJIEHMA B CUAY
HacToawero defepanbHOro 3aKOHA, a TaKKe Mo 3aAB/IEHUAM, MOAAHHbBIM NOC/e AHA BCTYNAEHUA B CUNY
HacToawero PesepasbHOro 3aKOHa Ha OCHOBAHWM SKCMEPTU3, NPOBEAEHHbIX A0 AHA BCTYMNNEHUA B CUNY
HacToAawero denepanbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBMM C HactoAwum PepepanbHbim
33aKOHOM Ha OCHOBAHUM OOKYMEHTOB U AaHHbIX, MPeACTaBAEHHbIX MU NONYYEHHbIX A0 AHA BCTYN/IEHUA
B cmy HactoAwero enepasbHOrO 3aKOHA, a TaKXKe Ha OCHOBAHMM KOMWUKU NpeaBapUTENbHOIO A0roBopa
06A3aTeNbHOrO0  CTPAXOBAHWUA  KU3HKW, 340POBbA  MALMEHTOB, YYaCTBYIOWMX B  KJAMHMYECKOM
NCCNefoBaHMM JIEKAPCTBEHHOMO npenapaTta Afa MeOULMHCKOTo MPUMEHEHMUA, UAW KOMUKU A0roBopa
06A3aTeNbHOrO  CTPAXOBAHWA  KU3HKW, 340POBbA  MALMEHTOB, YYaCTBYIOWMX B  KJAMHMYECKOM
nccnefoBaHUM NEKAPCTBEHHOrO NpenapaTta A48 MeAUUMHCKOrO NpUMEeHeHUs, nbo npeacTaBaeHHOM
Konuu gorosopa 06a3aTeIbHOr0 CTPaxoBaHMA, 3aK/HOYEHHOTO B COOTBETCTBUM C TUMOBLIMM NPaBUIamu
06A3aTeNbHOr0 CTPAXOBaHWUSA, C yKaszaHMeM npenesbHOM YMCNEHHOCTM MALMEHTOB, Y4YaCTBYIOLWMX B
KNAMHUYECKOM WCCNeA0BAaHUN NIeKapCTBEHHOro npenapata gas MegUMUMHCKOro npumeHeHus, 6es
TpeboBaHMA ynaaTbl rocyAapCTBEHHON MOLWMHbBI, NPeAyCMOTPEHHOM 3aKOHOA4aTeNbCTBOM Poccuinckoit
depnepaunn o Hanorax n cbopax.

(yacTb 3.4 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpmMpoBaHHble B MHOCTPAHHOW BanoTe A0 AHA BCTYNJAEHWA B CWJY HACTOALLEro
depepanbHOro 3aKoHa MpefesibHble  OTMYCKHble  LeHbl MHOCTPAHHbIX Npou3BoauTenein Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MepeyeHb KM3HEHHO HEOOXOAUMbBIX W BAXKHEMNLIMX
JIeKapPCTBEHHbIX NPENapaToBs, Nog/exKaT nepecyeTy B pybm no Kypcy LleHTpanbHoro 6aHKa Poccuinckoim
depepaumnn Ha Aaty, yctaHoB/eHHyto MpasuTenbcTBom Poccuiickon ®epepaumm, 6e3 npeacraBieHus
3aAB/IEHMA O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLMX M3MEHEHUI B FTOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTMNYCKHbIX LEH NPOU3BOAUTENEN Ha J/leKapCTBEHHble npenapaTbl, BK/KOYEHHblE B
nepeyeHb *KM3HEHHO HEOBXOAMMbIX M BarKHEMNLUMX 1EKAPCTBEHHbIX NPENapaToB.

(yacTb 3.5 BBegeHa depepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.6. 3apernctpmpoBaHHble [0 AHA BCTYNAeHMA B cuay HacTtoawero ®depepasbHOro 3aKoHa
npefesnbHble OTMNYCKHble LLEHbl POCCUMCKMX MNpPOU3BOAMTEsNIEA Ha JIeKapCTBEHHble MpenapaTbl,
BK/IIOYEHHblE B MepeyeHb XU3HEHHO HeOobXOAMMBbIX W BaKHEWLIWMX JIeKapCTBEHHbIX MNpPenapaTos,
nognexar uHgekcaumm ¢ 1 Hoabpa 2010 roga uvcxogs M3 MNPOTrHO3UPYEMOTrO YPOBHA MHOAALMM,
yCcTaHoBneHHoro ®epepanbHbiM 3aKoHOM OT 2 gekabps 2009 roga N 308-d3 "O denepanbHom
6toaxkeTte Ha 2010 roa 1 Ha nnaHoBbIn nepuog 2011 1 2012 rogos" Ha 2011 roga,.

(yacTb 3.6 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He AoOMycKatloTca NPOM3BOACTBO M BBO3 B Poccuiickyto ®epepaumto
JIeKapPCTBEHHbIX NPENapaToB B YNaKOBKaxX C MAaPKMPOBKOM, KoTopasa 6blna HaHeceHa A0 AHA BCTyN/JeHUA
B cuny Hactoawero denepasbHOro 3akoHa. o UcTeyeHMn yKazaHHOTO CPOKa AaHHble IeKapCTBEHHbIe
npenapaTtbl MOryT OTMYCKAaTbCA, Peann3oBbiBaTbCA, NepesaBaTbCA U MPUMEHATLCA A0 UCTEYEHUA UX
CPOKa FroAHOCTM.

(8 pea. PenepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-93)
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4. Co gHAa BCcTynneHuAa B cuny Hactoawero ®epepanoHoro 3akoHa u no 30 anpensa 2011 roaa
BK/IOUMTE/IbHO  AOMYCKaeTcA MpPOBeAEHMEe 3IKCNepTU3bl JIEKAPCTBEHHbIX CPEACTB  3KcnepTamu
9KCNEPTHOTO Yy4YperKAeHuUA [0 NPOXOXMAEHMA UMMM  aTTecTauMnm B  NOpAAKE, YCTAaHOBJAEHHOM
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCNOAHUTENIbHOW BAACTU.

5. Co gHA BCTynaeHua B cuay HacTtoswero ®enepanbHoro 3akoHa U no 31 gekabpa 2013 roaa
BK/IIOUUTENIBHO OCYLLECTBAAETCA Nepexos K NPou3BOACTBY JIEKAPCTBEHHbIX CPeaCTB B COOTBETCTBMU C
npasuaamm opraHM3aLmm NPon3BOACTBA M KOHTPOJIA KayecTBa JIEKapCTBEHHbIX CPEeACTB, YKa3aHHbIMU B
yactu 1 ctatbu 45 Hactoawero PepepanbHoOro 3akoHa, B nosaHOmM obbeme. Cpoku nepexoaa
NpPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU
TpeboBaHMAMM [aHHbIX MPaBW/, BKAKOYAA CPOKWM aTTecTauum YNOAHOMOYEHHbIX /UL, YKa3aHHbIX B
yactax 6 u 7 cratbm 45 HactoAwero PepepanbHOro 3akoHa, YCTaHaBaMBatoTcA [1paBUTENbCTBOM
Poccuitckoit depgepaumn.

6. /IMueH3nn Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblaaHHble Ao 1 aHBapa 2014 ropaa,
aencteytoT nocse 1 aHBapsa 2014 roga A0 UCTEYEHMA CPOKA MX AEUCTBUA MPU YCI0BUU COOTBETCTBUSA
NnueH3naTa npaBuaam OpraHM3aunu NPOM3BOACTBA M KOHTPO/SA KayecTBa JIEKAPCTBEHHbIX CPeAcTs,
YKa3aHHbIM B YacTh 1 ctaTtbk 45 HacTosawero PeagepanbHOro 3akoHa.

7. ®opmnpoBaHMe rocyaapCTBEHHOIO 3agaHMA Ha NpoBeAeHMe 3KCNEePTU3bl NIEKAPCTBEHHbIX
cpeacte deaepanbHOMY rocyAapCTBEHHOMY BIOAKETHOMY YUpPENKAEHUIO MO NPOBEAEHUIO SKCMEepPTU3bI
JIEKapCTBEHHbIX CpeacTB M dMHaHCOBoe obecneyeHne BbINONHEHUSA 3TOM0 3a4aHMA OCYLLECTBASIOTCS B
nopsake, ycraHoBneHHom ®dPepepanbHbiIM 3aKoHOM oOT 12 dAHBaps 1996 rogpa N 7-#3 "O
HEKOMMEPYECKUX OpraHmM3aumax".

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-03)

MNpesnaeHt
Poccuitckoin ®epepaumm
O.MEOBELEB
MockBa, Kpemnb
12 anpena 2010 roga
N 61-®3
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