12 anpena 2010 ropa N 61-d3

POCCUIACKAA GEAEPALINA
®EAEPA/IbHBIA 3AKOH
Ob OBPALLLEHUN NEKAPCTBEHHbIX CPEACTB

MpnHAT
locypapctBeHHOM dymoin
24 mapTta 2010 roga

OpobpeH
Cosetom depepauunm
31 mapTta 2010 roga

CnNMCOK U3MEHAIOLWMX AOKYMEHTOB
(8 pea. PenepanbHbix 3aKkoHOB 0T 27.07.2010 N 192-03,
07 11.10.2010 N 271-93, 01 29.11.2010 N 313-93,
07 06.12.2011 N 409-93, ot 25.06.2012 N 93-93,
07 25.12.2012 N 262-93, o1 02.07.2013 N 185-93,
0T 25.11.2013 N 317-93, o1 12.03.2014 N 33-93)

Fnasa 1. OBLUME NONOKEHUA
Cratba 1. MpeameT perynmpoBaHus HactoAwero PeaepanbHOro 3akoHa

1. HacTtoawmin depepanbHbii 3aKOH peryanMpyet OTHOLIEHMA, BO3HMKAlOWME B CBA3U C
obpalleHMem - pas3paboTKol, AOKANHUYECKUMU UCCNEO0BaHUAMMN, KAUHUYECKUMU UCCeAO0BaHUAMMU,
3KCNEePTU30M, rOCyAapCTBEHHOM perucTpaumelt, co CcTaHAapTU3auUMen M C KOHTPOJIEM KauyecTBa,
Npoun3BOACTBOM, W3rOTOB/IEHMEM, XpPaHEHWEeM, NepeBO3KOW, BBO30OM B Poccuiickyio deaepaumio,
BbIBO30M M3 Poccuiickon ®epepaumm, pekiamon, OTNyCKOM, peanmsaumnen, nepegayeit, npuMeHeHnem,
YHUUYTOXEHNEM NNEKAPCTBEHHbIX CPEACTB.

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

2. HacTtoAwmii ®enepanbHblil 3aKOH YCTaHaB/MBAET MPUOPUTET rOCYAaPCTBEHHOIO Pery/inpoBaHus
6e30nacHOCTH, KauyecTBa U 3HEKTUBHOCTU IEKAPCTBEHHbIX CPEACTB NPU UX 06paLLeHUM.
(B pen,. PegepanbHOro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Cdepa npumeHeHUs HacTosAwero PeaepanbHOro 3akoHa

Hactoawui ®eaepanbHbiii 3aKOH NPUMEHSAETCA K OTHOLIEHMAM, BO3HMKAIOLWMM Npu 0bpalleHnm
NeKapcTBEHHbIX CPeacTs Ha TeppuTopumn Poccuiickon ®eaepaumn.

CraTbsa 3. 3aKOHOAaTENbCTBO 06 06paLLEHMM TIeKAaPCTBEHHbIX CPeaCTB

1. 3aKkoHopgaTenbcTBO 06 o06palleHMM NeKapCTBEHHbIX CPeACTB COCTOMT W3  HAcToALWEro
depnepanbHOro 3akoHa, Apyrux degepanbHbiX 3aKOHOB W MHbIX HOPMAaTMBHbIX MPaBOBbIX aKTOB
Poccuiickoin Pepgepaunn.

2. felictBue HacToswero ®enepanbHOro 3aKoHa pacnpocTpaHAeTca Ha obpalleHue HapKOTUYECKUX
JIeKapCTBEHHbIX CPeACTB WM MNCUXOTPOMHbIX JIEKAPCTBEHHbIX CPeACTB C Yy4eTomM ocobeHHocTel,
YCTQHOB/IEHHbIX 3aKoHOoAaTenbctBOM Poccuitickoit  depepaumm O  HaAPKOTUYECKMX  CPencTBax,
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NMCUXOTPOMHbIX BELEecTBax 1 06 nx Nnpekypcopax.

3. [dewnctBue Hactoawero ®PeaepanpHOro 3akoHa pacnpocTpaHaeTca Ha obpalleHue
pagModapmMaLLeBTUYECKUX JIEKAPCTBEHHbIX CPeacTB C  y4eToM OcobeHHoCTel, YCTaHOBAEHHbIX
3aKoHoaaTeibcTBoM Poccuiickoit Pepepaunm B 061actn obecneveHma pagmaumMoHHon 6e3onacHoCTy.

4. Echn mexayHapoaHbiM AoroBopom Poccuiickoit Peaepaumm yCTaHOBAEHbI MHblE NpPaBua, Yem
Te, KOTopble npeaycMoTpeHbl Hactoawmm ®PeaepanbHbiM  33aKOHOM, MNPUMEHAIOTCS NpasBMaa
MeXKAYHAPOAHOro 40roBopa.

5. B Poccuitckoni degepauum B COOTBETCTBUM C MEXKAYHApPOAHbIMU A0OroBopamu Poccuiickom
depepaunmn M (MAM) Ha OCHOBE MPUHLMNG B3aUMHOCTU MPU3HAKOTCA pPe3ynbTaTbl KAUHUYECKUX
NCCNeaoBaHMA  JIEKAPCTBEHHbIX MPEnapaTtoB Aa8 MeAMLMHCKOro MNpUMMEHEHUA, NpPOBeAeHHbIX 3a
npegenamun Tepputopun Poccuiickon deaepaunu.

CraTbAa 4. OCHOBHbIE NOHATHUA, MCnoab3yemble B HACTOALLEM dJe,qepaanON\ 3aKOHE

Ona uenen HacTosawero PeagepanbHOro 3aKoHa UCNONb3YIOTCA CAeAYOWME OCHOBHbIE MOHATUA:

1) nekapcTBeHHble CpeacTBa - BELWECTBA MAM WX KOMBMHaLMK, BCTynaloWwMe B KOHTAKT C
OpPraHM3MOM YesioBEKa WMAWN KMBOTHOFO, MPOHMKAlOWME B OPraHbl, TKAHW OpraHM3IMa YenoBeKa Wau
YKMBOTHOTO, NPUMeHsieMble AN NPOGUNAKTUKKM, ONArHOCTUKM (32 WMCKAKOYEHMEM BELLECTB WUAU UX
KOMBMHAUMIA, HE KOHTAKTUPYIOWMX C OPraHM3MOM Ye/I0BEKa UAN KUBOTHOTO), NeYeHus 3abonesaHus,
peabunmtaunn, ANA CoOXpaHeHus, NpeaoTBPaLLEHMA UK NpepbiBaHNA BepeMeHHOCTN U NONYYEHHbIE U3
KPOBW, NN3a3Mbl KPOBM, U3 OPraHOB, TKAHEN OPraHNM3Ma YeI0BEKA WU }KMBOTHOTO, PacTeHUI, MUMHEPAoB
MEeTO4aMM CUHTE3a MAM C NMPUMEHEHMEM BUONOTMYECKMX TEXHONOIMIA. K nekapcTBEHHbIM cpeacTBam
OTHOCATCA PapmMaLLeBTMUYECKMNE CyOCTaHLMM U IeKapCTBEHHbIE NpenapaThbl;

2) dapmaleBTUYECKME CYBCTaHLMW - NEeKapCTBEHHble CpeAcTBa B BUAe AENCTBYIOLIMX BeLLecTs
61010rMYeCKOro, OMOTEXHOIOTMYECKOTO, MWHEPANbHOIO  MAM  XMMWYECKOTO  MPOUCXOXKAEHMUS,
obnapatowme GapmaKkoNOrMyeckom akTMBHOCTbIO, NpeaHa3Ha4YeHHble 415 NPOM3BOACTBA, U3rOTOBAEHMA
JIeKapCTBEHHbIX NPenapaTos M onpegenatowmne ux appeKTMBHOCTD;

3) BCnomoraTenbHble BelWecTBa - BelLeCTBa HEOPraHWMYecKoro MAM  OpraHMYyeckoro
NPOUCXOXAEHUSA, UCNOJIb3yeMble B MPOLLECcCe NPON3BOACTBA, U3TOTOBNEHMUA JIEKAPCTBEHHbIX MPenapaTos
AN8 NPUAAHMA UM HeoBX0aMMbIX GUSNKO-XMMNYECKUX CBOICTB;

4) nexkapcTBeHHble MpenapaTbl - JIeKapCTBEHHble CPeAcTBa B BWUAE JIEKAPCTBEHHbLIX (GOPM,
npumeHsemble ana nNpodUNAKTUKKU, AMArHOCTUKKM, nedyeHua 3aboneBaHuA, peabunutaumu, ana
COXpaHeHUs, NPeAoTBPALLEHNA UK NPEPbIBaHUA BepeMeHHOCTY;

5) nekapctBeHHas ¢dopma - COCTOAHUE JIEKAapPCTBEHHOrO NMpenaparta, COOTBETCTByloLee cnocobam
ero BBeZleHMA N NPUMEHEHUA 1M obecrneunBalolLee AOCTUKEHME Heobxoammoro fieyebHoro addeKTa;

6) nepevyeHb ¥KU3HEHHO HEOBXOAMMbIX U BarKHEMLUMX JIEKAPCTBEHHbIX NPEenapaToB - eXKeroaHo
yTBEpPXKAaemblin MpaButenbctBom Poccuiickoit Pegepaunm nepedeHb NEKapCTBEHHbIX NpenapaTos Ana
MeAULMHCKOro NpMmMeHeHns, obecneymBatomMx NPUOPUTETHbIE NOTPEBHOCTU 34paBOOXPaHEHUSA B LLENsAX
NPOGUNAKTUKKN U NedeHus 3abonesBaHuii, B Tom Ymcie npeobnagatolinx B CTpyKType 3aboneBaemoctu B
Poccuiickoin Pepepaunu;

7) u“MMyHOOMWONOrMYECKMEe JIeKapCTBEHHble npenapaTtbl - JIeKapCTBEHHble npenapaTbl
6MO0/IOrMYECKOTO  MPOUCXOXKAEHUA, MpeAHa3HayYeHHble ANA  MMMYHOMOTMYECKUX  AMArHOCTUKM,
NPOdUNAKTUKKN U leyeHnn 3aboneBaHnii;

8) HapKOTUYECKMe IeKapCTBEHHbIE CPEeACTBa - IEKAPCTBEHHbIe npenapaTtbl U gpapmaLeBTMYECcKUe
cybCTaHUMK, cogepiKalime HAPKOTUYECKME CPeacTBa M BK/AKOYEHHble B [lepeyeHb HAPKOTUYECKUX
CpPeacTB, NCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, MoA/eKaLLMX KOHTPOAO B Poccuitckoit deaepauumy,
B COOTBETCTBUM C 3aKOHOAaTeNnbCTBOM Poccuiickon degepaumu, mexAyHapoLHbIMM [0roBOpamu
Poccuitckoit ®epepaummn, B Tom uncne EAnMHON KOHBEHLMEN O HAPKOTUYECKMX cpeacTBax 1961 roaa;

9) NcMXOTpONHble IeKApPCTBEHHbIE CPEACTBA - IEKAPCTBEHHble npenapaTbl U papmaLeBTUYECKUe
cybcTaHUMK, codepKalipe MNCUXOTPOMHbIe BELLEeCTBA M BK/AOYEHHble B [lepeyeHb HapKOTUYECKMX
CPeACTB, NCUXOTPOMHbIX BELLECTB M UX MPEKYPCOPOB, NOANEXKaLUMX KOHTPOoAto B Poccuiickon ®eaepaumm,
B COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccuiickoit Pepepaumun, mexKayHapoAHbIMM A0OFrOBOPaMMU
Poccuiickoin Pepepaunu, B Tom Yncne KoHBeHLMEN O NCUXOTPONHbIX BewecTBax 1971 roaa;

10) pagmodapmalieBTUUYECKNE NIEKAaPCTBEHHbIE CPE/ACTBa - JIeKapCTBEHHble CpeacTBa, KOTopble
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coZepxaT B roToBOM AN UCNONb30BaHMA GOpPMe OAUH PAAUOHYKAUA MU HECKONbKO PaMOHYKAUA0B
(paaMoaKTUBHbIX N30TONOB);

11) opurMHanbHoOe IeKapcTBEHHOE CPeACTBO - /IeKapCTBEHHOE CPEACTBO, CoAeprKalllee Brnepsble
NoNy4YeHHy0 ¢dapMaLeBTUYECKYD CyOCTaHUMIO WAM  HOBYHD KOMOMHaumio  dapmaueBTUYECKMX
cybctaHumin, adpdpekTMBHOCTb M 6€30MaCHOCTb KOTOPbIX NMOATBEPXKAEHbI pe3y/ibTaTaMu AOKJANHUYECKMX
nccnefoBaHUIt NEKapPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCIeloBaHNI IeKapCTBEHHbIX NPenapaTos;

12) BocnpounsseaeHHOE NeKapCcTBEHHOE CPEACTBO - /IeKapCTBEHHOE CPeACTBO, CoAepXKallee TaKyto
e dpapmaueBTUYEcKyto cybCTaHUMIO MAKM KOMDOMHALMIO TaKMX Ke dapmaueBTUYecKnx cybcTtaHumin B
TaKoOW e NeKkapcTBeHHOW ¢opme, YTO U OPUTMHANIbHOE NEeKapCTBEHHOE CPeACcTBO, U MOCTynuBllee B
obpalleHme nocne NocTynaeHnsa B obpaLleHne opuUrMHabHOro IEKapCTBEHHOMO CpeacTBa;

13) nekapcTBEHHOE PACTUTENbHOE Cbipbe - CBEXME WM BbICYLUEHHbIE PacTeHMA AMBOo MX YacTy,
ncnosiblyemblie AnA MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB OPraHU3auMsmMu - NPOU3BOAUTENSMU
JIEKapCTBEHHbIX CPeACTB UAN M3rOTOBNEHUS IEKAPCTBEHHbIX NPEenapaToB anTeyYHbIMM OpraHU3aunsmuy,
BETEPMHAPHLIMWU anTeYHbIMM OPraHU3aUNSaMU, UHANBUAYANbHBIMU NPEANPUHUMATENAMN, UMEOLWMMU
JNINLEH3MIO Ha papMaL,EeBTUYECKYIO AeATeNbHOCTb;

14) nekapCTBEHHbIN pacTUTe/IbHbIM NpenapaTt - NeKapCTBEHHbIN NpenapaTt, NPoM3BeAeHHbIA UK
W3roTOB/IEHHbIV M3 OAHOrO BMAA IEKAPCTBEHHOIO PaCTUTENIbHOTO CbiPbSA UAN HECKONbKUX BUAOB TaKOro
Cblpbs M peanusyemsbiii B pacpacoBaHHOM BMAE BO BTOPMYHOM (NOTPeBUTENbCKOM) YNAKOBKE;

15) romeonaTnyeckoe NeKapCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPeACcTBO, NPOM3BEAEHHOE UK
W3roTOB/IEHHOE NO CreLMaibHOM TEXHOI0TUY;

16) mexAayHapoZHOe HenaTeHTOBaHHOE HauMMeHOBaHMe J/IeKapCTBEHHOro cpeacTBa -
HanmeHoBaHWe ¢dapmaueBTUYECKOM CcybCcTaHUMKM, pPeKoMeHAOoBaHHOe BcemupHOW opraHusaumen
31paBOOXPaHEHUS;

17) ToproBoe HaMMeHOBaHWE NEeKapCTBEHHOro CPeacTBa - HaMMeHOBaHMEe JfIeKapCTBEHHOro
CpencTBa, NPUCBOEHHOE ero paspaboTynKkom;

18) obulan papmakonenHan cTaTbs - AOKYMEHT, YTBEPKAEHHbIN YNONHOMOYEHHbIM dpeaepanbHbim
OPraHOM WMCMOJIHUTE/IbHOM BNACTU U COAEpPMKalLUMA NepedyeHb NoKasaTenei KayecTsa U (Maun) metonos
KOHTPO/IA KayecTBa KOHKPETHOM JIeKapCTBEHHON ¢OPMbI, /IEKAPCTBEHHOIO PACTUTENbHOMO CbIpbS,
OnuCcaHUsa BUONOTNYECKMX, BUOXMMUYECKNX, MUKPOBMONOrMYECKUX, GUIUKO-XMMMYECKNX, PUINYECKMX,
XMMMUYECKUX U APYIMX METOL0B aHaNN3a IEKAapPCTBEHHOTO CPeACTBA A/19 MEANUMHCKOrO NPUMEHEHMA, a
TakKe TpeboBaHUA K UCNONb3yeMbIM B LIENIAX NPOBeAeHUA AaHHOMo aHa/in3a peakTMBam, TUTPOBAHHbIM
pacTBOpam, MHAMKATOpPaM;

19) dapmaKoneliHas cTaTbA - OOKYMEHT, YTBEP)KAEHHbIN YNOJIHOMOYEHHbIM deaepanbHbIM
OpraHoOM UCMNOJIHUTENIbHOW BNaCTU U COAEpPXKalLMIi NepeyeHb NoKasaTesiei KayecTsa U MeTO0B KOHTPOAS
KauyecTBa /IeKapCTBEHHOIO CpeacTBa 418 MeAULUNHCKOro NPUMEHEHNS;

20) HopMaTMBHas [AOKYMEHTAUMS - [OKYMEHT, COAeprKallMii nepedvyeHb onpeaensieMbiX No
pesynbTaTaM COOTBETCTBYIOWIMX 3KCMEpPTU3 MNOKasaTesiel KayecTBa /NEKapCTBEHHOro cpeactsa AN
MeAULMHCKOro NPUMEHEHMUA, METOA0B KOHTPO/IA ero KayecTsa 1 YCTaHOB/IEHHbIW €ro NPou3BoAUTENEM;

21) HOPMaTUBHbIN JOKYMEHT - AOKYMEHT, COAepPKallnii nepeyeHb onpeaenaembix No pesyabTatam
COOTBETCTBYIOLUMX 3SKCMEPTU3 MOKasaTenen KayectBa W (MAM) MeTOAOB KOHTPOSA  KadyecTsa
JNIeKapcTBeHHON GopMbl, ONMUCAHMA BUONOTNYECKMX, BUOXMMUYECKUX, MUKPOOMONOTrMYECKNX, GUUKO-
XUMUYECKUNX, PUBNYECKUX, XMMWUYECKMX W APYrMX MEeTOLOB aHa/n3a JIeKapCTBEHHbIX CpeacTs Ans
BETEPMHAPHOIro NPUMeHeHus, TpeboBaHUA K MCMNONb3YEMbIM B LesSX NPOBEAEHMA AAHHOIO aHaiM3a
peakTnBam, TUTPOBAHHbLIM PacTBOpPam, MHAMKATOPaM U YCTAHOB/IEHHbIN €ro NPon3BoANTENEM;

22) KayecTBO /IeKapCTBEHHOIO CpeacTBa - COOTBETCTBME IEKAPCTBEHHOTO CpeacTBa TpeboBaHUAM
dapmaKonenHomn cTaTbM MO0 B C/lyyae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALUN UAN HOPMATUBHOTO
OOKYMEHTa3;

23) 6e30MacHOCTb JIeKapCTBEHHOrO CPeACTBa - XapaKTepUCTUKa /NEeKapCTBEHHOro cpeacTsa,
OCHOBaHHas Ha CPaBHUTE/IbHOM aHasnm3e ero aGpheKTUBHOCTU U PUCKA NPUYMHEHMA Bpeaa 340POBbIO;

24) 3 PEeKTUBHOCTb NIEKAPCTBEHHOIO nNpenapaTta - XapaKTepUCTUKA CTEMEeHU MOJI0MKUTEIbHOro
B/IMAHUA JIeKApCTBEHHOro npenapata Ha TeyeHue, MPOAO/IKUTENbHOCTb 3aboneBaHUs WAM  ero
npeaoTepalleHne, peabunntaumio, Ha coxpaHeHue, NpeaoTBpalleHne AN NpepbiBaHUe 6epeMeHHOCTY;

25) cepuA NeKapCcTBEHHOroO CPeACcTBa - KOMYECTBO JIEKAapPCTBEHHOMO CpeacTBa, NPou3BeJeHHoe B
pesynbTaTe 04HOro TEXHOI0MMYECKOro LMK/a ero NponsBoanTenem;



26) perncrpaLmMoHHOe y40CTOBEPEHMNE IEKAPCTBEHHOrO NpenapaTa - A0KYMEHT, NOATBEPKAA0LMIA
baKT rocyaapcTBeHHOMN perncTpaumm NekapcTBeHHOro npenapaTa;

27) perncTpaymoHHbIi HoMep - KogoBoe 0603HaYeHNe, MPUCBOEHHOE IeKapPCTBEHHOMY NpenapaTy
Npw ero rocygapCcTBeHHONM perucTpaumu;

28) obpalleHne JfIeKapCTBEHHbIX CpeacT8 - pas3paboTka, [AOKAMHUYECKME UCCNeAOBaHMsA,
K/IMHUYECKUE UCCNef0BaHMA, 3KCNepTM3a, rocyaapCcTBeHHas pernctTpaums, CTaHgapTU3aLmsa U KOHTPOob
KayecTBa, MPOU3BOACTBO, M3rOTOB/IEHWE, XPaHEHME, NepeBO3Ka, BBO3 B Poccuiickyto Penepauuio, BbIBO3
n3 Poccuiickoli depepaumm, peknama, OTMYCK, peanusauumsa, nepegaya, NPUMEHEHWe, YHUUTOXKeHMue
JIeKapCTBEHHbIX CPeacTBs;

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

29) cybbeKTbl 0OpalLeHUs NIeKApPCTBEHHbIX CPeacTB - OU3MYECKMe Auua, B TOM yucie
UHAMBUAYANbHbIE MPEANPUHUMATENN, U OPUSMYECKME NNLA, OCYLLECTBAAIOWME AeATeNbHOCTb Npu
0b6paLLeHMM IeKapCTBEHHbIX CPeACTs;

30) pa3paboTunK NEKAPCTBEHHOTO CPEACTBA - OpraHn3aumsa, obnagarowas NpaBaMm Ha pesybTaThl
OOK/NIMHUYECKMX  UCCNeAOBaHUM  /IeKApPCTBEHHOTNO  CPeACTBa,  KAMHUYECKMX  UCCefoBaHMM
NleKapcTBEHHOTO NpenapaTa, a TakXKe Ha TEXHO/I0TUI0 NPOM3BOACTBA IEKAPCTBEHHOTO CPeACTBa;

31) Npou3BOACTBO /JIEKAPCTBEHHbIX CPeACTB - AEeATe/NbHOCTb MO MPOM3BOACTBY JE€KAPCTBEHHbIX
CPeACTB OpraHM3auMammn - NPOM3BOAUTENAMMU IEKAPCTBEHHbIX CPEACTB HA OAHOMN CTaguK, HECKOAbKUX
NN BCEX CTaAMAX TEXHOIOMMYECKOro MPOLLECCa, a TaKKe Mo XPaHeHUIO U peannsaummn NpomsBeseHHbIX
NeKapCTBEHHbIX CPeaCTs;

32) npousBoamMTENb JIEKAPCTBEHHbIX CPEACTB - OpraHW3aums, OCYLLECTBAAIOLWLAA MPOUM3BOACTBO
JIEKapCTBEHHbIX CPeACTB B COOTBETCTBUM € TpeboBaHMAMM HacToswero ®enepasibHOro 3aKOHa;

33) dapmaLeBTMUECKan AeATENbHOCTb - AEATENbHOCTb, BKAOYaOWasn B ceba onToByt TOProB/to
JIEKapCTBEHHbIMW CPEACTBAMM, UX XPAHEHWE, NEPEBO3KY U (M/IM) PO3HUYHYIO TOPrOB/IIO JIEKAPCTBEHHbLIMM
npenapaTamu, Ux oTNyck, XpaHeHWe, NepeBO3Ky, U3rOTOB/IEHWE JIEKAPCTBEHHbIX MPENAPaTos.;

34) opraHu3auMa OMTOBOW TOPrOBAM  JIEKAPCTBEHHbIMWM  CPEACTBAMW -  OpraHu3auus,
OCYLLECTB/IAIOLLAA ONTOBYIO TOPrOB/IIO JIEKAPCTBEHHBLIMWU CPEACTBAMW, WX XpPaHEHWE, MepeBO3KY B
COOTBETCTBUM C TpeboBaHUAMM HacToAwero GenepasbHOTO 3aKOHa;

35) anTeyHas opraHusauusa - OpraHusauus, CTPYKTYpHOe nogpasfeneHve MeaMUUHCKON
OpPraHM3aLMmM, OCYLLECTBAAIOLWME PO3HUYHYIO TOProB/IIO JIEKAPCTBEHHLIMU MpenapaTamu, XpaHeHwue,
nepeBO3Ky, M3roTOBJAEHME U OTMNYCK JIEKAPCTBEHHbIX NPENapaToB 418 MEeAMLMHCKOro NPMMEHEHUA B
COOTBETCTBUM C TpeboBaHUAMMK HacToAwero ®enepanbHOrO 3aKOHa;

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

36) BeTepuHapHas anTeyHas oOpraHWsaumMa - OpraHusauma, CTPYKTypHOe mnoapasgeneHue
BETEPUHAPHOW OpPraHM3aLUmm, OCYLLLECTBAAIOLLME PO3HMYHYIO TOPrOB/IIO IEKAPCTBEHHbIMM NpenapaTamm,
XpaHeHWe, M3rOTOB/NEHNE M OTMNYCK NEKAPCTBEHHbLIX MPenapaToB A8 BETEPUHAPHOrO NPUMEHEHUA B
COOTBETCTBUM C TpeboBaHUAMMK HacToAwero denepanbHOIO 3aKOHa;

37) <danbcuduuMpoBaHHOE  NIEKAPCTBEHHOE  CPeACTBO - JIeKApPCTBEHHOe  CPeAacCTBo,
COMpPOBOXKAAEMOE N0XKHOM MHGOPMaLMen 0 ero cocTase 1 (MM) NPoMU3BOAMUTENE;
38) HepobpoKayecTBEHHOE JIEKAPCTBEHHOE CPeAcTBO - JIEKapCTBEHHOe CpeacTBo, He

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

39) KoHTpadaKTHOE JIeKapCTBEHHOE CPeACTBO - /IeKapCTBEHHOE CPeACTBO, Haxoasaweeca B 0bopoTe
C HapyLIEeHWEeM rPa*KAaHCKOro 3aKOHO4AaTeIbCTBa;

40)  [OK/AMHMYECKOe  UCCNefioBaHWe  JIEKApCTBEHHOro  cpeactBa -  bGuosiormyeckue,
MWKPOBMOOTMYECKME, MMMYHOIOTUYECKME, TOKCUMKOIOrMYeckne, dapmaKkonormyeckne, pusmyeckue,
XMMUYECKUE U ApYTUe UCCeL0BaHNA IeKaPCTBEHHOTO CPeacTBa NyTem NPUMEHEHUA HayYHbIX METOL0B
OUEHOK B LieNIfiX NOJIyYeHns JoKa3aTebcTB 6€30MacHOCTH, KayecTBa U 3GHEKTUBHOCTU 1IEKAPCTBEHHOTO
CpeacTBa;

41) KAMHWMYECKoe UcCnefoBaHWe /IeKapCTBEHHOro npenapaTa - M3ydeHue AMarHOCTUYECKMX,
nevyebHbix, NpoduNaKTMUECKnX, GapMaKoIOrMYecKkmMx CBOMCTB SIeKapCTBEHHOro npenaparta B npouecce
€ro MPMMEHEHUA Y YesloBEeKa, KMBOTHOrO, B TOM 4MCAe NPOLLECCOB BCaCbiBaHWA, pacnpeaesneHus,
M3MEHEHMA W BbIBEAEHMA, NyTeM MPUMEHEHMA Hay4HbIX METOA0B OLEHOK B LEeAAX MoayYyeHus
[AOKasaTenbcTs 6e3onacHocT, KavecTBa UM 3PpPEKTUBHOCTM NEeKapCTBEHHOro npenapaTta, AaHHbIX O
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He)kenaTe/lbHbIX peakUuaX OopraHM3ama uYesioBeKa, MBOTHOTO Ha MPUMEHEHME NeKapCTBEHHOro
npenapata u o6 adpdeKkTe ero B3aMMOAEUCTBUA C APYrMMM N€KAPCTBEHHbIMM npenapatamu 1 (Man)
NULEBbLIMW NPOAYKTAMU, KOPMaMU;

42) MHOTOLEHTPOBOE K/IMHMYECKOE UCC/Ief0BaHNE IEKAaPCTBEHHOTIO Npenapara 419 MeAULMHCKOro
npumeHeHnAa - KJAUMHUWYECKoe WwncceaoBaHne NeKapCTBeHHOro npenaparta Ana  meauunHCKoro
NpUMeHeHus, NPOBOAMMOE Pa3paboTYMKOM NEKAapPCTBEHHOIO Npenaparta B AByX U bonee meguuMHCKUX
OpraHM3auunax No eANHOMY NPOTOKOJY KIMHUYECKOTo nccaenoBaHUA IeKapCcTBEHHOrO nNpenapaTa;

43) mexayHapoAHOe MHOIOLEHTPOBOE KIMHMYECKOE MUCCNeL0BaHMe NEKAapCTBEHHOIO npenapaTa
ana mMmegunumHCKOro npumeHeHumAa - KAWMHUYeCKoe WwuccnenoBaHWe 1eKapCTBeHHOro npenapata AnAa
MeANUMHCKOTO NMPUMEHEHMS, NMPOBOANUMOE Pa3paboTYMKOM JIEKAapPCTBEHHOTO MpenapaTta B pPas/IMyHbIX
CTpaHax No eaAMHOMY MPOTOKOJY KAMHUYECKOro UCC/IeA0BaHNA IeKapCcTBEHHOro Npenapara;

44) nocTperucTpauMoHHOe KAMHMYEeCKoe WCCefloBaHMe JfleKapCTBEHHOro npenapata  A4na
MEANUMHCKOTO MNPUMEHEHUA - KAMHMYEeCKoe UCclefoBaHWe JleKapCcTBEHHOro npenapata  Ans
MeANLNHCKOro NPUMEHEHMS, MPOBOANMOE NPOU3BOAUTENEM IEKAPCTBEHHOTO Npenapara, rpaskAaHCcKuit
060pPOT KOTOPOro OCYLLECTBAAETCA MOCAE rOCYAapCTBEHHOM perucrtpaumm, B Lensx AoNoAHUTENbHOro
cbopa AaHHbIX 0 ero 6e3onacHOCTN U 3GHEKTUBHOCTU, PACLLUMPEHUA NOKa3aHUI K TPUMEHEHUIO AaHHOro
NIeKapCTBEHHOrO NpenapaTa, a TakKe BblABAEHUA HeKenaTe lbHbIX peakuuii NnaumeHToB Ha ero AencTeme;

45) uccnepoBaHMe BGWO3KBMBANEHTHOCTM JIeKAapCTBEHHOrO npenapaTta - BWA  KJAWMHUYECKOro
nccneaoBaHNA NeKapcTBeHHOro npenapara, NpoBeAeHne KOTOPOro OCYLLECTBAAETCA ANA onpeaeneHua
CKOPOCTU BCacbiBaHMA U BbiBeAeHUA papmaLeBTMYecKoin cybcTaHumMK, KomnyecTsa dpapmaleBTUYECKOM
cybCTaHLMM, AOCTMTAOWEro CUCTEMHOIO KPOBOTOKA, M pe3y/ibTaTbl KOTOPOTro NO3BOAKOT CAE/aTb BbIBOL,
0 OWO3KBMBANEHTHOCTU BOCMPOM3BEAEHHOrO JIEKAPCTBEHHOrO npenapata B onpegesieHHbIX
JleKapCcTBeHHOM dopme 1 L03MPOBKE COOTBETCTBYIOLLEMY OPUrMHANbHOMY JIEKAapPCTBEHHOMY Npenapary;

46) wvccnefoBaHME TepaneBTUYECKON 3KBMBANIEHTHOCTU JIEKAPCTBEHHbIX MNpenapaToB - BuUA,
K/IMHWUYECKOTO MCCNe0BaHUA IEKAaPCTBEHHbIX NpenapaToB, NPoBeAeHUEe KOTOPOro OCYLLECTBAAETCA ANnn
BbIAB/IEHNS OAMHAKOBbLIX CBOMCTB JIEKAPCTBEHHbIX NPENapaToB onpeaeeHHOM NeKapcTBeHHON Gpopmbl, a
TaK¥Ke HaNMumna 0ANHAKOBbIX NOKasaTesel 6e3onacHoCcTN U 3PpPEeKTUBHOCTM IEKAPCTBEHHbIX NPEenapaTos,
OZMHAKOBbIX KNMHMYECKUX 3GDEKTOB NPU UX NPUMEHEHUN;

47) NpOTOKON KAMHUYECKOTo UCCNe0BaHNA IeKapCTBEHHOro npenaparta - 4OKYMEHT, B KOTOPOM
onpeaensoTca uenm, GopmMmbl OpraHM3aunm U METoA0/I0TUSA NPOBEAEHUA KIMHUYECKOTO UCCNeL0BaHus,
cTaTMCTMYeckue meTtodbl 06paboTKM pe3ynbTaTOB TaKoOro uccnegoBaHWa M mMepbl No obecneyeHuto
6e30MacHOCTM  GU3IUYECKUX NML, Y4YacTBYHOLWIMX B KAMHUYECKOM MCC/IeA0BaHUU JfIeKapCTBEHHOro
npenapara;

48) 6powtopa nccneaosaTens - CBOAHOE U30XKEHNE pe3ynbTaToB AOKANHMYECKOro UCciea0BaHus
NIeKapCTBEHHOrO CpeacTBa WM KAMHUYECKOTOo UCCAeAoBaHWMA JIeKapCTBEHHOro npenapaTta  Ans
MeANLNHCKOrO NPUMEHEHUSA;

49) HGOPMALMOHHbIM IMCTOK MaLMEHTA - IOKYMEHT, B KOTOPOM COAep»KaTca B AOCTyNHON dopme
cBeAeHMn, KacalllmMeca NPoBOAMMOrO KAMHUYECKOro UCCNeaoBaHNA NeKapcTBEHHOro npenapaTa, U B
nnucbMeHHo dopme A06pOBOALHOE COrnacMe MauMeHTa Ha ydyacTme B KAMHUYECKOM MCCieaoBaHUK
JIeKapCTBEHHOro Mnpenaparta noc/ie O3HaKOMJIEHUA C O0COBEHHOCTAMU KAMHUYECKOro uccneaosaHua,
MMEIOLLMMM 3HaYEeHUe ANA BbIPaXKeHMA TaKoro cornacus;

50) noboyHoe penlcTBME - peakuus opraHM3ma, BO3HMKLWIAA B CBA3UM C NPUMEHEHUEM
NIeKapCTBEHHOro npenapata B 033X, PEKOMEHAYeMbIX B MHCTPYKUMW MO €ero nNpuMeHeHuto, anA
NPodUNaKTUKN, AMarHOCTUKK, nedeHna 3abonesaHma Uau gna peabunurauuu;

51) cepbe3Han HexenaTeNbHas peakuus - HexKenaTeslbHaA peaKkuua opraHuM3ma, CBA3aHHaA C
NPUMeHeHWEeM fIeKapCTBEHHOro npenapaTa, NpuBeawas K CMepTH, BPOXAEHHbIM aHOMaAUAM UK
Nnopokam pasBuTUA AMBO NpeacTaBaAloWas cobol yrposy XusHu, Tpebyowaa rocnuTaansauun mam
npuBeaLan K CTOMKOM yTpaTe TpyA0CNoCobHOCTU U (M) MHBANNMAHOCTMY;

52) HenpeaBWAEeHHan HexKenaTelbHasA Peakums - HexxenaTteNbHas peakLuma opraHnsma (B Tom umcne
CBA3aHHAasA C NPUMEHEHWEM JIeKapCTBEHHOro npenapaTa B COOTBETCTBMM C MHCTPyKUMEl no ero
NPUMEHEHMIO), CYLLHOCTb WM TAMECTb KOTOPOW HEe COOTBETCTBYIOT MHPOPMALUW O JieKapCTBEHHOM
npenapare, coAepKalenca B MHCTPYKLMN NO ero NpMMeEHEHUIo;

53) peuenT Ha fIeKapCTBEHHbIN Npenapar - MMCbMeHHOe Ha3HaYyeHWe IeKapcTBeHHOro npenapaTa
Mo ycraHoBAeHHOW dopme, BblaaHHOE MeAULIMHCKUM UAU BeTepUHapHbIM PaboTHUKOM, MMEoLLMM Ha



3TO NpaBo, B LEesAX OTMNYyCKa JIeKapCTBEHHOro Npenaparta Uan ero U3roToBAEHUA U OTMNYCKa;

54) TpeboBaHMe MeAUUMHCKON OpraHW3auuMn, BETEepPUMHaAPHOM oOpraHM3auuu - [OOKYMEHT
YCTaHOBNAEHHOM GpOpPMbl, KOTOPbIN BbINMUCAH MEAULIMHCKUM UAN BETEPUHAPHbBIM PAaBOTHUKOM, MMEOLLUM
Ha 3TO MpPaBO, M COAEPXHKMT B NMUCbMEHHOM ¢GOpMe yKasaHWe anTeyHol opraHusaumm o6 oTnycke
JIeKapCTBEHHOMO MpenapaTa MAM O ero U3rotoBleHWM U 06 OThNycke Ana obecnedyeHwna neyebHoro
npouecca B MeANUNHCKOM OpraHn3aLLmmn, BeETEPUHAPHOMN opraHM3aumm.

nasa 2. MOJIHOMOYUA GPELEPA/IbHBIX OPTAHOB UCNONHUTE/NIbHOW
B/IACTU, OPTAHOB UCMO/IHUTENIbHOM BNACTU CYEbEKTOB POCCUIACKOMN
®EAEPALINU NPU OBPALLLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratbs 5. lMonHomMouus ¢enepasnbHbiX OPraHOB WCMNONHUTENbHOW BAACTM Npu obpaleHum
NleKapCTBEHHbIX CpeacTs

K nonHomoumam denepanbHbix OpraHOB UCNONHUTENbHOM BAACTU NPW 06 paLLEHNIN IEKAPCTBEHHbIX
CPeAcTB OTHOCATCA:

1) nposeaseHvne B Poccuiickoit dPepepaumm eguHON rocyAapCTBEHHOM MOAUTUKM B o6nactu
obecneyeHnn NeKapCTBEHHbIMM NPENapaTamm rpaxaaH Ha Tepputopun Poccninickon Pepepaunu;

2) vyTtBepXaeHue o0bwux dapmaKonelnHbix cTaTel, <¢dapmaKonenHbIX CcTaTeil, u3gaHue
rocyaapcTseHHon dpapmakoneu;

3) ocyulecTBieHMe rocyapCcTBEHHOIO KOHTpoAaa (Haa3opa) B chepe obpalleHMa NeKapCTBEHHbIX
cpefacTs;

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

4) nMueH3npoBaHMe NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB M GapMaLeBTUYECKON AesTeNbHOCTH
B COOTBETCTBUM C 3aKOHOZATENbCTBOM Poccuiickon deaepaunuy;

5) opraHusauma sKCNepTU3bl IEKAPCTBEHHbIX CPEACTB, 3TUYECKOW 3SKCMEepTU3bl BO3MOMKHOCTU
NpPoBeLEHMA  KAMHMYECKOTO MCCNefoBaHMA  /IEKApPCTBEHHOrO  npenapata  gas  MeguLMHCKOro
npUMeHeHus;

6) BblAaya pa3peLleHunii Ha NPoBeAeHME KIMHUYECKUX UCCNe0BaHUI NeKapCTBEHHbIX MPenapaTos,
BeZEeHME peecTpa BblAAaHHbIX pa3peLleHnin Ha NpoBeaeHMe KIMHUYECKUX UCCNef0BaHUI 1EKAPCTBEHHbIX
npenaparos;

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

8) WHCNeKTMpoBaHME NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME MNpaBWIaM
OpraHuM3aumMm MNPou3BOACTBA M KOHTPOJIA KayecTBa NEKAPCTBEHHbIX CPEACTB, BblAaya 3aK/OYEeHU o
COOTBETCTBUM  MNPOU3BOAMUTENS  NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpPaBUA  OpraHU3auuu
NPOM3BOACTBA U KOHTPOS KAYeCTBa JIEKAPCTBEHHbIX CPEACTB;

9) rocyapcTBEHHAnA perncTpaumsa yCTaHOBEHHbIX NPOU3BOAUTENAMM JIEKAPCTBEHHbIX MPenapaTos
npefenbHbIX OTNYCKHbIX LLeH HA *KU3HEHHO HEOBXOAMMbIE U Ba*KHENLIME SIeKapCTBEHHbIe NpenapaTtbl U
BeAEHME rocyapCcTBEHHOrO peecTpa NpeaesbHbIX OTNYCKHbIX LLeH NPOU3BOAUTENEN Ha JIEKAPCTBEHHbIE
npenapaTtbl, BK/OYEHHble B MNEepevYeHb MU3HEHHO HeobXoAUMBIX W BaXKHEMLIMX JIeKapCTBEHHbIX
npenaparos;

10) ycTaHoOB/NeHWe MoOpsAKa BBO3a JIeKAPCTBEHHbIX CPeACcTB Ha TeppuTopuio Poccuiickoi
depnepaunn 1 BbIBO3a SIEKAPCTBEHHbIX CPeACTB € TeppuTopumn Poccuiickoit ®epepaumu;

11) co3pgaHue COBETOB MO BONPOCAM, CBA3aHHbIM C 0bpalLeHeM IeKapCTBEHHbIX CPeACTB;

12) atTectauus n cepTuduUKaLma CneunanmncTos;

13) yTpatun cuny c 1 ceHtabpsa 2013 roga. - PeaepanbHbiii 3aKoH oT 02.07.2013 N 185-93;

14) MOHUTOPMHT 6E30MaCHOCTU NEKAPCTBEHHbIX MPENapaTos.;

15) yyacTue B MeXKAyHapOAHOM COTPYAHUYECTBE;

16) nonyyeHne no 3anpocam ynosHOMOYEHHOro ¢eaepasibHOro opraHa UCNOJIHUTEIbHOM BAACTM
OT OpPraHoB MCMOJHUTENbHOW BnactM cybbekToB Poccuitckon ®Pepepaumm, a Takke OT cybbekTos
06palleHnA NeKAPCTBEHHbIX CPeacTB A8 MEeAMUMHCKOro NpumeHeHus uHdopmauMM no Bomnpocam
YCTaHOB/IEHUA U MPUMEHEHUS LEeH HAa IeKapCTBEHHbIe NpenapaTbl M Ha40aBOK K HUM;

17) npuvmeHeHMe mMep OTBETCTBEHHOCTM 3a HapylweHWe 3aKoHoaaTenbCTBa PoccuiicKol
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depgepaunn.

CrtaTtbA 6. [NONHOMOYMA OPraHOB MCNONAHUTENBHOMN BAAcT cybbeKkTa Poccuiickoit deaepaymm npu
obpaLLeHMM NeKAapPCTBEHHbIX CPeACTB

K nonHomoumam opraHoB WCNOAHWUTENbHOW Bnactu cybbekta Poccuitckoit dPepepaumm npu
obpaLLeHMM NeKAPCTBEHHbIX CPEeACTB OTHOCATCA:

1) paspaboTtka W peanuMsaums  perMoHafbHbIX MNporpamm  obecneyeHUs  HacesneHus
JIeKapCTBEHHbIMM NpenapaTamu;

2) ycTaHOBNEHME Npeae/ibHbIX Pa3MepoB ONTOBbIX HAZ0ABOK M NPeAe/bHbIX Pa3MepoB PO3HUYHbIX
HafbaBOK K (AKTMUYECKMM OTMYCKHbIM LLEHAM, YCTAaHOBJEHHbIM MPOWU3BOAUTENAMU NEKAPCTBEHHbIX
npenapaToB, Ha NEeKapCTBEHHble MpenapaTbl, BK/AKOYEHHbIE B NEpPeYeHb KU3HEHHO HEOBXOAMMbBIX U
BaXKHEMNLUMX IeKAPCTBEHHbIX NpenapaTos;

3) ocyuwecTBneHMe pPermoHasbHOro rocyfapCTBEHHOIO KOHTPOAA 33 MNPUMEHEHWEM LEeH Ha
NIeKapCTBEHHbIE MpenapaTbl, BKAKOYEHHblE B MepeyeHb MKM3HEHHO HEOOXOAUMbBIX W BAXKHEMNLIMX
NIeKAPCTBEHHbIX NPEnapaToB, OpraHW3auMAMM OMTOBOM TOProBAW, aNTEYHbIMM OPraHU3aAUMAMMU,
WHOMBUAYANbHBIMWM  MPeAnpPUHUMATENAMK,  UMEWUMN  IMLEH3UI0  Ha  dapMaLLeBTUYECKYIO
OeATeNbHOCTb.

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

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKOIMEA
CraTtba 7. Pa3paboTKa 1 n3gaHue rocyapcTBeHHOM dapmakoneu, pasmelleHme JaHHbIX O Hel

1. Moa rocygapcTBeHHOW dGapmaKoneen MoHMMaeTca cBog obuwmx ¢apmaKonenHbIXx cTaTer u
dapmaKonenHbIx ctaTe.

2. Pa3paboTka obwmx dapmakonemHblx ctatem M GapMaKoNemHbIX CTaTeEN M BKIOYEHME UX B
rocyapcTBeHHyo ¢apmaKonel OCyWecTBAAITCA B MNOPAAKE, YCTAHOB/IEHHOM YMNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENbHOM B/IACTHU.

3. Pa3paboTka papmaKoneitHoW CTaTbM Ha OPUIMHANbHOE 1EKAPCTBEHHOE CPEACTBO U BKIOYEHME
€e B rocyfapcTBeHHylo $GapmaKonel B TeYeHWE CPOKA AEMCTBUA 3aUMUTbl UCKAOUMTENbHOTO MpaBa,
YA0CTOBEPEHHOIO NMAaTEHTOM Ha OPUIMHA/IbHOE NIEKAaPCTBEHHOE CPEeACTBO, OCYLLECTBAAIOTCA C COrlacus
ero paspaboTumka.

4. TocypapctBeHHaa dapmakones uM34aeTcA  YNOAHOMOYEHHbIM  deaepanbHbIM  OpraHOM
NCNOJIHUTENbHOM BNACTM 3a CYET cpeAacTB denepasbHOro 6I0OAXKETA U MOANEKUT NEPEU3LAHUAM HE pexe
YeM OAMH pa3 B NATb JIeT, B MepUoL MeXay KOTOPbIMU U3AA0TCA MPUIONKEHUA K roCyAapCTBEHHOM
dapmakonee, copeprkawme obwue dapmakoneitHble ctatb W (MAKM) dapmaKoneiHble CcTaTby,
YTBEPXKAEHHbIE NOC/E U34AHUA NN NEPEU3aHMA FOCYAaPCTBEHHOW dapmaKoneun.

5. YnonHomoueHHbI ¢eaepanbHbii OpraH WMCNOMHWUTENbHOW BAACTM pPasMeLLaeT JaHHble O
rocygapcteeHHon dbapmMmaKonee U NPUNOKEHUSAX K Hell Ha cBoem odpuumanbHOM caiTe B ceTn "UHTepHeT"
B YCTAHOB/IEHHOM UM NOPSALKeE.

nasa 4. TOCYAAPCTBEHHbIA KOHTPO/1b MPU OBPALLEHUN
NEKAPCTBEHHbIX CPEACTB

Cratbss 8. JIMuEH3MpOBaHME NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB M dapMaLeBTUYECKON
AeATeNbHOCTH

1. /InueHsnpoBaHne NPOM3BOACTBA SIEKAPCTBEHHBIX CPEACTB U papMaLLeBTUUYECKOW AeATeNbHOCTU
OCYLLECTBNAETCA B COOTBETCTBUM C 3aKOHOAaTebcTBOM Poccuiickoin deaepauuu.

2. Ob6A3aTenbHbIM YCNOBMEM MNPEAOCTaBAEHMA NMLEH3UM Ha MPOM3BOACTBO J/IEKAPCTBEHHbIX
CPeACTB ABNAETCA MPUOXKEHME K 3aBNEHUIO COMCKATENA NIMLEH3MU NepeyHs IeKapcTBeHHbIX Gopm K
(van) Bupoe dapmaleBTUHECKMX CyBCTaHLMI, KOTOpble MNPOU3BOAMTE/Nb JIEKAPCTBEHHbIX CPEACTB
HamMepeH NPoOU3BOANTD.
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3. B cy4Yae HeobXoAMMOCTM pacluMpeHns NPoM3BOACTBA JIeKAPCTBEHHbIX CPEeACTB 3a CYET HOBbIX
NeKkapcteeHHbIX GOpPM M BUAOB papmaLLeBTUYECKUX CyOCTaHUMIM NPOM3BOAUTENb NEKAPCTBEHHbIX CPEACTB
AONXKEH MONYUYNTb HOBYIO JINLLEH3UIO HA MPON3BOACTBO /IeKaPCTBEHHbIX CPeACTB.

CraTbs 9. FocyAapCTBEHHbIN KOHTPOb (Haa30p) B chepe 0bpalleHUs NeKapCTBEHHbIX CpeacTB
(B peq. PegepanbHOro 3akoHa ot 25.06.2012 N 93-93)

1. FlocymapcTBeHHbIM KOHTPOb (Haa3op) B chepe obpalLeHUs NeKapCTBEHHbIX CPeACTB BK/IOYAET B
cebs:

1) NNUEH3MOHHLIN KOHTPO/Ab B cdepe NPOU3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB M B coepe
dapmaLLeBTMUYECKON AeATENbHOCTY;

2) dbenepanbHbIl rocyAapcTBEHHbIV Hag3op B chepe obpalleHNA NekapCcTBEHHbIX CpeacTB.

2. JIMUEH3MOHHbIN KOHTpONb B cdepe NpoM3BOACTBA IEKAPCTBEHHbIX CpeactB U B cohepe
dapmaueBTUHECKON AeATeNbHOCTU OCYLLECTBAAETCA YMNOAHOMOYEHHbIMU deaepanbHbiM  OpPraHoOM
WCNO/IHUTENbHON BNAacTU M OpraHamMu WCMOJIHUTENbHOM BacTM cybbekToB Poccuiickon deaepaumu
COrNacHO UX KOMMNETEHLUN B MOPAAKE, ycTaHoBNeHHOM PeaepanibHbiM 3aKOHOM OT 26 aekabps 2008 roaa
N 294-®3 "O 3awuTe npaB OPUAWYECKUMX UL, U WUHAMBMAYANbHbIX MpeanpuUHUMaTENnel npu
OCYLLECTB/IEHUM TOCYAAPCTBEHHOrO KOHTPOAS (Hag3opa) M MyHUUMMNANbHOTO KOHTpons", c ydyeTom
0CcobeHHOCTel opraHM3aunmn U NpoBeaeHUs NPOBEPOK, YCTaHOBNEHHbIX PeaepanbHbIM 3aKOHOM OT 4 Mas
2011 roga N 99-@3 "O nnueH3npoBaHUN OTAE/NbHbIX BUAOB AeATeNbHOCTU".

3. depepanbHbIM FOCYAapCTBEHHbIN Haa3op B chepe o0b6palleHUs JIeKapCTBEHHbIX CPecTB
OCYLLECTBNIAETCA YNO/JIHOMOYEHHbIMU defepanbHbiIMU OpraHamu WCNONHUTENbHOW BnacTu (manee -
OpraHbl TroCydapCTBEHHOrO Hag30pa) COrMacHO WX KOMMETeHUMM B MopsaKe, YCTaHOB/IEHHOM
MpasuTtenbcteom Poccuinckoit ®epepaumm.

4. @epepanbHbIit rOCYyAapCTBEHHbIM Haas3op B chepe obOpalleHMA NEeKAaPCTBEHHbIX CpeacTs
BK/ItOYaET B cebs:

1) opraHusaumio 1 NpoBeAeHMe NPOBEPOK cobtoaeHUs cybbekTaMm 0bpalLeHNs NeKapcTBEHHbIX
CPeacTB YCTaHOB/AEHHbIX HacToAwMMm dPesepanbHbIM 3aKOHOM UM NMPUHATBIMW B COOTBETCTBUM C HUM
WHbIMW HOPMATUBHbIMM MPaBOBbIMWU akTamn Poccuitckolt Pepepaumm TpeboBaHUN K AOKIMHUYECKUM
nccnenoBaHMAM NIEKAPCTBEHHbIX CPeacTB, KIMHUYECKMM UCCNeA0BaHMAM NIeKapCTBEHHbIX NpenapaTos,
XpaHeHWI0, NepeBo3Ke, BBO3Y B Poccuiickyto ®egepaumto, oTNyCcKy, peanmsalmm NeKapcTBEHHbIX CPeacTs,
NPMMEHEHWNIO NEKapPCTBEHHbIX MNPENapaToB, YHUUTOXKEHWUIOD JIEKAPCTBEHHbIX CPEACTB, a TaKkKe
cobnogeHna  ynosHOMOYEHHbIMM  OpraHamMu  MCMNONHUTENbHOM BfacTM cybbekToB Poccuinckoit
depepaunn MeToAMKM YCTaHOBNEHWUA MpefesbHblX Pa3smMepoB OMNTOBbIX HaAbaBOK W NpeaesibHbIX
pa3mepoB PO3HUYHbIX HaAO6ABOK K PaKTUUECKMM OTNYCKHbIM LLeHaM, YCTaHOBEHHbIM NPOU3BOAUTENAMMU
NIEKApPCTBEHHbIX MPENapaToB, Ha /IEKAPCTBEHHble MpenapaTbl, BK/OYEHHbIE B MNepeyYeHb MKMU3HEHHO
HEeobX0AMMbIX U BaXKHENLLMX NeKapCTBEHHbIX NpenapaToB (aanee - obAsaTenbHble TpeboBaHUSA);

2) opraHusaumio 1 NpoBeaeHMe NPOBEPOK COOTBETCTBUSA IEKAPCTBEHHbIX CPEACTB, HAaX0AALWMXCA B
obpallleHMun, ycTaHOBEHHbIM 06A3aTe/IbHbIM TPebOBaHMAM K UX KauecTsy;

3) Bblgauy paspeLleHnii Ha BBO3 JIeKapPCTBEHHbIX CPeACTB Ha TeppuTopmto Poccuinckoit ®eaepaumu;

4) opraHu13aumio n NnposegeHMe MOHUTOPMHIa 6e30MacHOCTM IEKAaPCTBEHHbIX NPenapaTos;

5) npumeHeHWe B NopaaKe, yCTaHOB/IEHHOM 3aKoHoAaTenbCcTBOM Poccuiickon Pepepaunmn, mep no
npecevyeHUIo BbIABNEHHbIX HapyleHWli 06A3aTeNbHbIX TpeboBaHUN U (MM) yCTPaHEHUIO NOCAeACTBUIA
TAaKUX HapyLeHWI, Bblgayy npeanncaHuii o6 yCTpaHEHWM BbIABAEHHbIX HapyleHui o6s3aTeNbHbIX
TpeboBaHMI 1M NPUBEYEHME K OTBETCTBEHHOCTM /1ML, COBEPLUMBLLIMX TaKUE HAPYLUEHUS.

5. K oTHOLWeEHNAM, CBA3AHHbIM C OcyLLecTBieHMeM denepasbHOro rocygapcTBEHHOrO Haa3opa B
cbepe o0bOpalleHUs NEeKapCTBEHHbIX CPeACTB, OpraHM3aumen M npoBegeHMeM NPOBEPOK CYObEKTOB
obpallLeHMa NeKapCTBEHHbIX CPeACTB, NPUMEHAIOTCA NonoKeHns PeaepasbHOro 3aKoHa OT 26 AeKabps
2008 roga N 294-®3 "O 3awmTe nNpas LPUANYECKUX UL, U UHANBUAYANIbHbIX NpegnpuHMMaTenen npum
OCYLLECTB/IEHUM rOCYAapPCTBEHHOTO KOHTPOASA (Haa30pa) U MyHULMMNAAbHOTO KOHTpona'.

6. [ONKHOCTHble /MUa OpraHa rocyAapCTBEHHOrO Haa3opa B NOpAAKe, YCTaHOBAEHHOM
3aKoHoaaTenbcTBoM Poccuiickoit Pepepaummn, UMeroT NpaBo:

1) nonyyaTb Ha OCHOBaHUM MOTMBUPOBAHHbLIX MUCbMEHHbIX 3aNpPOCOB OT CybbeKToB 0bpalleHusa
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JIeKAapPCTBEHHbIX CPEeACTB, OPraHOB MCNOAHWUTENbHOW BAAacTM CybbekToB Poccuiickoit depepaumm wm
OpPraHoB MEeCTHOr0O CaMoOynpaBiAeHUAa LOOKYMEHTbl W WHPOPMaUMIO MO BoMpocam obpaleHus
JIeKapCTBEHHbIX CPeacTBs;

2) becnpenATCTBEHHO MO MNPEAbABAEHUN CAYKEBHOro yA0CTOBEPEHMA U KOMUM NpPMKasa
(pacnopsikeHun) opraHa rocy4apcTBEHHOro Hag30pa O HasHaYeHMM NPOBEPKM NOCeLLaTb UCMO/Ib3yeMble
IOPULMYECKUMWN  NLUAMM, WHAMBUAYANbHBIMW MNPEANPUHUMATENSAMKN, SBAAIOWMMUCA CyObEKTamM
06paLLeHMA TIEKAPCTBEHHbBIX CPeACTB, NPU OCYLL,ECTB/EHUM CBOEN AeATeNbHOCTU TepPPUTOPUN, 34aHUS,
NOMELLEHUS N COOPYIKEHMSA B LLeNAX NPOBeAEHNA MEePONPUATUIA MO KOHTPOIO;

3) npoBoauTb O0THOP 06PA3LLOB NEKAPCTBEHHBIX CPEACTB, NPeAHa3HAYeHHbIX A1A peasm3aumm u
peanusyembix CybbeKTamu O0O6paLLleHMA JIeKApCTBEHHbIX CPeACTB, A4/ MNPOBEPKM MX KayecTsa,
npoBeAeHNA WUCCNef0BaHWW, WCMbITAHUA B COOTBETCTBUMM € NpaBuaamu oTbopa o06pasyos,
YCTaHOB/IEHHbIMW YNONHOMOYEHHbIM deaepasibHbIM OPraHOM UCNONHUTENBHOW BNACTY;

4) BblAaBaTb CybbeKkTam 0OpaLLeHMA NEKAPCTBEHHbIX CPeACTB MpennucaHua O NpeKpalleHuu
HapyLlweHuit obAsaTenbHbiX TPeOOBAHUN U 06 YCTPaHEHUM BbIABNEHHbIX HapylWweHW 06s3aTesbHbIX
TpeboBaHU;

5) HanpaBnATb B YNO/JHOMOYEHHblE OpraHbl MaTepuanbl, CBA3aHHble C HAPYyLWeEHUAMMU
0653aTeNbHbIX TPeboBaHWUA, AN PELUEHUs BOMPOCOB O BO3OYXKAEHUW YrONOBHbIX Aen NO NpU3HaKam
npecTyniaeHun.

Fnasa 5. PASPABOTKA, AOKTMUHUYECKUE NCCNEAOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXKE KTUHUYECKUE NCCNIEAOBAHUA
NEKAPCTBEHHbIX NPEMAPATOB AN1A BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTKa /IeKapCTBEHHbIX CPEACTB

1. Pa3paboTKka /IeKapCTBEHHbIX CPEACTB BK/OYaeT B cebA MOUCK HOBbIX ¢GapMaKoIorMyecku
aKTUBHbIX BELWECTB, Mocaeaylollee WU3yYeHMe WX JIEKAPCTBEHHbIX CBOWCTB, AOKJAWHUYECKUE
nccnefoBaHusA, pa3paboTKy TexHONorMi npousBoacTea GapmaleBTUUYECKUX CybCTaHLMM, pa3paboTky
COCTaBOB M TEXHO/IOTUIA NPOMN3BOACTBA IEKAPCTBEHHbIX NPENapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTKM NEKAPCTBEHHbIX CPEACTB OCYLLLECTBAAETCA 3a CYET:

1) cpeacts denepanbHoOro broaxeTa;

2) cpeacTB pa3paboTUMKOB NEKAPCTBEHHbIX CPEACTB;

3) cpeacTB npousBoAMTENEN  NIEKAPCTBEHHbIX CPEeACTB  NPW  BbINOJHEHUW  Hay4HO-
nccnenoBaTenbCkux  paboT No  [0roBopy Mexay paspaboTyMKom  IeKapCTBEHHbIX CPeacTB U
npou3BogUTENEM IEKAPCTBEHHbIX CPeACTB;

4) HbIX He 3anpeLLeHHbIX 3aKOHOAaTeNbCTBOM Poccuitickoi deaepaumm UCTOYHUKOB.

3. MNpaBa pa3paboTuMKa  NEKApPCTBEHHOTO  CPEACTBA  OXPAHAKTCA  TPaXKAAHCKUM
3aKOHOAATEIbCTBOM.

Cratba 11. JOoKnnHM4ecKkoe unccnefoBaHUe JIeKapCTBEHHOro cpeactsa AnA MeguuMHCKOro
npumeHeHunA

1. JoKNMHMYECKoe MUCCef0BaHWE JIEKAPCTBEHHOMO CPeacTBa A1 MeAMUMHCKOro NpUMeEHeHus
npoBOANTCA NyTeM NPUMEHEHMA Hay4yHbIX METOAOB OUEHOK B Lensx MNoJjyvyeHuA [0Kas3aTenbCTs
6e30nacHOCTH, KayecTBa U 3PPEeKTUBHOCTU IEKAPCTBEHHOIO CPeACTBa.

2. JOKAMHWYecKoe uccnefoBaHMe NeKapCTBEHHOro CpeacTBa Aaa MeAULMHCKOro NpUMeHeHus
npoBOANTCA B  COOTBETCTBMW C  NpaBunamm  NabopaTopHOM  MPAKTUKKU,  YTBEPXKAEHHbIMU
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM UCMONHUTEIbHOW BAACTU.

3. lna opraHM3aumnm U NpoBeaeHUsA OKAMHUYECKOTO UCCIeA0BAHNS NeKapCTBEHHOIO CpeacTBa A1A
MeAULMHCKOTrO MNPUMEHEHUA Pa3pPaboOTUMKM NeKAPCTBEHHbIX CPEACTB MOTyT MPMB/JEKaTb Hay4yHo-
nccnefoBaTelbCKMe opraHM3saumm, obpasoBaTeibHble opraHM3almm Bbicllero obpasoBaHMaA, MMetoLme
HeobXoAMMYI0  MaTepuanbHO-TEXHMYECKYID 6a3y UM KBaAUOUUMPOBAHHbLIX  CNEuuasuctos B
COOTBETCTBYOLLEN 061aCTN UCCNen0BaHUA.

(8 pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)
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4. [JOKNMHMYeCcKoe uccnefoBaHME NIeKapCTBEHHOrO CpeacTsa A8 MeAMUMHCKOro NpUMeHeHus
NPoOBOAMTCA MO YTBEPXKAEHHOMY pPa3paboTYMKOM JIeKAPCTBEHHOrO CPeAcTBa MJaHy C BegeHWeMm
NMPOTOKO/1a 3TOF0 UCCNen0BaHMA M COCTaBAEHMEM OTYETa, B KOTOPOM COAEP)KATCA pe3ynbTaTbl 3TOrO
NUCCNefOBaHUA W 3aKNOYEHME O BO3MOMKHOCTM MPOBEAEHMA  KAMHUYECKOro WUcCiefoBaHMA
JIeKapCcTBEHHOTO NpenapaTta 418 MeaAnUMHCKOrO NPpUMEHEHMUS.

5. MNpoBeaeHne npoBepok cobatogeHuA npaBua NabopaTOpHOM MPAKTUKM M MPABOBLIX HOPM
NCNO/Ib30BaHMA KMBOTHbIX MPU NPOBEAEHUN AOKANHUYECKUX UCCNEA0BaHUIA NEKAPCTBEHHbIX CPeacTB
ONA  MEeAMUMHCKOFO MNPUMEHEHUA OCYLLECTBAAETCA YNONHOMOYEHHbIM deaepanbHbiM  OpraHoOM
NCNOSIHUTENbHOM BNACTW.

6. Pe3synbTaTbl OOKAMHUYECKOrO WUCCAELOBAHUA JIEKAPCTBEHHOIO CPEeACTBA ANA MEeAUULMHCKOro
NPUMeHeHMA MOryT ObITb NpeacTaBieHbl B YNONHOMOYEHHbIN deaepanbHbli OpraH UCNOJHUTENbHOM
BNACTW B YCTAHOBSIEHHOM NOPALKE B LLENAX FOCYyAapCTBEHHON perncTpaLmMm 1eKapcTBEHHOro npenapara.

Cratba 12. [OKAMHMYECKoe wuccnepoBaHue NEeKapCTBEHHOrIo cpeacrtBa W KAWMHUYECKOE
ncecnegoBaHMe NeKApPCTBEHHOIO NpenapaTta ANA BETEPUHAPHOIoO NpuMeHeEHNA

1. [loKAMHUYEeCKoe MCcCneaoBaHUE NIeKapCTBEHHOMO CPeACcTBa A1 BETEPUHAPHOro npuUMeHeHus
NPOBOANUTCA NYyTEM MPUMEHEHMA Hay4YHbIX METOAO0B OLLEHOK B LENAX MOoJy4YeHWA [A0Ka3aTeNbCrs
6e3onacHoOCTH, KayecTsa M 3GHEKTUBHOCTU JIeKapCTBEHHOIO CPpeAcTBa, B TOM YMC/Ie onpeaeneHns CpoKka
€ro BbIBEAEHWNA U3 OpPraHM3Ma XMBOTHOTO, B Lenax obecnedeHuns 6e30nacHOCTU NPOAYKLUMN MUBOTHOIO
MPOMCXOXAEHMA NOCaAe NPMMEHEHMA COOTBETCTBYIOLLErO €KapCTBEHHOrO Npenapara.

2. [JOKAMHMYECKoe MWCCneaoBaHMe J/IeKapCTBEHHOro CPeacTBa M KAMHMYECKOoe ucciedoBaHue
NleKapCcTBEHHOro npenapata Aaa BeTEePUHAPHOro MpUMeHeHus, ucciegoBaHMe BGUMO3KBUMBANEHTHOCTM
YKa3aHHOro NeKapCTBEHHOro npenaparta NpPoBOAATCA B COOTBETCTBUM C NpPaBuMAaMU, YTBEPMKAEHHbIMU
YMNOAHOMOYEHHbIM defepanbHbiM OPraHOM UCMOIHUTEIbHOM BAACTH.

3. [oKAMHWMYecKoe wucciedoBaHME JIEKapCTBEHHOrO CPeAcTBa M KAMHWYECKOe WccieaoBaHue
NIeKapCcTBEHHOro npenapata A/ BeTepMHapPHOro MPUMEHEHUA MNPOBOAATCA MO YTBEPMKAEHHOMY
pa3paboTUMKOM /IeKapCTBEHHOro CpPeAcTBa MaHy C BeAeHWeM MNPOTOKOJIOB 3TUX WUCCAeA0BaHWA U
COCTaB/IEHMEM OTYETOB, B KOTOPbIX COAEPMHATCA Pe3y/IbTaTbl 3TUX UCCEA0BaAHUA.

4. na opraHM3aumm 1 NPOBEAEHUA AOKINHUYECKOTO UCC/IeA0BaHUA NEKapCTBEHHOMO CPeacTBa U
KIMHUYECKOrO MCCNeA0BaHWA /IeKapCTBEHHOro npenapata AAf BETEPUMHAPHOro  MPUMEHEHMS
pa3paboTUMK NEeKAPCTBEHHOMO CPEACTBA MOXKET MPUBJEKaTb OpraHM3auMu, UMeloLlme Heobxoanmyto
MaTepuanbHO-TEXHUYECKYO 6a3y M KBaAMOMUMPOBAHHbIX CMNELMasncToB B COOTBETCTBYoLWen obaactm
nccneaoBaHms.

5. KAMHUYecKne nccnenoBaHUA NEKapCTBEHHbIX Npernapatos A4 BETePUHAPHOro MpUMEHEeHMs
NPOBOAATCA B BETEPMHAPHbIX OpraHM3auMaX W B OpraHM3aumax, OCYLLECTBAAIOWMX pa3seaeHue,
BblpalLMBaHME U COAEPXKaHNE KUBOTHbIX, B LLENAX:

1) ycTaHOBAEHUA NEPEHOCMMOCTU SIEKAPCTBEHHbIX MPEnapaTos 340P0BbIMU }KUBOTHbIMM;

2) nogbopa ONTMMasbHbIX [O03MPOBOK JIEKAPCTBEHHbIX MPenapaTtoB M Kypca JeyeHusa Ha
KOHKPETHO rpynmne »MBOTHbIX C onpeaeneHHbiM 3a6oseBaHnem;

3) ycTaHoBAeHUA 6e30nacHOCTU M 3P GEKTUBHOCTU 1eKapCTBEHHOTO NpenapaTa, NpeAHasHauYeHHoro
ANA NeyeHunn onpeaeneHHbix 3a601eBaHUIN KUBOTHbBIX, AW 3GOEKTUBHOCTU NEKaPCTBEHHOTO Npenapara
Ans npodMNaKTUKKN 3a60NeBaHMI 300POBbIX UBOTHbIX;

4) M3y4YyeHUA BO3MOKHOCTEW PaCLUMPEHUA MOKa3aHW K MPUMEHEHWUI0 3aperucTpMpoBaHHOro
NeKapCTBEHHOrO Npenapara v BbIABNEHUA paHee HeU3BEeCTHbIX MOBOUYHbIX AeNCTBUNA.

6. KnnHuyeckoe uccnefoBaHMe NEKAapCTBEHHOrO MnpenapaTta A4/18 BETePUMHAPHOro MpUMeHeHus
OCYLLECTBNAETCA 33 CYET CPEeACTB Pa3paboTumKa NeKapCcTBEHHOMO CPeaCTBa.

7. OT4eTbl O pesynbTaTax AOKAMHMYECKOTO WCCAeL0BaHUA JIeKAapCTBEHHOTO CpeacTBa MU
KJAMHUYECKOrO UCCNeA0BaHWA  /IeKapCTBEHHOro npenapata  AAs  BEeTePUHApPHOro  MPUMEHEHMS
COCTaBNAIOTCA Pa3paboOTUMKOM JIEKAPCTBEHHOIO CPEACTBa C YYETOM 3aK/IOUYEHWA OpraHusauui,
NPUHUMABLLNX y4aCTUE B OPraHM3aLmMm U NPOBEAEHMMN STUX UCCAeA0BaAHNIA.

8. KoHTpo/ib 3a npoBeAgHMEM AOKJAMHUYECKMX WCCAeA0BaHWUA JIeKapCTBEHHbIX CPEACTB U
KAMHUYECKMX WCCNEA0BaHMIN  NIEKapCTBEHHbIX MNpenapatos A1Aa BEeTEPUHAPHOr0  MPUMEHEHMS
OCYLLLECTBNAETCA YOJIHOMOUYEHHbIM peaepasibHbIM OpraHOM UCMONHUTE/IbHOMN BNACT.



Mnaea 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOM PETUCTPAL MU
NEKAPCTBEHHbIX MPEMAPATOB

Cratba 13. locypgapcTBeHHasa perncrpauma eKapcTBEHHbIX NPenapaTos

1. JlekapcTBeHHble npenapaTtbl BBOAATCA B rpa*kAaHCKMA 060poT Ha Tepputopumn Poccuiickoi
depepaunmn, ecanm OHWU 3aPErucTPMpPOBaHbl COOTBETCTBYHOWMM YNOJHOMOYEHHbIM deaepanbHbIM
OpPraHOM MCMOJIHUTE/IbHOM BAAaCTH.

2. FocyAapCTBEHHOM perncTpaLmmn nogear:

1) opurMHanbHble NeKapCcTBEHHbIE NpenapaThbl;

2) BOoCcnpoun3BeAeHHbIE IEKAPCTBEHHbIE NpenapaTbl;

3) HOBble KOMBUHALUWM 3aPErMCTPUPOBAHHbIX PaHEE IEKAaPCTBEHHbIX NPENapaTos;

4) nekapCTBEHHble MpenapaTbl, 3aperucTpUpoBaHHble paHee, HO MNPOM3BEAEHHbIe B APYrux
NeKapCTBEHHbIX popMmax, B HOBOWN A03MPOBKeE.

3. FocypapcTBeHHas perncTpauma NeKapcTBeHHbIX NPenapaToB Ana MeAMUMHCKOro NpUMeHeHUA
OCYLLECTBNAETCA NO pe3ynbTaTaM 3KCNepTU3bl NEKAPCTBEHHbIX CPEACTB M 3TUYECKOM 3KCNepTusbl
BO3MOXHOCTU  NPOBEAEHMA  K/IUHMYECKOrO  WCCAeAO0BaHUA  NEeKapCTBEHHOro npenapata  Ans
MeAULMHCKOro npUMeHeHMA (Janee - 3TUYeckasa 3KcnepTtvsa). locygapcTBeHHasa perncrpaums
NIeKApPCTBEHHbIX MNpPenapaTtoB ANnA BETEPUHAPHOTO MPUMEHEHUS OCYLLECTBAAETCA NO pe3y/abTaTam
3KCMNEepTM3bl IEKAPCTBEHHbIX CPeACTB ANl BETEPUHAPHOrO NPUMEHEHMSA.

4. TocypapCcTBEHHAA PErNCTPaLMA IEKAPCTBEHHbIX MPEnapaToB OCYLLECTBASAETCA COOTBETCTBYIOLWMM
YNO/IHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOJIHUTEIbHOM B1IaCTU B CPOK, HE NMPEBbILAOLWMIA ABYXCOT
AecATu paboumnx AHen co AHA NPUHATUA 3as8BEHMA O FOCYAaPCTBEHHOM PEerucTpauum IEKapCTBEHHOIO
npenapata. B yKasaHHbIN CPOK BKAOYAETCA Bpemsi, Heobxoaumoe A/ MOBTOPHOIO MNpOBeAeHUs
3KCMEepPTU3bl IEKAPCTBEHHbIX CPEACTB U (MM) 3TUYECKOM 3KCMepTUsbl B COOTBETCTBUM CO cTaTbel 25
HacToswero ®enepanbHOro 3akoHa. CpoK rocyAapCTBEHHON perncrpaumm IeKapcTBEHHOrO npenapaTta
NUcYMCNAeTcA CO AHA MNPUHATUA COOTBETCTBYHOLMM YNOJIHOMOYEHHbIM deaepanbHbIM  OpraHoOM
WCNOJIHUTENIbHON BNIACTU 3aABJIEHMA O FOCYAAPCTBEHHOM pPerncrpauum IeKapcTBEHHOrO npenapaTa ¢
NpPUNOXKEHNeM HeobXxoAMMbIX [AOKYMEHTOB MO A€Hb BblAayYn PErnmcTpaumMoHHOro yA0CTOBEPEHUA
NIeKapCTBEHHOrO npenapaTta. Bpema npoBeAeHUA KAMHUYECKOTO WCCAeA0BaHUA JIEKaPCTBEHHOIO
npenapara, a TakKe Bpems, Heobxoaumoe ans HanpasaeHUs YNoAHOMOYEHHbIM desiepanbHbIM OpraHom
WCNONIHUTENbHON B/ACTM 3anpoca O NpeAcTaB/ieHMM HeobXxoAMMbIX MaTepuanoB M NpeacTaBieHUs
3aABMTENIEM OTBETa Ha AaHHbIN 3anpoc B COOTBETCTBMM CO cTaTbamu 16, 19, 22 u 23 HacToswero
denepanbHOro 3aKoHa, HE YYMUTbIBAETCA NPU UCUYMCNEHUN CPOKA rOCYyAaPCTBEHHOM pPerncTpaumnm Takoro
NIeKapCTBEHHOrO Npenapara.

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

5. FlocyaapcTBEHHOM perucTpaumm He noaseat:

1) neKkapcTBeHHble npenapaTbl, N3roTOBAEHHbIE anTeYHbIMU OpPraHM3aLUAMU, BETEPUHAPHbLIMMU
anTeYHbIMW OpPraHM3aLMAMMU, UHANBUAYANbHBIMU NPEeANPUHUMATENAMM, KOTOPbIE UMEIOT JINLEH3MUIO Ha
dapmaLLeBTMUECKYIO AeATe/NbHOCTb, MO peuenTam Ha JIeKapCTBEHHble npenapatbl U TpeboBaHMAM
MeAULIMHCKUX OpraHM3aumii, BEeTePMHaAPHbIX OpraHM3aunii;

2) nekapcTBEHHOE PacTUTEe/IbHOE CbiPbE;

3) neKapcTBeEHHbIE NpenapaThbl, NpUobpeTeHHble GU3NYECKUMU ANLLAMU 33 Npesenammn TEPPUTOPUM
Poccuitckoit Pepepaumm n npegHasHayYeHHble 415 IMYHOMO UCNONb30BaHMUS;

4) nekapcTBeHHbIe NpenapaTbl, NpeAHa3HaYeHHbIe A5 SKCNOPTa;

5) pagnodapmaueBTUYECKME NEeKAPCTBEHHbIE MPenapaTtbl, U3roToBAEHHbIE HENoCPeaCcTBEHHO B
MEeAULMHCKMX OpraHM3aumnsax B nopsake, yCTaHOBJAEHHOM YNOJAHOMOYEHHbIM denepasibHbiM OpraHom
NCNOJIHUTENIbHOMN BNACTW.

6. He gonyckaeTcs rocygapcTBeHHas permcrpaums:

1) pa3nnYHbIX IEKapPCTBEHHbIX NPenapaTos Noj 04MHAKOBbIM TOProBbIM HAMMEHOBAHUNEM;

2) oaHOro NeKkapCTBEHHOro npenapaTta, BbIMYCKaemMoro npousBoAuTenem noJ, PasinUyHbIMU
TOProBbIMM HAaMMEHOBAHMAMM W NPeACTaB/NIEHHOIO Ha rocyAapCTBEHHYIO perucTpauuio B Buae AByX U
60/1ee NekapcTBEHHbIX NpenapaTos.
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CraTtba 14. MpUHUMMbI SKCNEepTU3bl NEKAPCTBEHHbIX CPEACTB M 3TUYECKOMN 3KCNepTU3bI

1. 3KcnepTunsa NIeKapCTBEHHbIX CPEACTB M 3TMYECKAA 3KCMepTM3a OCHOBBIBAKOTCA Ha MPUHUMNAX
3aKOHHOCTK, cobnatogeHnAa npaB M cBoboj 4YenoBeKa M rpakgaHWHA, MpPaB OPUAMYECKOTO nLa,
HE3aBUCMMOCTUN 3KcnepTa, 06 bEKTUBHOCTU, BCECTOPOHHOCTU U NOJIHOTbI UCCAeA0BAHUI, MPOBOANMBIX C
NCNO/Ib30BAaHMEM COBPEMEHHbIX AOCTUMEHUI HAYKM U TEXHUKW, OTBETCTBEHHOCTM enepasnbHOro
rocyfapcTBEHHOrO BIOAMKETHOrO yUYpeXKaeHUA No NPOBeAEeHUID 3KCNEePTU3bl IEKAPCTBEHHbIX CPEACTB U
3KCNepToB 3a NPOBEeAEeHNE U KaYecTBO IKCNepPTU3bI.

2. DKCNepTU3a NeKAPCTBEHHbIX CPEACTB A8 MEAULMHCKOTO NPUMEHEHUA NPOBOAUTCA NO3TAMNHO:

1) Ha nepBOM 3Tane - 3KCMEPTU3a AOKYMEHTOB A/A MOJyYeHMA paspelleHus Ha nposeneHue
KIMHUYECKOTrO UCCIef0BaHNA IEKAPCTBEHHONO NPENapaTa, 3a UCKNIOUEHUEM:

a) NeKapCTBEHHbIX MpenapaToB, KOTOPble paspelleHbl AAA MeAUUMHCKOrO MPUMEHEHMA Ha
TeppuTopun Poccuiicko ®Pepepaunn bonee ABaguaTM NeT U B OTHOLIEHMM KOTOPbIX HEBO3MOXKHO
nposeaeHne nccnenosaHna 6MO3KBUBANEHTHOCTH;

6) nNeKapCTBEHHbIX MpenapaToB ANA MEAUUMHCKOTO MNPUMEHEHMA, B OTHOLIEHUM KOTOPbIX
NpoBeAeHbl MEXAYHAPOAHble MHOFOLLEHTPOBbIE KAMHUYECKME WCCNeAOBaHMA, 4acTb M3 KOTOPbIX
nposeaeHa Ha Tepputopumn Poccninckomn degepaumm;

2) Ha BTOpPOM 3Tane - 3KCnepTM3a NpeasioXeHHbIX METOA0B KOHTPOJIA KavyecTBa JIEKAapPCTBEHHOTO
CPeAcTBa M KayecTBa NpeacTaB/ieHHbIX 06pasLOoB EKAPCTBEHHOIO CPeacTBa C UCMONb30BAHUEM ITUX
MeTOZ0B (Janee - 3KCMEPTU3a KayecTBa JIEKAPCTBEHHONO CPeACTBA) M 3KCMepTM3a OTHOLLEHWSA
0XNJAeMOW NONb3bl K BO3MOXKHOMY PUCKY MPUMEHEHUA NEKAPCTBEHHOTO NpenapaTa, ocyLlecTBasemble
nocne NpoBeaeHna ero KIMHUYECKOro NccaeoBaHuUA.

3. 3KCnepTMn3a IeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOTO MPUMEHEHUA NPOBOANTCA OAHOITANHO
M BKAOYaeT B cebA 3KCNepTU3y KayecTBa JIEKAPCTBEHHOIO CPeACTBA M IKCMEPTM3Y OTHOLLEHMA
0XWJAeMOW NOJ/b3bl K BOSMOXHOMY PUCKY MPUMEHEHUA IEKAapCTBEHHOTO Npenapara.

CraTbAa 15. PesepanbHoe rocysapcTBeHHoe 6104 KeTHOE yupekaeHne No NPoBeAEHNIO IKCNepTU3bl
NeKapCTBEHHbIX CPeACTB

JKCnepTM3a NeKapCTBEHHbIX CPEACTB NpoBoAMTCA dedepanbHbIM rocyAapCTBEHHbIM BHOAMKETHbIM
YyUYpEeKAEHMEM COOTBETCTBYHOLLENO YNOAHOMOYEHHOTO deAepanbHOro opraHa UCMOIHUTENIbHOM BAACTH,
CO3ZaHHbIM Ana obecneyeHMss UCMOJAHEHUA MOSIHOMOYMI 3TOro ¢deaepanbHOro opraHa Mo Bblgade
paspelleHnit Ha NpoBeAeHUE KAUHUYECKMX UCCNeAO0BaHWI NEKApPCTBEHHbIX NpenapaToB W (Mau) no
rocyAapCTBEHHOW PErMcTpaLmmn 1eKapCTBeHHbIX NPenapaToB (Aanee - SKCNepTHOE yUpeKaeHue).

Cratba 16. OpraHusauma nNpoBeAEeHUA 3SKCMEePTM3bl NEKapPCTBEHHbIX CPEACTB B LENAX Mx
rocyAapCTBEeHHOM perncrpaunm

1. 3KcnepTu3a /IeKapCTBEHHbIX CPeACTB MPOBOAMTCA KOMWUCCMEN 3KCMEepTOB 3KCMepTHOro
YyUYpEeKAEeHUs, HA3HAaYEHHON ero PyKoBOAMTENIEM, Ha OCHOBAHMM 334aHUS Ha NPOBeAEeHMEe IKCNepTU3bl
NIeKapCTBEHHOTO CPEACTBa, BbIAAHHOMO YMOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCNOJIHUTEIbHOM
B/1aCTU. PYKOBOAUTE b SKCMEPTHOTO yupeKAeH A obecneymBaeT HagnexKallee NpoBeaeHe 3KcnepTusbl
NIeKapCTBEHHbIX CPEACTB B COOTBETCTBMM C 334aHMEM, BbIAAHHbLIM YNONHOMOYEHHbIM denepasbHbIM
OpPraHOM UCMOJIHUTENbHOM BAACTU, U OPraHM3yeT NOArOTOBKY CBOAHOMO 3aK/Il0UYEeHUA 3ToN Komuccuun. B
COCTaB 3TON KOMMCCUM MO PELUEHUNIO PYKOBOAMUTENA IKCMEPTHOIO YUpeXRLAEHUA MOTYT BbITb BK/IIOYEHbI B
KauyecTBe 3KCMepToB N, He paboTalowue B LaHHOM SKCNEPTHOM YUpeKAeHUN, eCN UX CrieumnasbHble
3HaHUS HeobXxoAMMbl A/A NPOBEAEHWA IKCMEePTU3bl M TaKMe IKCMepTbl OTCYTCTBYHOT B AAHHOM
3KCMEPTHOM YUpeXRLEHUM.

2. DKcnepTom Mo NPOBEAEHMIO 3KCMEPTM3bl JIEKAPCTBEHHbIX CPeACTB ABAAETCA aTTeCTOBaHHbIN
PabOTHUK 3KCMEPTHOro y4YperKAeHWA, KOTOpblM MMeeT Bbicllee MeamuUMHCKoe, dapmaleBTUYecKoe,
6uonorMyeckoe, BETEPMHapPHOE UM XMMUYecKoe 06pasoBaHne U NPOBOAUT SKCNEPTU3Y SIeKAaPCTBEHHbIX
CPeAcCTB B MOPAAKE UCMONHEHMUA CBOUX A0MMHOCTHbIX 06A3aHHOCTE (aanee - akcnepT).

3. MNpu NpoBeAeHNN SKCNEPTM3bl IEKAPCTBEHHbIX CPEACTB 3KCMEPT HE MOMKET HaX0AMUTbCA B KaKOM-



60 3aBUCMMOCTU OT /INLA, Ha3HAUMBLLUErO 3Ty 3KCMepTU3y, pa3paboTymMKa IeKapCTBEHHOMO cpe/cTsa
WU APYTUX 3aMHTEPECOBAHHbIX B pe3yibTaTax 3KCnepTusbl Anl,.

4. MNpn nNpoBefeHUM 3KCNEPTM3bl NEKAPCTBEHHbIX CPeACTB He p[onycKkaetcs uctpebosaTb Y
3aasutens nMbo WHbIX AWML, MaTepuanbl, HeobxoAMMble ANA NPOBEAEHMA 3KCNepTM3bl. B cnydyae
He[0CTaTOMHOCTM NPeACTaBAEHHbIX SKCNEPTY MAaTEPUANOB A4 AaYM 3aKJOYEHUA SKCNEPT CTaBUT BONPOC
O NpeAcTaBAeHNN eMy HEOBXOA4MMbIX MaTepuanos nepes, PyKoBOAUTENEM SKCMEPTHOIO YUYperKaeHus,
KOTOpbIA 0bpalwaetca C COOTBETCTBYHOWMM 3anpoCcoM B YMNOJHOMOYEHHbIM denepanbHblii opraH
NCNOSIHUTENbHOM BNACTW, BblAABLIMI 3343aHNE HA NPOBEAEHNE IKCNEPTU3bl NIEKAPCTBEHHOMO CPeaCTBa.
YKa3aHHbIN defepasibHblii OpraH UCNONHUTENbHOM BAacTU B TedeHue nATM paboumx gHel co AHA
MOCTYNNEeHUA 3aMpoca PYKOBOAMUTENS 3KCNEPTHOrO y4YpexKAeHMA HanpaBaseT 3aABMTEN0 3anpoc O
npeacTaBieHUM HeobXxoANMMbIX MaTepmnanoB. [JaHHbI 3anNpoc MOXKET b6bITb NepegaH yNnoJHOMOYEHHOMY
npeacTaBuTeNO 3aABUTENA IMYHO NOJ PACMMCKY, HanpaB/ieH No NoYTe 3aKa3HbIM MUCbMOM MM NepesaH
B 9/1€KTPOHHON popMe Mo TeeKOMMYHUKALMOHHbIM KaHanam CBA3W. B cayyae HanpaBaeHUA OAaHHOTO
3anpoca Nno noyte 3aKasHbIM NMUCbMOM OH CYMTAETCA MOJIYYEHHbIM MO UCTEYEHUWN LIEeCTU AHEel C AaThbl
HanpaB/ieHMA 3aKa3HOro NUCbMa.

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

4.1. 3asBuTenb 06A3aH NpeacTaBUTb OTBET Ha 3aMpoc YNOJIHOMOYEHHOro ¢peaepanbHOro opraHa
WCNOJIHUTENbHOW BNACTU B CPOK, He MNpeBbllWalowmii AeBaHOCTa pabounx gHein co AHA ero nonyyeHus.
YNosHOMOYEHHbIV deaepanbHbii OpraH UCNOAHUTENbLHOW B1acTH, BblAABLUMIA 3aaHME Ha NpoBedeHue
3KCMNepPTU3bl IEKAPCTBEHHOTO CPEACTBA, B TEYEHME NATM pabounx AHEN Co AHA NOCTYNEeHMA OT 3asBUTeNs
OoTBETA HA [AaHHbIA 3anpoc HamnpaBAAeT TaKoOW OTBET B 3KCNepTHOe y4ypexaeHune. B cayyae
HenpeacTaB/ieHMUA MO UCTEYEHUU AEeBAHOCTA pabounx AHelr 3aABMTENeM OTBETa Ha AaHHbIXM 3anpoc
YNOJIHOMOYEHHbIN defepasibHbIi opraH UCNONHUTE/IbHON BNACTU, BblAABLUNM 3a4aHne Ha NpoBeAeHue
3KCMepTU3bl JIEKAPCTBEHHOIO CPEACTBA, B TeyeHMe NATM paboymx AHEN HanpasiAeT B 3KcCnepTHoe
yupexgeHue yBeAOMIEHME O HenpeacTaBAEeHUW 3aABUTENIEM OTBETA Ha 3anpoC YKa3aHHOro opraHa.
Bpema co AHA HanpaB/ieHMA 3aMpoca 3KCNEPTHOMO Y4YpeXAeHUA B YNONHOMOYEHHbIM denepasnbHblit
OpraH UCMONIHUTENbHOW BAACTU A0 AHA NOAYYEHUA SKCNEPTHbIM yyYperKaeHWem OTBeTa Ha 3anpoc Mau
YBEAOMNEHUA O HenpeacTaBAeHUM OTBETA Ha 3aMnpoC He Y4YUTbIBAETCA MNPU WMCYUCAEHUM CPOKA
NnpoBeLeHMA 3KCNepPTU3bl IEKAPCTBEHHOIO CPeAaCTBa.

(yacTtb 4.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

5. DKcnepT npu NpoBeAeHUM MNOPYYEHHON €My PYKOBOAUTENEM 3KCMEPTHOro YuperKaeHus
3KCMNepPTU3bl NEKAPCTBEHHOrO cpeacTBa 06a3aH:

1) npoBecTM nonHoe wccnegoBaHWe nNpeAcTaB/NeHHbIX emy O0b6BbeKToB, MaTepuanos, AaTtb
0b0CHOBaHHOE U OOBLEKTMBHOE 3aK/lOYEeHWEe MO MOCTaBNEHHbIM Mepes HWUM  BOMpoOcam MU
MOTMBMPOBAHHOE 3aK/OYEHME O HEeBO3MOXKHOCTM MPOBEAEHUA MM 3SKCMepTU3bl JEeKapCTBEHHOro
CpeacTBa, ec/iv NOCTaB/IeHHble BOMNPOCHI BbIXOAAT 33 Npeae bl CneumnanbHbIX 3HaHUA 3KCnepTa, 06bEeKTbI
nccnefoBaHUt U MmaTepmanbl HENPUTOAHbI UAWM HEAOCTATOYHbI A5 NPOoBeAeHMA UCCNeaoBaHUn U Aaun
3aKN04YEHMA INBO COBPEMEHHbIN YPOBEHb PA3BUTUA HAaYKM He MO3BONSAET OTBETUTb Ha NOCTaB/IEHHblE
BOMpPOCHI;

2) He pasrnallaTtb CBeAeHMUA, KOTOPble CTain eMy U3BECTHbI B CBA3U C NPOBEAEHUEM IKCMNepTU3bI
JIeKapCTBEHHOMO CPEeACTBa, a TaKXKe CBeAeHUsA, COCTaBAALME FOCYAaPCTBEHHYIO, KOMMEPYECKYO UK
WHYIO OXPaHSAEeMYH0 3aKOHOM TallHy;

3) obecneynTb COXPaHHOCTb NpeAcTaB/eHHbIX 06bEKTOB NCCNe40BaHUN U MaTePUaNoB.

6. OKcnepT He BNpase:

1) npoBOAMTbL 3KCNEPTU3Y SIEKAPCTBEHHOIoO cpeacTBa Mo 0b6palleHU0 HEMOCPeACTBEHHO K HEMY
opraHusaunn nnmn Gusnyeckmx auu,

2) camocTosTenbHO cobupaTb MaTepuasbl N8 NPOBeAEeHMA SKCNEPTM3bl IEKAPCTBEHHOMO CPeACTBa;

3) NpoBOAMUTb KCNEPTU3Y SIEKAPCTBEHHOTO CPeACTBa B KAUecTBe HerocyAapCTBEHHONo 3KcnepTa.

7. B cnyyae HeobxogMMoOCTM 3KCNepT BMpaBe Xo4aTalWCTBOBaTb Mepes PyKoBoauTesnem
3KCMNEPTHOrO YUYPEKAEHNA O NPUBEYEHMM K MPOBEAEHUIO SKCNEPTU3bI IEKaPCTBEHHOIo cpeacTBa ApYrux
3KCMnepToB.

8. Kaxkapll aKcnepT, BXOAALINM B COCTaB KOMUCCUM IKCNEPTOB, KOTOPOWM MOpy4eHo npoBeseHue
3KCNepTU3bl NEKAPCTBEHHOro CPeACcTBa, HEe3aBMCMMO W CaMOCTOATENbHO MNPOBOAUT UCCAeAO0BaHUS,
OlLEeHMBAeT pe3y/bTaTbl, MONYYEHHblE UM AINYHO U APYrMMK 3KcnepTamn, U GOpPMYyINPYeT BbIBOAbI
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OTHOCUTE/IbHO MOCTaB/IEHHbIX BONPOCOB B NpeesiaXx CBOMX cheunanbHbiX 3HaHUN.

9. Pe3synbTaTbl 3KCNepTM3bl JIEKAPCTBEHHOrO cpeactBa 0QOPMAAIOTCA 3aKNOYEHMEM KOMMUCCUM
3KCNepToB. B 3aK/OY4EHMM KOMMCCUM IKCMEPTOB YKa3blBAlOTCA MNepevyeHb WUCCneaoBaHUM, obbem
NpoBeAeHHbIX KaXKAbIM 3KCMNEPTOM UCC/IeA0BaHNM, YCTAHOBIEHHbIE KaXKAbIM U3 HUX GaKTbl U cAeNaHHble
B pe3y/ibTaTe UCC/iIeA0BaHMN BbIBOAbl. IKCNEPT, MHEHME KOTOPOro He COBNAAaeT C pelleHMeM KOMUCCUN
3KCNepToB, BNpaBe BblpasnTb CBOE MHEHME B MMCbMEHHON dopme, KOTOpOoe NPUOBLLAETCA K 3aK/II0YEHUIO
KOMMCCMU SKCNEepPTOB.

10. 3KcnepTbl, BXoAdAlMe B COCTaB KOMUCCUM, MNpeaynpexkaaTca o6 OTBETCTBEHHOCTU B
COOTBETCTBMM C 3aKOHOZATe/IbcTBOM Poccuiickon depepaunm 3a gadvy 3aKAOYEHWUA, COAEpPrKallero
HeobocHoBaHHbIe UK GanbcUPUUNPOBAHHbBIE BbIBOAbI, O YEM OHW AAKOT NOAMMUCKY.

11. OnpeaeneHune ypoBHA NpodeccMoHanbHOM NOArOTOBKM 3KCNEPTOB U aTTecTauma UX Ha NpaBo
NpoBeAEeHMNA 3KCNEePTM3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAKTCA 3KCNEepPTHO-KBANMPUKALMOHHbBIMMU
KOMMCCUAMMU B NOPAAKE, YCTAHOBIEHHOM COOTBETCTBYHOLLMM YNOJHOMOYEHHbIM desepasibHbIM OPraHOM
NCNOSIHUTENbHOWN BNacTU. YpoBeHb NpodeccMoHanbHOM NOATOTOBKU 3KCNEPTOB NOAJIEXKUT NepecmoTpy
YKa3aHHbIMM KOMUCCUAMM HE perke YeM OA4MH pa3 B NATL NeT.

12. MpaBuna NpoBeAeHUA 3KCNEPTMU3bl NEKAPCTBEHHbIX CPeACTB U GOpPMa 3aK/IHOYEHNS KOMUCCUM
3KCNEepToB  YCTAHAB/IMBAKOTCA  COOTBETCTBYHIOLMM  YMNOJHOMOYEHHbIM  defepanbHbIM  OPraHoM
NCNONIHUTENbHOM BNACTM.

Cratba 17. 9Tnyeckas akcnepTmsa

1. 9TMYecKas sKkcnepTU3a NPOBOAUTCSA B LieNAX BblAaun 3aKto4eHUs 06 3TMYeCKon 060CHOBaHHOCTH
BO3MOXHOCTM  NPOBEAEHUA  KAMHUYECKOTO  UCCNef0BaHMA  JIEKApPCTBEHHOro  npenapaTta  Agns
MEOVLMHCKOTO MPUMEHEHMA COBETOM MO 3TUKE, CO34aHHbIM B MNOpPsAAKe, YCTAHOBAEHHOM
YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMOAHUTENBHOW BAACTU.

2. 3KcnepTamu coBeTa MO 3TUKe MOTyT BbITb NPeACTaBUTENN MELMULMHCKMX, HAayYHbIX OpraHM3auuii,
obpasoBaTesibHbIX OpPraHW3aLMin BbiCLero 06pa3oBaHMA, a TaKKe npeacTaButTenn obLecTBeHHbIX
OpraHu3aLnin, PenmrmosHblX opraHusaumii U cpeacTB MaccoBon MHbopmaumn. [aHHble 3KCNepTbl He
OOMKHbI HAaXoAUTbCA B KaKoM-Mb0o 3aBMCMMOCTM OT pPa3paboTyMKOB JIEKApPCTBEHHbIX MPEenapaTosB U
APYTUX NL, 3aMHTEPECOBAHHbIX B pe3y/ibTaTax 3TUYECKOMN SKCNEepPTU3bI.

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

3. OnnaTa ycAyr 3KCNepToB COBETAa MO 3TUKE OCYLLEeCTBAAETCA Ha OCHOBaHMM [0roBopa,
3aK/IIOYEHHOTO MeXAy YNONHOMOYEHHbIM delepasibHbiIM OPraHOM UCMOJIHUTENBHOM BAACTU, KOTOPbLIM
CO34aH COBET MO 3TUKE, M 3SKCNEePTOM COBETa MO 3TMKE, 3a cyeT OlAKeTHbIX acCUMrHOBAHWM,
npeAycMOTPEHHbIX YNOAHOMOYEHHOMY desepanbHOMY OpraHy MCNOAHWUTENBHOW BNAcTU, CO3AaBLlemy
COBET MO 3TWKe, B deaepanbHOM BroayKeTe Ha COOTBETCTBYIOWMI rof Ha obecneyeHune ero AeATeNbHOCTH,
W B pa3mepax, yCTaHOBAEHHbIX MpaButenbctBom Poccuiickoit ®eaepaunn.

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

4. DKcnepTbl COBETa MO 3TMKE HECyT OTBETCTBEHHOCTb B COOTBETCTBMM C 33aKOHOAATE/IbCTBOM
Poccuiickoin Pepepaunn.

5. CocTaB coBeTa MO 3TUKe, NOJIOXKEHWE 06 3TOM COBETE, NOPAJOK Ero AeATeNbHOCTH, TpeboBaHumA
K KBaNMbUKaummn 1 onbiTy paboTbl MO 9KCNEPTHOM OLLEHKE HayYHbIX, MeAULIMHCKUX U STUYECKUX aCNEeKTOB
KAMHUYECKUX  WUCCNefOoBaHUMA  NIEeKAPCTBEHHbIX MpenapatoB  Ans  MeAWMUMHCKOTO  MpUMEHEHMUs,
npeabABNAeMble K 3KCMepTam COBETa NO 3TUKe, MOPAJOK OpraHM3aumMmM U NPOBEAEHUA 3TUYECKOM
3KcnepTusbl, dopMa 3aKA0UYEHMA COBETA MO 3TUKE YCTAHAB/MBAOTCA YNOJHOMOYEHHbIM deaepasnbHbIM
OpraHOM WCMONHUTENbHON BAAcTU. Yucno npeactaButeneil MeAUUMHCKMX OpraHM3auMi He MOKeT
NpPeBbILLATb NOJIOBUHY OT 06LLEro YMCNa IKCNepPTOB COBETA MO 3TUKE.

6. MHPopmauma o coctaBe coBeTa MO 3TMKe, MJaHax ero paboTbl U TeKyllen AeATeNbHOCTU
pa3smellaeTca Ha oduuUMasbHOM CailTe YNoAHOMOYEHHOro denepanbHOro opraHa WMCNONHUTENbHOM
B/1acTu B ceTn "MHTepHeT" B yCTAaHOBAIEHHOM UM NOPAAKE.

Cratba 18. MNogaya M pacCMOTPEHUE 3aBNEHUIA O rOCYAapPCTBEHHOW PerncTpaLmn NeKapCTBEHHbIX
npenapaTos 1 NpeacTaB/ieHne HeobXxo0AMMbIX LOKYMEHTOB
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1. Ansa rocyaapcTBEHHOWM PerucTpaumm IeKapcTBEHHOro Npenaparta pa3paboTymK NeKapCcTBEHHOMO
npenapaTta uau ynoJHOMOYEHHOE UM APYroe puandeckoe nnLo (ganee - 3aaBuUTeNb) NPeacTaBAseT B
COOTBETCTBYIOLLNIM YNOJNHOMOYEHHbIM deaepasibHblii OpraH UCNONHUTENbHOM BAACTU, OCYLLECTBAAIOLWNI
rOCY4apCTBEHHYIO  PErncTpaumio  JIEKAapPCTBEHHbIX MPEnapaToB, 3aABAE€HME O T[OCYAAPCTBEHHOWN
perncTpaunmn NekapcTBEHHOrO MpenapaTa, a TaKXe B MOpAAKe, YCTaHOBJAEHHOM COOTBETCTBYHOLMM
YNOAHOMOYEHHbIM defepasbHbIM OpPraHOM MCMONHUTENBHOM BAAcTU, Heobxoaumble AOKYMEHTbI, U3
KOTOpbIX (QOPMUPYeTCs PEerucTpaumMoHHOe [O0Cbe Ha JIeKapCTBEHHbIM npenapaT (ganee -
perncTpaunoHHoe aocbe).

2. B 3aABN€HMM O FOCY[APCTBEHHOM perncTpaumm AekapcTBeHHOro npenapaTa yKasblBatoTcA:

1) HaumeHoBaHUWe 1 aZipec 3aaBUTeNs U (MAN) NPON3BOAUTENA NEKAPCTBEHHOrO Npenaparta u agpec
MeCTa OCYyLLLEeCTB/IEHUA NPOM3BOACTBA JIEKAPCTBEHHOMO NPenapara;

2) HaMmeHOBAHWE NEKapPCTBEHHOro npenapata (MexayHapoAHoe HemnaTeHTOBaHHOe WAu
XMMWYECKOEe U TOProBoe HAMMEHOBaHMUA);

3) nepeyeHb BeLLECTB, BXOAALLMX B COCTAB IEKAPCTBEHHOIO NPenapaTta, C yKasaHMeM KoAn4yectsa
Ka*KA0ro U3 HUx;

4) nekapctBeHHaa ¢opma, A03MPOBKA, CMOCOObI BBEAEHWA U MPUMEHEHMA, CPOK TOLHOCTU
JIeKapCTBEHHOIO Npenapara;

5) onncaHune papmakonormyecknx n papmakoanHaMUUECKUX MAN MMMYHOBUONOTMYECKMX CBOUCTB
JIeKapCTBEHHOIO Npenapara;

6) 3anABneHHas Npou3BOAMTENEM NEKAPCTBEHHOrO Mpenapata npeaenbHas OTMNYCKHas LieHa Ha
JIEKAPCTBEHHbIN MpenapaTt, BKJ/IOYEHHbIN B MepeyYeHb KU3HEHHO HeobXoAMMbIX U  BaKHEMLWUnX
JIeKapCTBEHHbIX NPEMNAPATOB, B C/Iy4ae ero rocy4apCTBEHHOM perncTpaumuu;

7) oTcyTcTBME HeobxoAMMOCTM NpoBedeHUA KAMHWYECKOro WCCAedoBaHMA, WCCefoBaHMUsA
6103KBMBANIEHTHOCTM IEKAPCTBEHHOTO NpenapaTta, PaspeLleHHoro s MeanuUMHCKOro NpUMeHeHMA Ha
Tepputopun Poccuiickonn ®epepaunn 6onee ABaaLat feT, C yKasaHMEM HOPMATMBHbIX NPABOBbIX aKTOB,
NoATBEPKAAIOLNX AaHHbIA CPOK NPUMEHEHMA.

3. PerncTpaumoHHoe focbe GopmupyeTca U3 caeayowmx OKYMEHTOB:

1) npoeKkTbl MaKeToB MEepBMYHOW YMAKOBKM W BTOPUYHOW (NOTpebuTenbcKkon) ynakoBKU
JIeKapCTBEHHOMO NpenapaTa;

2) AOKYMEHT, NnepeBeAeHHbIN Ha PYCCKUI A3bIK, NOATBEPKAAIOWMIA COOTBETCTBUE MPOM3BOANUTENSA
PEerucTpMpyeMoro fieKapcTBeHHOro npenaparta TpeboBaHMAM NpPaBWa OpraHU3aLMuM NPOuM3BOACTBA M
KOHTPONS  KayecTBa JIEKAPCTBEHHbIX CPEeACTB, BblAAHHLIA  KOMNETEHTHbIM  OPraHOM  CTPaHbI
NPou3BOAUTENA PErUCTPUPYEMOrO JIEKAPCTBEHHOIO Mpenapata W 3aBEpPeHHbI B YCTAaHOBJEHHOM
nopaakKe;

3) NpoeKT HOPMATMBHOW LOKYMEHTALMWM WAN HOPMATMBHOIO AOKYMEHTA Ha /1I€KapCTBEHHbIN
npenapart Mbo ykasaHne COOTBETCTBYOWEN PpapMaKonenHoM cTaTbuy;

4) cxeMa TEXHOIOTMYECKOro NpoLecca NPoM3BOACTBA IEKAPCTBEHHOIO NpenapaTa, ee onucaHme u
(nnun) cxema TexHoNOrMYECKOro NpoLecca NPom3BoACcTBa GapmaLLeBTUYECKOW CyOCTaHLMK, ee ONUCAHWE;

5) AOKYMEHT, nepeBefeHHbI Ha PYCCKUI A3bIK, NOATBEPKAAIOLWMIA COOTBETCTBME NPOM3BOANUTENSA
dbapmaueBTMyeckon cybcTaHuMM TpeboBaHUAM MNpPaBUA OPraHM3auMM MPOM3BOACTBA M KOHTPO/A
KayecTBa J/IEKApPCTBEHHbIX CPeACTB, BblAAHHbIA KOMMNETEHTHbIM OPraHOM CTpPaHbl NPou3BOAMTENA
dbapmaueBTMUECKON cybCTaHLMK, 3aBEPEHHDIN B YCTAHOBIEHHOM NOPALKE U COAEPMKALLMUMA:

a) HavmeHoBaHWe apMaLEeBTUYECKOM CcybCTaHLUMKM (MeXAyHapoAHOe HenaTeHTOBAaHHOE WU
XMMUYECKOoe U TOProBoe HaMMeHOBaHUA);

6) HaumeHoBaHWe M agpec npounssoguTens GapmaLeBTUYECKon cybcTaHLmu;

B) CPOK rogHoCcTM hapmaLeBTUYECKOW cybcTaHLUK;

6) LLOKYMEHT, cofepKallnin cBeleHMA O NOKa3aTenAx KavecTsa GapmaLLeBTUYECKOW cybCcTaHuuu,
MCcnoNb3yeMol Npu NPon3BOACTBE JIEKAaPCTBEHHbIX MPenapaTos;

7) HOPMATUBHAA LOKYMEHTALLMA MAN HOPMATUBHbIA AOKYMEHT Ha papMaueBTUYECKYHO CybCTaHUMIO
NMb0 yKasaHWe cooTBeTCTBYIOWEN GpapMaKonenHom cTaTbm;

8) uHdopmauma o6 ycnoBuAX XpaHeHWs, MepeBO3KW JIeKAPCTBEHHOro npenapata W WHas
nHpopmauus;

9) oTyeT O pe3ynbTaTax [AOKJAMHWUYECKOr0 MWCCNeA0BaHUA JIeKapCTBEHHOINO CpeacTBa  And
MEANUMHCKOTO MPUMEHEHUs, CcoAepKalmi onucaHue, pesynbTaTbl M CTAaTUCTMYECKMI aHanus
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pe3ynbTaToB AaHHOTO AOK/IMHUYECKOTO UCCNEeA0BaHUS;

10) oTyeT 0 pesynbTaTax OOK/JAMHUYECKOrO MWCC/eA0BaHUA JIEKAapPCTBEHHOIO cpeactsa W
KJIMHNYECKOTo UCC/ef0BaHNA IeKaPCTBEHHOIO NpenapaTa 415 BETEPUHAPHOIO NPUMEHEHMUS;

11) nNpoEeKT npoTOKONA K/AMHMYECKOTO WCCNeAO0BaHWA JIEKApPCTBEHHOro npenapaTta Ans
MeANUMHCKOTO NpUMEHeHUs;

12) 6polutopa uccnegoBaTens;

13) MHGOPMAUMOHHBIV IMCTOK NaLMNEHT];

14) nndbopmaums o BbINaTax U KOMMNEHcaUMAX NaymeHTam (340poBbiM A06pOBOAbLAM, 6ONbHbIM)
(manee - nauuMeHTbl), MPUBEYEHHBLIM K MPOBEAEHMIO KAUHUYECKMX WMCCAeAoBaHWUA NEKAapCTBEHHOTO
npenapata Ans MeAMUMHCKOTO MPUMEHEHMUs, WCCNef0BaHUM  OMOIKBUBANIEHTHOCTM U (Man)
TepaneBTUYECKON S3KBUBANEHTHOCTH;

15) oTyeT 0 pesynbTaTax MeXKAYHAPOAHbIX MHOTOLEHTPOBLIX KAMHWUYECKUX WCCAefOoBaHUM
NIeKApCTBEHHOrO npenapaTa A8 MEeAMUMHCKOTO MPUMEHEHMA, 4YacTb M3 KOTOPbIX MNpOBeAeHa Ha
Tepputopun Poccuiickon degepauum;

16) NPOEKT UHCTPYKLMM NO NPUMEHEHMIO EKAPCTBEHHONO NpenapaTa, Coaep Kalmii cneayrolme
cBefeHun:

a) HaMMeHOBaHWe J/IeKAPCTBEHHOrO cpeacTBa (MeXAyHapoAHOe HemnaTeHTOBaHHOe WM
XMMMWYECKOEe U TOProBoe HaMMEHOBaHMUA);

6) nekapcTBeHHaa ¢opma C yKasaHMEM HAUMEHOBAHUM W KONMYECTBEHHOTO COZEpPMKaHMUA
(akTMBHOCTW) PpapmaLeBTUUECKMX CYDCTaHUMI M BCMOMOraTeIbHbIX BELLECTB;

B) bapmaKkoTepaneBTMYecKas rpynna JieKapCcTBEHHOro Npenapara;

r) NokasaHusa ANnsa NpUMeHeHus;

[) NPOTUBONOKAa3aHMA 418 NPUMEHEHUS;

e) peum go3npoBaHusa, cnocob BBegeHMsA, NP HE0HX0AMMOCTH BPEMS NPUEMa 1EKAPCTBEHHOTO
npenapara, NPoAOJIKUTEIbHOCTb IeYeHUs (B TOM Yuc/e y AeTei 4o M nocse o4HOro roaa);

) Mepbl NPeAOCTOPOXKHOCTU NPU NPUMEHEHUN;

3) cMMNTOMbI NEepPeao3NPOBKM, Mepbl MO OKa3aHWI0 MOMOLLM NPU Nepeso3npoBKe;

W) yKasaHue, nNpu HeobXoAMMOCTU, OCOBEeHHOCTe AENCTBUA /IeKapCTBEHHOro npenaparta npwu
NnepBoOM NMPUEME UAN NPU ero OTMEHe;

K) onucaHue, Npu HeobxoaMmocTu, AeUCTBUA Bpaya (denbawepa), cneumanucta B obnactu
BETEPUHAPUM, NAUMEHTa, BAALENbLA KMBOTHOTO NPW MPONYyCKe NPUEMa OL4HON WAU HECKONIbKUX [,03
JIeKapCTBEHHOIO Npenapara;

1) BO3MOKHble NOHOYHbIE AENCTBUA NPU NPUMEHEHUN IEKAPCTBEHHOIO NpenapaTa;

M) B3aMMOZAENCTBUE C APYTMMU IEKAPCTBEHHBIMM NpenapaTamu 1 (MaKn) NULLEBBIMM NPOAYKTAMMU,
KOpMaMu;

H) YKasaHMe BO3MOXHOCTM W OCOBEHHOCTEN MEAMUMHCKOrO MNPUMEHEHUS JIEKAapPCTBEHHOTO
npenapata 6epemeHHbIMMN KEeHLWMHAMMK, KEHWMNHAMN B NEPUO FPYAHOTO BCKapM/IMBaHUA, AETbMMU,
B3POC/IbIMU, UMEIOLLIMMM XPOHMYECKMe 3ab01eBaHUS;

0) CBeAEHMA O BO3MOXKHOM B/IMAHUMN NEKAPCTBEHHOTO Npenapara g8 MeguuMHCKOro NpUMeHeHus
Ha CNOCOBHOCTb YNPaBAATb TPAHCMOPTHLIMU CPEeACTBAMU, MEXAHU3MAMU;

N) CPOK rOAHOCTM M YKa3aHWe Ha 3anpeT NpuMeHeHWsA JIeKapCTBEHHOro npenapaTa no ucteyeHnn
CPOKa rogHocTy;

p) yCN0BUA XpaHeHWs;

C) yKa3aHue Ha Heobx0AMMOCTb XpaHEHUA IEKAaPCTBEHHOTO NpenapaTa B MecTax, HefoCTYMHbIX ANA
netven;

T) yKasaHue, Npu HeobXo4MMOCTM, CMeLMaNbHbIX Mep NPesoCTOPOXKHOCTM MPU YHUUTOMKEHUMU
HEMCNOo/Ib30BAHHbIX 1IEKAPCTBEHHbIX NPENapaToB;

Y) CPOKM BO3MOXKHOIO MCMOJIb30BAHMA NPOAYKLIMM KUBOTHOTO MPOUCXONKAEHUA MOC/e BBEAEHUA
YKMBOTHOMY JIEKapPCTBEHHOrO NpenapaTta ANA BETePUHAPHOTO NPUMEHEHMUS;

¢) HaummeHoBaHWe, agpec MPOM3BOAWUTENA JIEKAPCTBEHHOrO Mnpenapata M afapec MmecTa
Npou3BOACTBA IEKAPCTBEHHOTO NpenapaTa;

X) yc/i0BUS OTNYCKa;

(nn. "x" BBeaeH PenepanbHbim 3aKoHOM 0T 29.11.2010 N 313-93)
17) nepeBefieHHasn Ha PYCCKU A3bIK U 3aBepeHHas B YCTaHOBAEHHOM NOPSAKE KONUA AOKYMEHTa,
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NOATBEPXKAAIOLLErO PErMcTpaLuto IeKapCTBEHHOMO npenapara B C/lydyae ero pernctpaumm BHe npeaenos
Poccuiickoin Pepepaunu;

18) IOKYMEHTbI, NPeACcTaBASEMbIE B COOTBETCTBMM CO CcTaTbamm 19 - 23 HacTosiuero PeaepanbHOro
3aKoHa.

4. Mo KenaHuo 3aaBUTENA MOTYT ObITb NPeAcTaB/ieHbl 0TYETbl O MPOBEAEHHbIX B CTPaHe 3aABUTENA
M OApYrMx CTpaHax pesynbTaTaX KAMHUYECKUX UCCNedoBaHUN, uccieaoBaHUn BUO3KBMBANEHTHOCTU U
(nnn) TepaneBTUYECKOM 3KBMBAIEHTHOCTU /IEKAPCTBEHHOIO NpenaparTa (BKAYas annaemuonormyeckme
WAM  3NM300TOJIOTUYECKME UCC/IeA0BaHUA MMMYHODBMONOIMYECKMX NEeKAPCTBEHHbIX MpenapaTos,
npeaHa3HayYeHHbIX 419 MMMYHON0rMYeCcKon NPodUNAKTUKM N neveHna MHPEKUNOHHbIX 3aboneBaHuii, B
TOM UYMCNe y AeTei), coaepxalime onucaHns NPoBeAeHHbIX UCCAeA0BaHMIA eKapCTBEHHOMO Npenapara,
MX pPe3y/ibTaTbl M CTAaTUCTUYECKMIA aHaNM3 NOJTYYEHHbIX pe3ynbTaToBs.

5. K 3aaB/IeHMI0 O rocyapCTBEHHOM PerucTpaLmm NeKkapcTBEHHOrO Npenaparta npuaaratoTca:

1) AOKYMEHT, NOATBEPKAAIOLWMIN YNNATy roCyAapCTBEHHOMN NOLW/MHbI 33 NPOBEeAEHME SKCNEPTU3bI
OOKYMEHTOB AJ15 MOJIy4EHUS pa3peLlleHnii Ha NPoBeAeHME KIMHUYECKUX UCCNea0BaHUI IEKAaPCTBEHHOTO
npenapata Ans MeAMUMHCKOrO MPUMEHEHMA U  3TMUYECKOM 3KCnepTtusbl nNpu obpalleHun 3a
rocyapCTBEHHOM perucTpaument N1ekapcTBEHHOro NpenapaTa;

2) AOKYMEHT, NOATBEPKAAIOLNI YNNATY rOCYyAapCTBEHHOM NOLW/IMHbI 33 NPOBeAEeHME 3KCNepTU3bI
KayecTBa /1I€KAapPCTBEHHOMO CPEACTBa M 3KCMEepPTM3bl OTHOLIEHMA OXKUAAEMOWM MOJMb3bl K BO3MOMXKHOMY
PUCKY MPUMEHEHMA NIEKAPCTBEHHOrNO Npenaparta, PaspelleHHoro AAa MeAULMHCKOTO NPUMEHEHMA Ha
Tepputopun Poccuiickon depepaumm 6bonee aABaauatv NeT, NpuM rocyAapCTBEHHOW perucTpaumm
JIeKapCTBEHHOMO NpenapaTa;

3) AOKYMEHT, NoATBEPXKAAIOWMI yrnaaTy rocyAapCcTBEHHOW NOLW/IMHBI 32 NPOBEAEHME IKCNEPTU3bI
KayecTBa NEeKAPCTBEHHOro CpeacTBa M 3KCMNEpPTM3bl OTHOLIEHMA OXWAAEMOW MOAb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUA JIeKAapCTBEHHOro Mpenapata Aas MeAULMHCKOTO MPUMEHEHUA, B OTHOLUEHWUU
KOTOPOro nNpoBeAeHbl MeXAYHapoAHble MHOFOLLEHTPOBbIE KIMHUYECKME MWCCNefoBaHMA, 4acTb U3
KOTOpPbIX MpoBefeHa Ha TeppuTopun Poccuiickolit ®egepauumun, npu rocygapCTBEHHON perucrpauum
JIeKapCTBEHHOMO NpenapaTa;

4) BOKYMEHT, NOATBEPKAAIOLWMIA YINATY rOCyAapCTBEHHOM NOLWMHBI 33 NPOBeAEHNE SKCNepPTU3bI
KauyecTBa NEeKApCTBEHHOro CpeacTBa M 3KCNEepPTM3bl OTHOLUEHUS OXKWOAEMOM MOJb3bl K BO3MOXKHOMY
PUCKY NPUMEHEHWUS J/IEKAapCTBEHHOrO MpenapaTa /A8 BETEepPMHAPHOro MNPUMEHEHMA NpU  €ero
rocyaapCcTBEHHOM permcTpaymun.

KoHcynbTaHTIAOC: NpumeyaHue.

MonoxeHna 4vactm 6 cTaTbh 18 NMPUMEHAIOTCA K NPaBOOTHOLEHWAM, BO3HMKLLIMM NOCNE OHA
BCTyNn/ieHMA B cuny ana Poccuiickonn Pegepaumm NnpoToKoa o npucoeanHeHnn Poccuinckon degepaunm
K BcemunpHoi Toprosomn opraHusaumnmn (PegepanbHbiii 3akoH ot 11.10.2010 N 271-93).

6. He gonyckatoTca noJsiyyeHue, pasrnaweHune, NCNoJib30BaHNE B KOMMEPYECKMX Lenax MU B Lenax
rocy4apCTBEHHON  PErucTpaumMu  JIeKapCTBEHHbIX  NpenapatoB  WMHboOpmauMM O  pesysbTaTtax
OOKIMHUYECKUX UCCNef0BaHUIA NEKAPCTBEHHbIX CPEACTB M KAUHUYECKMX UCCNEA0BAHNIA IEKAPCTBEHHbIX
npenapaTtoB, NpPeACTaBNEHHON 3aaBUTENEM [ANA FOCYAApPCTBEHHOW PerucTpaumm  NeKapCcTBEHHbIX
npenapatoB, 6e3 ero cornacuMa B TeYEHWe LWecT JeT C AaTbl FOCYAAapCTBEHHOM perncrpauuu
JIeKapCcTBEHHOro npenaparTa.

HecobntoneHue 3anpeTa, yCTAHOBNEHHOTO HACTOALLENM YacTbto, BAeYeT 3a cob0ol OTBETCTBEHHOCTb
B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuinckoin Pepepaumu.

Ha Tepputopum Poccuitickoin ®Pepepaumm 3anpeltaetca obpalleHMe NeKapCTBEHHbIX CPeAacTs,
3aperncTpUpoBaHHbIX C HapyLLUEHWNEM HaCTOALLEN YaCTu.

(yacTb 6 BBeaeHa PeaepanbHbiM 3aKkoHOM oT 11.10.2010 N 271-93)

CraTbAa 19. MpuHATME peleHnA O Bblgave SKCNepTHOMY YUpeX4eHUIO U COBETY NO 3TMKe 334aHnA
Ha nposeaeHune aKCnepTn3bl EKAPCTBEHHbIX CpeacTB

1. B TeyeHmne nati paboumx AHel co AHA NPUHATUA 3aAB/IEHNA O rOCYAapCTBEHHOM perncTpaumm
NleKapcTBEHHOTrO NpenapaTa yno/HOMOYeHHbIN deaepanbHblii opraH UCNOAHUTENbHOW BNACTU NPOBOAUT
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NPOBEPKY MOJIHOTblI U [OCTOBEPHOCTM CBEAEHWUN, COAEPXKALMXCA B MPEACTaBAEHHbIX 3aABUTENIEM
maTepuanax, u NPUHUMAET peLleHne O Bblgaye 3aaHna Ha NpoBeaeHue:

1) aKcnepTUsbl NEKapCTBEHHbIX CPEACTB B YacCTM 3KCMepTM3bl AOKYMEHTOB ANA MOJNyYeHUs
paspelweHna Ha npoBeAeHWe KAWHUYECKOro UCCAefOoBaHUA NEeKapCTBEHHOro nmnpenapata  A4nA
MEeAMUMHCKOrO MPUMEHEHUA B COOTBETCTBUM C LENAMW, YKa3aHHbIMM B CcTaTbe 38 HacroAlero
dPepepanbHOro 3aKOHA, M 3TUYECKOM 3KCNEepTM3bl B OTHOLIEHWMM JIEKApPCTBEHHbLIX MpPenapaTos, A/A
KOTOPbIX HE MPOBOAUINCL KIMHUYECKME UCCAefoBaHUA Ha Tepputopun Poccuiickon ®Pepgepaumn, Ha
OCHOBaHUWN AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 9, 11 - 14, 17 yacti 3 n nyHKTe 1 yactn 5 ctatbm 18
HacToawero PeagepanbHOro 3aKOH3;

2) 3KCnepTM3bl IEKAPCTBEHHbIX CPEACTB B YaCTU IKCMEPTU3bl KAYeCTBa JIeKapCTBEHHOIO CpeaCcTBa U
3KCNepTU3bl OTHOLUEHMA OXMAAEMOM MOAb3bl K BO3MOXXHOMY PUCKY NPUMEHEHWA JIEKAPCTBEHHOTO
npenapara 4na MeAULUHCKOro NPUMEHEHUA B OTHOLEHMN NEeKapCTBEHHbIX NpenapaTos, paspeLleHHbIX
ONA MeAMLMHCKOrO NPUMEHEHUA Ha TeppuTopun Poccuitickon depepaumm bonee asafuatv feT, Ha
OCHOBAHMWN AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 -9, 16 yactn 3 v nyHKTe 2 yactn 5 ctatbm 18 HacToAwero
PepnepanbHOro 3aKOHa, a TaKMKe JIeKApCTBEHHbIX MPEenapaToB, B OTHOLEHWM KOTOPbIX NpPOBeAEeHbI
MeXAYyHapoaHble MHOFOUEHTPOBbIE KAMHUYECKMEe UCCNefoBaHUA, Y4acTb U3 KOTOPbIX NpoBeAeHa Ha
Tepputopun Poccuiickon Pegepaumm, Ha OCHOBAHMM OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 -9, 15 - 17
yacTu 3 n nyHkKTe 3 yactm 5 ctatbm 18 HacToAwero PenepanbHOro 3aKOHa;

3) 3KcnepTU3bl JIEKAPCTBEHHOIO CPeAcTBa B OTHOLWIEHWMM JIEKAPCTBEHHbIX NpenapaTtoB A

BETEPUHAPHOro NPUMEHEHMA HA OCHOBAHMM AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 8, 10, nognyHkTax "a
"a", " - "m", "n" - "¢" nyHKTa 16, nyHKTe 17 YacTn 3 n nyHKTe 4 yactm 5 ctatbu 18 HacToswero
depnepanbHOro 3akoHa.

2. YNoNHOMOYEHHbIW peaepanbHblit OpraH UCNOAHUTENbHOW BAACTU YBEAOMAAET B NMUCbMEHHOM
dopme 3a8BUTENA O NPUHATOM PeLEeHUN UK B ClyYae OTKasa C yKasaHMeM NPUYMH TaKoro OTKasa.

2.1. B cnyyae BbIABAEHMA HELOCTOBEPHOCTM CBEAEHWUI, COAEPKALWMXCA B NpencTaBAEHHbIX
3aABUTENIEM MaTepuasax, yNnoJIHOMOYEHHbIN peaepanbHbliA OpraH UCNONHUTEIbHOM BAACTU HanpaBaseT
3aABUTE/NI0 3anpoc 06 YTOYHEHMM YKA3aHHbIX CBeAeHWi. [JaHHbI 3anpoc MoXKeT OblTb nepenaH
YNOJHOMOYEHHOMY NpPeACTaBUTENI0 3aABUTENA JIMYHO NOJ PACMMCKYy, HanpaB/ieH No NoyTe 3aKasHbIM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOM dopme No TeIEKOMMYHUKALMOHHbBIM KaHanam cBsAsn. B cnyyae
HanpaB/ieHMs AaHHOTO 3anpoca No noyTe 3aKasHbIM MUCbMOM OH CYMUTAETCSA MOJIYYEHHbIM MO UCTEYEHUU
LeCTN AHeN C AaTbl HANPaBAEHMA 3aKa3HOro NMCbMa.

(yacTb 2.1 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

2.2. 3anaBuTenb 0653aH NPeacTaBUTb OTBET Ha 3anNpPoC YNOJHOMOYEHHOTO deaepasibHOro opraHa
WCNOJIHUTENbHOM BNACTU B CPOK, HE NPEBbIWAOWMIA AeBAHOCTA pabounx AHeW co AHA NOay4YeHun
AaHHoro 3anpoca. Cpok, yKasaHHbIi B 4YacTM 1 HacToAwen CcTaTbW, NPUOCTAHAB/MBAETCA CO AHA
HanpaB/ieHMA 3aABUTENIO 3aNpoca YNoJHOMOYEHHOro defepasibHOro OpraHa MCNONHUTENIbHOW BAACTU 40
OHA NolyYeHMsA MM OTBETA Ha AaHHbIN 3anpoc.

(yacTb 2.2 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

3. OcHoBaHMEM AN OTKasa B OpraHM3aLMu 3KCNEPTU3, YKA3aHHbIX B 4acTU 1 HacToAWEN CTaTbMy,
ABNAETCA NpeaCcTaB/eHMe HEOOXOANMbIX 418 NPOBEAEHMUA STUX IKCNEPTMU3 AOKYMEHTOB, NEPEYMUCIEHHDbIX
B yacTAx 3 u 5 ctatbm 18 HacToswero ®enepanbHOro 3aKoHa, B HEMONHOM 06beme, HenpeacTaBaeHMe
3aABUTeNIEM B YCTAaHOBJIEHHbIA CPOK OTBETA Ha YKa3aHHbIM B 4YacTn 2.1 HacToAweln cTaTbu 3anpoc
YNO/IHOMOYEHHOrO defepanbHOro OpraHa WCMNOMHUTENbHOM BAAcTW, a TaKXke npeacTaBieHue
OOKYMEHTOB, HE COAEepKallMX NCHEPNbIBAOLLENO NepeyHs HeE0BX0AMMbIX CBEAEHUN.

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

CraTtba 20. 3KCI'IepTVI3a AOKYMEHTOB ANA NOoAy4YeHUA pa3peweHna Ha nposeaeHne KanHn4eckoro
ncecnenoBaHMA NEKApPCTBEHHONO nNpenaparta Ana megunumMHCKOro npuMmeHeHnAa n 3TUYECKoM 9KCNEepPTU3bl

1. 3KCI'IepTVI3a AOKYMEHTOB A4 Noay4vyeHuAa paspewleHna Ha nposegeHne KAUMHUYECKOro
nccnengoBaHMA NeKapCTBeHHOINo npenapaTta Ana MmeanumnHCKOro npumeHeHmnAa B COOTBETCTBUU C LUeNAMMN,
YKa3aHHbIMM B cTaTbe 38 HacToAwero CDep,epaanoro 3dKOHa, 3TU4YeCKaAa 3KCNepTu3a, CoCTaBeHune
Komumccuen 9KCNepToB M COBETOM NO 3TUKe 3aKNOY4EHUA O BO3MOXKHOCTU WMAN HEBO3MOMKHOCTU
nposeaeHnA Takoro KAIMHM4YeCKoro nccnegoBaHmAa U HanpasaeHne aTux 3aK/1O4EHUI B yI'IOﬂHOMO‘-IEHHbII\;I
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denepanbHbli OpraH UCNOAHUTENBHON BAACTU OCYLLECTBAAIOTCA B CPOK, HE NpeBblWatoWmnii TpuauaTtm
pabounmx [OHeN CO [AHA NOAYYEeHUA IKCMEPTHbIM  y4yperkaeHMEM 33aJaHuMA  YNOJHOMOYEHHOro
desepanbHOro opraHa UCNOIHUTENBHOM BAACTU C NPUAOKEHNEM HEOBXOANMBIX LLOKYMEHTOB, YKAa3aHHbIX
B NyHKTax 9, 11, 12 yactn 3 ctatbM 18 HacTosAwero PeaepanbHOro 3akoHa, AOKYMEHTOB, YKa3aHHbIX B
yactn 4 ctatbm 18 Hactoawero PenepanbHOro 3aKOHA M NPEACTAaBAEHHbIX MO Ke/aHUO 3aABUTENA, U
COBETOM MO 3TMKE 3afaHMA YMNOJHOMOYEHHOro ¢denepanbHOro OpraHa MCMNONAHUTENIbHON BAACTU C
NPUNOXKEHNEM HEOOXOANMbIX LOKYMEHTOB, YKa3aHHbIX B MyHKTax 11 - 14 yactu 3 ctatbu 18 HacToALErO
denepanbHOro 3akoHa.

2. [JoKyMeHTbl, coAepKalineca B pPerncTtpauyMoHHOM [O0Cbe W NOCTYNUBLUME B IKCNepTHoe
yypexaeHue, COBET NO 3TUKe ANA OCYLLEeCTBAEHUA UX SKCNEPTM3bl B LENAX NOAYYEeHUA pa3peLlleHnsa Ha
nposegeHMe KAMHUYECKOro UCCNefoBaHWMA NEeKAapCTBEHHOro npenapata  A4na  MeguuUMHCKOro
NpUMeHeHusn, NoanexaTt Bo3BpaTy B YNOJHOMOYEHHbIA deaepasnbHbiii OpraH UCNOIHUTENbHOW BNACTU
O4HOBPEMEHHO C 3aK/JH0YEHUAMM COOTBETCTBYHOLLNX SKCNEPTU3.

CraTbAa 21. MonyyeHue paspelleHma Ha NpoBeseHne KANHUYECKOro NCC/Ief0BaHNA 1eKapCTBEHHOIO
npenaparta ana meauyumnHCKoro npumeHeHuMA

1. B cpoK, He npeBblWaloWmMi NATU paboumx AHEN co AHA NONyYeHUA 3aKAHUYEHUI, YKa3aHHbIX B
ctaTbe 20 HacTosawwero ®enepabHOro 3aKoHa, YNoJHOMOYEHHbIN deaepanbHblii 0praH UCNONHUTEIbHOM
BJ1aCTN OCYLLECTBAAET OLEHKY NOCTYMMBLUMX 3aKAOUYEHUI 414 ONpeaeieHna UX COOTBETCTBUA 3a4aHNAM
Ha NpoBeeHWE COOTBETCTBYHOLLMX 3IKCMEPTM3 U YBEAOMJAET 3afBUTENs B MUCbMEHHOW ¢dopme o
pesy/ibTaTax MPOBEAEHHbIX 3KCMEPTU3 U O BO3MOXKHOCTM WM HEBO3MOXKHOCTM BbiJAYM 3aABUTE/NIO
paspeleHns Ha NpPOBEAEHWE KJIMHUYECKOTO UCCNeAOBaHUA JIEKApCTBEHHOrO Mpenapata  Ans
MeanLMHCKOro npumeHeHunaA.

2. Mpu NPUHATUKN pelleHns O BO3MOXKHOCTU BblAayM paspeLleHus Ha NpoBeAeHUe KAUHUYECKOro
NUCCNeaoBaHMA JIEKAPCTBEHHOrO npenapaTta Aad MeAMUMHCKOTO MNPUMEHEHMA  YNOJHOMOYEHHbIN
denepanbHbIit OpraH WCNOAHUTENbHOM BAACTM MPUOCTaHaB/IMBAET NPOBEAEHUE FOCYAaPCTBEHHOM
perucTpauum JIeKapcTBEHHOro nMpenapata A0 [AHA NO4ayu  3asaBUTENIeM B YNOJHOMOYEHHbIV
desepanbHbIi OpraH UCMOJIHUTENBHOW BAACTU 3asiBIEHMSA O MOJIYYEHUU paspelleHus Ha npoBeaeHue
K/IMHUYECKOTO UCC/Ief0BaHNA IeKapCTBEHHOro Npenaparta g8 MeguuMHCKOro NPUMEHEHMA.

3. B cnyyYae NPUHATMA PELUEHMA O HEBO3MOMKHOCTM BblAa4YM paspelleHMs Ha NpoBeaeHue
KAMHMYECKOrO WUCCNe0oBaHWA /IeKapCTBEHHOro Mpenapata  Ana  MegMUMHCKOro  MpUMeHeHus
YNOAHOMOYEHHbIM  deaepanbHbii  OpraH  WMCMNONHMTENbHOW  BAacTM  MpeKpawaeT npoueaypy
rocyAapCTBEHHOM perncTpaumnm 1eKapcTBeHHoro npenapara.

CraTbA 22. PeweHne o nposeaeHNN KAIMHNYECKOro nccaenoBaHnA 1€KapCTtBeHHOro npenaparta anAa
MeanunHCKOro npumeHeHunAa

1. [lna nonyd4eHusa paspelleHMs Ha NPoBeAeHWe KAMHUYECKOTO UCCNeAO0BaHWA NeKapCTBEHHOro
npenapata AA8 MeAWUMHCKOTO MPUMEHEHMA 3asBUTeNb NpPeACTaBAseT B  YNOJHOMOYEHHbIH
denepanbHbIit opraH UCNOAHUTENbHON BNACTU:

1) 3asBNEHME O NOSYYEHMM Pa3peLlEHUs Ha NPOBELEHNE AAHHOTO KAMHUYECKOro UCC/IeA0BaHUS;

2) cBegeHua ob onbiTe paboTbl MccnegoBaTesnel Mo COOTBETCTBYHOWMM CNELUaNbHOCTAM U UX
onbiTe paboTbl NO NPOBEAEHUIO KIMHUYECKUX UCCNELO0BAHNN;

3) Konuto aoroBopa 06A3aTeNIbHOTO CTPAXOBAHWA KU3HW, 340POBbA NALMEHTOB, YYacTBYHOLWMX B
KAMHUYECKOM WUCCNef0BaHMM JIEKAPCTBEHHOro npenaparta Aas MegMUMHCKOro npumeHeHus (nanee -
[0oroBop 0653aTe/IbHOr0 CTPaxoBaHMSA), 3aK/OYEHHOr0 B COOTBETCTBMM C TWUMOBLIMM MNpaBUAaMU
0653aTe/IbHOro CTPaXOBaHWA KU3HW, 340P0BbA MNALMEHTA, YYaCTBYHOLLENO B KIMHUYECKOM MUCC/IeA0BaHUN
NIeKapCTBEHHOTO npenapata Aasa MeAMLMHCKOTO MPUMEHEHMs, YTBepXAeHHbIMU [paBUTEIbCTBOM
Poccuiickolt depepaumm (panee - TMNoBsble NpasBuia 06sA3aTeNIbHOrO CTPaxOBaHWA), C yKasaHWeM
npeaenbHoN YMCAEHHOCTM MaUMEHTOB, YY4acTBYIOWMX B KAMHNUYECKOM MCCAeA0BaHWUM NEKAapPCTBEHHOMO
npenaparta 41a MeAULMHCKOTO MPUMEHEHUS;

(n. 3 B pea. PepgepanbHoro 3akoHa ot 29.11.2010 N 313-d3)
4) cBeAEHMA O MeANLMHCKMX OpraHM3aLmsX, B KOTOPbIX NpeanonaraeTca nposeaeHme KAMHUYECKMX
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nUccnefioBaHUIA NeKapCTBEHHOMO npenapaTa AN MeAULMHCKOro NpumMeHeHusa (NosHoe U CoKpalleHHoe
HaMMeHOBaHMA, OpraHM3aLMOHHO-NPaBoBaA Gopma, MECTO HaXOXAEeHMA N MEeCTO OCYLLEeCTBAeHUN
aeaTtenbHocTu, TenedoH, Tenedakc, aapec SNEKTPOHHON NOUTbI MeAULIMHCKOW OpraHn3aLumm);

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

5) npegnonaraemble CPOKM NPOBEAEHUSA KAMHUYECKOTO UCCNeA0BaHUA IeKapCTBEHHOIO NpenapaTa
A9 MEeONUMUHCKOTO NPUMEHEHMUS.

(n. 5 BBeaeH depepanbHbiM 3aKkoHOM 0T 11.10.2010 N 271-d3)

2. B cpoK, He npeBblwatowmii nATM paboumx gHel co AHA NPUHATMA YKa3aHHOro B 4actm 1
HACTOALLEN CTAaTbM 3asBAEHUA C NPUNOXKEHMEM HeOobXoAUMbIX OOKYMEHTOB, YNOJHOMOYEHHbIN
denepanbHblIii OpraH UCMOJIHUTE/IbHOM BNACTU:

1) npoBOAMT NPOBEPKY MONHOTbI U AOCTOBEPHOCTU CBEAEHUN, COAEPMKALLNXCA B NPEACTABNEHHbIX
3anBUTE/IeM MaTepuanax;

2) NpMHMMaET pelleHne O BblAaye paspelleHns Ha NpoBedeHUe KJANMHMYECKOro mMccneaoBaHuA
JIeKapCTBEHHOrO npenapaTta Ans MeAUUMHCKOro NMpUMeEHeHMA uan o6 oTKase B Bbldaye YKasaHHOro
pa3spelueHus;

3) yBegomnsieT B NMMCbMEHHOW GopMe 3asiBUTENS O MPUHATOM PELEHUN UM B Cly4ae OTKasa C
yKa3aHMeM NPUUYNH TaKoro OTKasa;

4) BblAaeT paspelleHme Ha NPoBeAeHME KIMHMYECKOTO UCCNeA0BaHMA IeKapCTBEHHOTO Npenapara
AN MeOMUMHCKOTO MNPUMEHEHUss B NOpsAKe, YCTAaHOBNEHHOM YMNOJAHOMOYEHHbIM deaepanbHbIM
OpraHoOM MUCMOIHUTE/IbHOM BNacTM.

2.1. B cnyyae BbIABAEHMA HELOCTOBEPHOCTM CBEAEHWUI, COAEPKALWMXCA B NpencTaBAEHHbIX
3aABUTENIEM MaTepuanax, ynosHOMOYEHHbIN peaepanbHbliA OpraH UCNOHUTENIbHOW B/1IAaCTU HanpaBaseT
3aABMTENI0 3anpoc 06 YTOYHEHWM YKasaHHbIX cBedeHWi. [aHHbIM 3anpoc MoXeT ObiTb nepegaH
YNOJHOMOYEHHOMY NpPeACTaBUTENIO 3aABUTENA JIMYHO NOJ PACMMCKYy, HAaNpaB/eH Mo MoyTe 3aKasHbIM
NMUCbMOM UM NepesaH B 3/IEKTPOHHOW dopme NO TENEKOMMYHMKALMOHHbBIM KaHanam cBAsn. B cnyyae
HanpaB/ieHMA AAHHOTO 3aMnpoca Mo NOYTe 3aKa3HbIM NMUCbMOM OH CYMTAETCA NOIYYEHHbIM MO UCTEYEHUU
LIecTM AHel ¢ AaTbl HANPaB/ieHMA 3aKa3HOro NUCbMA.

(yacTtb 2.1 BBegeHa depepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

2.2. 3aaBuTenb 0653aH NpeacTaBUTb OTBET HA 3anNpocC YyNnoaHOMOYeHHoro desepanbHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpeBbIWAoOWmMn AeBAHOCTA paboymx AgHel co AHA nonyyeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 2 HacToAWen cTaTbM, NPUOCTAaHAB/MBAETCA CO AHA
HanpaB/ieHMA 3a8BUTEIO 3aNpoca YNoAHOMOYeHHOro deZiepasbHOro opraHa UCNOIHUTENbHOM BAacTK A0
OHS NoNy4YeHMA MM OTBETa Ha AaHHbIM 3anpoc.

(yacTb 2.2 BBeaeHa deaepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

3. OCcHOBaHMAMM A8 OTKas3a B Bblaye paspelleHns Ha NpoBeAeHNE KNMHUYECKOro UccieloBaHns
JIeKapCTBEHHOrO Npenaparta A1a MeAULUHCKOro NPUMEHEHNA ABNAIOTCA HENpeaCTaBleHNE OKYMEHTOB,
YKa3aHHbIX B YacTu 1 HacToAwen cTaTbn, HECOOTBETCTBME COAEPKAHUA NPeACTaBNAEHHbIX AOKYMEHTOB
TpeboBaHMAM HacTosAuwero PeaepanbHOro 3aKoHa, HenpeacTaB/eHUE 3aABUTE/IEM B YCTAHOBIEHHbIN
CPOK OTBETAa Ha YKas3aHHbIM B YyacT 2.1 HacToslWen cTaTby 3anpoc ynoaHoMo4YeHHoro ¢peaepanbHOro
opraHa MCNONHUTE/IbHOM BAAcTM NMBO HanMuMe 3aKNYEeHUA KOMWMCCUM IKCNEPTOB WAWN 3aK/IoUYeHUs
CoBeTa MO 3TWUKE O HEBO3MOMKHOCTU NPOBEAEHUA KAMHUYECKOro WCCAefOBaHUA NeKapCTBEHHOro
npenapata Ana MeAMUMHCKOTO MPUMEHEHMA Mo  pe3ynbTaTam  MNPOBEAEHHbIX  3KCNepTus,
npeaycMoTpeHHbIX cTaTben 20 HacToAwwero ®PeaepanbHOro 3aKoHa.

(B pen,. PegepanbHbix 3aKoHOB 0T 11.10.2010 N 271-3, ot 25.11.2013 N 317-93)

CraTba 23. 3KCI'IepTI/I3a KavyecCTBa /IeKapCTBEHHOIO CpeacTBa U SKCNepTn3a OTHOWEHNA O)‘KVILI,BGMOVI
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOrO npenaparta Ana meguumnHCKoro
npumeHeHunA

1. 9KcnepTn3a KayecTBa JIeKaPCTBEHHOIO CPeACTBa M IKCMEePTU3a OTHOLLIEHWUS 0XKNAAEMON MONb3bl
K BO3MOXHOMY PUCKY NPUMEHEHWS NEeKapCTBEHHOro npenapata A48 MeAUMUMHCKOro MpUMEHEHMUS,
COCTaB/IEeHWE KOMMUCCUAMM 3IKCMEPTOB 3aK/AOYEHMIA MO pesynbTaTaM NPOBeAEeHHbIX 3IKCNepTU3 U
HanpaB/AeHMEe TaKUX 3aKAOYEHWUI B YNONHOMOUYEHHbIM deaepanbHbiii opraH UCNOIHUTENbHOW BNACTU
OCYLLECTBASAOTCA B CPOK, HE NMPEBbLIWALWMIA CTa AECATU Paboumx AHEN CO AHA NOYYEHUA SKCNEPTHLIM
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yupexxaeHMeM COOTBETCTBYIOLLEro 3a/aHmaA yNnoaHoOMo4YeHHoro ¢deaepanbHOro opraHa UCNOHUTENbHON
BNACTU C AOKYMEHTaMM, YyKas3aHHbIMM B NyHKTax 1 - 8, 15 - 17 vactm 3 ctatbn 18 HacToAwero
dPepepanbHOro 3aKOHa, M OTYETA O MNPOBEAEHHOM KAMHMYECKOM MWCCNen0BaHUWU NeKapCTBEHHOIo
npenapaTta 414 MegULUHCKOro NPUMeEHEHMA.

2. ina npoBeAeHmMA YKa3aHHbIX B 4aCTU 1 HACTOALLEN CTaTbW SKCNEPTU3 3aABUTENb NPeSCTaBAAET B
YNONHOMOYEHHbIN deaepasibHblii OpraH UCNOJIHUTEIbHOM BAACTMU:

1) 3anaBneHne o BO306HOBNAEHMM TOCYHAPCTBEHHOW perncTpauuu eKapcTBEHHOro npenapata u
NpoBeLEeHMN YKa3aHHbIX B 4acTM 1 HaCTOALLENM CTaTbW SKCNEPTUSs;

2) oTyeT O MNpPOBEAEHHOM K/NMHUYECKOM MCC/ef0BaHUM J/IeKapCTBEHHOro npenapata  Aans
MeANLMHCKOro NPpMMeEHeHUs;

3) AOKYMEHT, NoOATBEP KAAOWMI YNAaTy rocy4apCTBEHHOM NOLWMHbI 33 NPOBeAEeHME SKCNepTM3bI
KauyecTBa NeKapCTBEHHOro CpeacTBa M 3KCMNepTM3bl OTHOLUEHUS OXKMOAEMOM MOJb3bl K BO3MOXKHOMY
PUCKY MNPUMEHEHUS JIeKapCTBEHHOro nMpenapata ANns MeAMUMHCKOrO MNPUMEHEHUss MNpu  ero
rocy4apcTBEHHOM perucTpaymu.

3. B cpoK, He npeBblWwaowmi NATU pabounx gHen co AHA NPUHATUA 3aABNEHUA C JOKYMEHTaMU,
YKa3aHHbIMM B YacTv 1 1 NyHKTax 2 KU 3 4yacTu 2 HACTOALLEN CTaTbM, YNOJHOMOYEHHbIN deaepanbHbIi
OpraH UCMNOJIHUTENIbHOM BNACTU:

1) npoBOAMT NPOBEPKY MOSHOTbI U AOCTOBEPHOCTU AaHHbIX, COAEPKALUNXCA B NPeAcTaBNeHHOM
3anBUTE/IEM OTYETE O MPOBEAEHUU KAMHUYECKOrO WCCNEAO0BaHWA /JIeKapCTBEHHOro npenapaTta Aans
MeAUNLMHCKOro NPUMEHEHMUA U B IOKYMEHTAX, COAEPKALLMXCA B PErMCTPaLMOHHOM A0ChE;

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

2) npuMHMMaeT pelleHne O BO30OHOBAEHWM TOCYAaPCTBEHHOW PErncTpaLmnm neKkapCTBEHHOro
npenapata U NPOBEAEHWM YKa3aHHbIX B 4YacTW 1 HacToAWEM CTaTbM 3KCNepTU3 mMaM ob OTKase B
BO30OHOBNEHUN FOCYAAPCTBEHHOM PErncTpaummn JIeKapCTBEHHOrO npenapata And MegULMHCKOro
NPUMEHEHMA N NPOBEAEHUMN TAaKMX IKCNEPTU3;

3) yBeaomnseT B NMCbMEHHOW popme 3asaBUTENA O MPUHATOM PELUEHUN WU B Cy4ae OTKasa C
yKasaHMeM NPUYUH TaKoro OTKasa.

3.1. B cny4yae BbISBAEHMA HELOCTOBEPHOCTU CBEAEHUM, COAEeprKalLMxcA B MNpeacTaBiAeHHbIX
3anaBUTENIEM MaTepuanax, ynoJHOMOYEHHbI denepanbHbii OpraH UCNOAHUTENbHOW BAACTU HanpasaseT
3aABUTE/NIO 3anpoc 06 YTOYHEHMM YKA3aHHbIX CBeAeHWi. [JaHHbI 3anpoc MoXKeT OblTb nepenaH
YNONHOMOYEHHOMY NpeacTaBUTENI0 3aABUTENA JIMUHO NOJ PacnMCKy, Hanpas/ieH Mo MNoyTe 3aKasHbIM
NMUCbMOM WU NepesiaH B 3/IEKTPOHHOW dopme No TENIEKOMMYHMKALMOHHbIM KaHanam cBssu. B cnyyae
HanpaBs/ieHMA AAaHHOTO 3aMnpoca Mo NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHWUU
LIecTM AHEeN c AaTbl HaNpaB/ieHMA 3aKa3HOro NUCbma.

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

3.2. 3anaBuTenb 0653aH NpeacTaBUTb OTBET Ha 3anNpocC YyNno/sHOMO4YeHHOro desepanbHOro opraHa
WCNONIHUTENBbHON BNACcTU B CPOK, HE MNpPEeBbIWAOWNA AeBAHOCTA pabouymx AHENW CO AHA MONydYeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 3 HacToAWwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaBs/ieHMA 3a8BMTE/IO 3anpoca yNnosHOMo4YeHHoro defiepasibHOro OpraHa UCNo/IHUTENbHOM BNacTu 40
OHS NoNy4YeHMa MM OTBEeTa Ha AaHHbIM 3anpoc.

(yacTb 3.2 BBegeHa deaepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

4. OcHoBaHMEM gNsi OTKa3a B BO30OHOB/IEHWMM FOCYAAPCTBEHHOM PErncTpPaLmMmn NeKapCcTBEHHOTO
npenapaTta 1 NpoBeAeHMM YKasaHHbIX B 4acTu 1 HacToALLEelM CTaTbW SKCNepTM3 ABAAETCA NpeacTaBieHune
OOKYMEHTOB, YKasaHHbIX B 4acTh 1 M NyHKTax 2 M 3 YyacTu 2 HACTOALLEN CTaTbM, B HEMNONHOM O06beMe,
HenpeacTaBAeHWe 3afBUTEIeM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIA B 4YacTu 3.1 HacToALed
CTaTbW 3aMpOC YNOJIHOMOYEHHOro pesepasibHOro opraHa UCNOHUTEIbHOM BAACTU UAM NpeacTaBieHue
OOKYMEHTOB, He cogepKalluux ncyeprnbiBatowWwero nepeyHa Heobxoanmbix cBe4eHUN.

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

5. B TeyeHWe nATHaAUATM pabouymx AHEN Cco AHA NONAYYEHUA pelleHMA YNOJHOMOYEHHOro
desepanbHOro opraHa MCNOAHUTENIbHOW BNAacTM O BO30OHOB/IEHMU TOCYAAPCTBEHHOW perucrpauum
JIeKapCTBEHHOrO Npenaparta 1 NPoBeleHUN YKa3aHHbIX B YacTu 1 HacToALLLel CTaTbM SKCNEPTU3 3aABUTENb
npeacTaBAsieT B 3KCMEpTHOE yuypexaeHue AN NpoBeAeHUs 3KCNepTU3bl KayecTBa /IeKapCTBEHHOro
cpeacTea obpaslbl IeKAapPCTBEHHOrO Npenaparta Ans MeAULMHCKOro NpUMeHeHus, NpousBeaeHHOro B
COOTBETCTBUM C TPebOBaHUAMU OMbITHO-MPOMbILLAEHHOTO W (MAM) MNPOMbILLINIEHHOrO pPerfiaMmeHToB,
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YTBEPKAEHHbIX PyKOBOAUTENEM NPOU3BOANTENS JIEKAPCTBEHHbIX CPEACTB, a TaK¥Ke B COOTBETCTBYIOLLMX
cny4yasx obpaseu, dapmaLeBTUYECKOW CyBCTaHLMM, TECT-LUTaMMa MUKPOOPraHM3MOB, KyAbTypbl KNETOK,
06pasupl BELWECTB, MPUMEHAEMbIX A1 KOHTPOAA KauecTBa JIEKApPCTBEHHOMO CPeACTBa NyTEM CPAaBHEHMS
C HUMW UCCNeLyeMOro IeEKapCTBEHHOTO CPEeACTBA, B KOJIMYECTBaxX, HEOOXO4MMbIX A1A BOCNPOM3BEAEHUA
MEeTO40B KOHTPO/1A KayecTBa.

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

6. Mpu nonyyeHnn obpasLOB NEKAPCTBEHHOro npenapata U ¢apmaueBTUYECKON cybcTaHumm
3KCMEePTHOE Yy4ypeXKAeHMe BblAaeT 3aABUTENI0 AOKYMEHT, MOATBEPKAAOWMI MNONyYeHWe YKA3aHHbIX
06pa3LoB, U B CPOK, HE NpeBbILatoLWni Tpex pabounx gHel, ysegomnaeT B NMCbMeHHOM dopme 06 aTom
YNO/NHOMOYEHHbIN deaepasibHbliA OpraH UCMOIHUTE/IbHOM BAACTH.

7. Cpok Aana npeacraBneHusa 3aaBuTenem 06pasuoB  /IEKAapCTBEHHOro npenapata U
dapmaLeBTMUYECKON CYyBCTaHUMM M CPOK YBEAOMIEHWSA 3KCNEPTHbIM YyypexaeHnem o6 3Tom B
NUCbMeHHoM dopme ynosHOMOYeHHOro deaepanbHOro opraHa UCMOIHUTEIbHOM BA1acTH, yKasaHHbIe B
yacTax 5 1 6 HacToALWEeN CTaTbM, HE BKAKOYAKOTCA B CPOK NPOBEAEHMA YKa3aHHbIX B YacTh 1 HacToAwewn
CTaTbW 3KCNEPTU3.

8. JOKYMeHTbl, NOCTYMMBLUME B SKCMEPTHOE YUYPEKAEHWNE ANA NPOBEAEeHUSA YKasaHHbIX B Yactn 1
HACTOALWEN CTaTbW 3KCMepTU3, noaneskaT BO3BPaTy B YNONHOMOYEHHbINM deaepanbHbii opraH
NCNOJIHUTENIbHOWN BNACTU OAHOBPEMEHHO C 3aK/IIOYEHUAMM NO Pe3y/ibTaTaM YKa3aHHbIX 3KCNepTUs.

CraTba 24. 3KCI'IepTM3a KayecCTBa /IeKapCTBEHHOIO CpeacTBa U 3KCNepTn3a OTHOLWEHUA ommp,aelv\oﬁ
NnoNb3bl K BO3MOXHOMY pPUCKY MNPUMEHEHUNA NEeKapCTBEHHOIO npenapata A4 BeTepPUHAPHOro
npumeHeHunA

1. 3KcnepTn3a KayecTBa JIeKapCTBEHHOIO CPeACTBa U 3KCNepPTM3a OTHOLIEHUS OXKULAEMON MO/b3bl
K BO3MOXXHOMY PUCKY MPUMEHEHWUS JIeKapCTBEHHOro npenapaTa 418 BeTePUHAPHOTo MPUMEHEHMUS,
COCTaB/IEHWE KOMMUCCUAMM SKCMNEpPTOB 3aK/IOYEHUI Mo pesy/ibTaTaM  YKasaHHbIX 3KCNepTn3 U
HanpaB/ieHMe TAaKUX 3aK/IOYEHUIN B YNOIHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTENBHOM BNACTU
OCYLLECTBAIAOTCA B CPOK, HE NMPEBbIWAOLWMNIA CTa AECATU Paboumx AHein Co AHA NONYYEHUS SKCMEPTHbIM
yypexKaeHMem 3afaHus  yrnosHOMoOYeHHoro <¢denepanbHOro opraHa WCMOAHUTENbHON BAacTM C
OOKYMEHTaMM, yKasaHHbIMKM B nyHKTax 1 - 8, 10, noanyHkTax "a" - "g4", "x" - "m", "n" - "¢" nyHkTa 16 1
nyHKTe 17 yactu 3 ctatbM 18 HacToswero ®eaepanbHOro 3aKoHa.

2. B TeyeHue naTHaguaTM paboumx AHeM €O AHA MONYYEHUSA pPeLeHUa YNoJHOMOYEHHOTO
dbenepanbHOro opraHa MCNOSIHUTENIbHOM BIACTU O NMPOBEAEHMM YKa3aHHbIX B 4acTW 1 HacToALWEeN cTaTbu
3KCNnepTU3 3a8BUTENb NPEACTABASET B IKCMEPTHOE YUpeXKAeHME ANA NPOBEeAEHUS SKCNepTU3bl KayecTBa
JIeKApCTBEHHOrO CpeacTBa 06pasubl IEKAPCTBEHHOrO Mpenapata AAA BETEPMHAPHOrO NPUMEHEHWUS,
NPOW3BEAEHHOIO B COOTBETCTBUM C TPEOOBAHUSAMM TEXHOIOTMUYECKMX PEFNAMEHTOB, YTBEPKAEHHbIX
pyKOBOAMUTENEM NPOU3BOAMUTENS JIEKAPCTBEHHbIX CPeAcTB, a TaKKe obpasel, dapmaleBTUYECKOM
CybCTaHLMM B KONMYECTBAX, HEOBXOAMMbIX A5 BOCNPOU3BELEHMA METOAOB KOHTPO/IA KayecTsa.

3. MNpu nonyyeHun 06pasLOB JIEKAPCTBEHHOrO Npenapata M ¢apmaueBTUYECKON CybCcTaHLMM
3KCNepTHOe yYpexaeHWe BblAaeT 3asBUTENO0 AOKYMEHT, MOATBEPKAAIOWMIA MONYyYEHUE YKasaHHbIX
06pasuoB, 1 B CPOK, HE NpeBbiLatoWwunii Tpex pabounx gHel, yBeaomMaaeT B TMcbMeHHoM ¢opme 06 aTom
YNOJHOMOYEHHbIN desepanbHblit opraH UCNOJIHUTENbHOW BNACTY.

4. Cpok [4na npeacraBneHuA 3asaBuTenem 06pasLOB  /IeKApPCTBEHHOrO MpenapaTa WU
bapmaueBTUUECKON CybCTaHUMM W CPOK YBEAOMJ/IEHUA 3KCMEPTHbIM y4ypexaeHuem o6 3Tom B
nMcbMeHHoN Gopme ynosaHOMOUYeHHOro denepasbHOro opraHa UCNOAHUTENBHOW BACTU, YKa3aHHbIe B
yacTax 2 U 3 HACTOALLEN CTaTbM, HE BK/AKOYAKOTCA B CPOK NPOBEAEHMA YKA3aHHbIX B YacTh 1 HacToAwewn
CTaTbM 3KCNEPTH3.

5. lOKyMeHTbl, NOCTYNUBLUME B KCMEPTHOE yuperKaeHMe ANA NPOBeLeHUA YKa3aHHbIX B Yactn 1
HacToAWEN CTaTbW IKCMEPTWU3, MOANENKAT BO3BPATy B YMNOJHOMOYEHHbIA deaepanbHbI opraH
NCMNOJIHUTENBHOM BNACTU OGHOBPEMEHHO C 3aK/IHOYEHUSAMM MO Pe3y/IbTaTaM YKa3aHHbIX IKCNepTUs.

Cratbsa 25. [oBTOpHOE NpoBeaeHNe 3KCNEePTM3bl IEKAPCTBEHHbIX CPEACTB M STUYECKOM SKCNepTMU3bl

1. B cny4yasax HeAOCTaTOLIHOVI 060CHOBAHHOCTU U/ HEMNOZIHOTbI 3aK/OYEHUSA KOMUCCUMN 9KCnepToB
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WAWN COBETa MO 3TUKE, HaIMUNA B HEM MPOTUBOPEUMBLIX AaHHbIX, PanbCUdUKALMKN BbIBOAOB SKCNEPTUSHI
NIeKapCTBEHHOrO cpeactBa M (MAM) 3TUYECKON 3KCNEPTU3bl, COKPbLITUA OT  YMNOJHOMOYEHHOrO
desiepanbHOro opraHa MCMNO/HUTENIbHOM B/laCcTM OCHOBAHWM AN OTBOAA 3KchepTa BCAeACTBUE ero
3aMHTEPECcOBaHHOCTM B pe3y/abTaTax COOTBETCTBYIOLLEN SKCNepTMU3bl, HaAUYMUA AaHHbIX O NPAMOM Mbo
KOCBEHHOM BMeLlIaTeNbCTBE B MPOLECC COOTBETCTBYIOLLEN 3KCMepTM3bl NNL, He y4yacTBYOWMX B ee
npoBeZleHUN, HO OKasaBLUMX BAUSIHWE Ha MPOLLECC U pe3y/bTaTbl ee NpoBeAeHUsA, YNONHOMOYEHHbIM
desepanbHbIM OPraHOM MUCMOJIHUTENIbHOM BNACTU Ha3HaYaeTCcs NOBTOPHAA 3KCNEePTU3a JIeKapPCTBEHHOTO
cpeacTea U (MnM) aTMYeCKas aKcnepTM3a.

2. lMoBTOpHasA 3KcnepTusa /NEKapCTBEHHOrO CpeacTBa MPOBOAUTCA B CPOK, YCTaHOB/IEHHbIM
YNONHOMOYEHHbIM deaepanbHbiIM OPraHOM WCMNOJIHUTENbHOW BAACTU M He MNPEeBbIWAOWMUA COPOKa
pabounx AHel Co AHA MOAYYEHUS SKCMEePTHbIM yypexaeHWem 3aJaHuA Ha npoBedeHue MOBTOPHOM
3KCNepTU3bl IeKapCcTBEHHOrO CpeAcTBa, NOBTOPHAA 3TUYECKAA SKCNepTU3a - B CPOK, He NpeBbiwatowmii
NATHaAUaTK paboumnx AHel co AHA NoAyYeHUA COBETOM MO 3TUKe 3a4aHuA Ha nposedeHne NMOBTOPHOM
3TUYECKOW 3KCNepTU3bI.

3. duHaHcoBoe obecnevyeHune BbINOMHEHUA 3afaHUA Ha NpoBedeHWe NOBTOPHOW 3KCNepTUsbl
NIeKapCTBEHHOrO CpeacTBa He OCYLLECTBASAETCA, M CPeAcTBa, Mepeync/eHHble paHee Ha nposedeHue
TaKoW 3KCNepTUsbl, NoanexKat Bo3spaTy B degepanbHblii BroaxeT.

CtaTbsa 26. YCKOpeHHan npoueaypa 3KCnepTU3bl 1I€KapCTBEHHbIX CPeaCTB

1. YcKopeHHas npoueaypa 3KCMepTU3bl JIeKapPCTBEHHbIX CPeACTB B LUENAX roCyAapCTBEHHOM
perncTpaumMm  IEKApPCTBEHHbIX MNpPEnapaToB MNPUMEHSETCA B  OTHOWEHMU BOCMPOU3BEAEHHbIX
JNIEKApPCTBEHHbIX npenapaTtoB. [pyM npoBeAeHUM TakoM npoueaypbl NpeactaBaAlTca MHbopmaums,
Nnoslyd4eHHass nNpU  NPOBEAEHUU  KJIMHUYECKUX WCCAeAO0BaHWI  /IEKAPCTBEHHbIX MNpenapatos U
onyb/IMKoBaHHaA B CMELMaNM3MPOBAHHbIX MeYaTHbIX M3AAHUAX, a TaKXKe AOKYMEHTbl, coepKalime
pesynbTaTbl UCCNeAOBaHUA OUO3KBUBANEHTHOCTM U (MAKM) TepaneBTUYECKOW 3SKBMBANIEHTHOCTU
NIeKApCTBEHHOrO nMpenapata Aa MeOUUMHCKOTO MNPUMEHEHUA WM  pe3ynbTaTbl  MCC/eA0BaHuMA
6103KBMBAIEHTHOCTM JIEKAPCTBEHHOIO NpenapaTa 418 BeTepUHapPHOro NPUMeHeHHUS.

2. YCKOpeHHas npoueaypa 3KCNepTU3bl NEKAaPCTBEHHbIX CPeACTB HE MPUMEHAETCA B OTHOLIEHUMU
MMMYHOOMONOTMYECKUX JIEKAPCTBEHHbIX MPEnapaTtoB, MPenapaTtoB WHCY/JMHA W JIEKApPCTBEHHbIX
npenapaTtos, BNepBble perncTpupyembix B Poccminckoin deaepaumin.

3. YcKkopeHHaa npoueaypa 3KCNepTU3bl NEeKapPCTBEHHbIX CPeAcTB MPOBOAMTCA MO pPeELleHUto
COOTBETCTBYIOLLEFO YMNOJIHOMOYEHHOTO ¢enepanbHOro opraHa WCNONHUTENbHOM BAAcTU B CPOK, He
NpeBbIWAOWMA LecTngecatn paboumx aHen. MNpu 3TOM 3KCnepTM3a AOKYMEHTOB, COAEp)Kaluuxca B
perncTpaumoHHOM A0Cbe, ANA MONYYEHUs pa3peLlleHna Ha NpoBedeHne KAMHUYECKOro UccaenoBaHuUs
NIeKapCTBEHHOrO NpenapaTta Ana MeguUMHCKOro NPUMEHEHMA U 3TUYECKas 3KCnepTM3a NpoBoAATCA B
CPOK, He NpeBbIWALWNK NATHAALATM Paboymx AHEN, SKCNEPTM3a KaYecTBa SIEKAPCTBEHHOMO CpeacTsa U
3KCNepTn3a OTHOLIEHUA OXMAAEMOW MO/Ab3bl K BO3MOXMHOMY PUCKY MNPUMEHEHUA NEKAPCTBEHHOTO
npenapara - B CPOK, He NMpeBblLlatoLniA COpoKa NATU pabounx gHeun.

4. YcKopeHHasa npoueaypa 3KCNepTusbl NeKapCTBEHHbIX CPeacTB MNPOBOAUTCA B MOPSAKE,
YCTaHOBNAEHHOM cTaTbAMM 17 - 20, 23 1 24 HacTosAwero PenepanbHOro 3aKOHa, U HE 03HAYAET CHUMKEHUA
TpeboBaHMI K 6€30MacHOCTH, KauecTBy U 3GOEKTUBHOCTU SIEKAPCTBEHHbIX NPEnapaTos.

CraTbs 27. PelleHne o rocysapCTBEHHOM PerncTpauumn 1eKapcTBEHHOTO nNpenapara

1. B cpoK, He MpeBblAOWMIA NATU Pabounx OHEN co AHA MOAYyYeHMS 3aKIYEeHUA KOMUCCUU
3KCMePTOB MO pe3yabTaTaM 3KCMNEepTMU3bl Ka4yecTBa JIEKAPCTBEHHOMO CPeACTBa M 3KCNEpPTU3bl OTHOLLIEHUA
0XKMAAEMOW NOb3bl K BO3MOXHOMY PUCKY NPUMEHEHMWA JIEKAPCTBEHHOIO NpenapaTa, COOTBETCTBYOLWMIA
YNOJIHOMOYEHHbIN deaepanbHbiit opraH UCNOJIHUTENIbHOWN BAACTU:

1) ocyuiecTBaAeT OLEHKY TaKMX 3aK/AOYEHW ONA onpefesieHus UX COOTBETCTBMA 3af4aHuio Ha
npoBeAeHMe YKa3aHHbIX 3KCNepTus;

2) NpUMHUMAaET pelleHne O rocyAapCTBEHHOW pPerMcTpauMu feKapcTBEHHOro npenaparta uam o6
OTKase B rocy4apCTBeHHOM perncTpaumm 1eKapcTBeHHoro npenapara;

3) BHOCUT NpU NPUHATUMN PELIEHNA O rOCYAaPCTBEHHOW pPerncTpauun AeKapcTBeHHoro npenaparta



JaHHble O 3aperucTpMpoBaHHOM JleKapCTBEHHOM Mpenapate, B TOM 4ucine o ¢dapmaleBTUYECKOM
cybCcTaHuMM, BXoAAlWEeN B COCTaB /IEKAapCTBEHHOro npenapaTta, B rOCYAAapCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPeACTB W BblAAET 3aABUTENI0 PErncTpaLMoHHOE YAO0CTOBEpPEeHME JNeKapCTBEHHOTIO
npenapata, <¢opma KOTOpPOro yTBEPXAAeTcA  YMNoJHOMOYEHHbIM  denepanbHbiIM  OpraHom
WCMNOJIHUTENbHOM B/IAaCTU, COrNACcOBaHHble HOPMATUBHYIO LOKYMEHTALMIO, HOPMATMBHbIA [OOKYMEHT,
MHCTPYKLMIO NO NPUMEHEHMIO IEKAPCTBEHHOIO NPenaparta U MakeTbl NEPBUYHON YNAKOBKU U BTOPUYHOM
(noTpebuTenbCcKo) YMakoBKM C YKa3aHMEM HA HUX HOMEpPA pPEerucTpauMoHHOro YAOCTOBEPEHUA
JIeKapCTBEHHOIO NpenapaTta W 4aTbl ero rocyapCcTBEHHOM PErncTpaLmMm Uan B Cly4ae NPUHATUA pelleHns
06 OTKase B rocygapCTBEHHOW perncTpaummn IeKapCcTBEHHOro npenapaTta yBegoMseT B NMUCbMEHHOM
dopme 3aaBUTENA 06 3TOM C YKa3aHMEM NPUYMH TAKOTo OTKasa.

2. OcHOBaHWeM A1 0TKa3a B roCcyAapCTBEHHOMN PErMcTpaLmmn 1eKapcTBEHHOro Npenaparta ABAseTcs
pelleHne COOTBETCTBYHOLLErO YNOJHOMOYEHHOro dpeaepasibHOro opraHa UCNOAHUTENLHOM BIACTU O TOM,
YTO KauyecTBOo U (Mn) apPeKTUBHOCTb PErUCTPUPYEMOrO NEKAPCTBEHHOMO NpenapaTa He NoATBEPKAEHbI
NO/IyYeHHbIMM [AHHBIMM WMAU YTO PUCK NPUYMHEHUS Bpeaa 340POBbIO YE/I0BEKA WM KUBOTHOMO
BC/IeACTBME NPUEMA IEKAPCTBEHHOTO NpenapaTta npesbiwaeT 3GpPeKTUBHOCTb Ero NPUMEHEHUS.

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

3. Mpu rocyaapCTBEHHOW PeruvcTpaLuMu IeKapcTBEHHOro npenaparta, BKAKYEHHOTO B MNepeyeHb
KU3HEHHO HEOBXOAMMbIX M BarKHEWLIMX SIeKapCTBEHHbIX NPenapaTos, HeobxoAMMble AaHHbIe 3aHOCATCA
B rOCYAAPCTBEHHbIA peecTp MpeaesbHbIX OTMNYCKHbIX UEH MpousBoauTeneil Ha JIeKapCTBEHHble
npenapartbl, BKAOYEHHbIE B YKa3aHHbI NepeyeHb.

Cratba 28. PerncrpaunmoHHoOe ya0CcToBEpPEHME NEKAPCTBEHHOIO Npenaparta

1. PerncrpauMoHHOe yA0CTOBEPEHME JIEKAPCTBEHHOMO MpenapaTta C yKasaHMEeM JIEKapCTBEHHbIX
dbopm ¥ [03MPOBOK BbIJAETCA OECCPOYHO, 33 MCKAYEHMEM PETUCTPALMOHHOIO YAOCTOBEPEHMUSA
JIeKapCTBEHHOTO NpenapaTa, Bbl4aBaeMOro CO CPOKOM AENCTBUA NATb JIET, HA BNEPBbIe PErMCTpUpyemMble
B Poccuitckoit Pepepaummn nekapcTBeHHble npenapaTbl.

2. Mo ucTeyeHUM yKasaHHOrO B YacTM 1 HacTosAwel CTaTbM CPOKA Bblaaetcs bHeccpoyHoe
pPerncTpauuoHHoOe YZAOCTOBEPEHUE JIEKAPCTBEHHOro npenapata Mnpu YC/I0BWM MNOATBEPXKAEHWUA ero
rocyfapcTBEHHOM PerucTpaymm.

Cratbsa 29. NoaTBeprKaeHWe rocysapcTBEHHOM perncTpaLmMm 1eKapcTBeHHOro npenapara

1. NMoaTBeprKaeHMe rocyaapCTBEHHOM PErncTpaLMn NeKapcTBEHHONO NpenapaTa oCyL,ecTBAsSeTCA
npu Bbiaaye 6eccpoYHOro PerucTpaLMoOHHOrO YAOCTOBEPEHUA JIEKAapPCTBEHHOrO npenapaTta B C/ydae,
YKa3aHHOM B 4actu 2 cTaTbu 28 Hactoawero deaepasbHOro 3aKOHa, B CPOK, He MNpPeBblatoLWnit
AeBAHOCTa paboumx AHen co AHA MOJIyYeHUs COOTBETCTBYIOLWMM YMNONHOMOYEHHbIM deaepanbHbIM
OpraHOM MWCMNOAHUTENBHOM BAACTM 3asIBAEHMA O MNOATBEPXKAEHMM [OCYAAPCTBEHHOM perncrpaunmn
NIeKapCcTBEHHOro npenapaTta, OPOpPMIEHHOrO B COOTBETCTBMM C YacTbio 2 cTaTbk 18 HacToswero
depepanbHOro 3akoHa.

2. MoaTBEpPKOAEHNE FOCYAAPCTBEHHOM perncTpaunm nekapcTBeHHOro npenaparta ocyLecTBaseTca
Nno pesy/ibTaTaM 3KCMEepPTU3bl OTHOLIEHMA OXWAAEMOM MOJb3bl K BO3MOMKHOMY PUCKY MPUMEHEHMUA
JIeKapCTBEHHOrO npenapaTa, a TaKXe 3KCNepTU3bl KayecTBa JIeKapCTBEHHOro CpeacTBa, NPOBOANMON B
C/ly4yae BHECEHMUA U3MEHEHWNI B HOPMATUBHYIO AOKYMEHTALMIO AN HOPMATUBHbBIA AOKYMEHT.

(yacTtb 2 B pea. PenepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3. K 3aABneHnI0 0 NoATBEPKAEHUM FOCYAaPCTBEHHOM perncTpaummn nekapcTBeHHOro npenaparta
npunaratTca AOKYMEHT, NOATBEPKAAMOLWMNI YNAaTy rocysapCTBEHHOW MOLW/MHbLI 3@ NOATBEPKAEHME
rocygapcTBEHHOM PerucTpaumMm JIeKapCTBEHHOro npenapaTta Ana MegUMUMHCKOTro MNpUMEHeHUa Wau
JIeKapCTBEHHOrO npenapaTta g5 BeTePUHAPHOro NPUMEHEHUs, OOKYMEHT, CoAepXKalMii pesynbTaThbl
MOHUTOPUHIa 6e30MacHOCTM NeKapCTBEHHOro npenapaTa, MNPOBOAMMOro 3adBuUTenem, no dopme,
YCTAaHOBNEHHOM COOTBETCTBYIOLMM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM WCNOAHUTEIbHOMN
BfacTM. HopmaTMBHaaA AOKyMeHTauus WANM HOPMATUBHbLIA [AOKYMEHT, MNPOEKT MWHCTPYKUMM no
NPMMEHEHWUIO JIEKApPCTBEHHOrO Npenaparta, MPoeKTbl MaKeToB MepPBMYHOM YMNAKOBKU W BTOPUYHOM
(noTpebutenbcKoit) ynakoBKM IeKapCTBEHHOTO NpenapaTta NPUaralTca K 3a8BeHNI0 O NOATBEPKAEHUN
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rocyAapCTBEHHOM perncTpaumnm 1eKkapcTBeHHOro npenapaTa BHOBb TO/IbKO B C/1y4Yae, eC/I B HUX BHOCATCS
N3MeHeHus.
(yacTtb 3 B pea. PegepanbHoro 3akoHa oT 29.11.2010 N 313-93)

4. B TeyeHue pgecATM pabounx AHEN CO AHA MPUHATMA 3aABJEHMA O MNOATBEPXKAEHUU
rOCYy4apCTBEHHOW  PerucTpaumMm  IeKapCTBEHHOIO  Mpenapata W HeobXxoaMMbIX  LOKYMEHTOB
COOTBETCTBYIOLLNIM YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCMOIHUTE/IbHOM BAACTU:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHUN, COAEPKALUMXCA B NPEACTaBEeHHbIX
3aABUTENIEM MATEpPUANax;

2) NpMHMMaET pelleHne O NPOBEeAEHMM UM 06 OTKase B NpPoBeAEeHUN IKCNepPTU3bl OTHOLIEHMS
OXMAAEMON MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA JIEKAapPCTBEHHOTO MpenapaTa, a TaKXe
3KCMEepPTU3bl KayecTBa JIEKAPCTBEHHOrO CpPeAcTBa, NMPOBOAMMOM B C/lyvyae BHECEHUA WM3MEHEHW B
HOPMATUBHYIO AOKYMEHTALMIO UM HOPMATUBHbIN JOKYMEHT;

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

3) yBegomnseT B NUCbMEHHOM dopme 3anaBUTENA O MPUHATOM pPelleHMn UAK B Caydae MPUHATUA
pelweHns 06 oTKase B NPOBEAEHUMN SKCNEPTU3bI C YKa3aHMEM MPUUYMH TAaKOro OTKasa.

4.1. B cnyyae BbIAIBNEHMA HeOOCTOBEPHOCTM CBEAEHWI, COAEPKALIMXCA B MNpeacTaBAeHHbIX
3aABMTENIEM MaTepuManax, ynosHOMOYEHHbIN peaepanbHblii OpraH MCNOAHUTENbHOM BAACTU HAanNpaBasaeT
3anABUTE/NII0 3anpoc 06 YTOYHEHMM YKa3aHHbIX cBeAeHWM. [JaHHbI 3anpoc MOXKeT bbiTb nepenaH
YNONHOMOYEHHOMY NMPEeACTaBUTENIO 3aABUTENA JIMYHO MOA PACNMUCKY, HaMNpaB/aeH MO MoYTe 3aKasHbiM
NMUCbMOM W/IN NepeaaH B 3/IEKTPOHHOM dopme No TeEKOMMYHUKALMOHHbBIM KaHaiam cBA3K. B cayvae
HaNpaB/AeHMA AAHHOTO 3anpoca No NOYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NOYYEHHbBIM MO UCTEYEHUN
LIecTu AHel ¢ AaTbl HANPaB/ieHMA 3aKa3HOro NUCbMA.

(yacTb 4.1 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3assutenp 06A3aH npeacTaBUTb OTBET Ha 3aMpoC YNOJHOMOYEHHOTO peaepanbHOro opraHa
WCNOJIHUTENbHOW BNACTU B CPOK, He MpeBbIWAOWMIA AeBsHOCTa paboyunx gHel co AHA NoayyeHuA
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 4 HacToAwen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMA 3a8BMTE/O 3aMNpoca YNOJHOMOYEHHOroO desepasibHOro OpraHa UCNOIHUTENIbHOM BAACTH A0
OHA NONYYEeHMA UM OTBETA HA AaHHbIN 3aNpOC U HE YYNTbIBAETCA NPU UCYUCAEHUN CPOKA NOATBEPKAEHMUA
rocyfapcTBEHHOM PerncTpaLmm NekapcTBEHHOro nNpenapara.

(yacTtb 4.2 BBegeHa degepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMemM Ana OTKasa B NPOBeAEHWW 3SKCMNEPTU3bl OTHOLUEHMA OXMAAEMOM MOMb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUSA NeKapCTBEHHOro npenapata W (MAKM) 3KcnepTUsbl KadyecTsa
NIeKapCTBEHHOIO CpeACcTBa ABAAETCA NpeAcTaBNeHMe AOKYMEHTOB, YKa3aHHbIX B YacTax 1 n 3 HacToAwen
CTaTbl, B HENoAHOM obbeme, HenpeacTaBAeHWEe 3asBUTENEeM B YCTAHOB/IEHHbIM CPOK OTBeTa Ha
YKa3aHHbIM B 4yacTm 4.1 HacToAwen cTaTbM 3anNpoc YNOAHOMOYEHHOro ¢eaepanbHOro opraHa
WUCMNONIHUTENIbHOM BNACTM, a TaKXe OTCYTCTBME B MPeACTaBAEHHbIX AOKYMEHTaX WCYepnblBaOLMX
CBeZlEHWN, KOTOpPble A0/IXKHbI BbITb OTPAXKEHbI B HUX.

(8 pea. PenepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, o1 25.11.2013 N 317-3)

6. JKcnepTM3a OTHOLWEHMA OXWAAEMOM MNONAb3bl K BO3MOMHOMY PUCKY MNPUMEHEHUA
JIeKapCcTBEHHOro npenapata M (MAM) 3KCNepTM3a KadyecTBa JfIEKapCTBEHHOrO CcpeacTBa B LensAx
noATBepPKAEeHMA roCy4apCTBEHHON perncTpaLmm NeKapcTBEHHOrO NpenapaTta NPoBOAATCA HAa OCHOBAHUK
OOKYMEHTOB, YKa3aHHbIX B YaCTU 3 HacToALLElM CTaTbk, B NOPALKE, YCTAHOB/IEHHOM YacTaAmMM 5 - 8 cTaTbu
23 u cTtaTbel 24 HacToAwero ®enepasibHOro 3aKoHa.

(yacTb 6 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepuop npoBeaeHWs npoueaypbl MNOATBEPKAEHMA TOCYAApPCTBEHHOW perncrpauum
JIeKapCTBEHHOrO npenapaTta ero rpaxk4aHckuii obopoT ocyLecTBAAETCS Ha Tepputopum PoccuiicKkom
depepaunn.

Crtatbs 30. BHeceHve nameHeHul B AOKYMEHTDbI, cogepKawmeca B PpermctpauMOHHOM 0OCb€e Ha
3aperMCTpMpOBaHHblﬁ }'IeKapCTBeHHbIﬁ npenapart ana megnumnHCKoro npnmeHeHunAa

1. B uensax BHECEHUA U3MEHEHWUI B AOKYMEHTbI, CoAeprallmeca B PerncTpaLmoHHOM A0Cbe Ha
3apernucTpupoBaHHbIA  IEKApPCTBEHHbIN npenapaTt A48 MEeAULMHCKOTO MNPUMEHEHUA, 3asBuTesb
npeAcTaBAsAET B YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOAHUTEIbHOW BAACTM 3aAB/IEHMNE O BHECEHUM
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TAaKMX M3MEHeHW no ¢opme, YCTAaHOBNEHHOM YMNOAHOMOYEHHbIM deaepasbHbiM  OpPraHom
WUCNOSIHUTENbHOW BNACTWU, U MPUNOXKEHHbIE K HEMY WM3MEHEHWA B YKa3aHHble AOKYMEHTbl, a TaKXke
OOKYMEHTbI, noaTeepXaatowme HeobxoAMMOCTb BHECEHUA TaKUX M3MeHeHWN. MPUHATUE pelleHna o
BHECEHUM TAKUX U3MEHEHUI UAK 06 OTKase B MX BHECEHWUWN OCYLLECTBAAETCA B CPOK, HE NPEBbILLAIOLLNIA
AeBAHoCTa pabounx gHel co AHA NPUHATUA YNOJHOMOYEHHbIM desepanbHbIM OPraHOM UCNOTHUTENbHOWM
B/1ACTU 3aABNEHNS O BHECEHMWN TAaKNX U3MEHEHMWIA.

2. B cnyyae BHECEHUA M3MEHEHUI B MHCTPYKLUMIO NO MPUMEHEHUIO JIeKapCTBEHHOTO NpenapaTa B
OTHOLLEHWM CBEAEHUI, YKa3aHHbIX B nognyHkTax "r" - "n", "x" nyHKTa 16 yactm 3 ctaTbu 18 HacToAwero
dPepepanbHOro 3aKoOHa, B COCTaB JIEKAPCTBEHHOrO MpenapaTta AAf MeAMLMHCKOro NpUMeHeHMUs,
M3MEHEHMA MeCcTa NPOU3BOACTBA JIEKAPCTBEHHOro npenapata AAd MeAMUMHCKOTO NpUMEHeHUS,
N3MEeHEeHMA NOKA3aTeei KAaYecTBa IEKAPCTBEHHOIO NpenapaTa 414 MeANUNHCKOro NpUMeHeHUA 1 (Man)
MEeTOZ0B KOHTPO/IA KayecTBa 1IeKapCTBEHHOroO npenaparta 4aa MeAULUNUHCKOTO NPUMEHEHUA, U3MEHEHNA
CPOKa roAHOCTM SIeKAapCTBEHHOMO npenaparta 414 MegULUMHCKOro NpMMeEHEHMA NPOBOAMTCA SKCNepTUs3a
NIeKAPCTBEHHbIX CPEACTB B YaCTU SKCMEPTM3bl KAauyecTBa JIEKAPCTBEHHOIO CPeACcTBa U (MAK) aKCNepTU3bI
OTHOLLEHWUA OXMOAEMOM MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NIeKapCTBEHHOrO npenaparta gnA
MeANUMHCKOTO MNpUMeHeHua. B cnyyae HeobBXOAMMOCTM BHECEHWMA WHbIX WM3MEHEHMIH B AaHHYHO
WMHCTPYKLMIO 3KCNepTM3a JIeKapCTBEHHOro CpeacTBa A8 BHECEHWA TAaKMX M3MEHEHWN B CBeAEeHUA O
3aperncTpupoBaHHOM JIEKapCTBEHHOM MpenapaTe He NPOBOAUTCA.

(8 pea. PepepanbHbix 3akoHoB oT 11.10.2010 N 271-$3, 07 29.11.2010 N 313-93)

3. C3aABNEeHNEM O BHECEHUWN U3MEHEHUI B LOKYMEHTbI, COAEPrKALLMECA B PErMCTPALMOHHOM A0Chbe
Ha 3aperucTPMPOBAHHbIN NIEKAPCTBEHHbIM Npenapat Aa8 MeAMUMHCKOrO NPUMEHEHUs, HapAgy C
OOKYMEHTaMK, YyKasaHHbIMM B 4YactTm 1 HacToAwen cTaTbW, MNPEACTABAAIOTCA AOKYMEHTHI,
noaTBep:KaatoWme ynnaty rocysapCTBEHHOM NOLWJ/IMHBI 3@ BHECEHWE M3MEHEHWI B MHCTPYKUMIO NOo
NPUMeEHEHMIO IEKAPCTBEHHOTIO NpenapaTa g8 MegULMHCKOro NPUMEHEHUS, TOCYAapPCTBEHHOM NOL/MHBI
33 BHECEHME U3MEHEHMI B COCTAB JIEKAPCTBEHHOIO NpenapaTa ga8 MegULMHCKOIO NPUMEHEHUS.

4. B TeyeHune gecaty paboumx gHel co AHA NOCTYN/IeHUA YKa3aHHOro B YacTu 1 HacToawen ctaTbm
3aABNEHUA U HEeobXOAMMBbIX AOKYMEHTOB YNOJHOMOYEHHbIV denepanbHbli OpraH MUCNOAHWUTENbHOM
BNACTU:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHWNIN, COAEPKALLMXCA B NPeaCcTaBAEeHHbIX
3aABuTeNEM MaTepuanax;

2) NpUHMMAET peLleHre O NPOBEAEHNN YKa3aHHbIX B YaCTU 2 HACTOSLLEN CTaTbW COOTBETCTBYIOLLMNX
3KCNepTn3 NEKAPCTBEHHOIO CpeacTBa UAM 06 OTKase B UX NPOBEAEHUN;

3) yBegomnneT B NUCbMeHHOM dopme 3anaBUTENSA O MPUHATOM PELIEHUN UAN B CIyYae NPUHATUA
pelweHunsa 06 0TKase B NPOBEAEHUN COOTBETCTBYIOLLEN IKCMEPTM3bl C YKa3aHMEM NPUYMH TaKOro OTKa3a.

4.1. B cnyyae BbIABNEHUA HEAOCTOBEPHOCTU CBEAEHWW, COAEPMKALIMXCA B MNpPeacTaBAeHHbIX
3aABUTENIEM MaTepuanax, ynosHOMOYEHHbI deaepanbHbIi OpraH UCNOJHUTEbHOW BAACTU HanpasasaeT
3aABUTENI0 3aMnpoc 006 YTOYHEHUM YKA3aHHbIX CBeAeHMMW. [JaHHbI 3anpoc MoXKeT ObiTb nepenaH
YNOJNHOMOYEHHOMY NPEeACTaBUTENIO 3aABUTENA JIMYHO NOJ PacnMCKy, Hanpas/ieH No MoyTe 3aKasHbIM
NMUCbMOM WU NepesiaH B 3/IEKTPOHHOM dopme NO TENEKOMMYHMKALLMOHHbBIM KaHanam cBfA3un. B cnyyae
HanpaB/ieHMA AAHHOTO 3aMnpoca No NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUU
LIeCTN AHel C AaTbl HANPaBAEHMA 3aKa3HOro NMUCbMa.

(yacTtb 4.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

4.2. 3aasutenb 0b6A3aH NpeacTaBUTb OTBET HA 3aNpoC YNOJHOMOYEeHHOro deaepanbHOro opraHa
WCNONHUTENbHOM BNACTU B CPOK, HE NPEBbIWAOWMIA AeBAHOCTa Paboyumx AHeW Co AHA MOAyveHus
AaHHoro 3anpoca. Cpok, yKasaHHbIA B 4acTM 4 HaACToAWEN CTaTbW, MPUOCTAHAB/MBAETCA CO [AHA
HanpaB/ieHMA 3aABUTENIO 3anpoca YNoJHOMOYEHHOTO defepasbHOro opraHa UCNOIHUTENbHOM BAACTU A0
OHA NOoJlyYeHUA UM OTBETA Ha [aHHbIA 3anpoc U He YYUTbIBAETCA MPWU UCYUCIEHUU CPOKA MPUHATUA
peleHnas O BHECEHUM WU3MEHEHW B [OKYMEHTbl, COoAeprKalimecAa B PeructpauMoHHOM [0Cbe Ha
3aperncTpUpPoBaHHbIi IEKAPCTBEHHDbIN NpenapaT 418 MeAULUHCKOrO NPUMEHEHNUA.

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

5. OcHoBaHMeM A/1A OTKa3a B MPOBEAEHUM YKA3aHHbIX B YaCTU 2 HaCTOALLEN CTAaTbM 3KCMEepTM3
ABNAETCA NpeAcTaBieHME AOKYMEHTOB, NePeYNCEHHbIX B YacTAX 1 1 3 HacToALWeN cTaTbW, B HENOJNHOM
obbeme, HenpeacTaBAeHWE 3aABMTENIEM B YCTAaHOBJ/IEHHbI CPOK OTBETA Ha YKas3aHHbIM B 4Yactm 4.1
HACTOALLEN CTATbM 3aNpoC YNOJHOMOYEHHOTO dpeaepanbHOro opraHa MCNOHUTENbHOWM BIACTH, A TaKXKe
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OTCYTCTBME B NPEACTABNEHHbIX LOKYMEHTAX AOCTAaTOYHbIX CBEAEHWN, NOATBEPKAAIOLLNX HEOBXOAMMOCTD
BHECEHWUA U3MEHEHUN.
(B pea. PepepanbHoOro 3akoHa oT 25.11.2013 N 317-93)

6. YKazaHHble B 4acTu 2 HaCTOALLEN CTAaTbM 3KCNEPTU3bl NPOBOAATCA B NOPALKE, YCTaHOBAEHHOM
cTaTbel 23 HacToswero PeaepanbHOro 3aKoHa.

7. B CpOK, He NpeBbIWAOWMA NATU Pabounx gHen co AHA MOAYYEHWA 3aKNHUYEHUI KOMMUCCUI
3KCMepTOB MO pe3ynbTaTaM YKa3aHHbIX B YaCTM 2 HACTOALWLEW CTaTbW 3KCMepTU3, YNOJHOMOYEHHbIN
denepanbHblIi OpraH UCMOJIHUTE/IbHOM BNACTU:

1) npuHUMaeT pelweHMe O BHECEHWM U3MEHEHWn B [OOKYMEHTbl, cogeprkawumeca B
PErncTpaLMoOHHOM [0Cbe Ha 3apermcTpMpPOBAHHbLIA /IEKAPCTBEHHbIM MpenapaT Aas MegMLMHCKOro
NPUMeHeHUA, UAN 06 OTKase BO BHECEHUWN TaKUX USMEHEHWIA;

2) BHOCMUT B roCy4apCTBEHHbIN PeecTp SIEKAPCTBEHHbIX CPeACTB Ha OCHOBAHWUM PELLEHUA O BHECEHUM
U3MEHEHUA B LOKYMEHTbI, COAEp)KalUMecs B PErnmcTpaumMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
NIeKaPCTBEHHbBIN NpenapaT Ans MeAULMHCKOro NPUMEHEHMUA, HEOBX0AMMbIE N3SMEHEHMA U BO3BpaLLLAeT
WX 3aABUTENIO.

8. OcHoBaHMeM [AnAa OTKasa BO BHECEHUM WM3MEHEHUMW B [OKYMEHTbl, coaepxKawmeca B
pPernmcTpauMoHHOM A0Cbe Ha 3aperncTpuMpoOBaHHbLIA JIEKAPCTBEHHbIM MpenapaT Aaa MegULMHCKOro
NPUMeEHEHWA, ABNAETCA 3aKNH04YEHMNE YNOIHOMOYEHHOTO dpeaepanbHOro opraHa MCNONHUTEIbHOM B1ACTH
0 BO3MOXHOCTU CHUMKEHWUS 6e30MacHOCTH, KauecTBa, 3PEKTUBHOCTM IEKAPCTBEHHOIO CPeACTBA B Cy4Yae
BHECEHUA TaKUX U3MEHEHUN.

9. [lonyckaeTcAa rpa)kgaHCKMit 06OpPOT JNIeKAPCTBEHHbIX MpPenapaToB Aaa MegULMHCKOro
NPUMeEHeHNA, NPOU3BELAEHHbIX A0 MNPUHATMA  YNOAHOMOYEHHbIM  deaepasbHbIM  OpraHOM
WUCNOSIHUTENbHON BNACTU pELEeHMA O BHECEHUMM MW3MEHEHWI B [OKYMEHTbl, CoZeprKalmecs B
PEerncTpaLMoHHOM OCbe Ha TaKMe NIeKAPCTBEHHbIE NpenapaTbl, Man peweHna o6 oTkase BO BHECEHUMU
YKa3aHHbIX UI3MEHEHWNA.

Ctatbsa 31. BHeceHMe M3MeHeHUl B AOKYMEHTbI, CoAepKalmMecs B PerMcTpaLMoOHHOM A0Cbe Ha
3apPEerncTPUPOBaHHbIM IEKAPCTBEHHDIN NpenapaT 418 BETePUHAPHOro NpUMeHeHns

1. B uensax BHECEHUA U3MEHEHWUIN B AOKYMEHTbI, COAEPKALMeca B PerncTpaLMoOHHOM A0Cbe Ha
3aperncTpUpPoOBaHHbIA  JIEKAPCTBEHHbIA NpenapaT ANA BETEPMHAPHOrO MNPUMEHEHMs, 3asBUTESb
npeACcTaBAsAET B YNOJHOMOYEHHbIN deaepanbHblii OpraH UCNOAHUTENbHOW BNACTM 3aAB/IEHWUE O BHECEHUM
TaKUX M3MeHeHM no ¢Gopme, YCTAaHOBNAEHHOM YMNONHOMOYEHHbIM  deaepanbHbIM  OpraHom
WUCNONIHUTENbHOM BNACTU, U MPUNONKEHHbIE K HEMY M3MEHEHWA B YKasaHHble AOKYMEHTbl, a TaKkKe
OOKYMEHTbI, NOATBEpPKAAOWME HEODXOANMMOCTb BHECEHUA TAKUX U3MEHEHWI. MpUHATME pelueHus o
BHECEHMMU TaKUX U3MEHEHWUIN MAN 06 OTKase B MX BHECEHMM OCYLLECTBAAETCA B CPOK, HE MPEBbILIAOLLNIA
OEeBAHOCTA Paboumnx AHen co AHSA NPUHATUA YNOJIHOMOYEHHbIM defepasibHbIM OPraHOM UCMOAHUTEIbHOM
BNACTU 3aAB/IEHMA O BHECEHUWN TaKUX USMEHEHUIA.

2. B cnyyae BHeCeHMA MU3MEHEHWI B MHCTPYKLMIO MO MPUMEHEHMIO IEKAPCTBEHHOIO NpenapaTa 4ns
BETEPUHAPHOIO NPUMEHEHUA B OTHOLIEHUM CBEAEHN 06 U3MEHEHUAX A03MPOBKNU, CPOKOB BO3MOMKHOTIO
MCNONb30BaHUA MPOAYKUMN KMBOTHOFO MPOMUCXONKAEHMUA NOC/AE NPUMEHEHWUA NEKAPCTBEHHOTO
npenapaTta 418 BETEPUHAPHOrO NPUMEHEHMA NMPOBOAMTCA IKCMEPTU3a NIEKAPCTBEHHOrO cpeacTBa AN
BETEPUHAPHOrO MNpUMeHeHuA. B cnydyae HeobXoAMMOCTM BHECEHWMA MWHbIX WU3MEHEHWW B [aHHYH
WHCTPYKLMIO SKCNEepPTU3a IEKAPCTBEHHOIO CPeaCTBa A/19 BETEPUHAPHOIO NPUMEHEHUA HE NPOBOAUTCA.

3. C3asaBNEHNEM O BHECEHUUN USMEHEHWI B JOKYMEHTbI, COAEPHKALLMECA B PEFUCTPALUOHHOM J0Cbe
Ha 3aperncTpupoBaHHbI NEKApPCTBEHHbIA MNpenapat ANs BeTePUMHAPHOro NPUMEHEHWs, HapAdy C
OOKYMEHTaMM, YKasaHHbIMM B 4acTu 1 HacToAwen cTaTbW, MNPEACTaBAATCA  LOKYMEHTI,
noATeepaatowme ynaaTy rocyaapCTBEHHON MOLW/MHbI 3@ BHECEHME M3MEHEHWN B MHCTPYKLMIO NO
NPUMEHEHMIO NEKAaPCTBEHHOMO NpenapaTa A1 BEeTEPUHAPHOIO NPUMEHEHUA.

4. B cpoK, He npeBbialOWMi aecatm pabounx AHein co AHA NOCTYNAeHUA yKasaHHOro B Yact 1
HACTOALLEN CTAaTbW 3aABAEHMA U HEOOXOAMMbIX AOKYMEHTOB, YNOJIHOMOYEHHbIN peaepanbHbii opraH
NCMNOJIHUTENbHOM BNACTK:

1) npoBOAMT NPOBEPKY MNOAHOTbI U AOCTOBEPHOCTU CBEAEHWNN, COAEPKALLMXCA B NPeACTaBlEeHHbIX
3anABUTENEM JOKYMEHTAX;
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2) NpMHUMaET pelleHne O NPOoBeAEeHNMU SKCMEPTU3bI IEKAPCTBEHHOIO CPe/CTBa AN BeTepPUHaPHOTo
npumeHeHuns nan ob oTkase B ee NpoBeaeHUN;

3) yBegomnseT B NUCbMEHHOM dopme 3aaBUTENS O NMPUHATOM PEeLLeHUU UM B Caydae MPUHATUNA
peweHns o6 OTKase B MNPOBEAEHUM IKCMEPTM3bl JIEKAPCTBEHHOrO CpeacTBa A4 BeTepUHAPHOro
NPMMEHEHMSA C YKa3aHNeM NPUYMNH TaKOro OTKasa.

5. OcHoBaHMem A/a OTKasa B MPOBEAEHUM IKCMEepPTU3bl NeKapCTBEHHOro cpeacTBa AA
BETEPUHAPHOIO MNPUMEHEHUS ABAAETCA NpeAcTaB/ieHMe AOKYMEHTOB, YKasaHHbIX B Yactax 1 u 3
HacToALLEN CTaTbM, B HENOJIHOM 0bbEME NN OTCYTCTBME B NPeACTaBAEHHbIX AOKYMEHTaX AOCTAaTOYHbIX
CBeAeHUN, NoATBEPKAAOLWNX HEOOXOAMMOCTb BHECEHUA U3MEHEHWIA.

6. JKCnepTM3a NeKapCTBEHHOro cpeacTBa A/1A BETEPUHAPHOIO MPUMEHEHUA B LEeNsX BHEeCeHuA
M3MEHEHUA B [AOKYMEHTbl, COAEeprKallMecs B PEerncrpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
JIEKapCTBEHHbIA Npenapat Ala BETEPUHAPHOrO MNPUMEHEHWS, OCYLLECTBAAETCA B MNOPAAKE,
YCTaHOB/IEHHOM cTaTben 24 HacToswero PegepanbHOro 3aKoHa.

7. OcHoBaHMEM [ANna OTKasa BO BHECEHWM WM3MEHEHMW B [OKYMEHTbl, cogepyKawueca B
PernmcTpauMoHHOM [A0Cbe Ha 3apernmcTpMpOBaHHbIA NEKAPCTBEHHbIM MNpenapaT Ana BeTepUHapHOro
NPUMEHEHUA, ABNAETCA 3aKNH0YEHNE YNONHOMOYEHHOIO dpeaepanbHOro opraHa UCMOJIHUTEIbHOM BNaCcTU
O BO3MOHOCTU CHUMEeHMA 6e30MacHOCTM, KayecTBa, 3PpPeKTUBHOCTM NEKAPCTBEHHOMO Npenaparta Ans
BETEPMHAPHOIo NPUMEHEHMUA B C/ly4ae BHECEHUSA UBMEHEHWUIN B YKa3aHHble JOKYMEHTbI.

8. [lonyckaeTcs rpaxaaHcKuii o060opoT NeKapCTBEHHbIX MpenapaToB A/A BeTepuMHapHOro
NPUMEHEHUA, NPOU3BEAEHHbIX A0 MNPUHATUA  YNOJHOMOYEHHbIM  desepasbHbIM  OpraHoOMm
WCMOJIHUTE/IbHOW BJIAaCTU PELIEHUA O BHECEHUM U3MEHEHUN B [AOKYMEHTbl, coAep’kawumeca B
PerucTpaumMoHHOM [A0Cbe Ha 3apPerncTPMPOBaHHbLIA JIEKAPCTBEHHbIN nNpenapaT Aas BeTepUHapPHOro
NPUMEHEHUS, UM 06 OTKase BO BHECEHUWN YKa3aHHbIX U3MEHEHUIA.

Crtatba 32. OTMeHa rocy4apCTBEHHOM PerucTpaumm IeKapCTBEHHOTO npenapaTa

PeweHne 06 oTMeHe rocyaapcTBEHHON PerncTpaumm eKapcTBEHHOro npenapara v UCKAYEeHUU
NleKapCTBEHHOrO npenapata M3 rocyfapCTBEHHOTO PeecTpa JIeKapCTBEHHbIX CPeACTB MPUHMMaeTCs
YNO/NIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOAHWUTEIbHOM BNAcTU B CAyYae:

1) npeactaBneHUA  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  defepasbHbiM  OpraHom
WCMNONHUTENBHOW BNACTU 3aKNOYEHUA O PUCKE MAM 06 yrpose 340pPOBbIO, KWM3HM YesloBEKa WAU
MBOTHOTO NPW NPUMEHEHUW NEeKapCTBEHHOrO NpenapaTa, NPeBblWaloWwmMx ero 3GPeKTUBHOCTb, NO
pesy/ibTaTam OCyLLECTBIAEMOro MM MOHMTOPUHIa 6e30NacHOCTM IEKAPCTBEHHOrO Npenapara;

2) nopauvn pa3paboTUMKOM NIEKAPCTBEHHOrO CPeacTBa WAM YNOAHOMOYEHHbIM UMM  APYrUM
IOPUANYECKMM /IMLOM 3aABleHMA 06 OTMeHe TroCyAapCTBEHHOW perncTpaumMmM NeKapcTBEHHOro
npenapaTa;

3) HenoATBEPXKAEHUA TOCYAAPCTBEHHON PErMCTPaLMN NEeKapCTBEHHOMO Npenaparta no UcteyeHnm
CPOKa AeiNcTBUA perncTpaumMoHHOIo ya0CTOBEPEHWSA, BblAAaHHOIO Ha NATb /IET;

4) HenpeacTaBneHusa 3asBuTenem WHPoOpmMaumm, KoTopasa MOXKeT nosjaedb 3a cobol
HeobX0AMMOCTb BHECEHUA M3MEHEHUI B AOKYMEHTbI, COAEpPMKalLMecs B PerncTpauMoHHOM AO0Cbe Ha
3aperucTpupoBaHHbI  NIEKAPCTBEHHbIM MpenapaTt, B TeyeHWe TpuALaTM pabounx p[Hel co AHA
HacTynieHnsa 3TUX U3MEHEHWI;

5) ocywecTBneHWa rocyAapCTBEHHOW perncTpaumm ieKapcTBEHHOTO npenaparta noj, TOProsbiM
HauMeHOBaHWEM 3aPErnCTPUMPOBAHHOIO paHee Moj 3TUM TOProBbIM HAMMEHOBAHUEM JIEKAaPCTBEHHOTO
npenapara;

6) ocyLecTBNIeHUA rocy4apCTBEHHOM PErucTpaLmMm 3asaBUTEIEM OLHOIO U TOTO »Ke JIEKAPCTBEHHOTO
npenapara nog Pas/iMyHbIMU TOProBbIMU HAUMEHOBAHUAMMU;

7) BbIHECEHMA CYA0M PeLLeHMA O HAapyLLUeHWM NPaB NpaBoob1aaaTeNs 06beKTOB UHTEIEKTYa/IbHOM
cObCTBEHHOCTM NpY 06PALLEHUMN TEKAPCTBEHHbIX CPEACTB.

Cratba 33. [ocyAapCTBEHHbIN peecTp NeKapcTBEHHbIX CPeAcTB

1. TocyaapcTBeHHbI peecTp /NEeKapCTBEHHbIX CPeACTB COAEPKUT nepedyeHb J/IeKapCTBEHHbIX
npenapaTos, NPoLWeALWnNX rocyaapCTBEHHY0 perncTpaumio, nepedeHb GapmMmaLeBTUYecKUX cybcTaHumi,
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BXOAALINX B COCTAB JIeKaPCTBEHHbIX NPENapaToBs, U C/1eAyoLLYI0 MHGOPMALIUIO:

1) B OTHOLUEHWUWN 1IEKAPCTBEHHbIX NPenapaTos:

a) HaMmeHOBaHWE NEeKapCTBEHHOro npenapata (MexayHapoaHoe HemnaTeHTOBaHHOE WAn
XMMUYECKOEe M TOProBoe HaMMeHOBaHMUA);

6) nekapcTBeHHas Gpopma c yKasaHMeM 403UPOBKM JIEKAPCTBEHHOIO NpenapaTa U ero Ko/M4ecTsa B
NnoTpebuTeNbCKOM YNaKOBKE;

B) HAMMeHOoBaHMe pa3paboTumKa IeKapCTBEHHOrO Npenapara;

r) HaMMeHOBaHMe M aapec NPOU3BOAUTENSA IEKAPCTBEHHOTO NPenapara;

4) dapmakoTepaneBTUYECKan FPynna JIeKapCTBEHHOro Npenapara;

€) NoKasaHuMsA M NPOTUBOMNOKA3aHMA K NPUMEHEHMIO JIeKaPCTBEHHOTO NpenapaTa;

) NoBOYHbIE AEeNCTBUA NEKAPCTBEHHOro NpenapaTa;

3) CPOK roAHOCTU IEKAPCTBEHHOIO NpenaparTa;

W) YCNOBUS XPaHEHMA IEKAPCTBEHHOTO Npenapara;

K) YCIOBUS OTMYCKa /IEKAapCTBEHHOMO NpenapaTa;

N) Homep dapmakonemHoh cTaTbM WMAM B CAyyae ee OTCYyTCTBMA HOMep HOopMaTUBHOM
OOKYMEHTaLMn N1Mbo HOPMATUBHOIO AOKYMEHTa;

M) [aTa rocygapCTBEHHOW perncrpauum NeKapCcTBEHHOro npenapata U ero perncrpauyoHHbIN
HoMep;

2) B OTHOLWEHNN PpapMaLEBTUYECKNX cyBCTaHLMIA:

a) HammeHoBaHuWe ¢dapmaLeBTUYECKON cybcTaHUMKU (MeXayHapoAHOe HenaTeHTOBaHHOE WU
XMMUYECKOEe M TOProBoe HaMMEHOBaHMUSA);

6) HaumeHoBaHWe M aapec npoussoauTens GpapmaleBTUYECcKol cybcTaHumu;

B) CPOK roAHOCTM dpapmaLeBTUYECKOM CybCTaHLMK;

r) ycnosusa xpaHeHua dapmaLieBTMYECKOMN cybcTaHLuuy;

A) Homep <dapmaKoneinHOW CcTaTbM WAW B CAyyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMeHTauum 1Mbo HOPMaTMBHOIO AOKYMEHTA.

2. ®dapmaueBTMyeckaa cybcTaHuMA, Heucnonblyemasa npu NPOU3BOACTBE J1I€KAPCTBEHHbIX
npenapaToB, MOXKeT ObITb BK/IKOYEHA B FOCYAaPCTBEHHbIN PEECTp SIEKAaPCTBEHHbIX CPEACTB HAa OCHOBAHWUM
3anB/ieHMA pa3paboTymka, NPon3BOAUTENS NEKAPCTBEHHOIO cpeactsa /MO0 YNONHOMOYEHHOTO MMM
IOPMANYECKOro /INLA NPU YCNOBUW MPOBEAEHUA B OTHOLIEHMW TakoM dapmaueBTUYECcKor cybcTaHumum
3KCcnepTusbl KadyectBa ¢dapmaleBTMYECKON cybcTaHUMM B nopsAgKe, YCTaHOBJAEHHOM cTaTbei 34
HacToswero PenepanbHOro 3akoHa.

3. MNopAgoK BefeHUA rocyAapCTBEHHOIO peecTpa JIEKapCTBEHHbIX CPeAcTB ANA MeAULMHCKOro
NPUMEHEHNA W MNOPAAOK BeAeHMA T[OCYyAapCTBEHHOrO peecTpa /NeKapCTBEHHbIX cpeacTB  AnA
BETEPMHAPHOrO NPUMEHEHUA YTBEPXKAAKTCS COOTBETCTBYHOLIMM YNOJIHOMOYEHHbIM deaepanbHbIM
OpraHoOM MUCMOIHUTEIbHOM BNacTu.

Cratba 34. DKcnepTM3a KadyecTBa ¢apmaueBTMYECKOW cyb6CcTaHUMM, HEUCNONb3yeMOW nNpwu
NPOM3BOACTBE /IEKAPCTBEHHbIX NPenapaTos

1. OnAa BKAOYeHMA dapMaueBTUUECKOM CybCTaHUMKM, HEUCnosb3yemoil npu NpPousBOACTBE
NIeKapCTBEHHbIX NpenapaToB, B TOCYAApPCTBEHHbIN pPeecTp JIeKAapCTBEHHbIX CPeacTB, NPOBOAUTCA
3KcnepTU3a ee KayecTsa.

2. DKCnepTM3a KayecTBa YKa3aHHOM B YacTu 1 HacTosLwel cTaTbM GapmaLLeBTUYECKOM CybCTaHLUK,
COCTaB/IEHWE KOMMUCCHEN IKCNEPTOB 3aKAOYEHMIA NO Pe3yAbTaTaM TaKOM 3KCNePTM3bl U UX HanpaBieHue
B YMNONHOMOYEHHbIN deaepanbHblil OpraH MCNOJHWUTENBbHOW BNACTU OCYLLECTBAAIOTCA B CPOK, He
NPEeBbILLAOWMI  WECTUAECATU paboumx AHEW CO AHA MNONYYEHUA ISKCMEPTHbIM  yypexaeHUem
COOTBETCTBYIOLLErO 33a4aHWA YNOJHOMOYEHHOro ¢eaepasbHOro opraHa MCNOAHWUTENBHOW BAACTU U
JOKYMEHTOB, YKa3aHHbIX B NyHKTax 4 - 7 yactu 3 ctatbu 18 HacToswero ®enepanbHOro 3aKoHa.

3. [Ona npoBegeHWa 3KCNEpPTM3bl KayecTBa YKa3aHHOM B 4YacTM 1 HacToAweWl cTaTbu
dapmaueBTMHeckon cybcTaHUMKM 3asBUTENb NPeacTaBAseT B YNOJIHOMOYEHHbIN deaepasbHbliA opraH
NCMNOJIHUTENbHOM BNACTK:

1) 3aABneHME O BK/OYEHUM B TOCYHAPCTBEHHbIN pPeecTp /NeKapCTBEHHbIX CpPeacTs LaHHOMU
dapmaueBTMUECcKoM cybcTaHL MW,
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2) [OKYMEHT, noATBEPXKAAWKNii ynaaTy rocyAapCTBEHHOW MOW/MHbI 32  BK/OYEHUE
dbapmaueBTUYECKON cybCTaHLMM, HEMCNOIb3YeMOW NpY NPOM3BOACTBE JIEKAPCTBEHHbIX MPenapaTos, B
roCy4apCTBEHHbI PeeCcTp NEKAPCTBEHHbIX CPEACTB;

3) [OKYMEHTbI, yKa3aHHble B NyHKTax 4 - 7 4yacTu 3 cTtatbyu 18 HacToAwero ®eaepanbHOro 3aKoHa.

4. B TeyeHue NATU pabounx gHeln co AHA NPUHATUA 3aABAEHMA O BKAOYEHMM YKa3aHHOM B YacTh 1
HacToALEeN CTaTbl GpapMaLLEBTUHECKON CyBCTaHLMM B FOCYAAPCTBEHHbIM PeecTp NeKAPCTBEHHbIX CPEACTB
N OOKYMEHTOB, NEPEYNCTEHHbIX B YaCTU 1 M NyHKTe 2 4acTuM 3 HACTOALWEN CTaTbW, YNONHOMOYEHHbIN
denepanbHblIi OpraH UCMOJIHUTE/IbHOM BNACTU:

1) npoBOAMT NPOBEPKY MOJIHOTbI U AOCTOBEPHOCTM AAHHbIX, COAEPKALMXCA B NPenCcTaBAeHHbIX
3aABUTENIEM SOKYMEHTAX;

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

2) NPUHUMaET pelleHne O HAMpPaB/JIEHUM B IKCMEPTHOE YyYpexAeHWe 3aJaHMA Ha NpoBefeHue
3KCMepTU3bl KayecTBa YKa3aHHOM B YacTh 1 HacToALlel cTaTbu dpapmaLeBTUYecKon cybcTaHumMm nnm ob
OTKa3e B TAKOM HanpaB/ieHuu;

3) yBegomnseT B NMCbMEHHOW dopme 3asBUTENA O MPUHATOM PELUEHUM UAM B CAyvae OTKasa C
yKasaHMeM NPUYMH TaKOro OTKasa.

4.1. B cnyyae BbIBNEHMA HELOCTOBEPHOCTM CBEAEHWUN, COAEpXKaLMXCA B MNpPeacTaBNEHHbIX
3anABuTeIEM MaTepmanax, ynosHOMOYEHHbIN desepanbHbl OpraH UCNONHUTENIbHOW BAACTU HamnpaBaseT
33ABUTENI0 3aMnpoc 006 YTOYHEHMM YKA3aHHbIX CBeAeHMW. [JaHHbIA 3anpoc MOXKeT bObiTb nepenaH
YNOJIHOMOYEHHOMY NPEACTABUTENIO 3aABUTENA JIMYHO MO PACMMUCKY, HANpaB/AeH NO NoYyTe 3aKasHbIM
MUCbMOM UM NepesaH B 3/IEKTPOHHOW dopme NO TENEKOMMYHMKALMOHHbBIM KaHanam cBAsn. B cnyyae
HanpaB/ieHMA AAHHOTO 3aMnpoca Mo NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbBIM MO UCTEYEHUN
LIecTM AHel ¢ AaTbl HANPaB/ieHMA 3aKa3HOro NUCbMA.

(yacTb 4.1 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3aautenb 0bA3aH NpeacTaBUTb OTBET HA 3aMpoC YNOJHOMOYEeHHOro deaepanbHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpeBbIWAOWMA AeBAHOCTA paboymx AHel co AHA nonyyeHua
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTu 4 HacToAweln cTaTbM, NPUOCTaHAB/IMBAETCA CO AHA
HanpaB/ieHWA 3aABUTENIO 3anpoca YNoJHOMOYEHHOTO denepasbHOro opraHa UCNOIHUTENbHOM BAACTU A0
OHA NOMIYYEHUs UM OTBETa Ha AaHHbIM 3aNpPOC U HEe YYNTbIBAETCA MPU UCYUCIEHUN CPOKA SKCMEPTU3bI
KayecTBa ¢apmaLeBTUYECKON cyOCTaHUMM, HEUCMNONb3yeMON MNPU MNPOU3BOACTBE JIEKAPCTBEHHbIX
npenaparos.

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

5. OcHOoBaHMeM A/a OTKasa B HanpaBAEHWUW B SKCNEPTHOE yupeKaeHWe 3a4aHMA Ha nNpoBeaeHue
3KCnepTU3bl KaYecTBa YKasaHHOM B 4acTh 1 HacToAwen cTaTbm papmaL,eBTUYECKOM cybCcTaHL MM ABAAETCA
HenpeAacTaBieHMe AOKYMEHTOB, NEPEYUCIEHHbIX B YacTM 2 M MyHKTE 2 4acTM 3 HACTOALLEMN CTaTbM,
HenpeAacTaBieHMe 3asBUTENIEM B YCTAaHOBNEHHbIM CPOK OTBETA HA YKas3aHHbIM B YacTu 4.1 HacToALlei
CTaTbM 3aNpoC YNOJHOMOYEHHOIO deaepanbHOro opraHa MCNONHUTENbHOW BNACTU UAWN NpeacTaBieHne
OOKYMEHTOB, He COAEep KalLMX MCHEPNbIBAOLLENO NEPEYHs HE0BXO0AMMbIX CBEAEHUN.

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

6. B TeuyeHuWe nATHagUaTM paboumx pHen co AHA MOJYYEHMA PEeLUeHUs YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNOAHUTE/IbHOM BAACTM O HanpaB/NEHUN B SKCMEPTHOE yupexaeHne 3a4aHus Ha
npoBeAeHMe 3KCMepTM3bl KayecTBa YKa3aHHOM B 4YacTM 1 HacToAweW cTaTbn dapmaleBTUYECKOM
cybCcTaHUMM 3aABUTENb NPEACTABAAET B 9KCNEPTHOE yUperKAeHMe A1A NPoBeAeHUA AAaHHOM SKCNepTusbl
06pa3Lbl papmaLeBTUHECKOM CYOCTAHLMN B KOIMYECTBE, HEOBX0ANMMOM A5 BOCNPOM3BEAEHNA METOA0B
KOHTPO/IA KaYecTBa. IKCNepTHOE yupexaeHne npu noayvyeHnn obpasLos yKaszaHHOW B YacTu 1 HacToALLe
cTaTbM GapmaLeBTUYECKON CybCTaHLMM BblAAET 3aABUTENIO0 AOKYMEHT, NMOATBEPKAAOWMNIA NoAyYeHNe
3TUX 06pPa3LLOB, U B CPOK, HE NpPeBbIWAtOWM Tpex paboumx gHel, yBeAOMAAET B MMCbMeEHHOM popme 06
STOM YNOJIHOMOYEHHbIV PpesepanbHbIi OpraH MCNOAHUTENbHOM BAACTU. ITU CPOKM HE BK/IHOYALOTCA B CPOK
npoBeAeHUA AaHHOWN 3KCNepTU3bl.

7. lOKYMEHTbI, NOCTYNMBLLME B SKCNEPTHOE yUperKaeHMe ANA NPOBEAEHMA SKCNEPTU3bI KavecTsa
YKa3aHHOM B 4actm 1 HacTosAwel cTaTbM dapmaleBTUYECKOM cyOCTaHUMM, nognexkat BO3BpaTy B
YNOJIHOMOYEHHbIN pesepanbHblit OpraH UCNOAHUTENBbHOW BNACTU OAHOBPEMEHHO C 3aKAOYEHUAMMU NO
pesynbTaTam NpPOBEeAEHHOM 3KCNEePTU3bI.

8. B cpoK, He npeBblWAOWNUN NATU pabounx AHEN CO OHA MOJYYEHUA 3aKNHOYEHUS KOMMUCCUU
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3KCMepTOoB MO pe3ynbTaTaM 3KCMepTU3bl KayecTBa YKA3aHHOM B 4YacTM 1 HacToAwwen CTaTbu
dapmaueBTMHECKOM cybCTaHLMKM, YNOJTHOMOYEHHbIN peaepanbHbiii OpraH UCMOAHUTENIbHOM BNACTU:

1) ocywecTBnseT OLEHKY TaKOro 3aK/oYeHMA 41 ONpeneneHns ero CooTBeTCTBMA 3a4aHuI0 Ha
nposeseHMe JAHHOM 3KCNepPTU3bI;

2) NpPMHMMaET peLLeHne O BKIOYEHMM YKa3aHHOM B YacTh 1 HacToswel cTaTbk GapmaLLeBTUYECKON
cyb6CTaHUMM B TOCY[APCTBEHHBIN PEeecTp NeKAPCTBEHHbIX CPEACTB UM pelweHMe 06 OTKase B Takom
BK/IIOYEHUU;

3) BHOCUT NpPU NPUHATUW PELUEHMA O BK/OYEHMM YKa3aHHOM B 4yacTM 1 HacToAweWn CcTaTbM
dapmaueBTUYEeCKOM CybCTaHLU MM B FOCYAaPCTBEHHbIN PEECTp JIEKAPCTBEHHbIX CPEACTB NPeayCMOTPEHHYO
nyHKTOM 2 Yactu 1 ctatbm 33 HacToAwero PeaepasibHOro 3akoHa MHGopMmauuto U ysegomaseT o6 3Tom B
nMcbMeHHo popme 3aasuTens.

Cratbs 35. [loBTOpHOE npeAcCTaBAeHME JIEKApPCTBEHHOro npenapaTta, He Mnpoleawero
rocyfapCTBEHHOW pPerncTpauMmM NeKapCcTBEHHbIX MPENnapaToB, Ha rOCYAapPCTBEHHYIO PErncTpaumto
NleKapcTBEHHbIX NpenapaTos

MoBTOpHOE MpeAcTaBieHMe B COOTBETCTBYIOWMIA YNOSHOMOYEHHbIN deaepanbHblii  opraH
MCNONHUTENIbHOM BNACTU JIeKapCTBEHHOro npenapaTa, He Npollelero rocy4apcTBEHHON permcTpaumm
NeKapCTBEHHbIX MPenapaTtoB MAM MONYYMBLUErO OTKa3 B YKa3aHHOM perncrpauum v BnOCNEACTBMM
noABeprileroci M3MeHEeHMI0 B 4YacTW €ero CocTaBa, pPacCMaTpMBaeTCA Kak npeAacTaB/eHWe HOBOro
NleKapCcTBEHHOro npenapaTa Ha ero rocyAapCTBEHHYIO PerucTpaumio He3aBUCUMO OT COXPaHeHUs ero
NepBMYHOro HaMMeHOBaHMA.

CraTtba 36. O6rkanoBaHue pelieHns 06 O0TKase B Bblgaye paspeLlleHns Ha NPoBeaeHME KAMHNYECKUX
nccnefoBaHU NEKAPCTBEHHOrO nNpenapaTta Uan peweHna o6 oTKase B roCcyAapCTBEHHOMN perncrpaumnm
JNIeKapCTBEHHOrO npenapara

PelleHne cOOTBETCTBYIOWErO YNOJIHOMOYEHHOrO peaepasibHOro opraHa UCMONHUTENbHOM BAACTU
06 OTKase B Bblgaye paspelleHMs Ha MPOBEAEHME KAMHWYECKMX WCCNeO0BaHUI NeKapCcTBEHHOro
npenapara uau pelieHne ob oTKase B rocy4apCTBEHHON pPerncTpaLmMm NeKkapCTBEHHOrO nNpenapaTta MoXeT
6bITb 063Ka10BaHO B NOPAAKE, YCTAHOB/IEHHOM 3aKOHOA4aTeNbCTBOM Poccuiickoit Peaepaumm.

Cratba 37. WHbopmaumsa, CBA3AHHAA C OCYWECTBNEHWEM T[OCYyAapCTBEHHOM perncrpauum
NeKapcTBEHHbIX NpenapaTtoB, MHPOpPMaUMA O 3aPEermcTPUPOBAHHbIX JIEKAPCTBEHHbIX NpenapaTtax M
NleKapCTBEHHbIX NpenapaTtax, MCKAOUYEHHbIX M3 rOCy4apCTBEHHOro peecTpa IeKapCTBEHHbIX CpeacTs

1. CooTBETCTBYHOLLMI YNONHOMOYEHHbIN PpeaepanbHblii OpraH UCNOAHUTENLHOM BAACTU pa3melLaeT
Ha cBoem oduuManbHOM caiTe B ceTu "MHTepHeT" MHOOPMaUMIO, CBA3AHHYIO C OCYLLECTB/IEHWEM
rocyAapCTBEHHOW perncTpaumm NeKapcTBEHHbIX MNPenapaTtos, B TOM YMC/ie NpoBeAeHWeM 3KCnepTU3bl
NeKapCcTBEHHbIX CPeACcTB, WHPOPMaUMIO O 3apPerucTPUMPOBaHHbLIX NEKAPCTBEHHbLIX NpenapaTax U
NleKapCTBEHHbIX MPenapaTax, UCK/IOYEHHbIX U3 roCyAapCTBEHHOIO PeecTpa JIeKapCTBEHHbIX CPEACTB, He
nosgHee 4Yem 4yepes MATb paboumx AHeN co AHA NOJYYEHUA COOTBETCTBYHOLLMM YMNOJHOMOYEHHbIM
dbesepanbHbiM  OpPraHOM WCMONHUTENIbHOW BAAcTU  3aAB/JIEHUS O TOCYZAPCTBEHHOW perucrpauum
JleKapCcTBEHHOTrO Npenapara.

2. CpoKM M MOpAAOK Pa3MELLeHMs YKa3aHHOM B 4yacT 1 HacToAwel cTaTbM WHPOpmaumn
YCTaHaB/IMBAIOTCA YNONHOMOYEHHbIM defepasibHbIM OPraHOM UCNOJIHUTEIbHOM BAACTH.

Fnhasa 7. KNIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
MNPENAPATOB AN14 MEAUUMHCKOIo NnPUMEHEHUA, AOTrOBOP
OB UX NPOBEAEHWUMW, MPABA NALMEHTOB, YYACTBYIOLLUX
B 3TUX UCCZIEAOBAHUAX

Cratba 38. KnuHuMueckne wuccnenoBaHUA NNIEKapPCTBEHHbLIX MNpenapatoB A14 mMeanunHCKOro
npumeHeHuA
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1. KnMHUYecKMe UccneaoBaHUA IeKapcTBEHHbIX NpenapaTos A8 MeAULMHCKOrO NPUMEHEHUA, B
TOM 4YMC/ie MeXAYHapPOoAHbIe MHOTOLLEHTPOBbIE, MHOTOLEHTPOBbIE, NOCTPErNCTPALMOHHbIE, NPOBOAATCA
A9 TOCyAapCTBEHHOM PerncTpaummn 1IeKapcTBEHHbIX NPENapaToB U MHOTO NpeAHa3HaYeHUs B O4HOW Uan
HECKOJIbKMX MEeOMLMHCKMX OpraHM3aumax B COOTBETCTBMM C MPaBMAAMU  KIMHUYECKOM MPAKTUKMY,
YTBEPXKAEHHBIMW YIOJTHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTE/IbHOM BNACTM, COOTBETCTBEHHO
B C/leAyoWmX Lenax:

1) yctaHoB/IeHUE 6e30MacHOCTUN IeKapPCTBEHHbIX NPENapaToB A4/1a 340P0BbIX 406PO0BObLEB U (MK)
NepeHoCMMOCTM WX  340POBbIMM  A0OPOBOMBLAMM, 33 WCKAOYEHMEM TaKUX  MCCeA0BaHUM
JIeKapCTBEHHbIX NPenapaTos, NPOU3BEAEHHbIX 3a Npeaenamn Poccuiickon Peaepaunu;

2) nog60p oNTUMabHbIX 403MPOBOK IEKAPCTBEHHOro NpenapaTa M Kypca siedeHms gaa naumMeHToB
C onpeaeneHHbiM 3aboneBaHWEM, ONTUMA/bHBIX A03 M CXEM BaKUMHALUMM MMMYHOBMONOrMYECKMMM
NeKapcTBEHHbIMK NpenapaTamm 340P0BbIX 40O6POBO/LLEB;

3) ycTaHoBeHWe 6e30NacHOCTM IEKAaPCTBEHHOIO NpenapaTa U ero appeKTMBHOCTM 414 NaLMEHTOB
C onpegeneHHbiM 3aboneBaHMem, MpPOPUNAKTUYECKON 3PDEKTUBHOCTM MMMYHOBNONOTUYECKUX
NleKapcTBEHHbIX NpenapaToB 4/1A 340P0BbIX 406POBO/bLEB;

4) n3yyeHne BO3MOKHOCTU PacLLUMpPEeHMA NOKa3aHUM gN1a MeANUMHCKOTO MPUMEHEHUSA U BbIABAEHUA
paHee HeN3BECTHbIX NOHOYHbIX AENCTBUIA 3aPErMCTPUPOBAHHBIX IEKAPCTBEHHbIX NPENAPATOB.

2. B OTHOWEHWM BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MPEnapaTtoB ANs  MeAMUMHCKOro
NPMMEHEHWUA  MPOBOJATCA  UCCNeAOBaHWA  OMO3KBMBANEHTHOCTM U (MAKM)  TepaneBTUYECKOW
SKBMBA/NIEHTHOCTM B MOpsSAKEe, YCTAHOB/MIEHHOM  YMOJIHOMOYEHHbIM  dedepasibHbiM  OpraHoM
NCNOJIHUTENbHOM BNACTW.

3. OpraHusauuio NpoBeAeHUs KJANHUYECKUX WCCNeLOoBaHMIA JIeKapCTBEHHOro npenapaTa A4ad
MeANUMNHCKOTO NPUMEHEHNA BrpaBe OCYLLECTBAATb:

1) pa3paboTumK NeKkapcTBEHHOro Npenaparta Uan yrnoJHOMOYEHHOE UM JULLO;

2) obpasoBaTesibHble OpraHusauMu Bbicliero 06pa3oBaHMA, OpraHW3auuu AOMNOJNHUTENIbHOTO
npodeccnoHanbHoro 0b6pasoBaHus;

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

3) Hay4yHO-UCCef0BaTeIbCKME OpraHU3aL UK.

4. KNMHMYeCKMe UCCnenoBaHUA JIeKapCTBEHHbIX NpPenapaTtoB ANs MeOULMHCKOro NMpUMeEHEeHUs
npoBoAATCA B MOPAAKE, YCTaHOBAEHHOM cTaTbamu 20 - 22 HactoAwero PeaepanbHOro 3akoHa, Ha
OCHOBaHWW paspelleHns Ha MpoBedeHMEe KAMHWUYECKOrO UCCef0BaHUA NeKapCTBEHHOMO Mpenapara,
BbIAAaHHOrO YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOAHWUTENbHOW BNAcTU, B COOTBETCTBUM C
LEeNAaMM, YKasaHHbIMM B 4acTM 1 HacToAleMn cTaTbM. YNONHOMOYEHHbIN denepanbHbli opraH
WCMNONHUTENBHOW BNAacTM BeAeT PEeecTp BblAAHHbIX Pa3peLeHUd Ha MPoBEAEHME KAMHUYECKUX
NCCNefoBaHWUIA NEKAPCTBEHHbIX MPEnapaToB, COAEpXKallMi yKasaHMe Ha MX Uelb WAM Ueaun, B
YCTaHOB/IEHHOM 3TMM OPraHOM MopPAAKE.

5. B cnyyae oOCylWeCTBNAEHUA TOCYAapPCTBEHHOW perncrpauMmM NeKapCcTBEHHOro npenapaTa
rocyAapCTBeHHas MowW/MHa 3a NpoBeAeHMEe IKCNEepPTM3bl AOKYMEHTOB A1A MOAYyYeHUA paspelleHnii Ha
npoBeAeHMe KIMHUYECKMX UCCef0BaHMI IeKapCTBEHHOIO NpenapaTa 414 MeAnMUMHCKOro NPUMEHEHMS
M 3TUYECKOW 3KCMepTM3bl Mpu OOpPaLLeHMM 33 TOCYAAPCTBEHHOW perucrpauumei NeKapCcTBEHHOTO
npenapaTta B COOTBETCTBMM C LENbl0 MAW LUEeAAMM, YKasaHHbIMM B 4acTu 1 HacTosAwei craTtbh,
ynnauyMBaeTcs O4HOKPATHO.

6. K opraHusauum npoBefeHus KAMHUYECKMX UCCNefOBaHWI JIeKapCTBEHHOro npenaparta Aas
MeAMLMHCKOrO MpPUMEHeHUs pPa3paboTuMKOM NEeKapCTBEHHOrO Mpenapata MOTyT MpUB/EKATbCA
lopuandeckme auua  oboi  opraHM3auMoHHO-NPaBoOBOM  GOpPMbl  MPU  YyC/iI0BUMM  obecnevyeHus
COOTBETCTBUA 3TUX UCCNeA0BaHMIA TpeboBaHMAM HacTosAwero PeaepanbHOro 3akoHa.

7. KNMHMYecKne uccnefoBaHUA NEKApCTBEHHbIX NpPenapaToB Aa8 MeAMLMHCKOro NpuMeHeHus
NPOBOAATCA B MEAMUMHCKUX OPraHu3aumax, aKKpeAWTOBAHHbIX YMOJHOMOYEHHbIM deaepanbHbIM
OpraHOM WCNOMIHWUTENbHOW BAACcTM B MNOpAAKe, YcTaHoBAeHHOM [lpaBuTenbcTBom Poccuiickoi
depgepaunn.

8. TllepeyeHb MEAMUMHCKUX OPraHuM3auuii, MMeKLWMX MpPaBo MNPOBOAMTb  KAMHMYECKMe
NCcCNeaoBaHMA NEKAPCTBEHHbIX MPenapatoB 414 MeAMLMHCKOrO MPUMEHEHMA, U PeecTp BblaaHHbIX
paspelweHnMit  Ha  NPoOBeAEeHME  KAMHWYECKMX  WMCCAedOoBaHWA  NEKapCTBEHHbIX  NpenapaTos
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ony6/IMKOBBIBAIOTCA M PA3MELLAOTCA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJIHUTENbHOM
B/1aCTW B YCTAaHOBAEHHOM MM Nopsaake Ha cBoem odpuumanbHom calite B cetn "UHTepHeT".

Cratba 39. MexXayHapo4HOEe MHOrOLEHTPOBOE KAMHUYECKOE WCCnenoBaHMe NeKapCTBEHHOrO
npenapaTta 4Na MegULUMHCKOTO NPMMEHEHMA UAM NOCTPErncTpauMoHHOE KAMHUYECKoe uccnegosaHue
JleKapCTBEHHOro npenapaTa 419 MegULMHCKOTo NpMMeHeHusA

1. MexayHapoaHOe MHOTOLLEHTPOBOE K/IMHMYECKOE UCC/ief0BaHWE NIeKapCTBEHHOMO npenaparta
AN MeAMLMHCKOro NPUMEHEeHUn Ha Tepputopumn Poccuiickolt depepaummn nam nocTperncTpaumMoHHoe
K/IMHUYECKOe McCnefoBaHUe IeKapCcTBEHHOrO NpenapaTta gasa MeaANUUMHCKOTO NPMMEHEHMSA NPOBOANUTCA
Ha OCHOBAHWM paspeLleHns Ha NpoBeaeHUe KIMHUYECKOro UCCAe0BaHMA NeKapCTBEHHOIO Npenapara,
BblJaHHOIO YMO/JIHOMOYEHHbIM denepasibHbIM OpPraHOM WCMOJHUTENbHOW BNACTM MO pe3yabTaTam
3KCMNEepPTU3bl AOKYMEHTOB, HEOOXOAMMbIX AN5 MOYYEHUA pPa3peLLEeHNs Ha NPOBEAEHNE MeXAYHaPOAHOro
MHOTOLEHTPOBOIo KNMHMYECKOTO nccneaoBaHus JIEKapCTBEHHOrO npenapara nnu
NMOCTPErncTpaLMoOHHOrO KAMHMYECKOTO WCCNeAO0BaHUA JIEKAPCTBEHHOrO npenapata, W 3TUYECKoM
3KCNepTU3bl.

2. [Ons nosfyyYyeHUs paspelleHns Ha MNpoBeAeHWEe MEeXAYHAapOoAHOro MHOTOLEHTPOBOro
KNMHUYECKOTO WCCNeAOBaHUA /NIeKApPCTBEHHOrO MpenapaTta And MeAMUMHCKOTO MNPUMEHEHMA UK
NMoCTPErncTpaLMoHHOro KJANHMYECKOrO UCC/el0BaHNA IEKAPCTBEHHOrO npenapaTa Aaa MeauuMHCKOro
NPUMEHEHNA B YMNOJHOMOYEHHbIN deaepanbHbli  OpraH WCNOJAHUTENbLHOW BAAcTU  3anaBUTENb
npeacrasnseT:

1) 3asABneHWe o Bblgaye paspeLleHUs Ha NpoBedeHue MeXKAYyHapo4HOro MHOMOLEHTPOBOrO
K/IMHWUYECKOTO MCCNeA0BaHUA /NIeKapCTBEHHOIO npenapata ANf MeAMUMHCKOTO MPUMEHEHUS WK
NOCTPErUCTPALLMOHHOIO KIMHMUYECKOTO UCCNeA0BaHMNA JIeKapCTBEHHOro npenapaTta Ans MeguuuMHCKOro
NPUMeHeHs;

2) AOKYMEHT, NoATBEPXKAAIOWMI yNAaTy rocyAapcTBEHHOMN MOLWMHBI 33 BblAady paspeweHrsa Ha
NpoBeLEeHME MENKAYHAPOOAHOIO MHOFOLEHTPOBOIO K/JAMHMYECKOTO WCCNef0BaHMA JIeKapCTBEHHOMO
npenapara Ana MeANUMHCKOTO NPUMEHEHMA MW TOCYAaPCTBEHHOM MOLAUHbI 32 Bbl4auy paspelleHus Ha
nposeseHMe MOCTPErUCTPALLUOHHOIO K/IMHUYECKOro MCCNen0BaHMA JIeKapCTBEHHOro npenapata Agns
MeANUMNHCKOro NpUMeHeHus;

3) oTYeT O AOKAMHUYECKUX UCCNEAO0BaHUAX NEKAPCTBEHHOro CpeacTBa M OTYET O NPOBEAEHHbIX
paHee KAMHUYECKUX UCCNeA0BaHUAX IeKapCTBEHHOrO NpenapaTta 418 MeAULUNHCKOro npumeHeHus (npu
Hannuum);

4) nNpPoeKT npOTOKONA K/JAMHUYECKOrOo WUCCNedoBaHMA NIeKapCTBEHHOro npenapata  Aas
MeAULMHCKOTo NPUMEHEHUA;

5) 6powitopy uccnegosartens;

6) WMHOOPMALMOHHBLIA NNCTOK MaUMeHTa, Y4YacTBYIOWIErO0 B KAMHMYECKUX WUCCeAO0BaHUAX
JIeKapCTBEHHOro npenapaTta 418 MeANLMHCKOTO NPUMEHEHUS;

7) cBegeHus ob onbiTe paboTbl McCcneaoBaTeNe No COOTBETCTBYHOLIMM CMELManbHOCTAM U KX
onbiTe paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCC/Iel0BaHNIA;

7.1) cBefeHUs O MeAMUMHCKMX OpraHusauusax, B KOTOPbIX Npeanosiaraetca nposeaeHue
KIMHWYECKOTO UCCNen0BaHNA IeKapCTBEHHOro npenaparta Ans MeAuLUMHCKOro npumeHeHua (nosHoe u
COKpallleHHOe HaWMeHOBAHWs, OpraHM3auMOHHO-NpaBoBas ¢opma, MECTO HAXOMAEHUS U MecTo
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 KAMHWYECKOrO WCCNefoBaHUA NeKapCTBEHHOTro
npenapaTta 414 MeguUUMHCKOro NpUMeHeHus;

(n. 7.2 BBegeH ®eanepanbHbiMm 3akoHOM oT 11.10.2010 N 271-d3)

8) Konuto aorosopa 06s3aTeNIbHOrO CTPaxOBaHWUS, 3aK/NKOYEHHOrO B COOTBETCTBMWU C TMMOBbIMM
npasunamm o0653aTeNlbHOrO CTPaxoBaHWUA, C YKa3aHMeM npeaenbHOM UYMCAEHHOCTM NaUMEeHTOB,
YUYaCTBYIOWINX B KAMHUYECKOM WCCNE0BAHUM /IeKAapCTBEHHOro npenapata Ans MeAuLMHCKOro
NpUMeHeHus;

(n. 8 B pea. PepnepanbHoro 3akoHa ot 29.11.2010 N 313-d3)
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9) uHbOpMaLMIO O COCTaBe JIEKAapCTBEHHOro mnpenapaTa Ans MNoJlydeHus paspelleHus Ha
NnpoBeAeHMe MEeXAYHAaPOAHOro MHOTOUEHTPOBOIO KAMHUYECKOTO WCCAeAO0BaHMA N1IeKapCTBEHHOTO
npenapaTta 4a4 MegULUUHCKOTro NPUMeEHeHNs;

10) AOKYMEHT, COCTaB/ieHHbI MPOM3BOAUTENEM JIEKAPCTBEHHOrO Npenapata U coaep’kalumi
nokasaTenu (XapaKTepuCTUKM) JIeKapCTBEHHOro Mpenaparta, NPOM3BeAEHHOro Aas npoBedeHus
KAMHUYECKUX UCCeL0BaHNNM.

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

3. B cpoK, He npeBbiwatowmii NATN paboumx AHen Co AHA NPUHATMUA YKAa3aHHOIO B NyHKTe 1 yactun 2
HACTOALLEN CTaTbW 3aABAEHMA U HEOBXOAUMBIX LOKYMEHTOB, YNOJAHOMOYEHHbIN deaepanbHblit opraH
NCNOSIHUTENbHOW BNACTHU:

1) npoBOAMT NPOBEPKY MNOAHOTbI U JOCTOBEPHOCTU CBEAEHWUN, COAEPKALLNXCA B NPEACTABAEHHbIX
3aABUTeNEM JOKYMEHTAX;

2) NPUHUMAET peLleHne O NPOBEAEHUM IKCNEPTU3bI LOKYMEHTOB A/1A NOJlyYEHUA PaspeLleHns Ha
NpoBeAeHME MEXAYHAPOAHOrO MHOTOUEHTPOBOIO KAMHUYECKOrO WCCAeAO0BaHMA N1EKAPCTBEHHOTO
npenapaTta 4na MeAUUMHCKOTO NPUMEHEHMUA WAM NOCTPErMCTPALLUOHHOIO KIMHUYECKOTO UCCef0BaHNA
JIeKapCTBEHHOIO NpenapaTta 419 MeAUUMHCKOrO NPUMEHEHUA U STUYECKOW 3KcnepTu3bl IM60 06 oTKase
B NPOBEAEHMM YKA3AHHbIX IKCNEepTUs;

3) yBegomnaeT B NMCbMeEHHOM dpopme 3asaBUTENS O MPUHATOM PELLEHUU UAN B Cy4ae NPUHATUA
pelweHunsa 06 0TKase € yKasaHMeM NPUYMH TAKOro OTKasa.

3.1. B cnyyae BbIsSIBNEHUSA HEAOCTOBEPHOCTM CBEAEHWUN, cCOAepKalmxcA B MNpeacTaBNeHHbIX
3aABMTENIEM MaTepuanax, ynosHOMOYEHHbIN peaepanbHbliA OpraH UCNOHUTENIbHOW B/1IAaCTU HanpaBaseT
3aABMTENI0 3anpoc 06 YTOYHEHWM YKasaHHbIX cBedeHWi. [aHHbIM 3anpoc MoXKeT ObiTb nepenaH
YNOJHOMOYEHHOMY NpPeaCcTaBUTEN0 3aABUTENA JIMYHO NOJ PACNMCKy, HanpasB/ieH NO MoYTe 3aKasHbIM
NMUCbMOM UM NepesaH B 3/IEKTPOHHOW dopme NO TENEKOMMYHMKALLMOHHbBIM KaHanam cBAsn. B cnyyae
HanpaB/ieHMA AAHHOTO 3aMnpoca No NoYTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbLIM MO UCTEYEHUU
LIecTM AHel ¢ AaTbl HANPaBAEHMA 3aKa3HOTro NMCbMa.

(yacTb 3.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

3.2. 3aaBuTeNb 0653aH NPeaCcTaBUTb OTBET Ha 3anpoc YNoJHOMOYEHHOrO peaepasibHOro opraHa
WCNOJIHUTENbHON BNACTU B CPOK, He MpeBblAtoWmMi AeBAHOCTAa pabouymx AgHel co AHA nonyyeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIA B 4acTM 3 HAcToAWen cTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/ieHMsA 3aABUTENIO 3aNpoca YNoJHOMOYEHHOT0 denepasbHOro opraHa UCNoIHUTENbHOM BAACTU A0
OHA NOJlyYeHMA MM OTBETA HA AaHHbIA 3anpoc M He YYUTbIBAETCA MPU UCYUCIEHUU CPOKA MPUHATUA
YNOJIHOMOYEHHBIM  defepanbHbIM  OPraHOM WCMONHUTE/IbHOM BAAcTU  peweHna O NpoBeseHUn
3KCnepTusbl AOKYMEHTOB A5  MOAYYEeHUs paspelleHns Ha MNpoBefAeHME  MeXAyHapoaHOro
MHOTOLLEHTPOBOrO K/IMHMYECKOIO0 WCC/ef0BaHUA JIEKAapCTBEHHOrO npenapata Ana MeguLMHCKOro
NPUMEHEHMA UAN NOCTPErNCTPALUOHHOIO KAMHNUYECKOTO NCCAEA0BAHNA NEKAPCTBEHHOMO Npenaparta gns
MeANUMHCKOro NPUMEHEHUS.

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

4. OcHOBaHWeM ANs 0TKasa B MPOBELEHMM IKCNEPTU3bI LOKYMEHTOB A8 NOJYYEHUA paspeLleHmns
Ha npoBefeHMEe MeXAYHAPOAHOrOo MHOIOLEHTPOBOIO K/AMHMYECKOTO MCC/ef0BAHUA NIEKAPCTBEHHOIO
npenapaTta Ana MeAULMHCKOrO NPUMEHEHUA WAW NOCTPErUCTPALLUOHHOIO KIMHUYECKOTO UCCef0BaHNA
NIeKapCTBEHHOrO nNpenapata AAA MeAMUMHCKOTO MPUMEHEHMA U STUYECKOW 3SKChnepTu3bl ABAAeTCA
npeacTaBieHne AOKYMEHTOB, NPeayCMOTPEHHbIX YacTbto 2 HACTOsIWEeN CTaTbW, B HEMOJIHOM 0b6beMme,
HenpeacTaBAeHWe 3afBMTE/IeM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKasaHHbIA B YacTu 3.1 HacToALed
CTaTbM 3aNpOC yNoAHOMOYEHHOro deaepanbHOro opraHa UCMONHUTENbHOW BAAcTM MbBO OTCyTCTBME B
npeAcTaBNEHHbIX AOKYMEHTAX MCYEPNbIBAIOLLEro NepeyHa HeobXxoAMMbIX cBeAEHUIA UAN MHGOPMaLLMMK,
KOTOpPble AO/MKHbI ObITb OTPAXKEHbI B HUX.

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

5. [lpoBegeHWe 3KcnepTUsbl OOKYMEHTOB [A/1A MOJyYeHWs paspelleHus Ha nposBeseHue
MEXAYHAPOAHOIO0 MHOFOLLEHTPOBOTO K/AMHUMYECKOrO MCCAeAO0BaHMA NIEKAPCTBEHHOrNO npenaparta Ans
MeANUNHCKOTO MPUMEHEHMSA AN NOCTPErUCTPALMOHHOIO KAMHUYECKOTO UCCeA0BaHMA IEKaPCTBEHHOMO
npenapata 4na MeAMLMHCKOro MPUMEHEHUS M 3TUYECKOW 3KCMepTM3bl M Bblgaya paspelleHusa Ha
npoBeAeHMe MEeXAYyHAaPOAHOro MHOTOLEHTPOBOIO KAMHUYECKOro WCCNeA0BaHUA JIEKAPCTBEHHOIO
npenaparta 4na MeAUUMHCKOTO NPUMEHEHUA WAM MOCTPErMCTPaLLMOHHOIO KIMHMYECKOTO UCC/ief0BaHuA
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NIeKapCTBEHHOro npenapata  Aad  MeAUUMHCKOTO MNPUMEHEHUA  OCYLLeCTBAAKTCA B  MNOpAAKe,
yCTaHoBAEHHOM cTaTbAmM 20 - 22 HacToawero PenepanbHOro 3aKoHa.

6. PeweHna 06 oTkase B NpPoBeAEHUN IKCNEPTU3bI JOKYMEHTOB A1 NOAYYEHMA pPa3pelleHma Ha
nposefeHne MeXAyHapoAHOro MHOMOLEHTPOBOrO KAMHWYECKOro UCCAef0BaHWA J1eKapCTBEHHOMo
npenapaTa An8 MeaULUHCKOro NpUMeHeHUA Nan NOCTPErncTpauMoOHHOIO KAMHUYECKOro UccneaoBaHmn
JIeKapCTBEHHOMO MpenapaTta AA8 MeAULMHCKOrO NPUMEHEHUS U 3TMYECKOW 3KCNEepTM3bl U B Bblgaye
paspelweHna Ha npoBeAeHUMe MeXAYHapoAHOr0 MHOFOLEHTPOBOrO K/AMHWYECKOro WccnefoBaHuA
JleKapCTBeHHOro npenapara Aaa MeANLUHCKOTo NPUMeHeHUA UAKU NOCTPErnCcTPaLMOHHOTO KANHUYECKOro
nccnefoBaHUA NeKAPCTBEHHOIO NpenapaTa g8 MeaAnUMHCKOTO NpUMeHeHNA MoryT 6bITb 063KanoBaHbI B
nopsake, ycTaHOBAEHHOM 3aKOHOAATeNbCTBOM Poccuiickon ®Peaepaunim.

Cratba 40. I'IpOBe,u,eHme KIMHUYECKOTo UuccneaoBaHnAa NeEKapCTBEHHOro npenaparta  A4aAa
MeanunHCKOro npumeHeHunAa

1. PykoBoauTeNnb MeAMUMHCKOW OpraHM3aumn, KOTopasa MpoBOAMUT KJAMHUYECKOE UccneaoBaHue
NIeKApCTBEHHOrO  npenapata 408  MeOMLUMHCKOrO  MPUMEHEHWs, HasHayaeT ucciepoBaTtens,
OTBETCTBEHHOrO 3a MPOBEAEHWE TAKOrO WUCCNef0BAHUA U UMEIOLWEro JsevyebHyto CnewmanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KJAMHUYECKOMY WCCNEL0BaHUIO JIEKApPCTBEHHOrO npenapaTa, Co
CTaxkeM paboTbl MO NPOrpaMmam KAMHUYECKMX UCCNEeA0BAHUIN NIEKAPCTBEHHBIX NMPENapaToB He MeHee
YyeM NATb JIET M NO ero Npe/I0XKeHMIO Ha3HaYaeT comccnenoBaTeNiei U3 Yucaa Bpaden sToin MeanLMHCKOWM
opraHMsaumm.

2. UccnepoBaTtenb OCylecTBASET BbI6Op MaLMEHTOB, KOTOpPble MO MeAUUMHCKUMM MOKasaHUAM
MOTYT 6bITb NPUBAEYEHbI K YY4acTUIO B KJIMHUYECKOM MCCNEeAO0BaHUM NIeKapCTBEHHOro npenaparta Ans
MeANUMHCKOro NpUMeHeHus.

3. WccnepoBaTenb M couccnefoBaTenn  AOJKHbl  OblTb  O3HAKOMAEHbI € pe3ynbTaTaMu
OOK/IMHWUYECKOTO  UCCNEAOBaHUA  JIEKAPCTBEHHOrO  CPeACTBa, CcoZepKawmmuca B Bpolutope
nccnenoBatena, NPOEKTOM MPOTOKOMA KAMHUYECKOro UccaeaoBaHWUA NEeKapCTBEHHOro npenaparta gns
MeANUMHCKOTO NPUMEHEHNA, pa3paboTaHHbIM Pa3paboTYMKOM NEKAaPCTBEHHOTO NMpenapaTa WA UHbIM
IOPUOMYECKMM NULOM, MPUBJEKAaEMbIM K OpraHM3auuu MpoBeAeHUs KAMHUYECKOro uccnegoBaHus
JIeKapCTBEHHOro npenapaTta A8 MEeOULMHCKOTO MPUMEHEHUs, U APYrMMM MmaTepuanamum TaKoro
nccnenoBaHus.

3.1. PykoBOANTENb MEANUMHCKON OPraHn3aumm B CPOK, He NpeBbILLatoWwmii Tpex paboumnx gHen co
OHA Hayana NpoBeAeHUs KNMHUYECKOTO UCCNEeA0BAHNA JIEKAPCTBEHHOTO NpenapaTa Ans MeANUUMHCKOro
npUMeHeHun, coobuLaeT 06 3TOM B YNOJHOMOYEHHbIN deaepanbHbllii OpraH UCNOHUTENIbHOW BNACTH,
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 A1 MeAMUMHCKOrO MPUMMEHEHMA M yKasaHHble B 4acTu 3 ctaTbu 38
HacToAwero denepanbHOro 3aKoHa, B CAy4yae HeOOXOLMMOCTU BHECEHMA W3MEHEHWUI B MPOTOKON
KJIMHWUYECKOTO UCCNea0BaHNA IeKAPCTBEHHOIO NpenapaTa 411 MeAUUMHCKOro NpUMeHeHna coobLatoT
06 3TOM B YNONHOMOYEHHbIN peaepanbHbIit opraH UCNONHUTENbHOW BNACTH, BblAaBLUMIA paspeLleHne Ha
nposeAeHMe TaKoro NCCNefoBaHMA, NO YCTAaHOBAEHHOW UM dopme.

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

4.1. ®opma coobuieHNA O BHECEHUMU W3MEHEHUI B MPOTOKON KJAMHUYECKOrO WMcCneaoBaHuA
NIeKapCTBEHHOrO npenapata AAA MeOMLMHCKOrO NPUMEHEHUA [OO/KHA COAEep)KaTb cheayolme
csefeHua:

1) HanmeHoBaHWe, NAEHTUPUKALMOHHBIN HOMEP M AaTa NPOTOKO/A KIMHUYECKOTO UCCAe0BaHUS;

2) paTa BHECEHUA U3MEHEHMUI B MPOTOKO KAMHUYECKOTO UCCIe0BaHUS;

3) HaMMeHOBaHMe N MEeCTO HaXOXAEeHUA 3aABUTENS;

4) HaumeHOBaHME OpraHW3auuK, NPUBAEYEHHON Pa3pPaboTYMKOM JIEKAPCTBEHHOrO NpenapaTta K
OpraHM3aumm NpoBeseHNa KIMHUYECKOTo nccneaoBaHusa (Npy Hanmumm);

5) HaMMeHOBaHUA M MeCTa HaxOXAEHUA MeAMUMHCKMX OpraHM3auuii, B KOTOPbIX NPOBOAUTCA
KJIMHUYECKOoe UccnenoBaHue;

6) OaTa BblAAYM paspelleHns Ha NPOBEAEHME KAMHWYECKOro WUCCNefoBaHMA M HOMEpP 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 gHen co AHA NOJiyY4eHMA yKasaHHoro B Yactu 4
HacToAlWEeNn cTaTbM COOOLWEHUs, YNOJIHOMOYEHHbIN deaepasnbHblii OpraH MCNONHUTENIbHON BAACTU
paccmaTpuBaeT 3TO COObLLEHNE B YCTAHOBAEHHOM MM MOPALKE U NMPUHMMAET pelleHne O BHECEHUM
M3MEHEHMW B MPOTOKOJ1 KAMHUYECKOTO UCCNeA0BaHMA IeKapCTBEHHOMO npenapaTa a8 MeguLMHCKOro
npuUMeHeHnA nan ob 0TKase BO BHECEHUMN TAKUX USMEHEHUI.

6. KnnHuyeckoe unccnenoBaHMe NeKapCTBEHHOrO npenapaTta AnAa MeAMUMHCKOrO NpUMeHeHUs
MOXKeT ObITb MPUOCTAHOBAEHO MAM MPEKPALLEHO, €C/IM B Mpouecce ero npoBefeHMA obHapy)KeHa
ONAaCHOCTb A/1A }XU3HW, 340P0BbA NALNEHTOB. B cnyyae BOSHUKHOBEHMA ONACHOCTM A1 }KU3HW, 340P0BbA
MauMeHTa, Y4yacTBYIOWErO B  KAWMHWMYECKOM MUCCAEA0BAaHUM  JIEKApPCTBEHHOrO MpenapaTta Ans
MeANUMHCKOTO NPUMEHEHMUA, Uccneposatenn obasaHbl NpoMHbopMMpoBaTe 06 3TOM pyKoBoguTeNs
MEeAMUMHCKON  OpraHM3auMmM U OpraHM3auMio, MNOJYYMBLUYIO paspelleHne  YnoJIHOMOYEHHOO
denepanbHOro opraHa WCMNONHUTENbHOW BAAcTM Ha OPraHU3aLMI0 MNPOBEAEHMA  KIMHUYECKOTO
nccnen0BaHNA NEeKaPCTBEHHOIO Npenapara. PelweHne o NPUOCTaHOBAEHUMN KNMHUYECKOTO UCCIef0BaHUA
JIeKapCTBEHHOIO NpenapaTta 418 MegULMHCKOro MPUMEHEHMA NPUHUMAIOT PYKOBOANUTENb MEANLNHCKON
OpraH13aumm u (Mnn) opraHnsaums, NOAYYMBLIAA pPa3peLLleHne ynosIHoOMoYeHHOro deaepanbHOro opraHa
WCNOIHUTENbHOM BNACTM Ha OpraHU3aLMio NPOBEAEHUA KAMHUYECKOTO NUCCAeA0BaHMA NEKAPCTBEHHOTO
npenapata Aaa MeAMUMHCKOTO MPUMEHEHMUA, pPelleHne O MPeKpPaleHnn TaKoro uccnenoBaHuA
NPUHUMAET YNOJHOMOYEHHbIM desiepasibHbll OpraH MCNOAHUTENIbHOW BNACTU HA OCHOBaHMM COOBLLLEHNSA
B MUCbMEHHOM popme PYKOBOAUTENA MEAMLMHCKON OpraHusauum WauM opraHusaumsa, noayynsluas
pa3pelleHme yrnosHOMOYEHHOro deaepasbHOro opraHa WCNOAHUTENIbHOW BAACTM HA OPraHW3aumio
NPoOBeLAEHMA  KAMHMYECKOTO MUCCNefoBaHMA  JIEKAapCTBEHHOrO  npenapata  And  MegMUMHCKOro
NpUMeHeHus.

7. B cpok, He npeBblWaoWnii NATM paboumnx AHel co AHA 3aBepLUEHMA, NMPUOCTAHOBAEHMA UM
NPEeKPaLEeHNs KAMHUYECKOTO UCCNe[0BaHMA NIeKAPCTBEHHOrO npenapata  gas  MegumuMHCKOro
npumeHeHus, cooblieHne 06 3TOM HaNpPaBAAETCS OpPraHM3auMAMM, YKAa3aHHbIMKM B YacTu 3 cTaTbM 38
HacToswero ®esepasbHOro 3aKoHa, B YNOJIHOMOYEHHbIN deaepasnbHbli OpraH UCNONHUTENIbHON B1ACTU
Mo ycTaHOBAEHHOM UM dopme.

8. ®opma coobleHMAs O 3aBepleHMM, MPUOCTAHOBAEHUN WM MNPEKPALEHUN KIMHUYECKOTO
nccnen0BaHNA IEKAPCTBEHHOIO NpenapaTa 419 MeANUMHCKOTO NPUMEHEHUA A0/KHA COAEPHKATb:

1) nudopmaLmio 0 MeAULMHCKOWM OpraHM3aLmMm Uan MeaULUMHCKUX OpraHn3aLmsax, NPoBOAUBLLIMX
AaHHOe uccnefoBaHue;

2) onncaHue JaHHOro UccnefoBaHus;

3) AaHHble nccneposatens (pamuana, UMa, OTYECTBO, MECTO PaboTbl, 3aHMMaemasn AOKHOCTb,
CNeuManbHOCTb, CTaXX paboTbl MO MporpamMmmam  KJAMHWYECKUX UCCAeL0BaHWM  IEKAPCTBEHHbIX
npenapaToB, MNepevyeHb KAWHUYECKUX WCCNEAO0BAHWUIA NIEKAPCTBEHHbIX MPenapaToB, B KOTOPbIX OH
NPUHUMaN ydyactue (nepuoapl y4acTus) B Ka4ecTBe Uccnen0BaTeNa Uan couccaenoBaTens);

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

4) pe3ynbTaT AaHHOrO UCCNe0BaHMA (3aBepLUeHNe, NPUOCTAHOBIEHUE UM NPEeKpaLLeHME JaHHOMO
nccneoBaHMA € yKasaHMEM UX NPUYMH U BAUAHUA HA OLLEHKY ero pe3y/bTaTos, 0OLLYO OLLEeHKY PUCKA U
0XMOAeMOW MONb3bl OT MPUMEHEHUA UCCAeLYyeMOro JIeKapCTBEHHOTO MpenapaTa, a TaKxe
npegnonaraemble gasbHellwmne gencTens).

9. YnNo/sHOMOYEHHbIV deaepanbHblii OpraH WCMNOAHUTENbHOW BAacTM onyb6/AMKOBbIBaeT MU
pasmellaeT Ha cBoem oduuManbHOM canTe B ceTu "MHTepHeT" coobleHMe O 3aBeplueHuM,
NPUOCTAHOBNEHUN WAWU NPEKPALLEHUN KAMHUYECKOrO UCCef0BaHUA JIeKapCTBEHHOro npenapaTa And
MeZNUNHCKOTO NPUMEHEHMA B CPOK, He MPEBbILLAOWMNI NATU paboumx gHEN co AHA ero NonayyeHus, B
YCTaHOB/IEHHOM UM MOpALKE.

10. YnonHomoueHHbI denepanbHblit OpraH MCMNOJHUTENIbHOW BAACTU OCYLLECTBAAET BeAeHUe
peecTpa uccnegosaTenei, NPoBOAALLMX UK NPOBOAUBLUNX KAMHUYECKUE UCCeA0BaHMA NIEKAPCTBEHHbIX
npenapaToB ANA MeAWUMHCKOrO NPUMEHEHUs, B COOTBETCTBUM C YTBEPKAEHHBIMW MM NpPaBUAaMU U
pasmellaeT ero Ha ceoem oduuManbHOM cante B ceTu "MHTepHeT" B yCTAHOB/SIEHHOM MM MNOpAAKe.
YKa3aHHbIN peecTp coaepXunT MHGopMaumio, NpeaycMOTPEHHYIO NMYHKTOM 3 4acTu 8 HacToALLel CTaTbu.
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11. OtyeT 0 pe3ynbTaTax K/JAMHMUYECKOrO WCC/AeJ0BaHUA NeKapCTBEHHOro npenapaTta Aaa
MeAULMHCKOro NPMMEHEHUs COCTaBAAETCA OpraHmnsalmMeid, yKasaHHOM B YacTu 3 cTaTbM 38 HacToALWEero
depepanbHOro 3akoHa, Ha OCHOBaHMWM 3aK/IOYEHUN MEAULMHCKUX OpraHuM3auuii, NpPoBOAMBLUMX 3TO
nccnenoBaHue, M NPeacTaBinaeTca B YNOJIHOMOYEHHbIM deaepasibHbIi OpraH UCMOAHUTENbHOW BNACTy,
Bbl4ABLUNI pa3pelleHme Ha NPoBeLEHME 3TOFO UCCAEA0BAHMA, B CPOK, HE MPEBLIWALOWMNI TPEX MECALLEB
CO [AHA ero 3aBeplleHus, MPUOCTAHOBAEHUA WAW NpPeKpaLeHusa, B MNOPAAKE, YCTAaHOBAEHHOM
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCMOAHUTENBHOW BAACTW.

12. HapyweHure npaBua KANHUYECKOW MNPAKTUKKM, danbCUPUKaALMA Pe3ynbTaToB KAMHUYECKOTO
NCCNefOBaHUA NEKAPCTBEHHOrO npenapata A4a MeAWMUMHCKOrO MPUMEHEHWA BAEeKyT 3a coboit
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCcTBOM Poccuiickoit ®epepaumm.

13. Mpu npoBeaeHMU KAMHMYECKOTO WCC/edOBaHWA NIeKAapCTBEHHOrO Mpenapata And
MeAULMHCKOro NpMMeHeHns aonyckaeTca 3abop y naunmeHToB 6Monormyecknx matepuanos (06pasubl
OMOIOTMYECKNX  KUAKOCTEN, TKAHEW, CEKPETOB M MPOAYKTOB M3HEeAesTeNbHOCTM 4Ye/I0BEKa,
dU3NONOrNYECKMX M NATONOIMMYECKUX BblAENEHWUN, Ma3KoOB, COCKOOOB, CMbIBOB, MMKPOOPraHM3MOB,
61ONCUinHbBIN MaTepuan) ans Ux nsydyeHus Ha Tepputopmm Poccuiickon Pegepaumm n (Mnm) 3a npegenamm
Tepputopun Poccuiickon Pepepaunu.

14. MNopsgok BBO3a Ha TeppuToputo Poccuitickolt deaepaumm 1 BbiBO3a 3a Npeaesbl TeppUTOpPUn
Poccuitickoli depepaumm 6MONOTMYECKMX MaTepManoB, MONYYEHHbIX MPU NPOBEAEHUUN KNMHUYECKOTO
NUCCNeloBaHUA NEeKapCTBEHHOro npenapata And MeAMUMHCKOro MNpPUMEHEHUA, YCTaHaB/MBaeTcA
Mpasutenbctsom Poccuiickon ®egepaumn.

Cratba 41. [loroBop 0 NnpoBefeHNN KAMHMYECKOro NCCeA0BaHMA IeKapCTBEHHOro npenapaTa 4na
MmeaunumnHCKOro npnmeHeHuna

1. KnMHuyeckoe wuccnepnoBaHWe NEKAPCTBEHHOMO npenapata s MeaULMHCKOro NpUMeEHEeHUs
NpoBOAMTCA B COOTBETCTBUM C AOTOBOPOM O MPOBEAEHUN KIMHUYECKOTO NCCNeA0BaHUA NEKAPCTBEHHOTO
npenapata g8 MeAMUMHCKOrO MNPUMEHEHMA, 3aK/I0YaeMbIM MeXAy OpraHu3aumen, nosyyvmslLei
paspelleHme YnoJHOMOYEHHOro ¢enepanbHOro opraHa WMCNOMHUTENbHON BAACTM Ha OpraHM3aumio
npoBeAeHMA TAaKOro MCCNefoBaHWA, U MeULIMHCKOW OpraHu3aumei, OCyLLecTBAAIOWEN nposeaeHMe
TaKoro uccnenosaHms.

2. [loroBop O NpOBEAEHUM KJAMHUYECKOrO MCCAef0BaHUS JIEKAapPCTBEHHOrO npenapata Ans
MeANUNHCKOTO NPUMEHEHMA A0KEH COAEPHKATb:

1) ycnoBus 1 CpoKM NnpoBeaeHNa AaHHOTO UCCeA0BaHUS;

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

3) onpepenenune popmbl NpescTaBAeHUA Pe3yIbTaTOB AAHHOTO UCCEA0BAHMA B YNONHOMOYEHHbIN
denepanbHbIii OpraH UCNONHUTENIbHOM BNACTM.

CraTtbs 42. ®uHaHcoBoe obecneyeHne KAMHUYECKOTO nccnenoBaHMA NeEKapPCTBEHHONO nNpenapaTa
ana megnumHCKoro npnmeHeHunAa

duHaHcoBoe obecneyeHne KAMHUYECKOTO WCCAeAOoBaHMA JIeKapCTBEHHOro npenapata  Aand
MeANLUNHCKOTO NPUMEHEHNA OCYLLLEeCTBAAETCA 3a CYET:

1) cpeacTts depepanbHoro brogKeTa;

2) cpencts opraHM3aumii, NONYUYMBLUMX PaspelleHne Ha OopraHM3aumio NpoBeaeHUa AaHHOro
nccnenoBaHus, B COOTBETCTBUM C YCOBUSAMM A0OTOBOPa O €ro NpoBeaeHUu;

3) UHbIX He 3anpeLLeHHbIX 3aKoHOA4aTeNbCTBOM Poccuinickon dPegepaunm UCTOYHUKOB.

CraTba 43. I'IpaBa naumeHToB, y4acrteByrwownx B KINMHUYECKOM UCCNeOO0BaHUN NEKAPCTBEHHOrO
npenaparta ana meauunHCKoro npumeHeHumA

1. YyacTMe nauMeHTOB B KAWHWYECKOM WCCNEeLOBaHMM JIeKApCTBEHHOrO npenapata Ans
MeANUMHCKOTOo NpUMeHeHUA ABNAETCS A0O6POBO/IbHbIM.
2. MaumMeHT UAM ero 3aKOHHbIM npeacTaBUTENb AO0/IKEH ObiTb MHGOPMUPOBAH B MUCbMEHHOM
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dopme:

1) o nekapcTBeHHOM npenapate ANA MeAULMHCKOrO MPUMEHEHUSA U CYLLHOCTU KJAMHWYECKOro
nccaefoBaHUA 3TOFO IEKAPCTBEHHOIO NPenNapaTa;

2) 0 6e30MacHOCTM IeKapCTBEHHOTO NpenapaTta 418 MeANUUHCKOTo NPUMEHEHUA, ero 0Xngaemon
3pPEeKTUBHOCTM M CTENEHWN PUCKA 4N1A NALUNEHTA;

3) 06 ycnoBMAX y4acTus nauueHTa B KIMHMYECKOM UCCNe0BaHNN NEKAaPCTBEHHOTO NpenapaTa A
MeANUMHCKOTO NpUMEHeHUs;

4) 0 Uenn UM Uensax U NPOAO/KUTENbHOCTU KAMHUYECKOro WCCeAOoBaHMA JIeKapCTBEHHOrO
npenaparta Ans MeauULMHCKOro NPUMEHEHUS;

5) o peicTBMAX nNauMeHTa B Cayyae HenpeaBuaeHHbIX 3PPeKToB BAMSAHUA NEKAapPCTBEHHOTO
npenaparta g8 MeauLMHCKOro MPMMEHEHMUA HA COCTOAHUE ero 340Pp0BbA;

6) 06 ycnoBuax 06a3aTeNbHOIO CTPAXOBaHMA XU3HK, 340P0BbA NALMEHT];

7) o rapaHTMAX KOHOUAEHUMANBbHOCTU Y4yacTUsA MaUMEHTA B KAMHMYECKOM WCCNeA0BaHWUM
JIeKapCTBEHHOIO Npenapara 418 MegULMHCKOro NPUMEHEHUS.

3. fobpoBoibHOE cornacue naumeHTa Ha y4acTne B KAMHMYECKOM UCC/Ief0BaHUKN IeKAPCTBEHHOIO
npenapata gaa MegMUMHCKOTO NPUMEHEHWUA MOATBEP)KAAETCA €ro NOAMUCbID WAW MOAMUCHIO €ero
33aKOHHOr0 NpeAcTaBuUTeNs Ha UHPOPMALMOHHOM IUCTKE NaLMeHTa.

4. MauneHT UK ero 3aKOHHbIM NPeaCcTaBUTEIb UMEET NPABO O0TKA3aTbCA OT Y4ACTUA B KIMHNUYECKOM
UccnefoBaHUM  IEKAPCTBEHHOINO Mpenapata Ans MeAUMUMHCKOro NpUMeEHeHWa Ha Atoboil ctaguu
npoBeAeHMA TaKoOro UCcCAef0BaHMUA.

5. MpoBepeHMe KANHUYECKOrO WUCCAEeLOBAHUA SIEKAPCTBEHHOIO Mpenapata Aia MeaMLUMHCKOro
NPUMEHEHMA C y4acTUEM B KayecTBe MaLMEHTOB AeTel AONYyCKAeTCs TONbKO C COracusa B NMUCbMEHHOM
dopme wux poautenein, ycolHoBuTENeW. [JeTM MOryT pPacCcCMaTpMBaTbCA B KayecTBe MNOTEHLMAJbHbIX
naLMeHTOB TAaKOro UCCeA0BaHUSA, TOIbKO €C/IN er0 NpoBeAeHNe He0HX0AMMO ANA YKPENAeHUs 340P0BbA
aeten unm NnpodUNakTUKMU MHGEKLUMOHHbBIX 3ab0/1eBaHNI B AETCKOM BO3pacTe MO0 ecin Lesibio Takoro
nccnefoBaHUA ABAAETCA NOYYEHUE OAHHBIX O HAUYYLWEN 403MPOBKE NEKAPCTBEHHOrO NpenapaTa A
NeyeHna petei. B 3TUx cayvasx TaKOMy WMCCAeLOBAHUIO AO/KHO NpeaLlecTBOBaTb KAMHWUYECKoe
nccnefoBaHWe JIEKapCTBEHHOIO npenapata Ana MegUMUMHCKOro MPUMMEHEHUSA Ha COBepLUEeHHONETHUX
rpaxgaHax.

6. 3anpewaetca nNpoBegeHUE KAMHUYECKOrO MCCNeAoBaHMA JIEeKAapCTBEHHOrO npenapata Agns
MeANUNHCKOTO NPUMEHEHMA C Y4AaCTUEM B KayecTBe NaLMEHTOB:

1) peTeit-cMpOT M geTel, ocTaBMxca 6e3 noneyveHusa poauTtenei;

2) KeHWMH B nepuvog OepemMeHHOCTW, KEHWMH B MNepuos TpyaHOro BCKAPMAMBAHMA, 3a
WCK/IIOYEHNEM C/ly4aeB, €C/IM MPOBOAMUTCS KAMHUYECKOE MCC/ef0BaHWE SIEKAPCTBEHHOrO Mpenapara,
npefAHa3sHaYeHHOro A/1A YKa3aHHbIX XEeHLWWH, NPy YyCA0BUN HEOBXOAMMOCTU NoaydveHns MHbopmaumm
TO/IbKO BO BpPEMA MPOBEAEHMA COOTBETCTBYHOLIMX KAMHUYECKUX WCCNAELOBAaHMMA UM MPUHATUA BCeX
HEeobX0AMMbIX Mep MO WCK/OYEHUIO PUCKA HaHECEeHWA Bpena KeHWMHe B nepuon 6epeMeHHOCTH,
YKEHLMHe B Nepuos rpyAHOro BCKapMANBAHWA, NA0AY UK pebeHky;

3) BOEHHOCAYXKALLMX, 3@ MUCK/AIOYEHMEM Cy4aeB MNPOBEAEHMA KAMHWYECKOTO WCCnenoBaHuA
JIeKapCTBEHHOrO npenapaTa, CheuuanbHO pPaspaboTaHHOro ANA NPUMEHEHMA B YCIOBUAX BOEHHbIX
OENCTBUIM, 4YpesBbl4alHbIX CUTyauui, NPOPUNAKTUKM U JiedyeHUs 3aboneBaHU W  NOpaKeHun,
NoJlydeHHbIX B pe3ynbTaTe BO34eNCTBMA HeBNaronpUATHbIX XMMUYECKMX, BUONOrMYEeCKUX, PaAMaLMNOHHbIX
¢bakTopoB. KnnHuuyeckoe uccnefoBaHME TAaKOrO JIEKApPCTBEHHOrO Mpenapata MOMKeT MpoBOAMTLCA C
y4acTMeM B KayecTBe MALMEHTOB BOEHHOCAYMKALLMX, 33 UCKIOYEHMEM BOEHHOC/YKALLMX, NPOXOAALLNX
BOEHHYI0 CNy*Kby No npu3biBy, c cobntoaeHmem TpeboBaHWUM, YyCTAaHOBAEHHbIX HacToAWMM PeaepanbHbim
3aKOHOM B OTHOLUEHMM TPAXKOAHCKUX NNLL;

4) coTpyAHMKOB NPAaBOOXPAHUTE/IbHbIX OPraHOB;

5) nnu, oTbbiBalOWMX HaKa3aHWe B MeCcTax AULEHNA cBOOOAbI, a TaKXKe SN, HaxoOALMXCA noj,
CTparken B cnecCTBEHHbIX U30NATOPAX.

7. DonyckaeTca npoBeAeHMEe KAMHUYECKOro WCCef0BaHMA NIEKApCTBEHHOrO npenaparta Ans
MeANUMHCKOTO NPUMEHeHMSA, NpeaHa3HauYeHHOro 418 neYeHus Ncuxmyeckmx 3aboesaHni, c yyactmem B
KayecTBe MauneHToB JIML, C MCUXMYECKMMM 3a601eBaHUAMM, MPU3HAHHBIX HEAEEeCNOCOBHbIMM B NOPSAKE,
YCTaHOB/IEHHOM  3aKoHogaTenbcTBOM  Poccuiickolt  depepaumn.  KnanHuyeckoe  vccnepnoBaHue
JIeKapCTBEHHOrO Mnpenaparta B 3TOM CAy4Yae NpoBOAUTCA NPW HaZIMUMK COFNAcUsA B MUCbMEHHOM dopme
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3aKOHHbIX npe,u,CTaBMTeneM YKa3aHHbIX 1nL,.

Cratba 44. Q6s3aTtenbHOe CTPaxoBaHME KU3HW, 340POBbA NALUMEHTa, Y4acCTBYIOLWEro B
KAMHMYECKOM UCCAef0BaHNM IEKAPCTBEHHOMO NpenapaTta Ana MeauuLmMHCKOro npumeHeHmsa

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

1. OpraHu3aumsa, MNOAYYMBLIAA pa3peLleHne Ha OpraHu3auuMilo MNPOBEeAEHUA KIUHUYECKOTO
Uccne0BaHWUA JIEKAPCTBEHHOrO npenapata A/ MeAMUMHCKOro npumeHeHus, obs3aHa B KavecTse
CTpaxoBaTesiA CTPaxoBaTb PUCK MPUYMHEHWUA Bpeaa KW3HM, 340POBbIO MNaLMEHTa B pesysbTate
npoBefeHUsA KNMHUYECKOTO UCCeL0BaHUA JIEKaPCTBEHHOTO NpenapaTta Ana MegULMHCKOro NPUMEHeHUs
3a CBOW CYeT MyTem 3aK/to4YeHNsA A0roBopa 0643aTesIbHOro CTPaxoBaHus.

2. ObbekTOoM 00A3aTe/IbHOTO CTPAxOBaHWA fABASETCA MMYLLECTBEHHbIM MHTEPEC MNauMeHTa,
CBA3AHHbIV C NPUYMHEHNEM BPEAA €r0 KU3HU UM 340POBbI0 B PE3y/IbTaTe NPoBEAEHUA KIMHUYECKOTO
nccnef0BaHWA IeKapCTBEHHOTO NpenapaTta 418 MEAULMHCKOTO NPUMEHEHWS.

3. CTpaxoBbIM C/Tly4aem Nno J0roBopy 06d3aTe/IbHOTO CTPAX0BaHWUA ABASETCA CMEPTb NaLMEHTA UK
YXyALUEHWE ero 340P0Bbs, B TOM YMC/IE BEKYLLEe 33 COBOI YCTaHOBEHWUE UHBAZIMAHOCTU, MPU HAIUYUM
NPUYNHHO-CNEACTBEHHOM CBA3W MeEXAY HACTynaeHUMeM 3Toro cobbiTA M yyacTMeM nauMeHTa B
KJIMHWUYECKOM UCCNe0BaHNM IEKAapCTBEHHOTO Npenapara.

4. TpeboBaHus O BO3MeLLEHUW BpeAa, MNPUYUHEHHOTO KWU3HW WAW 3[40POBbIO MaLMEHTa,
NPeabABAAIOTCA B TeYEHME  CPOKOB  MCKOBOW  [JaBHOCTM,  YCTAaHOBMEHHbIX  FPaXKAaHCKMM
3aKOHOAATe/IbCTBOM.

5. Pazmep cTpaxoBoi BbINiaTbl N0 OrOBOPY 06A3aTe/IbHOrO CTPAaXOBaHWA COCTaBAAET:

1) B cnyyae cmepTu naumeHTa ABa MUAAMOHA pybiei Ha KaKaoro nauueHTa, y4acTBOBaBLUErO B
KJMHWUYECKOM MCCNIef0BaHNW IeKapCTBEHHOTO NpenapaTa;

2) Npy yxyALWeHUM 340P0BbA NaLMeHTa:

a) nosneKkwem 3a coboi ycTaHOBNEHUE MHBAAMAHOCTM | rpynnbl, OAUH MUIIIMOH NATLCOT TbiCAY
pybneit Ha Kaxkgoro nauMeHTa, y4acTBOBaBLIENO B K/JMHWUYECKOM WCCNELOBAaHUWN NIEKAPCTBEHHOIO
npenapaTa;

6) nosnekwem 3a coboli ycTaHoBAEHWE MHBAaAUZHocTW Il rpynnbl, oAMH MWAAWOH pybnel Ha
KaK[0ro nauueHTa, y4acTBOBaBLLErO B KIMHUYECKOM UCCeA0BaHUM IEKAapCTBEHHOTO NpenapaTa;

B) nosnekwem 3a cobolt ycTaHoBNeHMEe MHBanuaHoctu Il rpynnbl, NATbCOT ThicAY pybnei Ha
KayK[0ro nauueHTa, y4acTBOBaBLLErO B KIMHUYECKOM UCCNe0BaHNM IEKAapCTBEHHOMO Npenapara;

r) He NoBneKLEeM 3a coboW YCTaHOBNEHUS MHBANUAHOCTU, He Bonee Yem TpUCTa ThicaY pybieit Ha
KayK[0ro nauueHTa, y4acTBOBaBLLErO B KIMHUYECKOM UCCNe0BaHNM IEKAapCTBEHHOTO Npenapara.

6. Pazmep CTpaxoBbix BbINAAT MOXKET BbITb YBE/IMUEH HA OCHOBaHWUW peLleHUs cyaa.

7. Cpok goroBopa 06s3aTeNbHOr0 CTPaxoBaHUA He MOXKET bbiTb MeHee, YeM CPOK NMPOBeAEHUA
K/JIMHUYECKOro UCCNef0BaHNA IEKapCTBEHHOIO Npenapara.

8. Ycnosusa poroBopa 06#A3aTe/IbHOTO CTPaxoBaHWsA, B TOM YuUCNe cTpaxosble Tapudbl no
06A3aTe/IbHOMY CTpPaxoBaHWIO, NepeyeHb HEOBXOAUMbIX JOKYMEHTOB AN OCYLLECTBIEHWUA CTPaxOBOW
BbIN/IaTbl, MOPAAOK YCTAHOB/IEHWUA CTpaxoBaTenem WHAMBUAYANbHOTO WAEHTUUMKALMOHHOIO KoAa
nauMeHTa, NopafoK MHOOPMMPOBAHUA CTPAXOBaTENEM CTPAXOBLUMKA O MPUBJIEYEHHbIX K KTIMHUYECKOMY
NCCNeOBaHNIO JIEKAapPCTBEHHOTO NpenapaTta A/1f MegUUMHCKOrO MPUMEHEHUs NaumeHTax, MopAAoK
yNAaTbl CTPaxoBOW NPeMuu, NOPAAOK peanusaummn onpegeneHHbix Hactoawmm degepaibHbIM 3aKOHOM
n apyrumu depepasbHbIMU 3aKOHaMKM NpaB M 06A3aHHOCTEN CTOPOH MO A0roBopy 06A3aTeslbHOro
CTPaxoBaHMWA YCTaHABANBAIOTCA TUMOBLIMU NPaBUIaMMN 06A3aTeIbHOTO CTPAXoBaHMs.

9. B ciyyae npuUYMHEHUS Bpeaa *U3HU NaLMeHTa, y4acTBOBABLUErO B KIMHUYECKOM UCCeA0BaHNUM
JIeKapCTBEHHOrO npenapaTa, BbirogonpuobpeTtatensmu Mno AOroBopy 06fA3aTE€NbHOrO CTPaxoBaHUA
ABMAIOTCA rpaxAaHe, MMelLWWe MPaBoO Ha BO3MELLEHME Bpeda B C/y4yae CMEPTU KOpMWAbLA B
COOTBETCTBUM C FpaKAaHCKUM 3aKOHOAATENBCTBOM, NPW OTCYTCTBUM TAKUX FPaxaH - poaAuTeNun, Cynpyr,
[eTW yMepLIero NaLMeHTa, y4acTBOBABLUEro B KAIMHUYECKOM UCCNeL0BaHUN IeKapCTBEHHOTO NpenaparTa,
B C/ly4yae CMepPTU NaLMeHTa, y4acTBOBABLLErO B KIMHUYECKOM UCCNEL0BAHMN IeKApCTBEHHOTO Npenapara
M HE MMEBLUEro CaMOCTOATE/IbHOTO A0X0A43, - rPaXAaHe, Ha WMKAMBEHMU KOTOPbIX OH Haxoawncs, B
OTHOLUEHMM BO3MELLEHMS PAcXOAOB Ha norpebeHve nauMeHTa, Y4acTBOBABLUETO B KAWMHWYECKOM
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nccnefoBaHUM NeKapCTBEHHOrO NpenapaTa, - IMLUO, MOHECLIee Takne pacxoapl.

10. CrtpaxoBas BbinAaTa B CYET BO3MELLEHWA Bpeaa, MPUYMHEHHOrO KU3HU NaLMEHT],
Y4YacTBOBABLLEro B KAMHMYECKOM WUCC/eloBaHUN NeKapCTBEHHOro npenaparta, pacnpeaenserca mexay
BblrogonpuobpeTaTenamm NPonopLMOHaANbHO UX KONIMYECTBY B PaBHbIX A0/IAX.

11. MNpw HacTyYNNEeHMM CTPAXOBOTO CAyYas NaLMEHT, y4aCcTBOBABLUMI B KIMHMYECKOM UCCeA0BaHNN
JNIeKapCTBEHHOro  npenapaTta, BbirogonpuobpeTtatens BNpaBe NpeabABUTb  HENoOCPeACTBEHHO
CTPaxoBLUMKy TpeboBaHME O BO3MeELLEHUN NPUYMHEHHOrO Bpeaa. CTpaxoBas BbinaTa OCYLLeCcTBAeTCS
CTPaxOBLLMKOM B TeYEHWE TPUALATU AHEN Co AHA NpeAcTaBAeHUA HEOOXOANMbIX AOKYMEHTOB. MNayuneHT,
Yy4acTBOBABLLMN B KAIMHMYECKOM UCC/IeA0BaHNKN NeKapCTBEHHOrO NpenapaTa, Uau BeirogonpuobpeTaTtens
06A3aH COOOLIMTL CTPaxXOBLIMKY ANA OCYLIECTB/AEHUSA CTPaxoBOW BbIMAATbl  MHAWUBUAYANbHbIN
NAEHTUDMKALMOHHBIA KOog, NauMeHTa, YCTAaHOB/IEHHbIN CTpaxoBaTeNiemM B COOTBETCTBUM C TUMOBbLIMMU
npaBunamm 06sa3aTe/IbHOro CTPaXoBaHUA.

12. [lo nosHoOro onpeaeneHua pasmepa NOANENKALLEro BO3IMELLEHUIO Bpeaa CTPAxOBLMK MO
3aAB/IEHMIO NALUMEHTA, Y4aCTBOBaBLUEro B KAMHUYECKOM UCCIe40BaHUM IEKAaPCTBEHHOMO Npenapara, Uam
3anB/IEHMIO BbirogonpuobpeTaTtenia BNpaBe OCYLLECTBUTb YaCTb CTPAXOBOW BbIMN/IaTbl, COOTBETCTBYHOLLYO
daKTUUecKM onpeaeneHHoOM YacTu NPUYMHEHHOTO Bpeaa.

13. CtpaxoBas BbinaaTa B COOTBETCTBMM C 4OTOBOPOM 06A3aTeNbHOr0 CTPaxoBaHMA OCYLLLECTBASAETCA
He3aBMCMMO OT BbINAT, MPUYMTAIOLWLMXCA NO APYIMM BUAAM CTPAXOBaHMS.

14. He ponyckaeTcA ydyacTMe nNauMeHTa B MNPOBEAEHUM KAMHWUYECKOro McCnenoBaHus
JIeKapCTBEHHOrO NpenapaTta Npu OTCYTCTBMM A0roBopa 0683aTeIbHOro CTPaxoBaHUS.

15. KoHTponb 3a WCNOJIHEHWEM OpraHW3auuen, MoJyYMBLUEN pas3pelleHne Ha opraHusauuto
NpoBeAeHUA  K/IIMHMYECKOTO MCCNeL0BaHMA  JIEKAapCTBEHHOro npenapata Agas  MeguLMHCKOro
NPMMEHEHWS, YCTAHOB/IEHHOW HacToALWLEN cTaTbeit 06A3aHHOCTM MO 06MA3aTeNibHOMY CTPaxOBaHWUIO
KU3HKW, 340POBbA NaLMEHTa, ydyacTBylowlero (y4acTBOBaBLIErOo) B K/JAMHUYECKOM WCCAeAoBaHUMU
NIeKapCTBEHHOIO  NpenapaTta,  OCYWeCTBASETCA  YNONHOMOYEHHbIM  defepasibHbiM  OpraHoOM
WCNOJIHUTENbHOW BNACTW, BbIAABLUMM paspelleHne Ha MPOBeAeHUEe KAMHMYECKUX WUCCAefoBaHWUM
JIeKapCTBEHHbIX NpenapaToB A1A MeANLMHCKOTO NPUMEHEHUS.

Fnasa 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratba 45. Npon3BoACTBO NEKAPCTBEHHbIX CPeACTB

1. Npoun3BOACTBO /IEKAPCTBEHHbIX CPEACTB AOJIKHO COOTBETCTBOBATb MpPaBM/IaM OpraHM3aumu
NPOM3BOACTBA M KOHTPO/IA KAYecTBa JEKAPCTBEHHbLIX CPEACTB, YTBEPMKAEHHLIM YMNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOTHUTENIbHOM BNACTMU.

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

2. TpousBoACTBO /IEKAPCTBEHHbIX CpeacT8 Ha Tepputopun  Poccuiickoit  degepaumm
OCYLLECTBNAETCA NPOM3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, UMEIOWMMM JINLLEH3UIO HA NPOMU3BOACTBO
JIeKaPCTBEHHbIX CPEACTB.

3. MMpoun3BOACTBO /NIEKAPCTBEHHbIX CPEACTB OCyWecTBasetca ¢ cobnogeHvem TpeboBaHUiA
NPOMbILLAEHHOIO PErNamMeHTa, KOTOPbIN YTBEPKAAETCA PYKOBOANUTENIEM NPOU3BOANTENA NEKAPCTBEHHbIX
CpeacTB M BKAOYAeT B cebs nepevyeHb MCNONAb3yeMblx $apmMaueBTUUecKUMX cybcTaHumii K
BCMOMOraTe/IbHbIX BELLECTB C YKa3aHMEeM KO/IMYECTBA Ka*KAOrO M3 HUX, AaHHble 06 MCnonb3yemom
060pyaoBaHUKM, ONUCaHME TEXHONOMMYEeCKOro mnpouecca WM MEeTOA4O0B KOHTPOAA Ha Bcex 3Tanax
NPOW3BOACTBA IEKAPCTBEHHbIX CPEACTB.

4. Mpy Npou3BOACTBE JIEKAPCTBEHHbIX CPEACTB MCMNOMb3YIOTCA dapmaLeBTUYecKne cybcTaHLmu,
BK/IIOUYEHHbIE B FOCYapPCTBEHHbI PeecTp IEeKAaPCTBEHHbIX CPeACTB.

5. 3anpewaeTtca Nnpon3BoACTBO:

1) nekapcTBEHHbIX CPEACTB, HE BKAOUYEHHbIX B FOCYAAPCTBEHHDbIN PeecTp SIeKapCTBEHHbIX CPeacTB,
33 MCK/IOYEHMEM JIeKApPCTBEHHbIX CpPeacTs, MPOM3BOAUMBIX A/  NPOBEAEHUS  KAMHUYECKUX
nccnenoBaHNn U gns sKCnopTa;

2) panbCcnPULMpPOBAHHDIX TEKAPCTBEHHbIX CPEACTB;

3) neKkapcTBeHHbIX cpeacTB 6e3 AMUEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapyweHMeM NpaBuMA OpraHu3auMuM NPOU3BOACTBA U KOHTPOAS
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KauyecTBa /IeKapCTBEHHbIX CPEe/CTB.

6. MNpu BBOAE /NEKAPCTBEHHbIX CPEACTB B rpPakAaHCKUI 060pOT YMNO/SHOMOYEHHOE /UL
Npon3BoAUTENA IEKAPCTBEHHbIX CPEACTB OCYLLECTBASET NOATBEPKAEHNE COOTBETCTBUA EKAPCTBEHHbIX
cpeacts TpeboBaHMAM, YCTAaHOB/IEHHbIM MPU MX FOCYAapCTBEHHON perucTpauum, 1 rapaHtTMpyet, yTo
NIeKapCTBEHHbIE CpeAcTBa MNPOM3BeAeHbl B COOTBETCTBMWU C MpPaBM/laMM MPOU3BOACTBA U KOHTPOA
KayecTBa JIEKapCTBEHHbIX CPe/CTB.

7. YNONHOMOYEHHbIM ANLOM MPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB ABAAETCA ero PaboTHMK,
umerwmin Bbiclee dapmaueBTUUYECKOoe, XMMUYEecKoe unum buonorndeckoe obpasoBaHne nnmbo npu
NpPOM3BOACTBE /IEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOIr0 NPUMEHEeHMA BeTepuHapHoe obpasoBaHue,
CTaX paboTbl He MeHee YemM NATb JieT B 061aCTU NPOMU3BOACTBA M KOHTPO/IS KauyecTBa JIEKapCTBEHHbIX
CpPeacTB W aTTeCTOBAaHHbLIA B NOpsAAKe, YCTAaHOB/MEHHOM YMO/IHOMOYEHHbIM deaepanbHbiM OpPraHom
WCNOJIHNUTENIbHOM BNaCTM.

8. MMpousBoanTenn NeKapCTBEHHbIX CPEACTB MOIYT OCYLWECTBAATb NPOAAXKy JIeKapCTBEHHbIX
CpeacTB UM NepenaBaTtbh UX B YCTAaHOB/IEHHOM 3aKoHoAaTenbcTBOM Poccuitickolt ®egepaumm nopaake:

1) 4pyrMm NpounsBOANTENSIM JIEKAPCTBEHHbIX CPEACTB A/1A NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB;

2) opraHusaLmMaM ONTOBOM TOProBAN IEKAPCTBEHHbIMM CPEACTBaAMMU;

3) anTeyHbIM OpraHW3aumMsam, BeTEPUMHAPHbIM anTeYHbIM OpraHU3auusam, MHAUBUAYANbHbIM
npeanpuHUMaTeNnsam, UMEKLMM NMLEH3MI0 Ha dapMaLLeBTUUYECKYIO AEATENbHOCTb WUAN JIMLEH3UIO Ha
MeAULMHCKYIO AeATeIbHOCTb;

4) Hay4yHO-MCCNen0BaTENbCKMM OpPraHmn3aLmMam Ana HaydyHo-1cceaoBaTebCckol paboTsl;

5) MeAMLMHCKMM OpraHn3aumsam 1 BeTepUHApPHbIM OpraHu3aLmam;

6) opraHusaLMam, OCyLLECTBAAIOLIMM pa3BeaeHUe, BbipalllMBaHUE U coAepKaHNe HUBOTHbIX.

Cratba 46. MapKMpOBKa NEKAapPCTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTbl, 3a UCKAOYEHWEM NEKAPCTBEHHbIX NPENapaToB, M3rOTOB/IEHHbIX
anTeYHbIMW OpraHM3auMAMM, BETEPUHAPHLIMM anNTeYHbIMMU OPraHU3aLMAMKM, WHAMBUAYASbHBIMM
npeagnpUHUMaTEeNAMKN, UMEIOWMMN  NULEH3UIO Ha GapMaLEBTUYECKYD AeATeNbHOCTb, AOJIXKHbI
nocTynatb B o6palleHune, ecnu:

1) Ha uXx nepBMYHOM YyMaKOBKe (3a MWCKAOYEHMEM MEePBUMYHOM YMaKOBKM NEKAaPCTBEHHbIX
pacTUTeNbHbIX NPEenapaToB) XOPOLWO YMTaeMbIM LUPUGTOM Ha PYCCKOM fA3blKe YKa3aHbl HaMMeHOoBaHMue
JIeKapCTBEHHOro npenapata (Me)KayHapogHoe HenaTeHTOBaHHOe, WUAM XMMWYECKoe, WIM Toprosoe
HaMMeHOBaHWE), HOMEpP Ccepwuu, Jata BbiNycka (ANA WMMMYHOBMONOTMYECKMX JNIeKapCTBEHHbIX
npenapaToB), CPOK roAHOCTM, 03MPOBKA AN KOHUEHTpauma, 06bem, aKTUBHOCTb B eAMHULAX AeNCTBUA
WU KONIMYECTBO A03;

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

2) Ha UX BTOPUYHOM (NOTPebUuTenbCKoM) yNakoBKe XOPOLIO YATAEMbIM LUPUGDTOM Ha PYCCKOM fA3bIKe
YKasaHbl HaMMeHOBaHMe J/IeKapCTBEHHOro npenapata (Me)KAyHapoaHoe HenaTeHTOBaHHOe WAn
XMMMUUYECKOE N TOProBoe HauMeHOBaHWSA), HAMMEHOBaHWE NPOU3BOANTENS IEKAPCTBEHHOMO Npenaparta,
HOMep cepwuu, AaTa BbiNycKa (AN MMMYHOBMOIOrMUYECKUX JIeKapPCTBEHHbLIX MpenapaTos), Homep
PernmcTpauMoHHOrO YAOCTOBEPEHMA, CPOK TOAHOCTM, CMnocob npuUMeHeHus, [O03MPOBKaA WM
KOHLEHTPaLUMA, 0b6bem, aKTUBHOCTb B eAuHMUAX AeNCTBMA AnbO KONMYEeCTBO [03 B YMNAKOBKE,
NleKapcTBeHHas $opma, yCnoBma OTNYCKa, YCIOBUS XPaHEHUA, NpeaynpeauTenbHble Haanucu.

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

2. ®apmaueBTMYECKME cybCTAHUMM AO0MKHbI MOCTYNaTb B ObpalieHUe, ecnnm Ha UxX NepBUYHOM
YNaKoOBKE XOPOLLO YNTaeMbIM LUPUGDTOM HA PYCCKOM fA3bIKE YKasaHbl HAaMMeHOBaHMe papmaLLeBTUYECKON
cybCcTaHUMM (MexayHapogHOe HenaTeHTOBaHHOE WAWM XMMMYECKOEe M TOProBoe HauMmeHOBaHMA),
HaMmeHoBaHWe npoussoguTens GpapmaueBTUYEeCKON CyObCTaHLMM, HOMEP CEpUM U AaTa M3rOTOBAEHMS,
KOJINYECTBO B YNAaKOBKE U e4ANHULLbI USMEPEHUA KONNYECTBA, CPOK FOAHOCTU U YC/I0BUA XPAHEHUA.

3. JleKapcTBeHHble CpeACcTBa B KAYECTBE CbIBOPOTOK A0/IKHbI NOCTYNaTb B 06palleHne C yKazaHuem
KUBOTHOTO, U3 KPOBW, M/1a3Mbl KPOBW, OPraHOB M TKAHEM KOTOPOro OHWU MOyYeHbl.

4. Ha BTOpUYHYIO (NOTPebUTENbCKYIO) YNAaKOBKY NEeKapCTBEHHbIX CPeACTB, MNOYYEHHbIX U3 KPOBMU,
nnasmbl KPOBKU, OPraHOB M TKaHEeM YenloBeKa, A0/IKHA HAHOCUMTbCA Hagnuck: "AHTuTena Kk BUY-1, BUY-2,
K BUpYycy renatmta C 1 NOBEePXHOCTHbIM aHTUIeH BMpYyca renatuTta B oTcyTcTBytoT".
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5. Ha nepBUYHYIO YNAaKOBKY W BTOPMYHYIO (MOTPEBUTENbCKYIO) YNAKOBKY paanodapmaueBTUYECKMX
JIeKaPCTBEHHbIX CPEACTB AO/IKEH HAHOCUTBLCS 3HAK PagMALMOHHON ONACHOCTM.

6. Ha BTOpMYHyto (NOTpebuTenbCcKytlo) ynakoBKY romMeonaTMYyeckux JIeKapCTBEHHbIX MpenapaToB
J0/1I3KHa HAHOCUTbCA HaANKUCh: "TomeonaTuyecknin®.

7. Ha BTOpuYHylO (NOTpebuTenbcKylo) YNakoBKY NEKApPCTBEHHbIX PaCTUTE/IbHbIX MpenapaToB
OO0MKHA HAHOCUTbCA Haanuch: "MpoAyKLuMA NpoLwaa PaanaLMOHHbIN KOHTPOAb".

8. Ha nepBMYHYlO YNaKOBKY W BTOPUYHYIO (MOTPeObUTEsNIbCKYIO) YMNAKOBKY JIeKapCTBEHHbIX
npenapaTos, NpPeAHa3HaYeHHbIX AN KAMHUYECKUX UCCNen0BaHUM, A0XKHA HAaHOCUTbCA Hagnuce: "Ona
K/IMHUYECKUX UccnesoBaHuin".

9. YnakoBKa /NEKAPCTBEHHbIX CPEACTB, MNpPeAHA3HAYEHHbIX WCKAOUYUTENbHO A1 3KCNOopTa,
MapKMpyeTcsa B COOTBETCTBMM C TPEOOBAHUAMM CTPAHbI-MMNOPTEPA.

10. Ha TpaHCnopTHyto Tapy, KOTOpasa He npeaHasHayeHa AnA noTpebuteneir U B KOTOpylO
NOMeLLEHO /IEKAapPCTBEHHOE CPEeACTBO, AO/KHA HAHOCUTbCA WHOOPMAUMA O HAMMEHOBAHWK, Cepun
NIeKApPCTBEHHOrO CPeacTBa, AaTe BbIMYCKa, KOAMYECTBE BTOPUYHbIX (NOTPEBUTENbCKMX) YMaKOBOK
NIeKApPCTBEHHOIO CPEACTBA, NPOM3BOAUTENE SIEKAPCTBEHHOTO CPeACTBa C YKAa3aHMEM HAaMMEHOBaHMUA U
MECTOHAXOXAEHMA NPOM3BOANTENA NIEKAPCTBEHHOIO CPeACTBa (agpec, B TOM YMc/e CTpaHa U (Mam) mecTto
NpPoOu3BOACTBA JIEKAPCTBEHHOIO CPEACTBA), @ TaKKe O CPOKe rofgHOCTU SIEKAaPCTBEHHOMO CPeacTBa M 06
YCNOBUAX Er0 XPaHEHMA U NePEBO3KK, HEOOX0AMMbIe NpeaynpeanuTebHble HAAMUCU U MAaHUNYAATOPHbIE
3HaKW.

11. Ha nepBUYHYIO YNAKOBKY M BTOPUYHYIO (MOTPEeObUTENBCKYIO) YNAKOBKY NEKAPCTBEHHbIX CPEACTB
AN BETEPMHAPHOIo NPUMEHEHMA AONKHA HAHOCUTLCA Haanuch: "[na BeTepUHAPHOro NpuMmeHeHusa".

12. Ha BTOpuYHyl0 (NOTPEBUTENbCKYIO) YNaKOBKY JIeKapCTBEHHOro npenapata HaHOCUTCA
LUTPUXOBOWM Koga,

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

Ctatba 47. lMNopsagoK BBO3a JIeKAapCTBEHHbIX cpeacte B Poccuiickyio Pepepaumio M BbiBO3a
JleKapcTBeEHHbIX cpeacTB U3 Poccuinckon ®epepaumm
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 /N1eKapcTBEHHbIX cpeacTB B Poccuiickyio depepaumio OCylWecTBAAETCS B MNOPAAKeE,
ycTaHoBneHHom [paBuTenbctBom Poccuiickon degepaumm, B COOTBETCTBUM C  TaMOMKEHHbIM
3aKOHOAATENLCTBOM TaMOMKEHHOrO coto3a B pamkax EBpA33C (manee - TamMoKeHHbIN coto3) U (Mnu)
3aKoHoAaTenbCcTBOM Poccuiickoit desepaumm o TaMoXKeHHOM gene.

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

2. BBosumble B Poccuiickyto denepaumio neKapcTBeHHble CPeacTBa A0/KHbI BbiTb BKIOUYEHbI B
rocyapcTBEHHbIA PEECTP NeKAPCTBEHHbIX CPECTB.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. [lonyckaeTcs BBO3 B Poccuiickyto Peaepaupio KOHKPETHOW NapTUKM 3aperncTpupoBaHHbIX U (Mau)
HEe3aperncTpMpPOBaHHbIX SIEKAPCTBEHHbIX CPEeACTB, NpeAHa3HaYeHHbIX A1A MPOBEAEHUA KAMHUYECKUX
NccnefoBaHUI NeKAapPCTBEHHbIX MPenapaToB, NpPoBeAeHMA 3KCNepTU3bl NEeKAPCTBEHHbIX CPeacTs A
OCYLLECTB/IEHUSA TOCYLAPCTBEHHOW PErncTpauumM JNIeKapCTBEHHbIX MPenapaToB MWAM A5 OKas3aHus
MEAULMHCKON MNOMOLWLM MO KU3HEHHbIM TMOKA3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBAHWUU
pa3pelleHuns, BblAAaHHOTO YMNOJHOMOYEHHbIM ¢denepasibHbiM OPraHOM MWCMOAHUTENIbHOM BAAcTU Mo
3aAB/IEHMAM N1L, YKa3aHHbIX B cTaTbe 48 HacToAawero ®egepanbHOro 3akoHa. PaccmoTpeHue Takoro
3afB/IEHMA U MNPUHATME peleHMA O Bblgaye paspelleHMAa Ha BBO3 KOHKPETHOM NnapTum
3apPerncTpUpoBaHHbIX U (MIN) HE3aPeruCTPUPOBaHHbIX JIEKAPCTBEHHbIX CPeACcTB, NpeAHa3HauYeHHbIX A4
NpoBefleHNA K/IMHUYECKUX MWCCNeaoBaHMIA IeKapCTBEHHbIX MpPenapaTos, NPOBEAEHUA 3SKCMepTusbl
JIeKapCTBEHHbIX CPeACTB AN OCYLWECTB/AIEHMA [OCYAapPCTBEHHOW PerucTpaumm  eKapCTBEHHbIX
npenapatos WAM A/A OKasaHUA MeAMLMHCKOW MOMOLLM MO KM3HEHHbIM MOKa3aHUAM KOHKPETHOro
nauneHTa nMbo 06 OTKase B BblAaye YKa3saHHOMo paspelleHus NPpomM3BOAATCA B CPOK, HE NPEeBbILLAOLLINIA
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nATK paboumnx gHel. MnaTa 3a BblAa4y YKa3aHHOroO pa3pelleHns He B3MMaeTcs.
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-d3)

4. B Poccuiickyto Pepepaumio MOXKHO BBO3UTb JIeKAapPCTBEHHbIE CPEACTBA, KAayecTBO KOTOPbIX
noaTBEPXKAEHO  cepTUOMKATOM  MPOU3BOAUTENA  NEKAPCTBEHHbIX CPEACTB, YAOCTOBEPAOLWMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM papMmaKonenHblx cTatelt AMbo B ciyyae
NX OTCYTCTBMA HOPMATUBHOM AOKYMEHTALLUMN NN HOPMATUBHOIO AOKYMEHTA.

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

5. 3anpeuwaetcs BBO3 B Poccuiickyto Peaepaumnio danbcnpmUMpPOBAHHBIX EKAPCTBEHHbIX CPEACTB,
Hef06pPOKauyeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPAPAKTHbIX IEKAPCTBEHHbIX CPEACTB.

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

6. ®anbcndULMpOBaHHbIE NEKAPCTBEHHble CpeacTBa, HeA0OpPOKayecTBEHHbIE NeKapCTBEHHble
cpeacTBa NnoanexkaT U3bATUIO U NocneayoweMy YHUUTOXKEHMIO NAN BbIBO3Y U3 Poccuiickon deaepauuu,
KOHTpPadaKTHble NIEKAPCTBEHHbIE CPEACTBA - U3BATUIO U NOC/NEAYIOWEMY YHUUTOXKEHNIO. YHUUTOXKEHME
unn  BbIBO3 M3 Poccuiickont  degepaunm  panbcMdUUMPOBAHHBLIX  IEKAPCTBEHHbLIX  CPEACTB,
HefOoOpPOKAYECTBEHHbIX  /IEKAPCTBEHHbIX  CPEeACTB, KOHTPAadaKTHbIX  NIeKAapCTBEHHbIX  CpeacTB
OCYLEeCTBNAETCA 3a CYeT /iMua, OCyLecTBMBLIEro WX BBO3. [lOpAAOK YHUUTOMKEHWUA WU3BATbIX
danbcMdUUMPOBaAHHBbIX NEKAPCTBEHHbIX CPEACTB, HeA0OPOKAYECTBEHHbLIX NEKAPCTBEHHbIX CPeAcCTs,
KOHTpPadaKTHbIX IEKAPCTBEHHbIX CPeACTB ycTaHaBAMBaeTcA MNpasutenbsctBom Poccuinckon degepaumm.
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jvua, ocywecteaatowme BBO3 B Poccuickyto  degepaumio  GanbCUPUUMPOBAHHbBIX
NIeKapCTBEHHbIX  CPeacTB, HenoOpOKAyecTBEHHbIX  JIEKAPCTBEHHbLIX  CPEACTB,  KOHTPAhaKTHbIX
JIeKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOMKEHHbIM 3aKOHOLATE/IbCTBOM
TamoxKeHHOro coto3a u (Unn) 3akoHoaaTeNnbCTBOM Poccuiickolt deaepaumm 0 TaMOXKEHHOM gene.

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

8. BbiBO3 neKapcTBeHHbIX cpeacTB U3 Poccuiickoin ®egepauum ocywecTsaseTca 6e3 npumeHeHun
OrPaHMYEHUI, YCTAaHOB/IEHHbIX TaMOXEHHbIM 3aKOHOAATe/NbCTBOM TamMoOMXKeHHOro cotosa M (uan)
3aKoHoAaTenbcTBOM Poccuiickon depepaunm o rocyfapCTBEHHOM PeryiMpoBaHUM BHELUHETOProBOwM
AeaTenbHoCcTU. BbIBO3 NEKAPCTBEHHbIX NPenapaToB 418 MeAULMHCKOIO NpUMEHeHUs, NpeaHasHauYeHHbIX
ONA TYMaHUTapHOW NomMoLmM (CoAenCcTBMUA) UM NOMOLLM NPU Ype3BblYaMHbIX CUTYaUmax, n3 Poccuinckomn
depepaunn ocyLLecTsanaeTcs B NopsaaKe, yctaHoBneHHoM MpaButenbctBom Poccuitickoin Pepepaunm.

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 25.11.2013 N 317-03)

CraTba 48. lOpuamyeckme nnua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPeacT8 B Poccuickyro
depepaunto
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTea B Poccuiickyio Peaepaumio MoryT BBO3UTb:
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) npousBOAMTENM NIEKAPCTBEHHbIX CpPeacTB ANA  uenel cobCcTBEHHOro  MPOM3BOACTBA
NeKapCcTBEHHbIX CPeaCTs;

2) MHOCTpaHHble pPa3paboTUMKM NIeKAapPCTBEHHbLIX CPEACTB M WHOCTPAHHble NPOU3BOAMTENU
NIeKapCTBEHHbIX CPeACTB UK ApYyrve 1opugnyeckme anua no nopyyeHuto paspaboTymKka NekapcTBEHHOTO
CpeacTBa Ana NPoBeAeHUA KAMHUYECKUX UCCNef0BaHUI NEKApPCTBEHHOMO Mpenaparta, OCyLecTBNeHUs
rocyfapCTBEHHOW  PEerucTpauumn  NeKapCcTBEHHOro npenapata, BK/AOYEHUs  papmaLeBTUYECKOM
cybCTaHUMM B rOoCyAapCTBEHHBIN pPeecTp NeKapCTBEHHbIX CPeACTB, KOHTPO/A KauyecTBa JIEKaPCTBEHHbIX
CPeACTB NPU HaIMUYNKN PaspeLleHns YNoJHOMOYEHHOro deaepanbHOro opraHa UCMOJIHUTEIbHOM BAAcTU
Ha BBO3 KOHKPETHOM NapTUM IeKapCTBEHHbIX CPEeACTB;

3) opraHu13auuu ONTOBOM TOPTroOB/IN JIEKAPCTBEHHBIMW CPEeACTBAMM;

4) HayyHO-ucC/legoBaTeIbCKME  OpraHusauuK, obpasoBaTesibHble OpraHuM3aLMu  BbICLLErO
06pa3oBaHNA, NPOU3BOAMTENN NIEKAPCTBEHHbIX CPEeACTB Ana pa3paboTKu, MCCNenoBaHUI, KOHTPOAA
6e3onacHOCTM, KayecTBa, 3ODEKTUBHOCTM /IEKAPCTBEHHbIX CPEACTB MPU  HAAUYMKM  paspelleHus
YMOAHOMOYEHHOTO dpesepanbHOro opraHa UCNOHUTEbHOW BAACTy;

(8 pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)
5) MeguUMHCKME OpraHM3aLmnm, MHble yYKasaHHble B NyHKTax 1 - 4 HacToALlel CTaTbk OpraHM3auum
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0191 OKa3aHUA MeANLNHCKON NMOMOLLM MO *KU3HEHHbIM NMOKa3aHWAM KOHKPETHOrO NauyeHTa Npy Haauuum
paspeleHnsa YNoAHOMOYEHHOTO deaepanbHOro opraHa MCMONHUTE/IbHON BAACTM Ha BBO3 KOHKPETHOM
napTUK NeKapCTBEHHOro MpenapaTa, Bbl4AaHHOrO B YCTAaHOBAEHHOM nopAgKke B dopme 3/1eKTPOHHOIo
OOKYMEHTa, NoANUCAHHOTO YCUAEHHOW KBAIMPULMPOBAHHOMN 3NEKTPOHHOM NOANMUCHIO.

(B pen,. PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)

Cratba 49. [JokymeHTbl, NpeacTaBisemMblie B TaMOMKeHHble opraHbl Poccuitckon ®eapepaunm npu
BBO3€e JIEKAPCTBEHHbIX cpeacTs B Poccuiickyto ®epepaumio
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpun BBO3e NEKapCTBEHHbIX cpeacTs B Poccuiickyto Pepepaumio B TaMOMKEHHbIE OpraHbl
Poccuiickolt  ®depepaumm  Hapagy C  LOKYMEHTaMW, MNpeacTaB/leHWME KOTOPbIX NpeaycMOTPEHO
TAMOXEHHbIM 3aKOHOAATENLCTBOM TaMOXEHHOro coto3a M (MaM) 3aKoHomaTenbcTBOM Poccuitckoi
Pepepaunn o TaMoXKeEHHOM aene, NPpeAcTaBAAITCA caeaytolwme JOKYMEHTbI:

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

1) cepTudMKaT npousBoaUTENA JIEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPANOWMIA COOTBETCTBUE
BBO3MMOIO JIEKAPCTBEHHOrO cpeacTBa TpeboBaHWAM dapmakoneHon ctaTbM AMBO B ciyvae ee
OTCYTCTBUA HOPMATUBHOWN AOKYMEHTaLMU UM HOPMATUBHOTO AOKYMEHTA;

2) paspelleHne ynonHoMmoyeHHoOro denepanbHOro opraHa WCNONHUTENbHOM BAAacTM Ha BBO3
KOHKPETHOM MapTUM NeKapCTBEHHOrO CPeAcTBa B C/y4asaX, YCTAHOBAEHHbIX 4acTbto 3 cTaTbu 47
HacToAwero ®eaepasibHOro 3aKOHa.

2. [OKYMEeHTbI, yKasaHHble B NyHKTax 1 M 2 4yactM 1 HacToswen cTaTbM, NpeacTaBAAOTCA B
TaMOMKeHHble opraHbl Poccuiickoin Pepepaummn Npu NpubLITUM NEKAPCTBEHHbIX CPeACTB B Poccuiickyto
depepaumio.

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

Cratba 50. BBO3 sieKapCTBEHHbIX npenapatoB B Poccuitickyto ®Pepgepauuio s AUYHOIO
MCNONb30BaHUA U UHbIX HEKOMMEPYECKUX u,eneﬁ
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. NlekapcTBeHHble npenapaTbl MOryT 6biTb BBe3eHbl B Poccuitickyto degepaumio 6e3 yyeta
TpeboBaHMI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctatbamn 48 u 49 HacToswero PeaepanbHoOro
3aKOHa, ec/iv OHM NpeaHasHadYeHbl ANA:

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

1) AMYHOro NCNOb30BaHMA GUIMYECKMMUM IMLAMK, NPUBbIBLIMMKM B Poccuiickylo Peaepauuio;
(8 pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2) UCNoNb30BaHWA  PabOTHMKAMWM  AUNAOMATMUECKOro Kopnyca WAM  NPeacTaBUTENs MU
MeXKAYHapOAHbIX OpraHM3aLMii, akKpeaUTOBaHHbIX B Poccuitickoli degepaumu;

3) NeyeHMs NaccaXkMpoOB W YNEHOB 3JKMMaXKel TPAHCMOPTHbIX CPeACTB, Moe3AHbiXx bpurag w
BOAMTENEeN TPAHCNOPTHBIX CPeacTs, NpMbbIBWKX B Poccuiickyio Peaepauuio;

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

4) neyeHusa YYaCTHUKOB MEXKAYHAPOAHBIX KYNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUATUI U YY4ACTHUKOB
MeXKAYHAPOAHbIX IKCNeaULNiA;

5) neyeHUn KOHKPETHbIX KMBOTHbIX B 300MapKax, a TaK¥Ke YKMBOTHbIX, BBO3MMbIX B POCCUIACKYHO
denepaumio AN y4acTUs B CNOPTUBHBIX U 3PEIULLHBIX MEPONPUATUSAX.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

2. B ciyyasx, npedyCMOTPEeHHbIX YacTblo 1 HacToAwel cTaTbu, AoNycKaeTcs BBO3 B POCCUIACKYIO
denepaumio NeKaPCTBEHHbIX MPENAPaTOB, He 3aperncTpMpPoBaHHbIX B Poccuiickoi deaepauum.
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. JlekapcTBeHHble NpenapaTsl, NpeAHasHayYeHHble 418 TYyMaHUTapHOW nomoLm (coaenctsuns) uam
MOMOLWM MpPM 4pe3BblYalHbIX CUTyauusx, BBO3ATCA B Poccuitickyio degepaumio B  MOpPAAKe,
ycTaHoBfeHHoM [paBuTenbctBom Poccuiickoint Pegepaumn. 3anpeuwiaetcs BBO3 B Poccuiickyto
degepaumnio  Hes3apermcTpMpoBaHHbIX  JIEKAPCTBEHHbIX  Mpenapatos, npeAHasHa4YeHHbIX  AAaA
rymaHuMTapHOM nomoLm (coaencTema) MaM NOMOLLM NPU YPE3BbIYANHbIX CUTYaLUAX.
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(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-d3)

Cratba 51. CotpyaHuyectso peaepanbHOro opraHa UCMOAHUTENIbHON B1IAaCTU, YNIOTHOMOYEHHOIO B
06/1aCT TaMOXKEHHOro gena, U APYrnx ynosIHOMOYEHHbIX deaepanbHbIX OPraHOB WUCMOJIHUTE/IbHOM
BNACTU

1. YnonHomoueHHble denepanbHble OpraHbl WCNOAHWUTENbHOMW BAACTM NpPenoCTaBAAOT B
pacnopsaxeHne denepasbHOr0 OpraHa WCNOAHUTENbHOW BAACTM, YMNOJHOMOYEHHOrO B 06nactu
TAMOKEHHOIO fena, FroCyAapCTBEHHbIN pPeecTp JIEKAapPCTBEHHbIX CPeACTB, a TakKe MHOOpmauuio o
BblAAHHbIX pa3pelleHnsX Ha BBO3 KOHKPETHOW MapTUM JIEKApCTBEHHbIX CPeACTB B  C/AyYasX,
YCTaHOB/IEHHbIX YacTbto 3 cTaTbu 47 HacToAwero PeaepanbHOro 3aKoHa.

2. ®epepanbHbll OpraH UCNOAHUTENBHOM BAACTU, YNOJHOMOYEHHbIA B 06/1aCTM TaMOMKEHHOTO
aena, nHPopmmupyeT yKasaHHble B YacTh 1 HacToAWel cTaTbl YNOJIHOMOYEHHbIE defepasibHble OpraHbl
WCNONHUTENbHOM BAACTM O BBO3e JIEKAPCTBEHHbIX cpeact8 B Poccuiickyto depepaumio U BbiBO3E
NIeKapCTBEHHbIX cpeacTB M3 Poccuinickon Pepepaumm no ¢opme M B NopagKe, KOTOpble YCTaHOBAEHDI
Mpasutenbctsom Poccuiickon ®epepaymn.

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

nasa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
Cratba 52. OcywecTBneHme papmMmaLeBTUYECKOM AeATENbHOCTH

1. dapmaueBTUYECKas [eATeNbHOCTb OCYLLECTBAAETCA OpraHM3auusMnm ONTOBOM TOProB/M
JIeKapCTBEHHbIMW  CPeACTBaMM,  anTeYHbIMM  OPraHM3auMsamMK,  BETePUHAPHbIMM  anTeYHbIMU
OpraHvM3aumMaAMK,  UHAMBUAYANbHbIMUM  NPeAnpUHUMATENMU,  UMEKWUMM  JIMLEH3UI0  Ha
bapmaueBTUYECKYIO OeATe/IbHOCTb, MEAUUMHCKUMWU OpraHuM3aumamn, MMEWUMN NULEH3UI0 Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMX noapasaeneHuaMn (ambynatopuamu,
denbgliepckumn 1 penbalepcko-aKylepCkKUMM  NMYHKTaMK, UeHTpamu (oTaeneHuamu) obuwiei
BpauyebHol (cemelHOI) NPaKTUKK), PacNONIOKEHHbIMU B CENbCKMX HACe/IeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auum, U BeTePUHAPHbLIMU OPraHM3aUMAMMU, UMEIOWUMN JINLEH3UIO Ha
dbapmaueBTUYECKYIO AEATENbHOCTb.

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

2. ®usMyeckre NMLA MOTYT OCYLLECTBAATb (apMaLEeBTUYECKYI0 AeATeNbHOCTb MpPU HaAnuum
BbICLLErO MK cpeaHero dbapmaueBTUYecKoro obpasoBaHma U cepTUPMKaTa CneunanncTa, Bbicluero uam
cpeaHero BeTepuHapHoro obpasoBaHua U cepTUdMKaTa CNeLManmCcTa, a TakKe BbICLIEro UM cpeaHero
MeAMLUMHCKOro 0bpasoBaHua, cepTudMKata cneymanncta M AO0MNOAHUTENbHOMO NPodeccMoHaNbHOro
06pa3oBaHMNA B YaCTU PO3HMYHOM TOProBAM NEKAPCTBEHHbIMM NpenapaTtamu Npu YCA0BUKU UX paboTsl B
060c06/1eHHbIX NOAPA3AENEHUAX MEANLMHCKMX OPraHN3aLUMiA, YKa3aHHbIX B YacTu 1 HacToALLen CcTaTbu.
(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.07.2010 N 192-93)

Cratbs 53. Mpoparka, nepefaya JE€KAPCTBEHHbIX CPEACTB OpraHWM3auusaMK OMTOBON TOProBAW
NleKapCTBEHHbIMU CPEACTBAMM

OpraHusauum onToBOM TOProB/AM JIEKAPCTBEHHbLIMU CPEeACTBaMU MOTYT OCYLLECTBAATb NPOAaNKy
NIeKapCTBEHHbIX CPeACTB WM nepepaBaTb WX B YCTAaHOB/JEHHOM 3aKOHOAATENbCTBOM PoccUMCKOW
depnepauun nopsaake:

1) Apyrm opraHn3auusam ONTOBOM TOProBAN NEKAaPCTBEHHbIMM CPeACTBaMU;

2) Nnpon3BOANTENAM NeKapCTBEHHbIX CPeaCTB ANA Lefieil NPoM3BOACTBA JIeKapPCTBEHHbIX CPeACTB;

3) anTeyHbIM OpraHu3aLMaAmM U BETEPUHAPHbIM anTeYHbIM OpPraHM3aLMAM;

4) Hay4YHO-MCCNea0BaTeIbCKUM OpraHM3aumMam Ans HayyHo-uccien0BaTeIbCckoin paboTbl;

5) wuHAMBMAYaNnbHbIM MNPeAnpUHMMATENAM, WUMEIOLWMM IMLEH3NIO Ha dapmaLeBTUYecKyo
AeATeNIbHOCTb UM NLLEH3MIO Ha MeAMLIUMHCKYIO AeATeIbHOCTb;

6) MeAMLMHCKUM OpraHn3aLmnam, BeTepUHapHbIM OpraH13aumam;

7) opraHusaLmam, OCyLLECTBAAIOLMM pa3BeAeHue, BbipaliuBaHne U coaepsKaHne XUBOTHbIX.
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Cratba 54. MpaBuna onToBOM TOProB/AN NEKAPCTBEHHbIMM CpeACcTBaAMM

OnToBas TOProBAA  JIEKAPCTBEHHbIMW  CPEACTBAMM  OCYLLECTBASETCA  MPOM3BOAUTENAMM
NIEKAPCTBEHHbIX CPEACTB M OpraHM3aumMamum ONTOBOW TOProB/AM JIEKAPCTBEHHbIMW CpPeAcTBamM MO
npasuaam, YTBEPXKAEHHbIM COOTBETCTBYIOLWMMMN YNOJHOMOYEHHbIMKU  deaepasibHbIMKU  OpraHamm
MCNONHUTENIbHOM BNACTW.

CraTtba 55. MopAaaoK pO3HMYHOM TOProBAWN NEKAPCTBEHHBIMKM NpenapaTamm

1. Po3HMYHaA TOProBnA NEKapCTBEHHbIMM MpPenapaTtamum B KOJMYECTBAX, HEOOXOAMMbIX ANA
BbINONHEHNS BpayebHbIX (dbenbalepckux) HasHaYeHWd MAM Ha3HaAYeHUn cneumanucToB B obnactu
BETEPUHAPUM,  OCYLLECTBASAETCA  anTEYHbIMM  OPraHM3auMAMK,  BETEPUMHAPHLIMW  anTeYHbIMM
OpraHv3aumMaAMK,  UHAMBUAYANbHLIMWM  NPEANPUHUMATENAMM,  UMEKWUMU  JIMLEH3UIO  Ha
bapMaLEeBTUYECKYIO AeATENbHOCTb, MEAUUMHCKMMWU  OPraHM3aumaMm, UMELWUMU NULEH3UIO HA
bapmaueBTUYECKYIO AeATeNbHOCTb, M WX 0060COBNEeHHbIMM noapasaeneHnaMmn (ambynatopuamm,
denbpliepckumn 1 penballepcKo-aKyLepPCKUMM  NYHKTaMK, UeHTpamu (oTaeneHuamu) obuwei
BpayebHoOl (cemelHOM) NPaKTUKKU), PACMNONOKEHHBIMU B CEJbCKMX HACENeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpPraHu3auum, U BETEPUHAPHBIMU OPraHU3aUMAMM, UMEIOWMMMN NIULEH3UIO HA
bapmaueBTUYECKYIO AeATeNbHOCTb. PaspelleHa pPO3HWYHAA TOProBAA TOJIbKO J1IEKAPCTBEHHbIMMU
npenapatamu, 3apernMcTpupoBaHHbIMKM B Poccuiickoit degepauym UAM U3roTOBAEHHBIMW anTeYHbIMM
opraHMsaumamm, BETEPUHAPHbIMU anTeyHbIMK opraHusaumamm, WMHAMBUAYANbHBIMU
npeAnpUHUMATENS MU, UMEIOWMMM NIULEH3UIO HA GapMaLLeBTUYECKYIO AeATe/IbHOCTb.

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

2. Bupgbl anTeuyHbix oOpraHM3auMii U MNpaBWaa OTMNYCKA JIEKApCTBEHHbIX MpenapatoB Ans
MEANUMHCKOTO NMPUMEHEHUA anTeYHbIMU OPraHM3aumsaMun, MHAUBUAYANbHbIMU NpeanpuHUMaTensamu,
MMEIOLLMMM JIULLEH3UIO Ha papMaLLeBTUUYECKYIO AeATENbHOCTb, a TaK}Ke NpaBuia OTNYCKa 1eKapCTBEHHbIX
npenapaTtos A1 MegULMHCKOro NPUMeHEeHNa MeaULMHCKUMM OpPraHM3aunaMm, UMELWMMIN TIULLEH3NIO
Ha QapMaLeBTUYECKYID AeATeNbHOCTb, U UX 060CO6/eHHbIMM NoapasgeneHuamu (ambynaTopuamu,
denbaliepckumn 1 penbalepcko-aKyLepckUMM  MYHKTaMK, LUeHTpamu (oTaeneHuamu) obuein
BpayebHOlM (cemelHOM) NPaKTUKKM), PACMNONIOKEHHBIMW B CEJbCKMX HACe/IeHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTe4yHble OpraHM3auMW, YTBEPXKAATCA YMNOJHOMOYEHHbIM deaepanbHbIM  OpraHom
NCNOJIHUTENbHOM BAACTK.

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

3. MpaBunna oTNycKa HAPKOTUYECKUX CPEACTB M NCUXOTPOMHbIX BELLECTB, 3aPErMCTPUPOBAHHbIX B
KayecTBe JIeKApPCTBEHHbIX MPENApaToB, JEKAPCTBEHHbIX MPEnapaToB, COAEPKALMX HAPKOTUYECKME
CPeAcTBa WM TMNCUXOTPOMHbIE BELWLECTBA, YTBEPMKAAOTCA YNOJHOMOYEHHbIM desepanbHbIM OpraHOM
WCNONIHUTENbHOM BNACTM MO COrnacoBaHuio ¢ denepasibHbIM OPraHOM WCMOJIHUTENbHOM BAACTH,
OCYLLECTBAAWMM GYHKLMM MO BbIPaboOTKE rocygapCTBEHHOW MOJIUTUKM, HOPMATUBHO-MPABOBOMY
PEryiMpoBaHnio, KOHTPOIO M Haasopy B chepe 060POTAa HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX
BELLECTB U UX NPEKYPCOPOB, a TaKKe B 06/1aCTM NPOTUBOAENCTBUA UX HE3AKOHHOMY 060pOTY.

4. JleKapcTBeHHble npenapatbl [AlA BETEPUMHAPHOrO MPUMEHEHUA MOANENKAT  OTMYCKY
BETEPUHAPHbIMM anTeYHbIMU OPraHM3aUUAMKU, BETEPUHAPHBIMKU OPraHM3aALUAMKU, UHANBUAYAJbHBIMM
npeAnpUHUMATEN MU, UMEIOLLMMM NNLEH3UIO Ha dapMaLLeBTUYECKYIO AeATeNbHOCTb. MpaBuaa oTnycKa
NIeKapCTBEHHbIX MpenapaToB ANA BETEPUHAPHOIO NPUMEHEHWA YTBEPXKAAIOTCA YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOHUTENILHOM BAACTU.

5. [MepeyeHb MEAMUMHCKMX OPraHM3auUUin, UMELWUX NULEH3NI0 Ha dapmaLeBTUYECKYHO
OeATeNbHOCTb, U UX 060C06NEHHbIX NogpasaeneHuin (ambynaTopuin, denbawepckux U penbaluepcko-
aKYLLEPCKUX MYHKTOB, LLeHTPOB (oTAeneHnit) obweit BpauebHol (cemeiHOoM) NPaKTUKK), PacnONOXKEHHbIX
B CE/IbCKUX HACE/IEHHbIX MYHKTAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpPraHM3aumMn, a TakKe nepeyeHb
JIeKApPCTBEHHbIX NpPenapaToB (33 MCKAKOYEHMEM HAPKOTMYECKMX JIEKAPCTBEHHbIX MpPenapaTtos W
NCUXOTPOMHbIX SIEKAPCTBEHHbIX NPEnapaToB), NPoaaxka KOTOPbIX MOMET OCYLLECTBAATLCA YKa3aHHbIMM
opraHusaumamm 1M ux o60cobneHHbIMM  nogpasfeNeHusAMU,  YCTAHABAMBAKOTCA  OpraHamu
WCNOJIHUTENIbHOM BNacTu cybbekToB Poccuiickoin Pepepaumn.
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(8 pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTtlAOC: NnpyMmeyaHme.

Mo Bonpocy, Kacawwemycd MUHUMAJIbHOTO aCCOPTUMEHTA NIeKapCTBEHHbIX MNpenapaTtoB A
MEONLMHCKOTO MPUMEHEHMUA, HeobXOAMMBIX ANA OKasaHWMA MeAMUMHCKOW nomoln, cm. [Mpukas
MwuH3gpascoupaszsutua PO ot 15.09.2010 N 805H.

6. AnTeuyHble OpraHuW3auMun, WHAMBWUAYANbHble NpPeanpPUHMMATENIN, UMENLMe JIMLEH3UI0 Ha
dbapmaLeBTMUECKYIO AeATenbHOCTb, 06a3aHbl  obecrneuynMBaTb YTBEPXKAEHHbIA  [1paBUTENBCTBOM
Poccuitckoit Deaepaumm n GopmUpyeMbIN B YCTAHOBAEHHOM MM MOPAAKE MUHUMA/IbHbIM aCCOPTUMEHT
JIeKapCTBEHHbIX NPEenapaToB, HEOHXOAMMbIX A1 OKAa3aHUA MeAULMHCKON NOMOLLM.

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

7. AnTeuyHble oOpraHusauMu, WHAMBMAYA/bHbIE MpPeAnpPUHUMATENM, UMEoWMEe NULEH3UID Ha
dbapmMaLeBTMUECKYIO AeATeNbHOCTb, HapsAy C  JIeKapCTBEHHbIMM nNpenapatamyv  MMET npaBo
npuobpertaTtb 1 NPoAaBaTb MeANLMHCKUE U3aenns, aesnHouumpytowme cpeacrsa, npeameTbl U cpeacTsa
JINYHOM TUTMEHbI, NoCcyay ANA MeAULUNHCKUX Lenen, npeaMeTbl U CpeacTBa, NpegHasHayeHHble 414 yxoaa
33 60/1bHbIMU, HOBOPOXKAEHHBIMW U AETbMW, HE AOCTUTLIMMM BO3PaAcTa TPEX JIeT, OYKOBYHO OMNTUKY U
CpeacTBa yxo4a 3a HeW, MMHEpPa/ibHble BOAbI, NPOAYKTbI ie4ebHOro, AETCKOTo 1 ANETUYECKOrO NUTAHWA,
6unonormyeckn akTMBHble A06aBKM, NapploOMepHble U KOCMETUYEeCKUe CpeacTBa, MeAULMHCKUE U
CaHUTAPHO-NPOCBETUTE/IbHBIE MeYaTHble M34aHMA, NpeAHa3Ha4YeHHble AAA nponaraHgbl 340POBOFO
0bpasa *KU3HMU.

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

8. [leATeNbHOCTb anNTeYHbIX opraHu3auuii BoopykeHHbIXx Cun Poccuiickoii Pepepaummn, ppyrux
BOWMCK, BOMHCKUX GOPMUPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHoAaTenbcTBOM Poccuiickolt depepaunm
NpPeaycMOTPEHO MPOXOXKAEHNE BOEHHOM WAW NPABOOXPAHUTENbHON CAYyXKObl, pernameHTMpyeTca
HacToAawmnm PesepasibHbIM 3aKOHOM U YTBEPKAEHHBIMUW COOTBETCTBYIOWMMK deaepasnbHbIMM OpraHamu
WCNOJIHUTENbHON BNACTU NoAoXKeHUAMKU. KoHTposb 3a cobatogeHMemM  YKasaHHbIMKU - anTevyHbIMU
OpraHu3aumMaMmu NONOXKeHU Hactosawero deaepasbHOro 3aKOHa OCYLLECTB/AETCS COOTBETCTBYHOLWMMMU
denepanbHbIMM OpraHamm UCNONHUTEIbHOM BNacTWU.

CtaTtba 56. M3roToB/iieHNE M OTNYCK EKAPCTBEHHbIX NPEnapaTos

1. U3rotoBneHne feKApPCTBEHHbIX MpPenapaToB anTeYHbIMW OPraHW3aUMAMM, BETEPUHAPHbIMU
anTeYHbIMW OPraHU3aLMAMKU, UHAMBUAYANbHBIMA MNPEANPUHUMATENAMU, UMEIOLMMU SIMLLEH3UIO HA
bapmaLEeBTUYECKYIO AeATENbHOCTb, OCYLLECTBAAETCA MO PeLenTaM Ha JIeKapcTBEHHble NpenapaTbl, No
TpeboBaHMAM MegULMHCKUX OpraHu3aLmii, BETEPUHAPHbBIX OPraHU3aLuii B COOTBETCTBMM C NpaBUIamMm
M3roTOBAEHMA U OTMNYCKa JIEKAPCTBEHHbIX MNPENapaToB, YTBEPXKAEHHbIMU  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENIbHOM BNIACTHU.

2. Mpu N3roTOBAEHUN NEKAPCTBEHHbIX NPENAPATOB anNTeYHbIMM OpPraHM3aLMAMK, BETEPUHAPHbBIMU
anTeYHbIMW OPraHU3auMAMM, UHAMBUAYANbHBIMW MNPeAnpUHUMATENAMU, UMEIOLWLMMMU NINLEH3UIO Ha
bapmaLeBTUYECKYIO AeATEeNbHOCTb, MCNO/b3yTCA dapmaueBTMyYeckMe CcybCTaHUUKM, BKIOYEHHbIE
COOTBETCTBEHHO B rOCYAaPCTBEHHbBIN PeecTp NeKapCTBEHHbIX CPEACTB A1A MEANLNHCKOTO NPUMEHEHUA U
rocyapCTBEHHbI peecTp IeKapCTBEHHbIX CPeACTB ANA BETEPUHAPHOrO NPUMEHEHUA B YCTAHOBIEHHOM
nopagke. He gonyckaetcs M3roToBfeHME anTeYHbIMM OPraHU3auMAMM, BETEPUHAPHbIMU anTeYHbIMU
OopraHu3aumMAMK,  UHAMBUAYASbHLIMWM  NPEANPUHUMATENAMM,  UMEKWUMU  JIMLEH3UI0  Ha
bapmaLeBTUYECKYIO AeATE/IbHOCTb, 1EKAPCTBEHHbIX NMPEenapaTos, 3aperncTpupoBaHHbiX B Poccuiickoi
depepaunn.

3. MapKupoBKa /NeKApPCTBEHHbIX MPENApaToB, M3rOTOB/EHHbLIX ANTEYHbIMWM OPraHU3aUMaMMU,
BETEPUHAPHbIMM AaNTeYHbIMWU OPraHM3aUNAMKU, UHANBUAYAJbHBIMU NPEANPUHUMATENAMU, UMEIOLLMMM
JIMLEH3NIO Ha apMaLeBTUYECKYID AeATEeNbHOCTb, M OPOPMIEHME TaKMX MPEenapaToB LOJ/IKHbI
COOTBETCTBOBATL MPaBMAAM, YKa3aHHbIM B 4acTM 1 HacToALWen cTaTbu.

4. AnTeyHble OpraHuWsaumu, BeTepUHApPHble anTeyHble OpraHu3auuu, WHOUMBUAYaNbHblE
npeAnpuHUMATENN, UMEIOLLME IULLEH3UIO HA papMaLLEBTUYECKYIO AeATe/IbHOCTb, HECYT OTBETCTBEHHOCTb
33 HecobnogeHWe NpaBuA M3rOTOB/IEHUSA M OTMYCKA /IEKAPCTBEHHbIX NMPEenapaToB B COOTBETCTBUU C
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3aKoHoaaTenbcTeom Poccuitckoin Pegepaumm.

Cratba 57. 3anpeweHve npogaxkm  ¢GanbCUPULMPOBAHHDLIX  SIEKAPCTBEHHbIX  CPEACTB,
Hef,06pPOKaYeCcTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPAPAKTHbIX SIEKAPCTBEHHbIX CPeacTB

Mpoaaxa danbcndmuMpPoBaHHbIX NIEKAPCTBEHHbIX cpencTs, Hea0b6pOoKayYeCcTBEHHbIX
JNIEKAPCTBEHHbIX CPeAcTB, KOHTPAdaKTHbLIX JIEKAPCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CraTtba 58. XpaHeHne neKapcTBeHHbIX CPeACTB

1. XpaHeHWe NeKapCTBEHHbIX CPeACTB OCYLECTBAAETCA MNPOU3BOAUTENAMMU NEKAPCTBEHHbIX
CPeAcTB, OpPraHM3auMAMM  ONTOBOW  TOPrOB/AM  NIEKAPCTBEHHbIMW  CPeACTBAaMM,  anTeYHbIMU
opraHM3aumamm, BETEPUHAPHbLIMM anTe4YHbIMK opraHMsaumamm, WHAMBUAYANbHBIMU
NpeAnpPUHUMATENS MU, UMEIOLLMMM JINLEH3NIO Ha PapMaLEBTUYECKYIO AEATENbHOCTb UM NLEH3UIO Ha
MEANUMHCKYIO AeATeNbHOCTb, MEeAMLMHCKUMU OpPraHu3aLMamMM, BETEPUHAPHbIMU OPraHM3auMaMKU U
WHbIMMW OPraHU3auMAMM, OCYLLLECTBAAIOWMMMN 0BpaLLeHNE NEeKAPCTBEHHbIX CPEACTB.

2. TpaBuna  XpaHEHWA  NeKAPCTBEHHbIX  CPEACTB  YTBEP)KAAOTCA  COOTBETCTBYHOLWMM
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOHUTENIbHOW BAACTM.

3. XpaHeHMe HapKOTMYECKMX JIEKAPCTBEHHbIX CPEACTB, MCUXOTPOMHbIX NEKAPCTBEHHbIX CPEACTB,
paaModapmMaLeBTUUECKMX  NIEKAPCTBEHHbIX  CPEACTB  OCYWECTBASETCA B COOTBETCTBUM €
3aKoHoAaTenbcTBOM Poccuiickoit ®epepaumm.

Cratba 58.1. MpeaMETHO-KONIMYECTBEHHbIM Y4YeT JIEKAPCTBEHHbIX CPEeACTB A1 MeAULMHCKOro
npumeHeHuA

(sBegeHa degepanbHbim 3aKoHOM 0T 25.12.2012 N 262-93)

1. NepeyeHb IeKapCTBEHHbIX CPeACTB AN MeANLMHCKOro MPMMEHEHMS, NoA/1eKall X NpeaMeTHO-
KO/IMYECTBEHHOMY YYeTYy, YTBEPXKAAETCA YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTEbHOM
BAACTM.

2. MopAAOK BKAKOYEHMA NIEKAPCTBEHHbIX CPEACTB ANA MEAMLMHCKOrO MPUMEHEHMS B MepedyeHb
NleKapCTBEHHbIX CPeACTB A4/17 MEAMLMHCKOrO NPMMEHEHMSA, NOANEKALWMNX NPEegMETHO-KONMYECTBEHHOMY
yyeTy, yCTaHaBAMBAETCA YNO/JHOMOYEHHbIM ¢eaepanbHbIM OpPraHOM MWCMNONHUTENbHOM BAAacTU MO
cornacoBaHuio ¢ degepanbHbIM OpPraHOM WCNOJIHUTENbHOM BAACTWU, OCYLLECTBAAOWMM GYHKUUKM NO
BbipaboTKe rocyAapcTBEHHOM MNOAUTUKW, HOPMATMBHO-MPABOBOMY PEry/IMPOBAHUIO, KOHTPOJIO W
Hagsopy B chepe 060poTa HAPKOTUYECKMX CPEACTB, NCUXOTPONMHbIX BELLECTB U MX MPEKYPCOPOB, a TaKkKe
B 061aCTU NPOTUBOAENCTBMNA UX HE3AKOHHOMY 060pPOTY.

3. MpeaMEeTHO-KONIMYECTBEHHDbIN yYeT NeKapCTBEHHbIX CPeACTB ANA MEeAMLMHCKOro NpUMeHeHus
BEeAYT MPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OPraHM3auMM OMNTOBON TOProBAW NEKAPCTBEHHbLIMU
CpeAcTBamM, anTeyHble OpraHuM3aumMu, UHAMBMAYaANbHbIE NPeanpUHMMATENM, UMEeOWME NNLEH3NIO Ha
$bapMaueBTUYECKYIO AEeATENbHOCTb MAN NNLEH3UIO HA MEOULMHCKYIO AEeATe/NbHOCTb, U MegUUMHCKMe
OpraHM3aLLMm, OCyLLEeCTBAAOWME 0bpalLeHNe NeKAPCTBEHHbIX CPEACTB A4/1A MeSULMHCKOTO NPUMEHEHUS,
nyTeEM PerncTpaumm Nobbix CBA3aHHbLIX C MX OBpaLLeHMeMm onepaumii, MpU KOTOPbIX U3MEHSETCA WX
KO/IMYECTBO U (MNK) COCTOAHME, B CeLMasnbHbIX KypHanax yyeta ornepawuii, CBA3aHHbIX C obpalleHnem
NeKapCTBEHHbIX CPeACTB A1 MeAUUMHCKOTO NpUMeHeHus (ganee - cneumanbHble XKypHabl).

4. MpaBuna perucTpauumn onepalumii, CBA3aHHbIX C OBpaLLeHMEM SIeKAapCTBEHHbIX CpeacTs As
MeAMLMHCKOTO NMPUMEHEHUSA, BK/IIOYEHHbIX B MepeyeHb JIEKAapPCTBEHHbIX CPeAcTB A1 MeAMUMHCKOTo
NPUMEHEHWA, Nog/eKaLMX NPEeAMETHO-KOIMUYECTBEHHOMY YYETY, B CNeLmasbHbIX }KypHanax u npasuia
BEAEHUS W XPaHEHWsA CreumanbHbIX KYPHA/N0B YTBEPXKAAIOTCA YMNOJHOMOYEHHbIM denepasbHbIM
OpraHOM MUCMONHUTENIbHOM BAACTW.

5. KoHTponb 3a cobilogeHMem npasua peructTpaumm onepaumii, cBasaHHbIX ¢ obpalweHuem
NIeKapCTBEHHbIX CPEACTB AN MeAUUMHCKOrO NPUMEHEHWA, BKAOYEHHbIX B MepeyeHb /IeKapCTBEHHbIX
CPeAcTB AnAa MeAMUMHCKOTO NPUMEHEHUA, nogjexawux npeameTHO-KOMYECTBEHHOMY Y4yeTy, B
cneumanbHbIX XypHanax, a TakKe 3a cobalAeHMEeM MpaBun BeAeHWA M XpPaHeHUA CrneumanbHbiX
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YKYPHA/I0B BO3/1araeTca Ha YNoJIHOMOYEHHble ¢peaepasibHble OpraHbl UCMOSHUTENBHOW BAACTU U OpraHbl
NCNONHUTENbHOM BnacTn cybbekToB Poccuiickoit depepaumu, OCyLLeCcTBASAIOWME JSIMLEH3NPOBAHME
Npou3BOACTBA JIEKAPCTBEHHbIX CPeAcTB, GapmauLeBTUYECKON AeATeNbHOCTM U MeAULMHCKOMN
OEATEeNbHOCTU, N OCYLLECTBNAETCA B PaMKaX JIMLLEH3MOHHOIO KOHTPOAIA.

Fnasa 11. YHUMTOXEHUE NIEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHUA U NOPAJOK YHUUTOXKEHUA NEKAPCTBEHHbIX CPEeACTB

1. HepobpoKkayecTBeHHble fieKapcTBEHHble cpencTsa, $panbCUPUUMPOBAHHBIE NEKAPCTBEHHbIE
CpencTBa noAsiexkar U3bATUIO U3 FPaXKAaHCKOro 060poTa M YHUUTOXKEHUIO B NOPSAKE, YCTaHOBAEHHOM
MpaBuTtenbcteom Poccuiickon ®epepaummn. OCHOBaAHMEM AR YHUUTOMKEHUA NEKAPCTBEHHbIX CPeacTB
ABNAETCA  pelleHWe  BnadenbLa  JIeKAPCTBEHHbIX  CPeACTB,  PELIeHMEe  COOTBETCTBYHOLLENO
YyNosHOMOYEHHOTro peaepasbHOro opraHa UCNONHUTENbHOM BAACTU UM pPeLleHne cyaa.

2. KoHTpadaKTHble NeKapcTBEHHblE CpeacTBa NOA/EXKaT U3bATUIO U3 TpaxKaaHCKoro obopoTa u
YHUUTOXKEHUIO MO pelleHuto cyaa. MNMopAagoK YHUUTOXKEHUSA KOHTPadaKTHbIX JIeKapCTBEHHbIX CpeacTs
ycTaHaBnmeaetca MNpasutenbctsom Poccuiickon deaepauum.

3. Pacxogbl, CBA3aHHble C YHWUUTOXKEHMEM KOHTPAdaKTHbIX JIeKAPCTBEHHbIX CPEACTB,
Hef0b6pPOKAYECTBEHHbIX JIEKAPCTBEHHbIX CpeacTs, ¢GanbCUbULMPOBAHHbLIX /IEKAPCTBEHHbIX CPEACTB,
BO3MELLAITCA UX BladeNbLem.

4. Bnageney, NeKapcTBEHHbIX CPeACTB AO/IKEH NpeacTaBUTb B YNOJHOMOYEHHbIN deaepasbHbiit
OpraH MCMoSIHUTENIbHOW BIAacTU AOKYMEHT WAW 3aBEpPEHHY0 B YCTAaHOBNEHHOM MOPSAKE ero Komnwuio,
noaTeepxaatowme GakT YHUUTOXKEHUA IeKapCTBEHHbIX CPeaCTs.

5. CooTBeTCTBYWOLWMIA YNOJIHOMOYEHHbIN deaepanbHbli  OpraH  WUCMOJHUTENIbHOM  BAAacCTH,
NPUHABWNA pelleHne 06 YHUYTOMKEHUW JIeKapCTBEHHbIX CPeACTB, OCYLLECTBASET KOHTPO/b 33 MUX
YHUUTOXKEHUEM.

6. YHUWUTOMKEHME JIEKAapCTBEHHbIX CPeacTB MPOWM3BOAUTCA OPraHU3auMaMM, MMELWMMU
COOTBETCTBYHOLLYIO IMLEH3MIO, Ha CeuuanbHO 060pyA0BaHHbIX MOLWAAKaX, NOJIMIOHAX U B CNeunanbHo
060pya0BaHHbIX NOMeLLeHUAX ¢ cobntogeHnem TpeboBaHUI B 061aCTM OXpaHbl OKPYrKatoLwel cpeabl B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickol deaepaumu.

7. HapKkoTMuyeckne JfieKapCTBEHHble CpPeacTBa, MNCUXOTPOMHbIE JIeKapCTBEHHble CpeacTBa,
paanodbapmaleBTUYECKME  NIeKApCTBEHHble  CPeACcTBa  YHMUTOXAKTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBoM Poccuiickoin Pepepaumu.

Fnasa 12. TOCYAAPCTBEHHOE PETY/INPOBAHME LIEH
HA NNEKAPCTBEHHbIE MPEMNAPATbI ANnA MEAULUHCKOIO NPUMEHEHUA

Cratba 60. locygapcTBeHHOE pPEeryanMpoBaHWE LEeH Ha J/IeKapCTBEeHHble npenapaTbl A8
MeAMLMHCKOro NpUMeHeHu s

locypapcTBeHHOE peryavpoBaHMe LUeH Ha /ieKapCTBEeHHble npenapaTtbl A8 MeOULMHCKOro
NPUMEHEHMA OCYLLLECTBNAETCA NOCPEACTBOM:

1) ytBepaeHuA MpasutenbctBom Poccuinckon Pepepaunn nepeyHs XM3HeHHo HeobxoauUMbIX U
Ba*KHEMLUMX NEKAapPCTBEHHbIX NpenapaTos ANA MeAULMHCKOro NpUMeHeHUsA, KOTopbii cdOpMUPOBAH B
YCTaHOB/IEHHOM MM MOPAAKE U B KOTOPbIN BKAOYAKOTCA JIEKApPCTBEHHbIE NpenapaThl A8 MeAULMHCKOTO
NPUMEHEHMA, B TOM 4YMC/IEe C YYEeTOM CTaHAAPTOB MEAMUMHCKON MOMOLLM, NOA MEXKAYHAPOAHbIMM
HEeNaTeHTOBAHHbIMWU, XUMWUYECKUMU WU TPYMMUPOBOYHBbIMM HAaUMEHOBAHUAMM, COOTBETCTBYlOLLME
cneayowmm KpUTepuam:

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

a) NpMMEHEHWEe KOHKPETHOro JIEKApPCTBEHHOrO Mpenapata Aaa AWArHOCTUKM, MPOGUNAKTUKM,
NeyeHuna 3aboneBaHWl, B TOM 4ucne npeobnagamolmx B CTPYKType 3abonesaemoctn B Poccuitckom
depepaunuy;

6) nNpeuMmyLLecTBO KOHKPETHOro JIeKapCTBEHHOro npenapaTa NoO CPaBHEHUID C  APYrumu
JIeKapCTBEHHbIMM MNpenapaTamyM Npu onpeaeneHHblXx 3aboneBaHUKn, CUHAPOME WAU  KAMHUYECKOM
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cuUTyaumu;

B) TepaneBTUYECKan 3KBUBAJIEHTHOCTb KOHKPETHOIO JIEKapCTBEHHOrO npenaparta /1eKapCcTBEHHbIM
npenapatam CO CXOXMM MexaHU3MoM GpapMaKoIOrMYecKoro AencTeus;

2) yTBEP)KAEHUA METOAMKW YCTAHOBAEHUS MNPOU3BOAUTENAMMU NEKAPCTBEHHbLIX MpenapaTos
npefesibHbIX OTMYCKHbIX LEH Ha JIeKapCTBEHHble Mpenapatbl, BK/AOYEHHble B MepeyeHb KU3HEHHO
HEeoBX0AMMbIX U BaXKHEMNLLIUX NeKapCTBEHHbIX NpenapaTos;

3) rocyaapcTBEHHOW PErncTpaLLmm yCTaHOBAEHHbIX MPOMU3BOAUTENAMM IEKAPCTBEHHbIX NPenapaTos
npeaenbHbIX OTMYCKHbIX LLEH Ha /1eKapCTBEHHble MNpenapaTbl, BK/AOUYEHHble B MNepeyeHb XU3HEHHO
HEeoBX0AMMbIX U BaXKHENLLIUX NeKapCTBEHHbIX MpenapaTos;

4) BefeHMA ToCyfapCTBEHHOrO peectpa npefesnbHbiX OTMYCKHbIX LEeH npou3BoauTeneil Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEeOobXOAMMBIX U BarKHEULWKNX
JIEKapCTBEHHbIX NPENapaTos;

5) yTBepXaeHMA MeTOAMKM YCTaHOB/NEHWS oOpraHaMm WCMNOJIHUTENbHOW BacTU Cyb6beKToB
Poccuitickolt depgepaumm npegesbHbIX pPasmMepoB ONTOBbIX HagbaBOK W MpefenbHbiX pPasMepos
PO3HUYHbIX HaAb6aBOK K GaKTUYECKMM OTMYCKHbIM LEeHaMm, YCTaHOB/JIEHHbIM MPOU3BOAUTENAMM
JIEKApCTBEHHbIX MPEnapaToB, Ha JIeKAPCTBEHHbIE NpPenapaTtbl, BKAIOYEHHble B MEpPeYeHb KU3HEHHO
HEeoHX0AMMbIX U BaXKHENLLMX NEKAPCTBEHHbIX NPenapaTos;

6) ycTaHOB/NEHMA NPeAenbHbIX Ppa3sMepoB ONTOBbIX HaA0aBOK M NpeaebHbIX PAa3MepPOB PO3HMUYHbIX
Haab6aBoOK K (aKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBJ/IEHHbIM MPOU3BOAUTENAMMU NEKAPCTBEHHbIX
npenapaToB, Ha NEKapCTBEHHble NpenapaTbl, BK/JAKOYEHHblIE B MEpeyYeHb KU3HEHHO HeobxoAuMbIX U
Ba*KHEMLLMX SIeKapCTBEHHbIX NpenapaTos;

7) yTBEpXKAEHUA NMOpsAKa BblAaun npennucaHuii opraHam WCNOJIHUTENbHOM BAAcTU CybbekToB
Poccuiickoin ®egepaumm o npMBeAeHUN B COOTBETCTBME C 3aKoHO4aTeNbCTBOM Poccuiickon deaepaunm
peweHnin o6 ycTaHOBJEHUU NpeaebHbIX PAa3sMEPOB OMNTOBbIX HaAbaBOK U MpeAe/bHbIX PasmMepoB
PO3HWMYHbIX HagbaBOK K (aKTUYECKMM OTMYCKHbIM LEeHaM, YCTAHOBJ/IEHHbIM MNPOU3BOAUTENSMMU
JIeKapCTBEHHbIX MPEnapaTtoB, Ha JIEKapCTBEHHble MpenapaTtbl, BK/AKOYEHHble B MepeyeHb MKU3HEHHO
HEeobX0AMMbIX M BaXHEWLWWX JIeKapCTBEHHbIX MNPenapaToB, €CAM OHU MNPUHATbI C HapylueHUem
3aKoHogaaTenbcTBa Poccuitickoit Pepepaumm, B nopsaake, yctaHoBaeHHom lNpasutenscteom Poccuiickom
depepauny;

8) HanpaBneHMA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMOIHUTENIbHOM BAACTM OpraHam
WCNONIHUTENbHON BRacTM cybbekToB Poccuitickoit depepauum npegnucaHMini o NpUBEAEHUN B
COOTBETCTBME C 3aKoHogaTenbCcTBOM  Poccuiickoit  ®degepaumm  MNPUHATBIX € HapyleHWem
3aKoHoaaTenbcTBa Poccuinckoit Pepepaunn peweHnii 06 yctaHoBAEHUN NpeaebHbIX Pa3MepoB ONTOBbIX
HaabaBOK M MpefenbHbiX Pa3smMepoB PO3HUYHbLIX HAaAGaBOK K LLlEHaM Ha /IeKapCTBEHHbIe Mpenaparbl,
BK/IIOYEHHbIE B NepeyYeHb }KU3HEHHO HEOBXOANMBIX U BarKHEWLLUX SIEKAPCTBEHHbIX NPENapaTos;

9) ocyuiectBneHus ¢enepanbHOro rocygapcTBeHHOro Haasopa B chepe obpalieHus
JIeKapCTBEHHbIX CPeACTB M PErnMoHasNbHOr0 rocyAapCTBEHHOrO KOHTPOJIA 33 MPUMEHEHMEM LeH Ha
JIeKapCcTBEHHble  npenapaTbl  COOTBETCTBEHHO  YMOJIHOMOYEHHbIMM  deaepanbHbiMKM  OpraHamm
WCNONIHUTENBbHON BNAcTM U OpraHamu MWCMOJIHUTENIbHOM BAacTU cybbekToB Poccuiickon deaepauuu
COrNacHO UX KOMMNeTEHUUM B NopsaaKe, ycTaHoBAeHHOM MpasuTtenbctBom Poccuitickoi enepaumnu;

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

10) npumeHeHUs nNpeaycMOTPEHHbIX 3aKkoHoaaTenbcTBOM Poccuiickoit  ®degepaumm  mep
OTBETCTBEHHOCTM 33 HapyLleHWe NopaaKa LeHoobpa3oBaHMA Ha KM3HEHHO HeobxoaMMble 1 BaXkHenwme
JIeKapcTBeHHbIe npenapaTsbl.

CraTba 61. rOCYAapCTBeHHaFI perncrpaumna yCTtaHOBJAEHHbIX NMPOU3BOOAUTENAMU NEKAPCTBEHHbIX
npenapatos npeaenbHbIX OTNYCKHbIX UEH Ha XU3HEHHO HGO6XOAMMbIe N BaXHelWwwne NEKAPCTBEHHDbIE
npenapartbl U X NpoaaxKa

1. YcTaHOBAEHHbIE NPOM3BOANTENAMMN NEKAPCTBEHHbIX MPEnapaToB NpeaesibHble OTNYCKHbIE LEHbI
Ha fleKapcTBeHHble Mpenapatbl, BKAKOYEHHble B MepeyeHb MU3HEHHO HeobXOAMMbIX U BaXKHeMLnX
NleKapcTBeHHbIX NpenapaTos, NoA/exaT rocy4apCcTBeHHOM pernctTpaumm.

2. YcTaHOB/IEHHan NPOM3BOAUTENEM IEKAPCTBEHHbIX NpenapaToB npeaesibHan OTNYCKHasA ueHa Ha
NleKapCTBEHHbIM NpenapaT, BK/AIOYEHHbIM B MepeyeHb MU3HEHHO HeobXOAMMbIX W  BayKHeMLWMX
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JIeKapCTBEHHbIX MNPenapaTos, MNOANENKUT FOCYAapCTBEHHOW perncrtpauuu, ecin OHa He npesblllaeT
pa3mep UeHbl Ha JlaHHbI 1eKapCTBEHHbIN NpenapaT, PacCYUTaHHbIA B COOTBETCTBUM C YTBEPKAEHHON B
nopaake, yctaHosneHHom [paButenbcTtBom Poccuiickoit Pepepaummn, MeTOAMKOM YCTAaHOBEHUSA
NPoOu3BOAUTENAMM NEKAPCTBEHHbIX MPENApPaTOB MNpeAefibHbIX OTMYCKHbIX LLEH Ha JIeKapCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MNepeyeHb MM3HEHHO HEeObBXOAMMBIX W BAKHEWLWIMX NEeKAPCTBEHHbIX
npenapaTtos. [JaHHO METOAMKON NpesyCMaTPMBAETCA A1A IEKAPCTBEHHbIX NPenapaToB, HaX0AALLMXCA B
obpalleHmn Ha TeppuTopumn Poccuiickoin deaepaumm, pacyeT cpeHeB3BeeHHON GaKTUYECKOM LieHbl
OTMNyCKa, CpeaHeB3BelEeHHON GaKTMYECKON LeHbl BBO3a JIEKApCTBEHHOro npenapata 3a roag,
npealwecTByOWNN  AaTe nNpeacTaBNeHMA NpeaesibHOM  OTMNYCKHOM  LeHbl MNpoM3BOAUTENA  Ha
JIeKapCTBEHHDIM NMpenapaT Ha roCcyAapCTBEHHYIO PErUCTPALMIO, @ AN IEKAPCTBEHHbIX NPENapaTos, He
noctynaswmux B obpalieHMe Ha Tepputopum Poccuiickon dPepepaumn, M Ans  OpUrMHaNbHbIX
JIEKapCTBEHHbIX MPenapaToB pPacyeT POCCUNCKMMMU MNPOM3BOAUTENAMM JIEKAPCTBEHHbLIX NpenapaTos
pacxofoB, CBSI3aHHbIX C pa3paboTKol, NMPOW3BOACTBOM, peanunsaumelt NeKapCTBeHHOro npenapara,
YKa3aHMe MHOCTPaHHbIMW NPOU3BOAUTENAMM Pa3sMepa MUHUMANbHOM OTNYCKHOW LEeHbl MpoM3BoaAMTeN A
Ha /IEKapCTBEHHbIM NpenapaT B rocygapcTse MpPoOuM3BOAUTENA WU APYrUX rocyAapcTsBax, rae oOH
3apEerncTpupoBaH, C YYETOM pacxodoB, CBA3aHHbIX C TAMOMEHHbIM odopMAEHUEM (TaMOMKEHHOM
MOLU/IMHbI U TAMOXKEHHbIX COOPOB 3a TaMOXKeHHOE 0hOPMAEHNE), N TPAHCMOPTHbIX PACXOA0B.

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

2.1. Mpu npoBegeHUM pacyeTa nNpefenbHOW OTMYCKHOM UeHbl Hapsgay C  AaHHbIMM,
npeaycMoTPEeHHbIMM YacTbio 2 HAcTOALLEN CTaTbM, YYUTbIBAETCA:

1) B OTHOLEHUN POCCUICKOrO NPOU3BOAMTENS - LleHa Ha aHaNorMyHble (N0 MeXKayHapogHoMy
HenaTeHTOBaHHOMY HaMMEHOBaHMIO, IeKapCTBEHHON Gopme M 403UPOBKE) NEeKapCTBEHHbIE Npenaparsl,
npoussefieHHble Ha TeppuTopumn Poccuinckon Pepepaumn, nMbo B caydae MX OTCYTCTBUS LiEHA Ha
aHaNOrMYHble MHOCTPAHHbIE NEeKAPCTBEHHblE MpenapaTtbl, HaxogAwMecs B rpaxaaHcKom obopoTe Ha
Tepputopun Poccuiickon degepauum;

2) B OTHOLWEHWUU MHOCTPAHHOIO MPOM3BOAUTENA - LLeHa Ha aHasoruyHble (N0 MeKAyHapoLHOMY
HenaTeHTOBaHHOMY HaMMEHOBaHMIO, IeKapCTBEHHON Gopme M 403UPOBKE) NEeKapCTBEHHbIE Npenaparsl,
HaxogsaLwmeca B rpaxkaaHCcKom obopoTe Ha TeppuTopmumn Poccuiickoin Deaepaumu.

(yacTtb 2.1 BBegeHa depepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

2.2. Ha ocHoBaHWM nogaHHoro Ao 1 oKTAbBpA Kaporo roga 3asB/eHUA  POCCUMIACKOTO
NpPou3BOAUTENS NIEKAPCTBEHHbIX NPEenapatoB, BK/AKOYEHHbIX B MepeyYeHb ¥KU3HEHHO HeobXxoAuMbIX U
Ba)KHEMLUMX JIeKApCTBEHHbIX MNpPenapaToB, 3aperncTpupoBaHHas npedenbHas OTMNYCKHAsA LUeHa Ha
JIeKapCTBEHHbIM NpenapaTt B C/lydae U3MEHEHMA LLEH Ha Cbipbe M MaTepuanbl, HaKNagHbIX Pacxodos., a
TaKXe uCxoaa W3 yCTaHOBAEHHOro deaepanbHbiIM 3aKOHOM O ¢deaepanbHOM blogxkeTe Ha
COOTBETCTBYIOWMUIA GUMHAHCOBLIMA o4, U Ha NAAHOBLIA Mepuoa MPOrHO3UPYEMOro YPOBHS MHOAALUM
MOXKeT ObITb NepeperucTpupoBaHa, HO He Yalle YemM OAMH pa3 B KajleHJapHOM roay B MOpAAKe,
YCTAHOB/IEHHOM YacTaMM 2 1 2.1 HacToALWEN cTaTbMy.

(yacTb 2.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

3. TMpopaxa /NeKapCTBEHHbIX MpPenapaToB, KOTOPblE BK/OYEHbl B MepeyYeHb KU3HEHHO
HEOBXOAMMbBIX U BaXKHEWLLIMX NEeKAapPCTBEHHbIX NpenapaToB M Ha KOTOpble He 3aperucTpupoBaHa
YCTQHOB/IEHHAA MNPOU3BOAUTENSIMU JIEKAPCTBEHHbIX MPEenapaToB npeaesibHas OTMNYyCKHAs UeHa Ha
JIeKapCTBEHHbIe npenapaTtbl, BK/OYEHHble B NepeyeHb HKU3HEHHO HeobXOAMMbBIX M BarKHEMLWUX
JIeKapCTBEHHbIX NPENapaToB, He AoMNycKaeTcA.

Cratbss 62. TOCYZapCTBEHHbIM peecTp nNpeaesibHbIX OTMYCKHbIX LEH npousBoauTesnelt Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHblIE B MepevYeHb KU3HEHHO HeOoOXOAUMbIX W BarKHEWLW WX
JleKapCTBEHHbIX NPenapaTos

1. 3apernctpuvpoBaHHble MpeaesbHble OTNYCKHblE LEeHbl Ha JIeKapCTBEHHble nNpenapaTsbl,
BK/IOYEHHbIE B MNeEpeYeHb KU3HEHHO HeobXOAMMbIX WM BarKHEWLWMX NEeKapCTBEHHbIX MpenapaTos,
noAneXKaT BKAKOUYEHMIO B FOCYAapPCTBEHHbIN peecTp npeaesbHbIX OTNYCKHbIX LeH npousBoauTeneit Ha
NleKapcTBeHHble npenapatbl, BKAKOYEHHble B MepeyeHb KMU3HEHHO HeobBXOAMMbIX U BarKHEWLWuX
NeKapcTBeHHbIX NpenapaTos.

2. FocygapcTBeHHbIN peecTp NpeAefibHbIX OTMYCKHbIX LeH Npou3BoAuTenell Ha SIeKapCTBEeHHble
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npenapatbl, BK/AIOYEHHble B MNepevYeHb MU3HEHHO HEeOBXOAUMbBIX W BarKHEMLIMX SIeKapCTBEHHbIX
npenapaTtoBs, COAEPKUT B cebe creaytoLlyto MHGopmaLmio:

1) HaMmeHoBaHMe NPOU3BOANTENS IEKAPCTBEHHOrO NpenapaTa;

2) HauMmeHOBaHMe JIeKapCTBEHHOro npenapata (mexayHapoZHOe HenaTeHTOBaHHoe WU
XMMMUYECKOE M TOProBoe HamMeHOBaHUSA);

3) Homep perncTpaLmMoHHOro YyA0CTOBEPEHUSA JIEKAPCTBEHHOTO NPenapara;

4) nekapcTBeHHan ¢popma C yKasaHMEeM A03MPOBKM JIeKapPCTBEHHOTO NpenapaTta U ero KoanyecTsa
BO BTOPUYHOW (NOTPebuUTeNbCKOo) YyNaKoBKe;

5) 3aperucTpupoBaHHan npesenbHaa OTNYCKHan LeHa B pybnsx;

6) paTa rocyaapcTBeHHOW perncTpaumm npeaesibHo OTMYCKHOM LeHbl Ha /ieKapCTBEHHble
npenapatbl, BK/AIOYEHHble B MNepevyeHb MU3HEHHO HeobXOAUMbBbIX W BaXKHEMWMX NeKapCTBEHHbIX
npenaparos.

3. TocypapcTBeHHas perucTpauma npeaenbHbiX OTNYCKHbIX LEH Ha fieKapcTBeHHble npenapaThbl,
BK/IIOYEHHbIE B NepeyeHb XU3HEHHO HeobXoAUMbIX U BaxKHEWLWNX NeKapCcTBEHHbIX NpenapaTos, BegeHune
rocyapCTBEeHHOro peecTpa npefenbHblX OTNYCKHbIX LeH MpoM3BOAUTENEeN Ha J/IeKapCTBEHHble
npenapatbl, BK/AIOYEHHble B MNepeyeHb YKU3HEHHO HEeOobBXOAMMbBIX W BaXKHEWMLIMX fNeKapCTBEHHbIX
npenapaTtoBs, OCYLLECTBAAOTCA B NopaaKe, ycTaHoBAeHHOM pasuTenbcTsom Poccuitickon degepauuu.

CraTba 63. YcTaHOB/IEHWE OpraHammM UCNONHUTENbHOW BAacTM cybbekToB Poccuitickoin Peaepaumn
npegenbHbIX pPasMepoB ONTOBbIX HaabaBOK M MNpegenbHbiX PasMepoB PO3HWYHBLIX HagbaBoOK K
$aKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/IEHHbIM NPOU3BOAMTENAMM fIeKAapPCTBEHHbIX NpPenapaTos, Ha
NlekapcTBeHHble npenapaTsbl 414 MeAULUMHCKOro NPpUMEHeHUn

1. OpraHbl WcnonHWUTeNbHOM BracTM cybbekToB Poccuitickon degepaunm ycTaHaBAMBAIOT
npegesibHble pa3smMepbl ONTOBbIX HaAbGaBOK M nNpefenbHble pasmepbl PO3HMYHBLIX HagbaBoOK K
$aKTUYECKMM OTMYCKHBIM LleHaM, YCTaHOBIEHHbIM NPOU3BOAMUTENAMMN NEKAPCTBEHHbIX NpenapaTos, Ha
JIeKapCTBEHHblEe MpenapaTbl, BK/AOYEHHbIE B MEpPeYEHb KMIHEHHO HeobXOAUMbBbIX W BarKHEMLIMX
JIeKapCTBEHHbIX MNpenapaTtoB, B COOTBETCTBMM C YTBEP)KAEHHOM B MNOPAAKE, YCTaHOBJEHHOM
MpasutenbctBom Poccuiicko Pepepaumm, MeTOAMKOM YCTAaHOBAEHMA OPraHaMn MCMNOAHUTENIbHOM
B/1acTU cybbekToB Poccuinckoit Pepepaumm npesenbHbiX PpasmepoB ONTOBbIX HagbaBOK M NpeaenbHbIX
pa3mMepoB PO3HMYHbIX HAAOaBOK K GAKTUYECKMM OTNYCKHbIM LleHaM, YCTaHOB/IEHHbIM NPOU3BOAUTENAMMU
JIeKAPCTBEHHbIX MPENApPaToB, Ha JIEKAPCTBEHHbIE MPENapaTtbl, BKIIOYEHHbIE B MepeyeHb KU3HEHHO
HEOoBXO0AMMbIX U BaXKHENLINX NEKAPCTBEHHbIX NPENapaToB.

2. OpraHus3aummM ONTOBOM TOProBAM M (MAM) anTeyHble OpPraHM3aumMun, WHOMBUAYANbHblE
npeanpuHMMATENN, UMEoWMe NULEH3N0 Ha (apMALLEBTUYECKYIO AeATe/NbHOCTb, OCYLLECTBAAIOT
peann3aumio JIeKapCTBEHHbIX MPEenapaToB, BK/AOYEHHLIX B MNEpPevYeHb MU3HEHHO HeobXoaUMBbIX U
Ba)KHEMLUMX NEKapPCTBEHHbIX MpenapaToB, MO LLEeHAM, YPOBEHb KOTOPbIX He MpeBbIWAET CyMmy
($aKTUYECKOM OTMYCKHOM LLeHbl, YCTAaHOBNEHHOW MPOM3BOAMUTENIEM JIEKAPCTBEHHbIX NPENapaToB U He
NpeBbILLAOWEN 3aperncTpUpPoOBaHHOM NpeseibHOM OTNYCKHOM LieHbl, U pasmep ONTOBOMN HaabaBKKU U
(nnun) pasmep po3HMYHOM HafbaBKM, HEe MPEBbILAtOLLME COOTBETCTBEHHO pa3mepa NpeaesibHoM ONTOBOM
HafabaBKu 1 (MnKn) pasmepa NpeaenbHOM PO3HUYHOM HagbaBKM, YCTaHOBEHHbIX B CybbeKTe PoccuiicKol
depepaunn.

3. OpraHbl UCNONHUTENbHOM BAacT cybbekToB Poccuiicko Depepaumm pasmeLltaloT B CETU
"MHTepHeT" nnn onyb61nKoBbIBatOT MHGOPMALMIO O 3aPErMCTPUPOBAHHOM NpeaenbHON OTMYCKHON LeHe
Ha JIeKapCTBEHHble MpenapaTbl, BK/AKOYEHHble B NepevyeHb XU3HEHHO HEOOXOAMMbIX U BaXKHeMLIMX
NIeKapCTBEHHbIX NpenapatoB, 06 ycTaHOBAEHHbIX B cybbekTe Poccuiickoih ®Pepepauun pasmepe
npeaenbHOM oNToBOM HaabasKku U (MAK) pasmepe NpeaenbHOM PO3HUYHOM HaabaBKM K YCTaHOB/IEHHbIM
NPOW3BOAUTENAMM NEKAPCTBEHHbIX NPEnapaToB GaKTUYECKMM OTMYCKHbIM LLeHAaM Ha JIeKapCTBEHHbIe
npenapaTtbl, BK/AIOYEHHble B MepeyeHb XU3HEHHO HEeODbXOAMMbBIX W BAXKHEWLIMX JIeKapCTBEHHbIX
npenapaTos, U 06 YKa3aHHOM B YacTu 2 HacToslel cTtaTbh cymme. MHopmaLuma, npesycMoTpeHHas
HaCTOALLEN YacTblo, AO/IKHA PAa3MELLATbCA TaKXKe B aNTeYHbIX OPraHmn3aumax B 4OCTYNHON 414 CBeAeHUn
BCEX 3aMHTEPECOBaHHbIX UL, GopMe U OBHOBAATLCA MO Mepe ee onybNMKOBaHMA.

4. MpuHATble C HapylweHMem 3aKoHogaTenbcTBa Poccuiickoit depepaumm pelieHus opraHoB
NCMNOIHUTENIbHOM BNacTh cybbveKkta Poccuiickoit depepaunmn o6 yctaHOBAEHMU NpeaesbHbIX Pa3smepos


consultantplus://offline/ref=AFD573B8364A42DB5957158E35EF129CAC4305D1C0AEC3B8E4995B3D17E614C15A926D1BF840019Br8Q3G
consultantplus://offline/ref=AFD573B8364A42DB5957158E35EF129CAC4305D1C0AEC3B8E4995B3D17E614C15A926D1BF840019Br8Q3G
consultantplus://offline/ref=AFD573B8364A42DB5957158E35EF129CAC4305D1C0AEC3B8E4995B3D17E614C15A926D1BF840019Br8Q3G
consultantplus://offline/ref=AFD573B8364A42DB5957158E35EF129CAC4305D1C0AEC3B8E4995B3D17E614C15A926D1BF840019Br8Q3G
consultantplus://offline/ref=AFD573B8364A42DB5957158E35EF129CAC470ED3CBADC3B8E4995B3D17E614C15A926D1BF8400193r8Q6G
consultantplus://offline/ref=AFD573B8364A42DB5957158E35EF129CAC4703D6C1A9C3B8E4995B3D17E614C15A926D1BF840019Ar8Q5G
consultantplus://offline/ref=AFD573B8364A42DB5957158E35EF129CAC4305D1C0AEC3B8E4995B3D17E614C15A926D1BF840019Br8Q3G
consultantplus://offline/ref=AFD573B8364A42DB5957158E35EF129CAC4305D1C0AEC3B8E4995B3D17E614C15A926D1BF840019Br8Q3G

ONTOBbIX HaabaBOK W MpeaenbHbiX PasMepoB PO3HUYHbLIX HaAbaBOK K 3aperucTpupoBaHHbIM
npeaenbHbIM OTNYCKHbIM LilEHaM Ha NIeKapCTBEHHbIe Npenaparbl, BKAOUYEHHbIE B NepeyeHb XKU3HEHHO
HeobxoAMMbIX U BaXKHEMLLMX NeKapCTBEHHbIX NPenapaToB, Noasaexar oTMeHe B cygebHom nopaake.

lnaga 13. MOHUTOPUHTI BE3OMACHOCTU IEKAPCTBEHHbBIX MPEMNAPATOB,
HAXOAALLMXCA B OGPALLEHUM HA TEPPUTOPUUN POCCUIACKOI SEAEPALIUM

Ctatba 64. MOHUTOPUHI 6€30MacHOCTM NeKapPCTBEHHbIX NPenapaTos

1. JlekapcTBeHHble npenapaTbl, Haxoaswmeca B obpauweHun Ha Tepputopumn Poccuiickoi
depepaumn, noanexar MOHUTOPUHIY 6e30MacHOCTU B LLENAX BbISIBIEHUS BO3MOMKHbIX HEraTMBHbIX
NnocneacTBuii UX MPUMEHEHUA, NPeaynpexneHns NauMeHTOB U UX 3alMTbl OT MPUMEHEHUS TaKMX
npenaparos.

2. MOHWUTOPUHT 6€30MaCHOCTU NEKAPCTBEHHbIX MPENAPATOB OCYLLECTBAAETCA YNOJHOMOYEHHbLIM
denepanbHbIM OPraHOM MCMOAHUTENBHOM BAACTM Ha BCeX 3Tanmax WX obpalleHMs Ha TeppuTopuu
Poccuiickoin Peaepaunn.

3. CybbeKkTbl 0bpallleHMs fIeKapCTBEHHbIX CpeacTB 06f3aHbl co0b6WaATb B YCTAHOB/JEHHOM
YNONIHOMOYEHHbIM desepanbHbIM OPraHOM MCNOAHUTENBHOW BAAcTM nopsaake obo Bcex cayyasnx
NO6OYHbIX AENCTBUIN, He YKa3aHHbIX B MHCTPYKUMM NO MPUMEHEHUIO NIeKAapCTBEHHOrO npenapaTa, o
Cepbe3HbIX HEXENATENbHbIX peaKkLumaAX, HEMPeaBUAEHHbIX HEXKENATENbHbIX PEaKUMUAX NPU NPUMEHEHUM
JIeKapCTBEHHbIX NpenapaTos, 06 0cOBEHHOCTAX B3aMMOAENCTBMA NEKAPCTBEHHbIX NPENAPATOB C A4PYIMMU
JIeKapCTBEHHbIMM  Mpenapatamu, KoTopble Obinn  BbiIBNEHbI MNPU  NPOBEAEHUN  KAUHUYECKUX
nccnenoBaHNn U NPUMEHEHUN NeKapCTBEHHbIX NPenapaTos.

4. 3a HecoobleHNne AN COKPbITUE CBEAEHUN, NPEeAYCMOTPEHHbIX YacTbio 3 HACTOALLEN CTaTbM,
INLA, KOTOPbIM OHW CTa/AM M3BECTHbl NO poay WX NPodEecCUMOHaNbHON AeATEeNbHOCTU, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuinckoin Pepepaumn.

5. TMopAafoKk OCylwecTBNeHUA MOHUTOPMHra 6e30nNacHOCTU  JIeKAPCTBEHHbIX MPenapaTos,
pernctpaunm noboyHbIX OENCTBUIM, Cepbe3HbIX HeXenaTesbHbiX peakuui, HenpeaBuaeHHbIX
HeKenaTeslbHbIX Peakunn Npu NPUMEHEHUN NEKAaPCTBEHHbIX NPENapaToB, B TOM YMC/ie NpeacTaB/ieHuns
nHbopmauum 06 3TOM, yCTaHaBAMBAETCA YNOJHOMOYEHHbIM defepasbHbIM OPraHOM MUCMONHUTENIbHOM
BNACTK.

CraTbsa 65. NpuocTaHoBEHNE NPUMEHEHUSA IEKaPCTBEHHOIO NpenapaTa

Mpy nonyyeHnn MUHPopmauuMM O NOBOYHbIX AEUCTBUAX, HE YKa3aHHbIX B WHCTPYKUMM MO
NPMMEHEHUIO NEKAPCTBEHHOMO MpenapaTta, CepbesHbiX HEeMKenaTesbHblX Peakumax, HenpeasUaeHHbIX
HeXkenaTesNbHbIX PeakuMax Mpu NPUMEHEHUW JIeKapcTBEHHOro npenapata, 06 ocobeHHOCTAX ero
B3aMMOZENCTBMA C APYrMMW NEKapPCTBEHHbIMM MpenapaTtamu, KoTopble MOTYT NpPeacTaBAATb Yrposy
MM3HM WAM 300POBbI0 MAUMEHTOB, a TaKKe CBeAEHWI, He COOTBETCTBYIOWMX CBeAeHUAM O
NleKapcTBEHHOM NpenapaTe, COAEPKALMMCA B MHCTPYKLUMM MO €ro NPUMEHEHW0, YNOJHOMOYEHHbIN
depepanbHbii  OpraH  UCMOJIHUTENIbHOM  BJACTM  PAacCMaTpPMBAEeT BOMPOC O  BO3MOXKHOCTM
NPUOCTAHOBNEHUS MNPUMEHEHWUA TaKOro JIeKapCTBEHHOro npernapaTta B MOpAAKe, YCTAaHOBAEHHOM
YNOJHOMOYEHHbIM $peaepanbHbIM OPraHOM UCMOJIHUTE/IbHOM BAACTM.

CraTbs 66. UHdOpMaLMA 0 pe3ybTaTax MOHUTOPUHIa 6€30NacHOCTM JIEKAPCTBEHHbIX NPenapaTos

Yno/sIHOMOY€eHHbI degepanbHblii OpraH UCNONHUTENIbHOM BIACTH, OCYLLECTBAAIOLWMNIA MOHUTOPUHT
6e30MacHOCTM NIEKAapPCTBEHHbIX MPEnapaToB, HaXoAAWMXCcA B 0bpalleHun Ha Tepputopun Poccuiickoi
denepaunn, nNo pesynbTaTaM MOHWTOPMHIA pPasMellaeT Ha cBoem oduUMaIbHOM caliTe B CeTu
"MHTepHeT" uMHOOPMALMIO O MNPUHATLIX PELUEHUAX O BHECEHUW W3MEHEHMA B WHCTPYKLMIO MO
NPMMEHEHUIO JIEKAapCTBEHHOro npenapaTta, O MPUOCTAHOBAEHUU MNPUMEHEHUA N€KAaPCTBEHHOIO
npenapara, 06 N3bATUKN M3 06paLLEHNA NEKAPCTBEHHOrO Npenaparta UaM o Bo306HOBAEHWUM NMPUMEHEHMUSA
NleKapcTBEHHOro npenapara.
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Fhasa 14. UHOOPMALMUA O NEKAPCTBEHHDbIX MPEMAPATAX
CraTtba 67. UHPOpMaLMA O NeKAPCTBEHHbIX MpenapaTax

1. UHpopmauma o neKkapcTBEHHbIX MpenapaTax, OTNYCKaeMbIX MO PELEenTy Ha JIeKapCTBEHHbIN
npenapar, 4O/IKHA COAEpPXKaTbCs TONbKO B CMELMasM3MPOBaHHbIX M34aHWUAX, NpegHasHauYeHHbIX Ans
MeANUMHCKUX, (apMaueBTUYECKUX, BETePUHAPHbIX PaboTHMKOB. MHbopmMauus O JNleKapCTBEHHbIX
npenapartax g/a cneunannuctos B 061acTv 0bpaLleHMa NeKapcTBEHHbIX CPeACTB MOMKET COAEepKaTbCA B
MOHOrpadumax, CnpaBOYHMKAX, HaAy4YHbIX CTaTbsX, B JOKN3AaxX Ha KOHrpeccax, KoHbepeHuusX,
CUMMO3MYyMaX, Hay4HbIX COBETAX, @ TaKXKe B MHCTPYKLMAX MO NPUMEHEHMIO JIEKAPCTBEHHbIX MPenapaTos.

2. HdopmaLma 0 NeKapCTBEHHbIX MpenapaTax, OTNyCKaemblx 6e3 peLenta Ha NeKapCTBEHHbI
npenapaTt, MOXEeT COAEeprKaTbCA B NyOAMKAUMAX U OODBABAEHUAX CPEACTB MaccoBoi MHbOpMaLmy,
CNeLManmn3mpoBaHHbIX U 0BLWMX NeYaTHbIX U34AHUAX, UHCTPYKLMAX MO MPUMEHEHUIO NEKAPCTBEHHbIX
NpenapaToBs, UHbIX U34aHUAX CYOBEKTOB 06paLLEHMA NeKapPCTBEHHbIX CPpeacTB. PeKnamHble MaTepuasnbl O
NIeKapCTBEHHOM npenapaTte, OTNyCKaeMom 6e3 peuenTa Ha J/IeKApCTBEHHbIM MNpenapaTt, AOJ/KHbI
COOTBETCTBOBATb MHCTPYKUMMN MO NPUMEHEHMIO NEKAPCTBEHHOTO NpenapaTa.

3. [onycKaeTca WMCNONb30BaHWE NHOObIX MaTepPUaNbHbIX HOCUTENEN, NO3BOAIOLMX XPAHMUTD,
nepenasaTb M UCNO/Ib30BaTb MHGOPMALMIO O NEKAPCTBEHHbIX NPenapaTax 6e3 ee UCKaXKeHUA.

lnasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPTAHMU3ALUUN, OCYLLECTBNAIOLWMUE OEATENIBHOCTDb
NO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB

(sBepeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

CraTtbs 67.1. OrpaHMyeHnsn, Hanaraemble NpPU OCYLLECTBAEHUN AeATENbHOCTM B chepe obpalleHms
NIeKapCTBEHHbIX CPeacTB

1. OpraHusaumu, 3aHMmalowmeca pas3paboTKoi, NpoM3BOACTBOM W (MaM) peanusaumen
JIEKapCTBEHHbIX NPenapaToB A/19 MeAULMHCKOrO MPUMEHEHUs, OpraH13auun, obnagaowme npasamm Ha
MCMNONb30BaHWE TOProBOro HaMMEHOBAHWA  NIEKAapCTBEHHOrO Mpenapata Ana  MeaMUMHCKOro
NPMMEHEHWA, OpraHM3aL MM ONTOBOM TOPTrOBAW IEKAPCTBEHHbLIMM CPEACTBaMM, anTeyHble OpraHn3aumm
(Mx NnpeacTaBUTENN, UHbIE GUINYECKME U IOPUANYECKME NNLLA, OCYLLECTBAAIOLWME CBOIO AEATENBHOCTb OT
MMEHW 3TUX OpraHu3auuin) B OTHOLIEHUM MEAULMHCKMX PabOTHUKOB U PYKOBOAMTENEN MeAUUMHCKUX
OpraHu3auuii He BNpase:

1) BpyyaTb NOAAPKM, BbINAAUNBATb AEHEMHbIE CPEACTBA (33 MUCKNOYEHMEM BO3HArpaykAeHWi no
AOroBopam nNpu NPOBEAEHUUN KAMHWYECKMX UCCNeAO0BaHWIM NEeKapCTBEHHbIX MpenapaTtoB  Ans
MEAMLMHCKOrO MPUMEHEHMA, BO3HArparKAeHWW, CBA3AHHbLIX C OCYLLECTBJAEHUMEM MEANUMHCKUM
pPaboTHMKOM NeaarorMyeckoi u (MaM) HaydyHoN AeATeNbHOCTK), B TOM YMC/ie OMNlaunBaTb pasB/iedeHus,
OTAbIX, NPOE34 K MecTy OTAbIXa, a TaKXKe NPUBAEKaTb K y4acTUIO B pasB/ieKaTesIbHbIX MepPonpUATUSAX,
NPOBOAMMbIX 33 CYET CBOMX CPEACTB;

2) 3akK/oyaTb COMMAlEHUs O HA3HAYeHUW WAM PeKOMeHZAUMW MauMEeHTaM JIeKapCTBEHHbIX
npenapaToB 418 MeAULMHCKOrO MPpUMeHeHUs (33 UCK/IIoYEeHEM AOTOBOPOB O NPOBEAEHUN KINHUYECKUX
nccnef0BaHWIA 1IEKAPCTBEHHbIX NPENapaToB A1 MeAULMHCKOTO NPUMEHEHNSA);

3) npeaocTaBnATL 06pa3Lbl IeKaPCTBEHHbIX NPenapaToB 418 MeAULUMHCKOTO NPUMEHEHUSA B LLeNsAX
BPyYEHMA nNauMeHTam (33 MCK/IOYEHMEM CAy4vyaeB, CBA3AHHbLIX C MPOBEAEHUEM  KJAMHUYECKUX
nccnefo0BaHWIA 1IEKAPCTBEHHbIX NPENapaToB A1 MeAULMHCKOTO NPUMEHEHNSA);

4) NnpeAoCcTaBNATb HEAOCTOBEPHYIO U (MNIN) HEMOJTHYIO MHPOPMALMIO O JIEKAPCTBEHHBIX NpernapaTax
ANA MeULMHCKOTo NpUMeHeHus;

5) nocewaTb nx B paboyee Bpema Ha pPabouymx MecTax, 3a UCKAOUYEHUEM C/yYaeB, CBA3AHHbIX C
npoBeAeHNeM  KAMHUYECKMX WCCNEeAO0BaHUIM JIeKapCTBEHHbIX MpenapaTtoB  AAA  MeAMUMHCKOro
NPMMEHEHMA, C Yy4acTMEM B NOpAAKe, YCTAHOBJAEHHOM PyKoBoAMUTENEM MEAMUMHCKON opraHuM3auuu, B
cobpaHMAX MeAUULMHCKMX PabOTHMKOB M WMHbIX MEpPOMpPUATMAX, HanpaBAeHHbIX Ha MOBbllleHWEe WX
npo¢deccMoHanbHOro ypoBHA WAM Ha NpeaocTasfieHMe WMHPOPMaLUK, CBA3AHHOM C OCYLLECTB/IEHUEM
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MOHUTOPUHIa 6e30NacHOCTM IeKapCTBEHHbIX NPENapaTos;

6) NoByKaaTb K BbINMUCbIBAHUIO IEKAPCTBEHHbIX NPenapaToB AN MeANLUHCKOro NPUMEHeHNa Ha
6n1aHKax, cogepralmnx MHGOPMaLMIO PEKNAMHOI0 XapaKTepa, a TakXKe Ha peuenTypHbix 61aHKax, Ha
KOTOpPbIX 3apaHee HaneyaTaHO HaMMEHOBAHME JIeKAapCTBEHHOro mnpenapata Aas MeAMUMHCKOro
NPUMEHEHMUA.

2. OpraHusaumm, yKasaHHble B ab3aue nepsBom Yactv 1 HacToAlen cTaTbM, U UX NpPeacTaBuTeNIN B
OTHOLWEHUM hapmaLeBTUYECKMX PADOTHMKOB M pYKOBOAUTENEN aNTeYHbIX OpraHM3aL Ml He BNpaBe:

1) BpyyaTb NOAAPKK, BbINIAYMBaTh AEHENKHbIE CPe/CTBa, B TOM YMCAe ON/avyMBaTb pa3B/eyeHus,
OTAbIX, Npoe3n K MecTy OTAblXa, M MpPUBAEKaTb K Yy4aCTUIO B pPas3B/eKaTe/ibHbIX MeponpuaTUsX,
NPOBOAMMBIX 33 CYET CBOUX CPEACTB;

2) npepnocTaBnATb 06pasybl IEKAPCTBEHHbIX NPENapaToB ANa MeAMUMHCKOro NpUMEHEeHMA ans
BPYYEHUA HAaCeNEHUIO;

3) 3aknwuaTb COrNalWeHua O MNpPeasioXeHUM HACeNeHUo OonpeaeNeHHbIX JIEKapCTBEHHbIX
npenapaToB AN MeAUUUMHCKOTO NPUMEHEHUS;

4) npenoCTaBAATb HEAOCTOBEPHYIO U (MAN) HEMOIHYIO MHPOPMALMIO O NeKAPCTBEHHbIX Npenapartax
ONA  MeOMUMHCKOTO MPUMEHEHMA, B TOM YUC/IE MMEWLWMUX OAMHAKOBOE MeXKAyHapogHoe
HenaTeHToOBaHHOEe HaMMEHOBAHME.

Cratba 67.2. TpeboBaHMA K OpraHM3auMuM W MNPOBEAEHWUIO HAy4YHbIX MEPOMPUATUIA, MHbIX
MEepPONpPUATUIA, HaNPaBAEHHbIX Ha NOBbliWeHWe NPOdECCMOHANbHOMO YPOBHA MEAMLMHCKMX PabOTHUKOB
WAN Ha npegocTaBieHne MHPOPMALMK, CBA3AHHOM C OCYLLECTBAEHMEM MOHWUTOPMHra 6e3onacHocTu
JIeKapCTBEHHbIX NPenapaTos

1. Mpw npoBeAEHNN HAYYHbIX MEPONPUATUIN, UHBIX MEPONPUATUIN, HAMPAB/IEHHbIX HA NOBbIWEHUE
NPo¢dEeCcCMOHaNbHOTO YPOBHA MEAMUMHCKMX PAabOTHMKOB WMAW Ha NpenocTaB/ieHMe CBA3AHHON C
OCYLLECTB/IEHNEM  MOHWUTOPWUHra  6e30MacHOCTM  NIeKApPCTBEHHbIX  MpenapatoB  MHbOpMaLmy,
OpraHn3yembiX OPraHW3auMamMM, YKasaHHbIMM B ab3aue nepBom 4act 1 ctatbu 67.1 HacToswero
denepasbHOrO 3aKOHa, WX MPEACTaBUTENAMM U (MAKM) UHAHCMPYEeMbIX 3@ CYET CPEeACTB ITUX
OpraHu3aLmin U ux NpeacTaBUTENEN, 3aMNpeLLLAaeTCa NPENATCTBOBATb Y4AaCTUIO B YKA3aHHbIX MePONPUATUAX
MHbIX OpraHM3aumin, KoTOopble NPOM3BOAAT WAM pPeanu3yloT JIeKapCTBeHHble npenapaTtbl  AaA
MeANUMHCKOTO NPUMEHEHMA CO CXOXKMM MEXaHNM3MOM GapMaKoI0rMyYecKoro aeicTeus, 1Mbo co3aasatb
ONCKPUMMHAUMOHHbIE YC/IOBUA AR OAHWUX YYAaCTHMKOB MO CPABHEHWUIO C APYrMMWM Y4YacTHMKaMu, a
UMEHHO:

1) npenocTaBnATb PasIMYHOE KOIMYECTBO BPEMEHM A5 BbICTYM/IEHNI YH4ACTHUKOB, Pa3/inyHble MO
pa3smepy 3aHMMAeMOoW NoLWaAM MecTa AN AEMOHCTPaLMM 06pasLLOB JIeKapCTBEHHbIX NpenapaTos gas
MEANUMHCKOTO NPUMEHEHMA WAW  PEeKJaMHbIX MATEpPManoB O JIEKAapCTBEHHbIX Mpenapatax A4
MeANUMNHCKOTO MPUMEHEHUA Ha IKCMO3UUMAX, CTEHAAX, 32 UCKIIOYEHNEM C/TyHaEB, EC/IM TaKMe YC0BUA
3aKpensieHbl B COMNALWIEHUAX 3TUX OpraHU3auui, Ux npeacrasutTeneit o GUHAHCMPOBAHUMU YKa3aHHbIX
MepPONPUATUIA U 0OYCNOBEHbI Pa3/IMYHbIMM 3aTPAaTaMM YH4AaCTHUKOB HA UX OPraHn3aumio;

2) ycTaHaBAMBaTb pa3smep B3HOCA A1 YYAaCTHUMKOB MEePONpPUATUIA, YKa3aHHbIX B ab3aue nepsom
HaCTOALLEN YacTU, NPEBbIIAIOLLMN CYMMY 3aTPaT Ha OPraHN3aLMIo YKa3aHHbIX MEPONPUATUI 1 BeAyLLMiA
K He060CHOBAHHOMY OFPAHUYEHMIO YNCNA UX YHACTHUKOB.

2. OpraHu3aumn, yKasaHHble B ab3aue nepBom yactm 1 ctatbu 67.1 HacToswero deaepanbHoro
3aKOHa, UX NPeACTaBUTENN, OCYLLECTBAAIOLLIME OpraHM3aumio U (Mam) GUHaHCUPOBAHWE MEPONPUATUNA,
YKa3aHHbIX B YacTh 1 HacToALel cTaTbM, 06A3aHbl 06ecneunBaTb JOCTyN K MHGOPMaL MM O AaTe, MecTe U
BPEMEHW NPOBEAEHWMA YKa3aHHbIX MeponpuATUIA, NAaHax, MNpPOrpamMmmax MnpoBeAEeHUA YKa3aHHbIX
MEepPONPUATUIA U TeMAX, NNaHUPYEMbIX A1 PACCMOTPEHUSA, COCTaBE UX YYAaCTHUKOB MyTEM pasmeLLeHun
COOTBETCTBYIOWEN MHOPMALMM Ha cBOMX O0dDULMAbHBIX CaitTax B ceTn "MHTepHeT" He no3aHee ABYX
MecsALLeB 0 Havyana NpoBeAeHUs YKa3aHHbIX MePONPUATUIA.

3. NHpopmauma o npoBeaeHUN MepPONPUATUIA, YKa3aHHbIX B 4acTU 1 HAcToALWEN CTaTbW, B CPOK,
YCTAaHOBNEHHbIA 4YacTblo 2 HacToAweln craTbM, AO/MKHA ObiTb HanpasneHa B deaepasnbHbliA OpraH
WUCMOMIHUTENIbHOM  BAAaCTW, OCyWecTBAAOWMA GYHKUMM NO KOHTPOAKO W  Haasopy B coepe
3/ paBOOXPAHEHMA, ANA NOCNAEAYIOWeEero pasmeLleHnn ee Ha oPpUUMANbLHOM CailTe 3TOro opraHa B CeTU
"MHTepHeT".



nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHMUE 3SAKOHOZATE/IbCTBA
POCCUIACKOM ®EAEPALMM NPU OBPALLEHUN NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEAA, MPUYUHEHHOIO 340POBbLIO TrPAXKAH
BC/IEACTBUE NPUMEHEHUA NEKAPCTBEHHbDIX MPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 33 HapylleHMe 3aKoHoaaTesnbcTBa Poccuitckon Pegepaunmn npwu
obpalleHnn IeKapCTBEHHbIX CPeACTB

HapyweHue 3akoHogaTenscTBa Poccuitickoin Pepepaumm npm obpalLeHmMm nekapCcTBEHHbIX CPpeacTs
BneYeT 33 coboi OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckon depepaumu.

CraTtba 69. Bo3smelleHune Bpena, NpUYNHEHHOro 340pPOBbLIO rpaxgaH BCneacrsmne npumeHeHuA
NEKapPCTBEHHbIX MPenapaTos

1. MpousBoauTenb NeKapcTBEHHOro npenapata 06f3aH BO3MECTUTb Bped, NPUYUHEHHbIN
3/10POBbIO FParKaaH BCAeACTBUE NPUMEHEHMA NEKAPCTBEHHOTO NpenapaTa, eC/iv AO0Ka3aHo, YTo:

1) neKkapcTBeHHbIM Npenapat NPUMEHANCA MO Ha3HaYeHUIO0 B COOTBETCTBUM C MHCTPYKUMENA MO
NPUMEHEHMIO IEKAPCTBEHHOIO NpenapaTta U NPUYMHON Bpesa ABMACA BBOA, B FParKAaHCKM obopoT
He06pPOKaYeCcTBEHHOIO IEKAPCTBEHHOMO NPenapara;

2) Bpen, 340POBbI0 MPUUUHEH BCAEACTBME HEAOCTOBEPHOW WHPOPMaLMK, coAeprKalleincs B
MHCTPYKLMM NO NPUMEHEHMIO IEKAapPCTBEHHOTO Npenapara, U3gaHHoW Npon3BoaMTENEM JIEKAPCTBEHHOTO
npenapara.

2. B cnyyae, ecnu Bped, 340p0BbIO FpaXkaaH NPUYMHEH BCAeACTBME NPUMEHEHUA NEKAaPCTBEHHOTO
npenapara, nNpuweawero B HEroAHOCTb B pe3y/ibTaTe HapyWweHMA MPaBua XpaHEHUs JIeKapCTBEHHbIX
CpeAcTB, NPaBMA ONTOBOM TOProOB/IM JIEKAPCTBEHHbIMU MpenapaTtamu, NpaBua OTNYCKA NE€KaPCTBEHHbIX
npenapatoB, MpaBW/A W3roTOBJEHMA W OTMYCKa JIeKapCTBEHHbIX NpenapaTtoB, BO3MelleHWe Bpeaa
OCYLLECTBNIAETCA COOTBETCTBEHHO OpraHvM3auueli ONTOBOM TOProB/AWM JIEKAPCTBEHHbIMU CPEeACTBaMM,
anTeyHoW opraHuMsaumein, WHAMBUAYANbHBIM MpeanpuUHUMaTEeNeM, WMEWUMN  JIMLEH3UIO Ha
dbapmaueBTUYECKYIO AEeATENbHOCTb WAM JIMLEH3UIO Ha MEeOMUMHCKYI OeATeNbHOCTb, MeaMLMHCKOM
opraHusaumeln, UMeloWen AULEH3No Ha dapMaLeBTUYECKYD AeATeNbHOCTb (ee 060c06/eHHbIM
nogpasgeneHmem (ambynatopueit, denbaliepcknm n denballepCcKo-akyWepCcKMM NYHKTaMM, LEHTPOM
(oTaeneHnem) obuen BpayebHOM (cemeinHOM) NPaKTUKKU), PACMONOXKEHHbIM B CE/IbCKOM Hace/NeHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET anTeyHas OpraHvM3saums), AONYCTUBLUMMM NPOAANKY WAM OTMYCK TaKoro
JIeKapCTBEHHOrO Npenapara.

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

3. BosmelweHne Bpeaa, MNPUYMHEHHOTO 340POBLIO IPaXAaH BCAEACTBME MNMPUMEHEHMA
JIeKAPCTBEHHbIX NPEMAPaTOB WM COBEPLUEHWUA MPOTMBOMPABHbLIX AENCTBUMIA cybbeKTamMu obpalleHus
JIeKAPCTBEHHbIX CPeAcTB, OCYLECTBASETCS B COOTBETCTBMM C 3aKOHOZATE/NbCTBOM PoCCUMCKOW
depgepaunn.

Fnasa 16. SAK/IIOMUTE/IbHBIE NONNOXKEHUA

Cratba 70. O Npu3HaHWUM YTPATUBLUMMMU CUNY OTAENbHbIX 3aKOHOAATE/IbHbIX aKTOB (NOOXKEHUA
3aKoHoAaTeNbHbIX akToB) Poccuiickoit deaepaumm

Mpu3HaTb yTPATUBLUMMU CUNY:

1) depepanbHbiii 3aKoH OT 22 nioHA 1998 roga N 86-®3 "O nekapcTeeHHbIX cpeacTtsax” (CobpaHue
3aKoHoaaTenbcTBa Poccuitickon Pepepaumu, 1998, N 26, cT. 3006);

2) depepanbHbIit 3aKOH OT 2 AHBapa 2000 roga N 5-®3 "O BHeCeHUU U3MEHEHUA U AOMNO/HEHUIA B
depnepanbHbii 3aKoH "O nekapcTBeHHbIx cpeacteax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickoi
depepaunu, 2000, N 2, cT. 126);

3) ctaTblo 40 PepepanbHoro 3akoHa ot 10 sHBapAa 2003 roga N 15-®3 "O BHeceHMU U3MEHEHUI U
OONONHEHUI B HEKOTOpble 3aKoHOAaTesbHble akTbl Poccuitckoit Pepepaumm B CBA3M C NPUHATUEM
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depepanbHoro 3akoHa "O /NMUEH3MPOBAHUKM OTAENbHbLIX BUAOB JesatenbHoctn" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaumu, 2003, N 2, cT. 167);

4) ctatbto 31 dPepepanbHoro 3akoHa ot 30 mioHs 2003 roga N 86-d3 "O BHeCcEeHUN M3MEHEHUI U
JONONHEHWUI B HEKOTOPbIE 3aKOHOZATeNbHble akTbl Poccuiickon Pepepaumm, NPU3HAHUKU yTPATUBLLMMMN
CUNY OTAENbHbIX 3aKOHOAaTesbHbIX aKToB Poccuitickolt Pepepaumn, nNpenocTaBNeHUU OTAENbHbIX
rapaHTU COTPYAHMKAM OPraHoB BHYTPEHHUX Ae/, OPFraHOB MO KOHTPO/O 32 060POTOM HAPKOTUYECKUX
CPeAacTB M NCUXOTPONMHbIX BELLECTB M ynpa3aHaemMbix dpesepasbHbIX OpraHoB HaN0roBoOM NOANLMM B CBA3K
C OCYLLEeCTBIEHMEM Mep MO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpasneHus" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepauum, 2003, N 27, cT. 2700);

5) ctaTtbio 101 PenepanbHoOro 3akoHa ot 22 asrycta 2004 roaa N 122-d3 "O BHeceHUN U3MeHeHUI’
B 3aKoHogaTesibHble aKTbl Poccuitickolt Pepepaumm M NPU3HAHUWU YTPATUBLUMMU CUY HEKOTOPbIX
3aKoHOAaTeNbHbIX aKToB Poccuiickon Pepepaummn B cBA3KU € nNpuHATUEM DPepepanbHbiX 3aKoHoB "O
BHECEHUM U3MEHEHWIt U gononHeHuit B PegepanbHbiii 3akoH "O6 06LWMX NPUHLMNAX OpraHM3auuu
3aKOHOAATeNbHbIX (NPeacTaBUTENbHbIX) UM UCNOJHUTENbHLIX OPraHOB TrOCYAapPCTBEHHOW BAacTU
cybbekToB Poccuitckoit depepaumn” n "0O6 obWwmx NPpUHLMNAX OPraHU3aLMmnM MEecTHOro caMoynpaBaeHus
B Poccuiickon Pepepaumn” (CobpaHue 3akoHopatenbctBa Poccuiickon depgepaumm, 2004, N 35, crT.
3607);

6) cTaTbto 28 deaepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-$3 "O BBegeHUM B AeUCTBUE
yacTn veTBepTon [parkaaHCKoro Kogekca Poccuiickon ®depepaumn” (CobpaHue 3akoHOAaTeNbCTBA
Poccuitckoit egepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cmny HactodAwero PeaepanbHOro 3akoHa

1. Hactoswmin ®epepanbHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaa.

2. JleKapcTBeHHble CpeAacTBa, 3aperncTpupoBaHHble A0 AHSA BCTYMJ/IEHUSA B CU/Y HaCTOALWLEro
denepanbHOro 3aKoHa, NOANENKAT BKAOYEHMIO B FOCYAapPCTBEHHbIE PEECTPbl JIEKAaPCTBEHHbIX CPeacTs C
BHECEHMEM YKasaHHbIX B YyacTu 1 ctatbk 33 Hactoswero PenepanbHOro 3akoHa CBeAeHU 06 3TUX
JIeKapCTBEHHbIX cpeacTBax 6e3 MNpPOXOoXKAEeHUs BHOBb Mpoueaypbl FOCY4apCTBEHHOW perucrpaumum
JIeKapCTBEHHbIX NpenapaToB.

3. TocyaapcTBEHHAnA perMcTpaums NekapCTBEHHbIX NPenapaTos, 33 UCKIOYEHMEM JIEKAPCTBEHHbIX
npenapaToB 418 MEANUMHCKOTO NPUMEHEHUA, NPEACTaBAEHHbIX Ha YKa3aHHYI PerMcTpaumio 4o AHS
BCTYNNEHMA B CUNY HacToAwero PeaepasnbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM Ha OCHOBAHWWM LOKYMEHTOB M AaHHbIX, NPeACTAaBAEHHbIX A0 AHA BCTYN/JAeHUA B
cuny Hactosawero PegepasbHOro 3aKoHa.

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

3.1. FTocypapcTBEHHANA perncTpaLLma 1eKapcTBEHHbIX NpenapaToB 411 MeAULMHCKOrOo NPUMEHEHUS,
NPeACTaBNEHHbIX Ha TOCYAAPCTBEHHYIO PErUCTPaumio A0 AHA BCTYMEHUS B CMAY HACTOALLEro
depnepanbHOro 3aKoHa, M TOCYHAPCTBEHHAA PEruvcTpauma  JIeKapcTBEHHbIX NpenapatoB  ANs
MEANUMHCKOTO MPUMEHEHUS, NPEeACTaBNEHHbIX HAa 3KCNepTU3y JIEKAPCTBEHHbIX CPeACTB 40 AHA
BCTYNNEHUA B CUAYy HacTosAwero PenepasbHOro 3aKOHA B LENAX MX MOCAeayroleit rocyaapcTBeHHOM
perucTpauumn, OCyLLecTBAAKOTCA Ha OCHOBAHMM [OKYMEHTOB M [AaHHbIX, NPEACTaBAEHHbIX A0 AHA
BCTYNNEHMA B cuay Hactoswero ®enepanbHOro 3aKoHa, a TaKXKe 3afB/EHMA O roCyAapCTBEHHOM
perucTpauumn  NeKapCcTBEHHOrO MpenapaTta, NpeAcTaBNeHHOro NPou3BOAMTENEM  JIeKAaPCTBEHHbIX
npenapaTos UAW YNOJAHOMOYEHHbIM MM JIMLOM B COOTBETCTBMM C HacToAWwMM PenepasibHbIM 3aKOHOM B
YNOJIHOMOYEHHbIN degepanbHbiii opraH UCnoHUTeNbHOM BnacTn go 1 mapta 2011 roaa, 6e3 TpeboBaHuA
ynAaTbl roCyAapCTBEHHOM NOLWMHbI, NPeaAyCMOTPEHHOM 3aKkoHoAaTeNbCTBOM Poccuiickoin ®epepaumm o
Hanorax u cbopax.

(yacTtb 3.1 B pea. deagepanbHoOro 3akoHa ot 29.11.2010 N 313-03)

3.2. lMoatsepxkAeHWe TrOCYAApPCTBEHHON perncTpauuyM JIeKapCcTBEHHbIX MpenapaTtos A
MeANUNHCKOTO NPUMEHEHMA, NPeACTaBAEHHbIX 411 NOATBEPKAEHMA rOCYAAPCTBEHHOW perncTpaumm 4o
OHS BCTYMN/ieHUs B cuay Hactoswero ®denepasnbHOro 3akKoHa, W MoATBEPXKAEHWE TFOCyAapCTBEHHOM
PervcTpauumn sIeKapcTBeHHbIX NpPenapaToB A8 MeAUUMHCKOTO MPUMEHEHMUs, NpeacTaBieHHbIX Ha
3KCMepTU3y JIeKapCTBEHHbIX CPeACTB A0 AHA BCTYNAeHUA B CUay HacToawero denepanbHOro 3aKoHa B
uenax nocneayrolero noaTBEPXKAEHUS WX TOCYAAPCTBEHHOM pPernctpaumu, OCYLLEeCTBAAIOTCS Ha
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OCHOBaHMW [OKYMEHTOB W [AaHHbIX, NPeACTaB/eHHbIX A0 [AHA BCTYN/EHMA B CWJY HACTOALLEro
depepanbHOro 3akoHa, a TaKXe 3asBNAeHMA O MNOATBEPXKAEHWW T[OCYAAPCTBEHHOM perncrpaunm
JNIeKapCTBEHHOrO npenapaTa, NPeACcTaBNEHHOro NPOM3BOAMTENEM JIEKAPCTBEHHbIX MPenapaTtoB WMAn
YNOJAHOMOYEHHbIM MM JIULLOM B COOTBETCTBUM C HacToAwmMM PesepasbHbIM 3aKOHOM B YNONHOMOYEHHbIM
denepanbHbli opraH wucnonHutTenbHol Bnactu Ao 1 maprta 2011 roga, 6e3 TpeboBaHMA ynnathbl
rocyAapCcTBEHHOM NOLW/INHbI, NpeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuinickon Peaepaumm o Hasnorax
n cbopax.

(yacTtb 3.2 B pea. depepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHATME peweHna O BHECEeHUM U3MEHEHMN B [OOKYMEHTbl, CcoAeprkalmecs B
PErncTPaLMOHHOM [0Cbe Ha 3apermcTpPMPOBAHHbLIA IEKAPCTBEHHbLIM MNpenapaT gaa MeAUUMHCKOro
NPMMEHEHNA N NpPeACTaBNEHHbIE A0 AHA BCTYNAeHMA B cuay HactoAwero PepepanbHOro 3akoHa, U
NPUHATUE PELUEHMA O BHECEHUN U3MEHEHWNI B AOKYMEHTbI, COAepKalleeca B PermcTpauMoHHOM Aockbe
Ha 3apPEerucTPUPOBAHHLIN  NEKAPCTBEHHbIM npenapaT AAa  MegUMUMHCKOToO  MNPUMEHEHMA U
NpPeAcCTaB/NEHHbIE HA 3KCMEepPTM3Y JIEKAPCTBEHHbIX CPEACTB A0 AHA BCTYN/NEHMA B CUAY HACTOALLEro
depepanbHOro 3aKOHa, OCYLLLECTBAAOTCA HA OCHOBAHUM AOKYMEHTOB U AaHHbIX, NPeACTaBAEeHHbIX 40 AHA
BCTYN/IEHMA B CMAy HacToswero PenepanbHOro 3aKoHa, a TaKKe 3aABAEHUA O BHECEHUM U3MEHEHUN B
OOKYMEHTbI, COoAeprKalimMeca B PermcTtpauMoHHOM [A0Cbe Ha 3aperMcTpMpoBaHHbIA JIEKAPCTBEHHDIN
npenapat Aas MeAUUMHCKOTO MPUMEHEHUA, NPEeACTaB/JIEHHONO MPOU3BOAUTENEM NEKAPCTBEHHbIX
npenapaToB UAM YNOJHOMOYEHHbIM UM IMLLOM B COOTBETCTBMM C HacToAWwMM PeaepanbHbiM 3aKOHOM B
YNOJHOMOYEHHbIN deaepanbHbiii opraH UCNoIHUTeNbHOM BnacTn go 1 mapta 2011 roaa, 6e3 TpeboBaHuA
yNAaTbl FOCYAapCTBEHHOM NOLW/MHbI, NPeayCMOTPEHHOMN 3aKoHoAaTeNbCcTBOM Poccuinickon deapepaunm o
Ha/siorax n cbopax.

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

3.4. Bblgaya paspelweHnit Ha npoBefeHue KANHMYECKUX WCCNef0oBaHUM IeKapCTBEHHbIX
npenapaToB 418 MeAULMHCKOIO NPUMEHEHMA NO 3aABAEHUAM, NOAAHHbIM A0 AHA BCTYMN/IEHMA B CUAY
HacToswero ®esepasbHOro 3aKOHA, a TaK¥Ke MO 3aABAEHMAM, NOAAHHbIM NOC/AE AHA BCTYNAEHUS B CUNY
HacToswero PesepasbHOro 3aKOHa Ha OCHOBAHWM 3KCMEPTU3, NPOBEAEHHbIX A0 AHA BCTYMN/IEHUA B CUNY
HacToswero defepasbHOro 3aKOHa, OCYLLECTBASETCA B COOTBETCTBMM C HactoAwum PepepanbHbim
3aKOHOM Ha OCHOBAHWM AOKYMEHTOB W AaHHbIX, NPeACTaBAEHHbIX AN NOAYYEHHbIX 40 AHA BCTYNAEeHUA
B CMNy HacToswero ®enepasbHOrO 3aKOHA, a TaKXKe Ha OCHOBAHWKW KOMWW NpeaBapuUTeIbHOro 40roBopa
06A3aTeNbHOro CTPaXOBaHMA }KMU3HW, 300P0BbS MALMEHTOB, YYaCTBYIOLWMX B KNTMHUYECKOM UCCeA0BaHUM
JIeKapCTBEHHOro npenapata ANs MeAMUMHCKOrO NMPUMEHEHUA, UM KONUKM AorosBopa o6asaTenbHOro
CTPaxoBaHMA KM3HW, 340POBbA MNAUMEHTOB, Y4YaCTBYIOWMX B KAMHWMYECKOM UCCAen0BaHUMU
JIeKapCTBEHHOro Npenaparta Ana MeauUMHCKOro NpuMeHeHus, Inbo npeactaBNeHHON Konuu aorosopa
06A3aTeNbHOr0 CTPaxoBaHMSA, 3aK/OYEHHOrO B COOTBETCTBUM C TMMOBLIMM MpPaBMUIaMU 06A3aTeNbHOro
CTPaxoBaHMA, C YyKasaHWemM MnpeaesbHOM YUCAEHHOCTU MNALMEHTOB, YYaCTBYIOLWMX B KAMHUYECKOM
nccnefoBaHUM NeKapCTBEHHOro npenaparta Ana MeguUMHCKOro npumeHeHus, 6es TpeboBaHMA ynaaThbl
rocyAapCTBEHHOM NOLW/INHbI, NPeAyCMOTPEHHOM 3aKOHOAaTeNbCTBOM Poccuiickon deaepaumnm o Hanorax
n cbopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpmMpoBaHHble B WMHOCTPAHHOW BajloTe A0 AHA BCTYNAEHUS B CWUY HacTOALWEro
depepanbHOro 3aKoHa MpefesibHble  OTMYCKHble LeHbl MHOCTPaHHbIX MNpousBoAuTene Ha
JIeKapCTBEHHbIe MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HeobXOAMMBIX U BarKHEMLKnX
JIeKapCTBEHHbIX NpenapaTos, nogaexaT nepecyety B pybsm no Kypcy LleHTpanbHoro 6aHKka Poccuiickom
depepaunn Ha aaTy, ycTaHoBAeHHy0 MpaBuTtenbcTBom Poccuiickolt ®epepaumm, 6e3 npeacrasieHus
3aAB/IeHMA O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLUMX M3MEHEHUI B rOCy4apCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LLEH NPOU3BOAUTENEN Ha IEKAaPCTBEHHbIE NpPenapaThbl, BKAOYEHHbIe B NepeyeHb
YKM3HEHHO HEOOXOAMMbIX U BaXKHEMLIUX NeKapPCTBEHHbIX NPenapaTos.

(yacTb 3.5 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.6. 3aperncTpMpoBaHHble A0 AHA BCTYNAeHMA B cuay HacTosawero QPegepasbHOro 3akoHa
npeaesbHble OTMNYCKHble LUEHbl POCCUIACKMX MNPOM3BOAUTENIE Ha JleKapCTBEeHHble npenapaTbl,
BK/IIOYEHHbIE B MNepeyvyeHb KU3HEHHO HEeoOXOAMMbIX M BarKHEMLMX JIEKAPCTBEHHbIX MpenapaTos,
noanexaTt uMHAaekcaumm ¢ 1 Hosbpa 2010 roga mcxoaAa M3 MPOrHO3UPYEMOro YPOBHA MHOAAUMK,
ycTaHoBneHHoro PeaepasibHbiM 3aKOHOM OT 2 aekabps 2009 roga N 308-$3 "O deaepanbHom brogxkeTe
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Ha 2010 roa 1 Ha nnaHoBbI nepmoa 2011 1 2012 rogos" Ha 2011 roga,.
(yacTb 3.6 BBeaeHa desepanbHbiMm 3akoHoM 0T 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonycKkatoTca NPon3BoACTBO U BBO3 B Poccuiickyto ®enepaumio
JIeKapCTBEHHbIX MPENapaToB B YNaKOBKaX C MapKMPOBKOM, KOTopas bblna HaHeceHa A0 AHA BCTYNAEHUA
B cuny Hactosuwero ®eaepasbHOro 3aKoHa. 1o UcTeyeHUM yKa3aHHOIO CPOKa AaHHbIe IEKApPCTBEHHbIE
npenaparbl MOTyT OTNYCKaTbCA, PEA/IN30BbIBATLCA, NepeaaBaTbCA N MPUMEHATBLCA A0 UCTEYEHMA X CPOKA
rogHoOCTW.

(8 pea. PenepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-3)

4. Co gHAa BcTynneHua B cuny Hactoawero PepepanbHoro 3akoHa M no 30 anpena 2011 roaga
BK/IKOUUTENIBHO A0MYCKAETCA NPOBEeAEHUE SKCNEePTM3bl IEKAPCTBEHHbIX CPEACTB IKCNepTamm 3KCNEPTHOro
YYpPEeKOEHMA [0 NPOXOXKAEHUA MMM aTTecTauum B MOpPAAKE, YCTaHOBNEHHOM YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOJTHUTENIbHOM BNIACTHU.

5. Co gHA BCcTynneHus B cuny Hactosawero PegepanbHoro 3akoHa 1 no 31 aekabps 2013 roga
BK/IIOUMTE/IbHO OCYLLECTBAAETCA Nepexos, K NPOM3BOACTBY JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBUM C
npasMaamm opraHM3aumm NPoun3BoACTBA M KOHTPO/IA KauecTBa IEKaPCTBEHHbIX CPEeACTB, YKa3daHHbIMM B
yactm 1 cratbm 45 HactoAwero depepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexona
NPOM3BOACTBA /NEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMMU
TpeboBaHMAMMU AaHHbIX MPaBWJI, BK/IOYAA CPOKKN aTTECTaLMMN YNONHOMOYEHHbIX 1ML, YKa3aHHbIX B 4acTaAX
6 n 7 ctatb 45 HactoAawero deaepanbHOro 3akoHa, ycTaHaBamBatoTca lMpasuTenbcTBom Poccuiickomn
depepaunn.

6. J/InueH3nm Ha NPOMU3BOACTBO JIEKAPCTBEHHbIX CPeAcTB, BblaaHHble Ao 1 AHeBapa 2014 roaa,
aevicteytoT nocne 1 aHeapa 2014 roga A0 UCTEYEHUS CPOKA UX AEUCTBUA MPU YCI0BUM COOTBETCTBUSA
nueH3mnaTa npasuaam OpraHM3aumMn NPOM3BOACTBA M KOHTPO/A KayecTBa JIEKAPCTBEHHbIX CPEACTB,
YKa3aHHbIM B YacTu 1 cTatbu 45 Hactoswero ®enepabHOro 3akoHa.

7. ®opmnpoBaHMe rocyAapCTBEHHOIO 33JaHMA Ha NpoBeAeHMe 3KCNEePTU3bl NIEKAPCTBEHHbIX
cpencte depepanbHOMY rocyaapCTBEHHOMY BHOAMKETHOMY YUYPEKAEHUIO MO NPOBEAEHUIO SKCMEPTU3LI
JIeKapCTBEHHbIX cpeacTB M dMHaHCcOBoe obecneyeHne BbINONHEHUA 3TOMO 3a4aHMA OCYLLECTBASIOTCS B
nopsake, yctaHosneHHom ®egepanbHbim 3aKkoHOM oT 12 sHBapaA 1996 roga N 7-93 "O HeKoMmepyecKmx
opraHusaumax".

(yactb 7 BBeaeHa PegepanbHbiM 3akoHOM 0T 29.11.2010 N 313-03)

MNpe3snaeHt
Poccuiickoin Pepepaumn
O.MEOBELEB
Mocksa, Kpemnb
12 anpena 2010 roga
N 61-®3
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