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(B peq. ®PenepanbHbix 3akoHoOB 0T 27.07.2010 N 192-93,
oT 11.10.2010 N 271-93, o1 29.11.2010 N 313-93,
o1 06.12.2011 N 409-93, o1 25.06.2012 N 93-93,
oT 25.12.2012 N 262-93, ot 02.07.2013 N 185-03,

oT 25.11.2013 N 317-93)

agea 1. OBLUME MONOXEHUSA
Cratba 1. NpegmeTt perynvpoBaHust HacTosilero degepansHOro 3akoHa

1. Hactosawuin ®egepanbHbiin 3aKOH perynmpyeT OTHOLLEHUS, BO3HMKaILLMe B CBA3W C obpalleHnem - paspaboTkown,
OOKITUHUYECKMMU  UCCNEAOBAHUAMY,  KIMHUYECKUMW  UCCRENOBaHUAMW,  3KCMEPTU30W,  rocyaapCTBEHHON
permctpauMen, co ctaHZapTu3auMen U C KOHTPOMIEM KayecTBa, MPOM3BOACTBOM, W3rOTOBMIEHWEM, XPaHEHWEM,
nepeBo3kon, BBO30M B Poccuickyto depepaumio, BbiBO30M M3 Poccuiickon degepaumm, peknamon, OTMNyCKOM,
peanu3auuen, nepegadyen, NPUMEHEHNEM, YHULYTOXEHUEM FIEKAPCTBEHHbLIX CPEACTB.

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactosiwmn ®eneparnbHbI 3aKOH yCTaHaBNMBaET NPUOPUTET roCy4apCTBEHHOIO perynMpoBaHust 6e3onacHocTy,
KayecTBa 1 3(PHEKTUBHOCTU NEKapCTBEHHbIX CPEACTB Npu nx obpaLleHnu.

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

Cratba 2. Cpepa npumeHeHus HacToqawero PenepanbHOro 3akoHa

Hactoswun degepanbHbli 3aKOH NPUMEHSAETCHA K OTHOLUEHUSIM, BO3HMKAKOLWMM Npy obpalleHn nekapCTBEHHbIX
cpencTs Ha Tepputopun Poccunckon denepaumn.

CraTtbsa 3. 3akoHoaaTenbCcTBO 06 0bpalleHUn NnekapcTBEHHbIX CpeacTB

1. 3akoHopaTtenbcTBO 00 0bOpalleHnn fnekapCTBEHHbIX CPEACTB COCTOUT U3 HacTosiwero deaepanbHOro 3akoHa,
Apyrmx degeparnbHbIX 3aKOHOB M MHbIX HOPMAaTMBHbBIX NPaBOBbIX akToB Poccuiickon Pegepaunm.

2. [enctBue Hactosiwero ®degepanbHOro 3akoHa pacnpocTpaHseTcsas Ha obpalleHne HapKOTUYEeCKMX
NneKapCTBEHHbIX CPEeACTB M MCUXOTPOMHbIX MEKapCTBEHHbIX CPeACTB C Yy4eTOM OCODEHHOCTEN, YCTaHOBMEHHbIX
3akoHogaTtenbcTBoM Poccunckon ®egepaumm 0 HapKOTUYECKMX CPeAcTBax, MCMXOTPOMHbIX BelwectBax M 06 mx
npekypcopax.

3. OewvictBue HacTtosiwero degepanpHOro 3akoHa pacnpocTpaHseTcd Ha obpalleHne paguodapmaueBTUYeCcKnX
NneKapCTBEHHbIX CPEACTB C yHeTOM OCODEHHOCTEN, YCTAHOBMNEHHbIX 3aKkoHoAaTenbcTBoM Poccuiickon ®enepauun B
obnacTtun obecneveHuss pagnaumoHHon 6e30NacHoOCTy.

4. Ecnu mexayHapoaHbiM foroBopoM Poccunckon defepaumn ycTaHOBMNEHbI UHbIE NpaBuna, Yem Te, KoTopble
npeaycMoTpeHbl HacToswumM PeaeparnbHbiM 3aKOHOM, NPUMEHSAIOTCH Npasuna MexXayHapoaHoro Jorosopa.

5. B Poccunckon d®egepaunm B COOTBETCTBUM C MeXayHapoaHbIMU gorosopamu Poccuiickon ®epepauuun n (unu)
Ha OCHOBe [MpuHLUMNA B3aUMHOCTUM MPU3HAIOTCH pe3ynbTaTbl KAMHUYECKUX WCCReLOBaHWn fneKkapCTBEHHbIX
npenapaToB Afs MeANLMHCKOro NpYMEHEHWs, MPOBEAEHHbIX 3a npegenamun tepputopun Poccuiickon degepaumm.

CraTtbsi 4. OCHOBHbIE MOHATUSA, UCNOSb3yeMble B HacTosiLem deaepanbHOM 3aKoHe

[nsa uenen HacToswero CDenepaanoro 3aKOHa MUCnoJib3yrTCA cneayrolme OCHOBHbIE NMOHATUA!
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1) NnekapcTBeHHbIE CpeacTBa - BeLwecTBa Uiy Ux KOMOBUHaLMK, BCTynarLwuye B KOHTaKT C OPraHn3MOM YerioBeka unm
XWBOTHOMO, MPOHMKAaKLWME B OpraHbl, TKaHW OpraHuamMa 4ernoBeka WNU XUBOTHOrO, MpPUMEHsieMble AN
NPOUNaKTUKKN, OUArHOCTUKM (32 UCKITIOYEHNEM BELLECTB MITM UX KOMOUHALMIA, HE KOHTaKTUPYIOLIMX C OPraHM3mMOoM
YyeroBeka UMW XMBOTHOTO), fevyeHus 3aboneBaHus, peabunutaumun, ANS COXpaHeHus, NpeaoTBpalleHus unu
npepbiBaHWs BepemMeHHOCTU 1 MNOSyYEHHbIE U3 KPOBW, NNa3Mbl KPOBM, U3 OPraHOB, TKaHEN opraHM3ma Yenoseka nnu
XWBOTHOMO, pacTeHW, MUHEparioB MeTodaMu CUHTe3a UM C MpUMeEHeHuem Ouonornveckmx TexHonorun. K
nekapCcTBEHHbIM cpeAcTBaM OTHOCATCH hapmaueBTUYeckme cybcTaHuum U nekapcTBEHHbIE Npenaparb;

2) thapmaueBTUdeckme cybcTaHUuM - nekapCcTBEHHbIE CPeACTBa B BUAE AEWCTBYIOLLMX BeLeCcTB BMONornyeckoro,
BUOTEXHONOINYECKOrO, MUHEPANbHOro WM XMMUYECKOrO MPOUCXOXAEHWUs, obnapgatowme dapmakonornyeckom
aKTUBHOCTbLIO, MpeAHa3HavYeHHbIe 4515 NPOU3BOACTBA, U3rOTOBMNEHWS NekapCTBEHHbIX NpenapaTos 1 onpeaensioLwne
nX 3PPEKTUBHOCTb;

3) BcnomoraTernbHble BELLECTBA - BELLEeCTBA HEOPraHUYECKOro Ui OPraHNYEeCKOro MPOUCXOXOEHWS, NCMOSb3yeMble
B Mpouecce Npou3BOACTBa, M3rOTOBMNEHUS NIEKAaPCTBEHHbIX NpenapaToB Ans NpugaHns MM HeOOXO0AMMbIX PU3MKO-
XUMUYECKUX CBOWCTB;

4) nekapcTBeHHble Mpenapatbl - NeKapCTBEHHblE CPEACTBA B BUAE NEKApCTBEHHbIX hOPM, NMpUMEHsSeMble Ans
NpodUNakTUKK, OUArHOCTUKK, nedeHus 3aboneBaHus, peabunutauun, OnNs COXpaHeHUs, NpPeaoTBpaLeHUs unu
npepbiBaHWs 6epeMeHHOCTY;

5) nekapcTBeHHas (popma - COCTOSAHWE NeKapCTBEHHOMO NpenapaTta, COOTBETCTBYOLLEee cnocobam ero BBeAeHUS u
npuMeHeHnsa n obecneyvmBaroLLee AOCTUXKEHE Heobxoamnmoro neyebHoro adhdpekTa;

6) nepeyeHb >XU3HEHHO HEOOXOAMMbLIX U BaXKHEWLUX NeKapCTBEHHbIX MpenapaToB - €XerogHo yTBepXA4aeMbli
MpaButensctBom Poccunckon @Pepgepaumm nepeyeHb NeKapCTBEHHbIX MpenapatoB AN  MeauUMHCKOro
npuMeHeHus, obecneynBaloLLMX NPUOPUTETHbLIE NOTPEBHOCTN 30paBOOXPAHEHNS B LIENAX MPOUIAKTMKA 1 NEYEHNS
3aboneBaHuiA, B TOM YMcre npeobnagaroLmx B CTpykType 3aboneBaemocTtu B Poccuickon ®egepauny;

7) uUMMyHODMOMOIrMYeckne IeKapCTBEHHbIE MpenapaTbl - JeKkapCTBEHHble npenapartbl  BMONOrMyeckoro
NPOUCXOXAEHUSA, npefHa3HayeHHble AN  WUMMYHOMOMMYEeCKMX AUMarHoCTUKW, NPOMUNAKTUKM U neyYeHus
3aboneBaHui;

8) HapkoTuyeckne nekapCcTBeHHble CpeacTBa - NeKapCTBEeHHble npenapatbl u hapmauesTnyeckne cybcraHuum,
copepXalime HapKkoTMYeckme cpeactsa M BKMOYEHHble B [lepeyeHb HApPKOTUYECKMX CPEeACTB, MCUXOTPOMHbLIX
BELLECTB W WX MPEKYypCcopoB, noanexawmx koHTponio B Poccunckon ®depepaumm, B COOTBETCTBUMM C
3akoHogaTtenbcTBoM Poccuiickon ®epepauun, mexgyHapoaHeiMyu goroBopamu Poccunckon depepaumu, B TOM
yncne EanHon koHBeHUMen o HapkoTudecknx cpeacreax 1961 roga;

9) NCMXOTPOMHbIE feKkapCTBEHHbIE CPeAcTBa - NekapCTBEHHble npenapatbl U apmaueBTuyeckne cybctaHuuw,
cofepxalime NCUXOTPONHble BellecTBa U BKMOYEHHble B [lepeyeHb HapKOTUYECKMX CpeacTB, MCUXOTPOMHbIX
BELLEeCTB W WX MpeKypcopoB, noanexawmx koHTponio B Poccunckon depepaunmn, B COOTBETCTBUM C
3akoHogatenbcTBoM Poccunckon ®epepauumun, mexayHapoaHeiMu goroBopamu Poccuiickon ®egepaunn, B TOM
yncne KoHBeHUMeN 0 NCuXoTponHbiX Bewectesax 1971 roaa;

10) pagmodapmaueBTUYECKNE NEKAPCTBEHHbIE CPeACTBa - leKapCTBEHHbIE CPeACTBa, KOTOPble CoAepXaT B rOTOBOM
AN ncnonb3oBaHns opmMe OUH PaaUOHYKNNA UM HECKOMNBKO PaanOHYKNNA0B (paguoakTUBHbBIX M30TOMNOB);

11) opurMHanbHOEe nekapCTBEHHOE CPEACTBO - NEeKapCTBEHHOE CPEeACTBO, cofepxallee BrnepBble MNOMYYEHHYIO
hapmaLeBTUYECKYI0 CyOCTaHUMI0 Unn HOBYIO KOMBMHaLM0 dapmaueBTUYecKMx cybcTtaHumn, addekTMBHOCTb U
6e3onacHOCTb KOTOPbIX MOATBEPXKAEHbI pe3ynbTaTaMn JOKITUHUYECKUX UCCNEeA0BaHUN NeKapCTBEHHbIX CPEACTB U
KMMHUYECKNX NCCcnegoBaHnii NekapCTBEHHbIX NpenapaTos;

12) Bocnpou3BedeHHOE TEKApPCTBEHHOE CPEenCTBO - JIEKApCTBEHHOE CPEACTBO, COAEepXallee TaKyl Xe
dhapMaLeBTMYECKYID CYOCTaHLUMIO MM KOMOMHaUMIO Takux ke dapmaueBTUYeckux cybcTaHUMn B Takon Xe
nekapcTBeHHON hopMe, YTO M OpUrMHanbHOE fiekapCTBEHHOE CpeacTBO, M MOCTynuBLUEe B obpalleHune nocne
nocTynneHnsi B obpalleHne OpurMHanbHOro fekapCTBEHHOIO CPEACTBA;

13) nekapCTBEHHOE pacTUTENBHOE ChIPbE - CBEXNE UMW BbICYLLEHHbIE pacTeHUst NMBO uX YacTu, NCNonb3yemble Ans
Npou3BOACTBA feKapCTBEHHbIX CPeACTB oOpraHusauusmMu - NpousBOAUTENSIMU JeKapCTBEHHbIX CpeacTs unm
N3roTOBMEHNA feKapCcTBEHHbIX nNpenapaTtoB anTedYHbiMM  OpraHmsauusMu, BeTepUHapHbIMW — anTeYHbIMU
opraHmsaumsamMu, WHAMBUAOYaNbHbIMW NPEANPUHUMATENAMW, MMEKWUMW MUMUEH3UI0 Ha dapmaueBTUYeCcKyto
AesaTenbHOCTb;

14) nekapCTBEHHbIV pacTUTENbHbLIN Npenapar - NIeKapCTBEHHbIV NpenapaT, NPoM3BeAEHHbIA U N3TOTOBMNEHHbIN N3
OQHOrO BMAA NEKAPCTBEHHOINO PaCTUTENBHOMO ChiPbsi MM HECKONbKMX BUOOB TaKOrO Chbipbsi M peanu3yemMbin B
paccacoBaHHOM Buae BO BTOPUYHOW (MOTPEBUTENBCKON) YNaKkoBKe;

15) romeonatnyeckoe nekapcTBEHHOE CPeaCcTBO - NIEKapCTBEHHOE CPEACTBO, NPOM3BEAEHHOE UMW N3rOTOBIIEHHOE
no cneumanbHON TEXHONOMNY;

16) MexagyHapoaHoe HenaTeHTOBaHHOE HauMMeHOBaHWe eKapCcTBEeHHOro cpeacTtBa -  HavMeHOBaHue
dhapmMaLeBTMYECKON CybCTaHLUMK, pekoMeHa0BaHHOe BcemMnpHOM opraHnsaumneit 34paBooOXpaHeEHUS;

17) ToproBoe HanmeHoBaHWe NekapcTBEHHOro CpeacTBa - HaMEeHOBaHWe fekapcTBEHHOro cpeacTBa, NPUCBOEHHOE

Crpanuua 2 u3 49



ero paspaboTymnkom;

18) obwaa dapmakonenHasi ctaTbsi - AOKYMEHT, YTBEPXAEHHbIN YMNOSIHOMOYEHHbIM hbeaepanbHbIM OpraHoM
NCMONMHUTENBbHOW BNacTu U COAepXXallMi nepeyvyeHb nokasatenen Kkadectsa M (Unun) MeTodoB KOHTPOMs KayecTBa
KOHKPETHOW NeKapCcTBEHHOW (POpPMbl, NEKapCTBEHHOrO pPaCTUTENbHOMO CbIpbsi, OMMCaHUS OBGMOMNOrNYECKUX,
BMOXMMUNYECKUX, MUKPOBMOMNOrnyecknx, rU3nNKo-XMMn4eCckmx, uanyecknx, XMMmMIYeCcKknx n opyrux MeTogoB aHanusa
NeKapCcTBEHHOro CpeacTBa Anst MeAUUMHCKOro MpUMeEHeHUs, a Takke TpeboBaHMs K MCMOoNb3yeMblM B LIENAx
npoBefeHUs AaHHOro aHanm3a peaktmeam, TUTPOBAHHBIM pacTBOpaM, MHAMKaTopaM;

19) cbapmakoneriHaa cTaTtbs - [OOKYMEHT, YTBEPXAEHHbIA YNONHOMOYEHHBIM eaeparnbHbIM — OpraHoM
WCNONHUTENBHON BNAacTU W COAEPXaLUUi MnepeyeHb NoKasaTernemn kKayecTBa M METOOOB KOHTPONSA KayecTBa
nekapCTBEHHOro CpeAcTBa AN MEAVLMHCKOTO MPUMEHEHMS;

20) HopmaTMBHas [OOKyMeHTauusi - [OOKYMEHT, cogepXalwuy nepeyeHb onpegensdemMblx Mo pesynbratam
COOTBETCTBYHLLUMX IKCNEPTM3 NoKasaTernen KayecTBa NekapCTBEHHOIO cpeacTBa Ans MeAULMHCKOrO NPUMEHEHNS,
METOAOB KOHTPOJIS €ro KayecTBa M YyCTaHOBIEHHbIV €ro NPON3BOANUTENEM;

21) HOpPMaTWMBHBIA OOKYMEHT - [OOKYMEHT, COAepXallMn nepeyeHb oOnpedensdembix M0 pesynbratam
COOTBETCTBYHLLMX IKCNEPTM3 NoKasaTenemn kadecTsa 1 (Mnn) METOAOB KOHTPOISA KayecTBa NiekapCTBEHHON (DOPMBI,
onucaHusa buonornveckmx, BUOXMMMYECKNX, MUKPOBNONOrNYECKNX, PUINKO-XMMUYECKMX, (PU3NYECKUX, XUMUYECKNX
W Opyrux MeTOAOB aHanu3a NeKapCTBEHHbIX CPeACTB [Afs BeTepuvHapHOro npuMeHeHus, TpeboBaHusa K
MCnonb3yembiM B LensiX NpoBeAeHUs OaHHOrO aHanu3a peakTvMBaMm, TUTPOBAHHbIM pacTBOpaM, UHAUKaTopam M
YCTaHOBMEHHbIN €ro NPON3BOANTENEM;

22) Ka4eCTBO NIEKapCTBEHHOrO CPeACTBA - COOTBETCTBME NEKAPCTBEHHOrO cpeacTBa TpeboBaHuaM dhapMakonenHomn
cTatby Nnbo B cnyvae ee OTCYTCTBMS HOPMATUBHOW JOKYMEHTaLUN U HOPMATUBHOIO JOKYMEHTA;

23) Ge3onacHOCTb feKkapCTBEHHOINO CPeACcTBa - XapaKTepucTUKa feKkapCTBEHHOIO CpeacTBa, OCHOBaHHAsA Ha
CpaBHUTENbHOM aHanuse ero apEKTUBHOCTN N pUCKa MPUYMHEHMS Bpeaa 340POBbIO;

24) 3dpeKTMBHOCTb NEeKapCTBEHHOrO Mpenapata - XapakTepUCTUKa CTEeneHW MOMNOXUTENBHOMO BRMSHUSA
NeKapCTBEHHOro mnpenapaTa Ha TevyeHwe, NPOAOIKUTENBHOCTL 3aboneBaHuss wNU ero npeaoTBpalleHune,
peabunutaumio, Ha coXxpaHeHue, NpeaoTBpaLLeHne Unm nNpepbiBaHne 6epeMeHHOCTY;

25) cepusi nekapCTBEHHOro CpeAcTBa - KONMMYECTBO NEeKapCTBEHHOro CpPeAcTBa, MPOM3BEAEHHOE B pesynbTaTe
O[HOro TEXHOMOMMYECKOro LUKMna ero Nnpon3BoanTenemM;

26) perncTpaumMoHHoe YAOCTOBEPEHWE JeKapCTBEHHOro npenapata - [JOKYMEHT, noaTrBepxaarowmn  dakT
rocyfapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapaTa;

27) perucTpauuoHHbI HOMEp - KOoOoBOe 0003HaveHue, NMPUCBOEHHOE IeKapCTBEHHOMY Mpenaparty npu ero
rocygapCTBEHHOWN permctpaumm;

28) obpalleHve neKkapCTBEHHbIX CpeacTB - pas3paboTka, [OOKIUHWYECKME WCCNEeOOoBaHWs, KIMHUYECKMe
nccrnenoBaHusl, 3KCMepTu3a, rOCy4apCTBEHHas pervctpauusi, CcTaHgapTvM3aumsi M KOHTPOSlb  Ka4vecTBsa,
NPOu3BOACTBO, M3rOTOBIIEHME, XpaHeHue, NepeBo3ka, BBO3 B Poccunckyio ®egepaunto, BbiBo3 U3 Poccuiickon
depnepaumn, peknama, oTnyck, peannsauus, nepegaya, NpUMeHeHNe, YHUUTOXEHWNE NEKAPCTBEHHbBIX CPEACTB;

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cybbekTbl obpalleHus NeKapCTBEHHbIX CpeacTB - (mM3nMdeckMe nvua, B TOM YuUCrne WHOUBMAyarbHble
npeanpuMHUMaTenu, 1 pugudeckMe nvua, OCyLeCcTBRsKLWne OeATeNbHOCTb MpuM obpalleHMn NeKapCTBEHHbIX
CPEeAcCTB;

30) pa3paboTunk nekapCTBEHHOIO CPeACTBa - OpraHmn3aums, obnagatoLlasi npaBamMm Ha pe3ynbTaThbl JOKMUMHUYECKNX
nccneaoBaHUN NeKapCTBEHHOMO CPeacTBa, KMMHUYECKUX MCCNenoBaHWA NeKapCTBEHHOrO npenapaTa, a Takke Ha
TEXHOMOrM NPON3BOACTBA NIEKAPCTBEHHOIO CPeacTBa;

31) Npou3BOACTBO FEKAPCTBEHHbIX CPEACTB - [OEATEeNbHOCTb MO MNPOWM3BOACTBY JIEKAPCTBEHHbIX CPEACTB
opraHmsaumsamMm - NPoM3BOAMTENSIMU NIEKapCTBEHHbIX CPEeACTB Ha OOHOW CTAaguW, HECKOSBKUX UIN BCEX CTaausix
TEXHOMNOrM4YeCcKoro npoLecca, a Takke No XpaHEHUI0 N peannaaLumn Npon3BefeHHbIX JIEKAPCTBEHHbLIX CPEACTB;

32) npousBoguTenb NEKAPCTBEHHBIX CPEACTB - OpraHu3auusl, OCyLecTBMAALWas Npon3BoACTBO JIEKapCTBEHHbIX
cpeacTB B COOTBETCTBUM € TpeboBaHMAMM HacTosiero ®egepanbHoro 3akoHa;

33) dbapmaueBTUYECKan OEATENBHOCTD - AEATENBHOCTb, BKIOYatoLLas B ce0s ONTOBYHO TOProBIi0 NeKapCTBEHHbLIMU
CPeACTBaMM, UX XpaHEHME, NEPEBO3KY U (MNM) PO3HUYHYIO TOPrOBIIHO NIEKAPCTBEHHBIMU NpenapaTamMu, Ux oTnyck,
XpaHeHue, NepeBo3Ky, N3rOTOBMNEHNE NEKapPCTBEHHbIX NpenapaTos;

34) opraHmnsauus ONTOBOW TOProBNN JNIEKAPCTBEHHBIMW CPEACTBaMU - OpraHM3aLmsi, OCYLLECTBNALAsS OMNTOBYHO
TOProBIt0 NIEKapCTBEHHbIMU CPeaCcTBaMU, UX XpPaHEeHUe, NepeBO3KY B COOTBETCTBUU C TpeOOBaHMAMM HACTOALLENO
depnepanbHOro 3aKoHa;

35) anteyHaa opraHuMsaumMsi - oOpraHuM3auusi, CTPYKTypHOe noApasgeneHne MeAULUMHCKON OpraHusauum,
OCYLLECTBMAOLLME PO3HUYHYIO TOPrOBIIO NIEKAPCTBEHHBIMW NpenapaTtamu, XpaHeHne, NepeBo3Ky, 3rOTOBMIEHNE U
OTMNYCK NIeKapCTBEHHbIX NpenapaToB ANs MeAULMHCKOrO MPUMEHEHUS B COOTBETCTBUU C TPEOOBaHUAMN HACTOSLLIETO
denepanbHOro 3akoHa;

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)
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36) BeTepuHapHas anTeyHass oOpraHuM3aumMsi - oOpraHu3auusi, CTPYKTypHOe noApasgerieHne BeTepuHapHoWn
opraHusauum, ocyLecTBNAILWNE PO3HUYHYIO TOProBO NEeKapCTBEHHbIMU NpenapaTamu, XpaHeHne, 3roTosrieHue
M OTNYCK JleKapCTBEHHbIX MpenapaTtoB AOJi9 BETEPMHAPHOINO MPUMMEHEHMS B COOTBETCTBUM C TpeboBaHWsiMU
HacTtosiero ®egepansHOro 3akoHa;

37) hanbcmdpuumpoBaHHOEe NeKapCTBEHHOE CPeACTBO - JleKapCTBEHHOE CPenCcTBO, COMPOBOXAAeMOe ITOXHON
WH(popmaLmel o ero coctase 1 (Unu) Npom3BoanTene;

38) HepobpokayecCTBEHHOE IneKapCTBEHHOe CpeACTBO - [EeKapCTBEHHOE CPeacTBO, He COOTBETCTBYyHOLLEe
TpeboBaHuaM chapmakonernHon ctatb NnMbo B cnydyae ee OTCYTCTBUS TpeboBaHUAM HOPMAaTMBHOW OOKYMEHTaLuMu
U HOPMATUBHOIO JOKYMEHTA;

39) koHTpadakTHOE NekapCTBEHHOE CPEACTBO - JIEKapCTBEHHOE CPEACTBO, HaxoAsLeecs B 000poTe C HapyLIEHNEM
rpaxgaHcKoro 3akoHoOAaTenbLCTBa;

40) poOKMMHMYECKOE WUCCNedoBaHWE IeKapCTBEHHOro cpeactBa - 6uonorudeckne, Mukpobuonorumdeckue,
UMMYHOMOrMYecKne, TOKCMKonornyeckue, papmakonormyeckme, unsnyeckue, Xummyeckne u apyrue nccnegoBaHus
NeKapcTBEHHOro cpeactsa NyTeM MPUMEHEHUSI Hay4YHbIX METOAOB OLEHOK B Lensx MonyyeHus JokasaTenbcTs
6e3onacHocTy, KayecTBa U 3pHEKTUBHOCTU NNEKAPCTBEHHOIO CPEACTBA;

41) KnuHMYeckoe wccrneaoBaHUE NEeKapCTBEHHOro mnpenaparta - W3yYeHWe OuarHOCTUYEecKUX, nedebHbiXx,
npodunakTnyeckmx, apmMakonormyeckmx CBOWCTB fEKapCTBEHHOro npenaparta B npouecce ero npuMeHeHus y
YenoBeka, XMBOTHOrO, B TOM YMCre MPOLEeCCOB BCACbIBaHUA, pacnpeneneHns, usMeHeHnss 1 BblBEAEHUS, NyTeMm
NPUMEHEHMS Hay4YHbIX METOAOB OLEHOK B LEenaAxX MofyvyeHus gokasaTenbctB 6Ge3onacHOCTW, KadecTBa U
3(pPeKTMBHOCTM TNEKApPCTBEHHOrO npenaparta, AaHHbIX O HeXenaTenbHbIX peakumsax opraHvaMa 4eroBeka,
XMBOTHOIO Ha MNPUWMEHEHWe IneKapCcTBEHHOro npenapata u 06 addpekte ero B3aMMOAENCTBMA C APYrMMU
nekapCcTBEHHbIMU NpenapaTamu 1 (Mnu) NULLEBBLIMY NPOAYKTaMM1, KOpMamu;

42) MHOIOLIEHTPOBOE KIMMHMYECKOE MCCNeAOBaHNE NEKAapPCTBEHHOrO npenaparta Anst MeguUmMHCKOro NpUMeEHeHus -
KNMHWYecKoe wuccrnefoBaHWe nekapCTBEHHOro nmnpenaparta Ang  MeauuMHCKOro MpUMEHEHUs, NpoBOAMMOE
pa3paboTynkom NekapCTBEHHOrO NpenapaTa B ABYX M Oonee MegUUUHCKMX OpraHu3auusix no eaAnHoMy npoToKony
KNMHUYECKOro UcCcrefoBaHUsA nekapcTBEHHOro npenapara;

43) MmexgyHapoaHOEe MHOIOLEHTPOBOE KITMHNYECKOE MCCriefoBaHME NeKapCTBEHHOrO npenapara anis MeauumnHCKoro
NPUMEHEHNA - KIMHUYECKOE WCCredoBaHWe IeKapCTBEHHOro npenapata And MeAMUMHCKOro NpUMEHeHwus,
npoBogMMoe pa3paboTyMKOM JEKAapCTBEHHOrO npenapaTta B pPasfU4YHbIX CTpaHax Mo eguHOMY MpOTOKONY
KNMHUYECKOTO NCCreaoBaHNS NeKapcTBEHHOrO npenapara;

44) nocTperncTpaumoHHOE KIMHUYECKOe WCCrefoBaHMe JeKapCTBEHHOro npenapara Ans  MeauuMHCKOro
NPUMEHEHNA - KIMHUYECKOE WCCNeAOBaHWE IeKapCTBEHHOro npenapata Ans MeaMUMHCKOro MpUMEHEeHUs,
NPOBOAMMOE MPOU3BOAUTENEM JlIEKAPCTBEHHOIO Mnpenapara, rpaxaaHckuin obopoT KOTOPOro OCYLLIECTBAETCA
nocrne rocyaapCTBEHHOW perncTpauum, B LensiXx OOMONHUTENbHOro cbopa [aHHblX O ero 6e3onacHocTu U
3a(pPeKTUBHOCTM, paclIMPEeHUa MnoKa3aHUM K MPUMEHEHUIO [OAHHOro NeKapCTBEHHOro mnpenapaTta, a Takke
BbISIBNEHUS HEeXenaTerbHbIX peakuuin NauneHToB Ha ero 4encTBue;

45) wuccrnegoBaHue OWO3KBUBANEHTHOCTU JIEKAPCTBEHHOrO Mpenapata - BWA KIMHUYECKOrO MCCneaoBaHus
nekapcTBEeHHOro npenaparta, NnpoBefeHne KOTOPOoro OcyLlecTBnAeTca Ang onpeaeneHns CKopocTy BcacblBaHUS U
BblBeAeHus apmaueBTnyeckon cybcTaHumm, konmyecTBa apmaueBTUyYeckon cybcTaHuumn, [ocTuratoLlero
CUCTEMHOrO KpPOBOTOKa, W pe3ynbTaTbl KOTOPOro MO3BOMSKT caenatb BbiBOA O OMO3KBMBANEHTHOCTU
BOCMPOM3BEAEHHOrO JEKapCTBEHHOrO Mpenaparta B OMpPefeneHHbIX NeKkapcTBEeHHOW ¢opMe U [03UPOBKE
COOTBETCTBYIOLLIEMY OPUTMHANBHOMY FIEKAPCTBEHHOMY Npenapary;

46) wnccnegoBaHWE TepaneBTMYECKOW SKBUBANEHTHOCTM JIEKAPCTBEHHbIX MpenapatoB - BuUA4  KIMHUYECKOrO
nccnenoBaHUs nekapcTBeHHbIX NpenapaTos, NpoBefeHne KOTOPOro OCYLLECTBNAETCH ANS BbIIBIIEHUSA OANHAKOBbIX
CBOWCTB NeKapCTBEHHbIX MpenapaTtoB onpedeneHHoW nekapcTBEeHHOM OpMbl, a Takke Hanvyuusa OAMHaKOBbIX
nokasaTenew 6esonacHoCcT U 3PPEKTUBHOCTY NIEKAPCTBEHHbIX MpenapaTtoB, OANHAKOBbIX KITMHUYECKMX 3 heKTOB
npu UX NpUMEHEHUH;

47) NpOTOKON KIMHUYECKOro MccrnefoBaHUsa NekapcTBEHHOro npenaparta - JOKYMEHT, B KOTOPOM onpeaensoTcs
uenu, chopmMbl opraHu3aumm n MeToaonornsa NpoBeaeHNs KIMHUYECKOro uccnegoBaHus, ctaTucTudeckme Metoabl
00paboTkn pes3ynbTaTtoB TakOro MuccnenoBaHust U Mepbl Mo obecneyeHnto 6e3onacHOCTM (PU3NYECKUX Nuu,
Y4YaCTBYHOLUUX B KIMMHUYECKOM UCCEa0BaHUN NIEKapCTBEHHOMO Npenapara;

48) 6powutopa ncecnegosaTtens - CBOOHOE U3NOXEHWE Pe3yNbTaToB AOKITMHUYECKOrO UCCIef0BaHUS NNEKapCTBEHHOIO
CPEACTBA U KITMHUYECKOro UCCreAoBaHUSA NIEKaPCTBEHHOTO npenapara ansg MeguuuHCKOro NpUMeHeHNs;

49) NHMOPMALMOHHBLIN NIUCTOK NauuMeHTa - AOKYMEHT, B KOTOPOM coepxaTcs B AOCTYnHow ¢hopme CBedeHwus,
KacaroLmecsi NPOBOAMMOIO KITMHUYECKOrO MCCrEeAOBaHUS NIEKapCTBEHHOrO npenapara, U B NMUCbMEHHOW dopme
00OpOBOMbHOE cornacue naumMeHTa Ha yYacTue B KIMHUYECKOM UCCedoBaHMM NIEKapCTBEHHOIO Npenapara nocrie
03HAKOMITEHNSI C OCOBEHHOCTAMU KIMHUYECKOrO MCCeAoBaHWs, UMELWUMN 3HaYeHNEe ONSA BbIPAXKEHUs! TaKOro
cornacus;

50) noboyHoe gencTBrE - peakuus opraHuamMa, BO3HUKLIAsI B CBSI3W C MPUMEHEHMEM NTIEKapCTBEHHOIO Npenapara B
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[03ax, PEeKOMEHAYEMbIX B MWHCTPYKUMM MO €ro NpuUMEHEHWo, ans npodunakTuki, AWarHoCTUKKU, JeYeHus
3aboneBaHuns Uy anga peadvnuraumu;

51) cepbesHas HexenaTtemnbHash peakumss - HexenaTernbHasi peakuusi OpraHuama, CBfi3aHHasi C NPUMEHEHUEM
NneKkapcTBEHHOro npenapaTta, npuvBefllasd K CMepTu, BPOXAEHHbIM aHOManusM WM nopokam passBuTua nubo
npeactasnsowaa cobon yrposy XusHu, Tpedywlias rocnutanusauMM unuv npueBedllas K CTOMKOW yTparte
TPYAOCNOCOBHOCTU 1 (UNK) NHBANUAHOCTMY;

52) HenpeaBMaeHHasA HexenaTenbHas peakums - HexenaTtenbHas peakuusa opraHusama (B TOM YMcre CBs3aHHas C
NpUMEHEHMEM NEeKapCTBEHHOro npenapata B COOTBETCTBUM C MHCTPYKUMEN MO €ro NPUMEHEHUI0), CYLLHOCTb U
TSXKECTb KOTOPOW HE COOTBETCTBYHOT MHGpOPMALIMM O NEKapCTBEHHOM npenapaTte, coaepKallencsa B UHCTPYKLUN No
€ro NPUMEHEHMNIO;

53) peuenT Ha neKkapCTBEHHbIN npenapaTt - MUCbMEHHOE Has3HadeHWe JeKapCTBEHHOro mnpenapara no
yCTaHOBMEHHON ¢opme, BblgaHHOE MELULMHCKUM UNN BETEPMHAPHBbIM PabOTHUKOM, MMEKLWUM Ha 3TO MpaBo, B
Lensax oTnycka NeKapCTBEHHOro npenapara UM ero U3roToBMeHUs U OTMYCKa;

54) TpebGoBaHne MeOMLMHCKOW OpraHusauum, BeTEPUHAPHOM opraHmM3aumMm - OJOKYMEHT YCTaHOBIIEHHOW ¢hopMbl,
KOTOpPbIA BbINUCAH MEAMLUMHCKMM WIN BETEPUHAPHbIM PabOTHUMKOM, UMEKLIMM Ha 3TO NpaBO, U COOEPXUT B
NMMCbMEHHON (OpMEe YyKal3aHwe anTedyHoW opraHm3auum o6 OTnycke NneKapCTBEHHOro npenapata WM o ero
n3rotoBneHun n o6 otnycke ans obecneyeHuns ne4yebHOro npouecca B MEANLIMHCKON OpraHn3aumm, BeTepuHapHom
opraHusaummn.

nasa 2. NOJIHOMOYU1A ®EQEPANIbHBIX OPFAHOB I/ICI'IOHHVITEHbI-jOVI 5
BITACTU, OPTAHOB UCMONHUTENIbHOWU BJTIACTU CYBBEKTOB POCCUNCKOM
®ENEPALIMN NPU OBPALWLEHUN JIEKAPCTBEHHbLIX CPEACTB

Cratbs 5. NonHomouus cbep,epaanblx opraHoBs NCMNOMHNTENBHOW BNacTu npu o6pau.|,eH|/||/| JIeKapCTBEHHbIX CpeacTB

K nonHomounam denepanbHbiX OpraHoB WUCMOMHUTENBHOW BNacTu Npu obpalleHun NeKapCTBEHHbIX CPEACTB
OTHOCATCS:

1) npoBegeHue B Poccuiickon ®Pepepauum eovHOW rocydapCTBEHHOW NONUTMKM B obnactm obecneyeHus
nekapcTBEHHbIMU NpenapaTamu rpaxaaH Ha Tepputopun Poccuiickon ®eaepaunu;

2) yTBepxaeHue oOOWMX apMakonenHblx cTaTen, QapMakonemHbIXx cTaTten, u3gaHue rocygapCTBEHHON
tapmakonem;

3) ocyLlecTBNeHNe rocyaapcTBEHHOIO KOHTPOns (Haa3opa) B cchepe obpalleHms nekapCTBEHHbIX CPEACTB;

(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) nuueH3npoBaHne NPOM3BOACTBA NEeKapCTBEHHbIX CPeacTB 1 (hapMaLeBTUYECKON OeATENbHOCTN B COOTBETCTBUM
¢ 3akoHogaTtenbcTBoM Poccuickon depepaumy;

5) opraHmsauusi SKCNepTU3bl FNEKAPCTBEHHbIX CPEeAcTB, 3TUYECKOW 3IKCMEPTU3bl BO3MOXHOCTU MPOBEAEHUS
KMMHUYECKOro UCCrefoBaHUsA NekapCTBEHHOMO Npenapara Ans MeanLUHCKOro NPUMEHEHUS;

6) Bbldaya paspelleHuii Ha NpOBedEHME KIMHUYECKUX WCCMEeLOBaHUN NEKapCTBEHHbIX MpenapaToB, BedeHue
peecTpa BblJaHHbIX pa3peLLeHnin Ha NPOBeAEHNE KITMHUYECKUX UCCIIE00BaHUIA NekapCTBEHHbIX NpenapaTos;

7) rocyoapCTBEHHasi peructpauusi  fekapCTBeHHbIX MpenapaTtoB, BeAEHWE T[OCYOapCTBEHHOrO peecTpa
NeKapCTBEHHbIX CPEACTB;

8) wHCnekTMpoBaHWe MpOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME MNpasuniam opraHv3auuu
Npou3BoOACTBA W KOHTPOMS KayecTBa fekapCTBEHHbIX CPeAcTB, Bblgaya 3akMlyYeHun O COOTBETCTBMM
npou3soauTenst nekapcTBeHHbIX CPeacTB TpeboBaHMAM NpaBui opraHu3aumm Npon3BoACTBa U KOHTPOMS KayecTsa
nekapCTBEHHbIX CPeCTB;

9) rocygapCTBeHHas peructpauns yCTaHOBMEHHbIX NMPOM3BOAUTENSMU NEKapCTBEHHbIX MpenapaTtoB npeaenbHbIX
OTMYCKHbIX LEH Ha XMW3HEHHO HeobxoOAWMble W BaXHeWWwMe §eKapCcTBEHHble npenapaTel W BedeHue
rocy4apCTBEHHOIO peecTpa npedesnibHbIX OTMYCKHbIX LIEH MPOWM3BOAWUTENEN Ha NeKapCTBEHHble Mpenaparhl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX Y BaKHENLLMX NTEKAPCTBEHHbIX MPEnaparos;

10) ycTtaHoBNeHMe nopsiika BBO3a NleKapCTBEHHbIX CPeAcTB Ha Tepputoputo Poccuiickon degepaumn 1 BbiBO3a
neKkapCcTBEHHbIX CPeacTB ¢ Tepputopun Poccuiickon ®egepaunm;

11) co3gaHue COBETOB MO BONMPOCaM, CBA3aHHbIM C 0OpalleHneM NeKapCTBEHHbLIX CPEACTB;

12) aTTecTtaums n ceptudmkaumsa cneumanucTos;

13) ytpaTtun cuny ¢ 1 ceHTabpsa 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-03;

14) MOHUTOPWHI ©€30NaCHOCTU NEKAaPCTBEHHbBIX NPEnapaTos;

15) yyactne B MexgyHapogHOM COTPYAHUYECTBE;

16) nony4eHue no 3anpocaMm YMOSIHOMOYEHHOro dyedeparnbHOro opraHa WCMOMHWUTENBbHOW BRacT OT OpraHoB
ncnonHuTenbHon Brnactn cybwektoB Poccunckon degepaunm, a Takke oT CyObEKTOB ObpalleHNs nekapcTBEHHbIX
cpencTB Ans MeAWLMHCKOro MpPUMEHEHMS WHopmauuyM No BOMPOCaM YCTAHOBIEHWUS U MPUMEHEHMSI LEeH Ha
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nekapcTBeHHble npenapaTtbl U HaAbaBOK K HUM;
17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLEeHUe 3akoHogaTenbcTBa Poccunckon ®egepaumn.

Cratba 6. MonHOMOuMA opraHOB UCMOMHUTENBHOW Bractu cybbekta Poccuickon depepauum npu obpalieHun
NeKapcTBEHHbIX CPeacTs

K nonHomoumsim oOpraHoB UCMOMHUTENBHOW Bnactn cybbekta Poccunckon ®epepauuun npu  obpalleHum
NeKapCTBEHHbIX CPeacTB OTHOCHATCS:

1) paspaboTka u peanunsaumnsi permoHanbeHbIX NporpaMmm obecnevyeHns HaceneHns nekapcTBEHHLIMY NpenapaTtamu;
2) ycTaHOBMeHWe npeaernbHbIX pa3MepoB ONTOBbIX HaAbaBOK U NpefdernbHbIX pa3MepoB PO3HUYHbIX HAgbaBOK K
hakTMyeckum OTMYCKHbIM LEeHaM, YCTaHOBIEHHbIM MPOM3BOAMTENSIMUA FIEKAPCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble Mpenaparbl, BKIIOYEHHbIE B NepeYeHb XXM3HEHHO HeobXOOUMbIX M BaXKHEMLLMX JEeKapCTBEHHbIX
npenapaTos;

3) ocCyLlecTBNEHME pEernoHanbHOrO rOCyAapCTBEHHOIO KOHTPOMS 3a MNPUMMEHEHWEM LEeH Ha feKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B MEpPeYeHb XM3HEHHO HEeobXOoAMMbIX W BaXKHEMLIMX J1eKapCTBEHHbIX MpenapaTos,
opraHusaumsiMm OMNTOBOW TOProBMW, anTeYHbIMW OpraHu3auusaMu, WHAMBUAYaNbHbIMU MNpeanpuHMMaTensmu,
UMELLMMU NULEH3NI0 Ha hapMaLeBTUYECKYO AeATENbHOCTb.

(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Mnasa 3. FOCYOAPCTBEHHASl ®APMAKOIMES
Cratba 7. PaspaboTka 1 usgaHme rocygapCTBeHHON bapmakoneu, pasMmeLleHne JaHHbIX O Hew

1. Moa rocygapcTBeHHOM hapmakoneer nNoHMMaeTcsa cBof 00LWmx dapmakonenHblix ctaTen u hapmakonenHbIX
cTaTen.

2. PaspaboTka obLimx papmakonenHbix ctaten 1 papMakonenHbliX cTaTel 1 BKITIOYEHNE UX B FOCY4apPCTBEHHYHO
dapmMakonelo OCYyLLECTBAOTCA B MNOpPAAKEe, YCTAHOBMEHHOM YMONHOMOYEHHbIM defepanbHbIM - OpraHom
NCMNOSTHUTENbHOW BNacTu.

3. PaspaboTka capmakonenHon cTaTbW Ha OpPWUrMHanbHOEe nEeKapCTBEHHOe CpeACTBO M BKIOYEHWe ee B
rocyfapCTBeHHyo dpapMakoneto B TeYeHne cpoka AeNCTBUA 3aLnTbl UCKITIYUTENBHOMO nNpasa, yAoCTOBEPEHHOIO
naTeHTOM Ha OpurMHarnbHOe fiekapCTBEHHOE CPeACTBO, OCYLLECTBNSATCA C cornacus ero paspaboTymka.

4. l'ocypapcTBeHHas dhapmMakones usgaeTcs ynorHOMOYEHHbIM ddedeparnbHbiM OpraHoM UCMOMHUTENbHOW BNacTu
3a cyeT cpeacTB dhedepanbHOro 6romkeTa u NoNexXnT NepensagaHusam He pexxe Yem OAvH pas3 B NATb NeT, B neprog
Mexay KOTOpbIMU M3at0TCHA NPUMNOXEHUS K rocyAapCTBEHHOW chapmMakonee, cogepxalume obwme dapmakonemnHole
cTtatbu n (Mnn) apmakonemnHble cTaTbMl, YTBEPXKAEHHbIE NOCMe M34aHus UNu nepensgaHvusl rocygapCcTBEHHOMN
thapmakonewn.

5. YnonHoMmoueHHbIn defepanbHbIn opraH UCMOSTHUTENBLHOW BNAcTU pasMellaeT [aHHble O rocyAapCTBEHHOW
hapmakornee 1 NPUNOXEHUSX K HEW Ha CBOeM oduumanbHoM cante B ceTu "MIHTepHeT" B YCTAHOBMEHHOM UM
nopsigke.

Mmasa 4. TOCYOAPCTBEHHbIA KOHTPOJb NMPU OBPALLEHUU
NEKAPCTBEHHbIX CPEACTB

Cratbs 8. JluueHanpoBaHve NpoM3BOACTBa NIEKapCTBEHHbIX CPeACTB U hapMaLeBTUHECKON AeATENbHOCTH

1. JlnueHsnpoBaHme NpoM3BoACTBA NIEKAPCTBEHHbIX CPEACTB 1 (hapMaLeBTUYECKOM AEATENBHOCTU OCYLLLECTBSETCA
B COOTBETCTBUM C 3akoHoAaTenbCcTBoM Poccuinckon denepaumn.

2. Ob6szaTeNnbHBIM YCNOBMEM MPELOCTABNEHUS NMLEH3MM Ha NPOM3BOACTBO NEKAPCTBEHHbLIX CPeACcTB ABMseTcs
NPUIoOXeHWe K 3asiBIEHUI0 CcoUcKaTens IUUEH3MU MNepeYHs fekapCTBeHHbIX ¢opM ©  (4nv) BWUOOB
dhapmMaLeBTMYECKUX CYOCTaHLMIA, KOTOPble NPOM3BOAMUTENb JIEKAPCTBEHHBLIX CPEACTB HAMEPEH NPOM3BOAMUTD.

3. B cnyyae HeobxoouMoCTy pacluMpeHnsi NPOM3BOACTBA JIEKAapCTBEHHbBIX CPEACTB 3@ CHET HOBbIX JIEKAPCTBEHHbIX
cdhopM 1 BUOoB chapmaLeBTUHECKUX CYOCTaHLU NPOM3BOANTESb JIEKAPCTBEHHbLIX CPEACTB AOIIKEH NOMYYUTb HOBYIO
TNNLLEH3MIO Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

Cratbs 9. [ocynapCTBEHHLIN KOHTPOIb (Hag3op) B cdepe obpalleHnst NekapCTBEHHbIX CPeacTB
(B peq. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

1. FocyoapcTBeHHbIN KOHTPOIb (Haa30p) B chepe oOpalleHns NekapCTBEHHbIX CPEACTB BKIOYaET B cebs:
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1) NMLUEH3MOHHBIA KOHTPONb B cdepe MpoM3BOACTBA JIEKAPCTBEHHBIX CPEACTB U B cdepe hapMaueBTUYECKON
OeAaTenbHoOCTY;

2) dbepepanbHbIV FOCyAapCTBEHHbIN Haa3op B cdhepe obpalleHnst nekapCTBEHHbIX CPeACTB.

2. JIMLEH3MOHHbIA KOHTPONb B cdhepe MpPOM3BOACTBA NEKApPCTBEHHbIX CPeACTB M B cepe dapmaLeBTU4EeCKon
AeAaTenbHOCTU OCYLLECTBIAETCH YNONHOMOYEHHbIMU dheaepanbHbiM OpraHoOM UCNOMHUTENBHOW BNAacTy U opraHamm
ncnonHuTenbHoW Bractu cybbektoB Poccuickon ®Pegepauum CornacHo WX KOMMETeHUMU B nopsgke,
ycTaHoBneHHoM PefeparnbHbiM 3akoHOM OT 26 aekabpsa 2008 roga N 294-93 "O 3awmte npas lopUaNYECcKnX nuu, n
MHAMBMAOYANbHBIX  NpeanpuHuMaTene npuv  OCYLUECTBIIEHWM [OCYyAapCTBEHHOIO KOHTpons (Hagsopa) U
MYHULMNANbHOrO KOHTponsa", ¢ y4eToM OCOBEHHOCTEN OpraHusauum u npoBeAeHUs MPOBEpPOK, YCTaHOBMEHHbIX
depepanbHbiM 3akoHOM 0T 4 mas 2011 roga N 99-d3 "O nuueH3anpoBaHUN OTAENbHbLIX BUOOB AeSATENbHOCTH".

3. PepgepanbHbll rOCYAApCTBEHHbIN HAA30p B cdepe obpalleHns nekapCTBEHHbIX CPeACTB OCYLLeCTBMseTcs
YNOSIHOMOYEHHbIMU heaepanbHbIMM OpraHaMn UCMOMHWUTENBHON BRAacTu (fanee - opraHbl rocyaapCTBEHHOro
Haja3opa) cornacHo Mx KoMneTeHuun B nopsake, ycTtaHoBneHHoMm [NpasuTtensctBom Poccuickon Pegepaumm.

4. ®epepanbHbIvi rOCyAapCTBEHHbIN HAaA30p B cdhepe obpalleHnst nekapCTBEHHbIX CPEeACTB BKMOYaeT B cebs:

1) opraHu3aumio u npoBedeHMe MpoBepoK cobnogeHns cybbekTamn obpalleHuUs NeKkapCTBEHHbIX CpeacTB
YCTaHOBMEHHbIX HacTosAwmMM PefepanbHbiM 3aKOHOM U MPUHATBIMU B COOTBETCTBUM C HUM MHBIMU HOPMaTUBHbLIMU
npasoBbiM1 aktamu Poccuickon ®depepauun TpeboBaHUN K AOKNMHUYECKUM MCCNEeoBaHUAM NeKapCTBEHHbIX
CcpeacTB, KNUHUYECKMM UCCNEAO0BaHMAM NEeKapCTBEHHbIX NPenapaToB, XpaHeHuto, nepesoske, BBO3Yy B Poccuiickyto
degepaumio, OTMYCKy, peanu3aumym NeKapCTBEHHbIX CPeacTB, MPUMEHEHUI0 FeKapCTBEHHbIX MNpenapaTos,
YHUYTOXEHWIO NeKapCTBEHHbIX CPEeACTB, a Tawke COOMAeHWs YyNONTHOMOYEHHbIMU OpraHamu UCMOMHUTENBHON
BnacTtu cybbekToB Poccuickon ®egepauum MeToaukm yCTaHOBIEHNS NPeAeribHbIX Pa3MepoB ONTOBbIX HaA6aBoK 1
npedenbHbIX Pa3MepoB  PO3HUYHbIX HaabaBoOK K  (haKTMYECKMM  OTMYCKHbIM  LeHaMm, YCTaHOBMEHHbIM
npou3BoaUTENSAMM JNEKapCTBEHHbIX MpenapaToB, Ha feKkapCTBeHHble npenaparbl, BKOYEHHbIE B MNepeyveHb
XKM3HEHHO HeobX0AMMbIX U BaXKHENMLLNX leKapCTBEHHbIX NpenapaTos (4anee - obsa3atencHble TpeboBaHNs);

2) opraHusaumio 1 nNpoBefeHVe NPOBEPOK COOTBETCTBUA JIeKapCTBEHHbIX CPeACTB, HaxoOsAWmMxcs B obpalueHum,
yCTaHOBIEHHbIM 0bsA3aTenbHbIM TPeOOBaHNAM K UX Ka4ecTBy;

3) Bblgady paspeLueHuin Ha BBO3 NNekapCTBEHHbIX CpeacTB Ha Tepputopuio Poccuiickon deaepauny;

4) opraHm3aumio 1 NpoBeaeHNe MOHUTOPUHIra 6e30NacHOCTU NeKapCTBEHHbIX NPenapaTos;

5) npumeHeHue B nopsigke, yCTaHOBMEHHOM 3akoHodaTenscTBom Poccuiickon ®egepauun, mep no npecevyeHunto
BbISIBITEHHbIX HapyLLeHn obs3aTenbHbIX TpeboBaHU 1 (MnK) YCTPaHEHUIO NOCNEACTBUN TakMX HapyLLUEHWA, Bbligady
npegnucaHMn o6 yCTpaHEeHMU BbISIBNEHHbIX HapylleHun oba3aTenbHblX TpeboBaHun W MpuBReYeHue K
OTBETCTBEHHOCTY 1L, COBEPLLMBLUNX TaKNE HAPYLLEHNSI.

5. K oTHowweHusM, cBA3aHHbIM C OcyLecTBneHneM degepanbHOro rocyaapcTBeHHOro Haasopa B cpepe obpalleHns
rnieKkapCTBEHHbIX CpeACcTB, OpraHusauuer U npoBedeHNeM MpPOBEPOK CYObeKToB obpalleHus neKkapCTBEHHbIX
CpPeAcTB, NpUMeEHsItOTCs nonoxeHunss PegepanbHoro 3akoHa ot 26 aekadbps 2008 roga N 294-93 "O 3awmTe npas
IOPUAMYECKUX NUL, U MHOUBMAYArbHBLIX NpeanpuHUMaTenen npu OCyLLECTBIEHUN FOCYAapCTBEHHOrO KOHTPOMS
(Hapgsopa) n MyHUUMNanbHOro KOHTpons".

6. JomKHOCTHbIE NnuuUa opraHa rocyfapCTBEHHOro Hagsopa B MNopsiike, YCTaHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®egepauun, MMeLOT Npago:

1) nonyyaTb Ha OCHOBaHWM MOTUBMPOBAHHBLIX MUCbMEHHbIX 3anNPOCOB OT CYOBLEKTOB 0OpaLLeHNss NeKapCTBEHHbIX
cpeacTB, OpraHOB WCMOMHUTENbHOW Bractu cybbekTtoB Poccuiickon Pegepaumm M OpraHoB MECTHOMO
camMoynpasreHns JOKYMeHTbI U MHOopMaLMio No Bonpocam obpalleHns NekapCcTBEHHbIX CPeACTB;

2) 6ecnpensaTCTBEHHO MO NPeAbABEHUN CNy>kebHOro yaoCcToBEPEHNS 1 KOMUKU npukasa (pacnopspkeHnst) opraHa
rocyfapCTBEHHONO Haj3opa O HasHavYeHUW npoBEepKM Mnocewatb WCMNorb3yeMble OPUANYECKUMU  NNLLAMMU,
MHAMBMAYanbHbIMW NpeanpuHMMaTensaMu, SBASIOWMMUCA CyObekTammn obpalleHns nekapcTBEeHHbIX CPeacTB, Npu
OCYLLECTBIMEHUN CBOEN OEATENbHOCTU TEppUTOpUU, 30aHUS, NOMELLEHUS N COOPYXEHUSA B LENSX NpoBeAeHus
MepOnNPUATUI MO KOHTPOTIO;

3) npoBoanTb OTOOP 06pa3uLOB feKapCTBEHHbIX CPeACTB, MpedHa3HaYeHHbIX Afs peanusaumv u peanusyemblx
cybbekTamn obpalleHus fNeKkapCTBEeHHbIX CPeAcCTB, ANS MPOBEPKM WX KavecTBa, MpPOBeAEeHWUs uccregoBaHum,
UCMbITaHMIN B COOTBETCTBMM C NpaBunamMmu otbopa obpasLoB, YCTAaHOBIIEHHLIMU YNONTHOMOYEHHbLIM dheaepanbHbIM
OpraHoM UCMOSHUTENBHOW BiacTy;

4) BbligaBaTb CyObekTam OOpalleHus neKapCTBEHHbIX CPEeACTB MpeanucaHus O MpekpaweHnM HapyLleHun
obsa3aTenbHbIX TpeboBaHM 1 06 yCTpaHEeHUU BbISIBNEHHbBIX HapyLLIEeHU ob6a3aTenbHbIX TpeboBaHug;

5) HanpaBnATb B YNONHOMOYEHHbIE OpraHbl MaTepuarnbl, CBA3aHHbIE C HapyLUeHUaMK obsidaTtenbHbiX TpeboBaHui,
ONsl peLleHnsi BONpocoB O BO3OY>KAEHWNM YronoBHbIX Aen Mo nNpu3Hakam nNpecTynneHun.

nasa 5. PASPABOTKA, AOKNMHNYECKWUE UCCITIEOOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE UCCITIEOOBAHUA
NEKAPCTBEHHbIX NPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA
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Cratbsa 10. PaspaboTka nekapCcTBEHHbIX CPeaCcTB

1. Pa3paboTka nekapCTBeHHbIX CpeacTB BKMYaeT B ceba MOMCK HOBbIX (PapMaKkonormyeckn akTMBHbIX BELLECTB,
nocnegywouiee M3ydyeHne UX NeKapcTBEHHbIX CBOWCTB, AOKMMHMYECKME MCCneaoBaHud, pas3paboTky TexHOomnorum
npousBoacTBa (papmaueBTU4EeCKMX CcybcTaHuui, pa3paboTKy COCTaBOB U TEXHOMOrMA  NPOU3BOACTBA
neKkapcTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTkn NeKapCTBEHHbIX CPeACTB OCYLLECTBNAETCS 3a CYET:

1) cpencts chenepansHoro 6GrooxkeTa;

2) cpencTB pa3paboTUNKOB NEKAPCTBEHHbBIX CPEACTB;

3) cpegcTtB nNpousBoguTENEn NeKapCTBEHHbIX CPEACTB NMPW BbIMOSTHEHUN Hay4HO-MUCCIeaoBaTeNbCKkMX paboT no
OO0roBopy Mexay pa3paboTumKoM NeKapCTBEHHbIX CPEACTB U NPOM3BOAUTENEM FIEKAPCTBEHHbIX CPEACTB;

4) UHbIX He 3anpeLLleHHbIX 3aKkoHoAaTenbCcTBOM Poccuiickon Pegepaumm UCTOUYHMKOB.

3. MNpaBa pa3paboTunka NekapcTBEHHOIo CPeACTBa OXPaHAOTCS rpaXk4aHCKMM 3akoHOO4ATENbCTBOM.

Cratbs 11. [JoknmMHMyeckoe nccrnegoBaHne nekapcTBEHHOro cpeacTea At MeaULMHCKOro NpUMEHeHus

1. JoknuHn4yeckoe nccrneaoBaHne nekapcTBEHHOro cpeacTea Anst MeAMLMHCKOro NPUMEHEHUs NPOBOAUTCS NyTeEM
NPUMEHEHNS Hay4HbIX METOAOB OLEHOK B LEenax nonydeHus [JokasaTenbcTB 6Ge3onacHoCTW, kKavecTBa MU
3(pPeKTUBHOCTM NEKapCTBEHHOIO CpeacTBa.

2. [loknuHu4eckoe wnccrnenoBaHWe NeKapCTBEHHOro cpeacTeBa Ans MeaWMUMHCKOrO NPUMEHEHUs MpoBOAUTCS B
COOTBETCTBMU C NpaBunamu nabopaTtopHoOV NpakTUKK, YyTBEPXKAEHHBIMU YNONHOMOYEHHBIM dheepanbHbIM OpraHoM
NCMNONHUTENbHONW BNacTu.

3. [ins opraHu3aumm n NpoBeAeHUs AOKIIMHUYECKOrO UCCNEAOBaHNS NIEKAapCTBEHHOro cpeacTBa A1 MeaAULMHCKOro
NpMMeHeHWs pa3paboTUMKM NEeKapCTBEHHbLIX CPEACTB MOTYT NPUBIEKATb HAy4YHO-MCCeaoBaTeNbCKNE OpraHM3auuu,
obpasoBaTernbHble OpraHv3auuy Bbicllero obpa3oBaHusl, UMELME HEODXOAMMYK MaTepuarbHO-TEXHUYECKYHO
6a3y 1 kBanumLMpoBaHHbIX CNELManMCcTOB B COOTBETCTBYIOLEN obnacTu uccnegoBaHms.

(8 pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [JoknNUHWYeckoe MccrefoBaHWe NeKapCTBEHHOro CpeAacTBa Ans MEeOULMWHCKOrO NMPUMEHEHUs MPOBOAUTCH MO
YTBEPXOEHHOMY pa3paboTunkOM NeKapCTBEHHOro cpeacTBa nnaHy ¢ BeAeHMeM NpoToKoMa 3TOro uccrnegoBaHms u
COCTaBeHNEM OT4ETa, B KOTOPOM COAEpXaTCs pe3ynbTaTbl 3TOr0 UCCNeLoBaHMs U 3aKNtiovYeHne 0 BO3MOXHOCTU
npoBeaeHUs KMMHUYECKOIrO UCCrefoBaHNs NEKapCTBEHHOroO npenapara Anst MEAULMHCKOro NPUMEHEHNS.

5. lMpoBeaeHne npoBepok cobnogeHus npaewun nNabopaTopHOW MPaKTUKM M MPaBOBbIX HOPM MCMOMb30BaHUS
XMBOTHbIX MpPWU MNPOBEAEHUN [OOKIUHUYECKMX MWCCNEeAOBaHWN JEKapCTBEHHbIX CPeacTB Anst MeOMLUHCKOro
NPMMEHEHMWS OCYLLIECTBNSAETCS YNONMHOMOYEHHbIM ddeepanbHbiM OPraHOM UCMOMHUTENBHOM BNacTy.

6. Pe3ynbTaThl AOKNMHUYECKOIO UCCIEN0BaHUS NEKapCTBEHHOIO cpeacTBa AN MeAULMHCKOrO NPUMEHEHUSA MOTYT
ObITb NpeACcTaBMNeHbI B YNOMHOMOYEHHbIN dhefeparnbHbIvi OpraH UCMONHUTENBHONM BIiacTU B yCTAHOBINIEHHOM Nopsiake
B LLeNIsX rocy4apCTBEHHOWN pernctpaumm fiekapcTBEHHOrO npenapara.

Cratba 12. [lOKNMHMYECKOE UCCnegoBaHME FEeKapCTBEHHONO CpeacTBa W KIMHMYECKOE  MCCrefoBaHue
NeKapCTBEHHOro npenapara Ansi BeTEPMHAPHOIO NPUMEHEHMS

1. JoknuHnyeckoe nccrnegoBaHne NekapCTBEHHOrO CpeacTea Af1 BETEPUHAPHOro NPUMEHEHUSI MPOBOAUTCS NMyTEM
NMPUMEHEHMST Hay4HbIX METOZOB OLEHOK B LEensAx MNONyvyeHust [okasaTenbCTB Oe3onacHoCTW, KadecTBa U
3a(ppekTMBHOCTM NEKapCTBEHHOro0 CpeacTBa, B TOM 4uUCre onpedeneHusl cpoka ero BblBe4eHUs U3 opraHuama
XMBOTHOrO, B Lenax obecnedeHnss 6e30MacHOCTU NPOAYKLMU XMBOTHOTMO MPOUCXOXAEHMS MOCHe MPUMEHEHMUS
COOTBETCTBYIOLLIEro NiekapCTBEHHOro Npenapara.

2. [oknuHuyeckoe wuccrnefoBaHWE IeKapCTBEHHOro CpefcTBa M KIMHMYECKOe WccrnefoBaHue IekapCTBEeHHOro
npenapaTa Afs BETEPUHAPHOIO MPUMEHEHUS, uccnefoBaHne GUOIKBUBANEHTHOCTM YKA3aHHOTO JIEKAPCTBEHHOIO
npenapaTta NpoOBOAATCHA B COOTBETCTBUM C NpaBuiiaMmn, yTBepXxXgeHHbIMU YNONHOMOYEHHbIM beaeparibHbIM OpraHoM
UCMOMNHNTENBHOW BNACTU.

3. [JoknuHu4eckoe uccrefoBaHWe IeKapCTBEHHOIo CPeAcTBa M KIMHMYECKOEe WccrefoBaHWe JieKapCTBEHHOro
npenapata afil BETEPMHAPHOrO MPUMEHEHUS MPOBOAATCSA MO YTBEPXKAEHHOMY pa3paboTYMKOM NEKapCTBEHHOro
CpeAcTBa nnaHy ¢ BefeHneM NpoTOKONOB 3TUX UCCIeAOoBaHNA U COCTaBNEeHNEM OTYETOB, B KOTOPbIX COAepXKaTcs
pesynbTaTthl 3TUX UCCREea0BaHNN.

4. [Ina opraHu3auun 1 nNpoBefeHUs OOKIUHUYECKOro MUCCrefoBaHUs NekapCTBEHHOro CPeacTBa U KIMHUYECKOro
nccrnefoBaHUsl NekapCTBEHHOrO npenapaTta A BETEPUHAPHOro NPUMEHEHWUs pa3paboTyMK JeKapCTBEHHOrO
cpeacTBa MOXET MpuBMeKaTb OpraHusauun, umetowme HeobxoauMyto MaTepuanbHO-TEXHMYECKYlD 6asy wu
KBanMUUNpOBaHHbIX CMELMANUCTOB B COOTBETCTBYIOLLEN 06MacTu uccrnenoBaHus.
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5. KnuHudeckue uvccnenoBaHus NekapCTBEHHbIX MpenapaToB OfiA BETEPMHAPHOTO NPUMEHEHWUs MPOBOASATCA B
BETEpPMHAPHbIX OpraHM3aunsx U B OpraHu3auusix, OCyLLECTBNSAWNX pa3BedeHre, BbipallMBaHe U COAepaHue
XMBOTHbIX, B LENsX:

1) ycTaHOBNEHNs NepeHOCUMOCTM NeKapCTBEHHbIX NPenapaToB 340POBbIMU XXUBOTHbLIMMU;

2) nogbopa onTMMarnbHbIX AO3MPOBOK MEKApPCTBEHHbIX MpenapaTtoB M Kypca fNeyvYeHus Ha KOHKPETHOW rpynne
XWUBOTHbIX C onpeaeneHHbIM 3aboneBaHnewm;

3) yctaHoBneHnsa 6e3onacHoCT 1 abPEKTUBHOCTU NEKapCTBEHHOro npenapara, npegHa3HavYeHHoro Ans nevyeHns
onpeferneHHbix 3aboneBaHun XMBOTHBIX, NN 3DPEKTUBHOCTU MNEKAPCTBEHHOrO npenapara Ans npodunakTuku
3aboneBaHuin 300POBbIX XXUBOTHbIX;

4) n3yyeHus1 BO3MOXHOCTEW pacLUMpPEHUsi MOKa3aHUM K MPUMEHEHWIO 3aperncTpupoBaHHOrO fieKapCTBEHHOMO
npenapaTa v BbISIBNEHUSA paHee HEN3BECTHbLIX MOBOYHbLIX OENCTBUNA.

6. KnuHnyeckoe nccnegoBaHne nekapCcTBEHHOMO Npenapara Afis BeTepMHapHOro NpUMEHeHNs OCyLLeCTBIAETCS 3a
cyeT cpeacTB pa3paboTymka nekapCTBEHHOIO CpeacTBa.

7. Ot4yeTbl O pesynbTaTax [AOKIMHWYECKOTO WCCMEedOBaHUS JeKapCTBEHHOIO CpeacTBa W KIMHUYECKOro
nccrneoBaHUsl NEKapCTBEHHOrO npenapaTta Ans BeTEepMHApPHOrO MPUMEHEHWUs COCTaBMATCS pa3paboTynkom
NEeKapCTBEHHOro0 cpeacTtBa C YY4E€TOM 3aKkMYEHWUA OpraHvM3auun, MPUHUMAaBLLMX YyyacTue B OpraHusauum u
npoBeaeHUN 3TUX UCCnegoBaHUN.

8. KoHTponb 3a npoBegeHWeM [AOKMMHUYECKUX WCCNeaoBaHUMA NEKapCTBEHHbIX CPEeACTB U KITMHUYECKMX
nccneaoBaHUN NeKapCTBEHHbIX NPenapaToB AN BETEPUHAPHOIO NPUMEHEHUSA OCYLLLECTBNSETCS YNONHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

aga 6. OCYLLUECTBNEHUE FOCYAAPCTBEHHOW PEFUCTPALINU
NEKAPCTBEHHbIX MPEMNAPATOB

Cratbsa 13. [ocygapcTBeHHas permctpaums nekapcTBEHHbIX NpenapaTos

1. JlekapcTBeHHbIE NpenapaTbl BBOAATCS B rpakgaHCKmMn 060poT Ha Tepputopum Poccuinckon depgepaumm, ecrnv oHm
3apermcTpnpoBaHbl COOTBETCTBYIOLLMM YNONTHOMOYEHHbLIM (hbeaepanbHbiM OPraHOM UCTIONHUTENBHOW BRiacTu.

2. l'ocypgapCTBEHHON permcTpaumm noanexar:

1) opurnHanbHble NekapcTBEHHbIE NpenapaTs;

2) Bocnpoun3BeeHHble nekapcTBeHHbIe npenaparbl;

3) HoBble KOMOVHaLIMKN 3aperncTpPUpPOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos;

4) nekapcTBeHHble npenapaTbl, 3apermcTpupoBaHHble paHee, HO MPOW3BEAEHHble B OPYrMX JleKapCTBEHHbIX
dopmax, B HOBOW JO3MPOBKE.

3. N'ocynapcTBeHHas pernctpaums fekapcTBEHHbIX NpenapaTos Ans MeAMLUHCKOro MPUMEHEHNS OCYLLLECTBNAETCS
no pesynbTataM SKCNepTU3bl JeKapCTBEHHbIX CPEeACTB U OTUYECKOW SKCNepTU3bl BO3MOXHOCTW NpoOBedeHUs
KMMHUYECKOro UCCrefoBaHUs nekapCcTBEHHOro npenapaTta ans MeguuuHCKOro npumeHeHus (ganee - atvyeckas
akcnepTtu3a). [ocygapcTBeHHas permcTpaumst fieKapCTBEHHbIX MpenapaTtoB Afid BETEpUMHApPHOro MpUMEHeHUs
OCYLLECTBMAETCH NOo pe3ynbTaTtam 3KCNepTU3bl SIeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPUMEHEHNS.

4. TocypapcTBeHHas perucrpauus FeKapCTBEHHbIX MpenapaTtoB  OCYLWECTBNSETCS  COOTBETCTBYHOLLMM
YNONTHOMOYEHHbIM (hefepanbHbIM OpraHoM MCMONMHUTENBHOW BNacTu B CPOK, HE NPeBbIWAoWUA ABYXCOT AECATH
pabounx OHew CO AHA MPUHATMSA 3asiBNEeHUMs O roCyAapCTBEHHOW peructpaumu rekapCTBeHHOro npenapata. B
yKasaHHbIA CPOK BKIOYaeTcs Bpemsi, HeobxoamMmoe Ansi MOBTOPHOMO NPOBEAEHWS 3KCMepTU3bl NEKapCTBEHHbIX
CPeAcCTB U (Mnn) 3TUYECKON SKCMepPTU3bl B COOTBETCTBUU CO cTaTben 25 HacToswero ®efepansHoro 3akoHa. Cpok
rocy4apCTBEHHON perucTpaumm reKkapCTBEHHOrO npenapata UCYUCNSAETCA CO AHA MPUHATUS COOTBETCTBYHOLLUM
YNONHOMOYEHHbIM defiepanbHbIM OpraHoOM UCMONHUTENBHOW BlacTu 3asiBNEHUS O rocyfapCTBEHHON perncrpauum
fiekapCTBEHHOro npenapara C NpuUnoXeHneM HeobXoAMMbIX AOKYMEHTOB NO AeHb BblAavn perucTpauynoHHOro
YAOCTOBEPEHNsI NekapCTBEHHOro npenapara. Bpemsa npoBegeHUs KNMHUYECKOro MccnegoBaHns fiekapCTBEHHOMO
npenapaTta, a Tawkke Bpems, HeobxoAumoe ANA HanpasfeHWst YNOMHOMOYEHHbIM defepanbHbIM OpraHoMm
MCMNOMHUTENbHOW BRacTu 3anpoca O npeAcTaBneHny HeobXoaMMbIX MaTepuanoB U NpeacTaBneHus 3asButenem
OTBETa Ha JaHHbIN 3anpoc B COOTBETCTBMM CO cTaTtbsamu 16, 19, 22 n 23 HacToswero degepanbHOro 3akoHa, He
YYUTBIBAETCS MPU MCHUCIIEHUN CPOKa roCYyAapCTBEHHOW perncTpauum Takoro IekapcTBEHHOro npenapara.

(B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

5. MocynapcTBeHHOW perncTpaummn He noanexar:

1) nexkapcTBeHHble MpenapaTbl, WU3rOTOBMIEHHbIE anTEeYHbIMW OpraHn3auusMn, BeTEPUHAPHLIMU anTeYHbIMU
opraHmsaumsamMmn, UHOMBUAyanbHLIMU NpeanpuHuMaTensMm, KOTOpble UMEKT NULEH3NI0 Ha dapmaueBTUYeCKyo
[eATenbHOCTb, MO peuenTaM Ha IekapCTBEeHHble npenapatbl U TpeboBaHWAM MeOUUMHCKMX OpraHusauuw,
BETEpPUHaPHbLIX OpraHn3aLunin;

2) nekapCTBEHHOE pacTUTENbHOE CbIpbE;
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3) nekapCcTBEHHblE MpenapaTbl, NPUOOPETEHHbIE (PU3NYECKMMM NULLAMWN 3a NpefenaMmm Tepputopumn Poccuinckom
denepaumu n npegHasHayeHHbIe ANt TMYHOIO NCMONb30BaHUS;

4) nekapcTBeHHbIE NpenapaTbl, NpegHa3Ha4YeHHbIe 118 3KCMopTa;

5) paguodapmaLieBTMUECKNE NEKapCTBEHHbIe npenapaTtbl, U3rOTOBMNEHHbIE HEMNOCPEACTBEHHO B MEAULIMHCKUX
opraHusaumsix B nopsake, yCTaHOBMEHHOM YNOMHOMOYEHHbIM doefeparibHbIM OpraHoM UCMOMHUTEMNbHON BNacTu.
6. He ponyckaeTcs rocynapctBeHHas perncrpaums:

1) pasnuyHbIX NeKkapcTBEHHbIX NpenapaToB NO4 OAMHAKOBbIM TOProBbiIM HAMMEHOBAHNEM;

2) OpHOro mnekapcTBEHHOro npenaparta, BbIMYCKAaeMOro npousBoAMTENEM Mo pPasfuyHbiMU  TOProBbIMU
HaMMEHOBaHUAMUN N NPEACTaBNEHHOIO Ha rOCy4apCTBEHHYIO perucTpaumio B BUuae ABYX U 6onee nekapcTBEHHbIX
npenapaTos.

Cratbs 14. rlpVIHU,VII'IbI 9KCNEePTU3bl JNTEKAPCTBEHHbIX CPENCTB U 3TUYECKON 9KCMNEepPTU3bl

1. OKkcnepTu3a NeKapCTBEHHbIX CPEACTB M 3TMYECKasl SKCMepTv3a OCHOBLIBAKOTCA Ha MpUHLUMNAX 3aKOHHOCTW,
cobntogeHns npaB U cBoboA YernoBeka W rpaxaaHuHa, npaB pUONYEcKoro nuua, He3aBMCMMOCTM 3KChepTa,
06'beKTVIBHOCTI/I, BCECTOPOHHOCTMN U MNOJIHOTbI VICCJ'Ie,EI,OBaHI/II7I, npoBoAMMbLIX C WMCNOJ1Ib30OBaHMEM COBPEMEHHbIX
OOCTWXKEHUA HayKn U TEXHUKN, OTBETCTBEHHOCTM dheepanbHOro rocygapCTBEHHONO BHOMKETHOMO yYpeXaeH s no
npoBeaeHno 3KCNepTn3bl NekapCcTBeHHbIX CPeACTB N SKCNEepTOB 3a NpoBegeHmne N Ka4eCcTtBoO 3KCNepTu3bl.

2. SKcnemeaa NleKapCTBeHHbIX cpeacTBs Ana MeguunHCKOro npumMeHeHmna npoBoanTCA No3TanHo:

1) Ha nepsBom 3Tane - aKcnepTu3a AOKYMEHTOB AN MOMyYeHUs paspelleHnss Ha MpPOBEAEHWe KIMHUYECKOro
nccrnenoBaHusi NeKapcTBEHHOMO Npenapara, 3a UCKINIYeHNEM:

a) NekapCTBEHHbIX NpenapaToB, KOTOPbIe pa3peLleHbl AN MeaULIMHCKOro MPUMEHEHWS Ha TeppuTopumn Poccuiickoin
depepaumm Gonee paBaguatM NeT U B OTHOLIEHMM KOTOPbIX HEBO3MOXHO MpPOBEAEHME WCCredoBaHus
OMOSKBNBANEHTHOCTY;

6) neKkapcTBEHHbIX npenapaToB AN MEeOUUMHCKOrO MPUMEHEHUs, B OTHOLUEHWM KOTOPbIX MPOBEAEHbI
MeXOyHapOAHble MHOMOLEHTPOBbIE KMMHUYECKME UCCNedoBaHUs, YacTb U3 KOTOPbLIX MPOBEAEHa Ha TeppuTopuu
Poccuiickon ®epepauuu;

2) Ha BTOPOM 3Tane - 3KCnepTuda npearioXXeHHbIX MeToOOoB KOHTPOA KayecCTBa JieKapCTBEHHOro cpeactea U
KadecTBa npefcTaBrieHHbIX 06pa3uoB NeKapCTBEHHOrO cpeacTBa C UCMOMb30BaHWEM 3TMX MEeTOHOB (ganee -
3KCnepTM3a KayecTBa fiekapCTBEHHOIO CPeAcTBa) U 3KCMepTM3a OTHOLUEHMST OXUOAEMOM NOSb3bl K BO3MOXHOMY
PUCKY npuMeHeHUa nekapCTBeHHOro npenaparta, OocywecTBndemMble nocne npoeeaeHna ero KrnHU4ecKkoro
ncecregoBaHus.

3. OkcnepTu3a NnekapcTBEHHbIX CpeAcTB AN BeTEPMHAPHOIo NPUMEHEHWs1 NPOBOANTCS OAHO3TAMNHO M BKIOYAET B
cebs1 aKCnepTU3y KayecTBa fiekapCTBEHHOMO CpeacTBa U 9KCNepTU3Yy OTHOLLIEHUS OXKMAAEMOW Nofb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS NeKapCTBEHHOIO NpenaparTa.

CraTbs 15. Cbe,u.epaanoe rocygapcrtBeHHoOe OroaxeTHOE ydypexaeHume no npoBeneHno 3KCnepTu3bl NIeKapCTBEHHbIX
cpencTe

3KcnepTnsa nekapcTBEHHbIX CPEACTB NMPOBOAUTCA dheepanbHbiM rocyAapCTBEHHbIM GHOMKETHBIM yUpexaeHuem
COOTBETCTBYIOLLErO YMOMHOMOYEHHOro (heaeparnibHOr0 opraHa MWCMOSMHUTENbHOM BRacTW, CO3J4aHHbIM  Ans
obecneyeHns UCMONMHEHUS MOMHOMOYMI 3TOrO hefeparnbHOro opraHa Mo Bblgade paspelleHVMin Ha npoBefeHue
KMUHUYECKUX UCCIeOOBaHWA NeKapCTBEHHbIX MpenapatoB M (UnM) MO  rocyAapCTBEHHOW peructpauuu
neKkapcTBEHHbIX NpenapaToB (4anee - 3KCNepTHoe yYpexaeHue).

Cratba 16. OpraHusauusi NpoOBeOEeHUsl IKCNepTU3bl JIEeKapCTBEHHbIX CPEACTB B LENAX WX rocydapCTBEHHO
perucTpaumm

1. SKcnepTwaa JIeKapCTBEHHbIX CpeacTtB nNpoBOAUTCA Komuccuen OKCNepToB 3KCNEepPTHOro y4pexaeHud,
Ha3Ha4yeHHoOW ero pykoBoauTenem, Ha OCHOBaHUW 3aaHUA Ha nNpoBeaeHne SKCNepTu3bl NIeKapCTBEHHOIo cpeacTea,
BblJAaHHOIO YMOJIHOMOY€EHHbIM (*)e,l:l,epaﬂbelM opraHom MCMNOSTHUTENBHOW BRacTMW. PyKOBO,D,I/ITeJ'Ib QKCNepTHOro
ydpexaeHusa obecneunBaeT Hagnexatliee npoesegeHne 3KCnepTu3bl NeKapCTBEeHHbIX CpencTtB B COOTBETCTBUU C
3agaHuneMm, BblAaHHbIM YMNOJIHOMOYEHHbIM q)e,u,epaanblm OopraHom MCMNOSTHUTENTbHOW BfacTu, wu opraHusyet
noarotoBky CBOAHOIO 3aKkro4veHud 3Ton Komuccun. B coctaB 3ToM KomMmccum no peweHuo pykoBoauTena
OKCMNEPTHOro y4ypexaeHuna MoryTt ObiTb BKIMOYEHbI B KayecTBe 9KCnepToB nuua, He pa60Tarou.u/|e B AaHHOM
3KCNepPTHOM Yy4pexaeHun, ecnn mnx cneuuarnbHble 3HaHUA HeobxoouMMbl Ans npoBeaeHna 3KCNepTu3bl N Takue
9KCNepTbl OTCYTCTBYIOT B JAHHOM 3KCNEPTHOM Yy4dpeXXaeHUn.

2. 3KCF|epTOM no npoBeaeHnto 3KCNeEpPTU3bl J1I€KApPCTBEHHbIX CpeacTtB dABNAeTCA aTTeCcTOBaHHbIN pa6OTHI/|K
OKCNEePTHOro y4dpexneHud, KOTOprl7I MnMeeT BbiCcllee MeauunHckoe, cbapmau,eBTquCKoe, Buonormyeckoe,
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BETEpPUHaApHOE UMM XMMUYeckoe obpasoBaHWe M MPOBOAUT 3SKCMEPTU3Y FeKapCTBEHHbIX CPEeACTB B MOPSAKe
NCMNOJSTHEHNST CBOMX AOIMKHOCTHBIX 06513aHHOCTEN (danee - SKcnepT).

3. Tpn npoBedeHWM 3KCNEPTU3bl FEKAPCTBEHHbIX CPEACTB 3KCMEPT He MOXEeT HaxOAuTbCA B Kakom-nnbo
3aBMCMMOCTM OT NuuA, HasHaYMBLUEro 3Ty 3KCNepTuady, paspaboTymka NekapCTBEHHOro CPeacTBa WUMuM OpYrux
3anHTEepPeCOBaHHbLIX B pesdyrnbTaTax aKCnepTusbl NnLl.

4. lMpun npoBeAeHUN 3KCNepTU3bl NEKapCTBEHHbIX CPeACTB He AonyckaeTca uctpebosaTb y 3asaBUTENS MO0 MHbIX
nvy Matepwuansbl, Heobxoaumble OnA NpPoBeAeHWs 3Kcneptu3bl. B cnyyae HegocTaTovyHOCTM NpeacTaBrieHHbIX
3KCNepTy MaTepuanoB ANA Oayn 3aKNioYeHWs dKCnepT CTaBWUT BOMPOC O MpeacTaBfeHun emy HeobXoaumbix
mMaTepuanoB nepen pPyKOBOAUTENEM 3SKCNEPTHOTO Y4YpexOeHus, KOTopbli obpaliaeTcd C COOTBETCTBYHOLLMM
3aMpoCcoM B YMOMHOMOYEHHBIN deaeparnbHbli OpraH UCNOSIHMTENbHOW BNacTu, BbiAaBLUUM 3a4aHve Ha NpoBeaeHve
3KCMepTW3bl NEKapCTBEHHOIO CPeACTBa. YKa3aHHbIN dyedeparbHblii OpraH UCMONHUTENBHON BNACTU B TeYEHME NATU
pabounx AHew CO AHA NOCTYNMEeHUs 3anpoca PyKoBOAWTENS IKCMEPTHOro YYpEeXAeHWsA HanpasnseT 3asBUTENto
3anpoc o npeacTaBneHnn Heobxoammblx maTepunanoB. [JaHHbIN 3anpoc MoXeT ObiTb NepedaH ynoriHOMOYEHHOMY
npeacTaBuTemNo 3asBUTENS MWYHO NOA PAacnMCKy, HampasneH Mo MoyTe 3akasHblM MUCbMOM WM nepedaH B
SMEeKTPOHHOW hopMe MO TeNeKOMMYHMKALMOHHBIM KaHanam cBAsun. B cnyyae HanpaBneHuss gaHHoOro 3anpoca no
noyTe 3aKa3HbIM MUCbMOM OH CHMTAETCS NOMYyYEeHHbIM NO UCTEYEHUM LIECTU AHEN C AaTbl HanpaBneHUs 3aka3Horo
nucbma.

(vyacTb 4 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3aaBuTenb 06593aH NpeacTaBMTb OTBET Ha 3amnpocC YNONTHOMOYEHHOrO heaepanbHOro opraHa UCMONTHNTENBHOM
BNacTM B CPOK, He MpeBbIWAKLWNA AeBAHOCTa pabounx AHEeW CO AOHS ero nonyyeHusi. YNOMHOMOYEHHbIN
deneparnbHbI opraH UCNONHUTENBHOW BNAacTy, BblAaBLUWA 3aJaHne Ha NpOBeAEeHUe 3KCNepTUsbl NeKapCTBEHHOMO
CpeacTBa, B TeyeHune nATv paboumx AHeW Co AHA NOCTYNIEHNs OT 3asBUTENS OTBEeTa Ha AaHHbIV 3anpoc HanpasnseT
TakoW OTBET B 3KCNEpTHOe yupexaeHue. B cnyyae HenpeacTaBneHus no MCTeYeHUM AeBAHOCTa paboumx AHen
3asgBMTENIeM OTBeTa Ha [AaHHbIA 3anpoc YMNONHOMOYEHHbIW d)edeparnbHbIfl OopraH MWCMOSHUTENbHOW BRnacTy,
BblAaBLUMA 3afaHuWe Ha NpoBedeHWe 3KCMepTu3bl feKapCTBEHHOro CPeAcTBa, B TeuveHue nATuM pabounx gHen
HanpaBnsieT B 3KCNEpTHOe yypexaeHue yBeAOMIIeHME O HenpeacTaBreHun 3asBuTeNieM OTBeTa Ha 3anpoc
yKa3aHHOro opraHa. Bpems co gHA HanpasneHws 3anpoca 3KCNEpPTHOro YYpexaeHWss B YNOMHOMOYEHHbIN
degepanbHbI OpraH UCMNONHUTENBHON BAAacTu OO AHS MOMyYeHUs SKCNEepPTHbIM yYpexaeHnem OTBeTa Ha 3anpoc
UnNn yBegOMIEHNS O HEMPEeACTaBNeHUN OTBETa Ha 3anpoc He Y4MTbIBAETCS NPW MCHUCIIEHUM CpOKa MpOBeAeHWUs
3KCNepTM3bl NeKapCTBEHHOIO CPeAcTBa.

(vacTb 4.1 BBegeHa PeaepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. 3kcnepT npu npoBedeHWM MOPYYEHHOW €My PYKOBOOMTENEM OSKCMNEPTHOTO YYPEXAEHUS IKCnepTusbl
rniekapcTBeHHOro cpeactea 0653aH:

1) npoBecTn MonHoe wccnegoBaHWe MpeacTaBfieHHbIX eMy OObekToB, MaTepwanoB, AaTb 00OCHOBaHHOE U
OOBbEeKTUBHOE 3akrioyeHue Mo MOCTaBfEHHbIM Neped HWM BOMPOCaM MM MOTMBMPOBAHHOE 3aKiloyeHue O
HEBO3MOXXHOCTM MPOBEAEHUS UM 3KCMEepPTU3bl NNEKapCTBEHHOMO CPEACTBa, €CMW NOCTaBMEHHbIE BOMPOCH! BbIXOOAAT
3a npegenbl crneuuwanbHbIX 3HAHWWM 3KcnepTa, OObLEKTbl WCCNeAoBaHWM UM maTepuanbl HENPUrogHbl  MNn
He[oCTaTOYHbI Afsi NPOBeAEHMS UCCregoBaHMIM 1 Aadun 3akiodeHns NMbo COBPEMEHHbIV YPOBEHb Pa3BUTUS HayKu
He No3BONSAET OTBETUTbL Ha NOCTaBMEHHbIE BONPOCHI;

2) He pasrnawaTtb CBeAeHUs, KOTopble CTann eMy U3BeCTHbl B CBSI3W C NPOBEOEHNEM IKCNEPTU3bl NIEKAPCTBEHHOIO
cpeacTBa, a Takke CBeeHMWsl, COCTaBMsAoLWLmMe rocygapCTBEHHY0, KOMMEPYECKYIO NN NHYK0 OXPaHSAEMYHO 3aKOHOM
TanHy;

3) obecneunTb COXpPaHHOCTb NpeACTaBreHHbIX 00 BEKTOB NCCNEA0BaHUN U MaTepUarnos.

6. OKcnepT He Bnpase:

1) NpoBOAUTbL 3KCMEPTM3Y NEeKapCTBEHHOIO cpeacTBa No 0bpaLleHuto HenocpeacTBEHHO K HEMY OpraHu3auui nnm
dmanyeckux nuu;

2) camocTosiTenbHO cobupaTe MaTepuansl ANA NPOBEAEHUS IKCNEPTU3bl NeKapCTBEHHOrO CPeACTBa;

3) NpoBOANTL IKCNEPTU3Y NEKApCTBEHHOIO CpeacTBa B Ka4ecTBe HerocyaapCTBEHHOrO aKkcnepTa.

7. B cnyyae HeobxoQMMOCTU 3KCMepT BNpaBe Xxo4aTancTBoBaTb nepes pykoBOAUTENEM IKCMEPTHOro yyYpexaeHus
0 NpUBEYEHNM K MPOBEAEHNIO SKCNEPTM3bl TeKapCTBEHHOrO CpeAcTBa APYrmx 9KCNepTOB.

8. Kaxablm akcnepT, BXOAAWMNA B COCTaB KOMMUCCMM IKCMEpPTOB, KOTOPOW MOPYYEHO NpoBedeHue IKCnepTusbl
NeKkapCTBEHHOrO0 CpeAcTBa, HE3aBMCMMO U CaMOCTOATENbHO MPOBOAMT MCCreoBaHuUs, OUEHMBaeT pes3ynbTarhbl,
NOMyYeHHbIE UM JIMYHO M APYrMMM 3KcnepTamu, 1 opMynupyeT BbIBOAbI OTHOCUTENBHO NMOCTaBNEHHbIX BONPOCOB
B NpeAenax CBOMX crnewumanbHbIX 3HaHWUN.

9. PesynbTaTbl 9KCMEpPTU3bl NEKAPCTBEHHOro cpeAcTBa OgOpPMISIOTCA 3aKMYeHMeM KoMuccun akcneptos. B
3aKIMIOYEHUN KOMUCCUM IKCNEpPTOB YKa3blBAlOTCS MNepeyveHb UuccrnefoBaHuii, 06bem MnpoBedeHHbIX KaXabiM
9KCNEepPTOM WCCNEeAOBaHWMA, YCTaHOBMNEHHbIE KaXAbIM U3 HUX (bakTbl U CAeNnaHHble B pesynbTaTte UccrnegoBaHun
BbIBOAbl. OKCMEPT, MHEHNE KOTOPOro He COBMNajaeT C pelleHMeM KOMUCCUM 9KCMepTOB, BMpaBe Bblpa3uTb CBOE
MHeHWe B NCbMEHHOM hopme, KOTOpoe NPUoBLLAETCs K 3aKIMIOYEHNI0 KOMUCCUN IKCNIEPTOB.
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10. OkcnepThbl, BXoAslWMe B COCTaB KOMMCCWMW, MNpeaynpexgatTcs o6 OTBETCTBEHHOCTM B COOTBETCTBMM C
3akoHogartenbcTBoM Poccuiickon ®egepaumn 3a gady 3aknudeHus, cogepXawero HeobOoCHOBaHHbIE UK
hanbcugrLMpoBaHHbIE BbIBOAbI, O YEM OHW AAKOT MOAMUCKY.

11. OnpegeneHne ypoBHsi NpodeccuoHansHOM NOAroTOBKM 3KCMEPTOB M aTTecTauus MX Ha npaBoO NpoBeAeHUs
3KCMEePTM3bl NTEKAPCTBEHHbIX CPEACTB OCYLLECTBSAITCA 9KCNEPTHO-KBANMMPUKALMOHHBIMU KOMUCCUAMW B NOPSAAKE,
YCTaHOBMNEHHOM COOTBETCTBYIOLLMM YMOMHOMOYEHHbIM dhefeparnbHbiM OpraHoM UCNONMHUTENBHON BNAcTu. YpoBeHb
npodeccroHanbHON NOArOTOBKM IKCMEPTOB NOANEXUT NEPECMOTPY YKa3aHHbIMU KOMUCCUSIMUA HE pexe YeM OAMH
pas B NATb NneT.

12. MNpaBuna npoBegeHUsa 3KCNepPTU3bl NEKApCTBEHHbLIX CPEeACTB M (hopMa 3aKknioYeHUMs KOMUCCUM IKCNepTOB
yCTaHaBMNMBaKTCA COOTBETCTBYHOLLUMM YNONTHOMOYEHHbBIM dheeparibHbIM OpraHoM UCMOSTHUTENBHON BNacTu.

Cratbs 17. 3Tudeckas akcrnepTusa

1. OTnyeckas akcnepTn3a NPOBOAUTCS B LieNsX Bblgady 3aknoyeHms 06 aTudeckon 060CHOBaHHOCTH BO3MOXHOCTH
npoBefeHUs KIMHUYECKOro uccneaoBaHnsa nekapcTBeHHOro npenapara Ansg MeauuMHCKOro NnpuMeHeHns COBeTOM
no 3TMKe, CO34aHHbIM B Mopsigke, YCTAaHOBMEHHOM YMONTHOMOYEHHbIM dheaepanbHbiM OpraHOM MCMOMHUTENbHOM
BNacTu.

2. 3kcneptamm coBeTa MO 3TUKE MOryT OblTb NpeacTaBuTENU  MEOMLUMHCKMX, HaydHbIX OpraHu3auum,
obpasoBaTtenbHbIX OpraHu3aumi BbiCLLEro obpa3oBaHusi, a Takke npeacTtaBUTeny obLLECTBEHHbIX OpraHu3auum,
PENUIMO3HbIX OpraHM3auuin 1 cpeacTB MaccoBON MHdopMauuK. [laHHble 3KCNepThl HE AOMKHbI HAXOOUTBLCS B KAKOM-
nmbo 3aBMCMMOCTM OT paspaboTyMKOB IEKAPCTBEHHbIX MNpenapaToB W ApYyrux nuu, 3aMHTepecoBaHHbIX B
pe3ynbTatax 3TMY4EeCKON SKCNepTusbl.

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

3. OnnaTta ycnyr aKCnepToB COBETA MO 3TMKE OCYLLECTBMSAETCA Ha OCHOBAHWM [OroBOpa, 3aK/OYEHHOTro MeXay
YMOMHOMOYEHHbIM hefepanbHblM OpraHoOM UCMOSMTHUTENbHOW BMNAcTW, KOTOPbIM CO3[4aH COBET MO 3TUKe, U
3KCMepToOM coBeTa MO 3TUKe, 3a cYeT OMKEeTHbIX acCUrHOBaHWW, MNpPenyCMOTPEHHbIX YMONTHOMOYEHHOMY
denepanbHOMy OpraHy MCMOMHUTENbHOW BriacTu, CO3A4aBLUEMY COBET Mo 3TUKe, B dpefepanbHoM GrogpkeTe Ha
COOTBETCTBYIOLLMI ro4 Ha obecneyeHne ero OesiTeNbHOCTU, U B pa3mepax, YCTaHOBMEHHbIX [MpaBUTensCTBOM
Poccuickon ®egepauun.

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

4. DkcnepTbl CoBETa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHodaTenbCcTBOM Poccuiickon
depepauymm.

5. CocTaB coBeTa Mo 3Tuke, NonoXeHne o6 aToM CoBETE, NOPSAOK ero AeATeNnbHOCTU, TpeboBaHMsA Kk kBanudukauum
M oNbITY paboThl MO 3KCMEPTHOWM OLEHKE HAaYYHbIX, MEAULMHCKNX N 3TUHMECKMX aCMEKTOB KITMHUYECKMX NCCreaoBaHN
neKkapcTBEHHbIX MpenapaToB Ans MeAMLMHCKOro MpUMEHEHUs, npedbsaBnsgeMble K 3KCnepTaMm coBeTa Mno 3Tuke,
NopsiioK opraHMsauMmM W NpoBefeHUa STUYECKOM JKCNepTusbl, dopma 3akrnoyeHus coBeTa Mo  3TUKe
yCTaHaBMMBalTCA YNOMHOMOYEHHbIM (befieparnbHbIM OpraHOM UCNONHUTENBHOW BracTu. Yucno npeacraBuTenen
MEeOMLMHCKUX OpraHn3aumnin He MOXeT MpeBbILLATh NOMOBUHY OT 0BLLEro Yncna aKCnepToB COBETA MO 3TUKE.

6. MHdopmauma o cocTaBe coBeTa MO 3TMKe, MNaHax ero paboTbl M TEKyLlen AeATEeNbHOCTU pa3mellaeTcs Ha
oduumnanbHOM canTe YnonHOMOYEHHOro dhefepanbHOro opraHa UCNONHUTENbHOM Bnactu B cetn "NIHTepHeT" B
YCTaHOBMEHHOM MM MOpPsiaKe.

CraTtbs 18. Mogaya n paccMOTPEHUE 3asiBNEHUI O rOCYAapCTBEHHOW PErncTpaLmMmn nekapCcTBEHHbIX NpenaparTos u
npeacTaBneHne HeobXoaAMMbIX JOKYMEHTOB

1. [Ansi rocyaapCTBEHHOW perMcTpaunm nekapcTBeHHOro npenapara pa3paboTyuk fiekapCTBEHHOrO npenapara unm
YyNOMHOMOYEHHOEe MM [pyroe lopuaudeckoe nuuo (ganee - 3asgBuTenb) nNpeacTaBndeT B COOTBETCTBYHOLLMN
YMOMHOMOYEHHbIA  (hbedepanbHbli  OpraH  UCMOMHUTENbHOW BfacTW, OCYLECTBNALWMIA  rocy4apCTBEHHYIO
perncTpaumio nekapcTBEHHbIX MpenapaToB, 3asiBfieHWe O [rocyJapCTBEHHOM perncTpauum nekapcTBeHHOro
npenapaTa, a Takke B NOpsiAke, YCTAHOBIEHHOM COOTBETCTBYIOLLMM YMOMHOMOYEHHBIM dheaepanbHbIM OpraHoM
WCNONMHUTENBHON BriacTu, HEOOXOAWMbIE OOKYMEHTbI, U3 KOTOPbIX HOPMUPYETCS pPerncTpaumoHHOe A0Cbe Ha
NeKkapCTBEHHbIN npenapar (ganee - perucTpauoHHOE 0Cke).

2. B 3agBneHun o rocygapCTBEHHOM perncTpawmm nekapCTBEHHOMo npenaparta ykasbiBalTCs:

1) HaumeHoBaHMe ¥ agpec 3asBuTenst U (MNM) NPOU3BOAMTENS JEKAapCTBEHHOro npenapaTta M agpec mecTta
OCYLLEeCTBMNEHUS NPOM3BOACTBA NIEKapCTBEHHOIO Npenapara;

2) HanMeHOBaHWe nekapCTBEHHOro npenapaTa (MexayHapoaHoe HernaTeHTOBaHHOEe UNU XMMUYEecKoe U TOproBoe
HanMeHoBaHUs);

3) nepeyeHb BeLLECTB, BXOAALLMX B COCTaB flekapCTBEHHOro npenapara, ¢ yka3zaHUeM KONMYeCcTBa KaXaoro u3 Hux;
4) nekapcTBeHHass cdopma, [03MpoBKa, CNocobbl BBEAEHMSI WU MPUMEHEHUS, CPOK FOAHOCTU JleKapCTBEHHOMO
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npenapaTa;

5) onncanune apmakonornyeckmx n papmakogmHamMmyecKkmx UM UMMyHoOB1onorM4ecknx CBOMCTB NIeKapCTBEHHOMO
npenapaTa;

6) 3asiBNeHHas nNpou3BoAMTENEM NEKapCTBEHHOro npenapata npeaernbHas OTNyCckHas LeHa Ha NeKapCTBEHHbIN
npenaparT, BKIMOYEHHbIN B MEPeYeHb XN3HEHHO HEOBXOONMbIX U BaXKHENLLIMX NEKapCTBEHHbIX NpenapaTos, B cryvae
€ro rocyaapCTBEHHON perncTpaumu;

7) oTcyTCTBME HEOBXOOMMOCTW NPOBEAEHUS KIMHUYECKOro MUCCNeaoBaHus, UCCNneaoBaHus BMO3KBMBANEHTHOCTU
nekapCTBEHHOro npenapaTa, paspelleHHOro Ans MeAUMUMHCKOro MNpUMEHeHns Ha Tepputopun Poccuiickon
®epepaumn bonee gBaguaT NeT, C ykasaHMeM HOPMAaTMBHbLIX MPaBOBbLIX akTOB, MOATBEPXAAKLWMNX OAHHBIN CPOK
NPUMEHEHMS.

3. PeructpaumoHHoe focbe hopMnpyeTcs N3 cnegyowmnx JOKYMEHTOB:

1) NPOEKTbI MaKkeTOB NEPBUYHOM YNAKOBKN Y BTOPUYHON (MOTPEOUTENBCKOM) YNaKoBKN NeKapCTBEHHOMO Npenapara;
2) DOKYMEHT, NepeBefeHHbIN Ha PYCCKUI A3bIK, MOATBEPXXAAOLLNIA COOTBETCTBUE NPON3BOANTENST PETMCTPUPYEMOTO
nekapCcTBEHHOro npenapata TpeboBaHMAM nNpaBuIl  OpraHM3auum nNpoM3BOACTBA M KOHTPOMsS KayecTBa
NeKapCTBEHHbIX CPEeACTB, BblAaHHbIA KOMMETEHTHbIM OpraHoM CTpaHbl MNPOM3BOAMTENS PErncTpupyemoro
nekapCTBEHHOro npenapaTta v 3aBePeHHbIV B YCTAHOBNEHHOM NOPSOKE;

3) MpOEeKT HOpPMAaTUBHOW AOKYMEHTaLMM UMM HOPMATMBHOIO [OOKYMEHTa Ha nekapCTBEHHbIM npenapat nunbo
yKasaHue COOTBETCTBYHOLLEN hapMakonemHom cTaTby;

4) cxema TEXHOMOrMYecKoro mpouecca NpPovM3BOACTBa NEeKapCTBEHHOrO rnpenapaTa, ee onucaHue u (unn) cxema
TEXHOMOrM4eCcKoro npowecca NPon3BOACTBa hapMaLeBTUYECKON CYyOCTaHL MK, ee onMcaHue;

5) [DOKyMEHT, nepeBedeHHbIl Ha PYCCKMA  4A3blK, MNOATBEPXKAAKLWMN COOTBETCTBME MNPOM3BOAUTENS
dhapmaueBTM4eckon cybcTaHuMM TpeboBaHMSAM MpaBwWi OpraHvM3auuyM NPOM3BOACTBA WM KOHTPONSA KavecTBa
NeKapCTBEHHbIX CpeAcTB, BblOAHHbLIA KOMMETEHTHbIM OpPraHoM CTpaHbl Npov3BOAMTENSA dapmaueBTUYECKON
cybcTaHuun, 3aBEPEHHbIN B YCTAHOBIIEHHOM MOPSAOKE U CoOepKaLlnii:

a) HaumeHoBaHve dapMaLeBTUYECKON cyOcTaHUuM (MeXOyHapo4HOE HenaTeHTOBaHHOE WU XMMUYECKOE W
TOProBoe HaUMeHOBaHMS);

6) HaumeHoOBaHVe 1 agpec NPoM3BOAMTENS hapMaLeBTUYECKON CyBcTaHLmK;

B) CPOK rogHoOCTM (hapMaLeBTU4EeCKon cybcTaHumm;

6) OOKYMEHT, coaepxallni CBeAeHWs O nokasatensax kadectsa hapmaueBTUYecKkon cybcTaHuum, Ncnornb3yemon
npv NpoOM3BOACTBE NEKapCTBEHHbIX NpenapaTos;

7) HOpMaTMBHas AOKYMEHTaUUs UM HOPMAaTMBHBIN JOKYMEHT Ha hapmaLueBTUYecKyto cybcTaHumto nmbo ykasaHue
COOTBETCTBYIOLLEN hapMaKONenHON CTaTby;

8) nHpopmauusi 06 ycrnoBusix XxpaHeHUs!, MePEBO3KM NIEKAaPCTBEHHOIO NpenapaTa 1 nHast tHpopmauusi;

9) oTyeT O pesynbTaTax [OOKIMHUYECKOTO WCCNeaoBaHWs JIeKapCTBEHHOrO cpeacTBa Ans  MeOMUMHCKOro
NPMMEHEHWs1, codepXaliuin onucaHue, pesynbTaTtbl W CTAaTUCTUYECKM aHanu3 pe3ynbTaToB  AaHHOro
OOKITMHUYECKOIO NCCneoBaHuns;

10) oT4yeT O pesynbrTatax [OOKMMHUYECKOrO WCCNEedOBaHUS JIeKapCTBEHHONO CPeAcTBa W KITMHUYECKOro
nccreoBaHuUst eKapcTBEHHOTO Npenapara 451 BeTEPMHAPHOIo NPpUMEHEHUS;

11) NpoeKkT NpoTOKONa KIMHUYECKOro UCCrefoBaHUs NekapCTBEHHOMO npenapara Ans MeauUMHCKOro NpUMeHeHus;
12) 6powutopa nccnegosarens;

13) MHCPOPMALIMOHHBIN NUCTOK NALMEHTa;

14) vHdopmaumsa O BbiNnaTax M KOMMEHcauusax naumeHTam (3gopoBbiM gobpoBonbuam, 6onbHbIM) (ganee -
NauMeHTbl), MPUBMAEYEHHBIM K MNPOBEOEHWIO KIMHUYECKUX WCCNedOBaHUM neKapCTBEHHOro npenaparta Ans
MEeOMULMHCKOrO NPUMEHEHWS], UCCref0BaHUM OMO3KBMBANEHTHOCTU U (M) TepaneBTUYECKOWN 3KBUBAINIEHTHOCTY;
15) oT4yeT O pesynbTaTtax MexXAyHapOAHbIX MHOFOLEHTPOBbLIX KIMHWUYECKUX WCCNEOoBaHUA JIEKAapCTBEHHOIo
npenapata ANa MeOWLUMHCKOrO MNPUMEHEHWs, 4acTb W3 KOTOPbIX MNpoBedeHa Ha Tepputopumn Poccuickon
denepaumu;

16) NPOEKT MHCTPYKLMM NO MPUMEHEHMNIO NEKAPCTBEHHOIO NpenapaTa, CoAepXaLlUWi criefyolne CBeEHS:

a) HauMeHOBaHME NEKAPCTBEHHOIO CpeAcTBa (MeXOyHapOoAHOEe HemnaTeHTOBaHHOE MMM XMMUYECKOEe M TOProBoe
HaMMeHOBaHUS);

6) nekapcTBeHHas opMa C YyKa3aHMeM HaVMEHOBaHUM W KOMMYECTBEHHOIO CcoAepXXaHus (aKTMBHOCTK)
dapmaLeBTUYECKMX CyOCTaHUun 1 BCOMOraTenbHbIX BELECTB;

B) (hapmakoTepaneBTU4eckas rpynna fiekapCcTBEHHOro npenapara;

r) NokasaHus anst NPUMEHEHNS;

4) NPOTUBOMNOKa3aHMs AN NPUMEHEHUS;

€) pexuMm [o3upoBaHusl, cnocob BBeOeHWs, Npu HeoOXoOAMMOCTWM Bpemsi Npuema NekapCTBEHHOro npenapara,
NPOOOIPKUTENBLHOCTL NIeYeHNs (B TOM Yncne y AeTen OO 1 Nocre OOHOro rofa);

) Mepbl NPELOCTOPOXHOCTU MPU NMPUMEHEHMU;

3) CUMMTOMbI NEPEAO3NPOBKN, MEPbLI MO OKa3aHUI0 MOMOLLM NPU NEPESO3UPOBKE;
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1) ykasaHue, npn HeobxoammocTn, ocobeHHOCTen AeNCTBUA NEKapCTBEHHOro nNpenapaTa npu NepBoM npnueme unm
npu ero OTMeHe;

K) onucaHue, npu HeobxoaumocTu, AencTBui Bpaya (denbAwepa), cneumanucta B obnactn BeTepuHapuu,
naumeHTa, BnagernbLa >XMBOTHOMO NPW NPonycke npMemMa 0gHON NN HECKONbKUX 003 NEeKapCTBEHHOMO nNpenapara;
1) BO3MOXHble NOBGOYHbIE 4ENCTBUA NMPU NPUMEHEHNM NEKAPCTBEHHOIO NpenaparTa;

M) B3aMMOAENCTBME C OPYTMMW NEeKapCTBEHHbIMK NpenapaTaMmu 1 (Unuv) NULLEBLIMY NPOAYKTaMU, KOPMaMu;

H) yka3aHne BO3MOXHOCTU M OCOBEHHOCTEN MEANLIMHCKOrO NPUMEHEHNS NeKapCTBEHHOMo npenapaTta 6epeMeHHbIMU
XEeHLMHaMK, XeHWwnHaM1 B Nepuoa rpyaHoOro BCKapMivMBaHWSA, OeTbMW, B3POCMbIMU, UMEKOLWUMU XPOHMYECKUE
3aboneBaHus;

0) CBeAeHNs 0 BO3MOXHOM BIIUSHUW NeKapCTBEHHOro npenapaTa Afs MeAULMHCKOro NPYMeHeHnst Ha cCnocoBHOCTb
ynpaensTe TPAHCMOPTHBIMW CPEACTBAMU, MEXaHU3MaMK;

M) CPOK roAHOCTM M yKa3aHue Ha 3anpeT NpMMEHEHWs NieKapCcTBEHHOro npenapara no NCTeYeHUN CpoKa rogHOCTY;
p) yCnoBusi XpaHeHus;

C) ykasaHue Ha HeobXxoaMMOCTb XpaHeHUs TekapCTBEHHOIO npenapaTa B MecTax, HedOCTYMNHbIX ANa AeTew;

T) yKkasaHue, Npn HeobxoAnMMOCTK, CreunanbHbIX Mep NPeaoCTOPOXKHOCTU MPU YHUHTOXEHUWN HEUCNOMb30BaHHbIX
nekapCTBEHHbIX NpenapaTos;

y) CPOKM BO3MOXHOFO WCMOMb30BaHWUS MNPOAYKLMN XMBOTHOMO MPOUCXOXKOEHUS MOCMe BBEAEHWUS >KUBOTHOMY
nekapCcTBEHHOro npenaparta Ans BeTeprHapHOro NpuMeHeHus:;

@) HavmeHOBaHWe, agpec MpOM3BOAUTENS IEeKapCTBEHHOro mnpenapata W agpec MecTa npou3BoACTBa
nekapCTBEHHOro npenapara;

X) yCrnoBusi OTMYCKa;

(mn. "x" BBegeH depepanbHbIM 3akoHOM oT 29.11.2010 N 313-93)

17) nepeBegeHHas Ha pPYCCKMA A3blK W 3aBepeHHas B YCTAHOBMIEHHOM MOPsSAKe KOnNus [OOKYMEHTa,
NoATBEPXKAAIOLWEro perucTpaunio NekapcTBEHHOro mnpenapata B Cnyvae ero perucrtpauvMum BHe npenernos
Poccuinckon ®egepaumu;

18) AOKYMeHTbI, NpeAcTaBnsAeMble B COOTBETCTBMM CO cTaTbsiMu 19 - 23 HacToswero ®egepanbHOro 3akoHa.

4. Mo xenaHunio 3aaBMTENs MOryT ObITb NPeACTaBrieHbl OTYETbl O MPOBEAEHHbIX B CTPaHE 3asBUTENS U OPYrnx
CTpaHax pesyrnbTaTax KNMHUYEeCKNX UccnegoBaHui, ncenegosaHnii GoaKBMBanNeHTHOCTH 1 (MNK) TepaneBTUYECKon
9KBMBANEHTHOCTW INEKapCTBEHHOro npenapaTta (BKMYas SNMAEMUONIOTMYECKME UMW 3NU300TOoNorMyeckme
nccrnegoBaHnss MMMYHOBMONMOrMYECKNX NeKapCTBEHHbIX NpenapaTtoB, NpeAHas3HaYeHHbIX 419 UMMYHOSOMMYECKON
NPOUNaKTUKN U FNevYeHns WHAEKUUOHHbIX 3aboneBaHuMin, B TOM 4ucne y feTen), coaepxalime OnucaHus
NpOBEeAEHHbIX NCCneaoBaHni NekapCTBEHHOro npenaparta, ux pesynbTaTbl U CTaTUCTUYECKMI aHanm3 Nony4YeHHbIX
pe3ynbTaTos.

5. K 3asBneHnto o rocygapCTBEHHON perncTpaummn nekapCcTBEHHOro npenapara npunaralTcs:

1) BOKYMEHT, noATBEPKAAOLMIA YNnaTy rocyaapCTBEHHOW NOLWMHBI 3a MpoBeAeHWe 3KCnepTu3bl JOKYMEHTOB ANg
Mony4yeHNs paspelleHMn Ha npoBeAeHMe KIMHUYECKUX WCCrneaoBaHWMM feKkapCTBEHHOro npenapata  Ans
MEAMLMHCKOrO MPUMEHEHUS W 3TMYECKOM 3KCMepTu3bl Mpu obpalleHun 3a rocyaapCTBEHHOW perucrpauumen
rniekapCcTBEHHOro npenapara;

2) [OKYMEeHT, noarBepxgaloWwuin ynnaTy rocygapCTBEHHOM MOWNMHBLI 33 MNpoBedeHVe IKCMepTu3bl KayecTBa
NeKapCTBEHHOrO CPeAcTBa W 3KCMEePTU3bl OTHOLUEHUSI OXMOAEMOW Mofb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUs
nekapCcTBEHHOro npenapaTa, paspeleHHOro Ans MeAMLUMHCKOro MpuUMeHeHust Ha Tepputopuu Poccuinckon
®enepaumun 6onee gBaguaTn NeT, Npy rocyaapcTBEHHOW perncTpauun nekapCTBEHHOro npenapara;

3) OOKyMeHT, MOATBepXAaloWnhi ynnaTty rocyaapCTBEHHOW MOLWMWHbI 3a MPOBEAEHWe 3KCnepTu3bl kadvecTBa
rieKkapCTBEHHOro CpeAcTBa M 3KCNEPTU3bl OTHOLLEHMS OXWAAeMOW MOoNb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs
riekapCTBEHHOro npenapaTa 4N MeAMLUHCKOro NPYMeHEeHUs1, B OTHOLLIEHMM KOTOPOro NpoBeAeHbl MexayHapoaHble
MHOrOLIEHTPOBbIE KINMHUYECKME WCCNEedoBaHWs, 4acTb M3 KOTOpbIX MpoBedeHa Ha Tepputopuu Poccuickoi
®eaepaumn, npy rocyaapcTBEHHON perncTpauumn nekapcTBEHHOro npenapara;

4) [OKYMeHT, MOATBepXAarlwWwuin ynnaty rocyaapCTBEHHOW MOLWMMHBI 3a MpoBedeHMe 3IKCMepTM3bl KavecTsa
rnieKkapCTBEHHOro CpeAcTBa M 3KCNEPTU3bl OTHOLLEHMS OXMAAEMOW MNOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS
nekapCTBEHHOro npenapaTta Ans BeTepnHapHOro NpMMeHeHWs Npu ero rocygapCcTBEHHOW pernctpaumm.

KoHcynbTaHTlnoC: npumeyaHue.

MonoxeHus Yactn 6 ctaTbn 18 NPUMEHSIOTCS K NPABOOTHOLLEHMSIM, BO3HMKLLMM MOCIE AHS BCTYNIIEHUS B CUIy Anst
Poccuiickon ®depepauun npoTtokona o npucoemHeHun Poccunckon depepaumm Kk BcemupHonm Toprosow
opraHusaumm (PepepanbHbiii 3akoH oT 11.10.2010 N 271-03).

6. He ponyckatoTcs nony4yeHue, pasrnalleHue, UCnonb3oBaHNe B KOMMEPYECKMX LIENsiX U B LENsX rocyqapcTBEHHOM
peructpaumMm rekapCcTBeHHbIX MpenapaTtoB MWHdopMauunm o pesynbTaTax AOKIMHWMYECKUX UCCNedoBaHUN
NEKapCTBEHHbIX CPEACTB M KIMHWYECKUX WCCReaoBaHUi NeKapCTBEHHbIX MpenapaToB, NpeacTaBneHHOoN
3asBUTENEM 11 FOCYAapCTBEHHON perncTpaummn nekapcTBeHHbIX NpenapaTtos, 6e3 ero cornacusi B Te4eHne LWecTu
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neT ¢ gaTbl rocyaapCTBEHHOM perncTpauumn nekapcTBEHHOroO npenapara.

HecobntogeHue 3anpeTta, yCTaHOBIIEHHOMO HAaCTOSILLIEN YACTbLO, BNEYeT 3a cOO0M OTBETCTBEHHOCTbL B COOTBETCTBUM
C 3akoHofaTenbCcTBOM Poccuinckon degepaumn.

Ha Tepputopum Poccunckon ®egepaumm sanpeltaeTcs obpalleHne nekapCTBEHHbIX CPeacTB, 3aperncTpMpoBaHHbIX
C HapyLleHneMm HacTosLLEen YacTu.

(vyacTtb 6 BBegeHa ®enepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

Cratba 19. NpuHATME pelueHns O BblAave 3KCNepTHOMY yYpexaeHuIo U COBETY MO 3TUKE 3adaHus Ha npoBeaeHve
3KCNepTU3bl NeKapCTBEHHbIX CPEACTB

1. B TeyeHne natm paboymx AHEN CO AHSA NMPUHATUS 3asBNEHUS O rOCy4apCTBEHHON perncTpauum nekapcTBEHHOro
npenapaTta YNoNHOMOYEHHbIN bedeparnbHbli OpraH UCMNOMHUTENbHOW BNacTU MNPOBOAMT MPOBEPKY MOMHOTHI U
OOCTOBEPHOCTM CBEAEHU, coaepXallnxcsa B NpecTaBNeHHbIX 3asaBUTeNeM Matepuvanax, U npuHMMaeT peLleHue o
BblJaye 3aaHusa Ha NpoBefeHune:

1) akcnepTu3bl NEKApPCTBEHHbIX CPeACTB B YacTU 3KCNEpTM3bl JOKYMEHTOB AN MOMyYeHWs paspelleHust Ha
NpoBeAEeHUEe KIMHUYECKOro WUCCRefoBaHUs NeKapCTBEHHOro npenapata Ans MeOULMHCKOTO MPUMEHEHUS B
COOTBETCTBMM C LlensaMu, ykazaHHbIMU B cTaTbe 38 HacToswero PefepanbHOro 3akoHa, 1 3TUY4EeCKon aKCnepTusbl B
OTHOLUEHWUN FEeKapCTBEHHbIX MpenapaToB, ANS KOTOPbIX HEe MNpPOBOAWMAUCH KIMHUYECKUE WCCNefoBaHWs Ha
TeppuTtopumn Poccuickon ®egepaunm, Ha OCHOBaHUM AOKYMEHTOB, yKa3aHHbIX B nyHkTax 1 -9, 11 - 14, 17 yactn 3 un
nyHkTe 1 yactn 5 ctatbn 18 HacToswero ®eaepansHOro 3akoHa;

2) 3KCMNepTM3bl NeKkapCTBEHHbIX CPeACTB B YaCTU 9KCMEPTU3bl KayecTBa NekapCTBEHHOro cpeacTsa M dKCnepTusbl
OTHOLLEHMS OXMAaeMon Nosib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NekapCTBEHHOro npenapaTta aAnsg MeaMumHCKoro
NPUMEHEHUS B OTHOLUEHUW NeKapCTBEHHbIX MNpenapaToB, paspelUeHHbIX ANA MeAULMHCKOro npUMEHeHUs Ha
TeppuTopumn Poccuiickon ®egepauun 6onee aABaguaTt NeT, HA OCHOBAHUM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 1 - 9,
16 yacTn 3 n nyHKTe 2 Yactn 5 ctaTbn 18 HacTosLero PegepanbHOro 3aKoHa, a Takke NiekapCTBEHHbLIX NpenapaTos,
B OTHOLLUEHUW KOTOPbIX NPOBeAEHbl MeXAyHapoAHble MHOrOLEHTPOBbIE KMWMHUYECKUe uccrnefoBaHus, 4acTb U3
KOTOpbIX NpoBeAeHa Ha TeppuTopun Poccuiickon degepaumm, Ha OCHOBaHUN OKYMEHTOB, YKa3aHHbIX B MyHKTax 1
- 9,15 - 17 yactn 3 u nyHkTe 3 YacTtn 5 ctatbun 18 HacToswero PenepanbHOro 3akoHa;

3) sKcnepTusbl MNeKkapCTBEHHONO CPeAcTBa B OTHOLUEHUW JEKapCTBEHHbIX MNpenapaTtoB Afs BeTepUMHAapHOro
NPUMEHEHMA Ha OCHOBaHWUM JOKYMEHTOB, YKa3daHHbIX B nyHkTax 1 - 8, 10, nognyHktax "a" - "g", "x" - "m", "n" - "@"
nyHkTa 16, nyHkte 17 yactn 3 n nyHkTe 4 yactn 5 ctatemn 18 HacToswero PegepanbHOro 3aKoHa.

2. YNonHOMOYeHHbIN hbeaepanbHbin OpraH UCNOMHUTENBHOW BNACTWU YyBEAOMMSET B MMCbMEHHOW popMe 3asBuTens
O NPUHATOM peLleHnn Unn B criydae oTkasa C ykazaHueM NpU4MH Takoro oTkasa.

2.1. B cnyyae BbISIBMeHUA HEOOCTOBEPHOCTUM CBeAEHWW, coepXallnxcsa B nNpeacTaBMneHHbIX 3asBUTenem
mMaTepuanax, ynorHOMOYEHHbIN dbefeparnbHblid OpraH UCMONHUTENBHONM BNAcTW HanpaBnseT 3asBMTeNto 3anpoc 06
YTOYHEHUW YKa3aHHbIX CBeAEHWW. [JaHHbIA 3anpoc MOXeT ObiTb nepefaH YnOMHOMOYEHHOMY MNPeACTaBUTENO
3a8BUTENS MUYHO MO PacnucKy, HanpasneH No noyTe 3akasHbIM NMMCbMOM UNW NepeaaH B areKTPOHHOW dhopme no
TenekoMMYHUKaLMOHHbIM KaHanaMm cBA3W. B crniyyae HanpasneHus gaHHOro 3anpoca Mo novte 3akasHbiM MMCbMOM
OH CYMTaETCs NOMyYEHHbIM MO UCTEYEHUN LLECTU AHEN C AaTbl HANPaBfeHNs 3aka3Horo NMcbma.

(vacTb 2.1 BBegeHa PeaepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

2.2. 3asButenb obs3aH NpeacTaBuTb OTBET Ha 3anpoc YNONHOMOYEHHOTO dheaepanbsHOro opraHa UCNoNHUTENbHON
BMacTu B CPOK, He NpeBblLLaoLWLni AeBsaHOCTa paboynx gHeN Co OHS NonyyYeHus aaHHoro 3anpoca. Cpok, yka3aHHbIN
B YacTu 1 HacTosiLen cTaTby, MPMOCTaHABNMBAETCS CO OHS HanpasrieHNs 3adBUTenNto 3anpoca yrnorHOMOYEHHOro
dbeaepanbHOro opraHa UCMOMHUTENbHOW BracTu 0 AHA MOMyYeHns UM OTBETa Ha AaHHbIN 3anpoc.

(4acTb 2.2 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

3. OcHoBaHMeM Ons OTKasa B OpraHusaumm 3KCnepTu3, yKasaHHbIX B 4acTu 1 HacToswen cratbu, ABnseTcs
npeacTaBrneHne HeobxoaAuMbIX ONst MPOBEAEHUS 3TUX 3KCNEPTM3 OOKYMEHTOB, MEPEYMCIIEHHBIX B YacTax 3 u 5
ctatem 18 HacTtosiwero ®egepanbHOro 3akoHa, B HEMONHOM OObeMe, HeNpeacTaBrieHVWe 3asiBUTENEM B
YCTaAHOBMEHHbIN CPOK OTBETa Ha YyKasaHHbIn B 4acTu 2.1 HacTodwen craTtbl 3anpoc YnorHOMOYEHHOro
defepanbHOro opraHa WCMOMHUTENbHOW BrnacTW, a Takke MpeacTaBneHne [OKYMEHTOB, He cogepkalmx
ncYepnbIBaLLEero nepevyHs HeobxoaUMbIX CBEAEHUI.

(B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

Cratbsa 20. 3kcnepTnsa AOKYMEHTOB AN MNONyYeHUs paspeLleHnsl Ha NpoBeAeHNe KIMHUYECKOro uccrnenoBaHus
nekapCcTBEeHHOro npenapaTta Anst MeguLMHCKOro NPUMEHEHUSI U STUYECKOW SKCNepTU3bl

1. 3KCHepTM3a OOKYMEHTOB AnA nonyyvyeHuda paspeweHna Ha npoBefeHune KIMHUYeCKoro uccriegoBaHuda
NekapCTBeHHOro npenaparta gna MegmumnHCKoro npuMeHeHmna B COOTBeTCTBuMn C UendmMin, ykasaHHbIMU B CTaTbe 38
HacTodLllero d>e,u,epaanoro 3aKOHa, 3Th4ecKkaa 3KCcnepTu3a, cocrtaBrieHune Komuccuen 9KCMepToB U COBETOM MO
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3TVKE 3aKMYEeHMN O BO3MOXHOCTU WM HEBO3MOXHOCTM MPOBEAEHMS TaKoro KIMHUYECKOrOo WCCMEedOBaHWUs U
HanpaBneHne J9TUX 3aKkf4YeHU B  YMNOMHOMOYEHHbLIN  doedepanbHbld  OpraH  WUCMOSIHUTENbHOM  BNacTu
OCYLLECTBMAKTCA B CPOK, He MpeBblawwmi Tpuguatm paboumMx [OHEW CO [AOHS MOSydeHUs 3SKCMepTHbIM
yupexaeHmemMm 3afaHusa YyrnorHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENbHOW BNacTu C MPUMOXEHUEM
HeobxoOuMbIX OKYMEHTOB, yKa3aHHbIX B NyHKTax 9, 11, 12 yactn 3 ctatbn 18 HacTosiwero ®eaepansHOro 3akoHa,
JOKYMEHTOB, YKa3aHHbIX B yacTu 4 ctatbn 18 HacTosiwero ®eaepansHOro 3akoHa v npeacTaBrieHHbIX MO XenaHuto
3asBUTENs, U COBETOM MO 3TMKE 3a[aHus YNOMHOMOYEHHOro deaepansHOro opraHa UCNOMHUTENBHOM BRacTu C
NpunoXxeHneMm HeoBXOAMMbIX OOKYMEHTOB, ykadaHHbiX B nyHktax 11 - 14 yactm 3 crtatbm 18 HacTosLwero
degepanbHOro 3akoHa.

2. [lokymeHTbI, coepXalmecs B perucTpaumMoHHOM A0Cbe M MOCTYMMBLUME B SKCMEPTHOE yYpeXaeHue, COBET Mo
3TMKe AN OCYLLECTBNEHMS UX IKCNEpPTU3bl B LENAX MOMyYeHWUs paspelleHus Ha NpoBefeHMe KITMHUYECKOro
nccrnegoBaHUsl  NEKapCTBEHHOrO npenapata  Ans  MeOWMUMHCKOrO  MPUMMEHEeHWs, noanexaT Bo3Bpaty B
YMNONTHOMOYEHHbIV  befepanbHbli  OpraH  UCMOMHWMTENbHOW  BMAcTM  OOHOBPEMEHHO C  3aKHYeHUsAMHU
COOTBETCTBYHOLLMX 3KCNEPTUS.

Cratba 21. [NonyyeHne paspeLleHnsa Ha NpoBeAeHME KIMMHUYECKOrO MCCneaoBaHUs NekapCcTBEHHOro npenapara ans
MeLMLMHCKOro NPUMEHEHUS

1. B cpok, He npeBbiwawwmnn Nt paboymx AHEW CO AHA MOMNyYEeHWUs 3akMiOYeHWW, yKasaHHbiX B ctaTbe 20
Hactosiwero ®degepanbHOrO 3akoHa, YMNONHOMOYEHHbIV beaepanbHbll  OpraH  UCMOMHWUTENbHOW  BRacTu
OCyLLEeCTBMASET OLEHKY NMOCTYMMBLUMX 3aKMioYeHWn AN onpeaeneHns nx CoOoTBETCTBMSA 3a4aHnsaM Ha npoBedeHue
COOTBETCTBYIOLLMX 3KCNEPTU3 U yBeAOMMSieT 3asABUTensd B MUCbMEHHOW ¢opme O pesynbTaTax NpoBeOeHHbIX
3KCMEepPTU3 U O BO3MOXHOCTU UMM HEBO3MOXHOCTU BblAauu 3asiBUTENIO paspeLlleHns Ha NpoBeAeHWe KIMMHUYECKOro
nccnegoBaHWsa NekapcTBEHHOro npenapara A1 MeaNLMHCKOro MPUMeEHEHMS.

2. Tpn NPUHATAM peLLeHns O BO3MOXHOCTM BblAaun paspelleHns Ha npoBedeHMe KMMHWYECKOro mccregoBaHus
riekapCTBEHHOro npenapata ANns MeAMUMHCKOro MNPUMEHEHWS  YNOSIHOMOYEHHbIV  cbedeparnbHbIi - opraH
NCMOMHUTENbHOW BNAacTM MNpUOCTaHaBNuBaeT nNpoBedeHVWe ToCyAapCTBEHHON perncTpaumm nekapcTBEHHOro
npenapata 0O AHA MOAadv 3asiBUTENeM B YMNOMHOMOYEHHbIN dedepanbHbIi OpraH WCMOMHUTENbHOW BRacTu
3asBEHNS O MOSTyYEHMUN paspeLLeHns Ha NpPoBeAeHNEe KIMHNYECKOro NccneaoBaHns nekapcTBEHHOro npenapara
ANt MEAMLUHCKOIO MPUMEHeHUS.

3. B cnyyae npuHATWS peleHMs O HEBO3MOXHOCTU BblAayu paspelleHus Ha npoBedeHWe KIMHUYECKOro
nccrnegoBaHUs NeKapcTBEHHOro npenapaTta Ansg MeguuMHCKOro NMPUMEHEHWs YNOMHOMOYEHHbIN heaepanbHbIn
OopraH WCNOMHUTENbHOW BNacTU MpekpawaeT npoueaypy roCyAapCTBEHHOW perucrpaumm nekapCTBEHHOro
npenapara.

CtaTbs 22. PelweHue o nposeaeHnn KIMHNM4YeCKoro nccneanoBaHuna nekapcrtBeHHoOro npenaparta anda MmegnumHCKoro
NnpUMeHeHusA

1. Ans nonyyeHuns paspelueHus Ha NpoBefeHUe KIMMHMYECKOrO MCCNeaoBaHMs NEeKapCTBEHHOro npenapara gns
MEeLMLMHCKOro NPUMEHEHUs 3asBUTENb NPEeACTABNAET B YNONMHOMOYEHHbIN defepanbHbli OpraH UCNONTHUTENBHOM
BNacTu:

1) 3agBneHne 0 Nony4YeHun paspeLLeHns Ha NPoBeAEHNE AaHHOTO KITMHNUYECKOro UCCNeaoBaHuUs;

2) cBepgeHusa o6 onbiTe paboTbl UccrnegoBaTenen No COOTBETCTBYHOLUM CNeunanbHOCTSM U UX onbiTe paboTkl No
NpoBeaeHUI0 KIMHUYECKNX UCCNeaoBaHWUN;

3) konuo gorosBopa 06A3aTENbHOIO CTPAxOBaHWSA KWU3HW, 340POBbsl MALWEHTOB, Y4acCTBYHOLLMX B KITMHUYECKOM
nccrnegoBaHUM NeKkapCTBEHHOrO npenapaTta ANns MeAMLMHCKOro NpUMMEHEHUs (Janee - OOroBop 00s3aTernbHOro
CTpaxoBaHWsi), 3aKIOYEHHOr0 B COOTBETCTBUM C TWUMOBLIMM MpaBunamMm 00A3aTeNbHOr0 CTPaxXOBaHUS XW3HW,
3[10pOBbsi MAUMEHTA, YHaCTBYHLLETO B KNMHUYECKOM MCCNEeA0BaHMM NIekapCTBEHHOMO NpenaparTa Ans MeAMLUHCKOro
npuMeHeHus, yTBepxaeHHbIMU [lpaBuTtensctBoM Poccunckon degepaumm (ganee - TuNoBble Mpasuna
00s13aTENBHOrO CTPaxoBaHus), C yka3aHUeM npeneribHOM YNCNIEHHOCTU NAUVEHTOB, YYaCTBYOLWMX B KITMHUYECKOM
nccneaoBaHUK NeKapCTBEHHOMo npenapara ang MeguuUHCKOro NpUMEHEeHNs;

(n. 3 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

4) cBegeHUs 0 MegULMHCKUX OpraHn3aumsix, B KOTOPbIX NpegnoniaraeTcs NpoBegeHne KNMHUYECKNX ccnegoBaHum
NEeKapCTBEHHOro npenapata Ansi MeOWUMHCKOro npuMeHeHust (MOSIHOe U COKpaLleHHOe HauMMEHOBaHWs,
OpraHusaumMoHHo-NpaBoBasi oopMa, MECTO HaxXOXOEHUS M MEeCTO OCYLUECTBMEHUS AEeATEeNbHOCTU, TenedoH,
Tenedakc, agpec aNeKTPOHHOM NoYTbl MeANLIMHCKOW OpraHn3aumm);

(n. 4 B peq. ®enepansHoro 3akoHa oT 29.11.2010 N 313-93)

5) npepnonaraemble CpPOKM NPOBEAEHUS KIIMHWYECKOrO WCCMEAOBaHMSA JEeKapCTBEHHOTO npenapara Aans
MeOMLMHCKOro NPUMEHEHMS.
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(n. 5 BBeaeH PeaepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

2. B cpok, He npeBbiWwatolWmi NaTM paboumx gHEN CO OHS NMPUHSTMS yKasaHHOro B Yactm 1 HacTodwen ctaTbu
3asBEHNs C MPUIOXEHMEM HEOBXOANMbIX JOKYMEHTOB, YNONHOMOYEHHbIM ddeaepanbHbIf OpraH UCMOMHUTENBHOWN
BNacTu:

1) npoBOAMT NPOBEpPKY MOMHOTbLI M OOCTOBEPHOCTM CBEAEHMI, COAEPXKALLMXCHA B NpeacTaBleHHbIX 3asdBuTenemM
mMatepuanax;

2) npyHMMaeT pelleHne O Bbigaye paspelleHus Ha NpPoBeAeHNe KIMHWUYECKOro MUCCredoBaHus NeKkapCTBEHHOMO
npenapaTa Ans MegMuUHCKOro NpuMeHeHns unm ob oTkase B BblAaye yka3aHHOro paspeLueHns;

3) yBegomnsieT B NUCbMEHHOW (bopMe 3asiBUTENSI O NPUHSATOM peLLEeHUN UNKn B Criydae oTkasa C yka3aHWeM NpuyuH
TaKoro oTkasa;

4) BbliJaeT paspelleHne Ha NpPOBEAEHUE KITMHWYECKOro WCCreaoBaHWsl FeKapCTBEHHOro npenaparta  Aans
MEOMLUMHCKOrO MPUMMEHEHMS B MOpsidKe, YCTAHOBEHHOM  YMOMHOMOYEHHbIM  begepanbHbiM  OpraHoMm
NCMNONMHUTENbHOW BNacTw.

2.1. B cnyyae BbiiBNeHMS HEOOCTOBEPHOCTWM CBEAEHWN, COAEepXalluMxcsi B NpeacTaBfeHHbIX 3asiBuMTENeM
mMatepuanax, ynoriHOMOYEHHbIN dbefepanbHbiil OpraH UCMONTHUTENbBHOW BNAcTW HanpaBnseT 3asBMTenNto 3anpoc o6
YTOYHEHUN YKa3aHHbIX cBefeHun. [aHHbii 3anpoc MoxeT ObITb nepedaH YNoNHOMOYEHHOMY MPEACTaBUTENHO
3a8BUTENS NMMYHO NOA PacnuCKy, HanpasfeH No NnoyTe 3akasHbIM NMMCbMOM UNU NepeaaH B 3NeKTPOHHOW dhopme no
TeNeKkoMMYHUKaUMOHHbBIM KaHanam cBsA3n. B cnyyae HanpasneHns AaHHOro 3anpoca no novte 3akasHblM NMCbMOM
OH CYMTAETCH MOMYYEHHbIM MO UCTEYEHUN LLIECTM OHEN C AaTbl HANPaBNEeHNs 3aKka3HOro NUCbma.

(vacTb 2.1 BBegeHa PeaepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

2.2. 3asButenb obs3aH NpeacTaBuTb OTBET Ha 3anpoc YNONHOMOYEHHOTO dheaepanbHoro opraHa UCNoNHUTENbHON
BMacTu B CPOK, He MPeBbILLIaLLNA AEBAHOCTA pabovnx AHEN CO AHS MNoNydYeHns 4aHHoro 3anpoca. Cpok, yka3aHHbIN
B YacTu 2 HaCTOsILLEN CTaTbW, MPUOCTAHABNMBAETCS CO OHS HanpaBrieHNs 3asBUTENO 3anpoca YrnorIHOMOYEHHOro
deaepanbHOro opraHa UCNOMNHUTENBHOW BriacTu 40 AHSA MOSyYEeHMs UM OTBETA Ha AaHHbIN 3anpoc.

(vacTb 2.2 BBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

3. OcHOBaHMAMM A1iA O0TKa3a B BblAaye paspeLlleHns Ha NpoBeAeHME KITMHUYECKOro MCCNefoBaHMs eKapCTBEHHOMO
npenapaTta ang MeOUUUHCKOrO NPUMEHEHUs ABNATCA HenpeacTaBneHne AOKYMEHTOB, yKasaHHbIX B 4yactu 1
HacTosILLen cTaTbW, HECOOTBETCTBME COAEpXaHUs MpeacTaBneHHbIX AOKYMEHTOB TpeboBaHusM HacTosLero
®enepanbHOro 3akoHa, HenpeacTaBneHne 3asaBUTENeM B YCTaHOBMEHHbIN CPOK OTBETA Ha yKa3aHHbIN B Yactu 2.1
HacToALWEeN CTaTbu 3anpoc YNONMHOMOYEHHOro dyefepanbHOro opraHa MCMNOMHUTENbHOW Bnactu nnbo Hanuune
3aKMYEHN KOMUCCMIN SKCMEPTOB UINN 3aKMNI0YEHNS COBETA MO 3TUKE O HEBO3MOXHOCTM NPOBEAEHUS KITMHUYECKOrO
nccrnegoBaHUs NeKapCcTBEHHOro npenaparta Ansg MeAMUUHCKOrO MPUMEHEHUS No pesynbTaTam MpoBeAeHHbIX
3KCNepTn3, NpeaycMoTpeHHbIX cTaTben 20 HacToswero ®egepanbHOro 3akoHa.

(B pen. PepgepanbHbix 3akoHoB oT 11.10.2010 N 271-93, o1 25.11.2013 N 317-93)

CraTbs 23. 3KCI'I€pTVI3a KavyecTBa J1eKapCTBEHHOINo cpenctBa W 3KCNepTtnu3a OTHOLUEeHUA oXngaemom nosnb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHUA NEeKapCTBEHHOIO npenapara and MeanunMHCKOro npuMeHeHus

1. QkcnepTusa KayecTBa NekapCTBEHHOIO CPEACTBA M SKCMEPTU3a OTHOLLEHUSA OXUOAEMON MOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS FIEKAPCTBEHHOro npenapaTta Ang MeauUMHCKOro MNPUMMEHEHMUS, COCTaBMEHWE KOMWUCCUSIMU
3KCMEPTOB 3aKMOYEHUN MO pe3ynbTatam MNPOBEAEHHbIX 3KCMEPTM3 M HarnpaBfieHWE TakuMX 3akMoYeHUn B
YMOMNHOMOYEeHHbIN doefeparbHbl OpraH UCMONMHUTENBHON BNAcTN OCYLLECTBNAIOTCA B CPOK, HE MPEeBbILLAaoLWni cTa
aecatn  pabounx [JOHEeW CO [OHA MNONMyYEeHUA SKCMEPTHbIM  YYPEXOAEHUMEM COOTBETCTBYIOLLEro 3adaHus
YNOMHOMOYEHHOro peepanbHOro opraHa UCNONMHUTENBHON BRacTu C AOKYMEHTaMu, yKka3aHHbIMU B nNyHKTax 1 - 8,
15 - 17 vactn 3 ctatbm 18 Hactodwero ®PepepanbHOro 3akoHa, M oT4yeTa O MNPOBEOEHHOM KIMHUYECKOM
nccrnenoBaHum nekapcTBEHHOMo npenaparta 4nst MeguUMHCKOro NpUMEHEHMS.

2. [Ona npoBedeHUA yKasaHHbIX B 4YacTu 1 HacToswWweWn cTaTbW IKCNepTU3 3aaBuTenb npeactaBnseTr B
YNONHOMOYEHHbIN dhefeparnbHbli opraH UCMOMNHUTENbHOW BNacTu:

1) 3asBneHve o BO30OHOBMEHWMM FOCYAAPCTBEHHOW peErMcTpaumyM NekapCcTBEHHOro npenapata M npoBefeHun
yKasaHHbIX B 4acTu 1 HacTosLLEen CTaTbn IKCNEepPTUs;

2) OT4eT O MNpPOBEOEHHOM KITMHUYECKOM WCCMeAoBaHUM FeKapCTBEHHOro npenapata And MenuLMHCKOro
NPUMEHEHNS;

3) OOKYMEHT, MOATBEPXOAWMA ynnaTy rocyaapCTBEHHOW MOLWUMMHbI 33 MPOBEAEHME 3KCMEepTM3bl KayecTBa
JNIEKapCTBEHHOrO CPeACTBa U 3KCMEPTM3bl OTHOLUEHUS] OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NEeKapCTBEHHOro npenapara Anst MEQULMHCKOro NPUMEHEHWSI MPU ero rocygapCTBEHHON perncTpaumu.

3. B cpok, He npeBblwaWun NATU paboumx OHEN CO AHSA MPUHATUSA 3asiBNEHUS C AOKYMEHTaMM, yKa3aHHbIMU B
yact 1 M nNyHKTax 2 1 3 4acTu 2 HacTosLLen cTaTbK, YNONHOMOYEHHbIV heaepanbHbIi opraH UCMONHUTENbHON
BNacTu:

1) npoBOANT NPOBEPKY NOMHOTLI U JOCTOBEPHOCTU AaHHbIX, COAEpXaLLMXCH B NpecTaBNeHHOM 3asBUTENEM OTHETE
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O NpoBedeHVM KITMHWYECKOro UCCNedoBaHUSA NEKapCTBEHHOro npenaparta Ans MeAVMLUHCKOrOo MpPUYMEHEHWS U B
OOKYMEHTax, COAEPXKaLLMXCHA B permcTpauMoHHOM AOChE;

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) npyHMMaeT pelleHne O BO30OHOBMEHWMM TOCYOAPCTBEHHOM perucTpauun nekapcTBEHHOro npenapara u
NnpoBefeHUN YKa3aHHbIX B 4aCcTW 1 HACTosILLEN CTaTbM 3KCNEPTU3 N o6 oTKase B BO30OHOBNEHNM rOCYAapCTBEHHOM
perncrTpaumm nekapcTBeHHOro npenapara Ans MeAnLMHCKOro NPUMEHEHNsT U NPOBEAEHUN TaKnX IKCNepTus;

3) yBegomnsieT B NUCbMEHHOW (bopMe 3asiBUTENS O NPUHSATOM pPeLUeHUM UK B Cryvae oTkasa C ykazaHueM npuumH
Takoro oTkasa.

3.1. B cnyyae BbISIBNEHWS HEOOCTOBEPHOCTU CBELEHUN, COAEpXallMXCA B MPEACTaBMEHHbIX 3asBUTENEM
mMatepuanax, ynorHOMOYEHHbIN befgepanbHbii OpraH UCNONMHUTENbHOW BNAcTW HanpaBnseT 3asBmTenNto 3anpoc 06
YTOYHEHUW YKa3aHHbIX CBeAeHWW. [JaHHbl 3anpoc MoXeT OblTb nepefaH YNonHOMOYEHHOMY MpeacTaBUTENO
3asBUTENs IMYHO MOA PacnuCcKy, HanpaBreH No NoYTe 3akasHbIM MMCbMOM WY NepefaH B 3NEKTPOHHON hopme no
TEeNeKOMMYHMKaLUMOHHBIM KaHarnam cBs3u. B cnyyae HanpaBneHusi 4aHHOro 3anpoca no noYTe 3aka3HblM MMCbMOM
OH CYMTaETCs NOMyYEHHbIM MO UCTEYEHUN LLIECTU OHEW C AaTbl HAanNpaBeHWs 3aka3Horo NMcbma.

(vactb 3.1 BBegeHa degeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

3.2. 3aaBuTenb 0683aH NpeacTaBUTb OTBET Ha 3anpoc YNOorTHOMOYEHHOro dheaepansHOro opraHa UCMOMHUTENbHOM
BNacTU B CPOK, HE NPEBbILLAILLNA AeBAHOCTa paboyumx gHen co AHA nonyyYeHns gaHHoro 3anpoca. Cpok, ykasaHHbIN
B YacCTu 3 HaCTOosILLEN CTaTbW, NPUOCTAHABNMBAETCHA CO AHS HanpasneHns 3asiBUTENIO 3anpoca ynornHOMOYEHHOro
denepanbHOro opraHa NCNONHUTENBHON BNACTU 40 AHA MOMyYEeHUs UM OTBETa Ha AaHHbIN 3anpoc.

(vacTb 3.2 BBegeHa PeaepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4. OcHoBaHMeM sl OTKasza B BO30OHOBMEHWW rOCYOApPCTBEHHOW peructpauun nekapCTBEHHOro npenapara u
NPOBEAEHUN YKa3aHHbIX B YacTh 1 HAaCTOSALLEN CTaTby 9KCNEPTU3 ABNAETCS NpeAcTaBleHne AOKYMEHTOB, YKa3aHHbIX
B yactTv 1 n nyHKTax 2 n 3 4yacTn 2 HaCTOsILLEN CTaTbX, B HEMONHOM obbemMe, HenpeacTaBneHne 3asBUTENEM B
YCTaHOBMEHHBIA CPOK OTBETa Ha YykasaHHblM B 4YactM 3.1 HacTosiwen cTaTbM 3anpoc YMNOHOMOYEHHOro
denepanbHOro opraHa MWCMNOMHWUTENBHOW BRacTM WNW  NpeAcTaBieHMe [OOKYMEHTOB, He COAepKallmx
ncYepnbIBaLLEro nepeyHs HeobXxoaUMbIX CBEAEHWN.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

5. B TeueHue natHaguati paboumx OHEW CO OHA MONyYeHUs peLleHus YyNonHOMOYEHHOro defeparnbHOro opraHa
WCNONMHUTENBHON BNacTM O BO30OHOBMEHUN TFOCYAAPCTBEHHOW pErncTpaumm rnekapcTBEHHOro mnpenapara u
NpoBeOEeHUN YyKasaHHbIX B 4YacTu 1 HacTodAWen CcTaTbM IKCNEepTU3 3asiBUTENb NpeacTaBnsaeT B 3IKCMEPTHOE
yupexageHue ans npoBefeHUs 3KCMepTM3bl KayecTBa IeKkapCTBEHHOro cpeactBa obpasubl JIeKapCTBEHHOMO
npenapata gns MeAWUMHCKOro MNPUMEHEHWsl, NMPOU3BEAEHHOr0O B COOTBETCTBUMM C TpebOBaHWSIMU OMbITHO-
NMPOMBILLNIEHHOTO U (MfM) NPOMBILLSIEHHOTO PErNaMeHTOB, YTBEPXAEHHbBIX PYKOBOAWTENEM MpPOU3BOAUTENS
neKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHLIUX criydasx obpasey, dhapmaueBTUYeCKON CyOCTaHUMmM, TecT-
lWTaMMa MUKPOOPraHM3MOB, KyrbTypbl KMNEeTOK, oOpasupl BELLECTB, MPUMEHSIEMbIX ANS KOHTPONsS KadecTBa
NeKapCTBEHHOrO cpeacTBa NMyTEM CPaBHEHWsI C HUMW UCCIeayeMoro fiekapCTBEHHOIO CpeacTBa, B KONMMYecTBax,
HeobXxo4MMbIX 4N BOCNPOM3BEeAeHNSt METOOB KOHTPOSS KadecTBa.

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

6. lMpn nonyyeHun o6Gpa3uoOB MeKkapCTBEHHOro npenapata W dapmaueBTUYEeCKON CyOCTaHUMM 3KCNEepPTHOoe
yupexaeHue BblAaeT 3asBUTENO AOKYMEHT, NOATBEPXAAlLWMIA MonyYyeHne ykasaHHbIX 006pasuoB, U B CPOK, He
npesblaoWmi Tpex pabounx gHewr, yBeaomMnseT B MMCbMEHHON hopme 06 3TOM YyNONMHOMOYEHHbIN dheaeparnbHbIn
OpraH UCMOSIHUTENBHON BNacTu.

7. Cpok onia npeacraBneHus 3aasmTtenemM obpasLoB NekapcTBEHHOro npenaparta u hapmaneBTUYeCcKon cybcTaHumum
N CPOK yBEOOMIIEHMS 3KCMEPTHBLIM yupexaeHneM o6 3TOM B NMCbMEHHOW hopMe YNOoNHOMOYEHHOro beeparnbHOro
opraHa UCNoJSIHUTENbHON BNacTh, yKa3aHHble B HacTsax 5 1 6 HacTosILLen cTaTby, HE BKITHOYAKOTCA B CPOK NPOBEAEHNSA
yKa3aHHbIX B 4acTu 1 HacTOsILLEN CTaTbW IKCNepTum3.

8. [lokyMeHTbI, MOCTYNUBLLUMNE B SKCNEPTHOE yYpeXaeHne Ans NpoBeAeHNsl yka3aHHbIX B YacTu 1 HAacTosILEN CTaTby
3KCnepTn3, nognexart Bo3BpaTy B YNOMHOMOYEHHbIN befepanbHbii OpraH MCNONHUTENBHOWN BNacTh OOHOBPEMEHHO
C 3aKIMYEHUAMN Mo pe3ynbTaTaM yKasaHHbIX SKCNepTuU3.

CraTtba 24. JKkcnepTusa kavecTBa fleKapCTBEHHOIO CPecTBa W 3KCNepTM3a OTHOLLEHUSI OXuOaemMol Nonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS NNEKAapCTBEHHOIO Npenapara Af1s BeTepMHAPHOro NpUMeHeHUs!

1. 3KcnepTr3a KayecTBa NEKapCTBEHHOMO CPEACTBa U SKCNepTU3a OTHOLLIEHUS OXUAAEMOW NOMb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUs1 NMeKapCTBEHHOro npenaparta Ans BeTepUHApPHOro MPUMEHEHUs, COCTaBreHne KOMUCCUSIMU
SKCMEpPTOB 3akKmMouyeHUid Mo pesynbTaTaMm YKasaHHbIX SKCMepTU3 W HanpaBlieHUe Takux 3akioyYeHuin B
YMNONMHOMOY€EHHbIV hefepanbHblil opraH UCMONHUTENBHOM BNacTX OCYLLECTBISIOTCA B CPOK, He MpeBbILLatoLLmMii cTa
AecsaATn pabounx OHe co OHSA NonyYeHUsl SKCNepTHbIM yYpexaeHeM 3aaaHus YnoriHOMOYEeHHOro doeaeparbsHOro

opraHa UCNONHUTENBLHOM BracTu ¢ AOKYMEeHTaMu, ykaszaHHbIMU B nyHkTax 1 - 8, 10, nognyHktax "a" - "a", "x" - "m",
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"n" - "¢p" nyHkTa 16 n nyHkTe 17 yactn 3 ctaTbm 18 HacTosilero PegepanbHOro 3akoHa.

2. B TeyeHne nATHagUaTM pabounx OHEWN CO OHSA MONy4YeHUs peLleHns ynosIHOMOYEHHOro defeparnbHOro opraHa
WCMONMHUTENbHOW BNAacTM O MNPOBEAEHMM YKa3aHHbIX B 4YacTu 1 HacTosien cTaTbu 3IKCMEpTU3 3asiBUTENb
NpeacTaBnseT B IKCNEPTHOE yypexaeHwe Ans NpoBefeHUsa 3KCMepTM3bl KayecTBa feKkapCTBEHHOro CpeacTBa
obpasubl nekapCTBEHHOro npenapata Afs BETEPUHAPHOro MNPUMMEHEHMS, MPOM3BEAEHHOr0 B COOTBETCTBUM C
TpeboBaHUAMYN TEXHOMNOIMYECKUX PErfaMeHTOB, YTBEPXKOEHHbIX PYKOBOAMUTENEM NPOU3BOAUTENS NEKapPCTBEHHbIX
CpeAacTB, a Takke obpasel papmaLeBTU4ECKON CybCTaHLMn B KonNnyecTsax, He06X0AMMbIX 45151 BOCNPOU3BEaEHUS
MEeTOO0B KOHTPOINS KayecTsa.

3. MNpn nonyyeHun ob6pasuLoB nekapCTBEHHOro npenapata U gapmaueBTUYECKOW CYBCTaHLMM 3KcnepTHoe
yypexaeHue BblAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAALWMIA NOfyYeHne ykadaHHbIX 00pasuoB, M B CPOK, He
NpeBbILLALLNA TPpeX pabounx gHen, yBeAOMNSET B MMCbMEHHOM hopme 06 3TOM YNONTHOMOYEHHbIN heaeparnbHbii
OpraH UCMOMHUTENBHOW BracTu.

4. Cpok ansi npeacTaBneHns 3assntenem obpasLoB NleKapCTBEHHOrO Npenapara 1 bapmaueBTUYecKon cybcTaHumm
N CPOK yBEOOMIIEHMS 3KCMEPTHBIM yupexaeHneM o6 3TOM B NMCbMEHHOW hopMe YNOMHOMOYEHHOro begeparnbHOro
opraHa VUCNoJSIHUTENbHON BNAacTW, yKa3aHHble B 4acTsax 2 U 3 HacTosLLEN CTaTbU, HE BKITHOYAKOTCA B CPOK NPOBEAEHNS
YKa3aHHbIX B YacTu 1 HaCTOALLEN CTaTbM IKCNEPTU3.

5. lokyMeHTbI, NOCTYNUBLLME B 3KCMEPTHOE yYpeXaeHne Ansi NPOBeAeHMS yKa3daHHbIX B YacTu 1 HacTosiLwen ctatbm
3KCMepTn3, Noanexart Bo3BpaTy B YNOTHOMOYEHHbIN heaepanbHbIi OpraH UCMOMHUTENbHOM BNacT OAHOBPEMEHHO
C 3aKNYEHMAMM NO pe3ynbTaTtaM yKasdaHHbIX SKCNepTus.

Cratba 25. [NloBTOpHOE NpoBEeAEHNE SKCNEePTM3bl NEKapCTBEHHbIX CPEACTB N 3TUYECKON 3KCNepTusbl

1. B cnyyasx HegocTaTtouHON 060CHOBaHHOCTW UMW HEMOSHOTLI 3aKMOYEHUsT KOMUCCUM IKCNEPTOB MW coBeTa Mo
3TUKe, HanM4ns B HEM MPOTMBOPEYUMBbIX AaHHbIX, (hanbcnmrkaumnm BbIBOAOB 3KCNEPTU3bI NNEKApCTBEHHOMO CpeacTBa
N (M) STUYECKOW IKCMEepPTM3bl, COKPbITUS OT YNOSIHOMOYEHHOTO hefeparnbHOro opraHa UCMOMHUTENbHOW BRacTu
OCHOBaHWA Ans OTBOAA JKCnepTa BCNeACTBME €ero 3aMHTEpPeCcOBaHHOCTU B pesynbTaTtax COOTBETCTBYHOLLEN
9KCNEepTM3bl, HanmMuMs OaHHbIX O MNPSIMOM NMBO KOCBEHHOM BMeELIATeNnbCTBE B MPOLECC COOTBETCTBYIOLLEN
3KCNepTM3bl NnL, HEe y4yacTBYIOLWMX B €€ NPOBedeHMM, HO OKa3aBLUMX BMMSHWE Ha Npouecc u pesynbTaTtbl ee
NpoBeAeHUs, YNOMHOMOYEHHbIM dedepanbHbiM OpraHoM WCMOMHUTENbHOW BMacTM Ha3HayaeTcs MOBTOPHas
3KCnepTM3a NekapCTBEHHOro CpeacTBa u (Mnu) aTnyeckas dkcnepTusa.

2. lNoBTOpHas aKcnepTusa NeKapCcTBEHHOro cpeacTBa MPOBOAUTCA B CPOK, YCTAHOBIIEHHbLIN YMONTHOMOYEHHbIM
degeparnbHbIM OpraHoOM UCNOMHUTENBHOW BNACTU U HE MPEeBbILLALWMN copoka pabounx gHEen co AHSA NonydeHus
SKCMEPTHBIM yYpexaeHem 3agaHna Ha NpoBeAeHne NOBTOPHOM SKCNEePTU3bl eKapCTBEHHOro CpeacTBa, NOBTOPHAsA
3TMYECKas IKCMepTmn3a - B CPOK, He NMPeBbIaoLLMI NGTHaALaTM pabounx AHen co AHSA MONy4eHUs COBETOM MO 3TUKe
3aaHuns Ha NpoBeAeHWe MOBTOPHOW 3TUYECKON IKCNEepPTU3bI.

3. ®uHaHcoBOoe obGecneveHve BbINOMHEHMSA 3adaHuWs Ha NpoBeAeHVMe MOBTOPHON 3KCNepTW3bl NEKapCTBEHHOro
CpeAcTBa He OCyLLEeCTBNSAETCH, U CPeACTBa, NepeyncrnieHHble paHee Ha NpPOBeAeHNe Takow IKCNepTusbl, noanexar
BO3BpaTy B peeparnbHbIi BoaxeT.

CraTbsa 26. YckopeHHas npouegypa aKCnepTusbl NekapcTBEHHbIX CpeacTs

1. YckopeHHas npouedypa 9KCNepTu3bl NEKapCTBEHHbIX CPEeACcTB B LEnAX rocydapCTBEHHOW pernctpaummn
NneKkapcTBeHHbIX NpenapaToB NPUMEHSAETCH B OTHOLLUEHMW BOCMPOM3BEAEHHbIX NeKapCTBEeHHbIX npenapartos. [pu
NpoBeAeHUN TakoW npouedypbl NPeAcTaBnaAlnTca WHMOPMaUMs, MoryvyeHHas npu NPoBefeHUU KITMHUYECKUX
nccnefoBaHWi NekapCcTBEHHbIX MpenapaToB U OonybGrukoBaHHasa B CreuMann3MpoBaHHbIX NeyaTHbIX U3gaHusx, a
Tawkke OOKYMEHTbl, codepxaline pesynbTaTbl UCCneaoBaHUs GUO3KBMBANEHTHOCTM U (UNW) TepaneBTUYECKOW
3KBMBANEHTHOCTW NeKapCTBEHHOro npenapaTa Ans MeAULMHCKOro NPUMEHEHUs Unn pesynbTaTbl UccrneoBaHns
BG1O3KBMBANEHTHOCTUN NIeKapCTBEHHOrO Npenapara Ans BeTepuHapHOro NpMMEeHeHus.

2. YckopeHHass npouegypa 3KCnepTu3bl JIeKapCTBEHHbIX CPeACTB He TMNPUMEHSeTCs B OTHOLUEHUM
NMMYHOBMONOrMYECKNX NeKapCTBEHHbIX MpenapaToB, NpenapatoB WHCYMNMHaA W NeKapCTBEHHbIX MpenapaTos,
BrnepBble perncrTpmpyemolx B Poccunckon ®egepaumn.

3. YcKkopeHHasa npoueaypa aKcnepTusbl fekapCTBEHHbIX CPeACcTB MPOBOAUTCA MO PELUEeHU0 COOTBETCTBYHOLLEro
YMONMHOMOYEHHOro deaeparnbHOro opraHa WCMOMHUTENbHOW BNAacTWU B CPOK, HE NpeBbILALWMA LeCTUaecaTn
pabounx gHewn. Npu 3TOM 3KCMEPTU3a AOKYMEHTOB, COAEPXaLUXCA B PErncTpauuoHHOM AOCbe, AN NofyveHus
paspelleHnss Ha npoBefeHue KIMHUYECKOro MWccrnefoBaHWs NekapcTBEHHOro npenapata Ansg MeauuuHCKOro
NPUMEHEHMSA N 3TUYECKas IKCMepTM3a MPOBOASATCA B CPOK, He MpeBblllallwui nATHaguatu paboumx OHen,
3KCnepTM3a KavyecTBa NeKapCTBEHHOro cpefcTBa WM 3KCNepTM3a OTHOLLEHUS OXMOAeMOW NoNb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS NeKapCTBEHHOIO npenapaTa - B CPOK, He MPEBbLILIAIOLLIMI COpoKa NATM pabounx aHeN.

4. YckopeHHas npoueaypa SKcnepTuabl IeKapCTBEHHbIX CPEACTB MPOBOAMTCA B NOpAAKe, yCTAaHOBNEHHOM CTaTbsMU
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17 - 20, 23 n 24 HacTosiwero PenepanbHOro 3akoHa, M HEe O3Ha4yaeT CHWKeHuUst TpeboBaHMI K Ge3onacHoCTH,
KayecTBY U apHEKTMBHOCTU NIEKAPCTBEHHLIX NPenapaTos.

Cratba 27. PelueHne o rocygapCTBEHHOW permctpauumn nekapCTBEHHOro npenapara

1. B cpok, He npesbilawoWwmi NATM pabounx OHEeW Co OHS NONyYeHWs 3aKNIYEHUN KOMWUCCUM IKCMEPTOB MO
pesynbTaTtamM 3KCMNepTU3bl KadecTBa NEeKapCTBEHHOro CPeAcTBa M 9KCMEPTU3bl OTHOLIEHUS OXMAaeMon nonb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHUSA NeKapCTBEHHOro Npenapara, COOTBETCTBYHOLLMIA YNTONMHOMOYEHHbIN dheaepanbHbIi
OpraH UCMNOMHUTENBHOW BracTu:

1) ocyllecTBRsieT OLEHKY Takux 3akMYeHUn OMis onpederieHns MX COOTBETCTBUS 3aJaHuio Ha MnpoBefdeHue
yKa3aHHbIX 3KCMepTus;

2) npuHMMaeT pelleHne O TOCYyAapCTBEHHOW perncTpauun fekapCTBEHHOro npenapata unm ob oTkase B
rocy4apCTBEHHOWN perncTpaumm iekapcTBEHHOro nNpenapara;

3) BHOCWUT NpW MPUHATUN PELUEHUA O TFOCYAapCTBEHHOW perncrpauuu NekapcTBEHHOro npenaparta gaHHble O
3aperMcTpupoBaHHOM JiIeKapCTBEHHOM MpenapaTe, B TOM yucrne o hapmaueBTU4eCcKon cybcTaHummn, BXOASLWEN B
COCTaB feKapCTBEHHOro npenapaTa, B rocyaapCTBEHHbIN PEeCcTp NeKapCTBEHHbLIX CPeacTB U BblAAET 3asBUTENIO
perncTpaumMoHHOe yaoCTOBEPEHME NeKapCTBEHHOMO npenapara, opMa KOToporo yTBepXaaeTcs ynorTHOMOYEHHbIM
degeparnbHbIM OPraHoM UCMOMHUTENBHOW BRacTu, COrMacoBaHHbIE HOPMaTUBHYIO AOKYMEHTauuio, HOPpMaTUBHBIN
OOKYMEHT, MHCTPYKLUMIO MO NPUMEHEHMIO NeKapCTBEHHOIO npenapaTta u MakeTbl MEPBUYHON YNaKOBKW U BTOPUYHON
(noTpebuTensckon) ynakoBkM C yKasaHMeM Ha HMX HOMepa PerucTpauyoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro
npenapata 1 fdatbl €ro rocygapCTBEHHOW perncrpauum unm B Criydae MnpuHATMS pelweHns ob oTkase B
rocyapCTBEHHOWN perncTpaunm NekapcTBEHHOro npenapara yBe4oMIseT B NMCbMeHHON dhopme 3asBuTens o6 aTom
C yKa3aHMeM MpUYMH Takoro oTkasa.

2. OcHoBaHMeM ONnsA OTKasa B rocyaapCTBEHHOW pernctpauuy fnekapCTBEHHOrO MpenapaTa sIBNSETCA pelleHne
COOTBETCTBYHLLENO YNOTHOMOYEHHOMO hefiepanbHOro opraHa UCMOSNTHUTENBHOM BNAcTW O TOM, YTO Ka4eCTBO U (Mrn)
3P PEKTUBHOCTL PEMMCTPUPYEMOTO NIEKAPCTBEHHOIO Npenaparta He NOATBEPXKAEHbI MOMYYEHHbIMW SAHHBIMU UINN YTO
PUCK MPUYMHEHWS Bpeda 300pPOBblO YenoBeKa UMW XUMBOTHOrO BCMEACTBME MpuMema fekapCTBEHHOro npenapara
npesbiaeT 3PPEKTUBHOCTb €ro NPUMEHEHNS.

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3. lpu rocygapCTBEHHOW perucTpauMm neKapCTBEHHOro npenapara, BKIHOYEHHOTO B MEepeYvYeHb JKU3HEHHO
HeOoBXO0AMMbIX N BaXXHEMNLUWX NEeKapCTBEHHbIX NpenapaToB, HeobxoAnMble AaHHbIE 3aHOCHATCA B rOCYAapCTBEHHbIN
peecTp npefernbHbIX OTAYCKHbIX LeH NPOM3BOAMTENEN Ha NeKkapCTBEHHbIE npenaparTbl, BKIOYEHHbIE B YKa3aHHbIN
nepeYveHsb.

Cratbs 28. PernctpaunoHHoe yoocToBepeHWe NekapcTBEHHOMO nNpenapara

1. PeructpaumoHHoe yaocToBepeHne NnekapcTBEHHOro npernapara ¢ ykasaHveM NekapcTBeHHbIX (hopm 1 JO3NPOBOK
BbldaeTcss ©eccpoyHO, 3a WCKMYEHUEeM pPerncTpauMoHHOro YAOCTOBEpPEHMs JflekapCTBEHHOro npenapaTa,
BblJABAaeMOro CO CpOKOM [AeNcTBus NATb NeT, Ha Bnepsble peructpupyemble B Poccuiickon ®depepauuu
nekapcTBeHHble npenaparhl.

2. Tlo ncteyeHUn ykaszaHHOro B 4YacTuM 1 HaCToALWEen cTaTbM CpOKa BblOaeTcsi BecCpoyHoe perucTpaumoHHOe
YyOOCTOBEPEHWE NeKapCTBEHHOro npenapara npu ycnosuu NoATBEPXOeHUS ero rocyAapCTBEHHON peructpaumm.

Cratbs 29. MoaTeepxaeHWe rocyaapcTBEHHON perMcTpaumm nekapcTBeHHOro npenapara

1. MopTBepxaeHWe rocyaapCTBEHHOW perMcTpaumy NeKapCTBEHHOro npenapara OCyLecTBAsSeTca npu Bbiaye
6eccpoYHOro perncTpauMoHHOro YOOCTOBEPEHUST NIEKAPCTBEHHOIO MpenapaTta B criyyae, yka3aHHOM B 4acTtu 2
ctatbn 28 Hactosiero PepepanbHOro 3akoHa, B CPOK, He MpeBbILAWMIA AeBsSHOCTA paboymx OHEW COo OHS
Nony4YeHnsl COOTBETCTBYIOLLMM YNOSIHOMOYEHHBIM dheeparnibHbIM OpraHoOM UCMOMHUTENBHOW BNAacTh 3asiBieHUs O
NoATBEPXKAEHMN TOCYOAPCTBEHHOW perncTpauumn nekapcTBEHHOro npenapata, oOPMITIEHHOIO B COOTBETCTBUN C
YyacTbio 2 ctaTbm 18 HacTodAwero PegepanbHOro 3aKoHa.

2. NopTBEpXAeHMe rocyaapCTBEHHOW perncTpauumn NekapCTBEHHOTO nNpenapara OCyLEeCTBNAETCS Mo pesynbTaram
3KCMEPTM3bl OTHOLLEHMSI OXUOAEeMOWN MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NEKapCTBEHHOro npenapara, a
TaKkKe 9KCMepTu3bl KadecTBa JIEKAPCTBEHHOrO CpeacTBa, MPOBOAMMOM B Cllydae BHECEHMSI M3MEHEHUN B
HOPMAaTUBHYK AOKYMEHTALMIO UM HOPMATUBHbINA LOKYMEHT.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3. K 3asBneHuio o noaTBepXAEHUN roCyAapCTBEHHOW perncTpauuy NekapcTBEHHOro npenaparta npunarakTcs
OOKYMEHT, noaTBepXOalLWwuin - ynnaTy rocy4apCTBEHHOM MOLWMUHBI 33 NOATBEPXAEHWE rocygapCTBEHHON
perncTpaumm nekapcTBeHHOro npenapara ans MeanUMHCKOro NpUMeHeHns UNn nekapcTBEHHOro npenapaTa ans
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BETEPMHAPHOIO MPUMEHEHMWS, JOKYMEHT, coAepXaluni pesynbTaTbl MOHUTOPUHra 6e30nacHOCTU NeKapCTBEHHOMO
npenapaTa, nNPOBOAUMOrO 3asBUTENeM, MNo OpMe, YCTAHOBMEHHOW COOTBETCTBYHOLUMM YMONHOMOYEHHbIM
denepanbHbIM OPraHoM MCMOMHWUTENBHOW BRacTu. HopMaTuBHas OOKYMEHTauus UM HOPMAaTUBHbBIA OOKYMEHT,
MPOEKT MHCTPYKLMM MO MPUMEHEHUIO NEKapCTBEHHOro npenapara, NpoeKkTbl MakeTOB MEPBUYHOM YMAKOBKU U
BTOPMYHOM (NOTPeBUTENBLCKON) YNaKOBKM NEeKapCTBEHHOrO NpenapaTta npunaratoTcs K 3asBneHmno 0 NoaTBEPXKAEHUN
rocyfapCTBEHHOW perncTpauum nekapcTBEHHOro npenapaTta BHOBb TOMbKO B Cryyae, €Cnu B HUX BHOCATCSH
N3MEHEHNS.

(vacTb 3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4. B TeyeHue gecsatun paboumnx gHeN Co OHA NPUHATUSA 3asiBNEHNs O NOATBEPXKAEHUN rOCyAapCTBEHHON permctpawmm
nekapCTBEHHOro npenaparta M HeobOXOOUMbIX LOKYMEHTOB COOTBETCTBYIOLLUA YMNONIHOMOYEHHbIM hbeaeparnbHbii
OpraH UCMOMHUTENBHOW BRacTu:

1) NpoBOAMT MPOBEPKY MOMHOTHI M LOCTOBEPHOCTM CBEAEHMWN, COOEPXKaLUMXCA B NMPEeACTaBMEHHbIX 3asiBUTENEM
matepuanax;

2) NpUHMMAaET peLLeHre 0 NpoBedeHMN unmn ob oTkase B NPOBEAEHUN KCMEPTU3bl OTHOLLEHMS OXMAAEMON NoMb3bl
K BO3MOXHOMY PWUCKY MPUMEHEHWS NEeKapCTBEHHOrO mpenapaTa, a Takke 3KCNepTu3bl Ka4ecTBa JIEKapCTBEHHOIroO
cpeacTBa, NMPOBOAUMOM B Criyd4ae BHECEHUS M3MEHEHUA B HOPMATMBHYHO [OOKYMEHTaUWM0 UMM HOPMAaTUBHbIV
OOKYMEHT;

(n. 2 B peq. ®enepansHoro 3akoHa oT 29.11.2010 N 313-93)

3) yBegomnsieT B MMCbMEHHON hopMe 3asBUTENS O MPUHATOM PELLUEHUN UMW B Crydae NpUHATUS pelleHuns ob oTkase
B MPOBEAEHMN 3KCNEPTM3bI C YKa3aHMEM MPUYNH TaKkoro oTkasa.

4.1. B cnyyae BbISIBIEHUS HEOOCTOBEPHOCTUM CBEAEHUNA, COOEPXalUXCHA B MPEeACTaBIEHHbIX 3asBUTENEM
mMatepuanax, ynoriHOMOYEHHbIN dbefeparnbHbiil OpraH UCMONHUTENbBHONM BNAcTW HanpaBnseT 3asBMTenNto 3anpoc o6
YTOYHEHUW YKa3aHHbIX CBeAEHWW. [JaHHblA 3anpoc MoXeT OblTb nepefaH YNorHOMOYEHHOMY MpPeacTaBUTENO
3asBUTENSs IMYHO MO pacnucKy, HanpaBneH no no4vTte 3akasHbIM MMCbMOM UMW NEepefaH B 3MNEKTPOHHOM hopMe Mno
TEeNeKOMMYHMKaLMOHHBIM KaHarnam CBs3u. B cnyyae HanpaBneHwst 4aHHOro 3anpoca no noYTe 3akasHbiM NMMCbMOM
OH CYMTAETCs NOMyYEHHbIM MO UCTEYEHUN LLECTU OHEW C AaTbl HAaNpaBeHWs 3aka3Horo Nucbma.

(vacTb 4.1 BBegeHa PeaepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3aaBuTenb 0653aH npeacTaBMTb OTBET Ha 3anpoC YNONMHOMOYEHHOTO dheeparibHOro opraHa MCNONMHUTENbHON
BMacTu B CPOK, He MPeBbILLaLWLni AeBAHOCTa paboynx gHEN Co AHS NonydYeHns gaHHoro 3anpoca. Cpok, yKkasaHHbIN
B 4YaCTu 4 HaCTOsILLEN CTaTbW, NPUOCTAHABNIMBAETCHA CO OHSI HanpaBfeHUs 3asiBUTENIO 3anpoca yrnorHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENBHOM BriacTM A0 [AHS MOMy4YeHUs UM OTBETa Ha [AaHHbIN 3anpoc U He
YYMTBIBAETCSA NPY UCHUCIIEHMN CPOKa NOATBEPXKAEHWSA rOCY4apCTBEHHOW permcTpauumn nekapcTBeHHOro npenapaTa.
(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHveM Ansi oTka3a B MPOBEAEHUN 3KCMEPTU3bl OTHOLLUEHWUS] OXUOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY
NPMMEHEHMST NeKapCTBEHHOIO npenapata U (Mnu) SKCnepTu3bl KayecTBa JIEKAPCTBEHHOIO CpeAcTBa sIBNSETCA
npeacTaBrneHne [OKYMEHTOB, YyKa3aHHbIX B 4YacTax 1 M 3 HacToswen cTatbu, B HEMNOMHOM OObeMe,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha YyKasaHHbIA B 4acTu 4.1 HacToslen cratbu
3anpoc  YMNOMHOMOYEHHOro d)edepanbHOro opraHa WUCMOMHWUTENbHOW BRacTW, a Takke OTCYTCTBME B
NpeAcTaBrneHHbIX JOKYMEHTaX MCYEPMbIBAIOLLNX CBEAEHUN, KOTOPbIE AOMKHbI OblTb OTPaXeHbl B HUX.

(B pea. PegepanbHbix 3akoHoB OT 29.11.2010 N 313-93, o1 25.11.2013 N 317-93)

6. JkcnepTnsa OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWST NIEKapCTBEHHOMO npenapara u
(nnn) akcnepTM3a kadecTBa NIEKAPCTBEHHOrO CPeACcTBa B LENsX MNOATBEPXAEHUSA rocyaapCTBEHHOW perncrpauum
NeKapCTBEHHOro npenapara NpoBOAATCA HAa OCHOBAHUWM AOKYMEHTOB, YKa3aHHbIX B 4YacTu 3 HACTOALLEN CTaTbM, B
nopsiike, ycTaHoBNeHHOM vactsamu 5 - 8 ctatbmn 23 n ctaTben 24 HacTodwero PefepansHOro 3akoHa.

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

7. B nepviop npoBeAeHUs NnpoLeaypbl NOATBEPXKAEHUS rOCYAapPCTBEHHOW perncTpaLmMmn nekapcTBEHHOro npenapara
€ro rpaxgaHckuin obopoT ocyLecTBnseTca Ha TeppuTopumn Poccuiickon ®epepaumm.

Cratbs 30. BHeceHMe WU3MeHEHMA B [JOKYMEHTbl, codepXaliMecss B perucTpauMoHHOM [ocbe Ha
3aperMcTpupoBaHHbI NekapcTBEHHbIN Npenapar Ans MeauLMHCKOro NpMMeHeHuns

1. B uensx BHeceHUA wu3MeHeHUA B [OOKYMEHTbl, coAepXawuecd B pPerMcTpauyuoHHOM [oCbe Ha
3aperucTpuUpoBaHHbIN NeKapCTBEHHbBIA npenapaT Ans MeguMUMHCKOro MpUMEHEeHUs, 3asiBuTernb NpeactaBnseT B
YNOSTHOMOYEHHbIN dhefepanbHbii OpraH UCNOSTHUTENBHOM BracTu 3asiBfieHMe O BHECEHUW TakuX U3MEHEHUH Mo
¢opme, YyCTaHOBSIEHHOM YMNOSIHOMOYEHHbIM hefeparnbHbIM OpraHOM MCMNOSTHUTENBHOM BACTU, U MPUNOXEHHbIE K
HEMY M3MEHEHUS1 B yKa3aHHble JOKYMEHTbI, @ Takke AOKYMEHTbI, MoATBEpXAaloLwme HeobXoauMoCTb BHECEHUS
TakMXx W3MeHeHW. [puHATME peleHnss O BHECEHWM TaKMX WU3MEHEHWA wnu 0O oTKase B WX BHECEHUU
OCYLLECTBMNAETCA B CPOK, HE MNpEBbIWAKLWNA OeBAHOCTA pabounx OHEW CO AHA MPUHATUSA YNONMHOMOYEHHbLIM
deneparnbHbIM OpraHOM MUCMOMHUTENBHOM BracTu 3asBNeHUs O BHECEHUU TaknMxX U3MEHEHUI.
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2. B cny4yae BHeceHUs] U3MEHEHUA B WHCTPYKUMIO MO MPUMEHEHMUIO NeKapCTBEHHOro npenaparta B OTHOLUEHWUW
CBeOEHUN, yKaszaHHbIX B nognyHkTax "' - "n", "x" nyHkrta 16 yactu 3 ctatbn 18 HacTosiwero ®enepanbHOro 3akoHa,
B COCTaB JiIeKapCTBEHHOro npenapaTta And MeOULMHCKOro MNpPUMEHEHUs, M3MEHEeHUst MecTa Npou3BoACTBa
NneKkapcTBEHHOro npenapara anst MeaMunHCKOro NpMMeHeHnsl, UI3MEHEHNS nokasaTenen kayectTea IekapCTBEHHOIoO
npenapaTta ans MeauLUMHCKOro NpUMeHeHnst 1 (MnNu) MeToaoB KOHTPONSA KadecTBa fiekapCTBEHHOro npenapara Ans
MEANLNHCKOrO NPUMEHEHNSA, M3MEHEHUs1 cpoka TFOOHOCTWM JleKapCTBEHHOro npenapata Aans MeauuUHCKOro
NPUMEHEHNST MPOBOANTCS SKCMEpPTU3a NEKAPCTBEHHLIX CPEACTB B YaCTM 3KCNEepTu3bl KavyecTBa JleKapCTBEHHOIo
CcpeacTBa 1 (Mnu) aKCNepPTU3bl OTHOLLIEHMS OXUOAEMOWN NOMNb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS NTIEKapPCTBEHHOTO
npenapata ans MeauUMHCKOro npuMmeHeHus. B cnyvyae HeoBGXOAMMOCTU BHECEHUSI MHbIX U3MEHEHWA B AaHHYHO
WHCTPYKUMIO 3KCMepTM3a JeKapCTBEHHOro cpeactBa [Afs BHECEHUsT TakuxX W3MEHEeHUA B CBefeHuUst O
3aperMcTpupoBaHHOM fieKapCTBEHHOM npenapare He NPOBOAUTCS.

(B pea. PegepanbHbix 3akoHoB 0T 11.10.2010 N 271-d3, o1 29.11.2010 N 313-93)

3. C 3asBneHMemM O BHECEHUN W3MEHEHWIA B [AOKYMEHTbI, COoAepXallMecsi B PErucTpauuMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIN IEKAPCTBEHHbBIA NpenapaTt Ans MeaUUMHCKOro MPUMEHEHUs, Hapsagy C OOKYMeHTaMmu,
yKasaHHbiIMM B 4YactMm 1 HacTodwen cTaTbW, MPEeACcTaBnAOTCA AOKYMEHTbl, MNOATBEpXJawwue ynnarty
rocyfapCTBEHHOW NOLUMVHBLI 32 BHECEHWNE U3MEHEHMWI B UHCTPYKLIMIO NO NPUMEHEHUI0 NTeKapCTBEHHOro npenapara
Ons MeanUMHCKOro NpUMEHeHMUs!, roCyaapCTBEHHOM MOLUMUHbI 3@ BHECEHUE U3MEHEHUN B COCTaB NeKapCTBEHHOrO
npenaparta anst MeguuUMHCKOro NpUMEHEHMS.

4. B TeueHue gecatn pabounx gHEn CO OHSA NOCTYMMEHMS yKa3aHHOro B YacTu 1 HaCToALLEN CTaTbM 3a8BMEHUS U
HeobXx0AMMbIX JOKYMEHTOB YNONHOMOYEHHbIM dheaeparbHbIi OpraH MCNONHUTENBHOW BNAcCTu:

1) npoBOAMT NPOBEPKY MOMHOTbLI M OOCTOBEPHOCTM CBEAEHMWM, COAEpXKALLMXCA B MpeacTaBleHHbIX 3asiBUTENEM
Martepuanax;

2) NpyHMMaeT peLleHne O MPOBEAEHNM YKa3aHHbIX B YacTW 2 HaCTOSILLEN CTaTbWM COOTBETCTBYIOLUMX IKCMEPTU3
NeKapCcTBEHHOro cpeacTBa Unm 00 oTkase B UX NPOBEAEHWUM;

3) yBegomnisieT B MMCbMEHHON hopMe 3asBUTENS O MPUHSATOM PELLEHUN UMW B CIy4ae NPUHATUS pelleHuns ob oTkase
B NPOBEAEHNN COOTBETCTBYIOLLEN SKCNEPTU3bI C YKa3aHUEM NPUYMH TaKOro OTKasa.

4.1. B cny4yae BbISIBIEHUS HEOOCTOBEPHOCTM CBEAEHUIA, COOEpXalUMXCA B NpeacTaBMEHHbIX 3asiBUTENEM
mMaTepuanax, ynoriHOMOYEHHbIN begeparnbHbln OpraH UCMONHUTENbHOW BNAcTW HanpaBnseT 3asaBMTenNto 3anpoc o6
YTOYHEHUW YyKa3aHHbIX CBedeHwuW. [aHHbln 3anpoc MoxeT ObiTb nepegaH ynONHOMOYEHHOMY MpPeacTaBUTENIo
3aABUTENS NTMYHO MOA PaCnMCKy, HanpasmeH No NnoyTe 3akasHbIM NMMCbMOM UNW NepeaaH B 3NeKTPOHHOW dhopme no
TENeKOMMYHMKALMOHHBIM KaHanam cBA3n. B crnyyae HanpaeneHus gaHHOro 3anpoca no novte 3akasHbiM MMCbMOM
OH CYMTAETCH MOMYYEHHbIM MO UCTEYEHUN LLIECTM OHEN C AaTbl HANPaBMNEHUA 3aKa3HOro NUCbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3asBuTenb 06s13aH NpeacTaBUTb OTBET Ha 3anpoc YNOSIHOMOYEeHHOro defieparnbHOro opraHa UCNONMHUTENbHON
BMacTu B CPOK, He NpeBbILLaLLNA AEBAHOCTA paboyumx AHEN CO OHSI NOMyYeHUs 4aHHoro 3anpoca. Cpok, yka3aHHbIN
B YacTu 4 HacTosiLLen cTaTbW, NPUOCTaHABNUBAETCHA CO AHS HanpasBneHns 3asBUTENo 3anpoca YrnonHOMOYEHHOro
benepanbHOro opraHa WCNONHUTENbHOW BriacTM A0 [AHS MOMyYeHUs UM OTBEeTa Ha [JdaHHbI 3anpoc U He
YUUTBIBAETCSA NPU UCHUCTIEHMM CPOKA NPUHATUS PELUEHNs] O BHECEHUU U3MEHEHUIN B JOKYMEHTbI, coaepxalimecs B
perncTpaumoHHOM A0CHE Ha 3aperMCTPMpPOBaHHBIN NTIEKAPCTBEHHbIV Npenapart Ans MeguUUHCKOro NPpMMEHEHUS.
(vacTb 4.2 BBegeHa PegepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM [nsi OTKasa B MPOBELEHUN YKa3aHHbIX B 4YacTu 2 HACTOALWEN CTaTbW 3KCNEpPTU3 SABMSIETCS
npeacTaBreHne [OOKYMEHTOB, MEPEeuYUCreHHblX B Yactax 1 u 3 HacToswen ctatbW, B HEMNOMHOM 06Obeme,
HenpeacTaBrneHne 3asiBUTENIEM B YCTAHOBMEHHbIN CPOK OTBETa Ha YyKasaHHblM B 4actu 4.1 HacToswen craTbu
3anpoc YrNofHOMOYEHHOro defepanbHOro opraHa WCNONHUTENbHOW BRacTW, a Takke OTCYyTCTBUE B
npeacTaBrneHHbIX AOKYMEHTax AOCTATOYHbIX CBEAEHWI, NOATBEMKAALLMX HEOOXOANMOCTL BHECEHNS U3MEHEHUA.
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. YKasaHHble B YacTu 2 HacToslllen CcTaTbW IKCnepTusbl NPOBOASATCHA B Nopsike, YCTaHOBMEHHOM cTaTben 23
HacToswero dPegepanbHOro 3akoHa.

7. B cpok, He npeBblaWUn NATM paboyunx OHEN CO AHSA MONydeHUs 3aKMYEHUMN KOMUCCUMIA 3KCMEPTOB MO
pe3ynbTataM YykasaHHbIX B 4acTW 2 HacTosWen cTaTbuM SKCMepTU3, YMNONMHOMOYEHHbIN dyefeparbHbii opraH
WCMNONMHUTENbHOW BNacTu:

1) NpUHMMaEeT pelleHne O BHECEHUU U3MEHEHUA B OOKYMEHThbI, COAepXalimecs B pPerMcTpaumMoHHOM OOCbe Ha
3aperncTpUpoOBaHHbIA NEKAPCTBEHHbIN Mpenapart Ang MeauUMHCKOro NpUMEHEHUs, Unn o0 OTKase BO BHECEHUM
TaKuUX U3SMEHEHUN;

2) BHOCUT B rOCyapCTBEHHbIN PEECTP NeKapCTBEHHbIX CPEACTB Ha OCHOBAHUN PELLEHUS O BHECEHUM U3MEHEHUN B
OOKYMeHTbI, coaepXallmecs B pernctpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NeKkapCTBEHHLIN npenapaT Ans
MeOMLMHCKOro NPUMEHEHMs1, HeobxoauMble N3MEHEHUST U BO3BPaLLIAeT X 3asiBUTENIO.

8. OcHoBaHueM aAng oTka3a BO BHECEHUU U3MEHEHWU B JOKYMEHTbI, COAepXalLlmecs B permcTpaLnoHHOM JOCbe Ha
3aperncTpuUpoOBaHHbIN  NIEKAPCTBEHHLIM Npenapat Ans MEOUUMHCKOrO MPUMEHEHUs, SABMNSETCS 3aKniodeHune
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YNMONMHOMOYEHHOTO hbefepasibHOro opraHa MCMOSIHUTENbHOM BMAacTM O BO3MOXHOCTU CHWPKEHUS GEe30MmacHOCTH,
kayecTBa, 3(PEKTUBHOCTM NIEKAPCTBEHHOTO CPEACTBA B Clly4ae BHECEHUSI TakuX U3MEHEHUIA.

9. [HonyckaeTcs rpaxdaHCkuii 06OpOT FeKkapCTBEHHbIX MNpenapaToB AN MEAMLMHCKOrO  MpUMEHEHMs,
MPOM3BEAEHHbIX A0 MPUHATUA YNOMHOMOYEHHbIM dhefeparnbHbiM OPraHoM WUCMOMHUTENbHOM BNacTy pelleHns o
BHECEHUN W3MEHEHWA B [OKYMEHTbl, COAepXalluecs B PerucTpaLMoHHOM [OCbe Ha Takue reKapCTBeHHble
npenapartbl, UMK pelleHns 06 oTkase BO BHECEHUMN YKasaHHbIX U3MEHEHUIA.

Cratba 31. BHeceHue wu3MeHeHWW B [OKYMEHTbl, cogepXawmecda B perncTtpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbI NeKapCTBEHHbIN NpenapaT Ans BETEPMHAPHOro NpUMeEHeHus

1. B uensx BHeCeHMs WU3MEHEHWA B [OOKYMEHTbl, coAepXawuecda B pPEerucrpauuoHHOM [oCbe Ha
3apernMcTpuUpoBaHHbIN NeKapCTBEHHbIN npenapaT Ans BETePUHAPHOro NpUMEHeHusl, 3asBUTENb NpeacTaBnseT B
YNOSIHOMOYEHHbIN doefepanbHbli OpraH UCMOSTHUTENBHOW BMacTU 3asiBfieHWE O BHECEHUWN TaKUX U3MEHEHWUA Mo
dopMe, YCTaHOBMEHHON YNONMHOMOYEHHbLIM hedeparbHbIM OpraHOM UCMOSIHUTESNbHON BRAcT, U NPUMOXEHHbIE K
HEMY M3MEHEHUS B yKa3aHHble OOKYMEHTbI, a Takke OOKYMEHTbl, MOATBEpXAaloLne HeoOXOAMMOCTb BHECEHUS
TakMx MW3MeHeHun. [lpvHATME peleHnss O BHECEHUMM TakuX WU3MEHEeHUM unn 00 OoTKase B WX BHECEHUMU
OCYLLECTBMSIETCS B CPOK, He NpeBbllaloWmMi AeBsHOCTa paboumx OHen CO AHS MPUHATUS YNONHOMOYEHHbIM
deaepanbHbIM OpraHoOM UCMOMHUTENBHOW BNAacTh 3asiBNIEHNSI O BHECEHUN TaKNMX U3MEHEHUNA.

2. B cnyyae BHeCEHWSI UBMEHEHNI B UHCTPYKLIMIO MO NPUMEHEHMIO NEKAapPCTBEHHOIO NpenapaTa Ans BeTepuHapHoro
NPUMEHEHNS B OTHOLLEHUN CBEAEHUN 006 M3MEHEHMAX A03MPOBKM, CPOKOB BO3MOXHOMO UCMOMb30BaHMS NPOaYKLUK
XWUBOTHOIO MPOUCXOXAEHUA MOCMe NPUMEHEHUSI NEKAPCTBEHHOrO npenapaTta Ang BETEPMHAPHOro MpUMEHEHMUS
NpoBOAMTCS 3KCNepTu3a fNekapCcTBEHHOro CPeAcTBa Afsl BEeTepMHaApHOro npuMmeHeHus. B cnyyae HeobxogumocTtu
BHECEHMS MHbIX M3MEHEHUN B OAHHYK MHCTPYKLMIO 3KCMepTM3a NeKapCTBEHHOro cpeacTBa Afs BETEPMHAPHOro
NPUMEHEHNSI HE MPOBOANTCS.

3. C 3asBneHMemM O BHECEHUN W3MEHEHUIN B [LOKYMEHTbl, coAepallMecs B PEerMcTpauMoHHOM [OOCbe Ha
3aperMcTpuUpoOBaHHbIN NEKApPCTBEHHbLIN npenapaT Ans BETEPMHApPHOro MPUMEHEHUs, Hapsgy C OOKYMEHTamu,
YKa3aHHbiMM B 4Yactu 1 HacTosilen cTaTbW, MNPEeACTaBNATCS [OOKYMEHTbl, MNOATBepXaawwme ynnaTy
rocy4apCTBEHHOW MOLUMMHbLI 32 BHECEHME N3MEHEHMWI B UHCTPYKLIMIO MO NPUMEHEHUI0 NTEKAapCTBEHHOrO npenapara
0N BETEPUHAPHOro NPUMEHEHNS.

4. B cpoK, He NpeBbILLaoLWniA AeCATH pabounx OHEWN CO OHS NOCTYNNEHMS yKa3aHHOro B YacTy 1 HacTosLLen cTaTbn
3asBreHNs N HEOBXOAUMbIX JOKYMEHTOB, YNOMHOMOY€EHHbIN hefepanbHbl OpraH NCNOMHUTENbHOW BNACTU:

1) npoBOAMT NPOBEPKY MOMHOTbLI U OOCTOBEPHOCTM CBEAEHMWM, COAEpXKALLMXCA B MpeacTaBIieHHbIX 3asiBUTENEM
DOKYMEHTaX;

2) NpUHMMaET peLleHne O NPOBEAEHNM IKCNEPTU3bl NIEKapCTBEHHOIO CpeacTBa ANs BETEPUHAPHOIO NMpUMEHEHUs
unu ob oTkase B ee NPOBEAEHUM;

3) yBegomnisieT B MMCbMEHHON hopMe 3asBUTENS O MPUHATOM PELLEHUN UMW B CIy4ae NPUHATUS pelleHus ob oTkase
B NPOBEAEHUN 3KCMNepTU3bl NEeKapCTBEHHOro cpeactsa Ans BeTepUHApPHOro MPUMEHEHUS C YKasaHWeM MpuYnH
Takoro oTkasa.

5. OcHoBaHueM ans 0TKasa B MPOBEAEHNN IKCMEPTU3bl NIEKAPCTBEHHOrO CpeacTBa Ansi BETEPUHAPHOI0 NpUMEHEHUs
SBNAETCHA NpeacTaBrieHne OOKYMEHTOB, YKa3aHHbIX B 4acTsx 1 M 3 HacTodwen ctaTby, B HEMOMHOM 06bemMe unu
OTCYTCTBME B NPEeACTaBMNEHHbIX JOKYMEHTaX 4OCTAaTOYHbIX CBEAEHUI, NOATBEPXKAAOLWMX HEOO6XOAMMOCTL BHECEHMS
N3MEHEHNN.

6. JKkcnepTmsa nekapCTBEHHOrO CpeacTBa ONsi BETEPUHAPHOrO MPUMEHEHMSI B LENSX BHECEHUS U3MEHEHW B
OOKYMeHTbI, coaepXallmecs B pernctpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NekapCTBEHHbLIN npenapaT Ans
BETEPUHAPHOro NPUMEHEHUS, OCYLLLECTBSETCS B NOpsAaKe, yCTaHOBNEHHOM cTaTbein 24 HacTosiwero ®eaepansHoro
3aKoHa.

7. OcHoBaHMeM Ans oTKasa BO BHECEHUWN U3MEHEHWU B AOKYMEHThI, COAepXallmecs B permcTpaunmoHHOM 40Cke Ha
3apernMcTpuUpoOBaHHbIN  NIEKAPCTBEHHbIN nNpenapaTt Afs8 BeTepUHapHOro MNPUMEHEHNS, SBMSETCS 3akrloyeHue
YNONTHOMOYEHHOIO oedeparnbHOro opraHa WCMONTHUTENbHOW BRacTu O BO3MOXHOCTUM CHWXEeHUSA Ge3onacHocTw,
KayecTBa, 3(PPEKTMBHOCTU NEKAPCTBEHHOrO npenapaTta Ang BEeTEPMHAPHOrO NMPUMEHEHUs B Crnydae BHECEHWUsI
N3MEHEHWI B YKa3aHHbIE JOKYMEHTbI.

8. [onyckaeTcs rpaxgaHCckMi o06OpOT mNeKapCTBEHHbIX MpenapaTtoB Afs BETEePMHAPHOIro MPUMEHEHUS,
NPOV3BEAEHHbIX 0 MPUHATUSA YMNOMIHOMOYEHHbIM heaeparnbHbIM OpPraHOM WCMOSNHUTENBHON BNAcTU pELUEeHns O
BHECEHVUM MW3MEHEHWA B [OKYMEHTbI, COAepXallMecs B pPerucTpauMoHHOM [OCbe Ha 3aperncTpyMpoBaHHbIN
NeKapCTBEHHbIV NpenapaT Ansi BEeTEPUHAPHOIO NPUMEHEHMs, unn 06 oTkase BO BHECEHUUN YKa3aHHbIX U3MEHEHUN.

CraTtba 32. OTMeHa rocygapcTBEHHOW perucTpauumn nekapcTBEHHOro npenapara

PelieHne 06 oTmeHe I'OCY,EI,apCTBeHHOIZ perncTtpaunmn nekapCTtBeHHOro npenaparta n NCKNn4eHnn nekapcTtBeHHoro
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npenapata w3 T[OCYAapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPEeACTB  MNPMHUMMAETCS  YMONTHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMONMHUTENBHOM BNacTy B Criyvae:

1) npencTaBneHWsi COOTBETCTBYHOLLUMM YMOJSIHOMOYEHHbIM defepanbHbiM OpraHoM MWCMOSTHUTENbHOW BNactu
3aKnNIYEHNs O pUCKe 1Unm o6 yrpose 340POBbIO, XXU3HU YeNOBeKa UM XXMBOTHOMO NPU NMPUMEHEHUUN NEKapCTBEHHOTO
npenapaTa, MpeBbllLAWNX ero 3QEKTUBHOCTb, MO pe3ynbTaTamMm OCYLLECTBNSEMOro WM MOHWUTOPUHra
6e3onacHOCTW nekapCTBEHHOrO Npenapara;

2) nopauym paspaboTyMKOM NeKapCTBEHHOro cpeactsa UMM YNOSIHOMOYEHHbIM UM APYTUM IOPUOANHECKMM MNLIOM
3asBneHnst 06 oTMeHe rocyaapCTBEHHOWN perncTpaLmm nekapcTBEHHOIo npenapara;

3) HenoATBEPXAEHMS FOCYAapCTBEHHOW perncTpauumn nekapcTBEHHOro npenapaTa no UCTEYEHUN CPOKa OEeNCTBUSA
permcTpaumMoHHOro yaoCTOBEPEHMS, BbIAAHHOMO Ha MATb JeT;

4) HenpeacTaBneHus 3asBUMTENEM MHgopMauun, KoTopas MOXET NMoBrneyb 3a cobon HeobXxoaMMOCTb BHECEHMWS
N3MEHEHWI B JOKYMEHTbI, CoAepKallnecs B PermcTpalMoHHOM OOCbe Ha 3aperMcTpupoBaHHbIA NIEKAPCTBEHHBIN
npenapaT, B Te4eHne Tpuauat paboumx AHEN co AHA HACTYMNEHUS 3TUX U3MEHEHUN;

5) ocywlecTBneHns rocyaapCTBEHHOW perucTpaumy NekapcTBEHHOro npenaparta nog TOProBblM HauMeHOBaHWEM
3aperMcTpupoBaHHOIO paHee Nog 3TMM TOProBbIM HAUMEHOBAHMEM JIEKapCTBEHHOIO nNpenapara;

6) oCyLLeCTBNEHNS rOCYAAPCTBEHHOWN perncTpaLmm 3asgBuTenemM O4HOro U TOro e nekapcTBEHHOro npenapaTa noa
pasnMyHbIMU TOProBbIMU HAUMEHOBaHUAMY;

7) BblHECEHUS CYA0M pPEeLUEHNs O HapyLLEeHMM NpaB NpaBoobnagatens 00 bEeKTOB MHTEMMNEKTYanbHOW COOGCTBEHHOCTH
npy obpaLleHnn NekapCcTBEHHbIX CPEeACTB.

CraTtba 33. [ocyaapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB

1. TocynapcCTBEHHbIA peecTp IeKapCTBEHHbIX CPeACTB COAEPXWUT MepeveHb NeKapCTBEHHbIX MpenapaTos,
npoLleaLwwnx rocyaapCTBEHHYI0 perncrpaumio, nepeyeHb hapmaueBTUYeckux CybCTaHUMN, BXOASALWMX B COCTaB
nekapcTBEHHbIX NpenapaToB, U CrieayroLLyo MHopMaLuio:

1) B OTHOLUEHWW NeKapCTBEHHbIX NpenapaTos:

a) HaumMeHoBaHWe NeKapCTBEHHOro npenapara (MexgyHapogHoe HenaTeHTOBaHHOE UMW XMMUYECKOe U TOproBoe
HanMeHOBaHUS);

0) nekapcTBeHHas ¢opmMa C ykaszaHMeM [JO3UPOBKM FEKapCTBEHHOrO rMpenapara W €ero Konvyectsa B
noTpPebnTEenNbCKON YyNakoBKe;

B) HaMMeHoBaHue pa3paboTynka NnekapcTBEHHOro npenapara;

r) HaMMeHoBaHme 1 agpec NPoON3BOANTENS NEKaPCTBEHHOrO Npenapara;

4) hapmakoTepaneBTMyecKas rpynna fiekapcTBeHHOro npenapara;

€) nokasaHus 1 NPOTUBOMNOKa3aHWNsA K MPMMEHEHWIO NNekapCTBEHHOro npenapara;

) NoboyHbIe AeCTBMA NIeKapCTBEHHOro nNpenapara;

3) CPOK FOAHOCTW NEeKapCTBEHHOrO npenapara;

1) YCrOBUsi XpaHEHUS NeKkapCTBEHHOro npenapara;

K) yCrioBus oTnycka nekapcTBeHHOro npenapaTa;

n) Homep cpapmakonemHom cTaTbu uUNM B Cny4ae ee OTCYTCTBMA HOMep HOPMaTMBHOM AOKyMeHTauuu nmbo
HOPMaTUBHOTO AOKYMEHTA;

M) AaTa rocygapCTBEHHOWN permcTpaumm nekapcTBEHHOro npenapaTa n ero perucTpaumoHHbIN HOMEp;

2) B OTHOLWEHUN hapMaLleBTUYECKMX CyBCTaHUuii:

a) HaumeHoBaHve dapmMaueBTUYeckon cybcTaHuum (MexayHapogHOe HenaTeHTOBaHHOEe WM XMMUYeckoe W
TOProBOEe HaMMeHOBaHUS);

6) HaMMeHOBaHWe 1 agpec nNpou3BoanTens dapmaueBTU4EeCKON cybcTaHumy;

B) CPOK rogHOCTU chapMaueBTUYECKOW cybCcTaHumuuy;

r) ycnoBusi xpaHeHus dpapMaueBTUYECKon cybcTaHuuu;

A4) Homep chbapmakonenHoW cTaTbM WM B Cryyae ee OTCYTCTBUS HOMep HOpPMaTMBHOW AOKyMeHTauuu nnbo
HOPMaTUBHOTO JOKYMEHTA.

2. dapmaueBTUYeckas cybcTaHums, Hencnonb3yemMas npy Npon3BOACTBE NeKapCTBEHHbIX MpenapaToB, MOXET ObITb
BKIIOYEHa B rOCYAAPCTBEHHbIN pPEeecTp JeKapCTBEHHbIX CPeACTB Ha OCHOBaHWM 3asiBNeHus pas3paboTyuka,
npou3BoauTens nekapcTBEHHOro cpenctsa NMB0 yMOMHOMOYEHHOMO WMMW HOPUANYECKOro nuua npu yCcrioBuu
NPOBEAEHUS B OTHOLUEHWW Takon apMaueBTMYECKON cybCcTaHuMu 3KCnepTusbl KadecTBa hapmaueBTUYeCcKon
cybcTaHuum B nopsigke, yCTaHOBNEHHOM cTatben 34 HacToswero ®eaepanbHOro 3akoHa.

3. Mopsagok BegeHWs rocydapCTBEHHOTO peecTpa feKapCTBEHHbIX CPEACTB ANS MEeAWLUMHCKOrO MPUMEHEHUS U
nopsaok BedeHUs rocyfapCTBEHHOro peecTpa feKapCTBEHHbIX CPeAcTB ANf BETEepUHapHOro MNpUMeEHeHns
YTBEPXAATCA COOTBETCTBYOLLMM YNONTHOMOYEHHBIM hefeparnbHblM OPraHoM UCMOMHUTENBHOM BNacTu.

Cratba 34. OkcnepTusa kayecTBa apMaleBTUYECKON CyOCTaHUMM, HEeucnosnb3yemow npu MNpOU3BOLCTBE
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NieKapCTBEHHbIX MpenapaToB

1. Ona BknwoyeHus capmaueBTUYECKOW CyOCTaHUUW, HEWCNONb3yeMon Mpu MNPOM3BOACTBE NEKAPCTBEHHbIX
npenapaToB, B roCyAapCTBEHHbIN PeecTp NekapCTBEHHbIX CPEACTB, MPOBOAMTCS 9KCMEepTN3a ee KavyecTsa.

2. JkcnepTusa KavyecTBa ykasaHHOW B YacTu 1 HacTosiweln cTaTbM hapMaLeBTMYECKON CyOCTaHLMN, COCTaBneHue
KOMMUCCMEN IKCNEPTOB 3aKMOYEHUN NO pe3ynbTaTaM TakoW 3KCMEpPTU3bl U UX HanpaBneHue B YNONHOMOYEHHbIN
denepanbHbI OpraH UCNONMHUTENBHON BNAcTW OCYLLLECTBSAIOTCA B CPOK, HE MPEeBbILLaloLWLnA LWeCcTuaecaTn paboumnx
OHEN CO AHSA NOMyYeHNst IKCNEPTHBIM YYPEXAEHNEM COOTBETCTBYHOLLIErO 3a4aHNs YNONHOMOYEHHOro dheaeparnbHOro
opraHa MCMOMHUTENbHOM BNacTU M OOKYMEHTOB, yKasaHHbIX B MyHKTax 4 - 7 yactu 3 ctatbu 18 HacTosLiero
depnepanbHOro 3akoHa.

3. [Ins npoBeaeHns akcnepTnsbl kKa4ecTBa yKkazaHHOWM B YacTu 1 HAcTosILLEN CTaTbM hapMaLeBTUYECKO CybcTaHLmMm
3aaBuUTENb NPeacTaBnsaeT B YNONHOMOYEHHbIN beaepanbHblil OpraH UCNONHUTENBHOW BNACTU:

1) 3asBneHMe O BKIOYEHWUM B rOCYAAPCTBEHHbIM PEECTP NEKapCTBEHHbIX CPeacTB AaHHOW dhapmaLeBTUYECKON
cybcTaHuuu;

2) [OKYMEHT, noaTBepXAalWwuin ynnaTy rocygapCTBEHHOW MOWUHBI 3a BKYeHe apmaueBTuieckom
cybcTaHuumn, Heucnomnb3yemon npu MNPOM3BOACTBE NEKAapCTBEHHbIX MpenapaToB, B rOCy4apCTBEHHbLIN peecTp
nekapCTBEHHbIX CPeACTB;

3) BOKYMEHThI, yKa3aHHble B NyHKTax 4 - 7 yactu 3 ctaTtbn 18 HacToswero deaepanbHOro 3akoHa.

4. B TeyeHne natn paboumx AHEn CO OHA MPUHATMSA 3asiBNEHUS O BKIOYEHUWM yKasaHHOW B YacTu 1 HacTosLen
cTaTbu hapmaueBTUYECKON CyBCTaHUMM B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB UM OOKYMEHTOB,
nepeyvncrnieHHblx B Yactm 1 u nNyHKTe 2 yacTn 3 HacToslWen cTaTbW, YNONMHOMOYEHHbIV dedepanbHbIi OpraH
NCNONHUTENBHOW BNAacTu:

1) NpoBOAMT MPOBEPKY MOMHOTbI U OOCTOBEPHOCTM AAHHbIX, COAEPXaLUXCA B NPEACTaBMEHHbLIX 3asiBUTENEM
OOKYMeHTax;

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

2) NnpyHMMAaeT peLLeHne O HanpaBlieEHMM B SKCNEPTHOE yUpeXaeHne 3aaHuns Ha NpoBeAeHNe SKCNepTu3bl KauecTBa
yKa3aHHOM B YacTu 1 HacTosiwen ctaTbM hapmMaLeBTUYECKON CyOCTaHL MM unm o6 0TKase B TakOM HanpasfeHuy;
3) yBegomnseT B NMCbMeHHOW hopme 3asBUTENS O MPUHATOM PeLLEeHNM Ui B Clyvae oTkasa C yka3aHuem npuydmvH
Takoro oTkasa.

4.1. B cny4yae BbISIBIEHUS HEOOCTOBEPHOCTM CBEAEHWIA, COOEpXallMXCs B NpeacTaBMEeHHbIX 3asiBUTENEM
mMaTepuanax, ynoriHOMOYEHHbIN begeparnbHbln OpraH UCMONHUTENbHOW BNAcTW HanpaBnseT 3asBMTenNto 3anpoc o6
YTOYHEHUW YyKa3aHHbIX CBedeHwuW. [aHHbln 3anpoc MoxeT ObiTb nepegaH ynOMHOMOYEHHOMY MpPeaCcTaBUTENIO
3a8BUTENS MUYHO MO PacnucKy, HanpasneH No noyTe 3akasHbIM NMMCbMOM UNW NepeaaH B 3reKTPOHHOW dhopme no
TenekoMMYHUKaLMOHHbIM KaHanam cBA3W. B crniyyae HanpasneHus gaHHOro 3anpoca no novte 3akasHbiM MMCbMOM
OH CUYMTAETCH NOSyYeHHbIM MO UCTEYEHUN LEeCTU AHEN C AaTbl HanpaBneHNsa 3aKka3Horo NUcbma.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3aaButenb 0653aH NpeacTaBMTb OTBET Ha 3anpoc YNOSIHOMOYEHHOTO doeeparnbHOro opraHa UCNoTHUTENbHON
BMacTu B CPOK, He NPeBbILLAKLLNIA AEBAHOCTA paboyvmx AHEN CO OHS NOMyYeHus AaHHoro 3anpoca. Cpok, ykasaHHbIN
B YacTu 4 HacTosLen CTaTbu, MPUOCTaHABNMBAETCS CO OHSA HanpasrieHns 3adBUTenNto 3anpoca yrnorHOMOYEHHOro
defepanbHOro opraHa MCMONMHWUTENbHOM BNactu A0 AHA MOMyYeHMs UM OTBeTa Ha [aHHbI 3anpoc M He
YYNTbIBAETCA NPY NCHNCIIEHUN CPOKa IKCMEPTU3bl KayecTBa hapMaLieBTUYECKON CybCTaHLumn, HEMCNONb3yeMOon Npu
Npon3BOACTBE NEeKapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM Ang OTKa3a B HanpaBfieHUW B IKCNEPTHOE yupexaeHue 3adaHus Ha NpoBefeHue 3KCMepTusbl
KadecTBa yka3aHHOW B 4acTu 1 HacTosieln ctatbk dhapmaLeBTUYECKON CyDCTaHUMM ABMNSIETCA HenpeacTaBneHe
JOKYMEHTOB, NepeydncrieHHbIX B YacTh 2 1 NyHKTe 2 4acTu 3 HacTosLen cTaTbu, HenpeacTaBneHne 3asaBuTernemM B
YCTaAHOBMEHHbIN CPOK OTBETa Ha YyKasaHHbIn B 4actu 4.1 HacToswen craTbW 3anpoc YNOorTHOMOYEHHOro
begepanbHOro opraHa WCNOMHUTENbHOWM BRNACcTU  WNW  NpeacTaBreHne [OOKYMEHTOB, He cofepXallumx
ncyepnbIBalLLEro nepeyHs HeobxoaUMbIX CBEAEHUN.

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

6. B TeyeHune natHaguaty pabounx OHeW CO OHSA NONYYEHUS peLleHUss YNONMHOMOYEHHOro dedepanbHOro opraHa
NCMNOMHUTENBbHOM BrlaCT O HanpaBieHNW B 3KCNEPTHOE yupexaeHve 3agaHnsa Ha NpoBedeHne 9KCNepTn3bl KayecTaa
yKa3aHHOW B 4acTu 1 HacTosLen cTaTbM hapMaLeBTUYECKON CyGCTaHUMM 3aaBUTENb NPeacTaBnsieT B 3KCNepTHoe
yypexgeHue Ond nposBefeHus OaHHOW 3KcnepTusbl obpasubl hapmaueBTUYECKON CyOCTaHuuMM B KONM4YecTBe,
HeobXx0AMMOM Afsi BOCMPOM3BEAEHUS METOAOB KOHTPOMS KavecTBa. JKCMEPTHOE y4ypexgeHue npu nonyyvyeHuu
06pasL0oB yka3aHHOM B YacTu 1 HacTosILLen cTaTby hapMaLeBTUYECKOW CyOCTaHLUN BblAAEeT 3asBUTENO JOKYMEHT,
NOATBEPXKAAMOLLMIA NONyvyeHne aTnx obpasuos, U B CPOK, HE MPEeBbILIAKOWNA Tpex pabounx OHen, yBeOoMnseT B
NUCbMEHHON chopMe 06 3TOM YMONHOMOYEHHLIN hbefeparnbHbid OpraH UCMOMHUTENBHOW BnacTu. OTW CPOKU He
BKITHOHAOTCH B CPOK NPOBEAEeHUS AaHHOW 3KCNepTU3bI.
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7. JOKyMEHTbI, MOCTYNMBLUNE B IKCNEPTHOE YYpeXaeHne AN NpoBeaeHNs IKCNepTM3bl Ka4ecTBa yka3aHHOM B 4acTu
1 HacTosiwen cratbk hapMaueBTUYECKON cyOcTaHuMM, nogrnexaT BO3BpaTy B YNOJIHOMOYEHHbIN deaepanbHbii
OpraH UCMOMHUTENBHOW BIIaCTU OAHOBPEMEHHO C 3aKMOYEHMSIMU MO pe3ynbTaTaM NpoBeAEeHHON 3KCNepTU3bl.

8. B cpok, He npeBblwaoWun NatTM paboumx AHEW CO AHA MOMNyYeHUs 3akMioYeHUs KOMUCCUM 3KCMEepTOB MO
pe3ynbTataM 3KCNepTM3bl KadecTBa yka3aHHOM B 4acTu 1 HacToswen ctaTtbu hapmaueBTMYeCcKOW cybcTaHuuu,
YMOMHOMOYEHHbIN peaepanbHbI opraH UCMOMHUTENbHOW BNacTu:

1) ocywlecTBNAeT OUEHKY Takoro 3akroyeHus Ans onpedeneHvsl ero COOTBETCTBMSA 3a[aHuI0 Ha npoBedeHue
[JAHHOW 3KCNepTu3bl;

2) NpyUHMMaET peLLeHne O BKMIOYEHUN yKa3aHHOM B YacTu 1 HacToswen ctatbn hapmaLeBTU4eckon cybeTaHLmm B
rocyapCTBEHHbIV PEECTp NeKkapCTBEHHbIX CPEACTB UMK peLleHne 06 0TKa3e B TAKOM BKITHOYEHWN;

3) BHOCUT Mpu NPUHATUN PELUEHNs] O BKITHOMEHWMM YKal3aHHOM B 4YacTu 1 HacTosiwen cratbh dapmMaleBTUYEeCKON
cybcTaHuuM B rocyaapCTBEHHbIV PEECTP NEKapCTBEHHbIX CPEACTB NMPeayCMOTPEHHYIO MYHKTOM 2 YacTtu 1 ctatbn 33
HacTosiwero ®egepanbHOro 3akoHa nHOpMaLUmio U yBegoMrsieT 06 3TOM B MMCbMEHHOW (hopMe 3aABUTENS.

Cratbss 35. ToBTOpHOE nNpeAcTaBrieHWe feKkapCTBEHHOro npenaparta, He npoleawero rocyaapCTBEHHON
perncTpaummn nekapcTBeHHbIX NpenapaTtos, Ha rocy4apCTBEHHYIO PErncTpaLnio NnekapcTBeHHbIX NpenapaTos

lMoBTOpHOE NpeacTaBneHne B COOTBETCTBYIOLLMI YNONTHOMOYEHHbIN befepanbHbIi OpraH MCNOMHUTENbHOW BMacTu
NEeKapCTBEHHOro npenapara, He npollewero rocyaapCTBEHHON PEerncTpaumm rnekapcTBEHHbIX NpenapaTtoB unu
nony4MBLLIEro OTka3 B yKa3aHHOW permctpauuun n BrnocneacTBmMm NOABEPTLLErocs M3MEHEHUIO B YaCTK ero CoCcTaga,
paccmaTpuBaeTCs Kak npeacTaBreHne HOBOro NEeKapCTBEHHOro npenapaTa Ha ero rocygapCTBEHHYI0 perncTpaumio
HEe3aBMCMMO OT COXPaHEeHUsi ero NepPBUYHOTO HAUMEHOBaHMSI.

Cratbs 36. O6xanoBaHune peweHnsa 00 oTkase B Bblgave pas3peleHna Ha npoBegeHne KInnmHNYeCKnx nccnegoBaHuin
NeKapCTBEHHOrIo npenaparta unn peweHunda 00 oTkase B rocyp,apCTBeHHoﬁ perncrtpaunn nekapCTtBeHHOro npenaparta

PelieHne coOTBETCTBYIOLLErO YMNOMHOMOYEHHOrO dheepanbHOro opraHa UCMNONHUTENbHOM Bractn o6 oTkase B
BblJaye paspeLleHns Ha npoBedeHne KIMHUYECKNX NCCrnefoBaHni NeKapcTBEHHOro npenapara unm pewieHne ob
oTKase B rocyaapCTBEHHOM perMcTpauuu NekapCTBEHHOro npenapaTta MoXeT ObiTb 06XanoBaHO B Mopsigke,
yCTaHOBMEHHOM 3akoHoAaTenbcTBoM Poccuiickon Pegepaumm.

Cratba 37. VHdopmaums, cBs3aHHad C OCyLECTBIEHMEM rOCydapCTBEHHON perncTpaumm IekapCTBEHHbIX
npenapaToB, MHOPMaUnNs O 3aperMcTpupoBaHHbIX NeKapCTBEHHbIX MpenapaTax U NekapCcTBEHHbIX npenaparax,
WCKIIOYEHHbIX U3 roCy4apCTBEHHOMO peecTpa fekapCTBEHHbIX CPeACTB

1. CooTBeTCTBYIOLMIA YNONHOMOYEHHbIN hefepanbHblii OpraH MCMOMHUTENbLHOM BNacTy pasmellaeT Ha CBOEM
oduumnansHom cante B cetu "MHTepHeT" uHpopmaumio, CBA3aHHYH C OCYLUECTBMEHWEM rocyaapCTBEHHON
perncTpaumy nekapcTBeHHbIX NpenapaToB, B TOM 4ucrie NpoBeAEeHUEM 3IKCMEepTU3bl NeKapCTBEHHbIX CPeacTs,
WHbOpMaLMIO O 3aperMcTpMpoOBaHHbIX NIEKAPCTBEHHbBIX Npenapartax 1 NeKapCTBEHHbIX Npenapartax, UCKITHYEHHbIX
N3 rocygapCTBEHHOrO peecTpa NleKapCTBEHHbIX CPeACTB, He Mno3gHee 4Yem 4epes nAaTb paboumx gHEeW co AOHs
nony4eHnsl COOTBETCTBYIOLLMM YMONTHOMOYEHHBIM dheaepanbHbIM OPraHOM UCMOMHUTENbHOW BriacTu 3asiBlIEHUs O
rocy4apCTBEHHOW perucTpaumm nekapcTBEHHOro npenapaTa.

2. CpokM 1 nopspgok pasmelleHus ykasaHHOW B 4actu 1 HacToswen ctatbu MHopmMauuu ycTaHaBnvMBalTCA
YMOMHOMOYEHHbIM (beepanbHbIM OPraHOM UCMOMNHUTENbHON BNACTW.

Mnaea 7. KNMMHWYECKUE UCCITIEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnNA MEOAUUMUHCKOIoO NPUMEHEHUA, OrOBOP
OB X NPOBEOEHMW, NPABA NALUMEHTOB, YHACTBYIOLLUUX
B 3TUX NCCNEOQOBAHUAX

CraTtbs 38. KnuHuueckne ncecneqoBaHus nekapcTBEHHbIX NpenapaTtoB Ans MeAULMHCKOrO NPUMEHEHUS

1. KnuHudeckue uccrnefoBaHUs NekapCTBEHHbIX MpenapaToB Ans MEAULMHCKOro NPUMEHEHWsl, B TOM 4ucne
MeXOyHapOAHble€ MHOIOLEHTPOBbLIE, MHOMOLIEHTPOBbLIE, MOCTPErUCTPaLMOHHbIE, NPOBOAATCA ANS rocyaapCTBEHHOM
permcTpaumMm rnekapcTBEHHbIX MpernapaTtoB M MHOMO NpeAHasHayeHus B OOHOW MIU HECKONbKUX MeOULMHCKUX
opraHm3aumsax B COOTBETCTBUWM C MpaBuiiaMu  KITMHUYECKOM MPaKTUKWA, YTBEPXOEHHBIMW  YNONHOMOYEHHbIM
deneparnbHbIM OpraHoOM UCMOMHUTENBHOW BNACTU, COOTBETCTBEHHO B CrieayHoLmMX Lensx:

1) ycraHoBneHne 6Ge3onacHOCTM NeEKapCTBEHHbIX MpenapaToB Ans  340poBblX  AobpoBonbueB u  (Mnwm)
NepeHoCMMOCTM KX 300pOoBbiMM  OOpOBOMbLAMK, 3a MWCKIIOYEHWEM TakUX WCCNEeAoBaHWA NEeKapCTBEHHbIX
npenapaToB, NPOU3BEAEHHbIX 3a npeaenamu Poccuiickon ®epepauuu;
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2) nopbop onTumarnbHbIX [OO3MPOBOK FEKapCTBEHHOIO npenaparta M Kypca feyeHus And nauueHToB C
onpegeneHHbIM 3aboneBaHmem, ONTUManbHbIX 403 U CXeM BakUMHaUUM MMMYHOBUONOrMYeCKUMU fiekapCTBEHHbLIMU
npenapaTamv 340pOBbIX 4OOPOBONbLEB;

3) ycTtaHoBneHne 6e30MacHOCTM NeEKapCTBEHHOro npenapata WM ero adgeKTUBHOCTM ANs naumeHToB C
onpeeneHHeiM 3aboneBaHneMm, npodunakTudeckon 3PGPEKTUBHOCTU UMMYHOBUONOTMYECKUX NEKapCTBEHHbIX
npenapaToB Ans 340p0BbIX JOOPOBOMbLEB;

4) n3yyeHne BO3MOXHOCTU pacCLUMPEHUs MOKa3aHUN ANs MeOULUHCKOTO MNPUMEHEHUS W BbISIBNEHUS paHee
HEN3BECTHbIX NOBOYHbIX 4ENCTBUIN 3apErMCTPMPOBaHHbIX NEKapCTBEHHbIX NPenapaToB.

2. B oTHOWeHMM BOCNPOM3BEAEHHbIX NEKapCTBEHHbIX NpenapaTtoB Afs MEeOULUHCKOrO NpUMEHEHNsT MpOBOAATCS
nccrnenoBaHnst GUO3KBUBANEHTHOCTU M (MNW) TepaneBTUYECKON 3KBUBANEHTHOCTU B MOpPSAKe, YCTAHOBIIEHHOM
YNOSTHOMOYEHHbIM beepanbHbIM OPraHOM UCTMONTHUTENBHOW BracTu.

3. OpraHusaumio MpOBEAEHUs] KIMHWYECKUX WCCRefOBaHUM JeKapCTBEHHOro npenapata Ansg MeauuMHCKOro
NPUMEHEHWS BNpaBe OCYLLECTBNATb:

1) pa3paboTumk NekapcTBEHHOro npenapaTa unM ynosIHOMOYEHHOE UM NNLLO;

2) obpasoBaTenbHble OpraHn3aummn Beicliero obpasoBaHusi, OpraHn3auumn SOMNOHUTENBHOMO NPOdECCUOHANBHOMO
obpasoBaHus;

(n. 2 B peq. ®enepansHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4Ho-nccnegoBaTeNbCKME OpraHn3aumm.

4. KnuHudeckne wccrnenoBaHUA IEeKapCTBEHHbIX NpenapaTtoB AN MEAMLMHCKOrO NPUMEHEHUs MNpOBOOATCA B
nopsiake, yctaHoBneHHom ctatbsamm 20 - 22 HacToswero denepanbHOro 3akoHa, Ha OCHOBaHMM paspeLleHns Ha
npoBefeHne KMMHMYECKOrO UCCMNeaoBaHUS  NEKApCTBEHHOro npenapaTta, BblIAAHHOrO  YNOJTHOMOYEHHbIM
deepanbHbIM OpraHoM UCMOSNTHUTENbBHOW BRAcTU, B COOTBETCTBMM C LIENAMMW, YKadaHHbIMK B YacTu 1 HacTosLen
cTaTbU. YNONMHOMOYEHHBIN defepanbHbii OpraH UCMOMHUTENBHOW BNacTh BeAET PEECTP BblOAHHbLIX pa3peLLeHni
Ha npoBeJeHMe KNMHUYECKUX UCCIeJ0BaHU NekapCTBEHHbIX NpenapaToB, COAepXaLlui ykasaHne Ha UX Lenb unm
uenu, B yCTaHOBNIEHHOM 3TUM OpPraHOM MOpsAKe.

5. B cny4ae ocyllecTBneHnss rocyqapCTBEHHOW perucTpauum rekapCTBEHHOrO Mpenapata rocyLapCTBEHHAs
noLunMHa 3a NpoBedEeHMEe 3KCMEPTU3bl JOKYMEHTOB ANA MOMy4YeHUs paspeLleHUin Ha NpoBefeHUe KIMHUYECKUX
NCcneaoBaHUN fEKapCTBEHHOro npenapata Ans MeAUUMHCKOrO MPUMEHEHUA U 3TUYECKOW 3SKCMepTusbl npu
obpalleHnn 3a rocygapCTBEHHOM perucTpaumen NekapCTBEHHOro npenapaTa B COOTBETCTBUM C LLENbIO UMK Lensamu,
YKa3aHHbIMW B YacTu 1 HACTOsLWEN CTaTby, yNnavynBaeTcsl OgQHOKPATHO.

6. K opraHusaumm npoBeOeHus KIMUHWYECKUX WCCMNEeAOBaHUN MEeKapCTBEHHOro npenapata Ans MeguuUHCKOro
npuMeHeHns paspaboTyMKOM NeKkapCTBEHHOro npenapara MOryT NpPUBMEKaTbCA topuavdeckne nuua nwobon
OpraHM3aunoHHO-NpaBoBoN hopMbl NpKU yCrioBuM obecrneyeHnst COOTBETCTBUS 3TUX UCCneaoBaHni TpeboBaHMAM
HacTosilero ®egepanbHOro 3akoHa.

7. KnuHunyeckne uvccnenoBaHUs NEKapCTBEHHbIX MpenapaToB ANs MEeAWULMHCKOrO MPUMEHEHUS MPOBOAATCS B
MEOMULMHCKUX OpraHm3auunsix, akKkpeguTOBaHHbIX YMNOMHOMOYEHHbIM diedeparibHbiM OpPraHoOM WCMOSNTHUTENbHON
BNacTu B nopsake, yctaHosneHHoM lNpaBuTtensctBom Poccuiickon ®epepauuu.

8. MepeyveHb MEONLIMHCKNX OPraHn3aLmin, UMELLMX MPaBo NPOBOAUTL KITMHUYECKME UCCNEeA0BaHMS NIEKapCTBEHHbIX
npenapaToB AN MeAULMHCKOrO NPUMEHEHUs!, N PEECTP BbIOAHHbIX pa3peLleHUin Ha NPOBELEHME KITMHUYECKMX
UCCNeaoBaHUN  NEKapCTBEHHbIX MNpenapaTtoB  OMyONUKOBBLIBAOTCS M pa3MeLarTcs  YNONTHOMOYEHHbIM
tbegeparnbHbIM OpraHoM UCMOMHUTENBHOW BNacTy B YCTaHOBIIEHHOM UM MOpPsiAKe Ha cBoeM oduumnansHOM canTe B
cetn "UHtepHeT".

Cratbs 39. Memp,yHapouHoe MHOIroueHTpoBOE KIMMHNYECKOE WuccreaoBaHuWe JeKapCTBEHHOro npenaparta ansd
MeANLIMHCKOIo NpuMMeHeHna nnm nocrtperncTtpaunoHHoe KrnHn4eckoe nccriegoBaHue rekapCTtBeHHOro npenaparta
ana MmeamumnHCKOro npuMeHeHunsa

1. MexgyHapooHOe MHOTOLIEHTPOBOE KNMHUYECKOE NccnefoBaHe fekapcTBEHHOro npenapara Ans MeauumnHCKoro
npuMeHeHus Ha Tepputopumn Poccunckon depepaumm UM NOCTPErncTpaumMoHHOE KIMHUYECKOoe uccrnenoBaHue
neKkapcTBeHHOro npenaparta Ansg MeaMUMHCKOro NPUMEHEeHWs MpoBOAUTCA Ha OCHOBaHUWM paspelleHus Ha
nposBefeHne KrMMHMYECKOro UCCneaoBaHUA  fekapCTBEHHOro npenaparta, BblAAHHOTO  YNONHOMOYEHHbLIM
deneparnbHbIM OPraHoOM MCMOMHUTENBHOW BNAcTy NO pes3yrbTataM 3KCNepTu3bl JOKYMEHTOB, HEOb6XoauMbIX ANd
nonyvyeHus paspelleHns Ha npoBefeHMe MeXAyHapOAHOro MHOrOLEHTPOBOro KIMHUYECKOro UCCrefoBaHus
nekapcTBEeHHOro rnpenapara unm nocTperncTpaLMoHHOro KNMHUYECKOro UccneaoBaHns fiekapCcTBEHHOrO npenapara,
N 3TUYECKOMN SKCMepTU3bl.

2. [ina nonyyeHus paspeLleHns Ha NpoBeAeHNe MeXayHapoaHOro MHOroLEHTPOBOIO KIMHUYECKOro MCCnefoBaHns
nekapcTBEHHOro npenapaTta Ansg MeOUUMHCKOTO MPUMEHEHUS WU NOCTPErucTPauUMOHHOIO  KMMHUYECKOro
nccrnegoBaHns NekapcTBEHHOro npenapara Afs MeAMLUHCKOro NPpUMEHEHUS B YNONIHOMOYEHHbIM deaepanbHbIn
opraH UCMNOMHUTENBHOW BriacTu 3asiBUTENb NPeAcTaBnsaeT:

CtpaHuua 27 u3 49



1) 3asBneHue O Bblgaye pas3pelleHVs Ha npoBedeHne MEeXAYHapOAHOro MHOFOLEHTPOBOIO KIMHUYECKOrO
nccregoBaHUsl NIEKapCTBEHHOro npenapata  Ans MeAWMUMHCKOrO MNPUMEHEHWst WM MOCTPEerncTpaumoHHOro
KMMHUYECKOro UCCnefoBaHns NekapCTBEHHOMO Npenaparta Ans MeguumnHCKOro NpUMeHeHNs;

2) [OKYMEHT, noATBepXAalowWwni ynnaty rocygapCTBEHHOW MOLUMWHLI 33 Bbiayy paspelleHus Ha npoBedeHune
MeXOyHapOAHOr0 MHOMOLEHTPOBOIO KITMHUYECKOro UCCNeAoBaHUS nekapCTBEHHOro npenapaTa Ansg MeauumMHCKOro
NPUMEHEHUS UNW rocyAapCTBEHHOW MOLUSMHBI 3a Bbiayy paspelleHnss Ha MpoBeAeHWe NOCTPEerncTpaunoHHOro
KMMHUYECKOro UCCnefoBaHMs fekapCTBEHHOro npenapaTa Ans MeauunHCKOro NpUMEHeHUs;

3) oTYeT O AOKITMHNYECKNX UCCNEAOBaHMAX NEeKapCTBEHHOIro CPEACTBa M OTHYET O NPOBEAEHHbIX paHee KIMHUYECKNX
nccnegoBaHNsIX NekapCcTBEHHOMO npenapara Ans MeAUUMHCKOrO NPUMEHEHNS (NPpY Hanm4um);

4) NpoeKT NPOTOKOMA KNMHUYECKOro UCCNeA0BaHNs fiekapCTBEHHOrO nNpenaparta Ans MeguLnHCKOro NPUMEHEHUS;
5) 6powltopy nccnegosarens;

6) MHPOPMaLMOHHbIV NMNCTOK NAUMEHTA, y4aCTBYIOLLETNO B KIIMHUYECKNX UCCNEeA0BaHMSAX NTEKapCTBEHHOTO Npenapara
ONst MEAMLUHCKOIO MPUMEHEHUS;

7) cBegeHus o6 onbiTe paboTbl UCcregoBaTenen N0 COOTBETCTBYIOLUM CMELManbHOCTAM U UX onbiTe paboTbl No
NPOBEAEHUIO KITMHNYECKMX MCCNEAOoBaHWN;

7.1) cBegeHWs O MeOUUMHCKUX OpraHuM3aumsix, B KOTOpbIX MpegnonaraeTcsd npoBeAeHUe KIMHUYECKOro
nccrnegoBaHWs  NEKapCTBEHHOro npenapata  Ans  MeAWUMHCKOrO  MPUMEHEHUs  (MONMHOe U COKpalleHHoe
HaMMeHOBaHwus, opraHn3aunoHHo-NpasoBas opma, MECTO HAXOXAEHUS U MECTO OCYLLECTBIEHNS AeATENbHOCTY,
TenedoH, Tenecdakc, agpec ANEKTPOHHOW NOYTbl MEAULIMHCKOW OpraHn3aumm);

(n. 7.1 B pea. PegepanbHoro 3akoHa o1 29.11.2010 N 313-$3)

7.2) npepgnonaraemble CPOKM NPOBEAEHWS KIWHWYECKOro MWCCredoBaHWs fekapCTBEHHOro npenaparta  Aans
MEOULMHCKOTO NPUMEHEHNS;

(n. 7.2 BBegeH deaepanbHbiv 3akoHoM oT 11.10.2010 N 271-93)

8) konuio goroBopa 0653aTeNnbHOrO CTPaxoBaHWs, 3aKMHOYEHHOro B COOTBETCTBUM C TUMOBBLIMW MNpaBuiiamu
005A3aTenbHOro CTpaxoBaHus, C yka3aHMem NpeferibHON YMCMEHHOCTU NauMEHTOB, Y4acTBYIOLWMX B KITMHUYECKOM
nccrnegoBaHUM NeKapCTBEHHOMO Npenapara Ans MeauUMHCKOro NPUMEHEHNS;

(n. 8 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

9) uHdopmauuo O cocTaBe ReKapCTBEHHOrO npenapata Ans MNOMyYeHWUs paspelleHns Ha MpoBeAeHue
MeXOyHapOAHOr0 MHOMOLEHTPOBOIO KITMHUYECKOro UCCNeAoBaHUS nekapCTBEHHOro npenapaTa Ans MeanumMHCKOro
NPUMEHEHWS;

10) [OKYMEHT, COCTaBMEHHbIN MpOM3BOAUTENEM FeKapCTBEHHOIO Mpenapata W cogepXalui nokasartenu
(xapakTepucTunkn) nekapCTBEHHOro Npenapara, NPOM3BEeAEHHOro AN NPOBEeAEHNS KIMMHNYECKUX NCCregoBaHni.
(n. 10 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-$3)

3. B cpok, He npeBblWaWNA NSTU pabovmx OHEN CO OHSA MPUHSATUS yKa3aHHOro B MyHKTe 1 4YacTu 2 HacTosLen
cTaTby 3asABMEHNUsI N HEOOXOANMBIX JOKYMEHTOB, YNOSIHOMOYEHHbIN hefepanbHbili OpraH MCNONHUTENBHOWN BNacTu:
1) NpoBOAWT MPOBEPKY MOMHOTHI M LOCTOBEPHOCTM CBEAEHWN, COAEPXaLLMXCs B MpeacTaBrieHHbIX 3asiBUTENEM
OOKYMEHTaXx;

2) NpUHMMaEeT peLleHne O NPOBEeOEeHUM IKCMEepPTU3bl JOKYMEHTOB Afsl MOMyYEeHUs] paspelleHus Ha NpoBeAeHue
MeXOyHapOAHOro MHOMOLIEHTPOBOIO KITMHUYECKOro UCCNefoBaHUS fekapCTBEHHOro npenapaTa Ans MeanumMHCKOro
NPUMEHEHUS WM  MOCTPErmcTPaLMoOHHOIO KITMHWYECKOro WCCneaoBaHus fekapCTBEeHHOro npenaparta  Angd
MEeOMLMHCKOrO NPUMEHEHNST U 9TUYECKOW AKCnepTuabl NMMbo 06 0Tkase B NpoOBeAEHMUN YKa3aHHbIX IKCNepTus;

3) yBegomnsieT B MMCbMEHHON hopMe 3asBUTENS O MPUHATOM PELLUEHUN UMW B Crydae NpuHATUS pelleHuns ob oTkase
C yKa3aHueM MpU4MH Takoro oTkasa.

3.1. B cnyyae BbISIBMEHUS HEOOCTOBEPHOCTM CBEAEHWN, coOepXaluxcs B MpeacTaBleHHbIX 3asBUTENeM
mMaTepuanax, ynorHOMOYEHHbIN dbefeparnbHblii OpraH UCMONHUTENBHOM BNAcTW HanpaBnseT 3asBMTENo 3anpoc 06
YTOUYHEHUW YKa3aHHbIX CBefeHwuW. [aHHbll 3anpoc MoXeT OblTb nepedaH YNorHOMOYEHHOMY MPEACTaBUTENIO
3as8BUTENS IMYHO NOA pacnucKy, HanpaereH Nno noYvTe 3akasHbIM MMCbMOM UK NEePefaH B SM1EKTPOHHOM hopMe Mo
TEeNeKkoMMYHMKaLUMOHHBIM KaHanam cBs3u. B cnyyae HanpaBneHust 4aHHOro 3anpoca no noYTe 3akasHbiM MUCbMOM
OH CYMTAETCS NOMyYEHHbIM MO UCTEYEHUN LLIECTU OHEN C AaTbl HAanpaBIeHNs 3aka3Horo nNucbma.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

3.2. 3aaBuTenb 0683aH NpeAcTaBnUTb OTBET Ha 3anpoc YNOSTHOMOYEHHOro heaepanbHOro opraHa UCMONMHUTENbHON
BMacTu B CPOK, He MPeBbILIaLLNA AeBAHOCTa pabovnx AHEN CO AHS NonydYeHms gaHHoro 3anpoca. Cpok, yka3aHHbIN
B YacTu 3 HacTosiLen CTaTbu, MPUOCTAHABNMBAETCS CO OHS HanpaBrieHNs 3adBUTENIO 3anpoca yrnorHOMOYEHHOro
denepanbHOro opraHa WCMONHUTENbHOM BNAacTM A0 AHA MONydeHus MM OTBEeTa Ha [AaHHbIA 3anpoc M He
YYNTBIBAETCA MPU WMCHUCIIEHMM CpOKa MPUHATMS YMONHOMOYEHHbIM dedepanbHbIM OPraHoOM WCMOMHUTENBHON
BMacTu peLlleHNss O NPOBEOEHUM 3IKCMEePTU3bl [OKYMEHTOB [ANs MONyYeHUs paspelleHuss Ha npoBedeHue
MeXAYyHapOL4HOr0 MHOMOLEHTPOBOIO KIMHUYECKOro UCCNefoBaHUs NekapCTBEHHOIO npenapaTa Ans MeauuMHCKOro
NPUMEHEHUST WU MOCTPErMCTPaLMOHHOIO  KITMHMYECKOTO MCCNEedOBaHMA JIEKApPCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NPUMEHEHMS.
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(vacTb 3.2 BBegeHa deaeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4. OcHoBaHveM ANns oTkasa B MPOBeAeHNM 3KCMepTU3bl JOKYMEHTOB AN NOMyYeHNs pa3peLleHns Ha npoBeaeHne
MeXOyHapOA4HOro MHOMOLIEHTPOBOIO KITMHUYECKOro UCCNefoBaHUS fiekapCTBEHHOIO npenapaTa Ans MeanumMHCKOro
NPUMEHEHMS UMM NOCTPErMCTPaLMOHHOIO KIMUHUYECKOro UCCneaoBaHMsl NeKapCTBEHHOro npenapata And
MEeLMLMHCKOIO NPUMEHEHMNSA U 3TUYECKOM 3KCMEPTU3bl SBNSETCA NpeacTaBneHne JOKYMEHTOB, NpegyCMOTPEHHbIX
YacTblo 2 HaCTOsILLEeN CTaTbW, B HEMOMHOM 06beMe, HenpeacTaBneHne 3asBUTENemM B YCTaHOBIEHHbIV CPOK OTBETA
Ha yKasaHHbIN B YyacTu 3.1 HacTosLLen cTaTbM 3anpoc YNONHOMOYEHHOIO dyeaepanbHOro opraHa UCNOMHUTENbHOM
BNacTn nnbo oTCyTCTBME B NPeACTaBNEHHbIX JOKYMEHTaX MCYEPNbIBaloLLIEro NepeyHsa HeobXoaAMMbIX CBEAEHUIN Nnn
WHopMaLmMK, KOTOpble AOMKHbI ObITb OTPAXEHbI B HUX.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

5. lpoBegeHne 3KCMEPTU3bl OOKYMEHTOB AN MOMyYeHWs paspelleHuss Ha npoBedeHue MeXAyHapO4HOro
MHOFOLEHTPOBOIO KIIMHUYECKOIO MCCrefoBaHNs NekapCTBEHHOIO npenapara Ans MeAMUUHCKOrO NMPUMEHEHWS Unu
NMOCTPErnCTPaLNOHHOTO KIMHMYECKOrO NCCef0BaHUSA NeKapCTBEHHOIO NpenapaTa Ans MeAULMHCKOrO NMPUMEHEHWS
N 3TUYECKOW 3KCMEePTU3bI U Bblgada pa3peLleHmns Ha NpoBeAeHNE MeXAYHapPOAHOIO MHOMOLLEHTPOBOIO KITMHUYECKOTO
nccrnenoBaHUsl NIEKApCTBEHHOIo npenapata Ans MEeAWMUMHCKOrO MNPUMEHEHWUst WM MOCTPEerMcTpaumoHHOro
KNMHUYECKOrOo MCCNeAoBaHUSA NeKapCTBEHHOro npenapata Ans MeAUUMHCKOro NPUMEHEHUs OCYLLECTBNSAIOTCH B
nopsigke, yctaHoneHHoM ctatesamu 20 - 22 HacToswero ®egepanbHOro 3akoHa.

6. PeweHnss o6 oTkase B MpOBeOEHUN IKCMEPTU3bl JOKYMEHTOB AN NOMyYeHUs paspelleHns Ha npoBefeHue
MEXAYHapOAHOro MHOIOLLEHTPOBOrO KITMHUYECKOro MCCnesoBaHns NekapcTBEHHOroO npenapara Anst MegULUHCKOro
NPUMEHEHNA UINM  NOCTPErNCTPALMOHHOIO KIMMHUYECKOrO WCCReAOBaHUSA FEeKapCTBEHHOro npenapata Ans
MEeLMLMHCKOIO NPUMEHEHNSA U 3TUYECKON IKCMEPTM3bl U B BblAade paspeLLeHUs Ha NpoBeAEHNE MEXAYHAapOO4HOro
MHOFOLEHTPOBOIO KITMHUYECKOro UCCefoBaHUs NekapCTBEHHOIO npenapara Ans MeAWMLMHCKOTo NPUMEHEHNS UMK
NOCTPErnCTPaLNOHHOTO KIMHUYECKOTO UCCef0BaHUA NIeKapCTBEHHOrO NpenapaTa Ans MEQULMHCKOrO NPUMEHEHMS
MOryT ObITb 06anoBaHbl B NOpsifKe, yCTaHOBNEHHOM 3akoHogaTenscTBoM Poccuiickon deagepaunn.

Cratbsa 40. I'IpOBep,eHme KIMMMHNYECKOro wumccriegoBaHunAa JnekapcTtBeHHOro npenapara anda MegunumHCKoro
npuMeHeHna

1. PykoBoguTens MeOULMHCKOW OpraHusauum, Kkotopas npoBOAWUT KMMHUYECKOE MCCrefoBaHWE NeKapCTBEHHOro
npenapaTa A4ns MeguuUHCKOro NpUMEHEeHUs, HasHavyaeT uccrnenoBaTens, OTBETCTBEHHOIO 3a NpoBeAEeHNe Takoro
UCcneaoBaHUs U UMeloWero nevyebHy cneumanbHOCTb, COOTBETCTBYHOLLYD MPOBOOUMOMY  KIMHUYECKOMY
NCCNeaoBaHUIO fIEKAPCTBEHHOro npenaparta, co CTaxeM paboTbl MO MporpaMmam KNMHUYECKUX UCCreaoBaHWUn
NeKapCTBEHHbIX NpenapaTtoB HE MEHee YeM NATb NeT M MO ero npeanoXeHuto HasHavyaeT couccrnegoBartenen ua
yucna Bpayen aTon MeguULMHCKON opraHusauuu.

2. WccnepoBaTenb ocyuwecTBnseT BbIOOp MauWeHTOB, KOTOpble MO MEOULUHCKMM MOKa3aHusM MOryT ObiTb
npuBreYeHbl K Yy4acTUo B KIMHUYECKOM WCCredoBaHUW NeKapCTBEHHOro npenapata Ansg MeauuuHCKOro
NPUMEHEHNSI.

3. WUccneposatenb u couccriegoBaTenM [OOMKHbI ObiTb O3HAKOMMEHbl C pes3ynbTaTaMu  LOKIMMHUYECKOTO
nccnenoBaHUs NeKkapCcTBEHHOrO CPeACTBa, COAepXalumucs B Opolutope uccrnegoBaTens, NpOeKkToM NpoTokona
KNMUHUYECKOTO WCCRedOBaHUA JfEKAapCTBEHHOrO npenaparta Ans MeOWUMHCKOro NpUMeHeHusi, paspaboTaHHbIM
pa3paboTYMKOM NEeKapCTBEHHOro Mpenapata UM MHbIM IOPUANYECKUM JTMLOM, NPUBFEKAEMbIM K OpraHusaumu
NpoBeaeHUs KITMHNYECKOro UCCNeoBaHWs NIeKapCTBEHHOrO npenapaTa Ansg MeguLMHCKOro NPUMEHEHNs, n Apyrumm
MaTepuanamu Takoro uccnegoBaHus.

3.1. PykoBogutenb MeAWLMHCKOW OpraHum3auum B CPOK, He NpeBbIIaloWuin Tpex paboumx OHeW co AHA Hadana
npoBeaeHUst KINTMHNYECKOro NCCrieqoBaHMs NNEKapCTBEHHOro npenapaTa aAnsg MeaMUMHCKOro NpuMeHeHus, coobiaeT
06 3TOM B YMONHOMOYEHHLIN dedepanbHbIi OpraH MCMOSIHUTENbHOW BracTW, BblOABLUUA paspelleHne Ha
nposefeHne Takoro uccnegoBaHus, No yCTaHOBMEHHON UM dhopMe.

(4yacTb 3.1 BBegeHa degepanbHbIM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHusauuu, OCYLLEeCTBrSIOWNe opraHu3aumnio NpoBeaeHNsa KIMHUYECKOro MccnegoBaHust fekapCTBEHHOro
npenapaTa Ans MeguLUMHCKOro NMPUMEHEHNS 1 ykadaHHble B YacTu 3 ctatbk 38 HacToswero degepansHOro 3akoHa,
B Clnydyae HeoOGXOOAMMOCTU BHECEHMS U3MEHEHWA B MPOTOKOST KIMHUYECKOrO WCCReAOBaHWUs fEeKapCTBEHHOro
npenapaTta Ans MeOULMHCKOrO MpMMEHeHus coobuwiaoT 00 3TOM B YMOMHOMOYEHHbIM diegeparnbHbIl opraH
WCMNONTHUTENBHON BNAcTW, BbiAABLUMIA paspeLleHne Ha NpoBefeHne Takoro NccrnenoBaHus, Mo YCTAHOBIIEHHON UM
copme.

(B peq. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. ®opma cooOLLEHNS O BHECEHUN M3MEHEHWN B MPOTOKON KMMHMYECKOrO WUCCedoBaHUs fekapCTBEHHOro
npenapaTta Ans MeguuMHCKOro NpMMEHeHUs JoMMKHa coaepXaTb creyoluime ceefeHns:

1) HanmeHoBaHWe, UOeHTUMUKALNOHHBIA HOMEP U JaTa NPOTOKoNa KNMHUYECKOro UCCrefoBaHus;

2) naTta BHECEHUS U3MEHEHWI B MPOTOKOIN KIMHUYECKOro NCCnefoBaHus;
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3) HaMMeHOBaHME N MeCTO HaxoXAeHWs 3asBUTENS;

4) HaumeHoOBaHVe opraHusauun, MNpYBIIEYEHHON pPa3paboTyMKOM FMEKapCTBEHHOro npenapata K opraHu3auuu
NPOBEAEHUS KITMHUYECKOrO NCCneaoBaHns (Npy Hanu4mu);

5) HaumeHOBaHMA W MeCTa HaxOoXOEHWUS MeOULMHCKUX OpraHusauuin, B KOTOPbIX MPOBOAMTCSA KIMHUYECKOe
nccrnenoBaHue;

6) AaTa BblAaun paspeLleHns Ha NpoBedeHne KIMMHUYECKOro UCCNefoBaHNs U HOMEpP 3TOro paspeLleHuns;

7) N3MEHEHUs, BHOCUMblE B NPOTOKOM KIMHUYECKOro NCCneaoBaHus.

(vyacTb 4.1 BBegeHa degepaneHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He npeBbilLatowmi TpuaLati paboumx gHer co AHA NOny4YeHus yka3aHHOro B YacTu 4 HacTosLEen cTaTby
COODbLLEHUNS, YNONHOMOYEHHbIV dhefeparnbHbli OpraH UCMOMHUTENBbHOW BNacTM paccMaTpyBaeT 3TO cooOLleHne B
YCTAHOBMEHHOM MM Mopsgke U MNPUHUMaeT pelleHMe O BHECEHUUM MU3MEHEHU B NPOTOKOM  KIMHUYECKOro
nccrnegoBaHusl NEKapCTBEHHOIO npenapara Anst MeAWUMHCKOro NpUMeHeHUss nnm o6 oTkaze BO BHECEHUM TakuxX
N3MEHEHU.

6. KnuHuyeckoe wccnegoBaHWe neKapCTBEHHOro npenaparta Ans MeOWUMHCKOro MPUMEHEHUs MoXeT ObiTb
NMPMOCTaHOBIIEHO WM MpeKpaLleHo, ecnyu B MpoLecce ero nposedeHusi obHapyxeHa OnacHOCTb AMS JKWU3HMW,
3[0pOBbs NauMeHToB. B crnyyae BO3HWMKHOBEHMSI OMACHOCTW ANS XW3HW, 340POBbA NauuMeHTa, y4acTBYIOLLEro B
KMMHUYECKOM WCCMNEeAoBaHMM feKkapCTBEHHOrO npenaparta Ansg MeguumMHCKOro MNpUMEHEHUs, uccregosaTenu
065s13aHblI NPOMHGOpMUpoBaTb 06 3TOM PyKOBOAUTENSA MEOULMHCKON OpraHvM3almm U opraHusaumio, NomnyvmBLLYIO
paspeLueHne ynonHOMOYEeHHOro dedepanbHOro opraHa UCMOMHMTENBHOW BNacTy Ha OpraHuM3auuto NpoBeaeHus
KMMHUYECKOr0 UCCNefoBaHUsA fMekapCTBEHHOro npenapaTta. PeweHne 0 nNpuvOCTaAHOBMEHWM  KIMHWUYECKOrO
nccrnegoBaHWst  MEeKapCTBEHHOTO MpenapaTta  Ansg MEeAMUMHCKOrO MPUMEHEHUSsT MPUHUMAtOT  PYKOBOAMTENb
MEeOMULMHCKOW OopraHm3aumm n (unm) opraHmsauus, nonyvvBlUasa paspeLleHne YynorTHOMOYEHHOro deaepanbHOro
opraHa WCMNOMHUTENbHOW BracTW Ha OpraHu3auuto MpoBeAEHUs KIMHUYECKOro UCCrefoBaHWUs eKapCTBEHHOMO
npenapata And MeaWUMHCKOro MNPUMEHEHWs, peLleHne O npekpalweHUn Takoro uccnegoBaHus npuHUMMaeT
YNOJTHOMOYEHHbIV dhedeparnbHbI OpraH UCMONHUTENbHOW BNAacTh Ha OCHOBaHMM COOOLLEHNS B MUCbMEHHON bopMe
pykoBOAMTENS MEeAWLMHCKOM OpraHusauuMM unv opraHmsaums, nonyyuBllas paspelleHuve  YrnorHOMOYEHHOro
degepanbHOro opraHa WCNOMHWTENbHOW BMAcTM Ha OpraHM3auuio NPOBEAEHWS KITMHWYECKOro uccrnegoBaHus
nekapCcTBEHHOro npenaparta Ans MeguuUmMHCKOro NPUMEHEHNS.

7. B cpok, He npeBblwaoWwmn AT paboymx AHEN CO OHS 3aBepLUeHWsi, MPUOCTAHOBNEHUS UNWU NpeKpaLleHns
KMMHUYECKOro UCCNefoBaHns nekapCTBEHHOro npenaparta Ans MeguuMHCKOro NpuMeHeHus, cooblieHne 06 aTtom
HanpaBnseTca opraHuM3auuMsiMy, ykasaHHbiMM B 4actm 3 ctatbm 38 Hactosawero denepanbHOro 3akoHa, B
YNONTHOMOYEHHbIV heaepanbHbIi OpraH UCMONHUTENbHON BNAacTh N0 YCTaHOBMEHHOW UM dhopMe.

8. ®opma coobLeHNs O 3aBepLUEeHUW, MPUOCTAHOBIEHMU WM MPEKPALLEHUN KIMHWYECKOTO WUCCreoBaHuUst
nekapcTBEHHOro npenapara ansg MeauumHCKOro NpUMeHeHns AoMmkKHa cogepxaTb:

1) wHopmMaumMio 0 MeOUUMHCKOW oOpraHuM3auun Wnu MeguuUHCKMX OpraHu3auusx, MNpoBOAMBLUMX [AaHHOe
nuccnegoBaHue;

2) onucaHue AaHHOro uccneaoBaHus;

3) naHHble uccnegosatens (pamunus, MmMs, 0T4ECTBO, MECTO paboThl, 3aHUMaeMas 4OMMKHOCTb, CNeUManbHOCTb,
cTax paboTbl NO NporpaMMaM KIMHUYECKMX UCCMNeAoBaHUN nekapCTBEHHbIX npenapaToB, nepevyeHb KIMMHUYECKNX
nccrnegoBaHU NekapCTBEHHbIX MpenapaToB, B KOTOPbLIX OH MpUMHUMan ydactue (mepuogbl y4acTusl) B KayecTBe
nuccrnegosaTens unm couccrnegosartens);

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT aHHOrO NccnegoBaHns (3aBepLueHue, NPUOCTaHOBEHNE UK NpekpaLleHne JaHHOro ccneaoBaHns
C yKaszaHUEeM WX MPUYUH U BIUSTHUS Ha OLIEHKY €ro pesynbTaToB, OOLLY OLEHKY puUcKa U OXugaemoun nosb3bl OT
NpUMEHeHUsa uccneayemMoro fekapcTBEHHOro npenapaTa, a Takke npeanonaraeMble ganbHenwne JencTans).

9. YNonHOMOYEHHbI dhedepanbHbIi OpraH UCMNOMHUTENBHOM BracTu OnybnMKOBbLIBAET M pasMellaeT Ha CBOEM
oduumnanbHom cante B cetn "MHTepHeT" coobuieHne O 3aBepLleHUW, NPUOCTAHOBMEHMM WU MpekpalleHun
KNMHUYECKOro MccnefoBaHWs NekapCTBEHHOro npenapata Ans MeOUMUMHCKOro MpPUMEHEHUMS B CPOK, He
npeBbIWaWnA NATU pabodnx AHEN CO OHSA ero Noy4YeHus, B yCTaHOBNIEHHOM UM NOpsiaKe.

10. YnonHoMO4YeHHbI beaepanbHbii OpraH MWCNOMHWUTENbHOM BRacTu OCYLUEeCTBRSeT BeAdeHue peecTtpa
nccrnegosaTenewn, NPOBOASALLMX UM MPOBOAMBLUNX KMMHUYECKNE UCCNEeA0BaHUA NekapCTBEHHbIX NpenapaToB Ans
MEOMLMHCKOTO MPUMEHEHMs!, B COOTBETCTBMU C YTBEPXKAEHHbIMM MM MpaBuiiaMy M pasMellaeT ero Ha CBOEM
odmymnansHoMm canTe B ceTu "VIHTepHeT" B YCTaHOBNEHHOM UM nopsake. YKasaHHbIA peecTp CoOepXuT
NMHpopMaumio, NpegyCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HacTosLWEen cTaTby.

11. OtyeT O pesynbTatax KIMHUYECKOrO WCCNeAoBaHWs feKkapCTBEHHOrO npenapata Ans MeauUMHCKOro
NPUMEHEHUS COCTaBNAETCHA opraHusaunen, ykasaHHom B YacTn 3 ctatbn 38 HacTosiwero defepansHOro 3akoHa, Ha
OCHOBaHUWM 3aKMYEeHUA MeOULUHCKUX OpraHumsauui, npoBOAMBLUMX 3TO UCCNegoBaHue, U npeactaBndeTcs B
YMOMHOMOYEHHbIN dhefepanbHbIi opraH UCNONHUTENBHOW BRacTu, BblAaBLUWA pa3peLleHne Ha NnpoBeaeHne 3Toro
nuccneaoBaHus, B CPOK, He MpeBblllalolWmi Tpex MecsueB CO [HS ero 3aBeplueHUs, NPUOCTAHOBIIEHUS WUIU
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npekpaLleHuns, B Nopsigke, yCTaHOBIIEHHOM YMOSTHOMOYEHHbIM hefepanbHbIM OpraHoOM UCTONHUTENBHOW BiacTu.
12. HapyweHune npaBun KIMHMYECKOW MpaKTuKKW, hanbcudukaumsa pesynbTaToB KIWMHMYECKOro MccregoBaHus
nekapCTBEHHOro npenapaTa Anst Me4MLUUHCKOro MpUMEHeHUs BrEKyT 3a COOOM OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHoaaTenscTBoM Poccuickon depepaumm.

13. MNpu npoBegeHMN KNUHUYECKOro UCCNeaoBaHMs NeKapCTBEHHOro npenapata Ans MeauLUMHCKOro NpuMeHeHUs
gonyckaetca 3abop y nauveHToB Guonornyecknx mMatepuanoB (o6pasubl GMONOrMYecKux >XMAOKOCTEN, TKaHewn,
CEKPEeTOB 1 NPOAYKTOB XU3HEAEATENbHOCTU YenoBeka, PU3NoNormyeckmx 1 NaTonormyecknux BbliaeneHun, Maskos,
COCKODOB, CMbIBOB, MUKPOOPraHM3moB, BMOMNCUIHBLIN MaTtepuan) Ans ux U3yvyeHus Ha tepputopumn Poccuiickon
depnepaumu u (Mnn) 3a npegenamun tepputopun Poccuiickon ®egepauuu.

14. Mopsagok BBo3a Ha TeppuTtopuio Poccunckon dPepepaumm m BbiBO3a 3a npenenbl Tepputopumn Poccuinckon
denepaumn Ouonormyeckux MaTepuarnoB, MOJYYEHHbIX MpU  MNPOBEAEHMU  KIMHWYECKOTO  WCCeaoBaHus
nekapCTBEHHOro npenaparta Ans MeAWMLMHCKOro NpUMeHeHwusi, yctaHaBnmBaeTcs [paButensctBoM Poccuickon
depgepaumm.

Cratbs 41. ﬂ,OFOBOp O npoBeaeHnn KInnHN4eCckoro nccriegoBaHnd riekapCTtBeHHOro npenapara and meamumHCKoro
NnpuMeHeHunsa

1. KnuHunyeckoe uccnenoBaHWe NEKapCTBEHHOro npenapata Ans MeauLUHCKOro MNpUMEHEHUs MpoBOAMTCA B
COOTBETCTBUW C [OrOBOPOM O MPOBEAEHUM KIMHUYECKOTO WCCReAoBaHUs NekapCTBEHHOro npenapaTta ans
MEANLMHCKOrO NMPUMEHEHMS, 3aKMo4YaeMbiM MeXay opraHusauuver, nonydmBlUei paspelleHne ynoriHOMOYEHHOro
befepanbHOro opraHa WCMONMHUTENbHON BMacT Ha OpraHM3auuio MNpPoBeAeHMsI Takoro WccneaoBaHus, U
MeOULIMHCKOWN opraHu3auneit, ocyLLECTBISAOLWEN NpoBeAeHNe TaKoro nccrnegoBaHus.

2. [oroBop O nNpOBEAEHMU KIMMHWUYECKOrO WCCrenqoBaHUs TeKapCTBEHHOro npenapata Ans MeauLUHCKOro
NpUMEeHeHWs1 JOIMKEH coaepXaThb:

1) ycrnoBus 1 CpoKM NPOBEAEHUSI JAHHOIO UCCIEA0BaHNS;

2) onpepeneHune obLLen CTOMMOCTM NPOorpaMMbl JaHHOTO UCCIEA0BaHNSA C yKa3aHWeM CyMMbl, peaHa3HavatoLweincs
AN BbINNaT UccrnenoBaTenam, couccrnenoBaTensm;

3) onpeaeneHve opMbl NPeACTaBNEHUS pe3ynbTaToB AaHHOIO UCCNeAoBaHUs B YNOTHOMOYEHHbIN deaeparnbHblii
opraH UCMOJSTHUTENBHOW BNacTu.

Cratba 42. O®uHaHcOBoe obecneveHne KMHUYECKOro WccnegoBaHns fekapCTBEHHOro npenapara  Ans
MeOMLMHCKOrO NPYMEHEHNS

®uHaHcoBoe obecneyeHne KINMHUYECKOTO WCCMeAoBaHWA JlekapCTBEHHOro npenapata And  MeAMLUMHCKOro
NPUMEHEHWS OCYLLECTBMNAETCS 3a CYeT:

1) cpeacTB dhegepansHoro GrooxeTa;

2) cpencTB OpraHusauui, NOMyYMBLUMX paspelleHne Ha opraHvM3auuio NpoBedeHUs AaHHOro MccrnedoBaHus, B
COOTBETCTBUM C YCMOBMAMW JOrOBOpPa O €ro NpoBeaeHUH;

3) MHbIX He 3anpeLueHHbIX 3akoHoaaTenbCcTBoM Poccuiickon ®egepaumy MCTOYHUKOB.

CraTbs 43. FlpaBa nauyneHToB, y4acTBYWOLMX B KIMMHUYECKOM UcCcrnenoBaHUKU JNeKapCTBEHHOro npenapara Aand
MeONUNHCKOro npuMeHeHus

1. YyacTre naumeHToB B KIMMHUYECKOM UCCIeL0BaHUN iekapCTBEHHOro npenapara Ans MeguuuHCKOro npuMeHeHus
ABnNsieTcs 4OOPOBOMbHBIM.

2. TauneHT Unn ero 3aKOHHbIN NpeacTaBUTENb A0MKEH ObITb MHPOPMMPOBAH B NUCbMEHHOW hopMe:

1) 0 nekapcTBeHHOM npenapare A5 MeOULUHCKOrO NPUMEHEHMUS U CYLLLHOCTU KIMMHUYECKOrO UccnegoBaHus 3Toro
nekapcTBEHHOro npenapara;

2) o 6e3onacHOCTV NekapCTBEHHOMO Npenaparta Ans MegULMHCKOrO NPUMEHEHUS, ero oxmgaemon acpdeKTUBHOCTH
N CTeneHn pucka Ans naumeHTa;

3) 06 ycnoBusx y4actus naumeHTa B KNMHUYECKOM UCCrefoBaHumM NekapCcTBEHHOro npenapara Ans MeamuuHCKoro
NPUMEHEHWS;

4) 0 uenu unu uensix U NPOACIPKUTENBHOCTU KIMHWYECKOro WMCCregoBaHWs NEeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO NPUMEHEHNS;

5) 0 gencTBusAX naumeHTa B crnydae HenpeaBuaeHHbIX 3(dEKTOB BNUSHUSA MEeKapCTBEHHOIO npenapata Ans
MeAMLIMHCKOro NMPUMEHEHUS Ha COCTOSHNE €ro 300POBbS;

6) 06 ycrnoBusix 06813aTENBHOIO CTPAXOBaHUS XM3HW, 300POBbS NaLMEHTa;

7) O rapaHTuaxX KOHMUAEHUMANbHOCTU Yy4yacTusl NauMeHTa B KIUHWYECKOM WCCnefoBaHUMM NeKapCTBEHHOroO
npenapaTta a4ns MeguuuMHCKOro NpuMeHeHus.
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3. JobpoBonbHOE cornacue nauMeHTa Ha y4acTue B KNMHUYECKOM UCCIefOoBaHuM NekapCTBEHHOro npenapaTa ans
MEeOMLMHCKOrO NPUMEHEHNs NoATBEepXOaeTcs ero noAnucbio MM NOAMUCHI0 ero 3akOHHOro MpeacTaBuTeNs Ha
NHOPMALIMOHHOM NUCTKE NauueHTa.

4. MNaumneHT nnu ero 3aKoHHbIN NpeacTaBUTENb MMEEeT NPaBoO OTKa3aTbCs OT y4aCTMs B KINIMHUYECKOM UccnegoBaHmm
nekapcTBEHHOro npenapaTta Ans MeAMLMHCKOro NpUMeHeHnst Ha nobor cTagumn NpoBeAeHNst TAKOro UCCNnefoBaHus.
5. lNpoBegeHue KNUHWYECKOro WUCCMeaoBaHUs NeKapCTBEHHOro npenapata Ans MeOULMHCKOro MpUMEHEHUS C
yyacTMeM B KayecTBe MauMeHTOB AeTen A0MycKaeTCHa TONbKO C Cornacusi B MMCbMEHHON opMe X poauTenen,
yCcbiHOBUTENEen. [letn mMoryT paccMaTtpuBaTbCsi B KayecTBe NOTEHUManbHbIX MauMEHTOB TaKoro uccrneaoBaHus,
TONbKO €cnuv ero npoBeaeHne Heobxoanmo ANng yKpenneHust 300poBbs AeTer unu npounakTMku MHAPEKLUNOHHBIX
3aboneBaHni B OETCKOM BO3pacte nnbo ecnu Lenbk Takoro WUccnefoBaHus SIBNSETCA MOMyYeHUe AaHHbIX O
HaunyJdlen Jo3MPOBKe NEKapCTBEHHOrO npenapaTa Ans nevenunst geten. B atux cnyyasx Takomy vccrnegoBaHuio
OOMMKHO MpefwecTBoBaTb KIMHMYECKOE MWCCredoBaHMEe feKapCTBEHHOro npenapata  Ans  MeavLMHCKOro
NPMMEHEHWS Ha COBEPLLEHHONETHUX rpaXaaHax.

6. 3anpellaeTca npoBedeHWE KIMHWMYECKOTO MWCCreAoBaHMs NEeKapCTBEHHOro npenapaTta Ans MeguLMHCKOro
NPUMEHEHMS C y4acTMeM B KayecTBe NaLUMeHTOB:

1) neTen-cnpoT 1 geTen, octaBlLuxcs 6e3 nonevyeHnsa poanTenen;

2) XeHLWH B nepuog 6epeMeHHOCTU, XEHLLMH B NepUOoA rpyaHOro BCKapMIIMBaHNS, 3a UCKITIOYEHNEM Cny4aeB, ecnu
NpOBOAMTCS KITMHUYECKOE UCCrefoBaHe NekapcTBEHHOro npenapara, npeaHa3Ha4YeHHoro Ans yKkasaHHbIX XKEHLLVH,
npy ycrnoBum HEOBXOAMMOCTU MOMNy4YeHus WHopMaumm TOMbKO BO BPEMS MNPOBEAEHMSI COOTBETCTBYIOLLMX
KNMUHUYECKUX MCCNeaoBaHWA U MPUHATUS BCEX HEOOXOOUMbIX Mep MO WCKIIOYEHUID pUCKa HaHeceHwus Bpeda
XEHLLMHE B nepuog 6epeMeHHOCTH, XEHLLMHE B NepUOA rpyAHOro BCKapMMBaHus, nnoay unu pebeHxky;

3) BOEHHOCNyXallMX, 3a WCKIIOYEHUEM CIyvyaeB MNPOBEAEHMS KIMHUYECKOrO WCCreaoBaHUsl JNeKapCTBEHHOMo
npenapaTa, crneuuanbHO pa3paboTaHHOrO AMS NMPUMEHEHWUs B YCINOBUSAX BOEHHbIX OEWCTBUN, Ype3BblYanHbIX
cuTyauun, NpodUNakTMKU M neyveHnss 3aboneBaHUn U MOPaXKEHWI, MOJTyYEHHbIX B pe3ynbTate BO34eNCTBUSA
HeOnaronpusATHbIX XMMUYECKMX, BMONOrMYecknx, pagnaumoHHbix akTopoB. KnuHudeckoe mccrnegoBaHMe Takoro
NeKkapCTBEHHOro npenapata MOXeT MPOBOAMTBCS C y4acTMEM B KayecTBe MaUMEHTOB BOEHHOCIYXaluux, 3a
NCKMIOYEHMEM BOEHHOCITYXaLUMX, MPOXOASALWMX BOEHHy cryxBy no npu3biBy, ¢ cobniogeHvem TpeboBaHui,
YCTaHOBMEHHbIX HacToAWwmMM deaepanbHbIM 3aKOHOM B OTHOLLEHUWN FPpaXaaHCKMX Nnu;

4) cCOTPYAHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTObIBaKOLWUX HakaszaHMe B MeCTax NuEeHUs cBODOAbl, a TakkKe NUL, HaxoOAWMXCS MoL CTPaXen B
CneacTBEHHbIX M30NATOpax.

7. [JonyckaeTcs npoBefeHMe KIMHMYECKOrO WCCreaoBaHUs NekapCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHeHWs, NPeaHa3Ha4YeHHOro ANs NeYeHns NCUxXnyeckmx 3aboneesaHun, ¢ ydyacTmeM B Ka4eCTBE NaLMeHTOB Nl
C  NCUXUYECKMMW  3a0ONEBaHWsIMK,  MPU3HAHHBIX  HEO4EeecrnocoOHbIMM B MOpsSAKe,  YCTAHOBIIEHHOM
3akoHofartenbcTBoM Poccuiickon Pepepaumn. KnnHuyeckoe uccrneqoBaHue fekapCTBEHHOTO npenapaTta B 3TOM
crnyyae NpoBOAUTCHA MPWU HanM4Mm cornacus B MMCbMEHHON hopMe 3aKOHHbIX NpeACcTaBUTENEN YKa3aHHbIX ML

Cratbs 44. Obs3aTensHoe CTpaxoBaHWUE XN3HU, 300POBbA NauneHTa, y4acTtsyroLwero B KNMMHM4YECKOM UccnegoBaHum
NeKapCTBEHHOro npenapara anda MeaumuuHCKoOro npuMeHeHuna

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

1. OpraHuzauusi, nonydMBlLUIAS paspelleHne Ha OopraHu3auuio MNpoBeAEeHMsT KIMMHUYEeCKOro MWCCredoBaHus
riekapCTBEHHOro nNpenapaTa Ans MeaULMHCKOro NpUMeHeHNs1, 06s13aHa B Ka4ecTBe CTpaxoBaTens CTpaxoBaTb PUCK
MPUYMHEHNS Bpeda XM3HW, 340POBLbI0 NauMeHTa B pesynbTaTe NPOBEAEHUSt KIUMHWMYECKOro uccreaoBaHus
niekapcTBEHHOro npenapaTta Ans MeAMLUMHCKOro MPUMEHEHMST 3a CBOW CYET NyTEM 3akrueHWs [oroeopa
006513aTenNbHOr0 CTpaxoBaHus.

2. Ob6bekToM 006s3aTeNbHOrO CTpPaxoBaHUS SABMSIETCA WUMYLLECTBEHHbIA WHTEPEeC MauueHTa, CBsI3aHHbIN C
NMpUYMHEHVEM Bpeda €ro XWM3HW WM 340POBbH B pesynbTaTe NPOBEAEHUSI KIMHUYECKOro UccrefoBaHust
nekapCcTBEeHHOro npenapata Ans MeguUmMHCKOro NPUMeEHEHNs.

3. CTpaxoBbIM criydaeM no JoroBopy obsi3aTerlbHOro CTpaxoBaHUs ABMASieTCS CMepTh NauMeHTa Unu yxyaleHue ero
3[10pOBbsi, B TOM 4YMCIe Briekylee 3a co6oi ycTaHOBNEHWE UHBANNAHOCTM, NPY HANMYUM NPUYMHHO-CIIEACTBEHHON
CBSI3M MeXAy HacTynneHnemM 3Toro cobbITUS 1 y4acTUEM NauMeHTa B KIIMHUYECKOM UCCen0BaHUN NekapCTBEHHOMO
npenapaTa.

4. TpebGoBaHUsi 0 BO3MELLEHWUM Bpeaa, NMPUYNHEHHOTO KU3HM UM 300POBbLI0 NaLMeHTa, NpeabsaBnsAlOTCA B TeYeHne
CPOKOB MCKOBOW AaBHOCTM, YCTAHOBMEHHbIX MPaXXaaHCKUM 3aKOHOA4ATENbCTBOM.

5. Paamep cTpaxoBoii BeinsfaTbl N0 OrOBOPY 00s13aTENbHOIO CTPaxoBaHUs COCTaBMsAeT:

1) B cnyyae cMepTu nauveHTa ABa MWUMNMoOHa pybrei Ha KaXaoro nauueHTa, y4acTBOBaBLUErO B KIMHWYECKOM
nccnegoBaHMM NeKapCcTBEHHOMO Npenapara;
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2) npu yXyALLUEeHM 300pOoBbs NauneHTa:

a) nosnekwem 3a cobon ycTaHOBNEHNe NHBanMAHOCTH | rpynnbl, OAWH MUMIIMOH NATLCOT ThiCAY pybnen Ha Kaxaoro
naumneHTa, y4acTBOBaBLUErO B KITMHWYECKOM UCCNeaoBaHUM fiekapCTBEHHOro npenapaTa;

6) noBnekwem 3a cobon yctaHoBneHne uHeanuaHocTy |l rpynnel, 0AMH MUNNWOH pybnen Ha Kaxgoro naumeHTa,
y4acTBOBABLLENO B KMMHUYECKOM UCCregoBaHNN NeKkapCTBEHHOMO npenapara;

B) MoBnekwemM 3a cobon yctaHosneHve nHsanugHoctu Il rpynnel, NATLCOT ThicAY pybnen Ha Kaxgoro naumeHTa,
y4acTBOBABLLENO B KMMHUYECKOM UCCregoBaHNN NeKkapCTBEHHOMO npenapara;

r) He noBnekwem 3a COBON YCTaHOBMEHUS WHBANWOHOCTU, He Gonee 4yeM TpUCTa TbICAY pPyGrenm Ha Kaxaoro
naumeHTa, y4acTBOBaBLUErO B KITMHNYECKOM UCCMeaoBaHUN NeKapCTBEHHOro npenaparTa.

6. Pa3mep cTpaxoBbix BblNAaT MOXET ObiTb YyBENMYEH HA OCHOBaHWM peLLeHns cyaa.

7. Cpok goroBopa 0653aTenbHOr0 CTpaxoBaHWA He MOXeT ObiTb MeHee, YeM CPOK MPOBEOEHUS KIMHUYECKOro
nccnefoBaHnsa NekapcTBEHHOro npenapara.

8. Ycnosus pgorosopa 0653aTenbHOro CTpaxoBaHUsA, B TOM 4WCre CTpaxoBble Tapudbl no obssatenbHoMy
CTPaxoBaHWIO, nepeyveHb HeobXOoAuMbIX [AOKYMEHTOB ANs OCYLUEeCTBMEHWS CTPaxoBOW Bbinnatbl, MNOPSAOK
YCTaHOBMEHNs  CTpaxoBaTeneM  WHAMBWAYanbHOrO  MAEHTUMUKALMOHHOIO  KOAa  MnauueHTa,  nopsgok
MHOPMUPOBAHMSA  CTpaxoBaTenemM CTpaxoBLiMKa O MNPUBIEYEHHbIX K  KIMHWYECKOMY  MUCCMEeaoBaHUIo
nekapCcTBEHHOro npenapata Ans MeOULMHCKOrO NPUMEHEHUs nauueHTax, NOpsAoK ynnaTbl CTPaxoBOW MpemMuu,
nopsaoK peanu3aunmm onpefeneHHbIx HacToswmm ®efepanbHbiM 3aKOHOM UM Apyrmn degepanbHbiMU 3aKOHaMu
npae 1 0693aHHOCTEN CTOPOH NO AOroBoOpy 0693aTENbHOr0 CTPaxoBaHWs YCTaHABMMBAKOTCA TUNOBLIMU NpaBuiamMm
06sa3aTenNbHOro CTpaxoBaHus.

9. B cnyyae npuyvHeHns Bpeda XXu3Hu naumeHTa, y4acTBOBaBLUEro B KITMHUYECKOM UCCIEeA0BaHMMN NIeKapCTBEHHOIO
npenapaTta, BbirogonpuobpeTtarensmMu no 4OroBopy 0683aTenbHOro CTPaxoBaHUS ABNAIOTCA rpaxaaHe, umetoLme
npaBo Ha BO3MeLllleHVe Bpeda B Criyyae CMepTV KOpMunbLa B COOTBETCTBUM C rpaXaaHCKMM 3aKOHOOATeNbCTBOM,
npy OTCYTCTBUM TaKkuxX rpakaaH - pogauTenu, Cynpyr, AeTn ymepLiero nauMeHTa, y4acTBOBaBLUEro B KITMHUYECKOM
nccnegoBaHWM NekapCTBEHHOro npenapaTta, B Criydae CMepTu naumMeHTa, y4acTBOBaBLUEro B KIIMHUYECKOM
nccnegoBaHMM NekapcTBEHHOrO NpenapaTta v He MMEeBLUEro CamoCTOATENIbHOIO A0X0Aa, - FpaXaaHe, Ha WKONBEHUN
KOTOPbIX OH Haxodwrncs, B OTHOLIEHUW BO3MELLEHMS PacxOAoB Ha norpebeHve naumeHTa, ydyacTBOBaBLUEro B
KMMHUYECKOM MCcnefoBaHny ekapcTBEHHOro npenapara, - nuMuo, NoHecLee Takue pacxobl.

10. CtpaxoBas BbiNfnata B CYeT BO3MELLEHWS Bpeda, MPUYMHEHHOro XW3HM MnauMeHTa, y4yacTBOBaBLUEro B
KMMHUYECKOM MWCCNeaoBaHMM NeKkapCTBEHHOro npenapara, pacnpegensiercd Mexay Bblirogonpuobperarensmu
NPOMNOPLMOHANbHO UX KONMYECTBY B paBHbIX AOMSX.

11. Tpu HacTynneHum CTPaxoBOro Cryyas MauMeHT, Y4YacTBOBaBLUMW B KIAMHWYECKOM MCCreaoBaHMK
rfiekapCTBEHHOro npenapaTta, BblrogonpuobpetaTenb BNpaBe MNPeAbsBUTb HEMOCPEACTBEHHO CTPaxOBLUMKY
TpeboBaHve 0 BO3MeLLeHUN NpuinHeHHoro Bpeaa. CTpaxoBas Bbinnarta OCyLLEeCTBNAETCA CTPaxoBLUMKOM B TeYeHMe
TpyauaTu OHen Co AHA NpeacTaBneHus HeobxoaMMbIX AOKYMEHTOB. [auMeHT, y4acTBOBAaBLUMIA B KIIMHUYECKOM
nccnegoBaHWM NekapCTBEHHOro mnpenapara, Mnu BeirogonpuobpetaTen 0643aH COOOLWMTL CTPaxOBLUMKY Afs
OCYLLECTBMEHNS CTPaxoBOW BbIMMaTbl MHAMBUAYamNbHbI UOEHTUMWKALMOHHbBIA KoL MauueHTa, yCTaHOBMEHHbIN
CTpaxoBaTenem B COOTBETCTBMU C TUMOBbLIMW NpaBmnnamMm obs3aTenbHOro CTpaxoBaHus.

12. [Jo nonHoro onpegeneHus pasmepa nognexallero BO3MeELLEHWIO BpeAa CTPaxXoBLUMK MO 3asBAEHNIO NauneHTa,
y4acTBOBaBLUENO B KIWHWYECKOM  UCCReoBaHUWM  NEeKapCTBEHHOro  npenapaTta, WuM  3asiBEHUIo
Bblrogonpuobpetarens BrnpaBe OCYLWECTBUTb 4YaCTb CTPaxOBOW BbiNnaTtbl, COOTBETCTBYIOLLYI (akTU4ecku
onpeaeneHHon YacTu NPUYNHEHHOro Bpeaa.

13. CtpaxoBas BbinnaTa B COOTBETCTBUM C AOrOBOPOM 00A3aTENbHOIo CTpaxoBaHMs OCYLLECTBNSETCH HE3aBUCMMO
OT BbINNAT, MpUUYUTaIOLLUXCA NO APYTM BUAAM CTPaxoBaHMs.

14. He ponyckaeTcs yyacTue naumeHTa B NPOBEAEHWM KITMHWYECKOro MccrnefoBaHus fiekapCTBEHHOro npenaparta
npu OTCYTCTBUM JOroBOpa 0643aTenibHOro CTpaxoBaHus.

15. KoHTpomb 3a MWCNoOMHeHMeM opraHu3auuen, NOoMyyMBLUEA paspelleHVe Ha opraHvM3auvio npoBedeHUs
KIMMHWYECKOro UCCNeaoBaHUst feKapcTBEHHOro npenaparta And MeAWMUMHCKOro MPUMEHEHWS!, YCTaHOBIEHHOM
HacTosiLLen cTaTbeln 0683aHHOCTM Mo 0bs3aTeNbHOMY CTPAXOBaHMIO XU3HW, 340POBbA NauMeHTa, y4yacTBYHOLLEro
(yyacTBOBaBLLErO) B KITMHNYECKOM MCCregoBaHUM NeKapCTBEHHOro Npenapara, OCyLecTBAsSeTCH YNONHOMOYEHHbIM
degepanbHbiM  OPraHoM  MCMOMHWUTENBHOW BMAacTW, BblAaBLUMM paspelleHne Ha MpoBeAeHNE  KITMHUYECKMX
nccrnegoBaHUN NekapCTBEHHbIX MpenapaToB 4S9 MeAULMHCKOrO NMPUMEHEHMS.

Mnaea 8. NIPOM3BOACTBO U MAPKUPOBKA NEKAPCTBEHHbIX CPEACTB
CrtaTtbs 45. [pon3BOACTBO NEKapCTBEHHbIX CPEACTB

1. Mpon3BOACTBO NEeKapCTBEHHbIX CPeACTB OO/MKHO COOTBETCTBOBATb NpaBuiiaM opraHu3auum Npou3BOoACTBa U
KOHTPOMsi KayecTBa JIeKapCTBEHHbIX CPeACTB, YTBEPXAEHHbIM YMNOMHOMOYEHHbIM defepanbHbiM - OpraHoM
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NCMNONMHUTENbHONW BNacTu.

(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

2. [lpon3BOACTBO JfieKapCTBEHHbLIX CPeAcTB Ha Tepputopum Poccuiickon ®Pepepaumm  ocyllecTBnseTcs
npou3BoaUTENsMM NeKapCTBEHHbIX CPEACTB, MMEKLUMMN NULEH3NI0 HA NPOU3BOACTBO fEKapCTBEHHbIX CPEACTB.

3. MNponsBoacTBO NEKapCTBEHHbIX CPEACTB ocyllecTBnsgeTcda ¢ cobnogeHnem TpeboBaHU NPOMbILLINIEHHOTO
pernamMmeHTa, KOTOpbI YyTBEpXAaeTCa pykoBoguTenemM npon3soauTens nekapCTBeHHbIX CPEACTB U BKITloYaeT B cebs
nepeYveHb ucnonb3dyembix hapmaueBTUYeckMx cybcTaHLmnin u BCnoMoraTenbHbIX BELWECTB C YyKa3aHMeM Konuyectsa
KaXKgoro 13 Hux, gaHHole 06 ncnonb3yemoMm obopyaoBaHuM, ONUcaHue TEXHOMOrMYECcKoro npouecca u MeTodoB
KOHTPOMS Ha BCex aTanax NpPov3BOACTBA NEKapCTBEHHbIX CPeacTB.

4. lMpu Npon3BOACTBE NEKAPCTBEHHbIX CPEACTB MCNONb3yloTcA hapMaleBTMYeckue cyocTaHuum, BKITHOYEHHbIE B
rocyapCTBEHHbIV PeecTp NekapCTBEHHbIX CPeaCTB.

5. 3anpeluaeTcsa nponsBoaCcTBO:

1) nekapCcTBEHHbIX CpeACTB, He BKIOYEHHbIX B T[OCY4APCTBEHHbIN peecTp IeKapCTBEHHbIX CpeacTs, 3a
WCKMIOYEHMEM JEKapCTBEHHbIX CPeAcTB, NPOM3BOAMMBIX AN MPOBEAEHUSI KIIMHWYECKUX UCCRefoBaHun u Ans
3KCMopTa;

2) hanbcmdmumMpoBaHHbIX NeKapCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX CPeacTB 6e3 NMUEH3MM Ha NPOU3BOACTBO NIEKaPCTBEHHbLIX CPEACTB;

4) nekapCTBEHHbIX CpeacTB C HapyleHWeMm npasBurl opraHusaumM npov3BOACTBA M KOHTPONS KadvecTBa
nekapCTBEHHbIX CPeaACTB.

6. lNpu BBOOE mNEKAPCTBEHHbIX CPEACTB B rPaXOaHCKM OOOPOT YMOMHOMOYEHHOE nMLUO Npov3BoauTENs
nekapCTBEHHbIX CPEACTB OCYLLECTBNSAET MOATBEPXKOEHWE COOTBETCTBUS JeKapCTBEHHbIX cpeacTB TpeboBaHMsM,
YCTaHOBMEHHBIM MNPU WX T[OCYLAPCTBEHHOW perucTpauun, W rapaHTUpyeT, 4YTO JeKkapCTBEHHble CpeacTBa
npou3BeneHbl B COOTBETCTBMM C NpaBunamMm Npon3BoACTBa U KOHTPOISA Ka4ecTBa NeKapCTBEHHbIX CPEACTB.

7. YNONMHOMOYEHHbBIM NULIOM NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB ABMSETCA ero paboTHWK, UMEIOLLUIA BbICLLEE
dhapmaneBTMYeCkoe, xMMmdeckoe unu buonorumyeckoe obpasoBaHue NMOO MpPU NPOWM3BOACTBE fEKAPCTBEHHbIX
cpencTB Ans BETEpMHAPHOro NpUMeEHEHUsi BeTepuHapHoe obpa3oBaHune, cTax paboTbl HE MeHee 4YeM NATb feT B
obrnactm npou3BOACTBA M KOHTPONSA KayecTBa MNeKapCTBEHHbIX CPeACTB W aTTeCTOBaHHbIA B MOpsAKe,
YCTaHOBMEHHOM YMOSTHOMOYEHHbIM deaepanbHbIM OpraHoM UCNOMHUTENBHON BRacTu.

8. lNpownsBoanTenu nekapCTBEHHbIX CPEeACTB MOTryT OCYWECTBMASATb MNPOAaXY FeKapCTBEHHbIX CPEeACTB WMu
nepegasaTb UX B yCTAHOBMNEHHOM 3akoHoAaTenscTBoM Poccuiickon Pegepaumm nopsgke:

1) ApyrvM NpomnsBoANTENAM NEKapCTBEHHbIX CPeACTB Afs NPOM3BOACTBA NeKapCTBEHHbIX CPeACTB;

2) opraHv3aunsiM ONTOBOW TOProBNM NekapCTBEHHLIMU CPeACTBaMY;

3) anTey4yHbIM OpraHv3aunsiM, BeTEpMHApPHbIM anTeYHbIM OpraHuM3auvaM, UHAMBWUAYanbHbIM NpeanpuHUMaTensim,
UMEIOLLUM NULLEH3UIO HA hapMaLeBTUYECKYHO AEATENBbHOCTb UMW NINLIEH3UI0 HA MEOULIMHCKYIO OEeATENbHOCTD;

4) Hay4YHO-UccrnegoBaTeNbCKUM OpraHn3aLmsam ansa Hay4Ho-uccrneoBaTensckon paboThl;

5) MeaMUUHCKMM opraHn3aumsam u BeTepUHapPHbIM OpraHu3aLmsam;

6) opraHn3aumsaM, OCyLLECTBISOLWUM pa3BedeHune, BblpallyBaHe U COAEPKaHNE KUBOTHbIX.

CraTbsa 46. MapkupoBka nekapCTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapartbl, 3a WCKIIOYEHMEM JIEKAPCTBEHHbIX NpenapaToB, W3rOTOBMEHHbIX anTeYHbIMU
opraHusaumMsiMm, BETEepPUHAPHbIMKM  anTeYHbIMW  OpraHu3auuaMun, UHAUBMAYanbHbIMKM  MpeanpUHUMaTENaMHU,
UMELLMMUN NULEH3NIO Ha hapMaLEeBTUYECKYHO AeATENbHOCTb, AOMKHbI NOCTyNaTh B obpalleHne, ecnu:

1) Ha UX NEPBUYHON YNaKoBKe (3a UCKIIYEHNEM NEPBUYHON YMAKOBKM NTEKAPCTBEHHbBIX PACTUTENbHBIX NPenapaToB)
XOpOLIO 4YUTaemMbiM LWPUATOM Ha PYCCKOM $3blke YyKaszaHbl HauMMEHOBaHWE flekapCTBEHHOro npenapata
(MexxgyHapogHoe HenaTeHTOBAHHOE, UM XMMNYECKOE, UM TOProBOE HAaUMEHOBaHKE), HOMep Cepuu, AaTa Bbinycka
(onst MMMyHOBUMONOrMYECKNX NEKAapCTBEHHbBIX MpenapaToB), CPOK FOAHOCTU, A03UPOBKa UIN KOHLUEHTpauusi, 00beM,
aKTMBHOCTb B eAuHULax AeUCTBMS UM KONMYECTBO O03;

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2) Ha ux BTOpMYHOM (MOTPEOUTENBLCKON) yNakoBKe XOPOLIO YUTAeMbIM LPUATOM Ha PYCCKOM SA3blKe yKa3aHbl
HaMMEeHOBaHWE NeKapCTBEHHOro npenaparta (MexayHapogHoe HenaTeHTOBaHHOE MMM XMMWUYecKoe U TOProBoe
HaMMEHOBaHUS), HAMMEHOBaHWE MPOU3BOANTENS NIEKAPCTBEHHOIO Npenapara, HOMep cepun, Aata Bbinycka (ans
UMMYHOOMOMOrMYeCcKnx NieKapCTBEHHbIX NMpenapaToB), HOMEpP PErMcTpPaLMoOHHOrO yAOCTOBEPEHMS], CPOK FOAHOCTMH,
crnoco® NpMMEHEHMs1, 403MPOBKa UM KOHL,EHTpauus, o6beM, akTUBHOCTb B eAUHULAX AeACTBMS MO0 KONMMYeCcTBO
003 B yNakoBKe, NiekapCTBeHHas hopmMa, yCrioBmst OTNYCKa, YCINOBUS XpPaHEeHUs, npeaynpeauTenbHble Hagnucm.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2. ®apmaleBTMYECKME CYOCTaHUMM OOMKHbI MOCTyNaTbh B oOpalleHne, ecrnvm Ha UX NEPBUYHONM YNAKOBKE XOPOLLO
YATaeMbIM  LWIPUETOM Ha PYCCKOM A3blke YyKasaHbl HavMMeHOBaHWe papmaueBTUYECKOW cybcTaHLmm
(MexxayHapogHoe HenaTEHTOBAHHOE UIN XMMNYECKOE U TOPrOBOE HAMMEHOBaHMS), HAMMEHOBAHNE NPOM3BOAUTENS
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hapmaueBTM4ecKon cybcTaHuMn, HOMep cepunm M JaTa W3roTOBMEHWS, KOMMYEeCTBO B YNAKOBKE W eAMHULbI
N3MEepPEeHNs KONMYecTBa, CPOK FOAHOCTU U YCIIOBUS XPaHEHUS.

3. JlekapcTBeHHblE CpeAcTBa B Ka4eCTBe CbIBOPOTOK AOIMKHBI MOCTyNaTh B obpalleHre C ykasaHueM XMBOTHOTO, U3
KPOBU, NNasMbl KDOBU, OPraHOB M TKaHeW KOTOPOro OHW MOSyYeHbI.

4. Ha BTOpMYHY0 (MOTPEBbUTENBCKYI0) YNaKOBKY NeKkapCTBEHHbIX CPEeACTB, NOMYYEHHbIX U3 KPOBUW, NnasMbl KPOBY,
OpraHoB M TKaHen 4yenoseka, AOMKHA HaHocuTbea Haanuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C u
NMOBEPXHOCTHbIN aHTUreH Bupyca renaturta B otcytcteytoT".

5. Ha nepBu4Hyt0 ynakoBKy U BTOPUYHYIO (MOTPEBUTENBCKYIO) YNAKOBKY pagnodapmaLeBTUHECKNX NeKapCTBEHHbIX
cpeacTB AOMMKEH HAHOCUTLCS 3HaK paanaunoOHHOW ONACHOCTMU.

6. Ha BTOprYHYyt0 (NOTpebunTenbCKyto) ynakoBKY roMeonaTnyecknx fiekapCTBEHHbIX NpenapaToB A0MMKHA HAHOCUTbCSA
Hagnuck: "fomeonaTnyeckmnin”.

7. Ha BTOpMYHYyt0 (NOTpebunTenbCKyro) YNakoBKy NEeKapCTBEHHbIX PacTUTENbHbIX NpenapaToB OfMKHA HAaHOCUTLCH
Hagnuck: "MNpoayKkuma npoLuna paguaumoHHbIA KOHTPOMb".

8. Ha nepBuyHyl0 ynakoBKy W BTOpPUYHYO (MOTPeOWTENbCKyl) YMaKoBKY JFleKapCTBEHHbIX MpenapaTos,
npegHas3HavYeHHbIX ANA  KIWMHUYECKMX WCCNedoBaHWW, [OMMKHA HaHOCWUTbCA Hagnueb: "[Ona  KNUHWYeCKMX
nccrnegoBaHun.

9. YnakoBka neKapCTBEHHbIX CPEeACTB, MNpeAHa3HaYeHHbIX WCKMIOYMTENbHO ANA 3KCMopTa, MapkupyeTtcs B
COOTBETCTBMU C TpebBOoBaHUAMN CTPaHbI-uMnopTepa.

10. Ha TpaHCcnopTHYt0 Tapy, KOTopas He npegHa3HavyeHa Ansd notpeburenen n B KOTOPYO NOMELLEHO NeKapCTBEHHOE
CcpeacTBo, AOMKHA HAHOCUTLCA MHPOpMaLMs O HAMMEHOBaHUN, Cepun NekapcTBEHHOro CPeacTBa, AaTe BblNycka,
KOnM4ecTBe BTOPUYHbIX (MOTPEBUTENbCKNX) YNAaKOBOK NEKAapPCTBEHHOro cpeacTsa, Npou3BoauTene nekapcTBEeHHOro
CpeAcTBa C yKasaHMeM HauMeHOBaHWSA U MECTOHaXOXAEHWS NPON3BOAUTENSA NeKapCTBEHHOro cpeacTaa (aapec, B
TOM u4ucrie cTpaHa W (UnNM) MecTo NPOM3BOACTBA MEeKapCTBEHHOrO CPeAcTBa), a Takke O CPOKe rogHOCTU
riekapCTBEHHOro cpeacTBa 1 00 YCroBKAX ero XxpaHeHns 1 nepeBo3ku, Heobxoammble NpeaynpeanTenbHble Haanuen
1 MaHWNYNSATOPHbIE 3HAKK.

11. Ha nepBWYHYIO YyNakoBKy W BTOPWUYHYK (NOTPEOMTENbCKYH0) YMNakoBKY IeKapCTBEHHbIX CpeAacTB Ans
BETEPMHAPHOIo NMPUMEHEHNS AOMKHa HAHOCMTBLCA Haanuek: "Ona BeTepnHapHOro npumeHeHns".

12. Ha BTOpUMYHYt0 (NOTpebuTensCckyo) ynakoBKy fiekapCTBEHHOIO npenapaTta HaHOCUTCH LUTPUXOBOW Kop.

. 'masa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYIO ®E[EPALIMIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUUCKOUN PEOEPALIUUA

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

Cratba 47. Nopsgok BBO3a NekapCcTBEHHbIX cpeacTs B Poccuiickyo ®efepaumio 1 BbIBO3a NeKapCTBEHHbIX CPeacTB
n3 Poccunckon degepaummn
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BB03 nekapcTBeHHbIXx cpeacTB B Poccuiickyio defepaumio OCyLLeCcTBRAsSeTcs B Nopsaake, YCTaHOBIEHHOM
MpaButensctBoM Poccunckon denepaunm, B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEeHHOro
coto3a B pamkax EBpA33C (ganee - TamoxeHHbI coto3) U (unu) sakoHogatenbcTBoM Poccuiickon deaepaumm o
TaMOXEHHOM Jene.

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

2. BBosumble B Poccuiickyto Pefepaumio nekapCTBeHHbIE CPeAcTBa AOIMKHbI ObiTh BKMOYEHbI B FOCYAaPCTBEHHbIV
peecTp NneKkapCTBEHHbIX CPeaCTB.

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

3. [Honyckaetca BB03 B Poccuitckyto degepaumio KOHKPETHOM MapTUM  3apermcTpupoBaHHbIX U (Unu)
He3aperucTpMpoBaHHbIX  MEKapCTBEHHbIX CPeACTB, MpefdHa3HadeHHbIX AN NPoBedeHUs  KITMHUYECKMX
nuccneaoBaHUM  NeKapCTBEHHbIX MpenapaTtoB, MpOBeAeHUs 3KCNepTU3bl NeKapCTBEHHbIX Ccpeacts  Ans
OCYLLLEeCTBMNEHUS rocyAapCTBEHHON perucTpauumn nekapCcTBEHHbIX NpenapatoB WUnu ANg OKasaHWa MeOuLMHCKON
MOMOLLUM MO >KU3HEHHbIM TOKa3aHWSAM KOHKPETHOro nauueHTa Ha OCHOBaHUKM paspelleHus, BblaHHOro
YMOMHOMOYEHHbIM dheepanbHbIM OpraHoM UCMOMHUTENBbHON BNACTU NO 3asdBMAEHUAM ML, yKasdaHHbIX B cTaTbe 48
HacTosiwero ®egepanbHOro 3akoHa. PaccmoTpeHWe Takoro 3asBrieHWs UM MPUHATUE peLlleHns O Bblgade
paspeLleHnss Ha BBO3 KOHKPETHOWM MapTUN 3aperMcTpupoBaHHbIX U (M) HE3AaPErMCTPUPOBAHHBIX JIEKAPCTBEHHbIX
CPEACTB, npedHasHadYeHHbIX Ansi NPOBEAEHMS KIMHUYECKUX WCCNEeAOBaHUA NEeKapCTBEHHbIX Mpenapartos,
NpoOBeOEeHUs 3SKCMePTU3bl JIEKAPCTBEHHbIX CPEACTB AN  OCYLUECTBMEHMSI TOCYO4apCTBEHHOW perucrpaumm
NEeKapCTBEHHbIX MpenapaTtoB UNu Afis OKa3aHUs MegULMHCKON MOMOLLM MO XKU3HEHHbIM MOKA3aHUAM KOHKPETHOro
naumeHTa nmbo o6 oTKase B Bblgaye yKazaHHOro paspeLleHus MpPou3BOAATCHA B CPOK, HE MpeBbilatolwmi natm
pabounx gHen. MNnaTa 3a Bblga4vy ykasaHHOrO paspeLleHnst He B3MMAeTCS.
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(B peq. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto degepaumio MOXHO BBO3WUTb JIE€KAPCTBEHHbIE CPeACTBa, KAayeCTBO KOTOPLIX MOATBEPXOEHO
cepTnduKaToM MPOU3BOAUTENS  NIEKAPCTBEHHbIX CPeAcTB, YOOCTOBEPSAIOLWMUM COOTBETCTBME  BBO3WMbIX
neKkapcTBEeHHbIX cpeacTB TpeboBaHuaM dapmakonerHblX cTtaTen nMbo B crnyvyae mx OTCYTCTBUSE HOPMaTUBHON
OOKYMeHTaLun nnm HOpMaTMBHOTO AOKYMEHTA.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpewaetca BB0o3 B Poccuiickyto ®epepaumnio  hanbcMduuMpoBaHHbIX NEKapCTBEHHbIX CPeacTs,
Heob6pokayeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB, KOHTPadhaKTHbIX NTeKapCTBEHHbIX CPEACTB.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. PanbcnduumnpoBaHHbIe NEKapCTBEHHbIE CPEACTBA, HeA0OPOKaYeCTBEHHbIE NTEKAPCTBEHHbIE CpeACcTBa nogsexar
M3BbATMIO W MOCRefylLeMy YHUYTOXEHUIO WM BbiBO3y U3 Poccuiickon ®egepauun, KoHTpadakTHble
nekapCTBEHHblE CPEACTBA - U3bATUIO U MOCMEAYIOLWEMY YHUYTOXEHMIO. YHUYTOXEHME UK BbIBO3 N3 Poccumnckon
denepaumn danbcnMULNPOBAHHBIX NEKapCTBEHHbIX CPeAcTB, HeAOOpPOKayYeCTBEHHbIX IEKAPCTBEHHbLIX CPEeACTB,
KOHTpadaKTHbIX NEeKapCTBEHHbIX CPeACTB OCYLUECTBMSETCS 3a CYET Nuua, OCyLEecTBMBLUErO MX BBO3. lMopsgok
YHUUTOXEHNSA N3BATLIX PanbCOULMPOBaHHbIX NEKapCTBEHHbIX CPEACTB, HEAOOPOKAYECTBEHHbIX NTEKAPCTBEHHbIX
CPeacTB, KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB ycTaHaBnmBaeTcs NpaButensctBoM Poccunckon ®egepaumn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Nnua, ocywectenaowme Beo3 B Poccuiickyto degepaumio anbCMULMPOBaHHbIX NEKapCTBEHHbIX CPeacTs,
HegoOpOKayYeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeACTB,  KOHTpadpakTHbIX  NEKapCTBEHHbIX  CPEeACTB,  HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a u  (unu)
3akoHogaTtenbcTBoM Poccunckon ®egepaumm o TaMOXXEHHOM Aerne.

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 nekapcTBeHHbIX cpeacTB n3 Poccunckon ®egepauunn ocylectensietcs 6€3 NpMMEHEHUST OorpaHNYeHni,
YCTaHOBMEHHbIX TAMOXEHHbIM 3aKOHOAATENBCTBOM TaMOXEHHOMO Co3a U (Mnn) 3akoHogaTenscTBoM Poccuinckon
denepaumn 0 rocygapCTBEHHOM PErynMpoBaHMU BHELLIHETOProBOW AeATenbHOCTUM. BbIBO3 nekapCTBEHHbIX
npenapaToB ANs MEeLAMUUHCKOro NMpUMEHEHMWsl, NpegHa3HavYeHHbIX ANns 'yMaHMTapHOW NOMOLM (COAENCTBMSA) UMK
NOMOLLM MpU YpesBblYanHbIX cUTyauumsx, u3 Poccunckon ®egepaumm ocyLecTBnseTCs B NOpsaKe, yCTaHOBNEHHOM
MpasuTtenscTtBom Poccuiickon ®eagepaunm.

(B pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-93)

Cratba 48. lOpnanyeckme nuua, KOTOPbIM pa3peLleH BBO3 NeKkapCTBEHHbIX cpeacTts B Poccuiickyo deagepauuto
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccunckyto Pegepaumto MOryT BBO3UTD:

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) Npou3BOAUTENM NEKapCTBEHHbBIX CPEACTB AN Lenen cobCTBEHHOro Npou3BOACTBA fIeKapCTBEHHbIX CPEACTB;

2) HOCTpaHHble pa3paboTyYNKM NEKAPCTBEHHbLIX CPEACTB Y MHOCTPaHHbLIE MPOU3BOAUTENMN NTEKAPCTBEHHbBIX CPEACTB
Unu Opyrve pugnudyeckne nuua no MnopyvyeHuto paspaboTymka NeKapCTBEHHOro cpefacTBa AN NpoBefeHus
KNMUHUYECKUX WCCREeOOBaHUA NeKapCTBEHHOro mnpenaparta, OCYLLEeCTBNEHUS T[OCYOapCTBEHHOW perncrpauunm
NEeKapCTBEHHOro npenapaTa, BKMAYEHUss apMaueBTUYECKOM CyOCTaHUMM B FOCY4APCTBEHHLIN  peecTp
NEKapCTBEHHbIX CPeACTB, KOHTPONSA KayeCTBa JIEKAPCTBEHHbIX CPeACTB MpyM  HanmMumm  paspelueHus
YMOMHOMOYEHHOro efepanbHOro opraHa UCMNONTHUTENBHOM BlacTU Ha BBO3 KOHKPETHOW MapTUU NeKapCTBEHHbIX
CPEeAcTB;

3) opraHusaumm onToBOM TOProBnM NeKapCTBEHHbIMY CPEACTBAMUY;

4) HayyHO-uccrefoBaTenbCkMe opraHusauun, obpasoBaTenbHble OpraHu3auum BbiCWEro obpasoBaHus,
Npov3BOOUTENN NEKAPCTBEHHbLIX CPEACTB AN pa3paboTKu, UCCredoBaHWUM, KOHTpons Ge3onacHOCTW, KayecTea,
3(PPEKTUBHOCTN NEKAPCTBEHHBIX CPEACTB MPU HaNU4MU pas3peLleHus YMOMHOMOYEHHOro dedepanbHOro opraHa
NCMOMHNTENBHOWN BNAcTu;

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeguumnHCKne opraHusauum, UHble ykasaHHble B MyHkTax 1 - 4 HacTosALWen cTaTbM opraHvM3aumm Ansi oka3aHus
MEOMLMHCKON MOMOLLM MO JKU3HEHHbIM MOKa3aHUAM KOHKPETHOro MauuMeHTa Mpu  Hanuuuu paspeLleHus
YMOMTHOMOYEHHOro doefeparnbHOro opraHa UCMOSTHUTENBHOW BNacTU Ha BBO3 KOHKPETHOW MapTUM NIEKApPCTBEHHOTO
npenapaTa, BblAAaHHOrO B YCTAHOBMEHHOM Mopsgke B ()OPME 3MEKTPOHHOrO [OKYMEHTa, MNOLMUCAHHOro
3NEeKTPOHHOW LMPOoBON NOAMNUCHIO.

Cratba 49. [okymeHTbl, npeacTaBnsemMble B TaMOXeHHble opraHbl Poccuiickon depepaumm npu BBO3e
nekapcTBeHHbIX cpeacTB B Poccuiickyto ®enepauuio
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)
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1. lNpwn BBO3€e nekapcTBEHHbIX CpeacTB B Poccunckyto Penepauuio B TaMOXeHHbIe opraHbl Poccuickon depepaumm
Hapsgy C [OOKyMEHTamMu, TMpeacTaBlieHMe KOTOPbIX MpedyCMOTPEHO TaMOXEHHbIM — 3aKOHOAAaTerNbCTBOM
Tamo)XeHHoro coto3a 1 (Mnu) 3akoHogaTenbcTBomM Poccuickon ®egepauum o TamoXXeHHOM gene, NpeacTaBnsaTcs
cneayoLime AOKYMEHThI:

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudukat npom3BoaAUTENs NEKapCTBEHHOrO CpeacTBa, YOOCTOBEPSIOWMA COOTBETCTBUME BBO3UMMOIO
nekapcTBeHHoro cpeacrtea TpeboBaHuaM dapmakonenHowm cratbu nNubo B criydyae ee OTCYTCTBUSE HOPMATUBHOM
OOKYMEeHTaLUn Nnm HOpMaTUBHOTO AOKYMEHTA;

2) paspeLlleHne ynonHoMoYeHHOro dpeaepansHOro opraHa UCNOMHUTENbHOW BNACTN Ha BBO3 KOHKPETHOW MapTuu
nekapCTBEHHOro CpeACTBa B Cryyasx, yCTaHOBMNEHHbIX YacTblo 3 cTatbu 47 HacTosiwero degepanbHoOro 3akoHa.

2. [lokyMeHTbI, yKa3aHHble B MyHKTax 1 U 2 4yactu 1 HacTosiLen cTaTby, NPEACTaBNATCA B TAMOXEHHbIE OpraHbl
Poccuiickon ®degepaumm npy npubbITUN NekapcTBEHHbIX cpeacTs B Poccunckyto Penepauuio.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BB0O3 nekapcTBeHHbIX npenapaTtoB B Poccuiickyto Pegepaumio ns AIMYHOMO UCMONb30BaHNSA U MHbIX
HEKOMMepYeCKunX Lienen
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. JlekapcTtBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyio ®Pepepauunio 6e3 yyeta TpeboBaHui,
NpeayCcMOTPEHHbIX YacTamu 1 - 4 ctaTtbn 47, ctatbamun 48 n 49 Hactoswero denepanbHOro 3akoHa, ecrnvm OHu
npeaHasHadeHbl ons:

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NYHOro Ucnonb3oBaHUs HU3M4eCKUMKU NuLamMu, NpubsiBLMMK B Poccuiickyto ®Penepauuio;

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2) wncnonb3oBaHuA paboTHMKaMWM  AMNIIOMATMYECKOro Kopryca WM  NPeACcTaBUTENAMU  MeXOyHapOOHbIX
opraHmMsaunn, akkpeauToBaHHbIX B Poccuiickon degepaunm;

3) neyeHVMs naccaxupoB MW UYNEHOB 3SKUMAXEW TPaHCMOPTHbIX CPEACTB, MNoe3gHbix Opurag v BoguTenen
TPaHCMOPTHBIX CpeacTs, NpubbiBLINX B Poccunckyto Pegepaumio;

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

4) nevyeHns y4acTHUKOB MEXAYHAPOAHbIX KyNbTYPHbIX, CMOPTUBHBLIX MEPOMPUATUA U YHACTHUKOB MEXOYHAPOOHbIX
akcneauunim,

5) neyeHnsa KOHKPETHbIX XUBOTHbIX B 300MapKkax, a Takke XUBOTHbIX, BBO3MMbIX B Poccunckyto degepaumio ang
y4acTus B CMIOPTMBHBIX U 3PENULLHBIX MEPOMNPUSATUSX.

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. B cny4yasx, npegycMOTpeHHbIX YacTbio 1 HacToswen ctaTtbu, gonyckaetcs BBo3 B Poccunckyto denepauuio
NeKapcTBEHHbIX NpenapaToB, He 3aperMcTpmMpoBaHHbIX B Poccuiickorn depepauuu.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. INlekapcTBeHHbIE MpenapaTbl, NpegHa3HavYeHHble Anst ryMaHUTapHOW NMOMOLUM (COAENCTBMSA) UMM NMOMOLLU NpwU
ypesBblYarHbIX CUTyauusx, BBO3ATCHA B Poccuiickyio ®egepauuto B nopsgke, ycTaHOBNEHHOM [paBMTenbCTBOM
Poccuickon ®epepaumun. 3anpelaetca BBo3 B Poccuiickyto Pefepaumio He3aperncTpmpoBaHHbIX NeKapCTBEHHbIX
npenapaToB, MPeAHa3HAYeHHbIX AMs FYMaHUTapHOW MOMOLLM (COAEWCTBUS) UMK MOMOLLM MpU Ype3BblHaNHbIX
cuUTyauusix.

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

CraTtbs 51. COpr,EI,HI/I‘-IeCTBO cbe,u,epaanoro opraHa WCMOSTHNTENbHON BRacTy, YNOJITHOMOYEHHOIo B obnactu
TaMOXXeHHOro gena, n gpyrux ynoyiHOMO4YeHHbIX cbe/:l,epaanblx opraHoB NCMNOMHNTENbHOW BNacTu

1. YnonHomouyeHHble defeparnbHble oOpraHbl WCMOMHUTENBbHOW BriacTU NpefoCcTaBnsioT B pacrnopsixkeHue
denepanbHOro opraHa MWCMOSIHUTENBHOW BriacTW, YMOMHOMOYEHHOTO B 0b6nacTn TaMOXEHHOro Aena,
rocy4apcTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB, a Takke MHOpMaLMIO O BblAAaHHbIX paspelleHnax Ha BBO3
KOHKPETHOMW MapTuM INeKapCTBEHHbIX CPeACTB B CrydyasX, YCTAHOBMEHHbIX 4YacTbio 3 cTatbh 47 HacToswero
depepanbHOro 3akoHa.

2. ®epeparnbHbI opraH UCNOSIHUTENbHOW BNACTU, YNOMHOMOYEHHBI B 061acTu TaMOXEHHOro Aena, HopmupyeT
yKasaHHble B YacTh 1 HacToswen ctatbM YNONHOMOYEHHbIE dhefeparnbHble OpraHbl UCMOMHUTENBHOW BNactu O
BBO3€ JIEKapCTBEHHbIX cpencts B Poccuickyto Penepauunio n BbIBO3€ NeKapCTBEHHbIX CPeAcTB u3 Poccuiickon
depnepaumu no hopme 1 B nopsiike, KOTopble ycTaHoBneHbl MNMpasuTtenscteom Poccuiickon ®epepauun.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Mnasa 10. PAPMALIEBTUYECKAA OEATENBHOCTb
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Cratbsa 52. OcywecTtBnenne dapmMmaLeBTUYECKON OeATENBHOCTN

1. ®apmaueBTUdeckass OeATeNbHOCTb OCYLIECTBMNSAETCHA OpraHmsauvMsiMM ONTOBOM TOProBMM NeKapCTBEHHbIMU
cpeacTBaMu, anTeYHbIMW OpraHusaunsMun, BeTepUHaPHbIMU anTeYHbIMUM OpraHM3auusamu, WUHAMBUAYaNbHbIMU
npeanpMHUMaTensaMi, WUMEeWUMU  MULEH3MI0  Ha  dapMaueBTUYECKYID  OeATEeNbHOCTb, MeAULMHCKUMU
opraHusaumsiMn, UMEKLUMM NULEH3UIO Ha dapMaueBTUYECKYID [AesaATeNnbHOCTb, U UX 060COB6MEeHHbIMU
nogpasgeneHnsamun (ambynatopuamu, enbaiepckumn 1 enbalepcko-akyLwepckuMmM NyHKTaMu, LeHTpamu
(oToeneHnsimn) obLiern BpavebHom (CeMenHon) NPakTuKn), pacrnonoXeHHbIMU B CEMNbCKMX HACENEHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuv, U BETEepMHapPHbIMU OpraHuM3auusiMiM, UMEKLLMMWU JNIMLIEH3NO Ha
hapmMaLeBTMYECKYIO OESATENBHOCTD.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. duanyeckre nmua MoryT ocyLLecTBNATE hapMaLeBTUYECKYIO AEATENBHOCTb NPYU HANMMYNK BbICLLETO UM CPEQHETNO
dhapmaueBTMyeckoro obpasoBaHuA M cepTudUKaTa crneumanncTa, BbICLUENO WM CPedHero BeTepuMHapHOro
obpasoBaHusa M cepTudmkaTa crneuuanucTta, a Takke BbICLUEro WM CpeaHero MeauumHcKoro obpasoBaHus,
cepTudumkarta cneumanucta u gonosIHMTENbHOro NpodeccnoHanbLHOro obpasoBaHns B HacTM PO3HUYHOW TOProBnn
neKkapcTBEHHbIMW MpenapaTamu npu ycnosum mx paboTbl B 060CO6MEHHbIX noapasgeneHunsix MeauLMHCKUX
OopraHusauni, ykasaHHbIX B YacTu 1 HACTOSLLEN CTaTbu.

(vacTb 2 B peq. PegepansHoro 3akoHa ot 27.07.2010 N 192-93)

Cratbsa 53. MNpogaxa, nepefaya rnekapCTBEHHbIX CPEACTB OpraHM3auMsiMu ONTOBOW TOProOBNM NleKapCTBEHHbIMU
cpeacTBamm

OpraHusaumm onToBOW TOProBfM NEKapCTBEHHbIMW CPEACTBAaMM MOTYT OCYLLUECTBMSATb MPOAaXy NeKapCTBEHHbIX
CPEACTB MUnv NepegaeBaTth UX B YCTAHOBIIEHHOM 3akoHodaTenbcTBoM Poccuiickon ®egepauumn nopsiake:

1) OpyrMM opraHv3aunsiMm oNTOBOW TOProBW NIEKAPCTBEHHLIMWU CPEACTBAMU;

2) NpoM3BOAUTENSAM NEKAPCTBEHHbIX CPEACTB ANs Lernen NponsBoACTBa NIEKapCTBEHHbIX CPEACTB;

3) anTe4yHbIM OpraHn3aunsiMm 1 BeTEpPUHAPHbIM anTe4YHbIM OpraHM3auusm;

4) Hay4HO-UCcNeaoBaTENbCKUM OpraHM3aumaM Ansg HayyHo-nccrneaoBaTenbCckon paboTsl;

5) vHaMBUAyanbHbIM NpeanpuHUMaTensaM, MMEKLWUM NULEH3UI0 Ha apMaueBTUYECKY0 AeATEeNbHOCTb Wnu
NULEH3NIO HA MEANLIMHCKYIO AESATENbHOCTb;

6) MEOULNHCKNM OpraHn3aLmsam, BETEPMHAPHbIM OpraHn3aumnsim;

7) opraHu3aumsaM, OCyLLEeCTBISOWUM pa3BefeHne, BbipallBaHe U CoaepXaHne XUBOTHbIX.

CtaTbs 54. NpaBnna onToBOW TOProB/n NekapCcTBEHHbIMY CPeaCcTBaMU

OnToBas TOProeJiA nekapCTBeHHbIMU CcpeacTBaMn OCyLLEeCTBIIAETCA NPpoOn3BOAUTENTAMU NEKAPCTBEHHbLIX CPeacCTB U
opraHunsaunamm ONTOBOWN TOProBJ1n JNeKapCTBEHHbIMU cpencrteamu no npasunam, yTBEPXOEHHBIM
cooTBeTCTBYHOLLUMMU YNONTHOMOYEHHbIMU (*)eﬂepaj'leblMVI opraHamm MCMNOSTHUTENBHOW BACTW.

Cratba 55. [Nopagok po3HUYHON TOProBnM fieKapCTBEHHbIMY NpenapatamMm

1. Po3HM4Has TOproBns IeKapCTBEHHbIMWM MpenapatamMum B KONMMYecTBaX, HEOOXOAMMbIX AfS BbIMNOSHEHWSA
BpayebHbIX (penbAluepckMx) HasHa4YeHWn WM HasHaYeHun cneumanucToB B 0Bnactu BeTepuHapuu,
OCYLLECTBMAETCA anTeYHbIMW OpraHnu3aunsMu, BeTepUHapHbIMK anTevHbIMU OpraHM3aunaMy, UHAMBUAYaNbHbIMU
npeanpuHUmMaTensMy, WUMelWMMUn  NUUeH3nio  Ha  dapmaueBTUYecKylo  OesTenbHOCTb,  MeAULMHCKUMMU
opraHuM3auusaM, VMEeKLWUMA FULEH3NI0 Ha dapMaueBTUYeCKyld AedATeNbHOCTb, M ux 060cobneHHbIMU
nogpasgeneHnamu (ambynatopuamn, denbawepckumm n denbalepcko-akyLepCkUMN MyHKTaMK, LeHTpamu
(oToeneHnammn) obuien BpayebHom (CeMenHOM) NPaKTUKK), PAaCcMONOXEHHBIMU B CEMbCKUX HACEMNEHHbIX NMYHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuv, U BeTepMHapHbIMW OpraHv3aunsMy, UMeKLMMA FIMLEH3NIO Ha
hapmaLeBTUYECKYID AesaTenbHOCTb. PaspelueHa po3HMYHas TOProeBnsi TOMbKO feKapCTBEHHbIMU npenapatamu,
3apermctpupoBaHHbiMM B Poccuiickon ®degepauum  vnv U3roTOBIIEHHLIMU  @NTEYHbIMW  OpraHM3aumsamu,
BETEpPMHAaPHbLIMU anTeYHbIMW OpraHu3auusiMu, UHAMBUAyanbHbIMY NpeanpuHMMaTeNs My, UMEOLLUMN NTIMLEH3UIO Ha
hapmaLeBTUYECKYIO AeATENbHOCTb.

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. Buapl anTeyHbix opraHM3aumin 1 npasuna oTrnycka fiekapCTBEeHHbIX NpenapaToB Ans MeAWLUHCKOro NpUMeHeHNs
anTeyHblMU  OpraHuMsauusaMn,  UHAMBMAYaANbHbIMW  NpeanpuHMMAaTEnsMK,  UMEWMMKU  JIMLEH3NI0  Ha
dapmaLeBTUYECKYIO AeATEeNbHOCTb, a Takke npaBuna OTnycKa fekapCTBEHHbIX NpenapaTtoB Ans MeULMHCKOro
NPUMEHEHNS MEANLMHCKUMW OpraHn3aunsmMmu, MMeoLLMMN NINLEH3MI0 Ha ddapMaueBTUYECKYI0 AeATeNbHOCTb, U UX
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0bocobneHHbIMK NogpasgeneHmammn (ambynatopmnsamm, enbaepckummn 1 enbalepcKo-aKkyLepCKMMM NYHKTaMu,
LeHTpamn (oTaeneHusammn) odwen BpadebHor (CeMenHon) NpakTUKK), PacrnonOXeHHbIMU B CENbCKUX HaCeNeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHu3auuy, YTBEPXOAKTCS YNOMHOMOYEHHbIM doedeparibHbIM
OpraHoM UCMOSTHUTENBHOMW BNacTu.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. lMpaBuna oTnycka HapKOTUYECKMX CPEeACTB U MCUXOTPOMHbIX BELLECTB, 3aperuMcTpuMpoBaHHbLIX B KayecTBe
NEeKapCTBEHHbIX MNpenapaToB, JNEeKapCTBEHHbIX MpenapaToB, COAepXallux HapKoTMYeckne cpeacrtea MU
NCUXOTPOMHbIE BELLECTBA, YTBEPXKAAKTCA YNOMHOMOYEHHbIM dheaepanbHbiM OpraHoM UCNOMHUTENbHOW BNAcTu No
cornacoBaHuio ¢ defeparnbHbIM OPraHoOM WUCMOMNHUTENBbHOW BRAacTW, OCYLLECTBASIOWNM (PYHKLUMK N0 BbipaboTke
rocy4apCTBEHHOW MONIMTUKX, HOPMAaTMBHO-NPaBOBOMY pErynmpoBaHuIo, KOHTPOMO M Haa3opy B cdepe obopoTta
HapKOTMYECKUX CPeacTB, MCUXOTPOMHbIX BELLECTB U UX MPEKYpPCOPOB, a Takke B 0OMactu MpoTMBOAEWCTBUSA UX
He3aKoHHOMY 06opoTy.

4. JlekapcTBeHHblE Npenaparbl Ansi BETEPUHAPHOIO NPUMEHEHUS NoanexaT OTNyCcKy BEeTEPMHAPHBIMIU anTeYHbIMU
opraHm3aumsmu, BeTepuHapHbIMU OpraHu3auusMy, WHAUBMOYaNbHbIMM  NpeanpuHMMaTens My, UMERLWMMM
nueH3nilo Ha dapMaueBTMYecKyld AedTenbHoCTb. [lpaBuna oOTMycka neKapCTBEHHbIX MpenapaToB Ans
BETEPUHAPHOIro NPUMEHEHNS YTBEPXKAAKTCS YNONHOMOYEHHbIM befeparnbHbiM OpraHoOM UCMOMHUTENbHOW BMacTy.
5. MNepeyeHb MeOULMHCKUX OpraHusauuin, UMEeKLUX NULEH3NI0 Ha apmaueBTU4EeCKyl0 OeATenbHOCTb, U KX
0b6ocobneHHbIX nogpasaeneHuii (ambynaTopuin, enballepcknx U genballepcko-akyLepcknx NyHKTOB, LEHTPOB
(oTaeneHwnit) obwen BpavyebHOW (CEMENHOWN) MPaKTMKW), PacnOfOXEHHbIX B CEMbCKUX HACEeNeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYHOT anTeuYHble OpraHn3aumm, a Takke nepedeHb fiekapCTBEHHbIX NpenapaToB (3a UCKIHYEHNEM
HapKOTUYECKMX NEKapCTBEHHbIX MpenapaToB M MCUXOTPOMHbIX NEKApCTBEHHbIX NpenapaToB), Npogaxa KoTOopbIX
MOXET OCYLLECTBNATLCS YKa3aHHbIMW OpraHn3aunsMm n ux 060cobeHHbIMY NoApa3aeneHnamn, ycTaHaBnmBatoTcs
opraHamu UCNONHUTENBLHOM BnacTn cybbekToB Poccuickon deaepaumn.

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

KoHcynbTaHTlntoc: npyumeyaHue.

Mo Bompocy, Kacawwemycs MUHUMarbHOrO acCcopTUMEHTa JleKapCTBEHHbIX MpenapaTtoB AN MeULUHCKOro
NPUMEHeHWs1, HeobXxoaNMbIX ANA OKa3aHMsA MeAWLMHCKOW nomMoLiu, 1 TpeboBaHMIi K opraHusaummn paboTbl No ero
dopmmpoBaHuio, cMm. lMNMpukasel MuHsgpascoupassutusa PO ot 15.09.2010 N 805H, ot 15.06.2010 N 447.

6. AnTeuHble opraHusauun, MHAMBUAyanbHbIE NPeanpuHUMaTenu, nMerLmMe NUUEH3No Ha dapmaueBTUYECKYIO
aesTenbHoCcTb, 06s3aHbl  obecneumBaTtb yTBepxaeHHbI [paButensctBom Poccuickon dPepepaumm  u
dOopMMpPYEMBI B YCTAHOBNEHHOM MM MOPSAKE MWHUMArbHbIA aCCOPTUMEHT FeKapCTBEHHbIX MpenapaTos,
HeobXxoAMMbIX AN OKa3aHUs MeAMLUHCKON MOMOLLN.

(vacTb 6 B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuHble opraHusauun, MHAMBMAyanbHble NPeanpuHMMaTenu, MMerLmMe NUUEeH3n Ha dapmaueBTUYECKYIO
AeATenbHOCTb, HApAAy C NlekapCTBEHHbIMY Mpenapatamn UMeT NpaBo npuobpeTtaTb U NpoaaBaTb MeAVUMHCKME
n3aenuvs, gesnHduumpyowmne cpeacTsa, npeameThbl U cpeacTsa NMYHOW FMrmeHsl, Nocyay Ans MeAMLUHCKMX Lenewn,
npeameTbl M CPeACTBa, NpeAHasHaveHHble Ang yxoaa 3a 60MbHbIMU, HOBOPOXAEHHBIMW U AeTbMUW, He JOCTUIUUMU
BO3pacTa Tpex NeT, O4KOBYIO ONTUKY U CPeACTBa YXOAa 3a Hel, M1HepanbHble BOAbI, NPOAYKTbI neyebHoro, 4eTCKoro
M OUeTUYEecKoro nuTaHus, Bbuonormyeckn akTMBHble Ao06aBku, MapdioOMepHble U KOCMeTUYecKkue CpeacTsa,
MeONLMHCKNE U CaHUTapHO-NPOCBETUTENBHbBIE NeYaTHbIE 3aaHus, NpegHasHavyeHHble Ang nponaraxasl 340poBoro
obpasa XKun3Hu.

(B pen. PegepanbHbix 3akoHoB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93)

8. [edATenbHOCTb anTeyYHbIX opraHu3aumin BoopyxeHHbix Cun Poccunckon ®epepaumm, Apyrnx BONCK, BOMHCKMX
HOpMMPOBaHUI U OPraHOB, B KOTOPbIX 3aKoHOAAaTeNnbCcTBOM Poccuiickon degepaumm npegycMOTPEHO NPOXoXaeHune
BOEHHOMN WU NPaBOOXpaHUTENbHOW Cnyxbbl, pernameHTupyetcss Hactoswum PegepanbHblM - 3aKOHOM U
YTBEPXAEHHBIMW  COOTBETCTBYHOLMMU (befepanbHbIMA - OpraHaMyv  UCMOMHUTENbHOW  BRAAactTu  MOMOXEHUSMMN.
KoHTponb 3a cobntogeHvem ykasaHHbIMW anTeYHbIMU OpraHvM3aunsaMy NoroxeHun Hactoswero degepanbHOro
3aKOHa OCYLLIECTBNSETCA COOTBETCTBYIOLLMMU dhedeparnbHbIMU opraHaMu UCNOMNHUTENBHOW BNacTu.

CrtaTtba 56. N3roToBreHne n oTnyck nekapcTBeHHbIX NpenapaTtoB

1. W3srotoeneHue J1IeKapCTBEHHbIX npenapatoB anTedyHbiIMU OpraHu3aumamMmun, BeTepUuHapHbIMKM anTeYHbIMU
opraHuzaumamun, wuHauBuayarnbHbIMKU nNpeanpuHnMmartenamu, uMmerwmMmmn JnUueH3n  Ha QJapMaLI.eBTI/NeCKyI-O
0eATeribHOCTb, OCYLLECTBIIAETCA MO peuentamM Ha JNeKapCTBeHHble npenapaTtbl, Nno Tpe6OBaHI/IF|M MeaNLNHCKUX
opraHm3auV||7|, BEeTEePUHAPHbIX opraHmsau,mVl B COOTBETCTBUM C NpaBuiiaMmn N3rotoBneHna U oTnycka nekapCTtBeHHbIX
npenapartos, yTBep>XXgeHHbIMU YNOJTHOMOYEHHbIM q)enepaanuM opraHom MCMNOMHUTENbHOW BRAcTy.

2. ﬂpm M3roToBJ1IEHNN JNEeKapPCTBEHHbIX MnpenapaTtoB anTe4vYHbIMU opraHunsaunamMu, BeTepuHapHbIMKU anTeYHbIMU
opraHusaumamun, wuHOuBMAyarnbHbIMKU  nNpeanpuHuMmartenaMmu, uMerwmMmmn nnuueH3nK Ha d)apmaueBqueCKyro
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OeATenbHOCTb, UCMONb3YTCA dapMaLleBTUYeckme cybcTaHLmm, BKITHOYEHHbIE COOTBETCTBEHHO B rOCY4apCTBEHHbIN
peecTp NeKapCTBEHHbIX CPEACTB ANS MeAULUHCKOrO MPUMEHEHMSI U FOCyAapCTBEHHbIV PeecTp NeKapCTBEHHbIX
cpencTB Ansi BETEPUHapHOro NPYMEHEHNst B yCTaHOBINEHHOM nopsigke. He gonyckaeTcst M3roToBNeHNE anTeyYHbIMU
opraHus3aumsamMu, BeTEepUMHapPHbLIMU  anTeYHbIMW  OpraHuM3aumMsMu, WHAMBUAYaNbHLIMW  NPeanpUHUMATENSMMN,
UMELLUMN NNLIEH3NIO Ha hapMaLEBTUYECKYIO AESTENBHOCTb, NTEKAapCTBEHHbLIX NPENapaToB, 3aperncTpUPOBaHHbIX
B Poccunckon ®enepauiun.

3. MapkupoBka nekapCTBEHHbLIX MpenapaToB, M3rOTOBMEHHbIX anTeYHbIMU OpraHM3aunsiMu, BeTEPUHAPHBLIMU
anTeyHbIMWU  OpraHM3auusiMi,  MHAMBMAYaNbHbIMW  MpeanpuHuMaTensMi,  UMELWUMU  JIULEH3N0  Ha
hapmaLeBTUHECKYO OEATENbHOCTb, M OOPMIIEHNE TaKMX NpPenapaTtoB AOSMKHbI COOTBETCTBOBATb MpaBuiam,
yKa3aHHbIM B 4acTu 1 HacTosALWEeN CTaTbMm.

4. AnTeuyHble opraHuM3auun, BeTepuHapHble anTeuvHble OpraHu3auun, WHAMBWAYanbHbIE MpeanpuHUMaTenu,
nMeroLwmne NMUEH3No Ha hapMaLeBTUYECKYIO AEeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnogeHe npasun
M3roTOBIMEHNST W OTNyCKa JIeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3akoHOA4aTenbCTBOM Poccumnckon
degepauyuu.

Cratba 57. 3anpelleHne npogaxu anbCUUUMPOBaHHbIX MNEKapCTBEHHbIX CPeAcTB, HefobpoKayeCTBEHHbIX
NeKapCTBEHHbIX CPeACcTB, KOHTPaaKTHbIX NeKapCTBEHHbIX CPeacTB

Mpogaxa anbCUUUMPOBAHHBIX FEKAPCTBEHHBIX CPEACTB, HeL0OpOKAYeCTBEHHbIX NEKapCTBEHHbLIX CPeacTs,
KOHTpadaKTHbIX NTEKapCTBEHHbIX CPEACTB 3anpeLLaeTcs.

CrtaTtbsl 58. XpaHeHue nekapCTBEHHbIX CPeacTB

1. XpaHeHue neKapCTBEHHbLIX CPeACTB OCYLUECTBMSIETCA MNPOM3BOAUTENSAMU JEKAPCTBEHHbIX CPEACTB,
OopraHusaumsiMm ONnTOBOW TOProBfv FIEKAPCTBEHHLIMW CPEACTBAMMW, anTeYHbIMM OpraHn3aumnsiMm, BeTepMHapHbIMU
anTeyHbIMWU  opraHuM3auvMsMuM,  UHAMBUAYaNbHbIMW  NpeanpuHMMaTensMn,  UMEeLMMU  JIMUEH3NI0  Ha
dapMaLeBTUYECKYD OEeATENbHOCTb WU NINLEH3NKO  Ha  MEOUUUHCKYH  OeATENbHOCTb,  MeOULUHCKUMM
opraHusaumsiMm, BeTEPUHAPHLIMW OPraHn3auMsiMm M MHbIMW OpraHM3auusiMun, OCyLLecTBAWMMKN obpalleHne
NeKapCTBEHHbIX CPeacTs.

2. [lpaBuMna XpaHeHUs neKapCTBEHHbIX CPeaCTB YTBEPXKAAKTCSH COOTBETCTBYIOLIMM  YNONMHOMOYEHHbBIM
deneparnbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

3. XpaHeHMe  HapKOTUYECKMX  FNEeKApCTBEHHbIX CPeACTB, MCUXOTPOMHbIX  NEKApCTBEHHbIX  CPeacTs,
pagnocgapmMaleBTUYECKMX JIEKAPCTBEHHbLIX CPEACTB OCYLIECTBNSETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon ®egepaumn.

Cratbsa 58.1. MpegMeTHO-KONMYECTBEHHbIV YYET NEKAPCTBEHHbIX CPEACTB AN MEANLMHCKOrO NPUMEHEHNS
(BBegeHa degepanbHbIM 3akoHOM OT 25.12.2012 N 262-03)

1. TllepeyeHb neKkapCTBEHHbIX CpeacTB ANS  MEeOMUMHCKOrO  MPUMEHEHUs, MOoAMnexalimx npegMeTHo-
KONMMYEeCTBEHHOMY YYeTy, YyTBEPXXAaeTCs YyNONTHOMOYEHHbIM deaepanbHbiM OpraHoM UCNONHUTENBHOWN BriacTu.

2. lNMopsaaoK BKNIOYEHWUST NEKapCTBEHHbIX CPEACTB ANA MEAMLUUHCKOro MpUMEHEHUs B MepeyeHb NeKapCTBEHHbIX
cpeacTB Ans MEAMUUHCKOro NpUMeEHEeHWs, Noanexalimx npeaMeTHO-KONMYEeCTBEHHOMY yYeTy, yCTaHaBnmBaeTcs
YNOSIHOMOYEHHbBIM (hefepanbHbIM OpraHoM UCMOSTHUTENbHOW BNAcTK Mo corflacoBaHuio ¢ chefeparnbHbiM OpraHoM
NCMONHUTENbHON BacTW, OCYLLECTBAAWMM (YHKLUUM No BbipaboTke rocydapCTBEHHOW MOMUTUKM, HOPMAaTMBHO-
NpaBOBOMY PErynMpoBaHuUio, KOHTPOMIO M Haasopy B cdepe o6OpoTa HAPKOTMHECKUMX CpeAcTB, MCUXOTPOMHbIX
BEeLLeCTB U X NPeKypCcopoB, a Takke B 061acTn NpoTMBOAENCTBUS UX HE3aKOHHOMY 060pOTY.

3. TlpeoMeTHO-KONMMYECTBEHHbIM Yy4eT feKapCTBEHHbIX CpeACcTB AN MeOWUMHCKOrO MNpUMEHEeHVs BeadyT
NPOVM3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OpraHu3auuv OMNTOBOW TOProBNWM fleKapCTBEHHbIMWM CpeacTBaMMu,
anTeyHble OpraHv3auuv, WHAMBUAYyanbHble NPeAnpUHMMAaTenu, MMerLlmne NULEH3NI0 Ha dapMaueBTUYECKYHO
AeAaTenbHOCTb UNWN NULEH3NI0 Ha MEAMLUHCKYI0 AeATEeNbHOCTb, U MeQULMHCKUE OpraHvM3auny, OCyLLeCcTBrsoWwme
obpalLeHne nekapcTBEHHbIX CPeaCTB AN MEAMLMHCKOro NPUMEHEHNS], MyTEM perucTpaumm nobbix CBA3aHHbIX C NX
obpalleHnem onepauun, Npu KOTOPbIX U3MEHSIETCA MX KONMYECTBO U (1K) COCTOSHME, B CneuuarnbHbIX KypHanax
yyeTa onepauun, cBa3aHHbIX C obpalleHMem feKapCTBEHHbIX CPEACTB AN MeANLUMHCKOro NpMMeHeHus (danee -
cneumanbHble XypHarbl).

4. TMNpaBuna perucTpauuy onepauui, CBA3aHHbIX C OOpalleHueM NnekapCTBEHHbIX CpeAcTB AN MeAWLUMHCKOro
NPUMEHEHWS, BKMIOYEHHbIX B NepeYveHb NekapCTBEHHbIX CPeACTB AN MEeAMLMHCKOrO NMpUMEHEHMUs, noanexalimx
npeaMeTHO-KONMYECTBEHHOMY yyeTy, B cneumarnbHbIX XXypHanax v npaBuna BeOeHUS U XpaHeHUst crneumanbHbiX
XKypHanoB yTBepXaalTcsa YNONMHOMOYEHHbIM heaepanbHbiM OpraHoM UCMONHUTENBHON BNacTy.
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5. KoHTponb 3a cobntogeHnem npaBun perucrpanmm onepaumun, CBsi3aHHbIX C 00paLlleHNneM NekapCTBEHHbLIX CPeaCTB
AN MEOUUUHCKOrO MNPUMEHEHWs, BKIOYEHHBIX B MEepeYeHb JIEKAapCTBEHHbIX CPeacTB And MeAUMUMHCKOro
NPUMEHEHUs, MOANeXalWmx npeaMeTHO-KONIMYECTBEHHOMY Y4YeTy, B CreumaribHbIX XXypHanax, a Takke 3a
cobnogeHnem npaBun BeAEHUMS UM XPaHEHMs1 CheumanbHbIX >KYpHanoB Bo3naraeTtcsl Ha YNoNHOMOYEHHblEe
denepanbHbie OpraHbl MCMOMHUTENbHOW BNAacTU M oOpraHbl UCMOMHUTENbHOW Bnactu cybbektoB Poccuiickon
denepaumu, ocyllecTBNALLLME NUUEH3NPOBaAHNE NPOU3BOACTBA NEKAapCTBEHHbIX CPeacTB, dhapmaueBTUYECKOn
OEeATenbHOCTU U MeULMHCKON AeATEeNbHOCTU, U OCYLLECTBNAETCA B paMKaX NULLEH3UOHHOIO KOHTPONS.

agea 11. YHUUTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHoBaHMA 1 NOPAAOK YHUHTOXEHUS NEeKapCTBEHHbIX CPeacTB

1. HepobpokayecTBeHHbIe NekapCTBEHHbIE CPeACcTBa, hanbcnunLmMpoBaHHbIE NEeKapCTBEHHbIE CPeACTBa noanexar
U3BbATUIO U3 TPpaXkgaHCKOro obopoTa U YHUUTOXEHUIO B nopsgke, ycTaHoBneHHoMm [MpaButenbctBom Poccumckon
®epepaumn. OcHOBaHMEM AN  YHUUTOXKEHWS FNEKApCTBEHHbIX CPeAcTB SABMSETCA peleHne Bhagernbua
neKapCTBEHHbIX CPeACTB, peLleHne COOTBETCTBYHOLLENO YNONTHOMOYEHHOMO heiepanbHOro opraHa UCMOSTHUTENbHON
BMacTu UNu pelleHne cyaa.

2. KoHTpadpbakTHble nekapCcTBEHHbIE CpeAcTBa noasexart U3bATUIO U3 rpaxaaHCKoro 06opoTa 1 YHUUTOXEHUIO MO
peweHntio cypa. [lopsagok  YHUUTOXEHMS  KOHTpadaKTHbIX NEeKapCTBEHHbIX CPEACTB  yCTaHaBMMBaeTCs
MpasutenbctBOoM Poccuiickon ®epepaunn.

3. Pacxogbl, cBAA3aHHblE C YHUYTOXEHMEM KOHTpPaaKTHbIX NEKapCTBEHHbIX CPeacTB, HeaobpOoKauyeCTBEHHbIX
NeKapCTBEHHbIX CpeacTs, hanbcnduumMpoBaHHbIX TEKAPCTBEHHbIX CPEACTB, BO3MELLLAOTCA UX BNaaenbLeM.

4. Brnapeneu nekapCTBEHHbIX CpPEeACTB [AOMKEeH NpeacTaBuTb B YMONHOMOYEHHbI dhedepanbHbil  opraH
WCNONMHUTENBHON BNAcTV OOKYMEHT UMW 3aBEPEHHYI0 B YCTAHOBMEHHOM MOPSAKE €ro Konvio, noareepxaatolune
PaKT YHNUTOXEHUA NEKAPCTBEHHbIX CPEACTB.

5. CooTBETCTBYHOLLMIA YNONMHOMOYEHHbIV heaepanbHblil OpraH UCMOSHUTENbHOM BNacTu, NPUHSABLUUIA pelleHne 00
YHUYTOXEHWMW NTEKapCTBEHHbBIX CPEACTB, OCYLLECTBISIET KOHTPOSb 32 UX YHUUYTOXEHNEM.

6. YHUYTOXEHME INeKapCTBEHHbIX CPeACTB MNPOM3BOAMTCA OpraHv3aumsiMM, WMMEKLWUMU COOTBETCTBYIOLLYHO
NWLIEH3MIO, Ha creLmanbHO 060pyA0BaHHbIX MOLWaaKkax, MoSIMroHax v B cneumanbHO 060pyaoBaHHbIX MOMELLEHMSAX
c cobniogeHnem TpeboBaHMIN B 06nacTn OXpaHbl OKpYXKalLlen cpedbl B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon ®egepaumn.

7. HapkoTuyeckne nekapCTBeHHble CPEeACTBa, NCUXOTPONHbIE NIEKApPCTBEHHbIE CPEACTBA, pagModapmMaleBTUYECKNE
neKapcTBEHHbIE CPEACTBa YHUUTOXAIOTCHA B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccunckon degepaumm.

Fnasa 12. TOCYOAPCTBEHHOE PEIYJINPOBAHME LIEH
HA NNEKAPCTBEHHbBIE NMPEMNAPATbI ANA MEAUUUWHCKOIroO NPUMEHEHUA

CtaTtbs 60. I'ocy,u,apCTBeHHoe perynupoBaHne LeH Ha JieKapCTBEHHbIe npenapaTtbl 4nd MeauunHCKOro npuMmeHeHna

[ocynapcTBeHHOe perynupoBaHuMe LUeH Ha nekapCTBeHHble npenapaTbl AN MeOWLUMHCKOro NpUMeHeHus
OCYLLLeCTBMSAETCS NOCpeaCcTBOM:

1) ytBepxaeHua lMpasutenscteoMm Poccunckon dPepepauumnm nepeyHsa XU3HEHHO HEOOXOAMMBIX U BaXKHEMLUUX
NEeKapCTBEHHbIX MpenapaToB ANs MeLULMHCKOrO MPUMEHEHUs!, KOTOpbIA CHOPMUPOBAH B YCTAHOBMEHHOM UM
nopsiike 1 B KOTOPbIA BKITHOYAKTCH fIEKAPCTBEHHbIE NpenapaTbl AN MEAULMHCKOrO NPUMEHEHUs, B TOM YuUCrne C
y4eTOM CTaHAapTOB MEOMLMHCKOW MOMOLUM, Mo MeXAyHapOoAHbIMW HEMaTeHTOBAaHHbIMU, XUMUYECKMMU UMK
rpynnMpOBOYHbIMM HAMMEHOBAHMSIMMW, COOTBETCTBYIOLLME CMEAYIOLLNM KPUTEPUSAM:

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

a) MPUMEHEHNE KOHKPETHOIO NeKapCTBEHHOTO NpenapaTa AN ANarHocTukW, NpodUnakTukKM, neveHns sabonesaHuin,
B TOM ymMcre npeobnagatLmx B CTpykType 3abonesaemoctn B Poccurickon ®enepaunu;

6) NpeumyLlecTBO KOHKPETHOrO JeKapCTBEHHOIO npenapara Mo CpaBHEHWO C APYTUMWU  NeKapCTBEHHBIMU
npenapaTamu Npu onpegeneHHbIX 3a6oneBaHnn, CUHOPOME UMW KIMHUYECKOW CUTyaLmu;

B) TepaneBTMYecKas 3KBUBANEHTHOCTb KOHKPETHOrO NnekapCcTBEHHOro npenapaTa NnekapcTBEeHHbIM npenaparam co
CXOXMM MEeXaHU3MOM hapMakonormyeckoro 4encTeus;

2) yTBEPXXAEHMS METOOUKN YCTAHOBIIEHMS MPOM3BOANTENSMN NIEKAPCTBEHHBIX NpenapaToB NpeaenbHbIX OTMYCKHbIX
LEeH Ha neKapCTBEHHble npenapaTbl, BKMYEHHbIE B MEPEeYEHb >XMU3HEHHO HEOOXOOUMbBIX W  BaXKHEWMLINX
NeKapCTBEHHbIX Npenaparos;

3) rocyaapCTBEHHOW perncTpauumn yCTaHOBIIEHHbIX NMPOU3BOAMNTENSIMU JNIEKAPCTBEHHbIX NpenapaTtoB NpeaesbHbIX
OTMYCKHbIX LIEH HA NEKAPCTBEHHbIE NpenapaTbl, BKITOYEHHbIE B NEpPEeYeHb XUIHEHHO HEOOXOOMMbIX U BaXKHENLLIMX
nekapcTBEHHbIX NpenapaTos;
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4) BegeHus rocygapCTBEHHOro peectpa npefenbHblX OTMYCKHbIX LIeH NPOM3BOAMTENEN Ha JeKapCTBEHHbIe
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMbIX N BaXKHEWLLNX NEKapCTBEHHbIX NpenapaTos.;

5) yTBepXaeHUsa METOAMKM YCTaHOBMNEHUS OpraHaMu UCNOMNHUTENBHOW BriacTu cybbekToB Poccuickon degepaumm
npefenbHbIX pasmMepoB OMNTOBbIX HaAb®aBOK M npedernbHbIX PasMepoB PO3HUYHbIX HaabaBOK K (haKTUYeCcKUM
OTMNYCKHbIM LleHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSMU FEKapCTBEHHbIX MNpenapaToB, Ha NeKapCTBEHHbIe
npenapaTbl, BKIMOYEHHbIE B NEPEeYeHb XU3HEHHO HEOBXOAMMbBIX U BaXKHENLLNX NEeKapCTBEHHbIX NpenapaTos;

6) ycTaHOBneHVs npegenbHbIX pasmepoB ONTOBbIX HAAbaBoOK M MpedeNibHbIX pPasMepoB PO3HUYHbLIX HAAbaBoK K
PaKTU4ECKMM  OTNYCKHbIM  LleHaM, YCTaHOBMEHHbIM MNPOU3BOAUTENSAMW MEKapCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepeYeHb XXM3HEHHO HEeobXOoOUMbIX U BaXXHEMLLMX NeKapCTBEHHbIX
npenapaTos;

7) yTBEpXOEHUS Mnopsiika BblAayn MpeanucaHvMn opraHam WCMONHUTENbHOW BRactu cybbektoB Poccuiickomn
depepaumm 0 npuBegeHUM B COOTBETCTBME C 3akoHopaTenbcTBOM Poccuiickon Pepepauum pelleHun o6
YyCTaHOBMEHUN MpedenbHbIX pasMepoB OMTOBbIX HaAg0aBOK M NpeferbHbiX Pa3MepoB PO3HUYHbIX HagbaBOK K
hakTMyecknm OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MNPOM3BOAMTENSAMW FNEKapCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble npenaparbl, BKIIOYEHHbIE B NepeYeHb XXM3HEHHO HeobXOOUMbIX U BaXKHEMLLMX JEeKapCTBEHHbIX
npenapaTtoB, €Cnv OHW MPUHATBI C HapylweHMeM 3akoHopaTtenbcTBa Poccunckon depepauuu, B nopsake,
ycTaHoBneHHoM [NpaButensctBom Poccuiickon Peaepavmu;

8) HanpaBneHns ynonHOMOYeHHbIM defepanbHbiM OpraHoOM MCMOMHUTENbHOW BNAacTU opraHaM UCMNOMHUTENbHOWN
Bnactn cybbektoB Poccuiickon degepaumy npeanvcaHuii 0 NpuBeAeHNM B COOTBETCTBME C 3aKOHOAATENbCTBOM
Poccuiickon ®epgepaummn NpuHATLIX C HapylweHWeM 3akoHogaTtenbcTBa Poccunckon ®Pegepaummn pelueHun o6
yCTaHOBMNEHUN NpegernbHbIX pa3MepoB ONTOBbIX HaA6aBOK 1 NpeaenbHbIX pa3mMepoB PO3HUYHBIX HAAOaBOK K LieHaMm
Ha nekapcTBeHHble NpenapaTbl, BKIIOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOAMMbIX U BaXKHEWLLNX NIEKapCTBEHHbIX
npenapaTos;

9) ocyuwiectBneHuns egepanbHOro rocyaapCcTBEHHOrO Haa3opa B cdepe obpalleHnsi NekapCTBEHHbIX CPeacTB U
pervoHanbHOro rocyapCTBEHHOrO KOHTPOIS 3a NPMMEHEHVEM LIEH Ha fNlekapCTBEHHbIE NpenapaTbl COOTBETCTBEHHO
YNOJSTHOMOYEHHbIMU heeparibHbIMU OpraHamu WCMOMHWUTENBHOW BMAacTM U OpraHaMy WCMOSHUTENbHOW BracTu
cybbektoB Poccunckon degepaumm cornacHo UX KOMNETeHUuW B nopsigke, YCTaHOBMEHHOM [1paBuTenbLCcTBOM
Poccuiickon depepaumu;

(n. 9 B peq. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHuss NpeayCMOTPEHHbIX 3akoHogaTenscTBom Poccuiickon ®depepaumm mep OTBETCTBEHHOCTW 3a
HapylleHne nopsaka LeHoobpasoBaHMs Ha XXU3HEHHO HeobxoanMble 1 BaXKHeNLIME NekapCTBEHHbIE NpenaparTbl.

Cratbsa 61. Focy,qapCTBeHHaﬂ pernctpaumna YCTaHOBJIEHHbBIX MNPOU3BOOUTENIAMU J1€KapCTBEHHbLIX MnpenapaTtoB
npenenbHbIX OTNYCKHbIX LLleH Ha )KU3HEHHO HeobXxoaMMble U BaXHeNLWne JleKapCTBEHHbIE NpenapaTtbl N UX nNpogaxa

1. YcTtaHoBnNeHHble MPOM3BOAUTENSMWU FEKapCTBEHHbIX NpenapaToB npeferibHble OTMYCKHble LUeHbl Ha
nekapcTBeHHblE Mpenaparbl, BKIIOYEHHbIE B NepevYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEMWLUMX NEKapCTBEHHbIX
npenapaToB, NoAnexaT rocyaapCTBEHHON perucTpaumu.

2. YcTaHoBReHHas npon3BoanTenem riekapCTBeHHbIX NpenapaToB npedernbHas OTNYCKHas LieHa Ha nekapCTBEHHbIN
npenapaT, BKIIOYEHHbIM B MNepeyYeHb >XU3HEHHO HeOoBXOAMMbIX U BaXKHEWLWUX NeKapCTBEHHbIX Mnpenaparos,
NMOANEXNT rocygapCTBEHHOW permctpauuu, ecnv oHa He MnpeBblllaeT pa3mep UeHbl Ha AaHHbIA NeKapCTBEHHbIN
npenapaT, pacCcy/TaHHbIi B COOTBETCTBMM C YTBEPXKAEHHOW B MOpsSdKe, YCTaHOBMeHHOM [lpaBuTensCcTBOM
Poccuickon ®egepaumm, METOOUKON YCTAHOBMNEHNS NPOM3BOANTENSMU NEKApPCTBEHHbIX NpenapaToB npeaenbHbIX
OTMNYCKHbIX LIEH HA NEKapCTBEHHbIE Npenaparbl, BKMYEHHbIE B NEpPeYeHb XN3HEHHO HEOOXOOUMBIX U BaXKHENLLMX
nekapcTBeHHbIX npenapaTtoB. [aHHOM MeTOAMKOW npedycMmaTpuBaeTcs [ANA NekapCTBEHHbIX MpenapaTos,
HaxogsLwwmxcs B obpalleHnn Ha Tepputopun Poccunckon ®enepauun, pacdeT cpeHeB3BELLIEHHON dhaKTUYecKom
UeHbl OTnycka, CpedHeB3BELUeHHOW (aKTUYeCcKOW LeHbl BBO3a IleKapCTBEHHOro npenapata 3a rop,
npeaLwecTByOWNA AaTe NpeacTaBneHus npefenbHOW OTMYCKHOW LeHbl NPOU3BOAWUTENS Ha JeKapCTBEHHbLIN
npenapaT Ha rocyaapCTBEHHYIO perncTpauuio, a aAnst nekapCcTBeHHbIX NPenapaToB, He NOCTyNaBLInX B obpalleHne
Ha Tepputopun Poccuinckon degepaummn, 1 Ans OpurnHanbHbIX eKapCTBEHHbIX NpenapaToB pacyeT pOCCUACKUMU
npoussoauTensMnM feKapCTBEHHbIX MpenapaTtoB pacxOAoB, CBA3aHHbIX C pa3paboTkon, MpPOU3BOACTBOM,
peanu3auven nekapCTBEHHOro npenapaTa, ykasaHne MHOCTPaHHbIMY Mpou3BoauTENsMM pasmepa MUHMMAarbHON
OTMYCKHOW LeHbl MPOW3BOAWUTENS Ha JleKapCTBEHHbIA MpenapaT B rocygapcTBe MNpou3BOAUTENs W OPYyrux
rocygapcrBax, rae OH 3apermcTtpyMpoBaH, C y4eTOM pacxogoB, CBS3a@HHbIX C TaMOXEHHbIM O(OpPMIIEHMEM
(TaMOXXEeHHON MOLWMWHBI Y TaMOXEHHbIX COOPOB 3a TaMOXXEHHOE OPOPMIEHUNE), N TPAHCMOPTHBIX PAcXo4oB.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2.1. MNMpwu npoBeaeHnn pacyeTa npeaenbHON OTNYCKHOM UeHbl Hapsaay ¢ AaHHbIMU, NPeaYCMOTPEHHbIMU YacTbio 2
HacTosLLen cTaTb, yUMTbIBAETCS:

1) B OTHOLLEHUN POCCUNCKOrO NPOM3BOAUTENS - LileHa Ha aHanornyHole (Mo MexayHapoaHOMY HenaTeHTOBaHHOMY
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HaMMEHOBAHWUIO, JIEKAPCTBEHHOW (pOpMEe U [O03MPOBKE) JIEKapCTBEHHbIE Mpenapartbl, MPOM3BEAEHHbIE Ha
Tepputopun Poccuinckon degepaumm, nubo B Crydae MX OTCYTCTBUSI LieHa Ha aHarnornvHble WMHOCTPaHHble
NeKapcTBEHHble NpenapaTthbl, HaxoasLwmecs B rpaxaaHckom obopoTte Ha Tepputopun Poccuickon ®egepaunm;

2) B OTHOLLEHWM MHOCTPAHHOrO NPOU3BOANTENS - LleHa Ha aHanormyHele (N0 MexayHapoaHOMY HenaTeHTOBAHHOMY
HaMMEHOBaHUIO, NeKapCTBEHHON hopMe 1 A03MPOBKE) NeKapCTBEHHbIE NpenapaThbl, HAXOAALWMECS B rPaXKgaHCKOM
obopoTte Ha TeppuTtopumn Poccuickon egepauun.

(vacTb 2.1 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

2.2. Ha ocHoBaHun nogaHHoro o 1 oktsibpsa Kaxgoro roga 3asiBfieHnsi POCCUMCKOro NpoM3BOANTENS NEKAPCTBEHHbIX
npenapaTtoB, BKMHOYEHHbLIX B MepeyvYeHb XU3HEHHO HEeOOXOAMMbLIX U BaXXHEWLLMX FeKapCTBEHHbIX MNpenapaTos,
3aperncTpupoBaHHas npegernbHas OTNyCKHAs LieHa Ha JIeKapCTBEHHLIN NpenapaT B crlydae M3MEHEeHWUsl LieH Ha
Cbipbe M MaTepuanbl, HaknagHbIX PacxodoB, a TakkKe MCxogs U3 yCTaHOBIEHHOro degeparnbHbIM 3aKOHOM O
denepanbHOM GOKeTe Ha COOTBETCTBYHOLLMIA (OMHAHCOBBIV rog M Ha NAHOBbLIV Nepuog NPOrHO3npyemMoro ypoBHS
WMHNSUMM MOXET ObITb MepeperucTpupoBaHa, HO He 4alle YeM OAWH pa3 B KaneHgapHOM rody B Nopsiake,
YCTaAHOBMEHHOM YacTaMM 2 1 2.1 HacTOosILLEN CTaTbM.

(4acTb 2.2 BBegeHa deageparnbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3. Npoaaxa nekapCTBEHHbIX NpenapaToB, KOTOPbIE BKMOYEHbI B NEPEYEHb XXM3HEHHO HEOBXOANMbBIX N BaXKHENLLNX
NEeKapCcTBEHHbIX MpenapatoB W Ha KOTOpble He 3aperncTtpypoBaHa YCTaHOBMEHHas MNpou3BoauTENsSMU
NeKkapcTBEHHbIX NpenapaToB npedenbHas OTNYCKHas LeHa Ha IeKapCTBEHHble npenapatbl, BKMNIOYEHHbIE B
nepeyYeHb XXM3HEHHO HEODXOANMBIX U BaXXHEMLUNX NEKAPCTBEHHbIX NpenapaToB, He JOonyCcKaeTcs.

Cratba 62. [ocymapCTBEHHbI peecTp npedenbHbIX OTMYCKHbIX LEH MNpOM3BOAMTENEN Ha neKapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B MepeyeHb XN3HEHHO HEOBXOAUMBIX U BaXKHEWLLWX NeKapCTBEHHbIX NpenapaToB

1. 3aperncTpmpoBaHHble npegernbHble OTNYCKHbIE LieHbl Ha fleKapCTBEHHbIe Npenaparhbl, BKIOYEHHbIE B NepeveHb
M3HEHHO HeOoOXOAMMBIX N BaXKHEWLINX NeKapCTBEHHbIX NpenapaTtoB, NoasexaT BKIYEeHN0 B rocyaapCTBEHHbIN
peecTp npeaesnbHbIX OTMYCKHbIX LieH NPOM3BOAMTENEN Ha NekapCcTBEHHbIe npenaparbl, BKMYEeHHbIE B NepeyeHb
XN3HEHHO HEOBXOAMMBIX N BaXKHEMLLWX NeKkapCTBEHHbIX NpenapaTos.

2. TocygapCTBEHHbIN peecTp MNpedernbHbIX OTMYCKHbIX LEeH NPOM3BOAMTENEN Ha NekapCTBEHHble npenaparthbl,
BKIIOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAUMBIX U BaXKHEWLUNX NeKkapCTBEHHbIX NpenapaToB, COAepXuT B cebe
crneaywoLyo MHoOpMaLumio:

1) HaumeHoBaHWe Npon3BoaUTENS NEKapCTBEHHOrO Npenapara;

2) HaumeHoBaHWe neKapCcTBEHHOro npenapara (MexgyHapogHoe HenaTeHTOBaHHOE UMW XMMUYECKOe U TOproBoe
HaumeHOBaHMWs);

3) HoMep perMcTpaLnoHHOro yaA0CTOBEPEHNS NNeKapCTBEHHOrO npenapara;

4) nekapcTBeHHasi popma C ykasaHMeM A03VPOBKM NeKapCTBEHHOro npenapata u ero KonMyectsa BO BTOPUYHOM
(moTpebunTenbCKom) ynakoBkKe;

5) sapernctpmpoBaHHas npegenbHasa OTNyCKHas LeHa B pyonsx;

6) AaTa rocyaapCcTBEHHOW perncTpaumm npeaenbHOM OTNYCKHOM LieHbl Ha NeKapCTBEHHbIe Npenaparhbl, BKIOYEHHble
B NepeyeHb XU3HEHHO HEOBXOAMMBIX U BaXKHEMNLUMX NeKapCTBEHHbIX NpenapaTos.

3. NocypapcTBeHHas peructpaumsa npegernbHbiX OTAYCKHbIX LEH Ha fnekapCTBEHHble npenaparbl, BKIOYEHHbIE B
nepeyveHb >XU3HEHHO HEeOOXOAMMbIX W BaXKHEMLIMX JeKapCTBEHHbIX MNpenapaTtoB, BeAeHWe rocyAapCTBEHHOro
peecTtpa npeaenbHbIX OTNYCKHbIX LEH Npon3BognTenen Ha NekapCcTBeHHble npenaparhbl, BKIYEHHbIE B NepeYyeHb
XM3HEHHO HEOBXOANMbIX U BaXXHENLLMX NeKapCTBEHHbIX NpenapaTos, OCYLLECTBASTCA B Nopsake, yCTaHOBNEHHOM
MpasutenbctBoM Poccuiickon ®epepaunn.

CraTbsa 63. YcTaHOBNEHWE opraHamMu UCMOMHUTENBHON BriacTu cydbekToB Poccuiickon Pepepaumm npeaenbHbiX
pa3MepoB ONTOBbIX HAA0ABOK U NpefernbHbIX Pa3MepoB PO3HUYHbIX HAA0aBOK K hakTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbIM MPOU3BOAUTENSIMM  NEKAPCTBEHHbLIX MpenapaToB, Ha feKapCTBEHHble npenapaTbl AN
MeOMWLMHCKOro NPUMEHEHMS

1. OpraHbl ucnonHuTensHom Bnactn cybbektoB Poccuiickon degepauun yctaHaBnNmBaloT npegernbHble pasmepbl
ONTOBbIX HagbaBoOK M npedenbHble pasmepbl PO3HWYHBIX HaabaBoK K (PaKTMYECKUM OTMYCKHbIM  LieHaM,
YyCTaHOBMEHHBIM NPOM3BOAMTENSAMY JIEKapCTBEHHbIX NPENapaToB, Ha fiekapCTBEHHbIE Npenaparbl, BKIOYEHHbIE B
nepeYveHb XN3HEHHO HEOOXOAMMbIX U BaXKHEMLLMX JIEKapCTBEHHbIX NpenapaToB, B COOTBETCTBUN C YTBEPXKAEHHOW B
nopsiake, ycrtaHoBneHHom [lpaBuTtenbctBom Poccuiickon depepaumv, METOAMKOM YCTaHOBIIEHUS oOpraHamu
ncrnonHuTenbHon Bnactu cybbektoB Poccuiickon ®Pegepaumn npegenbHbIX pa3MepoB OMNTOBbIX HaabaBoK U
npedenbHbIX Pa3MepoB  PO3HUYHbIX HaabaBoOK K  hakTMYEeCKMM  OTMYCKHbIM  LeHaMm, YCTaHOBMEHHbIM
npousBoauTENs MU NEKapCTBEHHbIX MpenapaToB, Ha fekapCTBEeHHble npenaparbl, BKAYEHHbIE B MNepeyveHb
KM3HEHHO HeoBXOAMMBIX U BaXKHEMLLNX fleKapCTBEHHbIX NpenapaTos.
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2. OpraHusaumyM ONTOBOW TOProBMW U (MnM) anTeyHble OpraHu3auuv, WHAMBMOYarbHble MpeanpuHUMaTen,
UMelLwmne nMUeH3no Ha dapmaueBTUYECKy0 OEeSATeNbHOCTb, OCYLECTBASIT peanu3aumnio  NeKkapCTBEHHbIX
npenapaToB, BKMOYEHHbIX B NEpPeYeHb XU3HEHHO HEOOXOAMMbIX M BaXKHEMWLUMX JIeKapCTBEHHbIX MpenapaToB, Mo
LeHaM, YpOBEeHb KOTOPbIX He NpeBbILaeT CyMMy (hakTU4ECKON OTNYCKHOW LieHbl, yCTAaHOBMEHHON NPON3BOAUTENEM
NeKapcTBEHHbIX NpenapaToB 1 He NPEBbILAOLEN 3aperMcTpMpoBaHHON NpeaensHON OTNYCKHOW LieHbI, 1 pa3mep
onToBoM HapbaBku M (unun) pasmep PO3HWYHOM HaabaBkM, He MpeBbILAKOLINME COOTBETCTBEHHO pa3smepa
npeaensHon onToBow Haabaskn u (MnNn) pasmepa nNpeaensHON PO3HUYHOM HaabaBKK, YCTAHOBIEHHbIX B CyObekTe
Poccuiickon ®epepauuun.

3. OpraHbl ucnonHuTenbHoOW BnactTn cybwvektoB Poccuiickon depepaumm pasmelwsarot B cetu "VIHTepHeT" mnu
onybnnKOBbBIBAOT MHOPMaUMI0O O 3aperMcTpUpOBaHHON MNpPedernbHOM OTMYCKHOW LieHe Ha J1eKapCTBEHHbIe
npenapaTbl, BKIHOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHEMLIMX NEKapCTBEHHbIX npenapaTos, 06
YyCTaHOBMEHHbIX B cybbekTe Poccuiickon Penepaumm pasmepe npegenbHow onToBow Hagbaeku v (unu) pasmepe
npegenbHon poO3HWYHOM HagbaBKM K YCTAHOBIMEHHBIM  MPOM3BOAMTENSIMUA  JIEKAPCTBEHHBIX MpenapaToB
hakTMyecknm OTMYCKHbIM LieHaM Ha JieKapCTBEHHbIe MpenapaTbl, BKHOYEHHbIE B MEpPeYeHb >KU3HEHHO
HeOoOXOAMMbIX Y BaXXHENMLLNX NEKAapPCTBEHHbIX NpenapaTtoB, U 00 yKas3aHHOW B YacTu 2 HACTOSILLEN CTaTby CyMMeE.
WHdopmaLms, npeayCcMOTpeHHas HaCTOosILLEeN YacTblo, OIPKHA pa3MeLLaTbCs Takke B anTeYHbIX OpraHm3auusx B
OOCTYNHOW ANs CBeAeHUsi BCEX 3aMHTepeCOBaHHbIX N1l popme n 06HOBNATLCA NO Mepe ee onybrnMKkoBaHus.

4. MpuHaTble ¢ HapyleHneM 3akoHogaTenbcTBa Poccuiickon degepaumy pelleHus OpraHoB WUCMOSNTHUTENBHON
Bnactn cybbekta Poccuickon Pepepaumm o6 ycTaHOBMEHUW npedernbHbIX pasMepoB OMNTOBbIX HaabaBoK K
npeaenbHbIX pasMepoB PO3HUMYHbIX HaAA0aBOK K 3aperncTpupoBaHHbIM MNpederbHbIM OTMYCKHbIM LieHaM Ha
NeKapcTBEHHbIe npenapaTbl, BKIYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXXHENLINX NEKapCTBEHHbIX
npenapaToB, NoanexaT oTMeHe B cyaebHOM nopsigke.

naea 13. MOHUTOPUHI" BE3OIMACHOCTU JIEKAPCTBEHHbBIX MNPEMAPATOB,
HAXOAALLUUXCA B OBPALLEHUN HA TEPPUTOPUN POCCUNCKOU ®EOEPALINA

Cratbsa 64. MoHUTOPWHI 6€30NacHOCTM NekapCTBEHHbIX NpenapaTos

1. IlekapcTBeHHblE NpenapaThbl, Haxoaswmecs B obpalleHnn Ha Tepputopun Poccuiickon depepaummn, noanexat
MOHUTOPUHIY ©6€e30MacHOCTU B LENSX BbISBNEHUS BO3MOXHbBIX HEraTUBHbIX MOCMEACTBUA WX NPUMEHEHUS,
npeaynpexaeHns nauneHToB M UX 3aLiMTbl OT NMPUMEHEHMS TakMxX nNpenaparos.

2. MoHWTOpUMHr 6€30MacHOCTM NeKapCTBEHHbIX MpenapaToB OCYLLIEeCTBSETCA YNONHOMOYEHHbIM deaepanbHbIM
OpraHoOM MCMONHUTENbHOM BNACTM Ha BCex aTanax ux obpalleHus Ha TeppuTtopun Poccuiickon ®eagepaumu.

3. CybbekTbl 00palleHusi nekapCcTBeHHbIX CpeAcTB 00s3aHbl coobuwaTtb B YCTAHOBMEHHOM YMOMHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOSIHMTENbBHOW BriacTy nopsigke 060 Bcex cnyyasx noboyHbIX AeNCTBUN, HE YKa3aHHbIX
B WHCTPYKUMWM MO MPUMEHEHUIO NEKapCTBEHHOro npenapata, O Cepbe3HbIX HeXenaTenbHbiX peakuusx,
HenpeaBMOEHHbIX HeXenaTenbHbIX peakumsx Npu NpMMEHEHMU NeKapCTBEHHbIX MpenapaTtoB, 06 0COBeHHOCTAX
B3aMMOJEWNCTBUS NIeKapCTBEHHbIX MpenapartoB C APYrUMU NeKapCTBEHHbIMW npenapaTamMmun, KoTopble 6Gbinu
BbISIBIIEHbI MPY NPOBEAEHMMN KIMHUYECKNX UCCReaoBaHni U NPUMEHEHUN NeKapCTBEHHbIX NpenapaToB.

4. 3a HecoobLLEeHe nnn CoKpbITUE CBEAEHUN, NPeAYCMOTPEHHbIX YacTbio 3 HACTOSALLEN CTaTby, Nnua, KOTOPbIM OHK
cTanu M3BEeCTHbl MO pody WX NPodecCMoHanbHOW AeATenbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogaTtenbcTBoM Poccunckon ®egepaumun.

5. TMopsaok ocyliecTBReHUS MOHWUTOpPMHra 6e30nacHOCTU fekapCTBEHHbIX MpenapaToB, perucTpauum noboYHbIX
AENCTBUI, CepbesHblX HexenaTerbHbIX peakuui, HenpeaBUAEHHbIX HexenaTenbHbiX peakuuin Npyu npuMeHeHum
fieKkapCTBeHHbIX MNpenapaToB, B TOM 4ucrie MpeAacTaBneHus WHdgopmauum o6 3ToM, ycTaHaBnvMBaeTcs
YNOfIHOMOYEHHbIM (hegepanbHbIM OpraHoM UCMONHUTENBHON BNacTy.

CraTtbsi 65. MpuocTtaHoOBNEHNE NPUMEHEHNS NEKaPCTBEHHOTO Npenapara

Mpn nonyyeHun wuHdoOpMauum O MNOOOYHbIX LENCTBUAX, HE YKAa3aHHbIX B WHCTPYKUMM MO MPUMEHEHUIO
neKapCTBEHHOro npenaparta, Cepbe3HbIX HeXenaTenbHbIX Peakuusix, HenpeaBUAEHHbIX HeXenaTenbHbIX peakumusax
npu NPUMEHEHNM NeKapCTBEHHOTO NpenapaTa, 06 0COBGEeHHOCTsIX ero B3aumMoaencTBUsi C ApYrMMu NiekapCTBEHHbIMU
npenapaTamu, KOTOpble MOryT NpeAcTaBnsaTb Yrpo3y >KU3HW UMW 300POBLI0 NALMEHTOB, @ TaKkKe CBEAEHWUN, He
COOTBETCTBYIOLLUMX CBEAEHMSIM O NleKapCTBEHHOM NpenapaTe, coaepXalluMMcst B MUHCTPYKLMU MO €ro NPUMEHEHUIO,
YNONMHOMOYEHHbIA hbeepanbHbIi opraH WCMOMHWUTENbHOW BNacTy paccMaTpuBaeT BOMPOC O BO3MOXHOCTU
NPUOCTaHOBNEHMWS MPUMEHEHNS TAKOrO NieKapCTBEHHOro NpenapaTa B Nnopsiake, yCTaHOBNEHHOM YNOMHOMOYEHHbLIM
chenepanbHbIM OpraHoOM UCMOMHUTENLHOW BMACTU.

Cratbs 66. MHopmaLumsi 0 pesynbTaTax MOHUTOPUHIa 6€30MacHOCTM NekapCTBEHHbIX NpenapaToB
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YNONMHOMOYEHHbIN heaeparnbHbIi OpraH UCMOSTHUTENbHOW BacTh, OCYLLECTBASIOWUA MOHUTOPUHI ©6€30NacHOCTM
nekapCTBEHHbIX MpenapaToB, HaxoAdwuxcsa B oOpaweHun Ha Tepputopumn Poccuiickon ®egepauun, no
pe3ynbTataM MOHWUTOpPMHra pasmMellaeT Ha CBOeM oduumansHoM cante B cetu "MHTepHeT" mHdbopmaumio o
MPUHATBIX PELLUEHUAX O BHECEHUU WU3MEHEHUSI B MHCTPYKUMIO NO MPUMEHEHMUIO NEeKapCTBEHHOro npenapaTta, O
NPUOCTAHOBIIEHUN MNPUMEHEHUSI NEKapCTBEHHOro npenaparta, o6 u3baATUM M3 ObpalleHuss NnekapCTBEHHOro
npenapaTa nnm o BO306HOBMNEHWM NPUMEHEHNSI MEeKAapPCTBEHHOrO npenapara.

Mnaea 14. UHOOPMALINA O NNEKAPCTBEHHbIX NMPEMAPATAX
CraTtba 67. UHdopmauusa o nekapcTBEHHbIX Npenaparax

1. UHbopmMaLma 0 nekapCTBEHHbIX Npenapartax, OTnyckaeMbIX MO peLenTy Ha NekapCTBEHHbIN npenapar, JoSbKHa
cogepxaTbCsi  TONMbKO B CneuvManuanpoBaHHbIX  U3OAHUNAX, MpedHasHadeHHbIX  ANnd  MEeAWMLUHCKMX,
hapmaLeBTUYECKNX, BETEPMHAPHBLIX paboTHMKOB. MHpopMauns 0 nekapcTBEHHLIX Npenapartax 4fis cneynanuctos
B obractu obpalleHust nekapCTBEHHbIX CPeACTB MOXET coaepXaTbCs B MOHorpadumsx, CnpaBOYHMKAX, Hay4HbIX
cTaTbsIX, B JOKagax Ha KOHrpeccax, KOHPEePEHUMSIX, CUMMO3NYMax, HaydHbIX COBETaX, a Takke B MHCTPYKUUSIX NO
NPUMEHEHMNIO NTEeKapCTBEHHLIX NpenapaTos.

2. lHdopmauus 0 nekapCTBEHHbIX Npenaparax, oTnyckaemblx 6e3 peuenTta Ha NekapCTBEHHbIN npenapar, MoXeT
cogepxartbcsi B Nybnvkauusix 1 o0bsBNeHUsX cpeacTB MaccoBoW MHGOPMaLMK, Cheumanm3mpoBaHHbIX U OBLLMX
neyaTHbIX W3OAHUSIX, UHCTPYKUUSIX MO MPUMEHEHUIO NEKApCTBEHHbIX NpPenapaTtoB, WHbIX U3OaHUsIX CyObeKkToB
obpalleHnss nekapCcTBeHHbIX cpeacTB. PeknamHble MaTepuansl O NekapcTBEHHOM npenapaTe, oTnyckaemom 6e3
peuenTa Ha NekapCTBEHHbIN NpenapaT, AOMMKHbI COOTBETCTBOBATb MHCTPYKLMM MO NPUMEHEHNIO NEKAPCTBEHHOrO
npenapara.

3. [JonyckaeTcsa wucnonb3oBaHwe nobbIX MaTepuanbHbIX HOCUTENEN, MO3BOMSAKWMX XpaHUTb, nNepefaBatb WU
Ncnonb3oBaTb MHAOPMALINIO O NEKAPCTBEHHLIX NpenapaTtax 6e3 ee NCcKaxeHus.

Mnaea 14.1. OTPAHUYEHUA, HANAITAEMbIE
HA OPTAHU3ALNN, OCYLLECTBNAIOLLNE OEATENBbHOCTb
MO OBPALLEHUIO IEKAPCTBEHHbIX CPEACTB

(sBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratbsl 67.1. OrpaHnYeHusi, Hanaraemble NPy OCYLLIECTBIEHNN AEATENbHOCTU B cdhepe 06palLieHns NIeKapCTBEeHHbIX
cpencTs

1. OpraHusauun, 3aH1MaroLwmecs pa3paboTKkoi, NPON3BOACTBOM U (UNK) peanuaauuneit NekapcTBeHHbIX NpenapaTos
ONnA  MeOWMUMHCKOro MPUMEHEHUs, opraHusauuu, obnajawowue npasamMy Ha UCMONb3oBaHWE TOProBOro
HauMeHOBaHUSA INEeKapCTBEHHOro npenaparta Ons MeAMUMHCKOro MpUMEHEHWs!, opraHvM3aumn ONTOBOW TOProBmM
nekapcTBeHHbIMM cpeacTBamu, anTeyHble opraHusauum (UX npeacTaBUTENN, WHble U3MYECKMEe U topUanYeckme
nmua, oCyLEeCTBASOLME CBOK AEATENBHOCTb OT UMEHU 3TUX OpraHn3aunii) B OTHOLLEHUN MEANLMHCKUX pabOTHUKOB
N pyKoBoAMTENEN MeaULMHCKUX OpraHu3aumini He Bnpaee:

1) BpyyaTb Mogapku, BbiNnavnBaTb AeHEXHbIE CPeacTBa (3a MUCKIIOMEHMEM BO3HArpaxaeHwin no 4oroBopam npu
NpoBEAEHUN KIMUHUYECKUX WCCNEeAOBaHMIN FEeKapCTBEHHbIX MpenapaToB Ans MeOUUMHCKOTO MpUMEHEHMS,
BO3HArpaXaeHuin, CBA3aHHbLIX C OCYLLECTBIIEHNEM MEAMLMHCKUM pabOTHMKOM Megarormyeckon u (Unu) Hay4yHom
OesATeNbHOCTM), B TOM YMCIe onfavyvMBaTh pas3BrneyvYeHns, oTablX, Npoesq K MecTy oTabixa, a Takke npueBnekaTb K
Yy4acTuio B pasBriekaTesibHbIX MeponpuUsATUSIX, MPOBOAMMbIX 32 CYET CBOUX CPEACTB;

2) 3akno4yaTb COrMAalleHUs O HasHa4YeHUM WM pekoMeHaauuMu nauueHTaMm NekapCTBeHHbIX npenapaTtoB Ans
MEAMLMHCKOrO TMPUMEHEHNs (3a WCKMIYEeHWeM [OrOBOPOB O MPOBEAEHMU KIMHWYECKMX MCCredoBaHui
nekapcTBeHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHUS);

3) npepocTaensATb 0b6paslbl NEKAPCTBEHHBLIX NpernapaTtoB AN MEAMUMHCKOrO MPUMEHEHUS B LEnsX Bpy4YeHust
nauneHTaMm (3a MUCKIlOYEHNEM CIydaeB, CBA3AHHbLIX C NPOBEAEHNEM KITUHUYECKUX UCCReAoBaHUN NeKapCTBEHHbIX
npenapaToB A/t MeAULMHCKOrO NPUMEHEHWS);

4) npepocTaBnsiTb HELOCTOBEPHYD W (MNW) HEMONHY MHGOPMaUMo O FeKapCTBEHHbIX Mpenapartax ans
MEANLMHCKOro NPUMEHEHUS;

5) nocewatb nx B paboyee Bpemsi Ha paboynMx MecTax, 3a UCKIIOYEHMEM CNy4YaeB, CBSI3AHHbLIX C NMPOBEAEHMEM
KMMHUYECKNX UCCeoBaHUIM NeKapCTBEHHbIX NpenapaToB A MEAULMHCKOrO MPUMEHEHMS, C y4acTheM B NOPSIAKe,
YCTaHOBMNEHHOM pPYKOBOAMUTENEM MEAMLMHCKOW OpraHusauuu, B COOpaHUsX MEeOULMHCKUX PabGOTHUKOB U WUHbIX
MEpPONPUATUAX, HaMNpaBreHHbIX Ha MOBbIEHWe WX MNPOJEeCcCCMOHaNbLHOTO YPOBHA UMM Ha nNpefocTaBneHue
MHOpMaLIMK, CBA3AHHOW C OCYLLIECTBEHNEM MOHUTOPUHIa 6€30NacHOCTY NeKapCTBEHHbIX NpenapaTos;
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6) nobyxaaTb K BbIMUCbIBAHUIO JIEKAPCTBEHHbIX MNpPenapaToB A1 MEAUUMHCKOro NPUMEHEeHWss Ha 6naHkax,
cogepxawmx nHopMaLMio PEKITaMHOIo XapakTepa, a Takke Ha peuenTypHbiX GraHkax, Ha KOTOpbIX 3apaHee
Hane4yaTaHO HaMMeHOBaHWE NeKapCTBEHHOIO NpenapaTa A MeAMLMHCKOro NMPUMEHEHMS.

2. OpraHusaumm, ykasaHHble B ab3aue nepBoMm 4yacTu 1 HacTosien ctatby, U UX NpeacTaBUTenn B OTHOLLEHUU
dapmaLeBTUYeCkux paboTHUKOB 1 PyKOBOAMTENEN anTeYHbIX OpraHM3auuin He Bnpase:

1) Bpy4aTb nogapku, BbinnaymBaTh AeHEXHbIE CPeACTBa, B TOM YuCrie onnavvMBaTb pa3BneyvyeHuss, otabix, npoess K
MeCTY OTAbIXa, U NpUBREKaTb K y4acTuio B pa3BrnekaTerbHbIX MepONpUATUSAX, MPOBOAUMBIX 3a CHET CBOUX CPEACTB;
2) npepoctaBnsaATb obpasLlbl MNEeKapCTBEHHbIX MpenapaTtoB AMs MEOULUHCKOrO MNPUMEHEHUa Ans BpyveHus
HaceneHuo;

3) 3akn4yatb cornaweHuss O NPeasyIoKEeHUN HaCeNeHuo OnpenerieHHbIX JeKapCTBEHHbIX MpenapaTtoB Ans
MEeLMLMHCKOro NPUMEHEHMS;

4) npepocTaBnATb HEOOCTOBEPHYHD W (MNM) HEMOSMHYH WHGOpPMaUMo O JeKapCTBEHHbIX Mpenaparax Aans
MEOMLMHCKOrO MPUMEHEHMS,, B TOM 4MUCMEe MMEKLWMX OAMHAKOBOE MeXAyHapodHOe HenaTeHTOBaHHOe
HaumeHoBaHwue.

Cratba 67.2. TpeboBaHusa Kk opraHu3auMmM U MNPOBEOAEHUIO HayYHbIX MEPONPUATUNA, WHbIX MEepPOoNpUSTUNR,
HanpaBfieHHbIX Ha NOBbILLEHNE NPO(ECCMOHANBHOIO YPOBHSA MEAULMHCKNX pabOTHUKOB UMM Ha NpeaocTaBneHne
WHpopmMaLmm, CBA3aAHHON C OCYLLECTBNEHNEM MOHUTOPUHIa 6€30MacHOCTUN NeKapCTBEHHbIX NpenapaToB

1. Tpwn npoBedeHMM HayYHbIX MEpPOMNPUATUA, WHbIX MEPONPUSATUA, HanpabrieHHbIX Ha MOBbIWEHWEe
NpodeCcCnoHanNbHOro YpPOBHSA MEOULMHCKUX PabOTHUKOB MMM Ha NpegocTaBrieHme CBSA3aHHOW C OCYLLECTBIEHMEM
MOHWUTOPMHra ©€e30MacHOCTU FeKapCTBEHHbIX MNpenapaTtoB WHGOPMaUMW, OpraHM3yembiX OpraHm3aumsmu,
yka3aHHbIMK B ab3aue nepBom yactu 1 ctatemn 67.1 HacTosiwero degepanbHOro 3akoHa, UX NpeacTaBUTENAMA 1
(vnn) dmHaHCUpyeMbix 3a CHET CpeacTB STUX OpraHM3auni N ux NpeacTaBUTENEN, 3anpeLlaeTcst MpensaTCcTBOBaTb
Yy4acTuIO B yKasaHHbIX MeponpUATUSX MHbIX OpraHu3auuii, KOTopble NPOU3BOAAT UMK peanuayloT fekapCTBEHHbIe
npenapaTbl AN MEOMUUHCKOTO MPUMEHEHUS CO CXOXUM MEeXaHM3MOM (hapMakoSiorMyeckoro OencTBusi, Nmbo
co3gaBaTb OUCKPUMMMHALMOHHBIE YCIOBUSI OMst OOHWUX YYaCTHUMKOB MO CPaBHEHMIO C APYrMMW y4acTHMKamu, a
WMEHHO:

1) npepocTaBnATe pPasnMYHOE KONMMYECTBO BPEMEHW AMsS BbICTYNMEHUN YYACTHUKOB, Pa3fnu4yHble No pasmepy
3aHMMaeMon nnowagM Mecta Ans OeMOHCTpauun o6pasuoB NekapCTBEHHbIX MpenapaTtoB Ans MeOUUMHCKOro
NPUMEHEHNA UMW pEKNaMHbIX MaTepuarnoB O NeKapCTBEHHbIX npenapaTtax Ang MeguuMHCKOro NpUMEHEHWst Ha
3KCMO3MLMAX, CTEeHOAX, 3a WCKIIOYEHMEM Cry4vaeB, €CriM TakMe YCMNOBUSA 3akpensieHbl B COrMalleHuaX 3TUX
opraHusauui, ux npeacraBuTenen 0 PUHaHCMPOBAHUM YKa3aHHbIX MeponpuaTUiA U 0ByCnoBreHbl pasnMyHbIMM
3aTpaTamMu y4aCTHUKOB Ha MX OpraHu3auuio;

2) ycTaHaBnvBaTb pa3Mep B3HOCA AN YYAaCTHUKOB MEPONPUSATUI, YKa3daHHbIX B ab3aLie NepBOM HACTOSILLEN YacTH,
npeBbIlWAWNIA CYyMMY 3aTpaT Ha OpraHu3auuio yKasaHHbIX MEeponpuUATMA U Bedywmi K HeoOOCHOBaHHOMY
OrpaHUYEHUIo Yrcna nx y4acTHUKOB.

2. OpraHusauun, ykasaHHble B ab3aue nepBoM 4dactu 1 crtatbum 67.1 HacTosiwero ®degepanbHOro 3akoHa, Ux
npeAcTaBuUTENM, OCYLLECTBASIOLINE OpraHu3auunio n (unm) oMHaHCcMpoBaHMe MEpPONPUATUIA, YKa3aHHbIX B YacTu 1
HacTosilen cTtaTbK, 006A3aHbl obecneymBaTb AOCTYN K MHoOpMauun O gaTe, MecTe U BpPeMEeHW NpoBeaeHus
YKa3aHHbIX MEpPONPUATUIA, NNaHax, NporpaMmax NpoBeAeHUS yKasdaHHbIX MEpPONPUATAA 1 TeMaX, NITaHNPYyEeMbIX 4115
paccMOTPEHUsi, COCTaBe WX YYaCTHUKOB MyTeM pasMeLleHUsl COOTBETCTBYHOLLEN WHGOPMaUMM Ha CBOUX
odmumanbHelx cantax B cetu "VIHTepHeT" He no3fgHee [OBYX MecsiueB [0 Havana npoBefeHUs YKasaHHbIX
MEpPOMNpPUATUIA.

3. Hdbopmauusa o npoBeeHUM MePONPUATUI, YKazaHHbIX B YacTu 1 HacTosLWen ctaTtbl, B CPOK, YCTAHOBMEHHbIN
YacTblo 2 HacTosillen cTaTbM, OOMKHa ObITb HanpaerneHa B dedepalnbHbli OpraH WCMOMHUTENbHOW BracTw,
OCYLLECTBAAOLWUN YHKLUN NO KOHTPOIO U HaA30py B chepe 3apaBooxpaHeHus, Ans nocneayoLwero pasmeLleHus
ee Ha odhmumnanbHOM canTe aToro opraHa B cet "MIHTepHeT".

Fnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENbCTBA
POCCUNUCKOW ®EOEPALIUU NPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
1 BO3MELLEHME BPEOA, NPUYMHEHHOIO 3[1OPOBbLIO MrPAXXOAH
BCJNEOCTBUE NPUMEHEHWUA NEKAPCTBEHHbLIX MPEMNAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHogaTtenbctBa Poccuiickon ®epepauuu npu obpalieHun
NeKapcTBEHHbIX CpeacTB

HapyweHune 3akoHogaTtenbctBa Poccunckon degepaumm npu obpalleHnn NnekapCcTBEHHbIX CPEeACTB BrieveT 3a
co0ol OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccuickon degepaumm.
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Cratbs 69. Bo3MelleHue Bpeda, NMPUYMHEHHOTO 340POBbLIO rpaxdaH BCIeACTBUE MPUMEHEHUs! TeKapCTBEHHbIX
npenapaTos

1. MNpousBoanTens nekapcTBEHHOro npenaparta 06s3aH BO3MECTUTb Bped, MPUYUHEHHbLIN 300POBbLI0 FpaXKaaH
BCneacTBUE NPMMEHEHMS NEeKapCTBEHHOro npenaparta, ecnu JokasaHo, YTo:

1) nekapcTBeHHbIN MnpenapaT NPUMEHANCH MO Ha3HayYeHWo B COOTBETCTBUM C WHCTPYKUMEN MO MPUMEHEHUIO
NeKapcTBEHHOro npenapaTta M NpUYMHON Bpeda SABUMCS BBOL B rpaxkaaHckum obopoT HeaobpokayecTBEHHOro
nekapcTBEHHOro npenapara;

2) Bped 340pOBbIO MPUYMHEH BCNeACTBME HEAOCTOBEpHOW WHGOpMaLMW, COAepXallencs B MHCTPYKUMM MO
NMPUMEHEHMIO NIEKAapPCTBEHHOIO NpenapaTa, U3gaHHoM NPoM3BOAMTENEM fleKapCTBEHHOIO NpenaparTa.

2. B cnyyae, ecnv Bpeq 300pPOBbI0 FpaxdaH MpPUYMHEH BCIEACTBUE MPUMEHEHUS NEeKapCTBEHHOro npenapara,
npuvLeaLero B HEroOAHOCTb B pe3ynbTaTe HapyLLeHNs NMpaBuil XpaHEHNs! NEKAapCTBEHHbBIX CPeACTB, MPaBul ONTOBOM
TOProBNM NeKapCTBEHHbIMY MpenapaTtamu, NpaBui OTNycKa JIeKapCTBEHHbIX NpenapaTos, NPaBui M3rOTOBMEHUS U
OTMNycKa neKapCTBEHHbIX MNpenapaToB, BO3MELLeHVWE Bpeda OCYLLECTBMSIETCA COOTBETCTBEHHO OpraHu3auuen
ONTOBOW  TOProBfM  FNEKAPCTBEHHbIMW  CPeACcTBaMK,  anTe4YHOW  opraHusauuven, UHAMBUOYAIbHbLIM
npeanpuvHuMaTreneM, WUMELUMU MULEH3UIO Ha dapMaueBTUYECKYIO [AeATENbHOCTb WM NULEH3UI0  Ha
MEOMLMHCKYI0 [OesATeNbHOCTb, MEOULUHCKOW OpraHv3auven, umerolen nuueHsno Ha dapMaueBTU4eCcKyo
aearenbHocTb (ee ob6ocobrneHHbiM noapasgeneHveMm (ambynatopuen, dQenbawepckum u - genbalepcko-
aKkylwepckuM MyHKTaMu, LeHTpoMm (oTaeneHvem) obuien BpadyebHoOM (CemMerHOW) NPakTuKM), pacrnonoXeHHbIM B
CenbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anTeyHasd opraHu3auus), 4ONYCTMBLUMMW NPOAAXy Unu
OTNYCK TAKOro fiekapCTBEHHOrO npenaparTa.

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

3. BoamelueHne Bpeaa, NPMYMHEHHOIO 300POBbLI0 rpaxaaH BCNEACTBME MPUMEHEHMUS NTEKapCTBEHHbIX NpenapaToB
UNn CoBepLLEHMS NPOTUBOMNPAaBHbIX AENCTBMI CyObeKkTamun obpalleHUst NekapCTBEHHbIX CPEACTB, OCYLLECTBIIAETCS
B COOTBETCTBUM C 3aKOHOOaTeNbLCTBOM Poccunckon denepaumn.

Fnasa 16. 3AKITIOYUTENIbHbIE NONOXEHUA

Cratba 70. O npM3HaHMK yTpaTUBLLUMMM CUIY OTAENbHbLIX 3aKOHOAATENbHbIX aKTOB (MONIOXXEHUA 3aKOHOAATENbHbIX
akToB) Poccuiickon ®enepauun

Mpn3HaTb yTpaTMBLLIMMN CUNY:

1) ®epepanbHbin 3akoH OT 22 wmoHa 1998 roga N 86-®3 "O nekapctBeHHbix cpegctBax” (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbivi 3akoH OT 2 saHBapsa 2000 roga N 5-d3 "O BHeceHUN naMmeHeHusa 1 gononHeHun B eaepanbHbin
3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepauun, 2000, N 2, cT. 126);
3) ctatbio 40 PepepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-03 "O BHECEHUM U3MEHEHUIA N OONOSNTHEHWU B
HeKoTopble 3akoHodaTesbHble akTbl Poccuinickon depepaumm B cBs3M ¢ npuHatuem denepanbHoro 3akoHa "O
NWLIEH3NPOBaHMKN OTAENbHbIX BUAOB aeaTensHocTn" (CobpaHue 3akoHogaTtenscTBa Poccuiickon ®egepauun, 2003,
N 2, cT. 167);

4) ctaTtbio 31 depepanbHoro 3akoHa ot 30 uioHa 2003 roga N 86-®3 "O BHeCEHUN U3MEHEHUIA U JONONHEHUA B
HekoTOpble 3akoHofaTenbHble akTbl Poccuiickon ®Pepepaumn, NPU3HAHUM YTPATUBLUMMU CUNY OTAENbHbIX
3akoHofaTernbHbIX akToB Poccuiickon Pepepaumm, npegocTaBneHnn OTAENbHbIX rapaHTUn COTPYAHMKaM OpraHoB
BHYTPEHHUX [AEn, OpraHoB MO KOHTPOSO 3a 00OPOTOM HAPKOTMYECKUX CPEACTB M MCUXOTPOMHbIX BELLECTB U
yrnpasgHsembix eaepanbHbIX  OpPraHoOB HANoOroBOW MNOMUUUMM B CBA3M C  OCYLLECTBIIEHMEM Mep Mo
COBEPLUEHCTBOBAHMIO rocygapctBeHHoro ynpaeneHusa” (CobpaHue 3akoHogaTtenbctBa Poccuiickon denepaumn,
2003, N 27, cT. 2700);

5) cratbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-03 "O BHeCeHUM M3MEHEHUN B
3aKkoHofarernbHble akTbl Poccuiickon ®egepaumm n npusHaHuv yTpaTUBLUMMW CUMY HEKOTOPBIX 3aKOHOAATENbHbIX
aktoB Poccuiickon depepaumm B cBA3M C npuHaTMeM PepepanbHbix 3akoHOB "O BHECEHUN WM3MEHEHUA U
aononHeHnn B ®egepanbHbii 3akoH "O6 00LWMX NpUHLMNAax opraHn3auumn 3akoHogaTenNbHbIX (MPeaCcTaBUTENbHbBIX)
N WUCMNOMHMTENBHLIX OPraHoB roCy4apCTBEHHOW Bractu cyobektoB Poccuiickon ®epepauun” n "O6 obwmx
NpMHUMNax opraHvM3aumm MecTHOro camoynpaeneHus B Poccuickon ®egepaunmn” (CobpaHve 3akoHoaaTenbCcTBa
Poccuiickon ®epepaumu, 2004, N 35, cT. 3607);

6) cTtaTblo 28 dPepepanbHoro 3akoHa ot 18 gekabpsa 2006 roga N 231-93 "O BBegeHUN B AEACTBUE YACTU YETBEPTOMN
paxgaHckoro kogekca Poccunckon ®egepaumn” (Cobpanue 3akoHogaTensctBa Poccuickon deanepaumm, 2006, N
52, cT. 5497).

Cratba 71. BcTynneHne B cuny HacTosawero ®egepanbHOro 3akoHa

CtpaHuua 47 u3 49



1. Hactoswwmn depepanbHbIi 3akoH BCTynaeT B cuny ¢ 1 ceHTs6pst 2010 roga.

2. JlekapCTBEHHbIE CPEeACTBa, 3aperncTpMpoBaHHbIe 00 AHA BCTYMNEHUs B Uiy HacToswwero PeaepanbHOro 3akoHa,
noanexat BKIMIOYEHUIO B FOCYAapCTBEHHbIE PEECTPbl NEKapCTBEHHbIX CPEACTB C BHECEHUEM yKa3aHHbIX B 4acTu 1
ctatbn 33 HacTosiero deaepanbHOro 3akoHa cBefeHui 06 aTMX NeKapCTBEHHbIX cpeacTBax 6e3 npoxoxaeHus
BHOBb NMpoLueaypbl rocyaapCTBEHHOW perncTpaumm nekapcTBEHHbIX NpenapaTos.

3. FocynapcTBeHHas perucTpaLms nekapcTBeHHbIX NpenapaToBs, 3a UCKMIoYeHNEM NeKapCTBEHHbIX NpenapaTos Ang
MEeLMLIMHCKOro NPUMEHEHNS, NPeACTaBNEHHbIX HA YKa3aHHYI0 perncTpauuio 4o AHS BCTYNNEHNs B CUMYy HAcTOosILLEero
depnepanbHOro 3akoHa, OCYLLECTBNSAETCA B COOTBETCTBUM C HacToswum PenepanbHbiM 3aKOHOM Ha OCHOBaHUU
OOKYMEHTOB UM AaHHbIX, NPeACcTaBeHHbIX 0O AHsS BCTYMMEHUS B cuny Hactosiwero ®egepanbHoro 3akoHa.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TlocymapcTBeHHasd peructpauusi FeKapCTBEHHbIX MpenapatoB ANS  MeOWUMHCKOrO  MPUMEHEHWs,
NpeacTaBfeHHbIX Ha roCy4apCTBEHHYKO perMctpauvio Ao OHs BCTYNSEeHWs B cuny Hactosuwero PepepanbHOro
3aKOHa, W rocygapCTBEHHasi pervcTpaumsi JeKapCTBEHHbIX MpenapaTtoB ANS MEAWMLUMHCKOrO MpUMEHEHUs,
npeacTaBreHHbIX Ha AKCNepPTM3Y NeKapCTBEHHbIX CPeACTB A0 AHS BCTYMNEHWs B cuny HacToswero degepanbHoro
3aKoHa B Llensax ux nocrneayoLlen rocygapCcTBEHHOW perncrpaumm, OCyLEeCTBNSAIOTCA Ha OCHOBaHUN LOKYMEHTOB U
OaHHbIX, NpeACTaBNeHHbIX OO0 OHA BCTYNNeHMs B cuny Hactoswero denepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocyfapCTBEHHOW perncTpaummn nekapcTBeHHOro npenapara, NpeAcTaBneHHOro Npou3BoANTENEM fNEeKapCTBEHHbIX
npenapaToB MMM YMOMHOMOYEHHBIM MM §NULOM B COOTBETCTBUM C Hactoswum PenepanbHbiM 3aKOHOM B
YMOMHOMOYEHHbIN befiepanbHbI OpraH ucnonHuTensHon Bnactn Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl
rocyfapCTBEHHOW NOLUMMHBI, NPeAyCMOTPEHHOW 3akoHoAaTenbcTBoM Poccuiickon ®egepaumm o Hanorax u cbopax.
(vacTb 3.1 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-$3)

3.2. TlopTBepxaeHne rocydapCTBEHHOW perucTpauMm nekapCcTBEHHbIX MpenapatoB Ans  MeLULUHCKOro
NPUMEHEeHWs1, NpeACTaBNeHHbIX ANsi NOATBEPXAEHMS rOCy4apCTBEHHOW perMctpaunvM OO OHSA BCTYMIEHWUS B CUny
HacTosiwero ®efepanbHOro 3akoHa, W MOATBEPXAEHWE TOCYAapCTBEHHOW perucTpaumm nekapcTBEHHbIX
npenapaToB ANst MEAMLUUHCKOIO NMPUMEHEHMWs, NPeACTaBMNEHHbIX Ha 3KCMEPTU3y NEKAPCTBEHHbIX CPEACTB A0 OHS
BCTYNNeHns B cuny Hactoswero ®degepanbHOro 3akoHa B LenaxX Nocrneaylowero noaTBEPXKAEHUS KX
rocy4apCTBEHHOW perncrpaumm, OCyLLECTBMASOTCS HA OCHOBaAHUN JOKYMEHTOB U AaHHbIX, MPeACTaBMeHHbIX 4O OHSA
BCTYNNeHns B cuny Hactoswero degepanbHOro 3akoHa, a Takke 3asBneHus O NoOATBEPKAEHMM FOCYOAaPCTBEHHOM
perncrTpaumm nekapcTBEHHOro npenapaTa, NpeacTaBNeHHOro NPou3BOANTENEM NEeKapCTBEHHbIX MpenapaToB Mnm
YMNOMHOMOYEHHbIM MM TULOM B COOTBETCTBMM C HacTosawum PepepanbHbiM 3aKOHOM B YNOSIHOMOYEHHbIV
denepanbHbI opraH ucnonHuTensHown Bnactu Ao 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl roCyaapCcTBEHHOW
NOLUNMHbI, TPeayCMOTPEHHOW 3akoHoaaTenscTBOM Poccuiickon Pegepaumm o Hanorax n coopax.

(vacTb 3.2 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-$3)

3.3. MpuHATHME pelleHns O BHECEHUN M3MEHEHUIN B OOKYMEHTbI, coAepXalliuecs B PerncrpaumoHHOM [OCbe Ha
3aperMcTpUpoOBaHHbI NIEKAapCTBEHHbIA MpenapaT Anst MeAWLUMHCKOrO MpUMEHEHMs U MpeacTaBneHHble OO0 OHSA
BCTYMNeHnss B cuny Hactosiwero degepanbHOro 3akoHa, W NPUHATUE pELIeHWss O BHECEHUU W3MEHEHWUI B
OOKYMEHTBI, coaepXalleecs B permcTpauMoHHOM JOCke Ha 3apermcTpupOBaHHbINA NEKapCTBEHHbIN Npenapar ans
MEeLMLMHCKOro NPUMEHEHNS 1 NpeaCcTaBNEHHbIE Ha SKCMEePTU3y NeKapCTBEHHbIX CPEeACTB A0 AHS BCTYMMEHMS B CUNY
HacTodawero degepanbHOro 3akoHa, OCYLLLECTBASTCS HAa OCHOBAHUM JOKYMEHTOB U JaHHbIX, NpeacTaBNeHHbIX 40
OHS BCTynneHus B cuny Hactoswero denepanbHOro 3akoHa, a Takke 3asiBIEHUS O BHECEHMM U3MEHEHWN B
OOKYMEHThI, coaepXallmecss B permcTpaumoHHOM AOCbe Ha 3aperncTpupoOBaHHbIA NEeKapCTBEHHLIN nNpenapaT Ans
MELMLMHCKOrO  MNMPUMEHEHWUsl, NPEeACTaBMEHHON0  MPOU3BOAMTENEM  JIEKApPCTBEHHbIX  NpenapatoB  Wnuv
YNONTHOMOYEHHbIM MM JULUOM B COOTBETCTBMM C HacTodwum PepepanbHbIM 3aKOHOM B YMOSTHOMOYEHHbIN
deaepanbHbI opraH ucnonHuTensHow Bractu Ao 1 mapta 2011 roga, 6e3 TpeboBaHMsa ynnaTel rocygapCTBEHHON
NOLUNMHbI, NPeayCMOTPEHHOW 3akoHoaaTenscTBOM Poccuiickon Pefepaumm o Hanorax n coopax.

(vacTb 3.3 B peq. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bbligaya paspelleHuii Ha MpoBefeHNe KIMMHUYECKUX WCCMNELOBaHMIM NEKApPCTBEHHbIX MNpenapaToB Ans
MEeOMULMHCKOrO NPUMEHEHUS NO 3asBNEHUSAM, MOLAHHLIM O OHSI BCTYMNMeHUs B cuny HacTtoswero PepepansHoro
3aKoHa, a Takke Mo 3asBNEeHNsIM, MOAaHHbIM NOCIe AHSA BCTYMNNEHUs B cuny HacToswero ®eaepanbHOro 3akoHa Ha
OCHOBaHUM 3KCNEepTu3, NPOBEOEHHbIX [0 [HA BCTYNneHuMs B cuny HacTtoswero ®egepanbHOro 3akoHa,
OCYLLIECTBMSIETCS B COOTBETCTBMM C HacTtoswum PenepanbHbiM 3aKOHOM Ha OCHOBAHUM OOKYMEHTOB U LaHHbIX,
NPeACTaBMEHHbIX UMM MOMYYEHHbIX A0 OHSA BCTYNINEHUS B cuny HacTosiwero degepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMUU NpeaBapuUTENbHOrO A0roBopa 00s3aTeNnbHOr0 CTPaAxXOBaHWUS XWU3HW, 340POBbsS MALMEHTOB,
YYaCTBYHOLIUX B KMMHUYECKOM MCCIiefoBaHMM JNIEKAPCTBEHHOMO npenapaTta Ans MegULMHCKOro NPUMEHEHUs, unm
Konuu pJoroBopa 005A3aTENbHOrO CTPAXOBaHUSA KM3HW, 300POBbS MaLMEHTOB, YYaCTBYOLLMX B KIMHUYECKOM
nccrnegoBaHUM NIEKAPCTBEHHOINO npenaparta Ans MeOUUUHCKOrO MNpuMeHeHus, nNnbo npeacTaBrneHHOW Komvu
aorosopa 06513aTenbHOr0 CTpaxoBaHUsl, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBLIMK NpaBunamm oba3aTernbHOro
CTpaxoBaHWsi, C yKasaHWeM NpeaenbHOW YUCIEHHOCTM NMaUMEHTOB, YYaCTBYHOLWUX B KIMHUYECKOM UCCREeLOoBaHUN
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NeKkapCTBEHHOro npenaparta Ans MeAWUMHCKOro npumeHeHus, 6e3 TpeboBaHWs ynnaTtbl rocygapCTBEHHON
MOLUITMHbI, MPEeAYCMOTPEHHOW 3aKkoHoAaTenscTBoM Poccuickon degepaumm o Hanorax u coopax.

(vactb 3.4 B pen. PepnepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. BapeructpupoBaHHble B MIHOCTPaHHOW BamnoTe A0 OHS BCTYNneHus B cuny HacTodwero denepanbHOro 3akoHa
npeaenbHble OTNYCKHbIE LeHbl MHOCTPaHHbLIX MPOM3BOAUTENEN Ha nekapCTBEHHble npenaparthbl, BKMOYEHHbIe B
nepeyeHb XU3HEHHO HEODXOAUMBIX N BaXXHEWLLUX NEeKapCTBEHHbIX NpenapaToB, NoAnexar nepecyety B pybnu no
Kypcy LeHTpanbHoro 6aHka Poccuiickon ®epepauum Ha paTy, ycTaHoBNeHHyw [lpaButensctBomMm Poccuickon
depnepaumnun, 6e3 npeacraBneHns 3asdBrneHMs O nepecdeTe LeHbl C BHECEHWEM COOTBETCTBYHOLLUUX WU3MEHEHUI B
rocy4apCTBEHHbIA peecTp npedenbHbIX OTMNYCKHbIX LEeH Mpou3BOAUTENEN Ha fekapCcTBeHHble npenapaTsl,
BKITHOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOOUMBIX Y Ba)KHENMLLIMX NTIEKapCTBEHHbIX MpenaparTos.

(vacTb 3.5 BBegeHa degeparnbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.6. 3apernctpmpoBaHHbIe A0 OHA BCTyNMeHMs B cuny Hactosiwero degepanbHOro 3akoHa npeaerbHble OTNYCKHbIE
LEeHbl POCCUMCKMX MPOU3BOOUTENEN Ha JleKapCTBEHHbIE Npenapartbl, BKOYEHHbIE B MNEepevYeHb XU3HEHHO
HeoOXO0AMMbIX U BaXKHEWLLMNX NIeKapCTBEHHbIX NpenapaTos, nognexar nHaekcaumm ¢ 1 Hoabpsa 2010 roga ncxogs m3
NPOrHO3NPyeMoro ypoBHsi MHNSALUK, ycTaHoBNeHHOro ®enepanbHbiM 3akoHOM oT 2 Aekabpsa 2009 roga N 308-03
"O cdbepepanbHoM OrogxkeTe Ha 2010 rog u Ha nnaHoBbIn nepuog 2011 n 2012 rogos" Ha 2011 roa.

(vacTb 3.6 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.7. MNMocne 1 mapta 2011 roga He gonyckalTca NPOU3BOACTBO M BBO3 B Poccunckyto degepaLmio nekapcTBeHHbIX
npenapaToB B YMNakoBKax C MapKUPOBKOW, KOTopas Oblfla HaHeceHa [0 OHSA BCTYNMEHUS B CUIY HACTOSLLEro
depepanbHOro 3akoHa. o ncTeveHMn ykasaHHOro Cpoka AaHHble NeKapCTBEHHbIE NpenapaTthl MOryT OTMnycKaTbCs,
peanun3oBbIBaTbCS, NepeaaBaTbCsl U NPUMEHATLCS OO UCTEYEHMS X CPOKa FOgHOCTH.

(B pen. PepgepanbHbix 3akoHoB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co gHs BCTynneHust B cuny Hactosiwero deagepanbHoro 3akoHa n no 30 anpens 2011 roga BKIKYUTENBHO
OOMyCKaeTCcsl MNpoBedeHMe 3KCMepTuU3bl NIEKAPCTBEHHbIX CPeACTB 3KCNepTamMu 3SKCMEPTHOro ydpexaeHwust [0
NPOXOXOEHNs UMW aTTecTauMnm B MOPsSAKe, YCTAHOBIEHHOM YMOMHOMOYEHHbIM dedeparnbHbiM  OpraHoM
NCMNOSHUTENbHOW BNacTy.

5. Co gHA BCTynneHusa B cuny Hactosiwero ®egepanbHoro 3akoHa v no 31 gekabps 2013 roga BKMOYUTENBHO
OCYLLIECTBMSIETCS Nepexon K NpOu3BOACTBY NEKapCTBEHHbIX CPeaCcTB B COOTBETCTBUM C NpaBuiaMm opraHu3aumu
NpOM3BOACTBA U KOHTPOMNS KayecTBa NEeKapCTBEHHbIX CPEACTB, yKasdaHHbIMM B 4acTm 1 ctaTbm 45 Hactosiwero
depepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexoda MpoOM3BOACTBA NEKAPCTBEHHbIX CPEACTB K MX
NpOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU TpeboBaHMAMM OaHHbIX MpaBwuI, BKMOYas CPOKM aTTecTauum
YMOMHOMOYEHHbIX NN, YKa3aHHbIX B YacTax 6 u 7 ctaTbn 45 HacToswero PefepanbHOro 3akoHa, ycTaHaBNmMBalTCS
MpasutenbctBOoM Poccuiickon ®epepaunn.

6. JlnueHsnm Ha Npomn3BOACTBO JfleKapCTBEHHbLIX CPEACTB, BblaaHHble 4o 1 sHBapsa 2014 roga, gencTtsytoT nocne 1
aHBapsa 2014 roga OO WCTEYEHUSA cpoka WX OEUCTBMA MpWM YCNOBUM COOTBETCTBMSA NULEH3Mata npaBuniam
opraHm3aumy nNpov3BOACTBA U KOHTPOMsl KavyecTBa flekapCTBEHHbIX CPeAcTB, yKa3aHHbIM B 4actu 1 cratbu 45
HacTosilero ®egepanbHOro 3akoHa.

7. ®dopmuMpoBaHME TrOCYyOapCTBEHHOrO 3aJaHus Ha MpOBeAEeHWEe 3KCNepTu3bl JIEKapCTBEHHbIX CPEeAcTB
denepanbHOMY rocyaapCTBEHHOMY OHOIKETHOMY YUYPEXOEHUI0 MO MPOBEAEHUIO 3KCMEPTM3bl JIEKAPCTBEHHbIX
CPeAcCTB U (hmHaHCOBOe obecneyeHne BbIMOMHEHUS 3TOrO 3afaHus OCYLLECTBNATCA B NOpsAAKe, YCTAHOBNEHHOM
®enepanbHbiM 3akoHOM OT 12 aHBapsa 1996 roga N 7-®3 "O HekoMMepyeckmMx opraHm3aumsax”.

(vacTb 7 BBegeHa PegepanbHbiv 3akoHOM OT 29.11.2010 N 313-$3)

Mpe3ngeHT
Poccuitckon denepaumm
O.MEOBELOEB
MockBa, Kpemnb
12 anpens 2010 roga
N 61-03
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