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(B pea. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)
naea 1. OBLLUMUE NOJTIOXEHUA
Cratbs 1. lNpegmeT perynnpoBaHus Hactosiwero ®egepanbHOro 3akoHa

1. Hactoawuin ®epepanbHbil 3aKOH PeErynupyeT OTHOLLEHWs, BO3HMKalWue B CBA3N C
obpaleHnem - paspaboTKon, AOKMUHUYECKMMU WCCNEOOBaHUAMM, KITMHUYECKUMWU WCCrEeAOoBaHUAMMU,
9KCMepTU30N, roCydapCTBEHHOW perucrpaumen, €O CcTaHgapTM3auMend M C KOHTpoOnem Ka4vecTBa,
NPon3BOACTBOM, W3rOTOBMEHMEM, XpaHEHUeM, MNepeBO3KOW, BBO3OM Ha Tepputoputo Poccuinckon
denepaumm, BbIBO3OM C TeppuTtopum Poccuiickon defepaumn, peknamon, OTMyCKOM, peanusauuven,
nepegaven, NpUMEHEHNEM, YHUHTOXXEHNEM NIEKAPCTBEHHBIX CPEACTB.

2. Hactoawmn ®enepanbHbil 3aKOH yCTaHaBNMBAET MPUOPUTET TFOCYAApPCTBEHHOIO KOHTPOIS
DesonacHocTn, kavyecTBa M 3P(PEKTUBHOCTM NTIEKaPCTBEHHBIX CPEACTB NpU Ux obpalleHmu.

Ctatbs 2. Chepa npumeHeHus HacTosawero PenepanbHOro 3akoHa

HacTtosawmn degepanbHbIi 3aKOH NPUMEHSAETCA K OTHOLUEHMSAM, BO3HUKaloWmMM npu obpalleHuu
nekapcTBEHHbIX CpeacTB Ha TeppuTopun Poccuiickon ®epepauun.

CraTtbsa 3. 3akoHoaaTenscTBo 06 06pallleHNM NEeKapCTBEHHbIX CPEACTB

1. 3akoHogaTtenbcTBO 00 0OOpalleHUn neKapCTBEeHHbIX CPeacTB COCTOMT W3  HaCTOSILWEro
denepanbHOro 3akoHa, Apyrvx defeparnbHbiX 3aKOHOB W MHbIX HOPMATMBHBLIX MPaBOBbIX aKTOB
Poccunckon ®egepaumn.

2. [HewnctBne Hactosiwero ®PepgepanbHOro 3akoHa pacnpocTpaHsieTcs Ha  obpalleHue
HapPKOTMYECKNX JIEKAPCTBEHHbIX CPEACTB W MCUXOTPOMHBLIX JIEKAPCTBEHHbIX CPeacTB C  y4eToM
0CcobeHHOCTEN, YCTaHOBMEHHbIX 3akoHoaaTenbCcTBoM Poccuiickon ®degepaumm O HaPKOTMYECKUX
cpeacTBax, NCUXOTPOMHbIX BELLLEeCTBaxX M 00 MX nNpekypcopax.

3. [HenctBue Hactosiwero ®degepanbHOro 3akoHa pacnpocTpaHsieTtca Ha  obpalleHue
paguodapmaueBTUYECKNX NEKAPCTBEHHbIX CPeacTB C  yd4eTOM OCOBEHHOCTEN, YCTaHOBIIEHHbIX
3akoHogaTenbcTBOM Poccuiickon denepaumm B obnacti obecnedeHms paguaunuoHHon 6e3onacHocTy.

4. Ecnu mexayHapoaHbiM goroBopoM Poccunckon defepaunm yCTaHOBMEHbI NHblE NpaBuna, Yem
Te, KOTOpble npeaycMoTpeHbl Hactoswum  defepanbHbiM - 3aKOHOM, MPUMEHSIIOTCSA  Npasuna
MeXOyHapOAHOro Aorosopa.

5. B Poccuinckonn ®defepauum B COOTBETCTBUM C MeXAyHapoAHbIMKM AoroBopamu Poccuickon
depepaumm u (M) Ha OCHOBE MpUHUMMNA B3aMMHOCTW MPU3HAKTCA pe3ynbTaTbhl  KITMHUYECKMX
NUccnegoBaHU  NEKAPCTBEHHbIX MpenapaTtoB  Afi  MEeOULMHCKOTO MPUMEHEHUs, NPOBEAEHHbIX 3a
npegenamm Tepputopumn Poccuinckon degepaumn.

Ctatbs 4. OCHOBHbIE NOHATUSA, UCMONb3yeMble B HacTosLweM deaepansHOM 3akoHe
Ons uenen HacTosiwero ®efepansHOro 3akoHa UCMONb3YTCA CrieayoLmne OCHOBHbIE NMOHATUS:

1) NeKapCTBeHHble cCpeactBa - BelwectBa Wi Ux KOoMOUHaLuun, BCTynawwine B KOHTaKT C
OpraHnM3aMomM 4eJsioBeka Wnnm XWMBOTHOIO, MPOHUKaKLWne B OpraHbl, TKaHW OpraHM3imMa 4erioBeka Wuin



XMBOTHOMO, MNpUMeHsieMble Ans NpodUNakTUKK, AMArHOCTUMKM (32 WCKMYEHMEM BELLECTB WM WX
KOMOVHaUMA, HE KOHTaKTMPYIOLLMX C OPraHM3MOM YerioBeka WMW XKMBOTHOIO), NeYeHus 3aboneBaHus,
peabvnuTtaumm, Ons CoOXpaHeHus, NpegoTBpaLLEHUs Unu npepbiBaHMs 6epemMeHHOCTU N NONyYeHHbIE U3
KpOBW, NNa3Mbl KPOBU, U3 OPraHOB, TKAHEW OpraHn3ma YerioBeka Uin XXMBOTHOMO, paCTeHUA, MUHeparoB
MeTod4aMu CUHTEe3a WM C MpUMEHeHueM Ouornornyeckux TexHonorun. K nekapcTtBeHHbIM cpeactBam
OTHOCATCA (pbapmaueBTUdeckne cybcTaHuMmn 1 nekapCcTBeHHbIE Npenaparhbl;

2) cdapmaueBTnyeckne cybcTaHumMn - nekapcTBeHHble CPEeACTBa B BMAE OEWCTBYIOLUMX BeLLECTB
Buonornyeckoro,  BMOTEXHONMOMMYECKOro,  MWHEPAnbHOrO UM XMMUYECKOTO  MPOUCXOXOEHUS,
obnapgatoLme apmMakonormyeckon akTMBHOCTbIO, NpeAHa3HavYeHHble A5 NPON3BOACTBA, U3rOTOBIEHMS
nekapcTBeHHbIX NpenapaToB 1 onpegensowmne ux appHeKTUBHOCTb;

3) BcnomoraTtenbHble BellecTBa - BelecTBa HEOPraHMYeckoro WM  OpraHU4eckoro
NPOVCXOXOEHUS, UCMONb3yeMble B NMPOLIECCe NMPOU3BOACTBA, M3rOTOBINEHMS NIEKAPCTBEHHbIX NpenapaToB
Ond npugaHms M HeobxoauMbIX PUINKO-XMMUYECKMX CBONCTB;

4) nekapCTBeHHble npenapaTtbl - JIEeKApCTBEHHblE CPEeACTBa B BUOE feKapCTBEHHbIX hopM,
npMMeHsiemble Ans  NpoUNAaKTUKM, AMArHOCTMKW, nedyeHus 3abonesaHus, peabunuTtaumu, AnNs
COXpaHeHus1, MpegoTBpaLLeHNss unu npepbiBaHs 6epeMeHHoCTY;

5) nekapctBeHHas popma - COCTOSIHME NEeKapCTBEHHOro npenaparta, COOTBETCTBYoLee crocobam
€ro BBeeHMs 1 NpMMeHeHus n obecneymsatoLLiee AOCTMXKEHNE Heobxoammoro neyebHoro adpekTa;

6) nepeyeHb XM3HEHHO HEOBXOOUMBIX U BaXKHEWLUX NEKapCTBEHHbLIX MpenapaToB - €XerogHo
yTBepxaaembln [NpaButensctBoM Poccunckon deaepalmm nepedeHb NekapcTBEHHbIX npenapaToB Ans
MeONLIMHCKOrO NpUMeHeHUs, obecneymBatoLLMX NPUOPUTETHbIE NOTPEOHOCTY 34paBOOXPaHEHNS B LieNsix
npodunakTnkn n neveHus sabonesaHuii, B TOM Yncre npeobnagaromx B CTpykType 3aboneBaemMoctu B
Poccunckon ®epepaumm;

7) VMMyHOOMONOIMYecKMe FeKapCTBEHHbIE MNpenapatbl - JflekapCTBEHHble  npenapaTbl
OMONOrNMYeckoro  MPOUCXOXAEHWUsS, NpedHa3HayeHHble AN UMMYHONOMMYECKMX  AWarHOCTUKW,
nNpoMnakTUKN 1 nevyeHnsa 3aboneBaHuni;

8) HapkoTnuyeckne nekapCcTBEHHbIE CpeacTBa - NlekapCTBEHHbIE MpenapaTthbl U hapmaueBTUYecKne
cybcTaHumKn, codepxallMe HapkoTMYecKMe cpeactBa W BKIOYEHHble B [lepevyeHb HapKOTUYECKMX
CPeAcTB, MNCUXOTPOMHbLIX BELIECTB W WX MPEKypCcopoB, MOAMexXalmx KOHTponto B Poccuickomn
denepaumm, B COOTBETCTBMM C 3akoHogaTenbCTBom Poccuiickon ®egepauun, MexgyHapoOAHbIMU
porosopamu Poccuiickon ®egepauun, B TOM yncne EAMHON KOHBEHUMEN O HapKOTMYECKUX cpeacTBax
1961 ropaa;

9) NCMXOTPOIHbIE NeKapCTBEHHbIE CPeAcTBa - NekapCTBEHHbIE npenapatbl 1 hapmaueBTudeckne
cybcTaHumKn, cogepxaliMe MCUXOTPOMHblIE BELLeCcTBAa M BKIHOYEHHble B [lepedyeHb HapKOTUYECKMX
CpPeacTB, MNCUXOTPOMHBIX BELIECTB WM WX MPEKypCOpoB, MOAMEXalmMx KOHTponto B Poccuiickomn
depepaumm, B COOTBETCTBMM C 3akoHogaTenbCTBOM Poccuiickon ®egepauun, MexgyHapoOAHbIMU
porosopamu Poccunckon ®epepauum, B Tom uncrie KoHBeHLMENR 0 NCUXOTPONHbIX BewecTBax 1971 roaa;

10) pagmodapmMaueBTUYECKME FIEKAPCTBEHHbIE CPeacTBa - JIEKAPCTBEHHbIE CPeacTBa, KOTopble
cogepxaTt B rOTOBOW ANS UCMNOMb30BaHus (hopMe OAVMH PagvOHYKINWUA MM HECKONbKO PagVoHYKMOoB
(papmoakTUBHbBIX N30TOMOB);

11) opurMHanbHOe nekapCTBEHHOE CPeacTBO - NeKapCTBEHHOE CPeAcTBO, coaepkallee BrnepBble
NnonyyeHHyto apMaueBTUYECKYl0 CyBCTaHUMIO WM HOBYKD  KOMOMHauuio  hapmaueBTUYECKMX
cybcTaHumn, apdekTMBHOCTL M 6e30nacHOCTb KOTOPbIX MNOATBEPXKAEHbI pe3ynbTaTamMu OOKITUHUYECKNX
NCCrnefoBaHUN NeKkapCcTBEHHbIX CPeACTB M KNMMHUYECKUX UCCefOBaHUN NeKkapCTBEHHbLIX NpenapaTos;

12) Bocnpoun3BeeHHOE fekapCTBEHHOE CPEACTBO - NIEKAPCTBEHHOE CPEACTBO, coaepXallee Takyto
Xe hapMaueBTUYECKy0 CyOCTaHUMIO MM KOMOMHaUMIO Takmx Xe dpapmaueBTMYECKMX cyOcTaHuuni B
TaKoW Xe FeKapCTBEeHHOW bopme, YTO M OpUrMHarbHOE JEKapCTBEHHOE CPeACTBO, M MOCTYyNMBLLIEE B
obpalLeHne nocrne NOCTynseHns B obpaLleHne oOpurMHanbHOro fekapCTBEHHOIO CPEACTBa;

13) nekapcTBEHHOE pacCTUTESNIBHOE Cbipbe - CBEXWE WIW BbICYLLUEHHbIE pacTeHust NMMBo KX YacTu,
ucnomnb3dyemble Afs NPOM3BOACTBA JIEKAapCTBEHHbIX CPEeACTB OpraHv3aumsmMu - MNpou3BOAUTENSIMU
nekapCTBEHHbIX CPEACTB WM U3rOTOBIEHWUS NEKAPCTBEHHbBIX MpenapaToB anTeYHbIMW OpraHu3aumsamu,
BETEPMHAPHBLIMW anTeYHbIMW OpraHM3auMsaMu, UHOUBMAYyanbHbIMW NpeanpuHUMaTensaMmn, UMeLLMMn
NVLEH3No Ha (bapmMaLEeBTUYECKYIO AEATENbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHbLIA NpenapaT - NekapCTBEHHbIN npenapar, NpousBeAeHHbIA Unm
W3roTOBMEHHbLIN U3 OJHOMO BMAA NEKapCTBEHHOrO PACTUTENBHOMO ChIPbS UM HECKONbKUX BUOOB TaKoro
ChbIpbs U peanuayemsbiin B paccacoBaHHOM BUAE BO BTOPUYHOM (MOTPEOUTENBLCKOW) YNAKOBKE;

15) romeonaTuyeckoe fekapCcTBEHHOE CPEACTBO - IEKAPCTBEHHOE CPEACTBO, NPOU3BEAEHHOE MM
N3roTOBMEHHOE MO CneLManbHON TEXHOMOMNK;

16) MexayHapogHOe HenaTeHTOBaHHOE  HauMEHOBaHME  fIeKapCTBEHHOro  cpeactea -
HaumeHoBaHMe papmaueBTU4eckorn cybCcTaHuMM, pekomeHaoBaHHOe BcemupHon opraHusaumen
30paBOOXPAHEHNS;

17) TOproBoe HaMMEHOBaHWE IEeKapCTBEHHOr0 CpeAcTBa - HaMMEHOBaHME feKapCTBEHHOro
cpeacTsa, NPUCBOEHHOE ero paspaboTynkom;



18) obwasa hapmakonenHas ctatbs - AOKYMEHT, YTBEPKAEHHBIN YNONMHOMOYEHHbIM beepanbHbIM
OpraHoM WCMOMHUTENBbHOW BNAcTV U COAepXalluMi nepeyveHb nokasaTternen kadectsa v (unu) mMeToadoB
KOHTPOMSI KayecTBa KOHKPETHOW eKapCTBEHHON (OPMbl, JIEKAPCTBEHHOrO PaCTUTENBHOMO ChIPbS,
onuncaHusa Buonormvecknx, BUOXMMNYECKMX, MUKPOBUONMOTNYECKNX, (PU3UKO-XMMNYECKNX, (DUINYECKNX,
XUMWYECKMX U OPYIMX METOAOB aHanM3a NeKapCTBEHHOro cpeacTBa Afs MeAUUMHCKOrO NPUMEHEHNs, a
Takke TpeboBaHMsA K UCMOMb3yeMbIM B LiENsiX NPOBEAEHMS AaHHOMO aHanuMs3a peakTvBaMm, TUTPOBaHHbLIM
pacTBopam, MHauKaTopam;

19) papmakoneviHaa cTaTtbd - [OOKYMEHT, YTBEPXOEHHbLIN YNONMHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOSMHUTENBHOW BracTu W coaepXalui nepedyeHb MokasaTenen kKadecTBa U MeTOLOB
KOHTPOIsi Ka4ecTBa JleKapCTBEHHOrO cpeacTBa ANs MEAULMHCKOTO NPUMEHEHUS;

20) HopmaTMBHas [OOKYMEHTauusi - [OOKYMEHT, COAepXallui nepedeHb Onpeaensiemblix Mo
pe3ynbTataM COOTBETCTBYHOLLUMX 3KCMEPTU3 MoKasaTenen kavyecTBa IEKApCTBEHHOro cpeactea Aans
MEOULMHCKOIO NPUMEHEHUS, METOA0B KOHTPOSSi €70 KAa4eCTBa M YCTAHOBIIEHHbIA €r0 MPOU3BOAUTENEM;

21) HOpMaTUBHBIA OOKYMEHT - JOKYMEHT, COAepXallui nepedeHb onpegensdemMbix No pesdynsraram
COOTBETCTBYIOLLMX 3KCMEPTU3 MokasaTenen KadectBa W (UnNn) METOAOB KOHTPOMsS KavecTBa
nekapcTBeHHON OpPMbl, OMUCaHUS BUONOrMYECKNX, BUOXUMUYECKNX, MUKPOOMONOrNYECKMX, (U3NKO-
XUMUYECKMX, (DUNYECKMX, XUMUYECKUX W APYrMX MeTOAO0B aHanumsa NeKkapCTBEHHbIX CPeAcTB Ans
BETEPUHAPHOIrO MpUMEHeHUsl, TpeboBaHMs K MCMoNb3yeMbiM B LIENsiX NPOBEAEHUs OAHHOro aHanusa
peakTuBam, TUTPOBaAHHLIM pacTBOpaMm, MHAMKATOPaM M YCTaHOBIEHHLIA €r0 NPOU3BOAUTENEM;

22) ka4yeCTBO fleKapCTBEHHOrO CpeAcTBa - COOTBETCTBUE NEKapCTBEHHOrO cpeacTsa TpeboBaHusaM
hapmakonenHon ctatby NMMbo B cryvae ee OTCYTCTBMS HOPMATMBHOW AOKYMEHTaLMN UM HOPMATUBHOTO
OOKYMEHTa;

23) ©e3onacHOCTb FeKapCTBEHHOTO CpPEeACcTBa - XapaKTepUCTUKa FeKapCTBEHHOTO CpeAcTBa,
OCHOBaHHasi Ha CpaBHUTENIbHOM aHanu3e ero 3PQEKTUBHOCTM U pUCKa NPUYNHEHNST Bpeda 300pPO0BbIO;

24) 3dh(peKTMBHOCTb JIEKapCTBEHHOrO Mpenapata - XapaKTepucTuka CTEMNEeHU MOSOXUTENbHOIO
BNWSHUS FEeKapCTBEHHOrO Mpenapata Ha TeyeHue, MNpPOAOIPKUTENbHOCTL 3aboneBaHuss wnu  ero
npegoTBpalleHue, peabunutauuio, Ha coxpaHeHue, NpegoTBpaLLeHne Unu npepbiBaHne 6epeMeHHoCTY;

25) cepus nekapCTBEHHOIO CPeACTBa - KONMYECTBO NEKapCTBEHHOIO CPEeACTBa, NPOM3BEAEHHOE B
pesynbTaTe OA4HOrO TEXHOOrMYECKOro LKA ero NpoM3BoguTenemM;

26) pernctpaumnmoHHoe yooCTOBEPEHME NEKAPCTBEHHOrO nNpenapaTta - JOKYMEHT, NoaTBEPXAAoLL MM
(haKT rocygapCTBEHHOW perMcTpaumm nekapcTBEHHOro Npenapara;

27) perncTpaumoHHbIi HOMEp - KoJoBOoe 0003HaYeHWe, NPUCBOEHHOE NIEKAPCTBEHHOMY Npenapary
npwv ero rocyaAapCcTBEHHOW perncrpaLuu;

28) obpalleHne neKkapCcTBEHHbIX cpeacTB - paspaboTka, [AOKNMHWYECKME UCCMEeLoBaHUS,
KNMHMYECKNE UCCNEAOBaHWS, 3KCNepPTN3a, rocyJapCTBEHHAs perncrpaums, ctaHgapTm3auns U KOHTPOsb
KayecTBa, MpPOU3BOACTBO, W3rOTOBMEHWE, XpaHEHWe, MepeBO3Ka, BBO3 Ha TeppuTopuio Poccuinckon
depepaumm, BbiBO3 ¢ Tepputopun Poccuiickon degepaummn, peknama, oTnyck, peanusaums, nepegava,
NPUMEHEHNE, YHUYTOXEHME NEKAPCTBEHHbIX CPEACTB;

29) cybbekTbl OOpalleHVs NEeKapCTBEHHbIX CPeACTB - u3Myeckne nvua, B TOM 4ucne
WMHOMBUAOYyanbHble NpeanpuHUMaTtenu, U pugudeckne nuua, OCYLLECTBISWMNE OeATenbHOCTb MNpu
ob6palLeHnn nekapCTBEHHbIX CPEACTB;

30) paspaboTumk nekapCTBEHHOr0 cpeacTtsa - oOpraHu3auud, obnagawowas npaBamu  Ha
pe3ynbTaTbl AOKIMHUYECKMX WCCNeOOBaHUA JIEKapCTBEHHOIO CPEACTBa, KIMHUYECKUX WCCnenoBaHWUin
neKkapCTBEHHOrO npenapara, a Takke Ha TEXHOMNOrMI0 NPOM3BOACTBA NeKapCTBEHHOro CPEACTBa;

31) Npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - AEATENbHOCTb MO NMPOU3BOACTBY JIEKAPCTBEHHbIX
CpPefAcTB OpraHM3aumsmMmn - Npou3BOaUTENSIMM JIEKAPCTBEHHbBIX CPeACTB Ha OOHOW CTaguW, HECKOMbKMX
UM BCEX CTaaMAX TEXHOMOrMYECKOro MpoLecca, a Takke MO XPaHEHUI0 1 peanu3aumm Npov3BeAEHHbIX
neKkapCTBEHHbIX CPEACTB;

32) npousBoguTenb NEKapCTBEHHbIX CPeACTB - OpraHu3auus, OCyLecTBNSKLWas npou3BoaCcTBO
nekapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHnsaMm HacToswero egepansHOro 3akoHa;

33) cdapmaLeBTUUECKan OEATENbHOCTb - OEATENbHOCTb, BKIIOYaoLWwas B ceba onToByo TOProBIio
nekapCTBEHHbIMU CpeacTBaMu, X XpaHeHWe, NePeBo3Ky U (M) PO3HUYHYIO TOPrOBI0 NEKAaPCTBEHHLIMU
npenapartamu, Ux OTNyck, XpaHeHne, NepeBo3ky, N3roTOBIEHNE NeKapCTBEHHbIX NpenapaTog;

34) opraHmsauuss ONTOBOWM  TOProBNM  JIEKAPCTBEHHBIMM  CpeAcTBaMuM -  OpraHuMsauus,
OCYLLECTBMAOLLAA ONTOBYH TOPFOBMO JIEKAPCTBEHHLIMU CPEACTBAMW, WX XpaHEHWe, NepPeBO3Ky B
COOTBETCTBMU C TpeboBaHNsMU HacTosero PeaepanbHOro 3aKoHa;

35) anTeyHas opraHusauus - oOpraHu3auusi, CTPYKTYpHOe mnogpasgeneHve MeauLMHCKON
opraHu3aumv, OCYLLECTBASIOWME PO3HWYHYIO TOProBMK fleKapCTBEHHLIMU MNpenapaTtamu, XpaHeHue,
N3roTOBMEHUE N OTMNYCK JIEKAPCTBEHHbIX NPenapaToB A5 MEAMLIMHCKOro NPUMEHEHUS B COOTBETCTBUN C
TpeboBaHusaMn HacTosiwero PeaepanbHOro 3akoHa;

36) BeTepuHapHasi anTevyHas opraHuM3auusi - OpraHuM3auusi, CTPYKTYpHOE noapasgerieHne
BETEPMHaPHOW OpraHM3aummn, OCyLLECTBISAOWMNE PO3HNYHYIO TOProBMO NEKapCTBEHHbIMY NMpenapaTamu,



XpaHeHne, n3rotToBrieHne 1 OTNYCK JIeKapCTBEHHbIX MNnpenapatoB Ald BE€TePUMHAapHOro npuMmMeHeHusd B
COOTBETCTBUN C Tpe6OBaHVIFIMI/I HacToALLEero dJenepaanoro 3aKOHa;

37) danbcncdurumMpoBaHHOE  NEKApPCTBEHHOE  CPeacTBO -  JIeKApCTBEHHOE  CPEACTBO,
COMpoBOXaaemMoe NTOXXHOW MHpopmaumen 0 ero coctaee u (Mnv) NpomsBoguTene;
38) HepobpoKayeCcTBEHHOE IEeKapCTBEHHOE CpeAcTBO - JIeKapCTBEHHOE CPeacTBO, He

cooTBeTCcTBYOLEee TpeboBaHNAM dhapmakonenHom ctaten NMbBO B cnyyae ee OTCyTCTBUA TpeboBaHUAM
HOPMAaTMBHOWM JOKYMEHTaLMM UM HOPMaTUBHOMO LOKYMEHTA;

39) kOHTpadhakTHOEe neKkapCTBEHHOEe CPeAcTBO - fekapCTBEHHOe CpPeACTBO, Haxogsuwieecs B
0o6opoTe C HapyLUeHeM rpaXaaHCcKoro 3akoHO4aTeNbCTBa;

40)  [OKNMHMYECKOE  UCCNEefOBaHME  FEeKapCTBEHHOrO  cpeactBa - Ouonorunyeckue,
MUKpoGUuonormdeckme, MMMYHOMOMMYEeCcKne, TOKCUMKOMormdeckue, dapmakonormyeckme, uanyeckme,
XUMWYECKME U OpYIMe UCCrefoBaHUSA NeKapCTBEHHOMO CpeacTBa NyTeM MPUMEHEHUSA HAayYHbIX METOLAOB
OLEHOK B LieNsx Nony4YeHns gokasatenbCcTB 6e3onacHoCTH, kadyectBa U 3EKTUBHOCTU IEKAPCTBEHHOIO
cpencTBsa;

41) KIMMHWYECKOe WUCCredoBaHMEe IEeKapCTBEHHOro npenapata - M3ydeHue OMarHOCTUYECKMX,
neyebHbIX, NpodunakTM4ecknx, PapmMakoiormiyecknx CBOMCTB NIEKAPCTBEHHOrO npenaparta B npouecce
€ro MNpMMEHEHMs1 Yy 4enoBeKa, XMBOTHOro, B TOM 4YMUCre MNPOLIECCOB BCaACbIBaHUA, pacnpeneneHus,
M3MEHEHUS W BbIBEAEHUS, MYTEM TMPUMEHEHUS1 HaydHbIX METOOOB OLEHOK B LENsx nofyvyeHus
JokasatenbcTB 6e3onacHOCTU, KayecTBa M 3(PHEKTUBHOCTU NEKapCTBEHHOro npenapaTa, AaHHbIX O
HexenaTenbHbIX peakuMsX OpraHuM3Ma u4erioBeka, >XMBOTHOMO Ha MNPUMEHEHWe neKapCTBEHHOro
npenapata un o6 addekTe ero B3auMOAENCTBUS C OPYrMMU FieKapCTBEHHbIMU npenapatamu u (Mnu)
NULLEBLIMU NPOAYKTAMW, KOPMaMU;

42) MHOrOLEHTPOBOE KITMHNYECKOE MCCNEeAOBaHME NeKapCTBEHHOMO npenapara 4ns MeguuuHCKOro
NPMMEHEHNS - KIIMHMYECKOE WCCreoBaHWe FeKapCTBEHHOrO npenapata  Ans  MeguuMHCKOro
NPYMEHEHNs, NPOBOAUMOE pa3paboTYMKOM NEKApPCTBEHHOroO npenaparta B ABYX W ©onee MeguuUHCKMX
opraHm3aumsx no e4MHoOMy NpPOTOKOITY KITMHUYECKOrO NCCreoBaHNs NIeKapCTBEHHOrO npenapara;

43) mexgyHapogHOe MHOrOLEHTPOBOE KIMHUYECKOEe WCCrefoBaHWe fekapCTBEHHOro npenapaTta
ONA  MeOuMUMHCKOrO MPUMEHEHUS - KIIMHMYECKOe WCCrefoBaHue IeKapCTBEHHOro npenaparta Ans
MEANLMHCKOro NPUMEHEHWs, NPOBOAMMOE pa3paboTyUMKOM fEKapCTBEHHOro npenapaTta B pasfuyHbIX
CTpaHax no egMHOMY MPOTOKOMY KNMHUYECKOro NCCNeAoBaHUA NekapCTBEHHOro npenapara;

44) nocTperncTpaumoHHOe KIMHUYECKOe UWCccrnefoBaHWe feKapCTBEHHOro npenapata Angd
MEOVLMHCKOrO NPUMEHEHUs - KIWHUYEeCKOe UuccnefoBaHWe feKkapcTBEHHOro npenapata Angd
MEeANLIMHCKOro NpUMEHEHUs, NPOBOANMOE NPOU3BOAMUTENEM NEeKapCTBEHHOro npenapara, rpaxaaHcKui
060OpOT KOTOPOro OCYLLECTBASIETCA MOCE rocygapCTBEHHOW perncTpauun, B LEeNnsax AOMOSIHUTENbHOro
cbopa faHHbIX 0 ero 6e3onacHoOCTN U 3IPQEKTUBHOCTH, PACLUMPEHNST MOKa3aHUA K MPUMEHEHUIO JAHHOTO
NeKapCTBEHHOrO npenaparta, a TakkKe BbISBMEHUS HeXernaTemnbHbIX peakumi MNauMeHTOB Ha ero
[encTeue;

45) wnccnegosaHne OMO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO npenapata - Bug  KIMHWYECKOro
NCcCrnegoBaHUA fiekapCTBEHHOro npenapaTa, NPoBedeHNe KOTOPOro OCYLLECTBASeTCA ANns onpeaeneHns
CKOPOCTM BCacbiBaHWSA W BbiBedeHMs (hapmaueBTuyeckon cybcrtaHumm, konnyectsa gapmManeBTU4ecKom
cybCcTaHumMKn, 4OCTUraloLero CUCTEMHOIO KPOBOTOKA, U pe3yrbTaTbl KOTOPOro NO3BONAT cAenaTh BbiBOA
0 OMO3KBMBANEHTHOCTM  BOCMPOU3BEAEHHOrO FEKAPCTBEHHOr0 npenapata B OnpeferneHHbIX
nekapcTBeHHoM bopMe 1 JO3MPOBKE COOTBETCTBYIOLLIEMY OPUTMHANBbHOMY fleKapCTBEHHOMY npenapary;

46) wuccnegoBaHue TepaneBTUYECKON 3KBMBANEHTHOCTU feKapCTBEHHbIX npenapaTtoB - BUA
KIMUHNYECKOro UCCrefoBaHNs NekapCTBEHHbIX NpenapaToB, NpoBeaeHne KOTOPOoro ocyLlecTBnseTcs aAng
BbISIBIIEHUS] OMHAKOBbLIX CBOWCTB IEKapCTBEHHbIX NpenapaToB ONpeaerieHHON NeKapCTBEHHOW OOpMBbI,
a TakKe Hanuuusa OAMHAKOBbIX MoKasaTenen ©Ge3onacHOCTM W 3(PPEKTUBHOCTU JIEKAPCTBEHHbIX
npenapaToB, OOUHAKOBbIX KIMHUYECKNX 3h(PEKTOB MpU NX MPUMEHEHUN;

47) NpoTOKON KIMHWYECKOro MCCregoBaHUs NeKapCTBEHHOrO npernaparta - OKYMEHT, B KOTOPOM
onpegensTcs uenu, opMbl OpraHu3aumMm 1 MeTodornorns NpoBeAeHUs KIMHNYECKOro UCCneaoBaHus,
cTaTucTnyeckme metodbl ob6paboTkM pesynbTaTOB Takoro UCCrnegoBaHud v Mepbl no obecneveHuto
©esonacHoCTM pM3MYECKMX nuL, Y4acCTBYHOLMX B KIMHUYECKOM MWCCrefoBaHUM NekapCTBEHHOro
npenapara;

48) 6poLuopa uccriegoBaTens - CBOAHOE U3N0oXeHMe pe3ynbTaToB AOKITMHUYECKOTO UccrenoBaHus
NnekapcTBEHHOro cpeactBa W KNMHWYECKOro  UCCNedoBaHUs  NekapCTBEHHOro npenapaTta  Ans
MEOVLMHCKOrO NPUMEHEHUS;

49) NHOPMALMOHHBIN NNCTOK NauMeHTa - JOKYMEHT, B KOTOPOM coaepXaTtcs B JOCTYNHOW chopme
CBeeHusl, Kacawlmecss NPOBOAUMOTO KITMHUYECKOro MUCCNedoBaHUS NEKapCTBEHHOro npenaparta, 1 B
NMCbMEHHON ¢opMe [ob6pOBOMbHOE cornacue naumeHTa Ha yvacTue B KIMHUYECKOM MCCNedoBaHuM
rnekapCTBEHHOro npenapata nocrne O3HAKOMITEHWSI C OCOBEHHOCTAMW KITMHUYECKOro MCCreaoBaHus,
UMEILLMMMN 3HaYeHne ONK BbIpaXKEHWS TaKkoro Cornacus;



50) nobGoyHoe p[dencTBME - peakuus OpraHnsma, BO3HMKWAS B CBA3M C MNPUMEHEHVEM
nekapcTBEHHOro npenapata B [03aX, PeKOMeHAyeMbIX B WHCTPYKUMM MO €ero MNpuUMEHEeHuto, Ans
nponnakTukn, AUarHoCTUKK, NeveHuns 3abonesanHusa Unu ans peabunuraumu;

51) cepbe3Has HexenaTenbHas peakuus - HexenaTenbHas peakuus opraHvama, CBsi3aHHas C
NPUMEHEeHVeM neKapCTBEHHOro npenaparta, npuBeAllas K CMepTW, BPOXAEHHbIM aHOManusaM Wunu
nopokam passutusa nNubo npeactaBndwolas cobom yrposy Xu3Hu, Tpebytowas rocnutanusauum wnu
npuBedLLas K CTOVKOW yTpaTe TPpyAOCNOCOBHOCTM U (UNN) MHBaNUOHOCTY;

52) HenpeOBuaeHHas HexenaTenbHas peakuus - HexenaTenbHas peakuus opraHv3ma (B TOM
yncne cBsi3aHHasi ¢ NPUMEHEHMEeM NeKapCTBEHHOro rnpenaparta B COOTBETCTBMU C MHCTPYKUMEN MO ero
NPUMEHEHWIO), CYLLIHOCTb M TSXKECTb KOTOPOW He COOTBETCTBYIOT WMHAOPMauuMu O fekapCTBEHHOM
npenapare, cogepxallencs B MHCTPYKLUM NO €ro NPUMEHEHMIO;

53) peuenT Ha nekapCTBEHHbIV Npenapart - NMMCbMEHHOe Ha3HavYeHve NnekapCcTBEHHOro npenapara
no ycTaHOBMeHHON hopMe, BblAaHHOE MEAULIMHCKAM N BETEPUHAPHBIM PaBOTHMKOM, MMEIOLLMM Ha 3TO
npaso, B Liensx OTNycka NekapCTBEHHOro npenapaTta unv ero N3rotToBeHns 1 OTNyckKa;

54) TpeboBaHWe MEOUUMHCKOW OpraHu3auun, BETEPUHAPHOW OpraHusaumm - OOKYMEHT
YCTaHOBNEHHON POPMbI, KOTOPbIV BbINMUCaH MEAULMHCKUM UMM BETEPUHAPHBIM PaboOTHUKOM, UMEIOLLMM
Ha 9TO NpaBO, WU COOAEPXKMT B MUCbMEHHOM dOpMe yKaszaHuMe anTeyHoW opraHusauum ob oTnycke
nekapCTBEHHOro npenapara unmM O ero u3rotoeBneHun u ob otnycke ansa obecneyeHuns nedvebHoOro
npouecca B MEANLIMHCKOW OpraHM3aumu, BeTepnHapHOW opraHusaumn.

Masa 2. NOJIHOMOYUA ®EQEPANbHbIX OPFAHOB UCMNOJTHUTENBHON
BNTACTU, OPFTAHOB UCMOJNHUTENIbHOW BITACTU CYBEEKTOB POCCUUCKOW
SOEOEPALIUM NMPU OBPALLEHUAU NEKAPCTBEHHbIX CPEACTB

Cratba 5. [NonHoMouns dedepanbHbIX OPraHoB WCMOSHWUTENbBHOW BriacTM npv obpallieHum
NeKapCTBEHHbIX CPeaCTB

K nonHomounsim cbegepanbHbIX OpraHoOB  WUCMOSIHUTENBHOWM Bnactu npu  obpaleHun
NeKapCTBEHHbIX CPeacTB OTHOCATCA:

1) nposegeHve B Poccunckon Pegepauum egumHOW rocyfapCTBEHHOW MNOMUTUKM B obnactu
obecneyeHns nekapcTBEHHbIMM NpenapaTamu rpaxkgaH Ha Tepputopumn Poccuinckon ®egepauuu;

2) yTBepxaeHne obwux apmakonerHbix cTaTel, apmakonenHbIXx CcTaTew, W3gaHue
rocyaapcTBeHHON dhapmakoneu;

3) ocyLecTBNeHNe rocyaapCTBEHHOIO KOHTPOSA U HaA30pa;

4) NMueH3npoBaHMe NPON3BOACTBA feKapCTBEHHbLIX CPEACTB 1 (hapMaueBTUYECKON OEATENbHOCTU
B COOTBETCTBUM C 3aKOHOAATENbLCTBOM Poccuiickon degepaumu;

5) opraHmsauusa aKkcnepTu3bl NEKApPCTBEHHbIX CPEACTB, 3TUYECKOW 3KCNepTM3bl BO3MOXHOCTU
NpoBeAeHNs KITMHNYECKOro UccrnegoBaHns nekapCTBEHHOMO nNpenaparta Ans MeguUMHCKOrO NPUMEHEHNS;

6) Bbldaya paspeLleHnn Ha NpoBeaeHne KIMHUYECKUX NCCreqoBaHU nekapCTBEHHbIX NpenapaTos,
BeeHMe peecTpa BblAaHHbIX paspeLleHnin Ha NpoBeAEHNE KITMHUYECKMX UCCNea0BaHNIN NekapCTBEHHbIX
npenapaTos;

7) rocymapCTBEHHasd perncrTpaumsi nekapcTBEHHbIX MpenapaToB, BeAeHMEe [oCyaapCTBEHHOIO
peecTpa nekapCTBEHHbIX CPeacTB;

8) WHcnekTMpoBaHMEe MpPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB Ha COOTBETCTBME MNpaBunam
opraHusaumm npou3BOACTBA U KOHTPOMNSA KayecTBa NeKapCTBEHHbIX CPeACTB, Bblgada 3aknioyeHurn o
COOTBETCTBMM MNPOM3BOAMTENS NEKAPCTBEHHbIX cpeacTB TpeboBaHnvMAM nNpaBun  OpraHun3auum
NPOM3BOACTBA M KOHTPONS KayecTBa JIeKapCTBEHHbIX CPEACTB;

9) rocygapCcTBEHHast perMcTpauns yCTaHOBMEHHbBIX MPOU3BOANTENSAMN NIEKAapCTBEHHbIX NpenapaToB
npegernbHbIX OTMYCKHbIX LeH Ha XU3HEHHO Heobxoaumble U BaXHeENLWMe NekapCTBEHHbIe npenapaTbl U
Be[EeHWe rocyapCTBEHHOrO peecTpa npederibHbIX OTMYCKHbIX LieH MPOU3BOAUTENEN Ha NeKapCTBEHHbIE
npenapatbl, BKIMIOYEHHbIE B MEPEYEeHb XMU3HEHHO HEOOXOAMMbIX W BaXHEMWLWMX JEeKapCTBEHHbIX
npenaparTos;

10) ycTtaHoBneHMe nopsigka BBO3a JleKapCTBEHHbIX CPEeACTB Ha Tepputopuio Poccuiickoin
denepaumm 1 BbiBO3a NEKapCTBEHHbIX CPEACTB ¢ Tepputopum Poccunckon denepaunn;

11) cosgaHne COBETOB MO BONPOCaM, CBA3aHHbIM C OOpaLLeHNEM fleKapCTBEHHbIX CPEACTB;

12) atTectaums n ceptudmkaLmsa cneLmanmcTos;

13) yTBEpXaeHue obpasoBaTenbHbIX NPOrpamMm no NoAroTOBKE CNeLManmcToB;

14) MOHUTOPUHI 6€30MaCHOCTU NIEKAPCTBEHHBIX NPEnapaToB;

15) yyactne B MexgyHapogHOM COTPYAHMYECTBE;

16) nonyyeHve no 3anpocam YMOSIHOMOYEHHOro hegepanbHOro opraHa UCMONTHUTENbBHOW BRacTu
OT OpraHoB MCMONMHUTENbHOW BracTn cybobekToB Poccuiickon depgepaumu, a Takke OT CyObLEeKToB
obpalleHNss NeKapCTBEHHbIX CPEACTB AN MeOWUMHCKOrO NpUMEHEeHWs WHopmauum no Bonpocam
YCTaHOBMEHUSA N NPUMEHEHMS LEH Ha NeKapCTBEHHbIE Npenapatbl 1 HagbaBoK K HUM;



17) npumeHeHMe Mep OTBETCTBEHHOCTM 3a HapylleHue 3akoHogaTensctBa Poccuiickon
depnepaumn.

Ctatbs 6. [NonHOMO4YMsT OpraHOB MCMNONHUTENBHON BnacTtn cybbekta Poccuiickon ®epepaumm npu
obpallleHnn NekapCTBEHHbIX CPEACTB

K nomHomMo4MsiIM opraHoB ucnonHuWTenbHon Bnactu cybbekta Poccuiickon ®egepauun npu
obpalLeHnn nekapCTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka w peanusaums  pervoHanbHblX MporpaMMm  obecneyeHuss  HaceneHus
nekapcTBeHHbIMU MpenapaTamu;

2) ycTaHoBneHWe npeaerbHbiX pa3mMepoB ONTOBbIX HAA0ABOK U NpeferbHbIX Ppa3MepoB PO3HUYHBIX
HagbaBoOK K DaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBfIEHHbIM MNPOU3BOAUTENSAMU feKapCTBEHHbIX
npenapaTtoB, Ha NEKapCTBEHHble MpenapaTbl, BKOYEHHblE B MNepeyeHb XW3HEHHO HeobXOAUMbIX WU
Ba)KHENLLUX NleKapCTBEHHbIX NpenapaTos;

3) ocyLuecTBEeHMEe KOHTPOMS 3a NPUMEHEHNEM LieH Ha NeKapCTBEHHbIE npenapaThl, BKIIOYEHHbIE B
nepeyeHb >XU3HEHHO HEeOoBXOOMMBIX W BaXKHEMLUMX FleKapCTBEHHbIX nNpenapaTos, opraHv3aumsaMu
ONTOBOW TOProBSK, anTEeYHbIMW OpraHn3auuaMn, UHAMBUAYanNbHbIMWU NPEANPUHUMATENAMN, UMEOLNMN
NVLEH3NIo Ha (bapmMaLEeBTUYECKYIO AEATENBHOCTb.

Mnaea 3. FTOCYOJAPCTBEHHAA ®APMAKOINEA
Cratbsa 7. PaspaboTka 1 nsgaHve rocygapCrBeHHON hapmMakoneun, pasmeLLeHne 4aHHbIX O Her

1. MNog rocygapcTBeHHOM chapmakoneen NoHMMaeTcs CBOA O0WMX chapmakonenHbIX ctaTten u
dapmakonenHblx cTaTen.

2. PaspaboTtka obwmx dhapmakonerHbix crater u dapMakonenHbiX CTaTell U BKITHOYEHME UX B
rocygapCTBeHHy0 hapmakonerd OCYLLEeCTBSATCA B MOPsAKe, YCTAHOBMEHHOM  YMOHOMOYEHHbIM
deaepasnbHbIM OpraHoM UCMOMHUTENBHOW BNacTu.

3. Paspabotka chapmakonenHon ctaTtbi Ha OpuUrMHanbHOe fieKapCTBEHHOE CPEeACTBO U BKIOYEHME
€e B rocyaapCTBEHHYI hapmakonel B TeYEeHWEe CpoKa AEWCTBUS 3alUMTbl UCKMOYMTENBHOro npaea,
YOOCTOBEPEHHOIO NATEHTOM Ha OPUrMHarNbHOE NeKapCTBEHHOE CPenCcTBO, OCYLLECTBNAOTCA C cornacusi
ero paspaboTtyuka.

4. TocymapcTtBeHHasa dapmakoness u3gaeTcs  YNoNHOMOYEHHbIM  hbedepanbHbIM - OpraHoM
WCMNOSMHWTENBHOW BIACTU 3a CYET cpeAcTB dheaeparnbHOro 6roaKeta u NOANEXUT NePen3faHnsamM He pexe
YyeM OOWH pa3 B NATb NET, B Nepuod Mexay KOTOPbIMU M3OatoTCs MPUITOXKEHUS K FOCYyAapCTBEHHOW
dapmakonee, cogepxawue obwme dapmMakonenHble crtatbM U (Mnu) apmakonenHble CcTaTby,
yTBEpPXOEHHbIE NOCIEe N3OaHUS UK NepensgaHus rocyaapcTBeHHon dhapmakonem.

5. YnonHoMouveHHbIn bedeparnbHbIii OpraH WCMOMHUTENbHOW BRacTM pasmelaeT AaHHble O
rocyfapCTBeHHOW hapMakonee v NpurnoXXeHnsaxX K Hel Ha cBoeM ouumnaneHoM cante B ceT "UHTepHeT"
B YCTaHOBMEHHOM UM Mopsiake.

Masa 4. TOCYOAPCTBEHHbIW KOHTPOIb MPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratba 8. ﬂMLI,eH3VIDOBaHI/Ie npon3BoacTBa JieKapCTBEHHbIX CpeactB U cbapmaueBqueCKoﬁ
AeATeNIbHOCTU

1. JlnueHanpoBaHve Npom3BoACTBa NEeKapCTBEHHbIX CPeacTB U hapMaueBTUYecKon AenaTenbHOCTH
OCYLLIECTBISIETCS] B COOTBETCTBUM C 3aKOHOAATeNnbCTBOM Poccuiickon deaepaumm.

2. ObsAzaTenbHbIM YCroBMEM MPeAoCTaBNEHUs NULUEH3MM Ha NPOU3BOACTBO NEKapCTBEHHbIX
CpeacTB ABNSAETCH NPUIOXEHNE K 3asBNEHNIO COMCKaTeNs NULIEH3NN NepeYHsi NeKapCTBEHHbIX hopM 1
(vnn) BMaoB papmaueBTUHECKMX CYBCTaHUUIR, KOTOpble MNPOM3BOAUTENDL FEKapCTBEHHbIX CPeacTB
HamepeH Npou3BoaUTb.

3. B cnyyae Heo6Xxo4MMOCTM pacLUMpeHnst NPOM3BOACTBA JIEKapCTBEHHbIX CPeACTB 3a CYET HOBbIX
nekapcTBeHHbIX (OpM U BMAOB hapmaueBTUYECKUX CYOCTaHUMA NPOU3BOAMTENb NeKapCTBEHHbIX
CPeAcCTB AOMKEH NOMYy4YnTb HOBYIO NIMLIEH3UIO Ha NPOM3BOACTBO NEKapCTBEHHbIX CPEACTB.

Cratbsa 9. FocyaapcTBeHHbIN KOHTPOSIb NPy 06paLleHnn NekapCTBEHHbIX CpeacTB

1. T'ocygapcTBEHHOMY KOHTPOMIO MOANEXaT BCEe NEeKapCTBEHHble CpeacTBa, NPOV3BEAEHHbIe Ha
TeppuTopun Poccuiickon ®enepauum n BBoO3MMbIE Ha TeppuToputo Poccuiickon ®epepauun.



2. TocygapCTBEHHbI KOHTPOMb Npu obpalleHuMn JieKapCTBEHHbIX CPeAcTB OCyLLlecTBhAseTcs
YNOMHOMOYEHHbIMU dbefepanbHbIMM OpraHaMyM UCTOMHUTENBHOW BNACcTM M OpraHamu MCMOSTHUTENbHON
Bnactu cybbektoB Poccunckon degepaumm B COOTBETCTBUM C UX MOSTHOMOYMSIMM.

3. locyaapCTBEHHbIV KOHTPONb NpW OOpalleHun nekapCTBEHHbIX CpeacTB BkMoyaeT B cebs
KOHTPOMb 33  OOKNMHWYECKUMU  WUCCNEeOOBaHWsIMM  JIEKapCTBEHHbIX  CPEeACTB,  KITMHWYECKMMU
nccrnegoBaHUAMN NEKapCTBEHHbIX MpenapaToB, KayeCTBOM, NPOUM3BOACTBOM J€KapCTBEHHbIX CPeacTs,
W3roTOBMEHNEM JEeKapCTBEHHbIX MpenapaTtoB, XpaHeHUeMm, MepeBO3KOM, BBO3OM Ha TeppuTopuio
Poccuiickon ®epgepaunn, peknamon, OTnycKOM, peanusaunen, YHUYTOXKEHNEM NeKkapCTBEHHbIX CPeACTB,
NPUMEHEHNEM FeKapCTBEHHbIX MpenapaTos.

4. TocynapCTBEHHbIA KOHTPONb MNpu obpalleHWM neKkapCTBEHHbIX CPEeACTB OCyLLeCTBNAeTCH
NoCcpeacTBOM:

1) npoBefeHnsi NPOBEPOK cobMtoaeHNss cybbekTammu obpalleHns NIeKapCTBEHHbIX CPeaCcTB NpaBui
nabopaTopHO/ MNpaKkTVkU W NpaBWi  KINMHWMYECKOW MNPaKTUKM MpU  NPOBEAEHUM  OOKIMHUYECKUX
NCCrnegoBaHUM NEeKapCTBEHHbIX CPEACTB W KIMHUYECKNX NCCIegoBaHni NekapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOIO MNPUMEHEHWs, MpaBuil MNPOBEAEHUS OOKMMHUYECKUX WCCNeaoBaHui NeKapCTBEHHbIX
CPeACTB M KIMHUYECKNX UCCrefoBaHUN NekapCTBEHHbIX NpenapaToB AN BETEPMHAPHOIO NpUMEHEHMS,
npaBun opraHuM3auuy nNPou3BOACTBA M KOHTPONSA KavyecTBa feKapCTBEHHbIX CPEeACTB, MpaBuil ONTOBOW
TOProBfn JieKapCTBEHHbIMW CpPeAcTBaMu, MpaBuil OTMyCKa NeKapCTBEHHbIX MpenapaTos, npasun
W3roTOBMEHNS M OTMyCKa MeKapCTBEHHbIX NpenapaToB, NpaBuil XpaHEHUS IeKapCTBEHHbIX CPeacTs,
NpaBun YHUYTOXEHUS NEKapCTBEHHbIX CPEACTB;

2) NUUEeH3NpoBaHUSA NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB U hapMaLeBTUYECKON AEATENbHOCTH,
npoBegeHns NpoBepoK cobnoaeHNs NMUEH3NOHHBIX TPebOoBaHUA 1 yCIOBUA;

3) KOHTpONA Ka4yecTBa feKapCTBEHHbIX CPEACTB MpU rpaXkgaHcKoMm obopoTe:

a) B dopMe BbIGOPOYHOro KOHTPOnS;

6) nNpv BbISIBNEHWM HECOOTBETCTBUS JIMUEH3MOHHbIM TpeboBaHWSIM U YCMOBWUSIM  YCIOBUMA
NPOM3BOACTBA M KOHTPOMS KayecTBa JIeKapCTBEHHbIX CPEACTB, OCYLLECTBIIEHMS OMTOBOW TOProBnuv
nekapCTBEHHbIMU CPeACTBaMU, OCYLLECTBIEHUS PO3HWYHOM TOProBMM JIEKapCTBEHHbIMW Mpenapatamu,
npaBun N3roTOBIEHNS NIEKAaPCTBEHHbIX NPenapaToB, NPaBuIT XpaHEeHUS fiekapCTBEHHbIX CPEACTB;

4) Bblgayn paspelleHud Ha BBO3 JeKapCTBEHHbIX CpeacTB Ha Tepputopuio Poccuiickon
denepaumuy;

5) npoBegeHns MoOHUTOPMHIra 6e30NacHOCTM NeKapCTBEHHbIX NpenapaTos;

6) nonyyeHus No 3anpocam YNnorHOMOYEHHOro befepanbHOro opraHa UCMONHUTENBLHON BNacTun ot
OpraHoB WcMonHuTensHoW Briactu cybwektoB Poccuiickon ®Pepepaumm, oT cyObekTtoB oOpalleHust
NeKkapCTBEHHbIX CPeACTB AN MEeAULMHCKOTO MPUMEHEHUA MHGOPMAaLMKM NO BONPOCaM YCTAHOBMEHWS U
NPUMEHEHNSA LEH N HaabaBoOK K HUM.

5. OcyuwiectBneHme rocygapCTBEHHOrO KOHTPONS Mpy OOpalleHun JeKapCTBEHHbIX CpeacTB
ABMNseTCA pacxodHbiM obsisatenbcTtBOM Poccuickon ®Pepepaumm unmu pacxogHbiM 06593aTensCTBOM
cybwekToB Poccunckon ®egepauum no Bugam KOHTPOMS, OTHECEHHbIM COOTBETCTBEHHO K MOSTHOMOYUSAM
degeparnbHbIX OpraHoB MCMONTHUTENbHON BIACTU M K MOMTHOMOYMSIM OpPraHoB MCMOMHUTENbHOW BriacTu
cybwekToB Poccuiickon degepaumn.

Mnaea 5. PASPABOTKA, AOKNMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KNMHWYECKUE NCCNEAQOBAHUA
JIEKAPCTBEHHbIX MPEMAPATOB ANA BETEPUHAPHOIO NPUMEHEHUA

Ctatbsa 10. Pa3spaboTka NnekapCTBEHHbIX CPpeacTB

1. PaspaboTka nekapCTBEHHbIX CPEeACTB BKoYaeT B cebsi MOMCK HOBbIX (hapMakoriormiecku
aKTMBHbIX BELLECTB, MoOcCreayLlee u3ydyeHne UX JIEKApPCTBEHHbIX CBOWCTB, [OOKIMHUYECKue
nccnepoBaHus, paspaboTky TEXHONOrMn Mpou3BOACTBa (hapMaueBTUYECKNX cyOcTaHumn, paspaboTky
COCTaBOB U TEXHOSOMMI NMPON3BOACTBA JIEKAPCTBEHHBIX NMpenapaTos.

2. duHaHcoBoe obecneyeHne pas3paboTkn NekapCTBEHHbIX CPEACTB OCYLLECTBISAETCS 3a CHET:

1) cpencTe dhenepansHoro 6ooxeTa;

2) cpeAcTB pa3paboTYMKOB NEKAPCTBEHHbLIX CPEACTB;

3) cpeacts  npousBoauTENnen  NEeKapCcTBEHHbIX CPeACTB  MPUM  BbIMNOMHEHWM  Hay4HO-
uccrnegoBartenbckux paboT no JoroBopy Mexay pas3paboTyMKOM  JIEKAPCTBEHHBLIX CpeacTB U
npon3BoaMTENEM JIEKAPCTBEHHBLIX CPEACTB;

4) NHbIX He 3anpeLleHHbIX 3aKoHogaTenscTBOM Poccuiickon degepaumm NCTOYHUKOB.

3. MpaBa paspaboTunka NeKapCcTBEHHOro cpeacTea oXpaHsiTCcs rpakgaHCKUm
3aKoHOAAaTENbCTBOM.

Crtatbs 11. [OKNMMHMYECKOE WCCNEedoBaHUe IeKapCTBEHHOro cpeacTsa Ans MeAULUHCKOro
npuMeHeHus



1. [JoknuHndeckoe uccnegoBaHWe fekapCTBEHHOro cpefacTBa Ans MeOMLUMHCKOTO NpUMeHeHUs
nNpoBOAUTCS MyTEM MPUMEHEHMS Hay4HbIX METOAOB OLEHOK B LEeNnsx MNofyyYyeHus [oKa3aTensCcTs
BesonacHocTu, kavecTBa 1 3OPEKTUBHOCTM NEKapCTBEHHOIO CpeacTaa.

2. [oknuHnyeckoe uccnegoBaHWe feKapCTBEHHOro cpeacTsa Ans MeOWMLMHCKOTO NPYMEHEHWs
NpoBOAUTCS B COOTBETCTBUM C Npasunamu nabopaTopHoOn NpakTukn, yTBepXOaeHHbIMA YNONMHOMOYEHHbIM
degeparnbHbIM OpraHoM NCMONTHUTENbHOW BNACTU.

3. [na opraHusaumMm 1 npoBeAeHWUs AOKNMHMYECKOro UCCrefoBaHUsA NeKkapCTBEHHOro cpeacrtsa
ONst MEAMLMHCKOrO MpUMeHeHUs pa3paboTymMku neKapCTBEHHbIX CPeACTB MOryT MpuBreKkaTb Hay4HO-
uccnegoBartenbCckMe OpraHusauuv, obpasoBaTerbHble YYpexaeHWs BbiCLero npodeccnoHanbHOro
obpa3oBaHus, VMelWwmne HeobXoaMMYIO MaTepuanbHO-TEXHMYECKY0 06asy u  KBanuMuumMpoBaHHbIX
cneuManncToB B COOTBETCTBYHOLLEN 06nacTu nccrnegoBaHus.

4. [oknMHMYeckoe uccredoBaHMe NeKkapCTBEHHOro cpeacTBa AN MeAULUMHCKOro MpUMeHeHUs
nNpoBOAUTCS NO YTBEPXAEHHOMY pa3paboTyMKOM feKapCTBEHHOrO CPeAcTBa MnaHy C BeAeHvem
NpoTOKOMa 3TOro UCCNedoBaHNWA M COCTaBleHMeM OT4veTa, B KOTOPOM coAepaTtcs pes3ynbTaTbl 3TOro
UccneaoBaHUss U 3aKMlOYeHWe O  BO3MOXHOCTM  MPOBEAEHUS  KIUMHWYECKOro  MccriefoBaHus
rnekapCcTBEHHOro npenapaTta Ans MeguumMHCKOro NPUMEHEHNS.

5. lpoBeaeHne npoBepok cobniogeHus npasun nNabopaTopHOW MPaKTUKM U MPaBOBbIX HOPM
MCMNOMb30BaHNS XMBOTHBLIX MPU MPOBEAEHUUN OOKMMHUYECKUX WUCCNEeaoBaHWA NeKapCTBEHHbIX CPeacTs
Ana  MeOUUMHCKOrO NPUMEHEHWs]  OCYLLECTBMSETCS  YMNOSHOMOYEHHbIM  (befepanbHbIM - OpraHom
UCNOMHUTENBHOW BRacTu.

6. PesynbTaTbl AOKNMHWMYECKOTO WCCNEOOBaHWUS NEKapCTBEHHOTO CpeacTBa AN MeaMUMHCKOro
npumMeHeHus MoryT OblTb NpeAcTaBrieHbl B YNOMHOMOYEHHbIN dhefepanbHbll OpraH MCMNOSHUTENbHON
BMacTu B yCTaHOBNEHHOM Nopsidke B LEensx rocyaapCTBEHHOW perncTpauny nekapcTBeHHOro npenaparTa.

Cratba 12. [OKNMHMYECKOE uWCCrefoBaHWE JIEKAPCTBEHHOrO CPEACTBa M KIIMHUYECKoe
nccrnefoBaHue nekapcTBEHHOro npenapaTa Ans BeTepUHapHOro NpUMeHeHNs

1. [JOKnMHU4Yeckoe uccrnefoBaHue nekapCTBEHHOrO CpeacTea S BETEPUHAPHOrO MPUMEHEHMS
NpoBOANUTCS NyTEM MNPUMEHEHUS1 Hay4YHbIX METOLOB OLIEHOK B Lensx MonyyYeHust [oKasaTenbCcTB
©es3onacHocTu, kavyectBa U 3(PPEKTUBHOCTU NEKApPCTBEHHONO CPeAcTBa, B TOM 4ucne onpefeneHus
CpoKka ero BbiBEOEHMs M3 OpraHuM3ma >XMBOTHOMO, B Lensx obecneyeHust 6e30macHOCTU MpPOAYyKUUK
YKMBOTHOrO MPOUNCXOXOEHMS MOCNE NPUMEHEHNSI COOTBETCTBYHLLLENO NIEKaPCTBEHHOIO Npenapara.

2. [oknuHmyeckoe wccrnefoBaHWe JEeKapCTBEHHOrO CPeacTBa M KMMHUYECKOE UccnedoBaHue
NeKkapCTBEHHOro npenaparta [AJfi9 BeTEepPUHAPHOro MPUMEHEHWs, UCcnefoBaHne OUO3KBUBANEHTHOCTU
YKa3aHHOro NIeKapCTBEHHOro npenaparta NpoBOAATCS B COOTBETCTBUM C MpaBuiiamu, YTBEPXKOEHHbLIMU
YNOMHOMOYEHHbIM deaeparnbHbIM OpraHOM UCMOSTHUTENBHON BNACTU.

3. [JoknuHunyeckoe unccnegoBaHWe NEKapCTBEHHOro CPeAcTBa M KIMHWYECKOe WccregoBaHune
nekapCTBEHHOro Mnpenapata Ans BeTepuMHapHOrO MPUMEHEHUS MNPOBOAATCS MO  YTBEPKAEHHOMY
pa3paboTynMKOM IeKapCTBEHHOrO cpeacTBa MnaHy C BeAEHMEM MPOTOKOMOB 3TUX WCCRegoBaHUi u
COCTaBMneHMEeM OTHETOB, B KOTOPbIX COAepXKaTcs pe3ynbTaThl 3TUX UCCNeL0BaHUNA.

4. [Insi opraHu3aumm 1 NpoBedeHns JOKIMMHUYECKOro UCCNefoBaHUsl NiekapCTBEHHOro cpeacTsa U
KNMHUYECKOTO  UCCNEAOBaHNs  JIEeKapCTBEHHOTO Mpenapata Anst  BETEPUHAPHOrO  NPUMEHEHUsI
pa3paboTynK feKkapCTBEHHONO CpeacTBa MOXET NPUBIEKaTb OpraHum3auun, UMemne HeobOXOoaMMyto
MaTepuanbHO-TEXHUYECKYID 0a3y 1 KBannuUMpOBaHHbIX CMeunanicToB B COOTBETCTBYHOLEN obnactu
nccrnegoBaHus.

5. KnuHuyeckne wnccnefoBaHWsi NEKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOIO MPUMEHEHNS
NpOBOASATCA B BETEpPMHApPHbIX OpraHu3auMsax M B OpraHusauusix, OCYLLECTBISAWMUX pa3BefeHue,
BblpalLMBaHNE N COAEPKaHNE XUBOTHbIX, B LIeNsX:

1) ycTaHOBNEHMS NepPeHOCMMOCTU NTEKAapPCTBEHHbBIX NPenapaToB 340POBbLIMU XUBOTHLIMU;

2) nopbopa oONTMManbHbIX [O3MPOBOK JIEKAapCTBEHHbIX MpenapaTtoB W Kypca IeyvyeHns Ha
KOHKPETHOW rpynmne }XMBOTHbLIX C ONpeaeneHHbIM 3aboneBaHvem;

3) ycrtaHoBneHusa  6e3onacHoCTM M 9PGEKTMBHOCTU  NEKApCTBEHHOro  npenapara,
NpegHa3Ha4YeHHOro s JleYeHus ornpegenieHHbIX 3aboneBaHui XMBOTHbIX, WM 3dEKTUBHOCTU
nekapCTBEHHOro npenapaTta Ans NpodunakTnki 3abonesBaHnin 300POBLIX XKUBOTHbIX;

4) n3y4yeHUss BO3MOXHOCTEN pacLIMpEeHUs MNOKa3aHWN K MNPUMEHEHUIO 3aperncTpupoBaHHOMO
nlekapCTBEHHOrO npenapaTta 1 BbISIBIIEHUS] paHee HEN3BECTHbIX MODOYHbIX ENCTBUA.

6. KnuHunuyeckoe wnccnenoBaHve fekapCTBEHHOrO MnpenapaTta Afs BETEPUHApHOro NpUMEHEHUsI
OCYLLECTBMSETCH 3a CHET cpeAcTB pa3paboTymka nekapCTBEHHOIO CPeacTBa.

7. OTyeTbl O pesynbTatax AOKIMHUYECKOTO WCCNeAOoBaHWUS FeKkapCTBEHHOro CpeacTtBa U
KNMMHMYECKOTO  MCCNedoBaHWs  NeKapCTBEHHOTO npenapata Ans  BETEPUHApHOro  NPUMEHEHUs
COCTaBNATCA pa3paboTyMKOM FEKapCTBEHHOro CpeacTtBa C YY4EeTOM  3akfioYeHWW opraHusauum,
NPYHUMaBLLUMX y4acTue B OpraHn3aumm u NnpoBeaeHnn 3TUX UCCreaoBaHuin.



8. KoHTporb 3a npoBegeHMEM [OOKIMHWYECKUX WCCIEedoBaHUiA JIeKapCTBEHHbIX CPEACTB U
KMUHWUYECKUX  WCCNEAOBaHWA  NEeKapCTBEHHbIX MpenapaToB AN BeTepuHapHOro  MpUMeHeHust
OCYLLECTBAETCH YNONTHOMOYEHHbIM heieparnbHbiM OpraHOM UCMONHUTENbHOW BACTU.

Mnasa 6. OCYLWECTBNEHWE TOCYOAPCTBEHHOW PETMCTPALIUK
NEKAPCTBEHHbIX NMPEMAPATOB

Cratbsa 13. [ocygapcTBeHHasn pernctpauns nekapcTBeHHbIX npenapaToB

1. JlekapcTBeHHblE NpenapaTtbl BBOAATCS B IpaXkgaHCKMA 06OpoT Ha Tepputopumn Poccuiickon
dPepepaumm, ecnu OHW 3aperMcTpMpoBaHbl COOTBETCTBYIOLLUM  YMNOMHOMOYEHHBIM  dhefeparnbHbIM
OpraHoM UCMOSMHWUTENBHOW BacTu.

2. ['ocyaapCTBEHHON perncrpaunm nognexar:

1) opurMHanbHbIe NEKAapPCTBEHHbIE NpenapaTbl;

2) BOCMNpOM3BEAEHHbIE NTEKApPCTBEHHbIE NMpenapaTbl;

3) HOBble KOMOMHaLMK 3apErMcTPUPOBAHHbBIX PpaHee NIEKapCTBEHHbIX NpenapaTos;

4) nekapcTBeHHble MpenapaTbl, 3aperucTpupoBaHHble paHee, HO MNpPOU3BEOEHHble B OPYrux
nekapcTBeHHbIX hopMax, B HOBOW JO3UPOBKE.

3. NocymapcTBeHHasi perMctpaums nekapcTBeHHbIX npenapaToB AN MegUUUHCKOro NpUMeEHeHUs!
OCYLLECTBNSETCA MO pe3ynbTaTamM 3KCMNepTU3bl JIEKAPCTBEHHLIX CPEACTB M 3TUYECKOM 3IKCMEepTU3bl
BO3MOXHOCTM NPOBeAEHMNS KINMHUYECKOro UCCneaoBaHus nekapcTBEHHOro npenapara ans MeauumMHCKoro
NnpMMeHeHns (ganee - 3Tudeckast 3KcnepTusa). [ocygapCTBeHHas perncrTpauus  NekapCTBEHHbIX
npenapatoB i1 BETEPUMHAPHOIO MNPUMEHEHWUs] OCYLLIECTBISETCS MO pesyfnbTataM 3JKCnepTusbl
neKkapCTBEHHbIX CPeACTB ANs BETEPMHAPHOIO NPUMEHEHMS.

4, locynapcTBeHHas pervcTpauusi nekapCTBEHHbIX npenapartos ocyulecTensieTcs
COOTBETCTBYIOLLUM YMOSTHOMOYEHHbIM dhefepanbHbiM OpPraHOM WCMOMHUTENBHOW BAAcTM B CPOK, He
npeBbIWAWNA OBYXCOT OecATM pabounx OHEeW CO OHS MPUHATUS 3asiBeHUMs O rocygapCTBEHHOMN
pervcTpauny nekapCTBEHHOro mpenapata. B ykasaHHbIi CpOK BkItoYaeTcd Bpems, Heobxogumoe anst
NMOBTOPHOIO MPOBEAEHMST 3KCMEPTU3bl NEKAapCTBEHHbIX CPeacTB M (MNM) STUYECKOW 3KCnepTusbl B
COOTBETCTBMM CO cTaTben 25 HacToswero ®egepanbHoro 3akoHa. Cpok rocyaapCTBEHHOW perncrpauum
NeKkapCTBEHHOro npenapata WUCYUCASIeTCS CO [OHSA MNPUHATUST COOTBETCTBYHOLUMM  YMOSTHOMOYEHHbIM
denepanbHbiM  OpraHoM  UCMOSNTHUTENbLHOW BracTu 3asBlieHWs O [OCyAapCTBEHHOW perucrpauum
NeKkapCTBEHHOro mnpenapata C MpPUIOXEHMEM HEOOXOAMMbIX [OKYMEHTOB MO [eHb Bblauu
PErMcTpaumMoHHOrO yOOCTOBEPEHUS JIEeKapCTBEHHOrO npenapata. Bpems npoBegeHust KNMHUYECKOTO
WCCNefoBaHNSA FNEeKapCTBEHHOIO nMpenapata He YYMTbIBA€TCA MPU  MCYUCIIEHWM CpOKa  ero
rocyfapCTBEHHON perucTpaumm.

5. [ocygapCTBEHHOW pernctTpaumm He nognexar:

1) nekapCTBeHHble npenapatbl, M3rOTOBMEHHbIE anTeYHbIMW OpraHM3auMsaMu, BeTepUHapHbIMU
anTeYHbIMU OpraHM3auusaMy, UHAMBUOYaNbHBIMU MPeanpUHUMATENSMUN, KOTOPbIE MMEHT MULEH3NI0 Ha
(hapMaLeBTUHECKYID AeATenbHOCTb, MO peuentaM Ha JeKapCTBEHHble npenapatbl U TpeboBaHUSAM
MeOULMHCKMX OpraHn3aLumii, BeTepMHapHbIX opraHn3aumin;

2) nekapCTBEHHOE pPacCTUTENBHOE ChIPbE;

3) nekapcTBeHHble npenapaTbl, MpUobpeTeHHble U3NYeckKMMM nMuaMuM 3a npeaenamm
TeppuTopun Poccuiickon Pepgepaunm n npegHasHadeHHbIe 4518 IMYHOMO MCNOSb30BaHWS;

4) nekapCTBEHHbIE MpenapaTbl, NpegHa3Ha4YeHHbIe NS 3KCMopPTa;

5) pagnodapmaleBTUYECKME NEKAPCTBEHHbIE MpenapaTbl, U3rOTOBMEHHbIE HEMOCPEACTBEHHO B
MEOVLMHCKUX OpraHM3auusx B MOPSAKe, YCTAHOBIIEHHOM YMOJSIHOMOYEHHbIM beaeparnbHbiM OpraHoM
WCNOSHWUTENBHOW BAcTu.

6. He ponyckaeTcsa rocygapCcTBeHHas perncrpauus:

1) pa3nuyHbIX NekapCTBEHHbIX NpenapaToB No4 OAMHaKOBbIM TOPrOBbIM HAUMEHOBAHMEM,;

2) OQHOrO neKapCTBEHHOrO npenapara, BbIMyCKAeMOro MnpoM3BOAMTENEM MO4 pPasfUYHbIMU
TOProBbIMW HaUMEHOBAHUSIMW W NPEACTABMEHHONO Ha rocy4apCTBEHHY0 perncrpauuio B BuAe ABYX U
Bornee nekapCcTBeHHbIX NpenapaTos.

Cratb4a 14. rlpI/IHLI,I/II'IbI OKCMNEePTU3bIl JNTEKAPCTBEHHbIX CPeacTB U 3TUYEeCKon QKCNEePTU3bI

1. OkcnepTusa NeKkapCcTBEHHbIX CPEACTB UM dTMYecKasl IKCrepTM3a OCHOBBLIBAKOTCS Ha MpUHUMNax
3aKOHHOCTM, cobnogeHuss npaB M cBoGOA 4enioBeka U rpaxgaHuHa, NpaB OPUAMYECKOro fuvua,
He3aBMCUMOCTM 3KcrepTa, 06 BbEKTUBHOCTU, BCECTOPOHHOCTU U MOSHOTbLI UCCIEAOBaHMWIA, NPOBOAMMBIX C
MCMOSIb30BAHMEM COBPEMEHHBIX [OOCTWKEHUA HAykM U TEXHWKW, OTBETCTBEHHOCTM dhedeparnibHOro
roCy4apCTBEHHOIO GHOMKETHOO YYPEXAEHUS MO MPOBEAEHMUI0 3KCMEePTU3bl NIEKAPCTBEHHbLIX CPEACTB U
3KCMepTOB 3a NPOBeAeHNe N Ka4eCTBO IKCMEPTU3bI.

2. DKcnepTu3a nekapcTBeHHbIX CPeacTs Ans MeauLMHCKOrO NpUMeHeHns NpoBOANUTCS NO3TanHo:



1) Ha nepBOM 3Tane - 3KCNepTMsa AOKYMEHTOB Afs MONyYeHWs paspelleHus Ha npoBeaeHve
KMMHWYECKOro UccneaoBaHns NekapCTBEHHOro npenapaTta, 3a UCKMYeHreMm:

a) neKkapCTBEHHbIX npenapaToB, KOTOpPble paspeLllueHbl Anf MEeAWMUMHCKOro MpUMEHEHUs Ha
Tepputopun Poccunckon ®epepaumn Gonee Asaguatv fneT U B OTHOLEHUWM KOTOPbIX HEBO3MOXHO
nposegeHne nccneosaHns BUO3KBNBANEHTHOCTY;

0) nekapcTBeHHbIX MpenapaToB AN MEOWMUWHCKOro MNPUMEHEHWsl, B OTHOLUEHUW KOTOPbIX
npoBedeHbl MeXOyHapOAHble MHOrOLEHTPOBbIE KMMHUYECKME WCCnefoBaHus, 4YacTb U3  KOTOPbIX
nposegeHa Ha TeppuTopun Poccuinckon egepaumm;

2) Ha BTOPOM aTarne - aKkcrnepTu3a NpPeanoxeHHbIX MeTOA0B KOHTPOMS KayecTBa feKkapCTBEHHOMO
cpefcTBa U KayecTBa MpeacTaBneHHbIX 06pa3LoB fekapCTBEHHONO CpeacTBa C UCMOMb30BaHNEM ITUX
MeTo[oB (Oanee - 9KcrepTu3a KavecTBa IEeKapCTBEHHOrNO CPeacTBa) W 9KCrMepTu3a OTHOLUEHUS
OXunaaemoun Nomnb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS NekapCTBEHHOro npenapaTa, OcyLlecTBrsemble
nocne NpoBeAeHNsi ero KMMHNYECKOro NccregoBaHuns.

3. Okcneptusa neKapCTBEHHbIX CPeACTB ANs  BETEPUHaPHOrO  MNPUMEHEHWs  MNpOBOAMTCA
OOHO3TaNHO W BKMOYaeT B CebA 3KCMepTM3y KayecTBa NEeKapCTBEHHOrO CPeAcTsBa WM 3KCnepTusy
OTHOLLIEHUS OXNAaeMoW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWNS NeKapCTBEHHOro npenapara.

Cratba 15. ®epgepanbHoe rocygapcTBeHHoOe OlomkeTHOe yypexgeHue Mo  MpoBeAeHUIo
9KCNepTn3bl NNEKAapPCTBEHHbIX CpencTs

3KC|'|epTM3a JNIEKapCTBEHHbIX CpeacTB NpoBOANTCA cbe,u,epaanblM rocygapCrtBeHHbIM OO MKETHBIM
yypexageHmemMm cooTBeTCTByHLero ynosiHOMO4YeHHOro cbep,epaanoro opraHa MCMONHUTENBLHOW BNacTu,
co3gaHHbIM Ansi obecnevyeHust UCMOSTHEHUS MOJSTHOMOYWUIA 3TOro cpe/:l,epaanoro OpraHa no Bblaa4ye
paspemeHMVl Ha npoBegeHne KIMMHNYECKUX nccregoBaHui JIEKapCTBEHHbIX MNpenapaTtoB “ (VIJ'IVI) no
rocyp,apCTBeHHon perncTtpaunmn nekapCrBeHHbIX npenapaTtoB (p,anee - 9KCNepTHOE yt-lpe>i<,u,eH|/|e).

Ctatba 16. OpraHusdauus npoBeOEHUs] SKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB B LENAX WX
rocyaapCTBEHHOW permcTpauum

1. OkcnepTu3a nekapCTBEHHbIX CpeAcTB NPOBOAUTCH KOMWUCCUEW SKCNEpPTOB 3KCMEePTHOro
yupexaeHus, HasHa4YeHHON ero pykoBoaUTENeM, Ha OCHOBAHWMM 3adaHus Ha npoBedeHue IKCnepTusbl
nekapcTBEHHOro cpeacTBa, BbIAAHHOTO YMNOMHOMOYEHHBLIM (hbefepanbHbIM OpraHoM MCMNONMHUTENBHON
BnacTtu. PykoBoautenb 3KCNepPTHOro yypexaeHns obecnevmBaeT Haanexallee NpoBefeHne IKCnepTusbl
neKapcTBEHHbIX CPEACTB B COOTBETCTBUM C 3aJaHMEM, BblAaHHbIM YNOMHOMOYEHHbIM deaeparnbHbIM
OpraHoM MCMOMTHUTENbHOW BNAacTu, Y OpraHn3yeT MOArOTOBKY CBOOHOIO 3akruveHus 3Tow komuccuun. B
COCTaB 3TOM KOMUCCUM NO PELUEHNI0 PYKOBOAMTENS 9KCMEPTHOro yupexaeHns MoryT OblTb BKIOYEHbI B
KayecTBe 3KCnepToB nuua, He paboTaroLye B AaHHOM SKCNEPTHOM YUYPEXOEHUN, eCrnn NX cneunanbHble
3HaHNs HeobxoauMbl AnS MNPOBEOEHUS 3KCNepTU3bl W Takne SKCnepTbl OTCYTCTBYOT B AAHHOM
3KCNEPTHOM YYpexaeHuw.

2. 3KcnepToM Mo MPOBEAEHUI0 3KCMEepTU3bl NEeKapCTBEHHbIX CPeACTB SABMSETCH aTTeCTOBaHHLIN
paboTHUK SKCMEPTHOro y4ypexxaeHus, KOTOpbIi UMeeT BbiCliee MeauuMHCKoe, (hapmaueBTudeckoe,
Buonornyeckoe, BeTepMHaApHOE UM XMMUYECKoe 0bBpasoBaHWe 1 NPOBOOUT SKCNEPTU3Y NeKapCTBEHHbIX
CpeacTB B NOPSAKe UCTMOMHEHNSA CBOMX AOMKHOCTHbIX 06S3aHHOCTeN (ganee - akcnepT).

3. MNpu npoBeaeHNM 3KCNEPTU3bI FIEKaPCTBEHHbIX CPEACTB IKCMEPT HE MOXET HAaXOAMTLCS B KaKOW-
nMbo 3aBMCMMOCTM OT NnLA, Ha3HAUYMBLLEro 3Ty dKCnepTusy, pa3paboTymka fekapcTBEHHOro cpeacTea
UNu ApYyrux 3avHTepecoBaHHbIX B pe3ynbTaTax SKCrnepTu3bl N,

4. Tpy nNpoBegeHUM IKCMepTU3bl JleKapCTBEHHbIX CpPeAcTB He [onyckaetcsa uctpeboBatb Y
3asBuTens nmMbo WHbIX NWL MaTepuanbl, Heobxoaumble ANS NpoBedeHus akcneptusbl. B cnydvae
He[OCTaTOYHOCTM MPEeACTaBMEeHHbIX 3KCMepTy MaTepuanoB AN OaynM 3aknioveHUs 3KCnepT Brpase
nocTaBuUTb BOMPOC O MPefocTaBNeHun emMy HeobxoAuMbIX MaTepuanoB nepen pykoBoauTenem
3KCMEPTHOIO  ydpeXxaeHusi, KOTopbin obpawaeTca ¢ npocbbon 06 3TOM B YNOSHOMOYEHHbIN
dedepanbHbIi OpraH WUCMNOMHUTENBHOW BNacTW, BblOABWUWA 3adaHWe Ha MpoBeAeHUe 3SKCnepTu3bl
nekapCcTBEHHOro cpeacTaa.

5. OkcnepT npu NpoBEAEHUN MOPYYEHHOW eMy pPyKOBOAUTENEM SKCMEPTHOro ydpexaeHus
9KCMNepTU3bl SIEKAPCTBEHHOIO cpeacTBa 00sa3aH:

1) npoBecTM nonHoe wccnefoBaHWe MpeacTaBfeHHbIX eMy OObeKToB, marepuanos, AaTb
obocHOBaHHOE UK OOBLEKTMBHOE 3aKMioyeHWe Mo MNOCTaBfeHHbIM nepes HUMM  BOMpocaMm  Mnu
MOTMBMPOBAHHOE 3aKMlOYeHWe O HEBO3MOXHOCTW MpOBEAEHUss WM 3KCNepTusbl JIeKapCTBEHHOro
cpefcTBa, ecnv MocCTaBMeHHble BOMPOCHI BbIXOAAT 3a Npedenbl CneumanbHbIX 3HaHWWA 3KcnepTa,
06beKTbl UCCNeaoBaHUn U MaTepuansl HEeNPUroAHb! N HEAOCTaTOYHbI ANA NPOBEAEHNS uccrneoBaHUn
W [avn 3aKmioyveHus nMbo COBPEMEHHBbIN YpPOBEHb PasBUTUSA HAykM He MO3BONSET OTBETUTb Ha
NocTaBreHHbIe BOMPOCHI;



2) He pa3rnaiwaTtb CBEAEHUS, KOTOpbIe CTanu emy U3BECTHbl B CBSA3M C MPOBEAEHUEM IKCMEPTU3bI
NeKapCTBEHHOIO CpeacTBa, a Takke CBEAEHMWs, COCTaBMSOWME FOCYAAPCTBEHHYO, KOMMEPYECKYHO MM
WHYIO OXpaHAEMYto 3aKOHOM TariHy;

3) obecneunTb COXpPaHHOCTb NPeacTaBEHHbIX 0OBbEKTOB UCCNeaOBaHWIA U MaTepuarnos.

6. OkcnepT He BrpaB.e:

1) npoBOANTL 3KCMepTU3y nekapCTBEHHOro cpefcTBa no obpalleHuo HeNocpeacTBEHHO K HeMy
opraHusaumn nnm mandecKknx nuu;

2) camocToATenbHO cobupate MaTepuanbl AN NPOBEAEHUSI 3KCNEepTU3bl fEKAapCTBEHHOroO
cpeacTBa;

3) NpoBOAUTL 3KCMEPTU3Y NeKapCTBEHHOIO CPeACTBa B KaYeCTBe HErocyJapCTBEHHOro aKcnepTa.

7. B cnyyae HeoGXOQMMOCTM 3KCMEPT BMNpaBe XOAaTawWCTBOBaTb NeEpen PyKoOBOOUTENEM
9KCMEPTHOTO YYpPEXOEHNsi O MPUBMEYEHUN K MPOBEAEHUIO IKCNEPTU3bl NIeKapCTBEHHOIO CpeacTBa Apyrmx
3KCNepToB.

8. Kaxgbln akcnepT, BXOASLWMN B COCTaB KOMMCCUWM 3KCMEPTOB, KOTOPOW MOPYYEHO MpoBeneHue
9KCMEepTU3bl NIEKAapCTBEHHOrO CpeacTBa, HE3aBUCMMO W CaMOCTOSITENbHO MNPOBOAWUT MCCNEeAOBaHus,
OUEeHMBaeT pe3ynbTaTbl, MOMYYEHHbIE UM JIMYHO W APYrMMK 3Kcneptamu, U OpMynupyeT BbIBOAbI
OTHOCMUTESNbHO MOCTaBIIEHHbIX BONPOCOB B Npefernax CBOMX cneumanbHbIX 3HaHWUN.

9. PesynbTatbl 3KCNepTU3bl NEKAPCTBEHHOIO cCpeacTBa OGOPMISITCA 3aKMYEHNEM KOMUCCUU
aKcnepTtoB. B 3akntovyeHUMMm KOMUCCUM IKCMEPTOB YKa3blBAlOTCS MepeyeHb WccrneaoBaHun, obbem
NPOBeAEHHbIX KaXAblM 3KCNEPTOM UCCNeaoBaHUN, YCTAHOBIEHHbIE KaXabIM U3 HUX ¢bakTbl U cAenaHHble
B pe3ynbTate UCCrneaoBaHUin BbIBOAbI. QKCMEPT, MHEHME KOTOPOro HE COBMafaeT C peLleHneM KOMUCCcUum
3KCNepToB, BMNpaBe BbIpas3MTb CBOE MHEHME B MNUCbMEHHOW opme, kOTopoe npuobliaeTca K
3aKIMOYEHMIO KOMUCCUMW SKCNEPTOB.

10. OkcnepTbl, BXoAslWMe B COCTaB KoMuccuw, npegynpexgarTcd o6 OTBETCTBEHHOCTU B
COOTBETCTBMM C 3akoHogaTenbCcTBOM Poccunckon ®epepauum 3a gady 3akmioyeHus, COAepKallero
HeobOoCHOBaHHbIEe Unn anbCPULMPOBAHHbBIE BbIBOAbI, O YEM OHUW AT NOAMMUCKY.

11. OnpegenexHve ypoBHSA NpodecCMoHanbHOM NOArOTOBKN 3KCMEPTOB M aTTecTauusa ux Ha npaso
NpoBedeHNs 3KCNepTM3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBASIOTCA 3KCNEepPTHO-KBaNM@UKaLNOHHBbIMU
KOMUCCUSIMU B NMOpsiaKe, YCTAHOBIIEHHOM COOTBETCTBYHOLLUM YNOSTHOMOYEHHBIM dheepanbHbiM OpraHoM
WCMOSNTHUTENBHOW BNacTu. YpoBeHb NPOdeCCMOHaNbHOM NOArOTOBKN 3KCMEPTOB NOAMNEXMUT NEPECcMOTpy
yKa3aHHbIMU KOMUCCUAMM HE pexe YeM OAMH pas3 B NATb feT.

12. MNpaBuna nposefeHUs 3KCNepTU3bl NEeKapCTBEHHbLIX CPEACTB U (bopMa 3aKkroyYeHUss KoMUccum
3KCMepTOB  YCTaHaBMMBAKOTCA  COOTBETCTBYHOLIUM  YMOMHOMOYEHHbIM  doefeparnbHbiM — OpraHoMm
WCMNOSHWUTENBHOW BAcTu.

Cratbs 17. QTu4eckas akcrnepTusa

KoHcynbTaHTlnoC: npyumeyaHue.

Mpukasom PocsgpaBHagsopa ot 17.08.2007 N 2314-IMp/07 yteepxaeHo NonoxeHne o KomuteTe
no aTuke npu ®egepanbHon cnyxbe no Hag3opy B cdhepe 34paBoOOXPAHEHNS U COLMANBHOMO pasBUTUS.

1. OTuyeckas akcnepTU3a nNPOBOAUTCA B LeNsSX BblAayuM 3akMioyYeHus o0  3Tudeckon
00OCHOBAHHOCTN BO3MOXHOCTM MPOBEAEHUS KITMHUYECKOrO UCCNeaoBaHus NeKapCTBEHHOro npenapara
ONd  MeOMUUHCKOrO MNPUMEHEHUST COBETOM MO 3TWKE, CO3[4aHHbIM B MOpsSAKe, YCTAHOBIIEHHOM
YNONTHOMOYEHHbIM dheeparibHbIM OPraHOM MCMOSNTHUTENBHON BNACTU.

2. JkcnepTamm coBeTa MO 3TUKe MOryT OblTb nNpeacTtaBUTENN MEAUUMHCKMX, HayYHbIX
opraHusaumn, obpasoBaTeribHbIX YYpEeXOEeHUN BbICLUEr0 NpodeccMoHanbHOro obpasoBaHus, a Takke
npeacraBuTeny OOLIECTBEHHbIX OpraHM3auun, pPenurMo3HbiX OpraHusaumm u CcpeacTtB  MaccoBOW
UHopmaumn. [laHHble 3KCnepThbl He AOMKHbI HAXOAUTLCHA B KAKON-NMMBO 3aBMCMMOCTU OT pa3paboTynkos
neKapCTBEHHbIX NpenapaToB 1 APYrMX NuL, 3aMHTEPECOBaHHbIX B pe3ynbTaTtax 3TUYECKON 3KCNepTU3bI.

3. Onnarta Tpyga 3KCNepTOB COBETa MO 3TUKE OCYLLECTBMSETCA B COOTBETCTBMM C [OrOBOPOM,
3aKNIOYEHHbIM MeXAy YMONMHOMOYEHHbIM defeparnbHbiM OpraHOM WCMOMHUTENbHOW BiacTu, KOTOPbIM
C030aH COBET MO 3TUKE, N SKCNEPTOM COBETA MO 3TUKE.

4. DOKcnepTbl coBeTa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccunckon degepaumn.

5. CocTaB coBeTa Mo 3TuKe, NONoXeHne ob 3TOM CoBeTe, MOPSOOK ero AedATeNlbHOCTU, TpeboBaHMs
K KBanudukaummn n onbiTy paboTbl MO SKCNEPTHOW OLLEHKE Hay4HbIX, MEAMNLIMHCKUX U STUHECKUX acrneKToB
KITMHUYECKUX  MCCNeaoBaHWA  NEKApCTBEHHLIX MNpenapatoB AN MEOULUHCKOrO  NMPUMEHEHUs,
npeabsiBNsieMble K 3KCNepTaM coBeTa MO 3TUKe, MOPSAOK OpraHMsaumMmM U NpOBEAEHMSI 3TUYECKOM
3KCNepTM3bl, OpMa 3aKMOYEeHNsa CoBeTa MO 3TUKE YCTaHABMMBAKOTCS YNOMHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOMHUTENbHOW BRacTu. Yucno npeacTaBuTenen MEAUUMHCKAX OpraHmsauuMi He MOoXeT
NpeBbILWAaTb NOMOBMHY OT OBLLEro Yncna 3KCNepToB COBETA NO ITUKE.




6. WMHdopmMauusa o coctaBe coBeTa MO 3TMKe, NaHax ero paboTbl M Tekyllen AeATenbHOCTU
pasMellaeTcss Ha oduuManbHOM CanTe YNOMHOMOYEHHOro dedepanbHOro opraHa WCMONTHUTENbHON
Bfactu B cetn "VIHTepHeT" B yCTAHOBMEHHOM UM NOpSAaKe.

Cratbs 18. Nogaya n paccMoTpeHve 3asiBMEHWIA O FOCyAapCTBEHHON perncTpaumm nekapcTBEHHbIX
npenapaToB U NpeAcTaBneHne HeobXo0AUMbIX OKYMEHTOB

1. Anga rocyaapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapaTa pa3paboTymk NeKapCTBEHHOrO
npenaparta unu ynonHOMOYeHHOE UM ApYyroe opuavyeckoe nuuo (ganee - 3asBUTENb) NpeacTaBnseT B
COOTBETCTBYIOLLNIA YNONTHOMOYEHHBIN (befiepanbHbIi OpraH UCMNONTHUTENBHOW BNACTW, OCYLLIECTBSIOLLNIA
rocyapCTBEHHYIO perucTpauuio NekapCTBEHHbIX MpenapaTtoB, 3asBfeHMe O rocydapCTBEHHOW
perMcTpaumy InekapCTBEHHOrO npenapaTta, a Takke B MOpsSAaKe, YCTAaHOBIEHHOM COOTBETCTBYHOLLMM
YNOMTHOMOYEHHbIM dbefepanbHblM OpraHOM WCMOMHUTENBbHOW BRacTu, HeobXoAMMble LOKYMEHTbI, U3
KOTOpbIX  (POPMUPYETCA  perucTpauMoHHOEe [OCbe Ha JleKapCTBEHHbIM npenapaTt (ganee -
perncTpaumoHHoe JoChke).

2. B 3asBneHun o rocyaapCTBEHHOW perncTpaLmmn nNekapcTBEHHOro npenapara ykasbiBatoTCs:

1) HaumeHoBaHVMe W agpec 3asBuUTens W (UnNu) NPou3BOAUTENS NEKapCTBEHHOro npenaparta u
agpec MecTa OCyLLeCTBNeHUs NPON3BOACTBa NleKapCTBEHHOrO npenapara;

2) HaMMeHOBaHWE fEeKapCTBEHHOro npenapata (MexayHapogHOe HenaTeHTOBaHHOEe UM
XUMUYECKOE U TOProBoe HaUuMEeHOBaHUS);

3) nepeyeHb BeLLECTB, BXOASLUX B COCTaB fiekapCTBEHHOro npenapara, ¢ ykasaHueM Konuyectsa
KaXgoro u3 Hux;

4) nekapcTBeHHas ¢opma, [03MpoBKa, cnocobbl BBEAEHVUS U MPUMEHEHWsi, CPOK FOAHOCTU
rflekapCTBEHHOrO npenapara;

5) onncaHne cdapmakonornyeckmx n papmakogMHaMNYeCcKUX UM MMMyHOBMONOrMYEeCKnX CBONCTB
rnekapCTBEHHOro npenapara;

6) 3asiBNeHHasd NpoM3BOAMTENEM NEKapCTBEHHOrO mnpenaparta npedenbHas OTMyCkHas LeHa Ha
rNekapCTBEHHbI MpenapaT, BKIIOYEHHbI B MEePeYeHb >KU3HEHHO HEOOXOOUMBIX W  BadKHEWLINX
nekapCcTBEHHbIX MpenapaToB, B Criy4ae ero rocygapCcTBEHHOW pernctpauuu;

7) oTcyTcTBUME HEOBXOAMMOCTM MpPOBEOEHUSA KIMUMHUYECKOro UCCneaoBaHus, uccnegoBaHus
O1O3KBMBANEHTHOCTM NEKAPCTBEHHOIO MpenapaTta, pas3pelleHHoro Ans MeguuUHCKOro NpUMEeHeHnsa Ha
Tepputopun Poccunckon depepaumn Gonee aBapuaTtv neT, C yKasaHWEM HOPMATUBHbBIX MPaBOBbIX
aKToB, NoATBEPXAAtoLLMX AAaHHBIA CPOK NPUMEHEHNSI.

3. PeructpaunoHHoe gocbe hopMmmnpyeTcs U3 cnegytowmx JOKYMEHTOB:

1) MpoekTbl MakeTOB MEPBMYHOM YMNAKOBKM W BTOPUMYHOM (NOTPEOUTENbCKOM)  YMakoBKW
rnlekapCTBEHHOro npenapara;

2) OOKYMEHT, NepeBefeHHbIN Ha PYCCKUIM A3bIK, NOATBEPXKAAOLWNA COOTBETCTBME NPOM3BOAMNTENS
perMcTpupyemoro nekapcTBEHHOro npenapata TpeboBaHMAM MpaBuil OpraHM3auum npov3BOACTBa U
KOHTPOMS KayecTBa JIEKApCTBEHHbIX CPEACTB, BblAaHHbIA  KOMMETEHTHbIM  OpraHoM  CTpaHbl
NPoOn3BOAMTENS PErNCTPUPYEMOrO FNEKAapCTBEHHOrO npenapata W 3aBepPeHHbId B YCTAHOBMEHHOM
nopsiake;

3) NpOeKT HOpMaTMBHOW [OKYMEHTALMW MMM HOPMATMBHOIO [AOKYMEHTa Ha JeKapCTBEHHbIN
npenapart nubo ykasaHue COOTBETCTBYHLLEN hapMaKkonenHom ctaTbu;

4) cxema TEXHOMOMMYeCcKoro rnpouecca NPOM3BOACTBA fIEKapCTBEHHOMO NpenapaTa, ee onMcaHue u
(Mnun) cxema TEXHOMOrMYECKOro npoLecca Npon3BoACcTBa hapmaLeBTUYeckon cybcTaHUmMm, ee onncaHue;

5) AOKyMEHT, nepeBeeHHbIV HA PYCCKUN 53blK, MOATBEPKAAILLMI COOTBETCTBME MPOU3BOAUTENS
hapmaLieBTMHECKON CyOCTaHUMM TpeboBaHMAM MpaBwuil  OpraHvM3auuy MNPOM3BOACTBA W KOHTPONS
KayecTBa J1EKAPCTBEHHbIX CPEeACTB, BbIOAHHbLIA KOMMETEHTHbIM OpraHoM CTpaHbl MPOU3BOAUTENS
dapmMaLeBTUYECKON CybCTaHLMN, 3aBEPEHHLIN B YCTAHOBIIEHHOM MOPSAKE N CoAepKaLLmi:

a) HaMMeHoBaHWe papmaueBTU4eCckon cybCcTaHUuuM (MexayHapogHOe HenaTeHTOBaHHOE WK
XMUMWNYECKOE U TOProBOE HaMMEHOBaHWNS);

6) HaumeHoBaHWe 1 agpec npoussoauTens apmaueBTUYeCcKOn cybcTaHumu;

B) CPOK rogHOCTU (hapmaLieBTMYECKOM CybBcTaHuuu;

6) JOKYMEHT, cogepXalui CBeAeHUs O nokasaTensix kadecTBa hapMaueBTUYECKON CybGcTaHLmK,
ncnonb3yemMon npu Npou3BOACTBE NeKapCTBEHHbIX NpenapaTos;

7) HOpMaTMBHast AOKYMEHTaLMSA UM HOPMaTUBHbLIV JOKYMEHT Ha hbapMaLeBTUYECKYIO CyOCTaHLMIO
nnbo ykaszaHue COOTBETCTBYOLLEN (hapMaKONenHON CTaTby;

8) wHdopmaumsi o6 yCcnoBUSX XpaHEHWs, NEepeBO3KU [lIeKapCTBEHHOro npenapata W uHasi
MHdopMauus;

9) otyeT O pesynbTatax [AOKIMHUYECKOTO MWCCNeAoBaHWUS FeKapCTBEHHOTO cpeacTsa  Ans
MEOULMHCKOTO MPUMEHEHUS, COAepXallMhi onucaHue, pesynbTaTbl W CTaTUCTUYECKUA aHanvs
pe3ynbTaToB AAaHHOIO AOKIMHUYECKOrO NCCNneaoBaHuns;



10) oTyeT O pesynbTaTax [OOKIMHUYECKOrO WCCMEeAOBaHMSA JIEeKapCTBEHHOrO CpeacTBa M
KNMMHWUYECKOTO MCCNEAOBaHMSA NNEKAPCTBEHHOrO Npenapara An1a BETEPUHAPHOIO NPUMEHEHNS;

11) nNpPoOeKkT npoToKONMa KIAMHMYECKOrO WCCNEeAOBaHUSA JIeKapCTBEHHOro npenapaTta Ans
MEOULMHCKOIO NPUMEHEHUS;

12) 6poLutopa uccnegoBarens;

13) MHPOPMALMOHHBLIV NMUCTOK NaUMEHTa;

14) nHdhopmauusa o BbiNfaTax U KOMMNeHcaumax naumeHTam (34opoBbiM 40OpoBoONbLAM, BOMbHBIM)
(ganee - nauueHTbl), NPUBNEYEHHbIM K MPOBEOEHUIO KITMHUYECKMX WCCREAOBaHUN NeKapCTBEHHOro
npenapata Ans MeAWLMHCKOrO MPUMEHEHMUs, WCCNeaoBaHWiA  OMO3KBMBANEHTHOCTM U (MUNn)
TepaneBTUYECKOWN IKBUBANEHTHOCTY;

15) oTyeT o0 pesynbTaTax MeXAyHapoOHbIX MHOIMOLEHTPOBLIX KAMHUYECKUX UCCnefoBaHui
rNekapCTBEHHOro npenapata AN MeOWMUMHCKOrO MPUMEHEHUs, YacTb W3 KOTOpbIX NpoBedeHa Ha
Tepputopun Poccuiickon ®epepaunu;

16) NPOEKT MHCTPYKUMM MO MPUMEHEHUIO JIEKAPCTBEHHOrO MpenapaTa, cogepXXalliumi crneayroLimne
cBedeHus:

a) HauMmeHOBaHME [eKapCTBEHHOro cpeactBa (MexgyHapogHOe HenmaTeHTOBaHHOEe  unwu
XUMUYECKOE U TOProBOE HAaUMEHOBaHMS);

0) nekapcTBeHHass opma C YyKasaHMeM HauUMEHOBAHWA W KOMWYECTBEHHOIO COAepXaHus
(akTMBHOCTN) hapmaueBTUYECKNX CYOCTaHLMA 1 BCMOMOraTeNbHbIX BELLECTB;

B) chapmakoTepaneBTMYecKas rpynna nekapCTBeHHOro npenapara;

r) NokasaHus ans NPUMeEHEHUs;

) NpoTUBONOKa3aHus Ans NPUMEHEHNS;

€) PeXum JO3NpoBaHus, cnocob BBeOeHWs, Npu HEOOXOAMMOCTM BPEMSI NMpUeMa feKapCTBEHHOTO
npenaparta, NPoSOIKUTENBHOCTb flieYeHmns (B TOM Yncne y AeTeln 40 M Nocne O4HOro roga);

) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHWM;

3) CUMNTOMbI NEPEAO3MPOBKM, MEPLI MO OKA3aHUI0 MOMOLLW NPY NEPeao3nPOBKE;

N) ykasaHue, npu HeobXxoaMmocTn, OCOBEHHOCTElN [OEeNCTBUS NEeKapCTBEHHOro npenapaTta npu
nepBOM MpuUeme Unm nNpu ero OTMEHe;

K) onucaHuwe, npu HeobxooumocTu, OencTBui Bpada (denbaliepa), crneuuanucta B obnactu
BeTepMHapuu, nauveHTa, BrnagenbLa >XMBOTHOrO Mpu NPorycke npuvemMa OO4HOM WM HECKOMbKUX 03
nekapCcTBEHHOro npenapara;

1) BO3MOXHble NOOOYHbIE AENCTBUSI NPY NPUMEHEHNM NEKAPCTBEHHONO Npenapara;

M) B3aUMOZENCTBUE C OPYIMMU NEKAPCTBEHHLIMU Npenapatamu u (Mnu) NULEBbIMU NPOSYKTaMMu,
KopMamu;

H) yKasaHWe BO3MOXHOCTM W OCODEHHOCTEN MELMUUHCKOrO MNPUMEHEHUS] JIEKAPCTBEHHOIrO
npenapata OepeMEeHHbIMU XEHLUMHAMW, >XEHLLMHaMW B Nepuop FPyaHOro BCKapMivBaHWS, LETbMM,
B3POCHbIMU, UMEILLNMN XPOHUYECKNe 3abonesaHuns;

0) cBeeHMs1 O BO3MOXHOM BIUSIHUW NIEKapCTBEHHOIO npenapaTa Ans MeauUMHCKOro npumMeHeHus
Ha CMOCOBHOCTb YNPaBnATb TPAHCNOPTHBIMM CPeacTBaMu, MEXaHU3MaMu;

n) CPOK rOAHOCTM M yKasaHue Ha 3anpeT NpUMEHEHUs NeKapCTBEHHOro npenapaTa no nctevyeHun
CpoOKa rogHocCTy;

p) YCrOBUS XpaHeHUS;

C) yKasaHue Ha HeobXxoOMMOCTb XpaHEHWs! NIEKapCTBEHHOrO npenaparta B MecTax, HedOCTYMHbIX
onsa netenm;

T) ykasaHue, npuv HeoOXOAMMOCTM, crneumanbHbiX Mep NpPeJoCTOPOXHOCTU MPU  YHUYTOXEHUN
HENCMNONb30BaHHbIX IEKAPCTBEHHbIX NPenapaTos.;

y) CPOKM BO3MOXHOIO MCMOMb30BaHUSA MPOOYKUMW XMBOTHOTO MPOWCXOXAEHUS MOCME BBEAEHUSA
XMBOTHOMY FleKapCTBEHHOTO Npenapara A1 BETEPMHAPHOIO NMPUMEHEHUS;

&) HaumeHoBaHMe, agpec npou3BoAUTENs MeKapCTBEHHOrO0 mnpenapata W agpec MecTa
NpOM3BOACTBA flekapCTBEHHOMO Npenapara;

17) nepeBegeHHas Ha PYCCKMIN A3bIK 1 3aBEPEHHas B yCTAHOBINEHHOM MOPSAAKe KOMWsS OOKYMEHTa,
noaTBEpPXAaloLLEero permcTpauuio NekapcTBEHHOro nNpenapara B Criyyae ero permctpauumn BHe npegenos
Poccuiickon ®epepauuu;

18) [OOKyMeHTbl, npeacTaBnsemble B COOTBETCTBMM cO cTatbamun 19 - 23 HacTosiwero
denepanbHOro 3akoHa.

4. Tlo xenaHuio 3asaBUTENst MOryT ObITb NpeacTaBrieHbl OTYETbI O MPOBEAEHHBIX B CTpaHe
3agBuTENss WM OpyrMx CTpaHax pesynbTaTax  KIMHWYECKMX  WCCRegoBaHWW,  UCCregoBaHwum
OMO3KBMBANEHTHOCTM U (MNK) TEPaANEBTUYECKON SKBMBANIEHTHOCTM NIEKAPCTBEHHOrO npenapara (Bknoyas
3MNMAeMUoNorMyeckme Unn 3nn3ooToNorMYeckne UCCcneaoBaHMss UMMYHOBMONOrMYECKNX NIEKapCTBEHHbIX
npenapaTtoB, NpefHas3Ha4YeHHbIX OS19 UMMYHOJIOTUYECKOM MPOMUMIaKTUKM U NedYeHUs WHMEKUMOHHbIX
3aboneBaHnn, B TOM uucne Yy [AeTen), COoAepxaljue OonucaHms MpOBEAEHHbIX WCCNeaoBaHUN
rnekapCTBEHHOro npenapaTta, Ux pesynbTaTbl U CTAaTUCTUHECKUIA aHanNn3 nosy4YeHHbIX pe3ynbTaToB.

5. K 3asBneHu1o 0 rocyaapCTBEHHON perncTpaumm nekapCTBEHHOro npenapara npunaratoTcs:



1) OOKYMEHT, MOATBEMKAAIOLMI yNnaTy rocygapCTBEHHON MOLWUUHBI 3a MPOBEAEHNE 3KCMEPTU3bI
OOKYMEHTOB AN NOMyYeHNsi pa3peLleHnii Ha NPOBEAEHNE KIMHUYECKUX UCCNEAOBaHNA NIEKAPCTBEHHOIO
npenapata Qgns MeauUMHCKOTO MPUMEHEHUS U 3TMYECKOW 3KcnepTusbl npu  obpalleHun 3a
rocygapCcTBEHHOM perncrpaunent nekapCTBEHHOMO npenapara;

2) [OKYMEHT, MOATBEPKAAIWMN ynnaTy rocygapCTBEHHON MOLWWMHBI 3a MPOBEAEHNE 3KCMEepPTU3bI
KayecTBa I€KapCTBEHHOrO CpPeAcTBa U 3KCMEPTU3bl OTHOLUEHUS OXWOAEMOW MONb3bl K BO3MOXHOMY
PUCKY NPUMEHEHWUS NEKApPCTBEHHOro npenapara, paspeLUueHHOro Ans MeauLMHCKOro MPUMEHEHMS Ha
Tepputopun Poccuiickon Pepepauun Bonee gpaguatv neT, Npu rocygapCTBEHHOW peructpaumu
nekapcTBEHHOro rnpenapara;

3) AOKYMEHT, noaTBepXaatLWwun ynnaTy rocygapCTBEHHON MOLWIMWHLI 32 NPoBeAeHUe SKCNepTu3bl
KayecTBa IeKapCTBEHHOrO CpPEACTBa U 3KCMEePTU3bl OTHOLLUEHUS OXWOAEMOW MONb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUSA NEKapCTBEHHOMO NpenapaTta Anst MeOULMHCKOrO MPUMEHEHUS, B OTHOLLEHUM KOTOPOTO
npoBefdeHbl MeXOyHapOAHble MHOIOLEHTPOBbLIE KIMMHUYECKME WCCNEeOOoBaHWsl, 4acTb W3 KOTOPbIX
npoBegeHa Ha TeppuTtopum  Poccunckon  depgepaumu, nNpuv rOCygapCTBEHHOW  perncrpauum
rnekapCTBEHHOro npenapara;

4) [OKYMEHT, NOATBEPXAAWNIA yrnaTy rocygapCTBEHHOW MOLUMWHbBI 38 NPOBEeAEeHne 3KCNepTusbl
KayecTBa IeKapCTBEHHOrO CpPeAcTBa U 3KCMEPTU3bl OTHOLLUEHWS OXWOAEMOW MONb3bl K BO3MOXHOMY
PUCKY NPUMEHEHWsT FEeKapCTBEHHOro npenapata [Ans BETEPUMHAPHOrO MPUMEHEHUA Mpu  ero
rocygapCcTBEHHOMN perucTpaumm.

Cratba 19. anHﬂTMe peweHna o Bblaa4vye 3KCNepTHOMY y4dpexaeHn U CoBeTYy Mo 3TUKEe 3aaHuA
Ha npoBeaeHne 3KCnepTmn3bl NeKapCTBEHHbLIX CpeaCcTB

1. B TeueHne natn pabounx OHEN CO OHA NPUHATUS 3asiBNEHWS O rOCYAapCTBEHHOW perncrpaumm
rfiekapCTBEHHOro npenapara yrnoJIHOMOYEHHbIV hefeparnbHbIi OpPraH UCMOMNHUTENBHOW BNAcTU NPOBOAUT
NpOBEPKY MOSIHOTbI M [OCTOBEPHOCTU CBEOEHWW, COAEepXallMXCA B NPEACTaBMEHHbIX 3asBUTENeEM
MaTepuvarnax, U MPUHMMAaET peLLeHre O Bbigaye 3afaHns Ha NpoBeAeHNeE:

1) aKkCnepTM3bl NEeKapCTBEHHbIX CPEACTB B 4acTW 3KCMEPTU3bl AOKYMEHTOB AN MONny4YeHus
paspelleHnss Ha nNpoBeAeHMEe KIMHUYECKOrO UCCrefoBaHWs NeKapCTBEHHOro mnpenapaTta  Aangd
MEAVLMHCKOrO MPUMEHEHUA B COOTBETCTBMM C LUENsMW, YyKasaHHbiIMM B cTatbe 38 HacToswero
denepanbHOrO 3akoHa, U 3TUYECKOW SKCNepTU3bl B OTHOLLUEHUW NEeKapCTBEHHbIX NpenapaTtos, ANis
KOTOpbIX HEe MPOBOAUNMUCH KNWHWYECKUe uccrnenoBaHua Ha Tepputopum Poccuiickon depepaumum, Ha
OCHOBaHUWN JOKYMEHTOB, yKa3aHHbIX B nyHkTax 1 - 9, 11 - 14, 17 yactn 3 n nyHkte 1 yactn 5 ctatbn 18
HacToswwero ®enepanbHOro 3akoHa;

2) aKcnepTM3bl JIEKAPCTBEHHbBIX CPEACTB B 4YacTU 3KCMEPTM3bl KAYeCcTBa NEKapCTBEHHOIO CpeacTBa
N 9KCNEepTU3bl OTHOLUEHWS OXWOAEMOW MONb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMWS JEKapCTBEHHOMO
npenaparta Ans MeOUUUHCKOrO NMPMMEHEHWS B OTHOLLUEHUWM NEKapCTBEHHbIX MpenapaToB, paspeLUueHHbIX
ONd MeOVLMHCKOro mpumeHeHus Ha Tepputopumn Poccuiickon ®epepaumm Gonee asaguatv neT, Ha
OCHOBaHUM [OKYMEHTOB, yKa3aHHbIX B MyHKkTax 1 - 9, 16 yactm 3 u nyHkte 2 vactm 5 crtatbn 18
HacTosiwero denepanbHOro 3akoHa, a TakKe NeKapCTBEHHbIX MPEenapaToB, B OTHOLUEHUN KOTOPbIX
npoBeAeHbl MeXAyHapoaHble MHOMOLEHTPOBbLIE KIMUMHUYECKUE MWCCneaoBaHusl, 4YacTb M3 KOTOPbIX
nposegeHa Ha Tepputopun Poccuiickon ®egepaunm, Ha OCHOBaHUM LOKYMEHTOB, yKa3aHHbIX B MyHKTax 1
-9, 15 - 17 yactn 3 u nyHkTe 3 yactn 5 ctatbmn 18 HacTodLero PeaepansHOro 3akoHa;

3) 9KcnepTu3bl NEKapCTBEHHOro CpeacTBa B OTHOLUEHWMM JeKapCTBEHHbIX MpenapaTtoB AN
BETEpPMHaPHOro NpMMEHEHMs1 Ha OCHOBaHWM JOKYMEHTOB, yKa3aHHbIX B nyHkTax 1 - 8, 10, nognyHkrax "a"
-"a", "" - "M", "n" - "@" nyHkTa 16, nyHkTe 17 4Yactm 3 u nyHkTe 4 yactu 5 ctatbu 18 HacTodALlero
dPepnepanbHOro 3akoHa.

2. YNONHOMOYEeHHbIN dhefepanbHbI opraH UCMNOMHUTENbHOW BriacTu yBeJOMMseT B NMUCbMEHHOM
dopme 3aABUTENS O MPUHSATOM PELLEHMM UK B CriyYae 0TKa3a C yKasaHWeM MPUYUH Takoro oTkasa.

3. OcHoBaHveM ansi oTka3a B OpraHu3auun 3KCNepTus, ykasaHHbIX B 4acTu 1 HacTosAWwen cratbuy,
ABMNsieTCA NpeacTaBneHne Heobxoanmbix Anst NPOBEAEHWS STUX SKCNEePTU3 JOKYMEHTOB, NepeYmCreHHbIX
B yacTax 3 u 5 ctatbu 18 HacTosiwero ®egepansHOro 3akoHa, B HEMOMTHOM O6beMe U AOKYMEHTOB, He
coepXallmx ncyepnbiBaoLero nepeyHss Heo6XoaANMbIX CBEAEHUI.

Cratbsa 20. SKcnepmsa OOKYMEHTOB A5d nony4vyeHuna paspelleHuna Ha nposeaneHune KInnHn4eckoro
ncenenoBaHnda nekapcTtBeHHoro npenaparta anda MmeguumHCKOro npuMmeHeHna n 3TUYecKon QKCNEePTU3bl

1. OkcnepTvsa [OKYMEHTOB Al MOMyYeHus paspelleHnss Ha npoBedeHMe  KIMHUYECKOro
nccneaoBaHus nekapcTBEHHOro npenapara Ans MeaWLUMHCKOTO NPUMEHEHMs B COOTBETCTBUM C LIENsAMU,
yKkasaHHblMM B cTaTtbe 38 HacToswero PefepanbHOro 3akoHa, 3TMYecKas 3KcnepTusa, CocTaBreHue
KOMUCCUEN 3SKCNepToB W COBETOM MO 3TUKE 3aKMiOYEeHU O BO3MOXHOCTM UMM HEBO3MOXHOCTU
NpoBeAEeHNS TaKoro KIMHUYECKOro UCCNeaoBaHNs 1 HanpaseHne 3TUX 3aKMOYEeHUIN B YNTONTHOMOYEHHbIV
dedeparnbHbIl OpraH UCMONHUTENBHOW BNACTU OCYLUECTBISAOTCS B CPOK, HE MpeBbilalowmi TpuauaTm



pabounx [OHEW CO [JHA MOMYYEeHWs SKCMEPTHBbIM  yYpeXAeHWeM 3aJaHus  YNONTHOMOYEHHOro
defepanbHOro opraHa UCMOSIHUTENbHOW BNACTW C NPUINOXEHNEM HEOOXOOMMbIX JOKYMEHTOB, YKa3aHHbIX
B nyHkTax 9, 11, 12 yactu 3 cratbu 18 HacTodAwero PegepanbHOro 3akoHa, JOKYMEHTOB, YKa3aHHbIX B
yactn 4 ctatbm 18 HacToswero ®egepanbHOro 3akOHa M NPeaCcTaBMAEHHbIX MO XeNaHu 3asaBuTend, u
COBETOM MO 3TUKE 3afdaHus YMNONHOMOYEHHOro deaepanbHOro opraHa MCMOMHUTENbHOW BAAcTu C
NPUNOXeHNneM HeobXxoanUMbIX AOKYMEHTOB, yKa3aHHbIX B NyHkTax 11 - 14 yactu 3 ctatbum 18 HacToswero
denepanbHOro 3akoHa.

2. [okymeHTbl, cogepxallimecss B pPerncTtpauMoHHOM [0Cbe M MOCTYNMBLUME B 3KCMEpPTHOE
yypexxgeHue, CoBeT Mo 3TUKe ANS1 OCYLLECTBIIEHMS MX 9KCMepTU3bl B LeNsxX MNonyvyeHus paspeLueHus Ha
npoBegeHne KIMHUYECKOro UCCneaoBaHNs fekapCTBEHHOro npenapara 4ns MeauuMHCKOro NpUMeHeHs,
noanexar Bo3BpaTy B YNONMHOMOYEHHbIV heaepanbHbil OpraH UCNOMHUTENbHOW BNacTy OQHOBPEMEHHO
C 3aKIMOYEHMSAMU COOTBETCTBYHOLLNX 3KCMEPTUS.

Cratbas 21. TlonyyeHue paspelleHns Ha nNpoBeAEeHME  KIIMHUYECKOro  UccrnenoBaHus
neKkapcTBEHHOro npenapara Anst MEAULUMHCKOrO NPUMEHEHUS

1. B cpok, He npeBbIWaWUNn NATM paboyumx OHEN CO AHS MONy4YeHUs 3aKMoYeHWUN, yYKa3aHHbIX B
ctaTbe 20 HacToswero deaepanbHOro 3akoHa, YNOHOMOYEHHbBIN beaepanbHbii OpraH UCNOMHUTENBHOW
BNACTU OCYLLIECTBASET OLEHKY NOCTYNUBLLMX 3aKITHYEHUI AN onpeaeneHns X COOTBETCTBUSA 3adaHnNsIM
Ha npoBefeHne COOTBETCTBYIOLLMX IKCMEpPTM3 U YyBeJOMMSeT 3asdABuTens B MMCbMEHHOW dopme O
pesynbTatax MpoBeAEeHHbIX 3KCMEepPTU3 M O BO3MOXHOCTU WNN HEBO3MOXHOCTU BblAayn 3asBUTENO
paspelleHuss Ha npoBedeHue KIMHUYECKOro UCCrefoBaHWs NekapCTBEHHOro nnpenapata And
MEOVLMHCKOTO NPUMEHEHMUSI.

2. Mpw NPUHATAM peLleHMst O BO3MOXHOCTU BblAayu paspelleHus Ha NpoBedeHue KITMHMYECKOro
WCCNeoBaHNSA FEeKapCTBEHHOrO npenapata And  MeOUUUHCKOrO MPUMEHEHUS  YNONHOMOYEHHbIN
degepanbHbIi OpraH WCMOMHUTESNbHOW BRacTM nNpUoCTaHaBnMBaeT NpoBefeHMe rocygapCTBEHHOMN
peructpaumy nekapCTBEHHOro npenapata A0 [AHA Modayn 3asiBuTenemM B YNONHOMOYEHHbIN
deneparnbHbI OpraH UCMOMHWUTENBHOW BacT 3asBfIEHNS O MOSyYeHUU paspeLleHust Ha npoBeaeHue
KIMHNYECKOro nccrneaoBaHus NekapCTBEHHOro npenapara aAng MeguuuHCKOro NnpuMeHeHus.

3. B cnyyae npuvHATUA pelleHnss O HEBO3MOXHOCTM Bbldauyu paspelleHnss Ha npoBefeHue
KIMHUYECKOro  UCCnefoBaHMsl  NEeKapCTBEHHOro  npenapata  Ans  MEeOUUUHCKOrO  MpUMEHEeHus
YNOMHOMOYEHHbIM  defepanbHbIl - OopraH  UCMONHUTENBHOW  BRACcTW  NpekpalwiaeT  npoueaypy
rocyapCTBEHHON perncTpaunm nekapcTBeHHOro npenapara.

Cratbsa 22. PelwweHue o nposeaeHnn KIMMHN4YeCKoro ucclnenoBaHud JekKapCcTtBeHHOro rnpenaparta
anda MmeguumHCKOro npuMmeHeHund

1. Ans nonyyeHus paspelleHus Ha MpOBEeAEeHUe KIMHUYECKOro MCCnefoBaHunst nekapCTBEHHOrO
npenapata Ansa MEOVMUMHCKOrO MNPUMEHEHWs 3asBuTeNnb MpeacraBnser B YNOMHOMOYEHHbIN
deneparnbHbI OpraH UCNONHUTENBHON BNACTU:

1) 3agBneHue o0 Nony4YeHMn paspeLLeHns Ha NPoBeAEHNE AaHHOIO KIMMHUYECKOrO NCCEeA0BaHNUS;

2) cBegeHus o6 onbiTe paboTbl nccregoBaTene NoO COOTBETCTBYIOLWMM CNeunanbHOCTSM U KX
onbiTe paboTbl NO NPOBEAEHUIO KITMHUYECKMX UCCNEA0OBaHWN;

3) konun JOroBopoB 00SA3aTENBHOIO CTPAxOBaHUSA XWU3HW, 340POBbSA NALMEHTOB, Yy4acTBYHOLLMX B
KNUHUYECKOM MCCnefoBaHUM NekapcTBEHHOro npenapaTa Ans MeaULMHCKOro NpUMeHeHNs.

2. B cpok, He npeBbllanWuin AT paboumx OHENW CO AHSA MPUHATMSA yKasaHHoro B yactu 1
HacTosLen CcTaTbM 3asABMEHWS C MPUSIOXKEHMEM HEeobOXOoAMMbIX [AOKYMEHTOB, YMONHOMOYEHHbIN
deaeparnbHbI OpraH UCMOMHUTENBHOW BNACTU:

1) NpoBOAUT MPOBEPKY MOSIHOTLI U AOCTOBEPHOCTU CBEOEHMWI, COAepXKalnxcs B NPeaCTaBeHHbIX
3agBuTENneM martepuanax;

2) npuHMMaeT pelleHne O Bbigaye paspelleHus Ha MpoBeAeHWE KIMHMYECKOro WCCrnegoBaHus
nekapCcTBEHHOro npenapata Ans MeguuMHCKOro npuMeHeHust unm o6 oTkase B Bblgaye yka3aHHOro
paspeLleHuns;

3) yBegoMnseT B NUCbMEHHON (bopMe 3asBUTENS O MPUHATOM pPELUeHWU UNu B criyyae oTkasa C
yKasaHueMm npuymH Takoro oTkasa;

4) BblJaeT paspeLleHne Ha NpoBeaeHne KIMHUYECKOro UCCrefoBaHns nekapcTBEHHOro npenaparta
ON9 MeQUUMHCKOTO MPUMEHEHMS B NOPsSAKe, YCTaHOBNEHHOM YNOSTHOMOYEHHbIM hefepanibHbIM OpraHoMm
WCNOSHWUTENBHOW BNAcTM.

3. OcHoBaHveM Afis O0TKasa B Bblgave paspelleHnsi Ha NpPoBeAEeHME KITMHUYECKOro UCCregoBaHns
nekapCTBEHHOro npenaparta Ans MeguumMHCKOro NPUMEHEHUs SBMSEeTCH HenpeacTaBneHne JOKYMEHTOB,
yKasaHHbIX B 4acTm 1 HacTosiwen CcTaTbW, WM HECOOTBETCTBME COAEepXaHusd npeacTaBeHHbIX
[OKyMeHTOB TpeboBaHusiM HacTosiwero ®eaepanbHOro 3akoHa.



Cratbs 23. SKCI'IepTVISa Ka4dyecTBa J1IeKapCTBEHHOIo cpeacrtea W J3KCneptn3a OTHOLIEHUA
oXngaemom nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHNA NMEKapCTBEHHOIO npenaparta anda MeguunHCKoro
NnpuMeHeHnsA

1. OkcnepTum3a KayecTBa NeKapCTBEHHOIO CPEACTBa M 3KCNepTU3a OTHOLLEHUS OXugaeMomn Nosnb3bl
K BO3MOXHOMY PUCKYy MpPUMEHEHUs feKapCTBEHHOro mnpenapata AN MeguUMHCKOTO NPUMEHEHWS,
COCTaBfneHMe KOMUCCUSIMU 3KCMEPTOB 3aKMIOYEHUA Mo pesynbTaTtamM MNpPOBEAEHHbIX 3JKCNepTus Wt
HanpaBreHne TakuxX 3akmniyYeHU B YMOSTHOMOYEHHbIN dedeparnbHbIi opraH WUCNOMHUTENbHON BNacTu
OCYLLLECTBMAIOTCA B CPOK, HE NPEeBbILLAoLWMIA CTa AecAaTn pabounx AHeW CO AHSA MONyYeHUs SKCNepTHbIM
yyYpexaeHuemM COOTBETCTBYIOLLEro 3a4aHus ynorTHOMOYEHHOro deepansHoro opraHa UCNofHUTENBHON
BNacTM C OOKYMeHTaMu, ykasaHHbiMM B nyHktax 1 - 8, 15 - 17 yactm 3 crtatbu 18 HacToswero
dPepnepanbHOro 3akoHa, W OT4eTa O MNPOBEAEHHOM KITMHWYECKOM WCCNEeAoBaHWM feKapCTBEHHOIO
npenapara ans MeauLMHCKOro NpYMEHEHNS.

2. ins npoBefeHns yka3aHHbIX B 4acTu 1 HaCTOsILLEN CTaTby 9KCNEPTU3 3asBUTENb NpeacTasnseT
B YMOMHOMOY€EHHbIN (heaepanbHbI OpraH MCNONMHUTENbHOW BracTu:

1) 3aaBneHne o BO30OHOBMEHMM TOCYAApPCTBEHHOW pEerncTpauum rekapCTBEHHOro npenapata um
NpoBedeHNN yKa3aHHbIX B YacTh 1 HACTOsILLEN CTaTbl 3KCNEePTUS;

2) OT4eT O MpPOBEAEHHOM KIMHWYECKOM WUCCnefoBaHUM fekapCTBEHHOro npenaparta  And
MEeOULMHCKOrO NPUMEHEHUS;

3) AOKYMEHT, noaTBepXKaatLWuin ynnaTy rocygapCTBEHHON MOLWIMWHLI 38 NpoBedeHUe SKCnepTu3bl
KayecTBa IeKapCTBEHHOrO CpPeACTBa U 3KCMEePTU3bl OTHOLLUEHUS OXWOAEMOW MONb3bl K BO3MOXHOMY
pUCKy TNPUMEHEHMS1 NeKapCTBEHHOro npenapata Ansg  MeAUUMHCKOro NPUMEHEHWs npu  ero
rocygapCTBEHHOWM perucTpauum.

3. B cpok, He npeBblwaowun NaTn paboumx gHEN CO AHA NPUHATUSA 3asiBNIEHUS C AOKYMEHTaMMu,
yKasaHHbIMU B YacTn 1 1 nyHKTax 2 1 3 4acTu 2 HacTosLen cTaTby, YNONTHOMOYEHHbIN deaeparbHbii
opraH UCNOMHUTENBHOW BrlacTu:

1) npoBOAUT NPOBEPKY MOMHOThLI AAHHbIX, COAEPKALLMXCH B NPeACTaBNeHHOM 3asBMTENeM oT4eTe
O nNpoBedeHMM KIIMHWYECKOTO WUCCRefoBaHUsA NEKapCTBEHHOro npenapata  Ans  MeAMLUHCKOro
NPUMEHEHNS;

2) npuHMMaeT pelleHne O BO30OHOBNEHUW TOCYOapCTBEHHOW perucTpaumm rnekapcTBEHHOro
npenapata M NpPOBEAEHUWM YKasaHHbIX B 4acTu 1 HacToswen cTatbM IKcneptus mnm ob oTkase B
BO30OHOBNEHMN TOCYAapCTBEHHOW perMcTpauuy NekapcTBEHHOro npenapara Ans  MeOWLUMHCKOro
NPUMEHEHNS 1 MPOBEAEHUN TaKMUX IKCMEPTUS;

3) yBegomnsieT B NMCbMEHHON (OPME 3asiBUTENS O NPUHATOM PELLUEHVMM UMM B Clyvae OTKasa C
yKasaHWeM NpUYnH TaKoro oTkasa.

4. OcHoBaHveM Ons oTkasa B BO30OHOBIEHWM FOCYAApCTBEHHOW pervctpaumm fiekapCTBEHHOIO
npenapara u NpoBeAEHUN yKa3aHHbIX B YacTn 1 HacTosALWen CTaTby 3KCNEePTU3 ABNSETCHA NpedcTaBneHne
[OKYMEHTOB, YKa3aHHbIX B YacTh 1 1 NyHKTax 2 n 3 4acTu 2 HacTosLLEN CTaTby, B HEMOSTHOM 00beme unm
oT4yeTa O MPOBEAEHHOM KIMHUYECKOM WUCCrefoBaHUM NEKapCTBEHHOro npenaparta Ans MeguuuHCKOro
NPUMEHEHNS, He CoaepKaLLero ncyepnbIBatoLLEro nepevyHs HeobxoanMbIX CBEOEHUN.

5. B TeyeHne ngaTHaguatM pabounx AOHEN CO AHA MONyYeHUs pelieHUs YNONHOMOYEHHOro
degepanbHOro opraHa MCMOMHUTENbHON BNacTu O BO30OHOBNEHWM rOCYAapCTBEHHOW perncrpauun
nekapcTBEHHOro npenapara W MNpPOBEAEHUN YKasdaHHbIX B 4YacTM 1 HacToswWwen cTaTbn IKCNepTus
3asdBuUTENb MNpeacTaBnseT B OKCNEPTHOE YypexaeHue [Ansg npoBedeHust 3KCNepTu3bl KadecTsa
nekapcTBEHHOro cpefcTBa obpaslbl fiekapCTBEHHOro npenapata Ans MEeAWLMHCKOro MNpUMEHEHWs,
NPOM3BEAEHHOIO B COOTBETCTBUMN C TPEOOBAHMSAMU OMbITHO-NMPOMBILLNIEHHOTO U (MX) MPOMBbILLIEHHOTO
pernaMeHToB, YTBEPXAEHHbIX PYKOBOOUTENEM MNPOWU3BOAUTENS INEKAPCTBEHHbIX CPEACTB, a Takke
obpaseL, dapmaueBTU4eckon cybcTaHUMM B KOnMYecTBax, HeobXxoauMmbIX ANsi BOCMNPOU3BEAEHUS
MEeTOA0B KOHTPOMs KayecTaa.

6. lNMpu nonyyeHun obGpa3LOB NEKApPCTBEHHOro npenapata M dapmaueBTUYeckon cybcTaHuum
3KCMEPTHOE YyYpexaeHue BblOaeT 3asBUTEN0 LOKYMEHT, NOATBEpXAAaloWmUA MOoMyyYeHne YyKasaHHbIX
06pasLoB, 1 B CPOK, HE MpeBbILLaloLWmi Tpex pabounx gHen, yBeaoMnseT B MMCbMEHHON hopme 06 3ToM
YNOMTHOMOYEHHbIN beaeparnbHbli OpraH UCMOMHUTENbHOW BNACTy.

7. Cpok pgOna npedcrtaBrneHnss 3asBuTeneM o6pasLoB MeKapCTBEHHOro npenapata U
dapmaueBTM4eCcKon CyObCTaHUMM M CPOK YBEAOMIIEHUSA IKCNEpTHbIM yupexaeHnem o6 3ToM B
NUCbMEHHOW bopMe YNONHOMOYEHHOTO hefepanbHOro opraHa UCMOMNHUTENBHOW BMNacTu, yka3aHHble B
yacTsx 5 n 6 HacTosLEeN CTaTbW, HE BKITHOYAKTCA B CPOK NPOBEAEHMS yKa3aHHbIX B YacTu 1 HacTodAwen
CTaTbM 3KCNEPTU3.

8. [JOKyMeHTbI, NOCTYMMBLUME B 3KCMEPTHOE y4pexaeHue Ansi NpoBeAeHNst yKa3aHHbIX B Yactu 1
HacTodWen CcTaTbM 9KCNepTU3, nognexaTr BO3BpaTy B YMNOMHOMOYEHHbIN defepanbHbld - opraH
WCMNOMHWUTENBHOW BIIaCTU OAHOBPEMEHHO C 3aKIMOYEHMSMU MO pe3ynbTaTaM YKa3aHHbIX 3KCNepTus.



Cratbs 24. SKCI'IepTVISa Ka4dyecTBa J1IeKapCTBEHHOIo cpeacrtea W J3KCneptn3a OTHOLIEHUA
OXngaemom nosb3abl K BO3MOXHOMY PUCKY NMPUMEHEHNA NeKapCTBEHHOIO npenapara Ald BeTepuHapHOro
NnpUMeHeHnsA

1. OKcnepTn3a kavecTBa NeKapCTBEHHOrO CPpeacTBa M 3KCnepTu3a OTHOLLEHMS OXXMOAEMOWN Monb3bl
K BO3MOXHOMY PWUCKY MNPUMEHEHWs NeKapCTBEHHOro npenapaTta Ans BEeTEepUHapHOro nNpUMeEHEHWUs,
COCTaBMneHMe KOMUCCUSIMW SKCMEepTOB 3aKMiYeHMW Mo pesdynbTaTam  yKa3aHHbIX 3KCMepTus wu
HanpaBreHne TakuxX 3akrnioyYeHW B YMOSTHOMOYEHHbIN dedeparnbHbIi opraH UCNOMHUTENbHON BNacTu
OCYLLLECTBMAIOTCA B CPOK, HE NPEeBbILLAoLWMIA CTa AecAaTn pabounx AHeW CO AHSA MONyYeHUs SKCNepTHbIM
yypexaeHuem 3afjaHus  YNoNHOMOYEHHOro dedeparnibHOro opraHa WCMNOMHUTENbHOW Bnactn
OOKyMeHTamu, ykasaHHbiMM B nyHkTax 1 - 8, 10, noanyHkrax "a" - "g", "x" - "mM", "n" - "d" nyHkTa 16 un
nyHkTe 17 yactn 3 ctatbun 18 HacTosdwero PefepansHOro 3akoHa.

2. B TedyeHve nATHaguaTM paboumx AHEeN CO AHSA MNOMyYeHUs peLueHWst YMOSIHOMOYEHHOro
dhenepanbHOro opraHa UCNOMHUTENBHOW BNACcTW O NPOBEAEHUM YKa3aHHbIX B YacT 1 HacTosLwewn ctaTbn
3KCNepTuU3 3asBUTENb NPEACTaBMSET B SKCNEpPTHOE ydpexaeHne Ans npoBeAeHNs SKCnepTusbl kavecTsa
neKapcTBEHHOro cpeAcTBa 06pasupbl NeKapCTBEHHOro npenaparta Ans BETEepMHApPHOro NpUMEHEHWs,
NPOM3BEAEHHOr0 B COOTBETCTBMM C TPebOBaHMAMM TEXHOSMOTMYECKUX PEernameHToB, YTBEPXAEHHbIX
pykoBoauTenemM Mpou3BOAUTENSA IeKapCTBEHHbIX CPeAcTB, a Takke obpasel apmaueBTUYecKon
cybcTaHumMmn B KonnyecTBax, HEOBX0AMMbIX AN BOCNPOM3BEAEHNS METOA0B KOHTPOMS KayecTsa.

3. Mpu nonyyeHun obpasLOB NeKkapCTBEHHOro npenaparta M dapMaueBTUYeckon cybcTaHumm
SKCNepTHOE YYpexaeHwe BblAaeT 3asABUTEN0 OOKYMEHT, MNOATBEPXAAloWMIA MOslyYeHne YKasaHHbIX
06pa3suoB, 1 B CPOK, HE MpeBbILLaOLLUA Tpex pabounx AHen, yBeAOMNSAET B NMCbMEHHOW chopme 06 3ToM
YNONMHOMOYEHHbIN befieparnbHbli OpraH UCNONHUTENBHOW BNacTu.

4. Cpok [Ans npeacrtaeBneHus 3asButeniem o6pasuUoB flekapCTBEHHOro Mpenapata U
dapmaueBTM4eCcKon CybCcTaHuMM M CPOK YBEAOMIEHUSA IKCNEepTHbIM yupexaeHnem o6 3ToM B
NMUCbMEHHON hopMe YNOSTHOMOYEHHOrO doeaepansbHOro opraHa UCMOMNHUTESNTIbHOW BacTu, yKa3aHHble B
YacTaAx 2 M 3 HacTosLLen cTaTby, He BKIYalTCS B CPOK NMPOBEAEHUS yKa3aHHbIX B YacTu 1 HacTosLen
cTaTby SKCNEepPTU3.

5. [JOKyMeHTbI, NOCTYNMBLUNE B 3KCMEPTHOE y4ypexaeHue Ans NpoBeAeHWs yKka3aHHbIX B 4Yactu 1
HacTosLWen cTaTby 3SKCMNepTM3, noanexar BO3BpaTy B YMNOMHOMOYEHHbIV dedepanbHbIii  opraH
WCMNOMHUTENBHOW BriacTU OAHOBPEMEHHO C 3aKMioYEHMSMN MO pe3yrbTaTaM YKa3aHHbIX 3KCNepTus.

Cratba 25. HOBTOpHOG npoBeageHne JKCNepPTU3bl J1IeKapCTBEHHbIX CpeactB U 3TUYeckon
JKCMNepTun3bl

1. B cnyyasx HegocTatodHON 0OOCHOBAHHOCTU MMM HEMOJTHOThI 3aKMOYEHWST KOMUCCUN SKCNEPTOB
U1 coBeTa Mo 3TUKE, HANN4ns B HEM NPOTUBOPEUMBLIX AaHHbIX, anbcndukaLum BeiIBOAOB IKCNEPTU3bI
nekapCcTBEHHOro cpeactBa W (M) STUYECKOW  IKCMEpPTU3bl, COKPbITUA OT  YMOJTHOMOYEHHOIO
dedepanbHOro opraHa WCMOSHUTENbHOW BNacTy OCHOBAHUM ONA OTBOAA JKChmepTa BCreacTBue €ero
3aMHTEPECOBAHHOCTM B pesyrnbTaTax COOTBETCTBYIOLLIEN 3KCNEPTU3bI, HANMUMsa AaHHbIX O NPSIMOM 160
KOCBEHHOM BMeLLUaTENbCTBE B MPOLIECC COOTBETCTBYIOLLEN 3IKCNEPTU3bl MWL, HE y4acTBYHLMX B ee
NnpoBefEeHMN, HO OKa3aBLUMX BMMSIHWE Ha Mpouecc M pe3ynbTaTbl €e NpoBeAeHUs, YNONHOMOYEHHbIM
deaepanbHbIM OpraHoM MCMNOMHUTENBHOW BRacTW Ha3HavyaeTcsl NOBTOPHAs JKCrNepTM3a NeKapCTBEHHOrO
cpefcTea 1 (Mnu) aTmyeckas aKkcnepTm3a.

2. ToBTOpHas 9aKcrnepTu3a NeKkapCTBEHHOro cpeacTBa MPOBOAMTCA B CPOK, YCTAHOBMEHHbIV
YNOMTHOMOYEHHbIM  doejeparibHbiM OpPraHoOM MWCMOSIHUTENBHOM BNAcTM M HE NPEBbILAKLWUA COpoKa
pabounx OHer CO OHSI MONydeHUs IKCMEPTHbIM Yy4YpeXxAeHMem 3ajaHus Ha MpoBeAeHWe MOBTOPHOM
3KCNepTM3bl NEKAPCTBEHHOIO CPEACTBA, MOBTOPHAs 3TUYECKasl SKCNepTu3a - B CPOK, HE MPEBbILIALLNIA
naTHaguaTn pabounx OHEeM CO AHS MOMy4YeHWs COBETOM MO 3TMKE 3adaHus Ha npoBedeHne MOBTOPHOM
3TMYECKOMN IKCNEePTU3bI.

3. ®duHaHcoBOe obecneyeHne BbINOMHEHMS 3aJaHWsl Ha NPOBELEHME MOBTOPHOW 3KCMEpPTU3bI
neKapCTBEHHOrO CpeAcTBa He OCYLLECTBNSAETCH, U CPEeACTBa, MEpEeYnCriEHHble paHee Ha npoBedeHue
Takoun aKcnepTu3bl, Nognexar Bo3spaTy B dhegepanbHbin 6roaxerT.

CraTb4 26. yCKOpeHHaﬂ npouenypa 3KCcnepTunabl NeKkapCTBEHHbIX CpencTB

1. YcKkopeHHasi npolegypa 3KCnepTusbl JEKapCTBEHHbIX CPeACTB B LEMSX rocydapCTBEHHOW
pernctpaumMm feKkapCTBEHHbIX MpenapaToB MPUMEHSIETCS B OTHOLUEHMW  BOCMPOU3BEAEHHbIX
nekapcTBeHHbIX npenapatoB. [Mpu npoBegeHUM TakoW MNpoueaypbl MPeAcTaBnslTCs MHopMaums,
MoNyYyeHHasi nMpu  MPOBEAEHWM  KITMHUYECKUX  UCCIIe[OBaHWUi  1EeKapCTBEHHbIX MpernapaToB U
onyGnMKOBaHHas B CMeLManu3vpoBaHHbIX MeYaTHbIX M3daHusIX, a Takke [OKYMEHTbI, coAepaliue
pesynbTaTbl MCCNedoBaHUsi OWOSKBMBANEHTHOCTM U (MNK) TepaneBTUYECKON 3KBMBASIEHTHOCTU



rNekapCTBEHHOro npenapata And MeOUUMHCKOTO MNPUMEHEHWss WM pesynbTaTbl  MCCNeaoBaHus
OMO3KBMBANEHTHOCTM NIEKAPCTBEHHOIO Npenapara A1 BeTePMHAPHOIO NPUMEHEHMUS.

2. YckopeHHas npouegypa 3KCnepTu3bl JIEKapCTBEHHbIX CPeACTB HE NMPUMEHSETCS B OTHOLLUEHUM
UMMYHOBMOMNOrMYECKUX JEKapCTBEHHbIX NpenapaToB, MpenapaTtoB WHCYNMHa W NEKapCTBEHHbIX
npenapaToB, BNepBbie pernctpupyembix B Poccuiickon ®egepaumu.

3. YckopeHHas npouenypa 9KCMepTu3bl feKapCTBEHHbIX CPeACTB MNPOBOAMTCHA MO PELUEHU0
COOTBETCTBYHLLErO YMNOMIHOMOYEHHOro defeparnbHOro opraHa WCMONMHWUTENbHOWM BriacTM B CPOK, He
npesbiWaWni WwecTuaecatn paboumx gHen. [pyn 3TOM 3kcnepTu3a OOKYMEHTOB, codepXaluxcs B
perucTpaumoHHOM [0Cbe, ANs MOMyyYeHUss paspelleHuss Ha NpOoBeAeHWe KIMHUYECKOro McCreaoBaHUs
neKkapcTBEHHOro npenaparta And MeAUUMHCKOrO MPUMEHEHMS M 3TMYecKas aKcrnepTu3a NpOoBOAATCS B
CpOK, He MpeBblllaLLMi NATHaALaTM pabounx OHEN, IKCnepTM3a KadecTBa fekapCTBEHHOro cpeacTea U
3KCMepTM3a OTHOLUEHWUS OXWOAEMOW MNOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSA FeKapCTBEHHOMO
npenaparta - B CPOK, HE NMpeBbILIALLNA CopoKa NATM pabounx gHEN.

4. YckopeHHas npouegypa 93KCMepTu3bl NEeKapCTBEHHbIX CpeacTB NPOBOAUTCH B MOPSAKe,
yCTaHoBneHHOM crtatbammn 17 - 20, 23 un 24 Hactosiwero PepnepanbHOro 3akoHa, U He O3Ha4vaeT
CHWXeHns TpeboBaHum kK 6e3onacHOCTH, KavyecTBy 1 3PPEKTUBHOCTY NEKAPCTBEHHbIX NpenapaTos.

CtaTtbs 27. PelueHune o rocygapCTBEHHOM permcTpaLmm nekapcTBEHHOro npenapaTta

1. B cpok, He npeBbllWAKWMIA NATU pabounx OHEN CO AHSA MOSydYeHUs 3aKMYEHU KOMUCCUM
3KCMepTOB MO pesynbTaTtaM 3KCNepTU3bl Ka4ecTBa NeKapCTBEHHOMO CpeacTBa U 3KCMePTU3bl OTHOLLEHUS
OXuaaeMom norb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NTeKapCTBEHHOro npenapaTa, COOTBETCTBYOLLUNA
YNONMHOMOYEHHbIN befieparnbHbli OpraH UCNONHUTENBHOW BNacTu:

1) ocylwecTBNsieT OUEHKY TakMx 3aKMYEeHUn NS OnpefeneHus UX COOTBETCTBMS 3aJaHuio Ha
npoBedeHMe yKa3aHHbIX IKCNepTus;

2) NMpUHUMaET peLleHne O roCydapCTBEHHOW perncrpauumn nekapCTBEHHOro npenaparta unm ob
OTKa3e B rocyAapCTBEHHOWN perncrpaumm nekapcTBEHHOro npenapara;

3) BHOCUT MpuY NPUHATMM pPEeLUEHNsT O TOCY4apPCTBEHHOW perncTpauumn fiekapCTBEHHOro npenapaTa
0aHHble O 3aperncTpMpoBaHHOM FEKAPCTBEHHOM npenapate, B TOM 4ucne O hapmaueBTUYECKOn
cybCcTaHuMKM, BXOAsWENn B COCTaB JleKapCTBEHHOro npenapata, B [OCYAApPCTBEHHbIA  peecTp
NeKapCTBEHHbIX CPeaCTB M BbiAaeT 3asiBUTENIO PerncTpaumoHHOe YOOCTOBEPEHME TEeKapCTBEHHOIo
npenapata, dopmMa KOTOPOro  YyTBepXaaeTcs  YNOMHOMOYEHHbIM  doefepanbHblM  OpraHoMm
UCMOSNTHUTENBLHOMW BNACTW, COrNacoBaHHble HOPMATUBHYK [OOKYMEHTaLUMI0, HOPMAaTUBHLIA [AOKYMEHT,
WHCTPYKLMIO MO NMPUMEHEHMWIO NIEKapCTBEHHOIO npenaparta u MakeTbl NEePBUYHON YMAKOBKM U BTOPUYHOM
(moTpebuTenbckon) yMakoBKM C YKa3aHMEM Ha HUX HOMEepa PerucTpauMoHHOro YAOCTOBEPEHUSI
rNeKapCTBEHHOro npenapata W AaTtbl €ro rocydapCTBEHHOW perncTpauMn unm B Cryvyae MnpuHATUSA
peweHns o6 oTkase B rocydapCTBEHHOW pernctpauumn IekapCTBEHHOro npernapaTta yBeaoMIsieT B
NUCbMEHHOM hopMe 3aaBuUTeNs 06 3TOM C yKazaHMEM NMPUYMH Takoro oTkasa.

2. OcHoBaHveM [nsi OTka3a B rOCYAApCTBEHHOW perncTpauumn nekapCTBEHHOro mnpenapara
ABNSAETCA peLleHne COOTBETCTBYHOLLErO0 YMNOSTHOMOYEHHOro deaepanbHOro opraHa WUCNONHUTENBHON
BNacTu O TOM, YTO 3PEKTUBHOCTb PErMCTPMPYEMOrO fIEKAPCTBEHHOrO npenaparta He noaTBepXaeHa
NONy4YeHHbIMW AaHHbIMWU WK 4YTO PUCK MPUYMHEHMS Bpeda 340POBbK 4YernoBeka WM XKUMBOTHOTO
BCreacTBME NpMema NekapCTBEHHOrO Npenaparta npesbiwaeT 3HEKTUBHOCTb €ro NPUMEHEHUS.

3. lMpwn rocygapcCTBEeHHOM perncTpaumm fnekapcTBEHHOro npenapara, BKMAYEHHOro B nepedeHb
XN3HEHHO HEOBOXOOUMbBIX U BaXHEMLUNX NeKapCTBEHHbIX NpenapaTtoB, HeobxoauMble AaHHblIe 3aHOCATCS
B TOCYyOapCTBEHHbI peecTp MpedenbHbIX OTMYCKHbIX LEH Mpou3BoauTeNer Ha JieKapCTBEHHbIE
npenaparbl, BKMOYEHHbIE B YKa3aHHbIN NepeyeHb.

CtaTtbs 28. PerncrpaumoHHoe yaoCTOBEPEHMNE NEKAPCTBEHHOIO Npenapara

1. PernctpaumoHHoe ygoCTOBEpPEHME FIEKAPCTBEHHONO npenapata C yKasaHUeM JIeKapCTBEHHbIX
dopM U [O03MPOBOK BblAaeTcd ©OeCcCpovHO, 3a MCKMYEHWEM pPEerMcTpaLMOHHOrO yAOCTOBEPEHMS
NeKkapCcTBEHHOro npenapaTa, BbldaBaeMoOro CO CPOKOM [OEWCTBUA nNATb  feT, Ha Bhepsble
pernctpupyemble B Poccunckon ®efepaumm nekapCcTBeHHbIe npenaparthbl.

2. Tlo ucteyeHMM ykasaHHOrO B 4YacTu 1 HacTosien cTaTbW Cpoka BblgaeTcs GeccpoyvHoe
perncTpaumoHHoe YyOoCTOBEpeHME FeKapCTBEHHOro npenapata npu YCrosBun MNOATBEPXOAEHUS €ro
rocygapCTBEHHONM perucTpauum.

Cratbsa 29. MoaTeepxkaeHne rocyaapCTBEHHOW pernctpaumm fiekapCTBeEHHOro npenapara
1. MNogTBepXKaeHNe rocyaapCTBEHHON perucTpaummn nekapCTBEHHOro npenapaTta OCyLEeCTBSeTCs

npu Bblaave GeCCPOYHOr0 perncTpaumMoHHOro yAOCTOBEPEHWS NMeKapCTBEHHOro npenapata B cryvae,
yKkasaHHOM B 4actu 2 cratbun 28 HacTtoswero ®PegepanbHOro 3akoHa, B CpPOK, He MpeBbILAoLWmMn



OeBsiHOCcTa paboyvx OHeW CO AHSA MOMYyYEeHUs COOTBETCTBYHOLUMM YMNOSIHOMOYEHHBbIM (bedeparibHbIM
OpraHoM WCMOSNTHUTENbHOW BRacTu 3asiBIEHUS O NOATBEPXOEHUU TOCYyAapCTBEHHOW perucrpauum
NEeKapCTBEHHOro npenapara, OOPMIIEHHONO B COOTBETCTBUM C 4YacTbto 2 cratbk 18 HacTodAwero
depepanbHOro 3akoHa.

2. MNoaTteepxaeHne rocygapCTBEHHON perncTpaumm nekapCTBEHHOrO npenaparta ocyLecTBhnseTcs
no peaynbTatam 3KCNEepTU3bl OTHOLLUEHUS OXMOAEMOW MOfb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS
nekapCcTBEHHOro npenapara.

3. K 3asBneHnto o noaTBepXAEeHMM roCcygapCTBEHHOM perucTpauumn nekapcTBEHHOro npenapaTa
npunaralTca OOKYMEHT, MOATBEepXOawlWnii ynnaTy rocyJapCTBEHHOW MOLWNUHbI 3a MOATBeEpXAeHue
rocyapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapaTta Ans MeaWUMHCKOro NpUMEHEHUs unm
nekapCcTBEHHOro npenapara Ans BETepPUHAPHOro NpUMEHEHUsl, U OOKYMEHT, codepXallmi pesynbTaThbl
MOHUTOPUHra ©e30MacHOCTU JeKapCTBEHHOrO MpenapaTta, NPOBOAMMOrO 3asiButernem, no dopme,
YCTaHOBMNEHHOW COOTBETCTBYIOLUM  YMOSTHOMOYEHHbIM  hbefeparnbHbiM  OpraHoOM  MCMOSTHUTENbHON
BNacTu.

4. B TeyeHne pecatTn paboumx OHEW CO [OHA MNPUHATUS 3asiBIEHWST O MNOATBEPXAEHUM
rocygapCTBEHHOM  perucTpaumm  fekapCTBEHHOrO  npenapata UM HeobXOAMMbIX — OOKYMEHTOB
COOTBETCTBYIOLLUNIA YNONTHOMOYEHHbBIN befeparnbHbIi OpraH UCMONMHUTENbHOW BNAcTy:

1) NpoBOAMT NPOBEPKY MOMHOTLI U JOCTOBEPHOCTU CBEAEHMWI, COAEPXALLMXCA B NpeAcTaBNeHHbIX
3asBuUTENEM MaTepuanax;

2) NpYHUMaEeT pelleHne O NpoBeAeHUM unu ob oTka3e B MPOBELAEHWUM IKCMEPTU3bI OTHOLUEHUS
OXMAaeMow Morb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NekapCcTBEHHOro npenapara;

3) yBegomnsieT B NMUCbMEHHON hopMe 3asBUTENS O NPUHATOM PELLEHUN UNu B criyvae NpUHATUS
pelueHns 06 oTkase B NPOBeOEHNM IKCNEPTU3bI C YKa3aHUEM MPUYMH TaKoro OTKasa.

5. OcHoBaHMeM [Onsi OTKasa B MNPOBEAEHMM 3KCMEPTM3bl OTHOLUIEHUS OXMOAEMOW Mofb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHWsI NeKapCTBEHHOMO MnpenapaTta SBfseTcs npeacTaBreHne OOKYMEHTOB,
yKasaHHbIX B 4acTax 1 n 3 HacTosLen cTaTbu, B HEMOMHOM OObeMe Unmn OTCyTCTBME B NPEACTaBNEHHbIX
OOKYMeHTax ncyepnbIBaloLLNX CBEAEHWUI, KOTOPbIE OOIMKHbI ObITb OTPaXKEHbI B HUX.

6. J3kcnepTM3a OTHOLWEHWS OXWAAEeMOW MONMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
neKkapCcTBEHHOro npenapaTta B Lensax NOATBEPXAEHUS rOoCyfapCTBEHHOW perncrpaunm nekapcTBEHHOro
npenaparta NpoBOAMTCA B Mopsidke, YCTaHOBNEHHOM cTaTbamu 23 n 24 Hactosiwero depepanbHOro
3aKoHa.

7. B nepuog npoBedeHus npouenypbl NOATBEPXKAEHWUS rOCYAapCTBEHHOW perucrpauuu
NekapCTBEHHOro npenapata ero rpaxgaHckuin obopoT ocyllecTBnsieTcsa Ha Tepputopumn Poccuiickon
depnepaumn.

Cratbsa 30. BHeceHve M3MeHeHWIn B OOKYMEHTbI, cCoAepKallMecs B pPermcTpauyoHHOM AOChbe Ha
3aperMcTpUpPOBaHHbI NTEKaPCTBEHHBIV NpenapaT A MEAULMHCKOro NPUMEHEHUS

1. B uensx BHeECEHUS M3MEHEHWI B OOKYMEHTbl, CoaepXalumMecs B perncTpaumMoHHOM AOCbe Ha
3aperucTpupoBaHHbI  NEKapCTBEHHbIM  Npenapat  Ang  MeOUUMHCKOrO  NPUMEHEHWUs, 3asiBUTEerb
npeactaBnsaeT B YNONHOMOYEHHbIV (befepanbHbid OpraH WCNOMHUTENbHOW BracTu 3asBrieHne o
BHECEHUWN Takmx WM3MEeHeHWn no popme, yCTaHOBIMEHHOW YNOMHOMOYEHHbIM deaeparnbHbiM OpraHoM
WCMNOMHUTENBHOW BNAcTW, N MNPUMOXEHHbIE K HEMY M3MEHEHMS B YyKasaHHble OOKYMEHTbl, a TaKke
OOKYMEHTbI, MOATBepXaawlme HeobxoOUMOCTb BHECEHWS Takux M3MeHeHun. [puHaTue pelueHus o
BHECEHUWN TakNX U3MEHEHUN unmn o6 oTkase B X BHECEHUWN OCYLLECTBISETCA B CPOK, HE NPeBbILLAoLLniA
AeBsHoCTa paboyunx OHEN CO AHA NPUHATUS YNOMHOMOYEHHbIM hegepanbHbiM OpraHOM UCTONHUTENBHON
BMacTu 3asBNEHNSI O BHECEHWNN Taknx N3MEHEHWN.

2. B cnyyae BHeCeHVs M3MEHEHWUI B MHCTPYKLUMIO MO NPYMEHEHWNIO fieKapCTBEHHOro npenapaTa B
OTHOLLIEHMM CBEOEHUN, yKasdaHHbIX B noAnyHkTax "g" - "m" nyHkra 16 yactn 3 ctatbu 18 HacTosLiero
®efepanbHOro 3akoHa, B COCTaB JieKapCTBEHHOro mnpenapata Ans MeAUMUUHCKOro  MpUMeEHEeHUs
NPOBOAMUTCS 3KCMEpTM3a fIeKapCTBEHHbIX CPEACTB B YaCTM 3KCMEPTU3bl KayecTBa feKkapCTBEHHOro
cpeactsa M (MnM) 9KCNepTU3bl OTHOLLEHWUS OXMOAEMOW MOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCcTBEHHOro npenapaTa Ansd MeguuMHCKOro npuMeHeHuns. B cnyvyae HeOBxX0AMMOCTU BHECEHUS UHbIX
U3MEHEHUA B [AaHHYI0O WMHCTPYKUMIO 3KCMEepTU3a feKapCTBEHHOIO CpeAcTBa [AS1 BHECEHWUs TaKuX
W3MEHEHWNI B CBEAEHUSA O 3aperMcTpypoBaHHOM NekapCTBEHHOM npenaparte He NPoBOAUTCS.

3. C 3asBneHnemM O BHECEHUW M3MEHEHUN B OOKYMEHTbI, cofepXawmecs B perncrpauuoHHOM
[0Cbe Ha 3aperMcTpMpoBaHHbIN feKapCTBEHHbIN npenapaTt Ans MeAULMHCKOro NpUMEHeHWs, Hapsgy C
OOKyMEHTaMW, YyKasaHHbiMM B 4actu 1 HacToswen cTaTbW, NPeAcTaBnsAlTCA  OOKYMEHTH,
noaTeepXaamLwme ynnaTy rocygapCTBEHHON MOLWSMHbI 38 BHECEHWE W3MEHEHWN B MHCTPYKUMIO MO
NMPUMEHEHWIO NeKapCTBEHHOro npenapaTta Ans MeAULUMHCKOro NPUMEHEHNs, rocy4apCTBEHHON MOLUMMHBI
3a BHECeHVe N3MeHeHW B COCTaB NeKapCTBEHHOro npenapara A1 MeANLMHCKOrO NPUMEHEHWS.



4. B TedeHne gecatn pabounx gHew Co OHS NOCTYNMEHNs yKasaHHOro B Yactu 1 HacTosLwen ctatbn
3asBMneHnss u HeobXOAMMbIX [AOKYMEHTOB YMONTHOMOYEHHbIV hedepanbHbii OpraH WCMOSHUTENbHOW
BRacTu:

1) npoBOAMT NPOBEPKY NOMHOTLI K AOCTOBEPHOCTU CBEAEHWUW, coAepKallnxcsa B NPeAcTaBneHHbIX
3asBuTENneM matepuanax;

2) npuHMMaeT pelleHne O TMNPOBEAEHUW YKa3aHHbIX B YacTM 2 HacTosIlen cTaTbu
COOTBETCTBYIOLLUX 3KCMEPTU3 NekapCTBEHHOro cpeacTsa unm 06 oTkase B UX NPOBEAEHUN;

3) yBegomnsieT B NMCbMEHHON hopMe 3asBUTENS O MPUHATOM PeLUeHUW UMK B criydae NpUHATUS
pelleHunsi o6 oTkase B NPOBEAEHMN COOTBETCTBYIOLLEN SKCMEePTM3bl C yKa3aHMeM NpUYMH Takoro oTkasa.

5. OcHoBaHveM AN OoTkasa B MPOBEAEHUW YKasaHHbIX B YacTWM 2 HaCTOsILWEWN cTaTbU 3KCMepTus
ABNSAETCA NpeAcTaBneHne JOKYMEHTOB, MepeyYncrieHHbIX B YacTax 1 u 3 HacTosWwen cTaTby, B HEMOTHOM
obbeme unm OTCyTCTBME B MpeacTaBfeHHbIX AOKYMEHTaxX AOCTaTOYHbIX CBEAEHWN, MOoATBEPXAatoLmX
HeobX0AMMOCTb BHECEHUSI U3MEHEHW.

6. YKka3aHHble B 4acTu 2 HACTOsILLEN CTaTbl 3KCNEepTU3bl NPOBOAATCH B NOPsSAKe, YCTAHOBMEHHOM
cratben 23 HacTosiwero ®egepanbHOro 3akoHa.

7. B cpok, He npeBblwamWmMi NATU pabounx OHEN CO AHSI MOJSTyYEeHUsT 3aKMOYEHUN KOMUCCUN
3KCMEepTOB MO pesynbTataM YKa3aHHbIX B 4acTW 2 HaCTOSALWEW CTaTbM IKCNEpPTU3, YNONHOMOYEHHbIN
deneparnbHbI OpraH UCNONHUTENBHON BNACTU:

1) npuvHUMaeT peleHve O BHECEHUM U3MEHEeHMW B [OKYMEHTbl, CcoAepXalimecs B
perucTpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbIA NEKapCTBEHHbIW npenapaT Ans MeauuMHCKOro
NpUMeHeHns, Unn o6 oTkase BO BHECEHUW TaKNX U3MEHEHWN;

2) BHOCUT B rOCYAapCTBEHHbIA pPeecTp feKapCTBEHHbIX CPeACTB Ha OCHOBaHUM pPeLleHus O
BHECEHUM W3MEHEeHUW B  [OOKyMeHTbl, cogepxalimecd B  PerucTpauMoHHOM  [OoCbe  Ha
3aperncTpupoBaHHbIi NEeKapCTBEHHbIN npenapat And MeOWUMHCKOTrO MNpUMEHeHWs, Heobxoaumble
M3MeHeHUs 1 BO3BpaLlaeT X 3asaBuUTento.

8. OcHoBaHveM pfna oOTKasa BO BHECEHWW MW3MEHEeHWN B [OKYMEHTbl, copepxalmecs B
perucTpaumoHHOM [0Cbe Ha 3aperucTpyvpoBaHHbIM NEeKapCTBEHHbIN npenapaTt AN MeOMUMHCKOro
NPUMEHEHWS, ABNSETCH 3aKNioYeHne ynonHOMOYEeHHOro dheaeparnbHOro opraHa UCMoNHUTENbLHOW BRacTu
O BO3MOXHOCTU CHWXeHus 6e3onacHOCTU, kavecTBa, 3PPEKTUBHOCTU NEeKapCTBEHHOIO CpeacTsBa B
Crny4yae BHECEHMWS Taknx N3MEHEHUN.

9. [JonyckaeTca rpaxgaHckuin ob6OpOT feKapCTBEHHbIX MpenapatoB ANd  MeauUMHCKOro
NPUMEHEHWs,  MPOU3BEAEHHbIX A0  MPUHATUSA  YNOMHOMOYEHHbIM  dedepanbHbiM - OpraHoM
UCMNOMHUTENBHOW BacT peLleHnss O BHECEHUW U3MEHEHUMW B [OKYMEHTbl, codepxaluMecs B
perucTpaumoHHOM AOCbe Ha Takue fekapCTBeHHble npenaparbl, Uin pelleHns o6 oTkase BO BHECEHWUU
YKa3aHHbIX U3MEHEHWI.

Crtatbs 31. BHeceHVe M3MeHeHWI B JOKYMEHTbI, coaepXallnecs B perncTpauvMoHHOM [A0Cbe Ha
3aperncTpUpoBaHHbIV NeKapCTBEHHBIN NpenapaT Ans BeTepUHapHOro NpuMeHeHus

1. B uensix BHECEHUS U3MEHEHUI B OOKYMEHTbI, coaep)Kallmeca B permcTpauuoHHOM OOCbe Ha
3apPEermcTpuUpoOBaHHbIA  NIEKAPCTBEHHbIV MpenapaTt Ans  BETEepUMHaApHOro MNpUMEHEHWs, 3asiBUTENb
npeactaBnsgeT B YNONHOMOYEHHbIV (befepanbHbid OpraH WCMOMHUTENbHOW BracTu 3asBrieHne o
BHECEHUN TakUX WU3MEHEHUN Mo opme, YCTAHOBIEHHOW YMNOMHOMOYEHHbIM defeparbHbIM OpraHoM
UCMOSTHUTENBLHOMW BNAcTU, U MPUIOXEHHbIE K HEMY W3MEHEHWst B YKa3aHHble [OKYMEHTbl, a Takxe
OOKYMEHTbI, noaTBepXxaarLmne HeobXoOuMOCTb BHECEHUSI TakMx WM3MeHeHWn. [puHATME pelueHnst o
BHECEHUN TaKMX U3MEHEHUM unn 06 oTkase B UX BHECEHMM OCYLLECTBISETCA B CPOK, HE MPEBbILLAOLLNA
AeBsiHoCTa paboynx OHeN CO AHSA MPUHSTUS YNOSTHOMOYEHHbLIM dhefepanibHbIM OpraHOM UCMOSTHUTENBHON
BMNacTu 3asiBNIEHNS O BHECEHWUMN TaKUX N3MEHEHUN.

2. B cniyyae BHeCeHMs USMEHEHWI B MHCTPYKLMIO MO MPUMEHEHMIO NNEKAPCTBEHHOIO npenapata angd
BETEPUHAPHOIO NMPUMEHEHNS B OTHOLLEHWM CBeAeHU 06 U3MEHEHUsIX JO3MPOBKU, CPOKOB BO3MOXHOTO
NCMNOMb30BaHNs MPOAYKLUMM XMBOTHOIO NMPOUCXOXAEHUS NMOCME NMPUMEHEHNS NIeKapCTBEHHOIO npenapaTta
Ons BETEepMHapHOro MNpUMEHEHUs MNPOBOAUTCA  3KCNepTM3a JNEeKapCTBEHHOro cpeactsa  Ans
BETEPMHAPHOro npuMeHeHns. B crnyvyae HeoOXoOUMOCTM BHECEHMSI MHbIX WU3MEHEHUM B OaHHYHO
WHCTPYKLUMIO 9KCnepTu3a nekapcTBeHHOro cpeacTea Angd BeTepuHapHOro NpUMeHeHnst He NPOBOAMUTCS.

3. C 3aaBneHnemM O BHECEHUU W3MEHEHU B JOKYMEHTbl, CoAepXallMecss B peructpaLMoHHOM
[OoCbe Ha 3aperMcTpMpoBaHHbIN NeKapCTBEHHbIN npenapaT Ans BeTepUHapHOro NpUMeEHeHUs, Hapsaay ¢
OOKyMeHTamMK, YyKasaHHbIMM B 4Yactu 1 HacTosiwen cTaTtbW, NPEeAcTaBnsAlTCS  OOKYMEHTHI,
NoATBepXAallme ynnaty rocygapCTBEHHOW MOLWMMHbI 32 BHECEHME W3MEHEHWI B WHCTPYKUMIO MO
NPYMEHEHWIO NTIEKapCTBEHHOIO Npenapara A9 BETEPUHAPHOIO NPUMEHEHWS.

4. B cpok, He NpeBbILWAKLWNA OeCATM pabounx OHEN CO OHSA MOCTYMNNEHUs] yKasaHHOro B vactu 1
HacTosILLIe CTaTbh 3asiBNEHUss N HEOBXOOUMBIX OOKYMEHTOB, YMOJNTHOMOYEHHbIV dhedepanbHbIi opraH
WCNOMHWUTENBHOW BiacTu:



1) NpOBOAUT NPOBEPKY NOMHOTbLI U JOCTOBEPHOCTWN CBEAEHWN, COAEepXaLUMXCS B NpeacTaBneHHbIX
3asBuTENEM JOKYMEHTaXx;

2) npvHUMaeT pelleHWe O TMPOBEAeHWM 3KCMepTM3bl NEeKapCTBEHHOro cpeactsa  Ans
BETEPUHaPHOro NpMMeHeHns unu ob oTkase B ee NpoBeAeHnY;

3) yBegomnseT B NUCbMEHHON popMe 3asBUTENS O MPUHATOM PELUEHUN UMK B Criydae npuHATUA
peweHns o6 oTkase B MNpPOBEAEHUN IKCMepTU3bl IeKapCTBEHHOr0 CpeacTBa Ans BeTepuHapHoro
NPUMEHEHWS C YKa3aHUeM NPUYMH Takoro oTkasa.

5. OcHoBaHuem pfAnsa oOTKasa B MNPOBEAEHUN IKCNepTu3bl feKkapCTBEHHOro cpeactsa  Ans
BETEPUHAPHOro MNPUMEHEHUS SBNSAETCA nNpeacTaBfieHne OOKYMEHTOB, YKadaHHbIX B 4actax 1 u 3
HacTosLen cTaTby, B HENONTHOM OObeMe MK OTCYTCTBME B NpeAcTaBfeHHbIX JOKYMEHTax AOCTaTOYHbIX
CBeJeHWI, NoaTBEPXKAaOLLMNX HEOOXOANMOCTb BHECEHNS N3MEHEHNIA.

6. OKkcnepTusa nekapcTBEHHOro CpeacTBa ANA BETEPUHAPHOTO NPUMMEHEHWUs B LIeNsX BHECeHWs
M3MEHEeHUn B [OKYMEHTbl, coepXawmecs B pPerucTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
nekapcTBeHHbI MpenapaT Ans  BEeTEepMHApHOro NPUMEHEHWs, OCYLLeCTBMSeTCs B nopsagke,
YCTAHOBJIEHHOM cTaTben 24 HacTosiwero ®enepanbHOro 3akoHa.

7. OcHoBaHveM pAns OTKa3a BO BHECEHWM MW3MEHEeHW B [OKYMEHTbl, copepxalmecs B
perucTpaumoHHOM [0Cbe Ha 3aperucTpupoBaHHbIA NEKapCTBEHHbIN npenapaTt Ans BeTepUHapHOro
NPUMEHEHWS, ABMSETCH 3aKkiioyeHne YNoNTHOMOYEHHOro deepansHOro opraHa UCNONHUTENBLHON BNacTu
O BO3MOXHOCTU CHMXEHUs Be3onacHOCTH, KadecTBa, 3(PEKTUBHOCTU NEeKapCTBEHHOrO npenapata ang
BETEPUHAPHOro NPUMEHEHUS B CryYyae BHECEHUS U3MEHEHWUI B yKa3aHHbIE JOKYMEHThI.

8. [onyckaeTcs rpaxaaHCKui OOOPOT mNeKapCTBEHHbIX MpenapaTtoB Afs BeTepuHapHOro
NPUMEHEHWS,  MPOWM3BEAEHHbIX A0  MPUHATMA  YMONHOMOYEHHbIM  bedepanbHbiM — OpraHoM
WCMONHWUTENBbHON BNacTu peLIeHNss O BHECEeHUW W3MEHEHUN B [OKYMEHTbl, COAepxalumecs B
perucTpaumMoHHOM [0Cbe Ha 3aperncTpupoBaHHbLIA feKapCTBEHHbI npenapaT And BeTepuHapHOro
npUMeHeHus, unu o6 oTkase BO BHECEHWNM YKa3aHHbIX U3MEHEHUN.

Cratbsa 32. OTMeHa rocyfapCTBEHHOW perncTpauumn iekapcTBEHHOro npenaparta

PelleHne 06 oTMeHe rocyaapcTBEHHOW perMcTpauum NekapCTBEHHOro npenapaTta U UCKIYeHUn
neKapcTBEHHOrO npenapata W3 rocygapCTBEHHOrO peecTpa feKapCTBEHHbIX CpPeacTB MNpPUHMMaeTCs
YNONHOMOYEHHbIM hefieparbHbIM OPraHOM UCTIONHUTENBHOM BMacTy B Cryvae:

1) npeacraBneHus  COOTBETCTBYIOLUMM  YNOMHOMOYEHHbIM  ddedeparnbHblM  OpraHoM
WCMONHUTENBHON BMNacTu 3akiioyeHuss O pucke unu o6 yrpo3e 340POBbIO, XW3HW YenoBeka wunu
KMBOTHOIO NPV MNPUMEHEHNM IEKapCTBEHHOro npenapaTa, npeBblarwmux ero 3dgeKTMBHOCTb, MO
pesynbTatamMm OCyLLEeCTBASIEMOrO MM MOHUTOPUHIa 6€30MacHOCTY NekapCTBEHHOIO NpenapaTa;

2) nogayn pas3paboTyMKOM TEKApCTBEHHOIO cpeacTBa MU YNOMHOMOYEHHBIM UM OpPYrMM
IOPUANYECKMM  JIMLUOM  3asiBeHns o6 OTMeHe rocydapCTBEHHOW peructpauuyM JekapCTBEHHOro
npenapara;

3) HemoaTBEPXKOEHMS FrOCYAapCTBEHHOW perncTpaumy NeKkapCTBEHHOro npenapaTa no UcTeyYeHum
CpoKa AeNCTBMSA PErMCTPaLMOHHOIO yAOCTOBEPEHUS, BbIAAHHOIO Ha NATL MeT;

4) HenpegcTaeneHus 3asBuTenemM UWHdoOpmauuMu, KoTopas MOXeT noBrneydb 3a cobon
HeoOXOOMMOCTb BHECEHWS U3MEHEHWI B OOKYMEHTbl, COAepXalumMecs B PerucrpaumoHHOM OOCbe Ha
3aperncTpupoBaHHbIi NEeKapCTBEHHbIN MpenapaTt, B TeyeHue Tpuauatm pabounmx [OHeN co AHsA
HaCTyNneHnst 3TMX U3MEHEHUN;

5) ocyulecTBneHMs rocygapCTBEHHON perncrpaumu rekapCcTBEHHOro npenaparta nog TOProBbiM
HaVMEHOBaHMEM 3aperMcTpMpoBaHHOIO paHee Mof 3TMM TOProBbIM HAaMMEHOBaHUEM J1EKapCTBEHHOMO
npenapara;

6) ocyLLeCcTBNEHUS rocy4apCTBEHHON perncTpaumm 3asgBUTenemM O4HOMO M TOrO e NIeKapCTBEHHOMO
npenapara nog pasnuyHbiMM TOProBbIMWU HAMMEHOBaHUSIMMU;

7) BbIHECEHMSI CYyOOM pelleHMs O HapyweHuM npaB npaBoobragatenss OOBLEKTOB
WHTENNeKTyanbHOW COBCTBEHHOCTM Npu obpaLleHun nekapCTBEHHbIX CPEACTB.

Cratbsa 33. [ocygapCTBEHHbBIN peecTp NekapCTBEHHbIX CPeacTB

1. TocyoapCTBEHHbLIN peecTp NeKapCTBEHHbIX CPeaCcTB COLEPXMUT MNepeyeHb NeKkapCTBEHHbIX
npenapaTtoB, MpoLUeiWmnX rocy4apCTBEHHYO perncTpauuio, nepevyeHb apmaueBTUYeCcKnX cyGcTaHLniA,
BXOZSLUMX B COCTaB fiekapCTBEHHbIX NpenapaToB, U CreayoLLyo MHopMauuio:

1) B OTHOLLUEHUM NIeKapCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWE §eKapCTBEHHOro Mpenapata (MexayHapogHOe HenaTeHTOBaHHOE wnn
XUMUYECKOE U TOProBOE HaMMEHOBaHWNS);

0) nekapcTBeHHasa opMa C ykasaHMem JO3MPOBKM NIEKapCTBEHHOro npenapaTa 1 ero konunyectea
B MOTPEOMTENBbCKOWN YNaKoBKe;

B) HaumMeHoBaHMe pa3paboTymka nekapcTBEHHOro nNpenapara;



r) HAMMEHOBaHWE ¥ agpec NPOU3BOAUTENS NIEKapCTBEHHOIO Npenapara;

4) dbapmakoTepaneBTMYeckas rpynna nekapcTBEHHOrO Npenapara;

€) NoKasaHus 1 NPOTMBOMOKAa3aHWs K MPUMEHEHUIO NEKAPCTBEHHOIO NpenapaTa;

X) No6oYHbIE ENCTBUA NIEKAPCTBEHHOIO Npenapara;

3) CPOK rOAHOCTU NIEKAPCTBEHHOIO NpenapaTa;

n) yCnoBus XpaHeHus NekapCTBEHHOro npenapaTa;

K) yCrnoBusi OTMyCKa NekapCcTBEHHOro npenapara;

n) Homep dapmakonenHoW cTaTbM WNM B Cry4yae ee OTCYTCTBMS HOMEpP HOpPMaTUMBHON
OOKyMeHTauMn Nnnbo HOPMaTUBHOIO JOKYMEHTA;

M) JaTa rocygapCTBEHHOW permcTpaumm nekapCTBEHHOro npenapata U ero perncTpaumoHHbIN
HOMep;

2) B OTHOLIEHUN (hapmaLeBTUYECKUX CyDOCTaHUMIA:

a) HaumeHoBaHMe apmaueBTUYecKon cybcTaHuum (MexgyHapooHOe HenaTeHTOBaHHOE WU
XMUMWNYECKOE U TOProBOE HaMMEHOBaHWNS);

0) HanmeHoBaHWe 1 agpec NnpomsBoauTens apmaueBTUYECKON CcybcTaHLmu;

B) CPOK rogHOCTU (hapmaLeBTMYECKOM CybCcTaHuuu;

r) yCrnoBus XxpaHeHus papmaueBTMYECKON cybcTaHuuu;

4) HoMep dapmakonenHoW cTaTbM WU B Cry4yae ee OTCYTCTBMS HOMEpP HOpPMaTUBHON
OOKyMeHTauum nmbo HOpMaTUBHOTO AOKYMEHTA.

2. ®dapmaueBTuyeckass cybcTaHUus, Hewucnosnb3dyemass Mnpu MNpPOW3BOACTBE J€KapCTBEHHbIX
npenapaTtoB, MOXeT OblTb BKIOYEHa B FOCYAapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHUU
3asBrneHnss paspaboTyvka, Npov3BOAWUTENS NEeKapCTBEHHOro cpeactsa NMbO YNOMHOMOYEHHOro MMU
IOPUAMYECKOrO NULAa Npu YCroBUM NMPOBEAEHUS B OTHOLUEHMU TakoW hapMaueBTUYECKOW CyOCcTaHLmu
3KCNepTM3bl KayecTBa apmaleBTUYECKOM CyOCTaHUMM B MoOpsigKke, YCTAHOBMEHHOM cTaTben 34
HacToswero ®enepanbHOro 3akoHa.

3. MNopsgok BegeHWs rocygapCTBEHHONO peecTpa fekapCTBEHHbIX CpeAcTB ANs MeOUUMHCKOro
NPMMEHEHNS W NOPSAOK BeAeHUs T[OCydapCTBEHHOIO peecTpa  fekapCTBEHHbIX CcpeacTB  Ans
BETEPMHAPHOIO MNPUMEHEHUS YTBEPXOAOTCH COOTBETCTBYIOLUM  YMNOMHOMOYEHHbIM  beaeparnbHbiM
OpraHoM UCNOSTHUTENBHOMN BNacTu.

Cratbs 34. O3kcnepTmsa KayecTBa apMaueBTUHECKOW CybCcTaHuMK, Heucrnonb3yeMon npu
NPON3BOACTBE NeKapCTBEHHbLIX NpenapaTos

1. Ona BkmoveHus dapmaueBTUYeckorn cybcTaHuuKn, Heucnonb3yemMon npu MNpov3BOACTBE
rneKkapCTBEHHbIX MpenapaToB, B TrOCY4APCTBEHHbIN pPEECTp JleKapCTBEHHbIX CPeacTB, MNPOBOAMTCSA
3KCnepTM3a ee KayecTsa.

2. OkcnepTu3a KayecTBa YKa3aHHOM B 4acTtu 1 HacToswen cratbu hapmaueBTU4ecKomn
cybcTaHummn, cocTaBneHne KOMUCCUEN IKCMEPTOB 3aKMOYEHWIN MO pe3ynbTataM TaKoW JKCNepTusbl U KX
HanpasfieHMe B YMNOSIHOMOYEHHbIM (hbeaepanbHbIn opraH UCNOSTHUTENBHOM BNacTM OCYLLECTBNAKTCA B
CpOK, He MpEeBbILWAKLWMA WecTnagecatn paboumx AHEN CO OHSA MOMNyYeHUst SKCMEPTHbIM YyyYpexaeHnem
COOTBETCTBYIOLLErO 3adaHusi YMNOMHOMOYEHHOro diefepanbHOro opraHa MCMONHUTENbHOW BRactn U
[OKYMEHTOB, YKa3aHHbIX B NyHKTax 4 - 7 yactu 3 ctatbun 18 HacTodwero ®enepansHOro 3akoHa.

3. [Ona npoBedeHuss SKCNepTU3bl KayecTBa YKasaHHOM B 4YactTm 1 HacToswen cratbu
(hapmaLieBTMHECKON CybCTaHLUMKN 3asBUTENb NPEACTaBNSAET B YMONIHOMOYEHHbIV (hefeparnbHbli opraH
WCMOSTHUTENBHOW BRacTu:

1) 3asBNeHMe O BKMKYEHUN B TrOCYLAPCTBEHHBbIN PEECTp JIEeKapCTBEHHbIX CPeACTB AaHHOW
dhapmaLieBTUHECKON CyOCTaHLMK;

2) [OKYMEHT, noATBepXZawwWwuin ynnaty rocyJapCTBEHHOM MOLWMUHBI 33  BKMAKYEHUE
hapmaLieBTUYECKON CyOCTaHUMM, HEMCNOoNb3yeMOn Mpu MpPOU3BOACTBE NEKapCTBEHHbIX NpenapaTtos, B
rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTs;

3) OOKYMEHTbI, YKa3aHHble B NyHKTax 4 - 7 yactu 3 ctatbn 18 HacTosilwero degepanbHOro 3akoHa.

4. B TeyeHne nATK paboymx AHEN CO AHA NPUHATUS 3as8BEHNS O BKIOYEHWUM YKa3aHHOW B YacTu 1
HacTosWwen ctaTbum apmaueBTUYeCcKOn cybcTaHuum B TOCYAapCTBEHHbIA PEeecTp NeKapCTBEHHbIX
CpeacTB M [OKYMEHTOB, MepeyYUcreHHbIX B 4YacTu 1 M NyHKTe 2 4yacTu 3 HacTosdlen craTtby,
YNOMHOMOYEHHbIN doeaeparnbHbli OpraH UCMONHUTENBHOW BNACTu:

1) npoBOAMT NpPOBEPKY MOSMHOTHI [AaHHbIX, COAEPXAaLUUXCHA B MPEACTaBMEHHbIX 3asBUTENeM
OOKyMeHTax;

2) NpUHMMaeT peLleHne O HampaBMEeHUW B IKCMEPTHOE ydpexaeHuwe 3adaHus Ha NpoBeAeHue
3KCNepTM3bl KayecTBa yka3aHHOW B 4YacTu 1 HacTosiwen ctaTbM bapmaueBTUYeCcKon cybcTaHumMm nnm ob
OTKa3e B TakOM HarpaBreHuu;

3) yBegomnsieT B NMCbMEHHON hOpMe 3asiBUTENS O NPUHATOM PELLEHVMM UMM B Clyvae OTKasa C
yKasaHueM NpUYnH Takoro oTkasa.



5. OcHoBaHueM Ons OTKa3a B HamnpaBliEHMU B 3KCMEPTHOE ydpexaeHWe 3agaHus Ha npoBedeHune
9KCMepTM3bl KayecTBa yka3aHHOM B 4YacTu 1 HacToswen cratbu papmMaueBTU4eckon cybcTtaHuum
ABMNSIETCA HenpeacTaBneHne OOKYMEHTOB, MEpPEYNCrIeHHbIX B YacTh 2 U NyHKTe 2 YacTn 3 HacToswewn
cTaTbMm.

6. B Teuyenme ngaTHaguatM paboumx OHEM CO [OHSA MONYyYEHUS peLIeHUs YNONHOMOYEHHOro
dhegepanbHOro opraHa UCMOMNHUTENBHOW BNAacTu O HanpaBreHun B 3KCNepTHOE yupexaeHue 3agaHus Ha
npoBedeHne 9KCNepTu3bl KavyecTBa yKa3aHHOMW B 4acTu 1 HacToswew cratby hapmaueBTUYecKon
cybcTaHumMmn 3aaBuTenb NPeacTaBnseT B 9KCNEPTHOE yupexaeHue ansg npoBeaeHns aHHON 3KCNepTusbl
o6pa3ubl hapmaLeBTUYECKON cybCcTaHUMKN B KOnM4ecTBe, HeOOX0AUMOM A BOCNPOU3BEAEHWNS METOAOB
KOHTpONS KayecTBa. JKCMEPTHOe YyypexaeHue npu nonyyvyeHun obpasuoB yka3aHHOM B 4vactn 1
HacTosLeln ctaTb hapmaLeBTUYeCcKon cyGCTaHUUM BbiaaeT 3asiBUTEN0 AOKYMEHT, MoATBEPKAAaoLLNNA
nony4yeHne aTux obpasLoB, U B CPOK, HE NMPEBbILIAKLWNA Tpex pabounx AHeEN, yBeAOMMASET B MMCbMEHHOMN
dopme 06 3STOM YMNOMHOMOYEHHbIN hefepanbHbli OpraH WUCMOMHUTENBbHOW BRactn. OTU CPOKM He
BKITHOYAOTCA B CPOK NPOBEAEHMS AaHHOWN 3KCMEePTU3bI.

7. JOKyMEHTbI, MOCTYNUBLUME B 3KCMEPTHOE YyYpexaeHue Ons NpoBedeHMs dKCnepTusbl kavyecTsa
yKasaHHoOM B 4acTu 1 HacToswen crtatbn papmaueBTMYECKOM cybCTaHuuKn, noanexar Bo3BpaTy B
YNONMHOMOYEHHbIN dhefeparnbHbli OpraH UCMOMHUTENbHOW BNAacTV OOHOBPEMEHHO C 3aKMYEHUSIMU MO
pesynbTataMm NpoBegeHHON aKCNepTusbl.

8. B cpok, He npesblwaWnin NATU paboymx AHEW CO OHS MOMyYeHUs 3aKkioYeHUs KOMUCCUM
SKCNepToB MO pesynbTaTaM SKCNepTU3bl KayecTBa YkasaHHOW B 4YacTu 1 HacToswen cratbu
hapmaLieBTMHECKON CyOCTaHUMM, YNONTHOMOYEHHbIV cheeparnbHbI OpraH UCNOMHUTENBHOW BNacTu:

1) ocyllecTBnseT OUEHKY Takoro 3aknioveHus AN onpeferneHns ero COOTBETCTBUS 3afaHuio Ha
npoBedeHne JaHHOW 3KCNepTU3bl;

2) nNpvHUMaEeT pelleHMe O BKIYEHMU YKa3aHHOW B Yactu 1 HacToswew cTaTbu
dhapmaLieBTMHECKON CyBCTaHLUMN B rOCYAapCTBEHHbIM PEECTP NEKapCTBEHHbIX CPEACTB MIn pelueHne ob
OTKa3e B TakOM BKITHOYEHUN;

3) BHOCUT MpW MPUHATUM PELUEHUS O BKIIOYEHWM YKas3aHHOW B 4YacTM 1 HacTodwen craTbu
dapmMaLeBTU4EeCKON  CybCTaHUMM B TOCYOapCTBEHHbLIN  PEecTp  JIeKapCTBEHHbIX  CPeacTB
NpeaycMOTPEHHY NYHKTOM 2 Yactn 1 ctatbn 33 HacTosiwero denepanbHOro 3akoHa MHAOPMALMIO U
yBegomnsieT 06 3ToM B MUCbMEHHOWN hopme 3asBuTeENS.

Cratba 35. [loBTOpHOE npencTaBneHUe JEeKapCTBEHHOrO npenapaTta, He npolwealwero
rocyapCTBEHHON peructpauun nekapCcTBEHHbIX MpenapaTtoB, Ha rOCygapCTBEHHYI perncrpaumio
NeKapCTBEHHbIX NpenapaToB

MoBTOpHOE nMpeAcTaBneHWe B COOTBETCTBYHOLUMI  YMOMHOMOYEHHBIM dedepanbHbii  opraH
MCMOMNHUTENBHON BNAacTy NeKapCTBEHHOro npenapara, He MpOLUEALEero rocyaapcTBeHHON perucTpaumm
NeKapCcTBEHHbIX MNpenapaToB WU MOMYYMBLLErO OTKa3 B YKasaHHOW peructpauuv v BnocrencTsuu
NoABEPriIeroc M3MEHEeHUI0 B 4YacTW ero cocTaea, paccMaTpuvBaeTCs Kak npeAcTaBfieHMe HOBOro
NekapcTBEHHOTO MpenapaTta Ha ero rocy4apCTBEHHYI PEerucTpaumio He3aBUCKHMO OT COXPAHEHUs ero
NepBUYHOro HaVMeHOBaHUS.

Cratbsn 36. O6xanoBaHue pelueHust o6 oTkase B Bbldaye paspelleHnss Ha npoBeaeHue
KNMHWUYECKUX MUCCNEeOOBaHWI NEKAPCTBEHHOIO npenaparta Uiy pelleHns o6 oTkase B rocy4apCTBEHHOM
permcrpauumn nekapcTBEHHOro npenapara

PelleH/e COOTBETCTBYHOLLEro YNoNHOMOYEHHOro dyeaepanbHOro opraHa UCNoMHUTENbHON BacTy
06 oTkase B Bbloaye paspelleHUss Ha MPOoBedeHME KIMHUYECKUX WCCMedoBaHWin NeKapCTBEHHOro
npenapata wnu pelweHne o6 oTKase B rocyAapCTBEHHOW perucTpauuy nekapcTBEHHOro npenapara
MOXeT GblTb 06anosaHo B Mopsiake, YyCTaHOBNEHHOM 3akoHodaTenbcTBoM Poccuiickon defepauuu.

Cratba 37. WHdopmauusa, cBasaHHad C OCYLIECTBIIEHWEM [OCYAapCTBEHHOW perncrpaumm
nekapcTBeHHbIX npenapaToB, WHAOPMAaUMA O 3aperMcTpUpOBaHHLIX IEKapCTBEHHbIX npenapaTtax u
nekapcTBeHHbIX Npenaparax, UCKIMIYEHHbIX U3 rocyAapCTBEHHOrO peecTpa NekapCTBEHHbIX CPeACTB

1. CoOOTBETCTBYIOLUUA YNOMHOMOYEHHbLIN eaeparnbHbIi - OpraH  UCMOMHUTENbLHOW  BRacTu
pasmellaeTr Ha cBoeM oduumanbHOM cante B ceTu "UHTepHeT" uHGOpMAaLMIO, CBA3AHHYIO C
OCYLLECTBMEHNEM TOCYOAPCTBEHHOM pPErncTpauum INEeKapCcTBEHHbIX MNpenapaTtoB, B TOM 4ucne
npoBedeHMEM  3KCMEepPTU3bl  FEeKApCTBEHHbIX CPEACTB, MHAOPMaUuio O  3aperncrpyMpoBaHHbIX
nekapCTBEHHbIX Npenapatax W NeKapCTBEHHbIX MpenapaTax, WCKMIYEHHbIX W3 rocygapCTBEHHOro
peecTpa IeKapCTBEHHbIX CPEACTB, He MNo3gHee 4eM 4yepe3 MNsATb paboymx AHeW CO OHS MNOMy4YeHus
COOTBETCTBYIOLLUM YMOSIHOMOYEHHBIM (heepanbHbiM OpraHoM WUCMOMHUTENBbHOW BriacTu 3asiBNEHMs O
rocyaapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara.



2. Cpoku M nopsigok pasMelleHust ykaszaHHOW B 4Yactm 1 HacTosilen ctaTbu MHopmauum
yCTaHaBNMBalOTCS YNONIHOMOYEHHbIM befeparnbHbIM OPraHOM UCTMONHUTENBHOW BRacTw.

Mnaea 7. KMIMHUWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPEMNAPATOB AnA MEOAULUUHCKOIO NPUMEHEHWUA, 1OTOBOP
OB X NPOBEOEHUU, MPABA NALMEHTOB, YHACTBYIOLWUX
B 3TUX NCCNEOQOBAHUAX

Cratba 38. KnuHuuyeckne wnccnegoBaHus NIEKapCTBEHHbIX nMpenapaTtoB And MeaguuunHCKOoro
NPpUMEHEeHNA

1. KnnHnyeckne mnccrnegoBaHUsa NeKapCTBEHHbLIX NMpenapaToB AN MEeAULMHCKOrO NMPUMEHEHUs, B
TOM 4uCre MexayHapoAHble MHOIOLEHTPOBbIE, MHOTOLIEHTPOBbBIE, MOCTPErMCTPALNOHHbIE, NPOBOASATCA
OJ1s1 rocyaapCTBEHHOW PermcTpauumn nekapcTBEHHbIX NpenapaTtoB M MHOTo NpefHa3HavYeHns B OOHON UIn
HECKONIbKMX MEAUNLMHCKUX OpraHusaumsix B COOTBETCTBMM C MpaBUiiaMyn  KIIMHUYECKOM MNPaKTUKK,
YTBEPXKAEHHBIMM YMOSTHOMOYEHHbIM doefeparibHbIM OPraHoM MCMOSTHUTENbHOM BIiacTh, COOTBETCTBEHHO
B CriefyoLmx Lensax:

1) yctaHoBneHne 6e30MacHOCTM NeKapCTBEHHbLIX NpenapaTtoB AMs 300POBbIX A0OPOBOMbLLUEB U
(vnn) nepeHocMMOCTM WX 300POBbIMKM  JOBPOBOMbLAMU, 3@ WCKMIOYEHUMEM TakuUX WCCregoBaHWUn
neKkapcTBEHHbIX Npenapartos, NpoM3BeaeHHbIX 3a npegenammn Poccuiickon ®enepaunn;

2) nogbop onTMMarnbHbIX O3UPOBOK NTEKAPCTBEHHOMO NpenapaTa 1 Kypca feyeHust Ans naumeHToB
C onpepgeneHHbIM 3aboneBaHUeEM, ONTMMAarbHbIX [03 WU CXEM BaKUMHALWM UMMYHOOMONOrM4ecKumm
neKapCcTBEHHbIMM MpenapaTtammn 300pOBbIX JOOPOBOSbLEB;

3) ycrtaHoBneHve ©6e30MacHOCTM NEKapCTBEHHOro npenapata WM ero adgeKkTMBHOCTM Ans
nawumeHToB c onpegeneHHbIM 3aboneBaHuem, npodnnakTnyeckomn 3¢pheKTUBHOCTH
MMMYHOBNONOrMYEeCKUX NekapCTBEHHLIX NpenapaToB AS1s 300POBbLIX 4OOPOBOSLLEB;

4) n3y4yeHne BO3MOXHOCTU pacLUMPEHUST MOKa3aHUA NS MEAULMHCKOTO MPUMEHEHNS N BbISIBNIEHNUS
paHee HeM3BECTHbIX MOOOYHbIX JENCTBUA 3apEerMcTpUPOBaHHbIX NIEKAPCTBEHHbLIX NPenapaTos.

2. B OTHOLIEHMM BOCNPON3BEAEHHbIX NTEKAPCTBEHHbIX NpenapaToB A1 MEAULMHCKOro NpUMeHeHnst
NPOBOAATCA McCneoBaHusi OUMO3KBUBANEHTHOCTM M (UNM) TepaneBTUYECKON SKBMBANEHTHOCTU B
nopsiake, yCTaHOBIEHHOM YMONTHOMOYEHHBIM dhefeparnibHbIM OpraHoM UCMOMHUTENbHOW BRacTMy.

3. OpraHuzauuio npoBedeHUs KIMHUYECKUX WCCreaoBaHUI NEeKapCTBEHHOro npenapata Aans
MeANLIMHCKOro NpUMeHeHNs Brpase OCYLLEeCTBATb:

1) pa3paboTumK NekapCcTBEHHOro npenapaTa UM yrnosIHOMOYeHHOE MM NNLLO;

2) obpasoBaTenbHble Y4YpexOeHWst BbICLLIEro npodeccuoHanbHoro obpasoBaHua u  (Mnu)
obpa3zoBaTernbHble y4pexaeHns JOMONTHUTENBHOro NpodeccuoHanbHoOro oopa3oBaHuns;

3) Hay4HOo-MCccregoBaTeNbCKME OpraHn3aumn.

4. KnunHunyeckne uccrefoBaHusl NEKapCTBEHHbIX MpernapaTtoB Ans MeOULMHCKOrO MpUMEHEHUs
NPOBOASATCS B MOPsiAKe, yCTaHOBNEHHOM cTaTbamu 20 - 22 Hactoswero deageparnbHOro 3akoHa, Ha
OCHOBaHUM paspeLleHns Ha MpoBeAEHME KIMHWYECKOro MCCneaoBaHust NeKapCTBEHHOro npenaparta,
BblAaHHOIO YMNOMHOMOYEHHbIM doefepanbHbiM OpraHOM WCMOSMIHUTENBHOM BRacTu, B COOTBETCTBMM C
LuensamMu, ykasaHHbiIMM B 4acTu 1 HacTosilen cTaTbW. YNOMHOMOYEHHbIM dheaepanbHbIi  OpraH
MCMNONHUTENBLHON BNacTM BedeT pPEeecTp BblAaHHbIX pas3pelleHnin Ha npoBeAeHUe  KIMUHUYECKUX
uccnefoBaHvUM NeKapCTBEHHbIX MpenapaTtoB, COAEPXallui yKasaHue Ha uX uenb unu Lenu, B
YyCTaHOBMEHHOM 3TUM OpraHoOM nopsiake.

5. B cny4ae OCyLEeCTBNEHUS [OCyAapCTBEHHON perncTpauum JeKapcTBEHHOrO npenapara
rocygapcTBeHHas MOLfMHA 3a NPOBEAEHUE IKCMEpPTU3bl LJOKYMEHTOB AMs MOMYyYEeHUs pas3peLleHuin Ha
npoBeAeHne KITMHNYECKMX UCCITeAOBaHNA NEeKapCTBEHHOrO Npenapara ansg MeauuuHCKOro NpMMeHeHus n
3TUYECKOM IKCMEPTM3bl Npy obpalLeHn 3a rocygapCTBEHHOW permcTpalmen nekapcTBEHHOro npenapara
B COOTBETCTBMM C LENb WU LEnsMM, YKasaHHbIMM B 4YacTu 1 HacTosiwen craTtbu, ynnavvBaeTtcs
OLHOKpPAaTHO.

6. K opraHusauum npoBedeHust KNMHUYECKUX WCCNeaoBaHMN NEKapCTBEHHOro npenapara Ans
MEOVLMHCKOrO MpUMEHEHUs pa3paboTuMkoM FfEeKapCTBEHHOro npenapata MOryT npuBrekaTbCH
opyandecke  nvua  nobon opraHM3auMOHHO-NPaBoOBOM  )OpMbI  NMpU  ycrioBuM  obecneveHust
COOTBETCTBUS 3TUX UCcreaoBaHuin TpeboBaHusAM HacTosiLero PegepanbHOro 3akoHa.

7. KnuHuveckne wmuccnegoBaHusi NEKApCTBEHHBIX MpenapaTtoB AN MeaUMUMHCKOro MNpUMEHEHMUS
NpoBOAATCA B MEOMUMHCKUX OpraHu3auusix, akkpeOWTOBaHHbIX YMOMHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMOMHUTENBHOW BNacTM B MOpsSAke, ycTaHoBneHHom [lpaBuTenbcTtBoM Poccuiickomn
depnepaumn.

8. [TlepeyeHb MEOUUMHCKMX OpraHuMsauumi, WMEKLMX MpaBo MNPOBOAUTbL  KITMHUYECKME
nccnegoBaHUs NeKapCTBEHHbIX MpenapaToB AN MEAWMUMHCKOrO MNMPUMEHEHUsl, U PeecTp BblOAHHbIX
paspelleHnin  Ha  MpPOBEAEHWE  KIMHUMYECKMX  UCCNedoBaHMM  JIeKapCTBEHHbIX  NpenapaTtoB



onybnMKOBBIBAOTCA U pasMeLLarTcs YNorHOMOYEHHbIM deaepanbHbiM  OpPraHoM  UCMOMHUTENBHOW
BNacTu B yCTaHOBMNEHHOM UM MopsaaKe Ha CBOeM oduLmanbHOM canTe B ceTn "VIHTepHeT".

Cratba 39. MexagyHapogHOe MHOrOLEHTPOBOE KITMHUYECKOE WCCNeaoBaHWE JeKapCTBEHHOIO
npenapata Ans MeguuUHCKOrO MPUMEHEHUS MU MOCTPErUCTPaLMOHHOE KIMHUYECKOe WccrefoBaHue
NeKkapCTBEeHHOro npenaparta ana MmegmunHCKoOro npuMmeHeHus

1. MexagyHapoaHOe MHOrOLEHTPOBOE KITMHUYECKOE MCCrefoBaHWe fekapCTBEHHOro npenapara
Ons MeauuUMHCKOro npuMeHeHust Ha Tepputopun Poccuiickon ®egepaumy unu noctpernctpauuoHHoe
KNUHUYECKoe UCCrefoBaHne nekapCTBEHHOro npenapara Ans MeauumMHCKOro NpMMeHeHUs1 NpoBoANTCS
Ha OCHOBaHWM paspeLleHusi Ha NpoBedeHME KMMHUYECKOrO NCCReNoBaHNA NekapCTBEHHOro npenapara,
BbIJAHHOIO YMOMHOMOY€EHHBIM doeeparbHblM OPraHoM WCMONMHUTENBHOW BRacTM Mo pesynbTatam
3KCNepTM3bl JOKYMEHTOB, HEOOXOAUMBIX AN MOSyYeHUs pas3peLleHns Ha NpoBeAEHNE MEXOYHAaPOAHOro
MHOTOLIEHTPOBOIO KIMHWYECKOTO NCCNeaoBaHns NieKapCTBEHHOrO npenaparta unn nocTperncTpaunoHHoro
KNMMHMYECKOrO MCCNeAoBaHWs NIEKAapCTBEHHOro npenapaTta, U 3TUYECKON 3KCNepTU3bI.

2. [Ons nomyyeHuMs paspelleHuMs Ha nNpoBedeHVMe MeXZyHapogHOro  MHOroLEHTPOBOro
KIMHUYECKOro  MUCCrefoBaHnsl NeKapCTBEHHOrO npenapata Ans MeauUMHCKOrO MpUMEHEHMS  Unn
NOCTPErNCTPALMOHHOIO KIMHUYECKOrO MCCNeaoBaHUsA NEKapCTBEHHOro npenaparta Ans MeguuMHCKOro
NPMMEHEHNs B  YMNOMHOMOYEHHbIM bedepanbHbli  OpraH  WUCMONMHUTENbHOM  BRacTu  3asiBUTEnNb
npeacraBnyaeT:

1) 3asgBneHMe O Bblgaye paspelleHus Ha npoBeAeHue MeXAyHApOAHOro MHOroLEeHTPOBOro
KNUHUYECKOro UCCrefoBaHWs NeKapCTBEHHOro npenapata Ans MeauuMHCKOro MNpUMEHEHUs  Unn
NOCTPErMCTPaLMOHHOIO KITMHUYECKOIO MCCIeAoBaHMS NEeKapCTBEHHOrO npenaparta Aans MeauumHCKOro
NPYMEHEHNS;

2) [OKYMEHT, noATBepXAalLwWwnin ynnaTty rocygapCTBEHHON MOLUMMHBI 3@ Bblady paspeLleHust Ha
npoBedeHMe MeXOyHapOAHOIMO0 MHOTOLEHTPOBOrO  KIMMHUYECKOTO  WUCCNEeAoBaHWs  NIeKapCTBEHHOTO
npenapara 4ns MeguuMHCKOro NPUMEHEHNS UM rOCYAapCTBEHHOMW MOLLUMMHBI 3a Bblgadvy pas3peLleHns Ha
npoBedeHne MNOCTPErmcTPaLMoOHHOIO KIMHUYECKOrO MCCNedoBaHWUs FeKapCTBEHHOro npenapata Aans
MEANLMHCKOro NPUMEHEHNS;

3) OoTYeT O OOKMMHUYECKUX UCCNEeOOoBaHMAX NEKapCTBEHHOrO CpeacTBa M OTYET O NPOBEAEHHbIX
paHee KNMHUYECKUX MCCeaoBaHUsX NEKapCTBEHHOro npenapara Ans MeauMuMHCKOro npumeHeHuns (npm
Hanuuun);

4) npoeKkT npOTOKOMa KMMHMYECKOrO UCCredoBaHWs fekapCcTBEHHOro npenapata Angd
MEOVLMHCKOTO NPUMEHEHUS;

5) ©poLutopy uccrnegoBatens;

6) WHMOPMALUMOHHBIA NUCTOK MauMeHTa, YYacTBYKOLWEro B KIMHUYECKUX WCCNEenoBaHUSIX
rniekapCTBEHHOro npenapaTta Ans MeguuUmMHCKOro NPUMEHEHNS;

7) ceBegennst 06 onbiTe paboTbl uccrnegoBaTenet MO COOTBETCTBYIOLWUM CMeumnanbHOCTAM U KX
onbiTe paboTbl NO NPOBEAEHMIO KIMHUYECKMX UCCNEed0BaHWN;

8) konnn JoroBopoB 00A3aTENBHONO CTPAXOBaHUS XWU3HU, 340POBbsS MALMEHTOB, Y4acTBYHOLWNX B
KITMHNYECKNX UCCIefoBaHNSX NEeKapCTBEHHOro npenapara Ans MeAULMHCKOro NpUMeHeHNs;

9) uHdopmauuio O COoCTaBe IEKapCTBEHHOro npenaparta Ans MoNyYeHusa paspelleHus Ha
npoBefeHne MeXayHapooHOro MHOrOLEHTPOBOro  KIMHUYECKOro WUCCRedoBaHUA  NeKapCTBEHHOMO
npenapata ons MeauUMHCKOro NpUMeHeHus.

3. B cpok, He npeBbIWALWLMIA NSTU pabounx OHEN CO OHA NMPUHATUS YKa3aHHOTo B NyHkTe 1 yactu 2
HacTosLLEeN CcTaTbM 3asBMEHNS U HEOOXOOAUMBIX JOKYMEHTOB, YMOSIHOMOYEHHbIV hbefepanbHbii opraH
WCNOSHWUTENBHOW BAacTu:

1) NpoBOAUT MPOBEPKY MOSIHOThLI 1 LOCTOBEPHOCTM CBEAEHMIN, COAEPXKALUMXCSA B NpeacTaBneHHbIX
3asgBUTENEM OOKYMEHTaX;

2) NpUHMMAET peLleHre O NMPOBEAEHUN IKCMEPTU3bl AOKYMEHTOB A8 MOSTyYEHMs paspeLleHnst Ha
npoBedeHMe MeXOyHapOAHOrO0 MHOTOLEHTPOBOrO  KIMMHUYECKOTO  UCCNEedoBaHWUs  NIeKapCTBEHHOTO
npenaparta ans MeguuMHCKOro NPUMEHEHUS UM NOCTPErMcTPaLUOHHOIO KIIMHUYECKOro MCCneaoBaHus
nekapCcTBEHHOro npenapara ans MeguLUMHCKOro NPUMEHEHUsT U 3TUYECKON aKcnepTuabl Nnbo o6 oTkase B
NpoBeaeHUM YKa3aHHbIX 3KCNepTus;

3) yBegomnsieT B NMUCbMEHHON hopMe 3asBUTENS O NPUHATOM PELLEeHUN UMKn B criyvyae NpUHATUS
peLueHns 06 oTkase C ykazaHUMeM MPUYMH Takoro oTkasa.

4. OcHoBaHWEM Ons OTka3a B MPOBEAEHUM IKCNEpPTU3bl JOKYMEHTOB AN MOMyYeHUs pa3peLleHmns
Ha MNpoBeAEeHUE MEeXOYHapOAHOr0 MHOFOLIEHTPOBOMO KIIMHWYECKOro MWCCeAoBaHus FeKapCTBEHHOMO
npenaparta ans MeguuMHCKOro NMPUMEHEHWUS] UMM NOCTPErMCTPALMOHHOIO KIMHUYECKOro MCCregoBaHust
nekapCTBEHHOro mnpenapata Afs MEAWUMHCKOrO MPUMMEHEHUS W 3TMYECKOW 3KCMepTu3bl sBNSeTcs
npeacraBneHMe OOKYMEHTOB, NMPedyCMOTPEHHbIX YacTblo 2 HacTosIWEen cTaTbW, B HEMOSTHOM Oob6beme
nnbo oTCcyTCTBME B MpeACTaBMEHHbIX AOKYMEHTaxX MCHEpnbIBaOLWEro nepeyHss HeobxoamMMbIX CBeAEHWN
U1 HopMaLnn, KOTopble AOMKHbI OblTb OTPaXKEHbI B HUX.



5. TlpoBegeHne 3aKcnepTusbl LOKYMEHTOB [AJfi9  MOMyYeHWs paspelleHusl Ha npoBedeHue
MEXOYHapOAHONO0 MHOTOLIEHTPOBOIO KIMHUYECKOro WCCNeaoBaHWs fekapCTBEHHOro npenaparta ans
MEANLIMHCKOIo NMPUMEHEHUSA U NOCTPErMCTPaLMOHHOIO KIMMHUYECKOrO UCCNEeAOBaHUSA JIEKapCTBEHHOMO
npenaparta Ansi MEOULMHCKOrO MPUMEHEHUS M STMYECKOWM 3KCMEpPTM3bl U Bbldaya paspelleHus Ha
npoBeAeHNE MEXOYHapooHOr0 MHOrOLEHTPOBOrO  KIMHUYECKOr0 WCCREeAOBaHUSA  JIeKapCTBEHHOIMO
npenaparta ans MeguuMHCKOro NMPUMEHEHUS UM NOCTPErMCTPaLUOHHOIO KIIMHUYECKOro MCCneaoBaHus
NeKkapCTBEHHOro npenapata Ans  MEeOUUUHCKOrO  MNPUMEHEHWs  OCYLLECTBRSAKTCA B MNOpsake,
ycTaHoBneHHoM ctatbsamu 20 - 22 HacToswero defepanbHOro 3akoHa.

6. PeweHnss o6 oTkase B NMPOBELEHUN IKCMEPTU3bl AOKYMEHTOB AMA NMOJyYEHUS paspelueHnst Ha
npoBefeHne MeXOyHapooHOro  MHOrOLEHTPOBOro  KIMHUYECKOro WUCCRedoBaHUA  NeKapCTBEHHOMO
npenapaTta ana MeauuMHCKOro NPUMEHEHUS UM NOCTPErMcTPaLUOHHOIO KIIMHMYECKOro MUccrneaoBaHmns
NeKapCTBEHHOro npenaparta Ansg MeOULUHCKOrO MPUMMEHEHUSI U 3TUYECKOW SKCMepTM3bl U B Bblaye
paspelleHns Ha npoBeAeHVE MEeXOYHapOAHOr0 MHOMOLEHTPOBOIrO KIMHWYECKOTO WCCrefoBaHust
NeKapCTBEHHOro npenapaTa ans MegnLUHCKOro NPUMEHEHNST U MOCTPErMCTPaLMOHHOTO KITMHUYECKOro
nccnegoBaHus NIEKapCTBEHHOrO npenapaTa Anst MeguLMHCKOro NpUMeHeHnsa MoryT 6biTb 0OXXarnoBaHbl B
nopsiake, yCTaHOBIIEHHOM 3akoHodaTenbcTBoM Poccuiickon depepaumn.

Cratbsa 40. T[lpoBegeHve KIMHUYECKOrO WCCNEedoBaHWS feKkapCTBEHHOro npenapata Aans
MEeOULMHCKOro NPUMEHEHUS

1. PykoBoguTenb MeOUUMHCKOW opraHusauuu, KoTopas npoBOAUT KIMHWYECKOE WuccrefoBaHue
nekapcTBeHHOro npenapata Ansg  MeguuMHCKOro  MNPUMEHEeHUs, HasHavaeT  uccrnegosartens,
OTBETCTBEHHOrO 3a MNPOBEAEHME TaKOro WCCNEeAOBaHUs M MMEKLEro ne4vyebHylo cneumanbHOCTb,
COOTBETCTBYIOLLYIO MNPOBOAUMOMY KITMHUYECKOMY WCCNEAOBaHWNIO FeKapCTBEHHOrO npenapaTa, co
cTaxxem paboTbl MO NpoOrpaMmam KIMHUYECKUX WUCCNEeAOoBaHWUA NEKapCTBEHHbIX MpenapaToB HE MeHee
YyeM nNATb NeT U MO ero nNpearioKEeHUIo HasHavaeT couccrnegoBaTenen M3 4ucna Bpayen ITon
MEeOVLMHCKON OpraHu3auum.

2. WccnepoBatenb OCywecTBNSEeT BblOOP MAaUMEHTOB, KOTOpble MO MEAWUUMHCKAM MOKa3aHUAM
MOryT ObITb NPUBMEYEHbI K y4acTU0 B KIIMHUYECKOM WUCCREeAOBaHUW NeKapCTBEHHOro npenapara ansd
MEANLMHCKOro NPUMEHEHNS.

3. Wccneposatens 1 couccriegoBatenn  AOMKHbl  OblTb  O3HAKOMMEHbI € pesynbTatamu
OOKNMHUYECKOTO  UCCNEAOBaHWs  NeKapCTBEHHOro  CpeacTBa, cogepxawmmuca B Bpolutope
uccrniegoBarens, NpoeKkToM MPOTOoKoNa KMNMHUYECKOrO MCCrnegoBaHUs NekapcTBEHHOro npenapara ans
MEOULMHCKOIO MPUMEHEHWs1, pa3paboTaHHbIM pa3paboTynMkoM NEeKapCTBEHHOMO MnpenapaTta UM UHbIM
IOPUANYECKMM  JIMLIOM, TMPUBIIEKAEMBIM K OpraHuM3auMvM MpPOBEAEHUS KIMHUYECKOrO WCCrefoBaHust
rNekapCTBEHHOro Mnpenapata Ans MEeOUUMHCKOTO MPUMEHEHUS, W OPYrMMW  MaTtepuanamy Takoro
nccrnegoBaHus.

4. OpraHusauun, OCYLLECTBMSAIOLWME OpraHu3auuto MNpoBedeHUs KIMHWYECKOro WCCnegoBaHus
nekapCTBEHHOro npenapaTta ANS MeAWMUMHCKOrO MNPUMMEHEHMS U yKasaHHble B 4actm 3 ctatbm 38
HacToswero PefepanbHOro 3akoHa, B criyyae HeobXoOUMOCTU BHECEHUSI U3MEHEHWW B MNPOTOKOI
KNMHWMYECKOTO MCCMeaoBaHMs fnekapCTBEHHOro npenapata Ans MeAWUMHCKOrO NpUMEHeHus cooblatoT
06 3TOM B YNONMHOMOYEHHbIV heaepanbHbIi OpraH UCNOMHUTENBHOW BNacTu, BblAaBLUNA pa3peLleHre Ha
npoBedeHne Takoro uccrnefoBaHus.

5. B cpok, He npeBbllalOWni TpUaLaTv paboumx gHen co AHA MONyYeHus yka3aHHOro B 4actu 4
HacTosLe cTaTb¥ COOOLLEHMS, YMONTHOMOYEHHbIV diedeparnbHbIi OpraH WUCMOMHUTENBHOW BNacTu
paccMaTpvBaeT 37O coobLieHne B yCTAHOBIEHHOM MM MOPSiAKE WM MPUHMMAET pelleHne O BHEeCEHWUU
N3MEHEHUN B MPOTOKON KIMMHWYECKOrO MCCNeaoBaHWs NEeKapCTBEHHOrO npenaparta Afs MeauuMHCKOro
NPUMEHEeHNs unmn ob oTka3e BO BHECEHUM TaKUX U3MEHEHWIA.

6. KnuHuyeckoe wccnepoBaHve neKapCTBEHHOrO npenapata Ans MeAMUMHCKOrO NpUMEHEHUs
MOXeT OblTb MPMOCTAHOBNEHO WM MpeKpalleHo, ecnu B Mpouecce ero nposedeHust obHapykeHa
OMacHOCTb NS XW3HW, 300POBbs NaUMEHTOB. B cny4yae BO3HUMKHOBEHMNSI ONACHOCTU OIS XKU3HWU, 300POBbA
nauMeHTa, Yy4yacTBYHOLLEro B  KIMHUYECKOM WCCNedoBaHWM  JieKapCTBEHHOro npenapata  Ansg
MEeOULMHCKOro NpUMEHeHWs, uccnegosaTteny ob6sa3aHbl NpouHpopmupoBatb 06 3TOM pykoBOAMTENs
MEeOUUMHCKOW  opraHmsaumMu U1 opraHu3auuio, MNOMyuYMBLUYIO  paspelleHne  YNONHOMOYEHHOTro
defepanbHOro opraHa WCMNOMHUTENBHOW BNACTU Ha OpraHM3aumio  NpPoOBEAEHUS  KIMHUYECKOro
nccrnefoBaHuA nekapcTBeHHOro npenapaTta. PelleHne o NprocTaHoBIEHNN KITMHUYECKOro nccregoBaHns
rnekapCTBEHHOro npenapara Anst MeaUUMHCKOrO NMPUMEHEHMS NMPUHUMAKT PYKOBOAWUTENb MELULUHCKON
opraHu3aumm v (Mnu) opraHnsaums, Nony4YnBLIasi pa3peLleHne yrnorHOMOYEHHOro oeeparnbHOro opraHa
WCMNOSMHWTENBHOW BlacTM Ha OpraHuW3auuilo NPOBEAEeHUS KIMHUYECKOro UCCReoBaHUS NeKapCTBEHHOMO
npenapata AN MEOWUMHCKOrO MPUMEHEHMS, peLleHWe O MpeKpalleHnM Takoro WccrnegoBaHus
NPUHUMAET YNOJTHOMOYEHHbIN doeaeparbHbii OpraH UCNOMHUTENBHOW BNAcTU Ha OCHOBAHUKM COOOLLEHUS
B MUCbMEHHON (OpMe PYKOBOAUTENSA MEOMUMHCKOW OpraHmsauun unu opraHusauums, nonyyusLiasi



paspelleHne YMnoriHOMOYEHHOro hbefgepanbHOrO OpraHa WCMOMHUTENbHOW BRacTu Ha oOpraHv3aumio
NpoBeAEHMS KITMHNYECKOIo UCCrefoBaHUS NeKapCTBEHHOMO Npenaparta Ans MegUUMHCKOTO NPUMEHEHNS.

7. B cpok, He npeBbilWAWUN NATM paboynx OHEN CO OHS 3aBEPLUEHUS, NMPUOCTAHOBMEHUS UMK
NpekpaweHns  KIMMHUYECKOrOo  WUCCMEedOBaHUSA  MeKapCTBEHHOro npenapata  Ans  MeguuMHCKOro
NPUMEHEHNs], cooOLeHne 06 3TOM HampaBnseTCs OpraHu3auusaMu, ykasaHHbIMM B 4YacTu 3 cTtatbu 38
HacToswero defepansHOro 3akoHa, B YNOMHOMOYEHHbIN beaepanbHblil OpraH UCNOMHUTENBHOW BNacTu
Nno yCTaHOBMNEHHOW UM hopMme.

8. dopma coobLeHua O 3aBepLlUeHUW, MNPUOCTAHOBIIEHUM WU MNpPeKpaLleHUn KIMHUYECKOro
nuccnegoBaHus nekapcTBEHHOro npenaparta ans MeguumMHCKOro NpUMMeHeHUs OOIMKHA cCoaepXaThb:

1) MHdopmauuio 0 MeOMUMHCKON OpraHusaumm Unn MeguuMHCKUX OpraHusaumsix, NpoBOAUBLLNX
[aHHoe nccnefoBaHue;

2) onucaHne JaHHOro UccrnegoBaHus;

3) paHHble uccriegoBaTens (amunus, UMs, OTYECTBO, MECTO paboTbl, 3aHMMaemMasi AOMKHOCTb,
crneunanbHOCTb, MepeyvYeHb KIMHWYECKMX MCCNedoBaHWA NeKapCTBEHHbIX MpenapaToB, B KOTOPbIX OH
npyvHUMan y4actue (nepvogpl y4acTusi) B Ka4ecTBe uccregoBaTtens unm couccrnegosarens);

4) pesynbTaT [OaHHOTO WCCMefoBaHMSA (3aBeplleHue, MPUOCTaHOBMEHME WU  MpeKpalleHue
[AHHOro uccrneaoBaHus € ykasaHneM MX NpUYUH U BUSIHUSA Ha OLIEHKY ero pe3ynbTaToB, 00LLY0 OLIEHKY
pucka M OXuaaemon nonb3bl OT NPUMEHEHUS UCCNEeAyeMoro NeKapCTBEHHOro npenaparta, a Takke
npeanonaraemMble ganbHenwme 4encTems).

9. YNONMHOMOYEHHLIN dedepanbHbIi OpraH WCMOMHUTENBHOW BRacTtu  OnyonuKoBbIBAeT U
pasMellaeT Ha CcBoeM oduuManbHOM canTte B ceTu "VIHTepHeT" cooOLieHne O 3aBepLUeHUN,
NPUOCTAHOBIEHUN UIM NPeKpaLleHUN KIMHUYECKOro WUCCrefoBaHUSA NeKkapCTBEHHOro npenaparta Aang
MEOVLMHCKOIO NMPMMEHEHNS B CPOK, HE MPEBbIAWNA NATM paboumx OHEW CO AHSA €ero Nony4vyeHus, B
YCTaHOBMNEHHOM UM MOPSIOKE.

10. YnonHoMo4eHHbIN defepanbHblii OpraH UCMOSTHUTENbLHOW BRacTW OCYLLeCcTBNSeT BedeHue
peectpa wuccnegosaTenen, MPOBOASALWIMX WU MPOBOAMBLUMX  KITMHWYECKME  MCCRegoBaHus
nekapCTBEHHbIX MpenapaToB Ans MeOUUMHCKOrO NPUMEHEHWsl, B COOTBETCTBMM C YTBEPXKAEHHBbIMU UM
npasunamMmn n pasmeLlaeTt ero Ha cBoem oduumansHOM canuTte B ceTu "VIHTepHeT" B YCTaHOBMEHHOM UM
nopsigke. YKasaHHbIi peecTp COoAEepXUT WHOpMaunio, NpeayCMOTPEHHY0 MyHKTOM 3 4vactm 8
HacTosILLEN cTaTbu.

11. OTyeT O pesynbTatax KIUHUYECKOrO WUCCrefoBaHUSA reKkapCTBEHHOro npenaparta Aans
MeANLIMHCKOro NpUMEHEHUs1 COCTaBMsieTCa opraHu3auunen, ykasaHHon B Yactu 3 ctatbu 38 HacTosLero
denepanbHOro 3aKkoHa, Ha OCHOBAHWUM 3aKMIOYEHUN MEeOULIMHCKUMX OpraHusauni, NpoBOAMBLUMX 3STO
nccrnegoBaHue, N NpeacTaBnseTcs B YNOMHOMOYEHHbIN dhedepanbHbIi OpraH UCMONTHUTENBHOW BNacTy,
BblJABLUMIA pa3peLleHre Ha NpOBEAEHME STOrO UCCNEeAOBaHNs, B CPOK, HE MPEBbILIAKLLNA TPEX MECALEB
CO [HA €ero 3aBeplleHus, MPUOCTAHOBMEHUA WNM MpeKkpalweHns, B MNopsgKke, YCTAHOBMEHHOM
YNOMHOMOYEHHbIM dheaeparnbHbIM OpraHOM UCMOSTHUTENBHON BNACTU.

12. HapyweHune npaBun KIMHUYECKOW MpakTukK, danbcndukaumsa pesynbTaToB KIMHUYECKOro
WCCNefoBaHNA JeKapCTBEHHOro mnpenapata Ans  MeAWUMHCKOroO MpUMEHeHus BrnekyT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccunckon degepaumn.

13. [llpu npoBedeHUM KIUHWYECKOrO WCCnegoBaHWs  NeKapCTBEHHOro npenapata  Ans
MEAVLMHCKOro NpuUMEHeHusa gonyckaeTtca 3abop y nauueHToB Guonornmyeckux matepmanoB (obpasupl
OMoNornyeckMx KMOKOCTEW, TKaHEW, CEeKPeTOB W MNPOAYKTOB KU3HEOEsTENbHOCTU  YerioBeka,
(PU3MONOTNYECKNX M NATONOrMYECKMX BbIOENEHWIA, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHW3MoB,
OvoncuiHbI MaTepuan) Ans Ux K3ydeHus Ha Tepputopum Poccuiickon Pepepaumm un (unu) 3a
npegenamu Tepputopun Poccunckon degepaumn.

14. MNopsgok BBo3a Ha Tepputoputo Poccuinckon depepaumm n BbiBO3a 3a Npeaensl Tepputopumn
Poccuiickon ®depepaumy GUoONoOrMyeckux martepuarnos, MOSTYYEHHbIX NPU NPOBEAEHWMMU KITMHUYECKOro
NCCNefoBaHUSA NEeKapCTBEHHOro npenapata  Afns  MeAWMUMHCKOro MNPUMEHEHWsl, yCTaHaBnvBaeTCs
MpaButenbcTBoM Poccunckon ®epepaumn.

Cratbs 41. [JoroBop 0 NpoBeAeHMUN KIMHUYECKOro UCCrefoBaHUs NekapcTBEHHOro npenapara Aans
MeOULMHCKOro NPUMEHEHUS

1. KnuHuyeckoe wuccrefoBaHve nekapcTBEHHOro npenapata Ans MeAMLMHCKOro MpUMEHEHUs
NpoBOAUTCSI B COOTBETCTBMU C [OrOBOPOM O MPOBEAEHWUM KITMHWYECKOro UCCreaoBaHUs NekapcTBEHHOro
npenapata Ans MeOUUMHCKOrO MpUMEHeHWsl, 3aKnioyYaembiM MeXay OpraHv3aumen, nosnyyvBLIen
paspelleHne YMNorTHOMOYEHHOrO (hedepanbHOro opraHa WCMONHUTENbHOM BRAcTM Ha opraHu3auumio
NpoOBEeAEeHMs] TaKoro WUccrnenoBaHWsl, M MeOWUUMHCKON OpraHv3auuen, OCYLUeCTBASIOWEN MnpoBeaeHue
TaKOro UcCcrenoBaHusl.

2. [oroBop O nNpoBeAEeHWM KIMHWYECKOrO WCCNEeAoBaHUs J1eKapCTBEHHOro rnpenapata Ans
MEAMLMHCKOro NPUMEHEHUSI JOMMKEH COAepXKaTb:

1) yCrnoBusa 1 CPOKM NpoBeAeHUs OaHHOIo UccrnenoBaHus;



2) onpepgerneHve obLLel CTOMMOCTM MpOrpaMMbl JAHHOTO WCCMELOBaHUSA C yKa3aHUMEM CyMMbl,
npegHasHavarLencs Ans BeiNnaTt uccnegoBaTtensam, conceneoBaTensim;

3) onpegeneHne GOpmbl  NPEACTaBNeHWs  pe3ynbTaTOB  AaHHOTO  MCCredoBaHMs B
YNOSTHOMOYEHHbIN beaeparibHbI OpraH UCMOMHUTESNTbHOW BNacTu.

Ctatbsa 42. duHaHcoBoe obecneyeHne KNMHMYECKOro UccrneaoBaHus fekapCTBEHHOro npenapaTa
Ons MeguLUMHCKOro NpYMeHeHUs

®duHaHcoBoe obecneyeHne KNMHUYECKOrOo WCCreaoBaHUS IeKapCTBEHHOro mnpenapaTta  Aans
MEeOVLMHCKOro NPUMEHEHUS OCYLLECTBISIETCS 3a CYET:

1) cpeacTB dheaepanbHoro oompxkeTa;

2) cpencTB OpraHusauui, MoMyYMBLUMX paspeLleHne Ha opraHu3auuilo MPOBEAEHUs AAHHOMo
nuccnenoBaHusi, B COOTBETCTBUM C YCIOBUSIMW LOTOBOPA O €ro NpoBeaeHUN;

3) MHBIX HE 3anpeLLeHHbIX 3akoHoaaTenbCcTBOM Poccuiickon denepauym NCTOUYHUKOB.

Cratbsa 43. lpaBa nNauveHTOB, Y4acCTBYIOLUMX B KIIMHWYECKOM WCCreOOBaHWM J1ekapCTBEHHOMO
npenapara ana MeauLuHCKOro NpuMeHeHus

1. Yyactme nauveHTOB B KIAMHUYECKOM WCCNedoBaHWM NeKapCTBEHHOro npenapata Ans
MEeOVLMHCKOro NPUMEHeEHUS ABNsieTcs A0OPOBOSbHbLIM.

2. TlauMeHT nnM ero 3akoHHbIA MpeacTaBuTeNb OOMMKEH OblTb MHPOPMMPOBAH B MUCLMEHHOW
dopwme:

1) 0 nekapcTBeHHOM npenapaTte Ans MEeOUUMHCKOrO MPUMEHEHUS U CYLIHOCTU KITMHWYECKOrO
NCcCcrnefoBaHUA 3TOro NIEKAPCTBEHHOrO Npenapara;

2) o 6e30nacHOCTM NeKapCTBEHHOrO NpenapaTa Anst MeAULMHCKOrO NPUMEHEHWS, ero OXuaaemomn
APPEKTUBHOCTU M CTEMEHN pUCKa AN NaLMUEHTa;

3) 06 ycnoBusix yyactusi naumeHTa B KNMHWYECKOM UCCIef0BaHUM NekapCcTBEHHOro npenapaTta ans
MEOULMHCKOIO NPUMEHEHUS;

4) 0 uenu unuM uensx U NPOAOCIHKUTENBHOCTU KIIMHUYECKOrO0 WCCNeAoBaHUsA NeKapCTBEHHOro
npenapara ans MeauumMHCKOro NpuMeHeHus;

5) o0 pencrtBuAX nauueHTa B cnyvae HenpeaBuAeHHbIX 3dEKTOB BMAUSHUS JEKapCTBEHHOro
npenapara ans MeauMuUMHCKOro NpUMEHEHUs Ha COCTOSIHWE ero 300pOBbS;

6) 06 ycnoBusax 06a3aTenbHOro CTPaxoBaHWst XXN3HW, 300POBbsS NaLMNEHTa;

7) O rapaHTusix KOH(UOEHUMaNbHOCTU Yy4acTus MauuMeHTa B KIMHWYECKOM MKCCedoBaHWM
rfiekapCTBEHHOro npenapaTta Ans MeguUMHCKOro NPUMEHEHUS.

3. JobpoBonbHOE cornacue nauueHTa Ha y4acTve B KNMHUYECKOM UCCEeA0BaHMUN JIEKapCTBEHHOMO
npenapata Ansg MeOULMHCKOTO NPUMEHEHWs MOATBEPXAAeTCA €ero nognucbid WAM MOAMUCHID €ero
3aKOHHOro NpeAcTaBuTeNs Ha UHPOPMALMOHHOM NUCTKE NauneHTa.

4. TlauneHT WM ero 3akoHHbIN MNpPeACTaBuWTENb WMEEeT MpaBO OTkas3aTbCA OT y4acTusd B
KNMHMYECKOM MCCMEedoBaHMU NeKapCTBEHHOro npenapaTta And MeauuMHCKOro MpuMeHeHus Ha nwobon
cTaguun NpoBeAeHNs Takoro nccregoBaHus.

5. lNpoBegeHne KIMHUYECKOro MCCNeaoBaHWUs NeKapCTBEHHOro npenaparta Ans MeauuuHCKOro
NPUMEHEHNS C y4acTMeM B KayeCTBe NauMeHTOB AeTel O0oMyCckaeTCcs TOMbKO C cornacusi B MMCbMEHHOM
dopme ux poauTenen, ycoiHoBuTenen. et MOryT paccmaTtpuBaTbCsl B KayecTBe MNOTEHUMarnbHbIX
nauueHTOB Takoro WCCregoBaHWs, TOMbKO €Cnu ero npoBefdeHne HeobXxoaAMMO AN YKpenneHus
300pOBbsi AeTer unu nNpoUNakTUKM WHMEKUMOHHbIX 3aboneBaHMn B OETCKOM Bo3pacTe nmvbo ecnu
Lenblo Takoro MccneaoBaHus SBMASIETCA MOMyYeHWe AaHHbIX O Hauny4llew OO3MPOBKE FEKapCTBEHHOMO
npenapata gns neyenus geten. B aTux cnyyasdx Takomy WCCRegOBaHWIO OOMMKHO MNpedLlecTBoBaTb
KNMHMYECKoe WCCnedoBaHMe JeKapCTBEHHOro mnpenapata Afns  MEeOUUMHCKOTO MNPUMEHEHWUs  Ha
COBEpLUEHHONETHMX rpaxgaHax.

6. 3anpewaeTtcs npoBedeHVE KIMHWYECKOrO WCCNedoBaHWs NeKapCTBEHHOro npenapata ang
MeOULMHCKOro NPUMEHEHUS C y4acTUeM B KayecTBe NaLneHTOoB:

1) peTen-cnpoT 1 geTen, ocTaBLUnxcs Be3 noneyveHns poavTenen;

2) xeHWWH B nepuon OepemMeHHOCTW, XEHWWH B Nepuoa rpyaHOro BCKapMivBaHWs, 3a
UCKIMOYEHWEM CrlyvaeB, ecriv NpoBOAUTCH KIMHMYECKOE WccnefoBaHWe fekapCTBEHHOro npenapara,
NpegHa3Ha4YeHHOro AN yKasaHHbIX XKEHLUMH, MpU YCNoBUM HEOOXOAMMOCTM MoslydeHus uHdopmaumm
TONMbKO BO BpEMS MNPOBEAEHMSI COOTBETCTBYIOLLMX KIMHUYECKUX WCCNEOOBaHUA U MPUHSATUS BCEX
HEOOXOAMMBIX Mep MO MCKIIOYEHMIO pUCKA HaHECEeHWs Bpeda >XEeHLMHe B nepuog GepemeHHoCTH,
XKEHLLMHE B Nepuo rpygHOro BCKapMIMBaHus, nnoay unm pebeHky;

3) BOEHHOCMyXalux, 3a WUCKIIOYEHNEM CIlydaeB MNpOBEeAEHMS KIMHUYECKOTO WCCregoBaHus
rnekapCTBEHHOro mnpenaparta, cneumanbHO pa3paboTaHHOrO Ans MPUMEHEHUS B YCIOBUSAX BOEHHbIX
OENCTBUA, 4pe3BblY4aWHbIX CUTyauun, npounakTUKM un nedvyeHuss 3aboneBaHWii U NOpaXeHwuw,
MONyyYeHHbIX B  pesynbTaTte BO34ENCTBUA  HEBNaronpusTHbIX  XUMUYECKMX,  BUONOrm4eckumx,



pagvaunoHHbIX akTopoB. KrMHWYeckoe uccrefoBaHME Takoro JeKapCTBEHHOrO npenapata MOXeT
NpPoBOAUTLCS C y4aCTMEM B Ka4eCTBE NaLMEHTOB BOEHHOCNYXALUMX, 3@ UCKITHOYEHMEM BOEHHOCHYXKAaLLKX,
NPOXOAsILUMX BOEHHYH Cry»0y no npusbiBy, ¢ cobnogeHnem TpeboBaHUA, YCTAaHOBIEHHBLIX HACTOSILLMM
depnepanbHbIM 3aKOHOM B OTHOLLEHWUM MPaXaaHCKUX NUL;

4) cOTpYyOHVKOB NPaBOOXpPaHUTENbHbIX OPraHoB;

5) nuu, oTGbIBaOWNX HakasaHWe B MecTax NULLeHMs cBoGoadbl, a Takke ful, HaxoaswWwmxcsa nog
CTpakel B CNeACTBEHHbIX N30NATOPaX.

7. [OonyckaeTcsi NpoBedeHMe KIMHMYECKOro MWCCredoBaHUs IEeKapCTBEHHOro npenaparta Aans
MeONLIMHCKOrO NPUMEHEHUs!, NpeaHasHauYeHHoro Ansi nevYeHus ncuxmyecknx 3aborneBaHuii, ¢ y4actmem B
KayecTBe NauUMEHTOB 1L, C NCUXUYECKUMN 3a60MeBaHNSIMU, NPU3HAHHBIX HeaeecrnocobHbIMU B MOPSIAKE,
yCTaHOBMEHHOM  3akoHogaTenbcTBoM  Poccuiickon  depepaumn.  KnuHudeckoe — vccnepoBaHue
nekapCTBEHHOrO npenaparta B 3TOM clyvae NPOBOAMTCS NPU HanM4Mu corfacusi B NMMCbMEHHOW hopMe
3aKOHHbIX NPeACTaBUTENEN YKa3aHHbIX NuL,.

Ctatba 44. OO6sizaTenbHOEe CTpaxoBaHME XWU3HW, 300POBbs MNaUMEHTa, Yy4dacTBYHOLLEro B
KIMMHWYECKUX UCCIEA0BaHMAX NIEKapCTBEHHOMO Npenapara A1 MeaNLIMHCKOrO NPpUMEHEHNS

1. OpraHumsauus, nonyyMBlUas paspelleHMe Ha OopraHu3aumilo MPOBEAEHUSt  KIIMHUYECKMX
uccnefoBaHUi NeKapCTBEHHOrO npenapata Ans MeAMUMHCKOro MnpumeHeHusl, obsizaHa cTpaxoBaTb
XM3Hb, 300POBbE MaLMeHTa, y4acTBYHOLLErO B KITMHUYECKUX UCCreoBaHMAX fekapcTBEHHOro npenapara,
3a CBOM CYeT B KayecTBe CTpaxoBaTens NyTeM 3akroyeHWs AoroBopa 06sA3aTenbHOro CTpaxoBaHuWs
XM3HW, 300pOBbSA OAHHOrO MauveHTa Ha Criydan NpUuuHEeHWs Bpeda XXM3HW UNW 340pOBbi0 MauuneHTa B
pesynbTaTte NPOBEeAEHUS KITMHUYECKUX UCCNefOoBaHWiA NeKapCTBEHHOMO npenaparta Ans MeauuMHCKOro
NPYMEHEHVA (danee B HAcTosILEN cTaTbe - 4OroBOP 00s3aTenbHOro CTpaxoBaHus).

2. Ob6bekToM 00s13aTeNbHOr0 CTPaxoBaHUSA SBMSETCS WMYLLECTBEHHbI WHTEpEeC nauueHTa,
CBSI3aHHbIM C MNPUYMHEHMEM Bpeda >XW3HM WNU 340POBbI0 MauMeHTa B pesynbrate npoBeaeHus
KNMHMYECKUX UCCIeQ0BaHUN fiekapCTBEHHOro npenapaTa Ans MegULUHCKOrO NMPUMEHEHUS.

3. CtpaxoBbiM crnydaem no Oorosopy obs3aTenbHOro CTpaxoBaHWs SABMSETCS CMepTb NauveHTa
UnnM yxydweHue ero 340poBbsi, B TOM 4uCre Briekyllee 3a cobol yCTaHOBMEHVWEe WHBanuaHOCTW,
BCMNEACTBME Yy4yacTUs B KIMMHWYECKUX WCCMNELOBaHMAX JIeKapCTBEHHOro npenapata v npu Hanmymm
NPUYMHHO-CNEACTBEHHON CBSA3W MeXQy HacTynMBLUMMK COBbITUSAMW M MPUEMOM  FeKapCTBEHHOMO
npenapara.

4. TpebGoBaHus O BO3MelUeHWM Bpeda, MPUYUMHEHHOTO >XM3HW WNW  300POBbK  NauMeHTa,
YOOBMETBOPSAOTCA B TEYEHME CPOKOB  MCKOBOW  Oa@BHOCTM,  YCTAHOBMEHHbIX  IPaXXAaHCKUM
3aKOHO4ATENbCTBOM.

5. Paamep cTpaxoBoi BbinnaTel N0 4OroBOpy 0683aTeNbHOIO CTPaxoBaHUSA COCTaBNSAET:

1) B cnyyae cMepTv nauneHTa gBa MUMMMOHa pybnen Ha Kakgoro nauueHTa, y4acTBOBaBLUErO B
KNMMHMYECKUX UCCIef0BaHUSAX fiekapCTBEHHOrO nNpenapara;

2) Npy yxyALeHun 300poBbs NaumeHTa:

a) noBreKwero 3a cobow ycTaHOBNEHUe MHBANUAHOCTY | rpynnbl, OAMH MWMMMOH MATLCOT ThICAY
pybnen Ha Kaxgoro nauveHTa, y4acTBOBaBLUEro B KIMHUYECKUX WCCNEAOBaHUsIX FeKapCTBEHHOro
npenapara;

6) noBsnekwero 3a cobon ycTaHOBMeHWe WHBanugHoctw |l rpynnbl, oAMH MWNAMMOH pybnen Ha
Kaxkgoro naumeHTa, y4acTBOBaBLUErO B KITMHUYECKNX MCCeoBaHMsAX NekapCTBEHHOro npenapara;

B) noBnekwero 3a cobow yctaHoBreHve uHBanugHoctu Il rpynnbl, NATbCOT ThicAd pybnen Ha
Ka)Xdoro nauveHTa, y4aCcTBOBABLUENO B KITMHUYECKUX UCCNEOOBaHNAX JIEKapCTBEHHOMO Npenapara;

r) He nNoBnekwero 3a cobor yCTaHOBMEHUS] MHBANMAHOCTN, He Bonee Yyem TpucTa Tbicsd pybnen Ha
Ka)Xdoro nauueHTa, y4acTBOBABLUENO B KITMHNYECKUX UCCNEOOBaHMAX JIEKapCTBEHHOrO nNpenapara.

6. Pasmep cTpaxoBbIx BbIMnaT MOXET ObITb yBENMYEH HA OCHOBaHUM peLleHns cyaa.

7. Cpok poroBopa 00si3aTENBHOrO CTPaxoBaHUS HE MOXeT OblTb MEHee YeM CpPOK NMPOBEAEHMS
KNMMHMYECKOTO MCCNEeAoBaHWs NIEKAapCTBEHHOro npenapara.

8. CrtpaxoBble Tapudpbl no ob6a3aTenbHOMY CTPAxXOBaHWIO >KW3HW, 340POBbSA  MNAUMEHTA,
Yy4YaCTBYIOLLErO B KIMMHWYECKUX WCCINEAOBAHUSIX NeKapCTBEHHOro npenapata, nepevyeHb HeobXoanMbIX
OOKYMEHTOB [N OCYLUECTBMEHNs CTPaxOoBOM BbiNfaTbl, MOPAAOK yNnaTbl CTPaxoBOW npemun, nopsigok
peanusauun onpeaeneHHbix HacToswmM denepanbHbIM 3akOHOM M ApyrumMn defeparnbHbIMY 3aKoHaMu
npas 1 00643aHHOCTEN CTOPOH MO AOroBOpy 06513aTenbHOro CTpPaxoBaHWs YCTaHaBMMBAKTCS TUMOBbLIMU
npaeBunamm obs3aTenbHOro CTPaxoBaHWUS XKWU3HWU, 300POBbS MaUMEHTa, YYacTBYIOLErO B KITMHUYECKMX
WCCNefoBaHUAX FEeKapCTBEHHOro npenaparta, yTBepXaeHHbiMu  [paBuTensctBOM  Poccuinckon
depnepaumn.

9. B cny4ae npuuMHEHMs Bpeda KM3HW NauMeHTa, Yy4acTBOBaBLUErO B  KIIMHUYECKMX
NCCrnegoBaHUAX NEKapCTBEHHOro npenapara, Bbirogonpuobperatensmu no AoroBopy 06s3aTenbHoro
CTpaxoBaHUS SABNSAKTCA rpaxgaHe, MMelWMe MpaBO Ha BO3MELLeHWe Bpeda B Crnyvyae CMepTu
KOpMUIbL@ B COOTBETCTBMU C IpadaHCKUM 3aKOHOAAaTeNbCTBOM, MPW OTCYTCTBMM TaKuMX rpaxaaH -



poauTenu, cynpyr, AeTW YyMepLllero nauueHTa, y4acTBOBaBLUEro B KIAMHWYECKUX WCCreaoBaHUsX
nekapcTBEHHOro npenapata, B CnyvYae CMepTU nauueHTa, Y4yacTBOBAaBLUETO B  KIMHUYECKUX
nccneaoBaHUsX NekapcTBEHHOro npenaparta U He UMEBLLEro CaMOCTOATENbHOrO AOX0AA, - rpaxaaHe, Ha
WXOMBEHUWN KOTOPbIX OH HaxXOAMNCS, B OTHOLLUEHWW BO3MELLEeHWs pacxodoB Ha norpebeHne nauumeHTa,
Yy4YaCTBOBABLLETO B KIIMHUYECKMX MCCNEefoBaHNAX NeKapCTBEHHOro npenapara, - NM1Uo, NoHecLlee Takve
pacxofbl.

10. CTanOBaFl BbiMjlata B CYeT BO3MelleHnda Bpeaa, NpUYNHEHHOro XU3HKM nauneHTa,
y4acTBOBABLUEro B KMMHUYECKMX UCCMNEQOBaHUAX NeKapCTBEHHOro npenapara, pacnpeaensercs mMexay
BblrogonpuobpeTaTensmy NponopLnoHanbHO UX KONMYECTBY B PaBHbIX JONAX.

11. Tlpn HacTynneHuu CTPaxoBOro cry4vas naumeHT, Yy4acTBOBaBLWMWA B  KIUHUYECKUX
uccnefoBaHUsix  NeKapCTBEHHOro  npenaparta,  Bbirogonpuobperatens  BnpaBe  NpeabsiBUTb
HenocpeacTBEHHO CTPaxoBLUMKY TpeboBaHMe O BO3MeLLeHNM NpuyMHeHHoro Bpeda. Ctpaxosas BbinnaTa
OCYLLECTBMAETCA CTPaxOBLUMKOM B TeyeHue Tpuauatu OHEN CO AHSA NpeacTaBreHus HeobXoamMbixX
OOKyMeHTOB. [laumeHT, y4yacTBOBaBLUMA B KIMHUYECKUX WUCCMEeAoBaHUAX NeKapCTBEHHOro npenapara,
unu BelrogonpuobpeTtaTens B COOTBETCTBUM C 3akoHogatensctBom Poccuickon depepauum B obnactu
nepcoHanbHbIX AaHHbIX 0653aH COOBLWMTL CTPaxOBLUMKY OfpedeneHHble YyKasaHHbIMM B 4actn 8
HaCTOFlLIJ,eIZ CTaTb TUMNOBbIMK MpaBunamMm CTpaxoBaHUA XU3HWU, 300POBbA U HeO6XOp,I/IMbIe and
ocyLiecTBeHuA CTanOBOVI BbiNaTbl CBOU NepcoHalnbHble AaHHbIE.

12. [Jo nonHoro onpegeneHvs pasMmepa MOANEXallero BO3MELLEHWI0 Bpeda CTPaxoBLUUK MO
3asBreHNI0 NauueHTa, y4acTBOBaBLUEro B KIUMHWYECKUX UCCRefoBaHUSAX JleKapCTBEHHOro npenapara,
unu 3asBreHuio  BbirogonpuobpeTatens BnpaBe  OCYLWECTBUTb 4YacTb CTPAaxOoBOW  BbINnarthl,
COOTBETCTBYIOLLYIO (PakTUYeCKU onpeaenieHHoN YacTu NPpUYUHEHHOro Bpeaa.

13. CrpaxoBas BbiNnaTta B COOTBETCTBMM C [JOroBOpPOM 0OSA3aTenbHOrO CTpaxoBaHUA
OCYLLEeCTBMNAETCA He3aBUCKMO OT BbIMaT, NPUYMTAIOLLMXCS NO APYrMM BUAAM CTpaxoBaHMS.

14. KoHTponb 3a WCMONHEHMeM opraHu3auuen, NofyumBLUEN paspelleHne Ha OopraHusaumio
NpoBeAeHUs KIMHUYECKUX WCCNeaoBaHWA neKapCTBEHHOro npenapaTta, YCTaHOBIIEHHON HacToswen
cTaTbeln 0683aHHOCTY Mo 0653aTeNnbHOMY CTPaxOBaHMIO XW3HW, 300POBbS NauMeHTa, y4acTBOBaBLUErO B
KMUHUYECKUX WCCMNeAoBaHWsAX NeKapCTBEHHOro mnpenapaTta, OCYLEeCTBASeTCA  YNONHOMOYEHHbIM
degeparnbHbiM  OPraHOM UCMONHUTENBHON BNAcTW, KOTOPbLIA BblgaeT paspelleHus Ha npoBeaeHue
KNMMHNYECKNX VICCJ'IeD,OBaHI/IVI NNeKapCTBEHHbIX nNpenapaTtos.

Maea 8. MPON3BOACTBO U MAPKUPOBKA NNEKAPCTBEHHbLIX CPELOCTB
Ctatbs 45. [pon3BOACTBO NIEKAPCTBEHHBLIX CPEACTB

1. Tpon3BOACTBO NEKAPCTBEHHbIX CPeACTB OOIMKHO COOTBETCTBOBATb MpaBuiiaM OpraHvsauuu
NPOM3BOACTBA W KOHTPONSA KayecTBa JIEKApCTBEHHbIX CPeAcTB, yTBepXAeHHbIM [lpaButenscTBOM
Poccuiickon ®epepauun.

2. [Mpon3BOACTBO IEKApPCTBEHHbIX CpeacTB Ha  Tepputopum  Poccuiickon  depepauumm
OCYLLECTBMSAETCS NPOU3BOAUTENAMM NEKAPCTBEHHBIX CPEACTB, MMEKLLMMN NULEH3NIO HA NPOU3BOLCTBO
neKkapCTBEHHbIX CpeacTB.

3. [lNpon3BoacTBO neKapCTBEHHbIX CPEACTB OCYLUEeCTBRsieTCca C cobntogeHnem TpeboBaHun
NPOMBILLNIEHHOMO perfiaMmeHTa, KOTopbI YyTBEpPXAAaeTCa pyKOBOAUTENEM NPOU3BOAUTENS NEKapCTBEHHbIX
CpeactB M BKMoYaeT B CcebA  nepeveHb MCMoNb3yeMblx apMaueBTUYeCKUX cybcTaHuum w
BCMOMOraTesnbHbIX BELLECTB C yKa3aHWeM KOJNIMYEeCTBa KaXKOoro M3 HUX, AaHHble 00 MCrnonb3yeMoM
obopynoBaHuM, OMUCaHWe TEXHOMOrMYeckoro mnpouecca W MEeTOAOB KOHTPOMs Ha BCex aTanax
NPOM3BOACTBA NIEKapCTBEHHbIX CPEACTB.

4. Tpn NPoOM3BOACTBE NEKAPCTBEHHbIX CPEACTB MCMOMb3yloTCs hapMaueBTuieckue cybctaHumm,
BKITHOMEHHbIE B rOCYAapCTBEHHbIA PEECTP NEeKapCTBEHHbIX CPEACTB.

5. 3anpeliaeTca npon3BoACTBO:

1) NnekapCcTBEHHbIX CPEACTB, HE BKITHOYEHHbIX B FOCY4AapPCTBEHHbIN PEECTP NEKapCTBEHHbIX CPeacTB,
32 MCKMYEHWEM NeKapCTBEHHbIX CPeACTB, MPOM3BOAUMbLIX AN MPOBEOEHUA  KIMMHUYECKUX
nccnenoBaHuM U Anst SKCNopTa;

2) hanbcnmLMpoBaHHbIX NEeKapCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX CpeacTB 6e3 NMLEH3NM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) nexkapCTBEHHbIX CPeaCTB C HapylLleHuem npaBuri opraHusauvMuM Npom3BOACTBA W KOHTPONS
KayecTBa JIeKapCTBEHHbIX CPEeACTB.

6. lNpu BBOOE 5nEKApPCTBEHHbIX CPEACTB B rPaXdaHCKMiA 0OOpOT YMONHOMOYEHHOE IUUO
NpOM3BOAMTENS NEKAPCTBEHHbBIX CPEACTB OCYLLECTBNSET NOATBEPXKAEHNE COOTBETCTBUSA JIEKAPCTBEHHbIX
cpencts TpeboBaHMAM, YCTaHOBMEHHbIM MPU MX FOCY4apCTBEHHOW pEerncrpauun, U rapaHTupyet, 4To
rnekapcTBeHHble CpeacTBa MpoOM3BeAeHbl B COOTBETCTBUMM C MpaBunamu NpOM3BOACTBA M KOHTPOIS
KayecTBa NekapCTBEHHbIX CPEeACTB.



7. YNOMHOMOYEHHbIM MLOM NPOM3BOAMTENSA NIEKAPCTBEHHBIX CPEACTB SBMSETCS ero paboTHUK,
UMeLWmMn Bbicllee dapMaLeBTMYecKoe, XMMmyeckoe unu Guonormyeckoe obpasoBaHne nMbo npu
NPOM3BOACTBE NEKApCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPMMEHEHNs BeTepuHapHoe obpasoBaHue,
cTax paboTbl He MeHee YyeM NATb neT B 0b6nacT NpoM3BOACTBA U KOHTPOMS KayecTBa JIeKapCTBEHHbIX
CpeacTB M aTTeCTOBaHHbIN B MOpsigKe, YCTAHOBIEHHOM YMOMHOMOYEHHbIM doedeparibHbiM OpraHoMm
NCMNOSTHUTENBHOM BNACTMW.

8. lpousBoauTenn nekapCTBEHHbIX CPEACTB MOMyT OCYLLECTBNATb NpoAaxy JieKapCTBEHHbIX
CcpeacTB vnu nepefasaTtb UX B YCTaHOBNEHHOM 3akoHogaTenscTBOM Poccuiickon ®enepauumn nopsigke:

1) opyrvum npousBoanTENsM NekapCTBEHHbIX CPeaCcTB AN1s NPON3BOACTBA NleKapCTBEHHbIX CPEACTB;

2) opraHu3sauusamM onToBOM TOProBfx NeKkapcTBEHHbIMU CpeacTBaMu;

3) anTeyHblM oOpraHusauusM, BeTepuUHapHbIM anTeYHbIM OpraHusaumsaM, WHAMBUAYaNbHbLIM
npeanpuHMMaTeNns M, UMEKLUM MULEH3NI0 Ha (hapMaueBTUYECKYD AEATENbHOCTb UMM MULEH3NK Ha
MEOVLMHCKY0 OeATENbHOCTb;

4) Hay4YHO-UCCrnegoBaTENbCKMM OpraHu3aumsam s HayyHo-uccrnegoBaTenbCckon paboThbl;

5) MeaVLUMHCKMM OpraHM3aunsM 1 BETepMHapHbIM OpraHu3aumsm;

6) opraHm3auusM, OCyLLECTBIISIOWMM pa3BefeHre, BblipalluBaHne U CoOAepKaHne XNBOTHbIX.

Cratbs 46. MapkmpoBka nekapCTBEHHbIX CPEACTB

1. JlekapcTBeHHbIE MpenapaTbl, 3a WCKMOYEHWEM feKapCTBEHHbIX NpenapaTtoB, U3roTOBMEHHbIX
anTeyHbIMXU  OpraHusaumsiMn, BEeTEPUHAPHbIMW  anTeYHbIMU  OpraHu3auusMu, WHAMBUAYaNbHbLIMU
npeanpuHMMaTensMn, UMEKLWUMM  NULEH3N  Ha  (apMaueBTU4eCKyo AesTeNbHOCTb, OOSDKHbI
noctynaTb B oOpalleHue, ecnu:

1) Ha WX NEPBUYHOWM YMAKOBKE XOPOLIO YUTAEMbIM LIPUPTOM Ha PYCCKOM HA3bIKE YKa3aHbl
HaVMeHOBaHWe NeKapCTBEHHOMO npenapara (MexayHapodHOe HenaTeHTOBaHHOE, UMM XMMUYECKoe, Unv
TOProBoe HavMMEHOBaHWE), HOMep cepun, AaTta Bbinycka (Ans MMMYHOOMOMOrMYECKUX NeKapCTBEHHbIX
npenapaToB), CPOK TroAgHOCTW, [o3a W dopma BbiNycka, OObEM W KONMMYECTBO [03 (and
MMMYHOBMNOMNOrMYEeCKUX NIeKapCTBEHHbIX NpenapaToB);

2) Ha nx BTOPUYHON (NOTPEBUTENbCKOM) YNakoBKe XOPOLLUO YATaEMbIM LLUPUPTOM Ha PYCCKOM S3blke
yKasaHbl HauMEHOBaHME JEeKapCTBEHHOro npenapaTta (MexayHapoaHOe HenaTeHTOBaHHOe — Mnuv
XUMUYECKOE U TOProBOE HAMMEHOBaHMWS), HAMMEHOBaHWE MPOU3BOAUTENS NEeKapCTBEHHOro npenapara,
HOMeEp cepuu, [faTta BbiMycka (4N MMMYHOOMOMOrMYECKMX JIEKApPCTBEHHbLIX MpenapaToB), HOMep
PErMCTPaLMOHHOIO YOOCTOBEPEHMUS, CPOK FOQHOCTW, CNoco® NpMMEHEHWsi, 403a W KONMWYECTBO 403 B
ynakoBke, ¢opma BbINycKa, YCIOBMS OTMYCKa, YCMOBUS XpaHEHWsi, Mepbl MpPegoCTOPOXHOCTU Mpu
NPYMEHEHNN NTEKapCTBEHHOIO Npenapara, npegynpeanTenbHble Haanucu.

2. ®apmaueBTuyeckne cybcTaHuumM OOIDKHBI MOCTynaTh B oOpalleHue, ecrniv Ha WX NepBUYHOWN
yrnakoBKe XOpOLIO YMTaeMbiM LWPUEPTOM Ha PYCCKOM A3biKe yKa3aHbl HauMeHoBaHve hapMaLeBTUYECKON
cybcTaHumn (MexgyHapogHOoe HenaTeHTOBaHHOE WM XUMUYECKOe W TOProBOE HauMMEHOBaHWs),
HavMeHOBaHue nNpou3BoaMTens apmMaueBTU4eckon cybcTaHuum, HoMep cepyu M gata U3roTOBMEHMS,
KONMNYECTBO B YNaKOBKE U €4MHULbI N3MEPEHUST KONTMYECTBA, CPOK FOAHOCTU 1 YCIOBUS XPaHEHWS.

3. JlekapcTBeHHble cpedcTBa B KavecTBe CbIBOPOTOK AOIDKHbI NOCTynaTb B obpalieHvne ¢
yKasaHMeM XMBOTHOIO, U3 KPOBU, Na3Mbl KDOBU, OPraHOB M TKAHEN KOTOPOro OHU MOMYYEHbI.

4. Ha BTOpWYHYt0 (NOTpebuTenbCKy) YNakoBKY JIEKAapCTBEHHbLIX CPEACTB, MOMYyYEHHbIX U3 KPOBW,
nrasmbl KPOBW, OPraHOB N TKaHEN YenoBeka, AOSMKHa HaHOCKMTbCA Hagnuck: "AHTutena Kk BUY-1, BUY-2,
K BUpYyCy renatuta B n NOBEpXHOCTHbLIN aHTUreH Bupyca renaturta B otcytcteyioT".

5. Ha nepBu4Hyto ynakoBKy 1 BTOPUYHYIO (MOTPEOUTENBCKYHO) YNAKOBKY pagnodapmaleBTUYeCKmX
rNeKapCTBEHHbIX CPeACTB AOIMKEH HAHOCUTLCS 3HAK PaguaLMOHHOM ONacHOCTMU.

6. Ha BTOpM4HyO (MOTpebuTENbCKyl0) YNakoBKY rOMeonaTuyecKuX JeKapCTBEHHbIX MpenapaTtoB
[JOJKHa HaHOCUTbCSA Hagnuck: "fomeonaTndecknin.

7. Ha BTOpu4Hylo (MOTpebuTenbCKylo) YMaKOBKY IEeKapCTBEHHbIX PacTUTENbHbIX MpenapaToB
JOMKHa HaHoCUTbCA Hagnuek: "lMpoaykuma npoLuna pagMaumoHHbI KOHTPOMb".

8. Ha nepBu4yHyl0 ynakoBKy W BTOPUYHYK (NOTPEOUTENbCKYI) YNaKoBKY NEKapCTBEHHbIX
npenapaTtoB, NpeAHa3HayYeHHbIX A5 KIMHUYECKUX UCCReLOoBaHUN, OOMKHA HaAHOCUTbCS Haanuceb: "[Ang
KITMHUYECKNX UCCneaoBaHuin'.

9. YnakoBka neKapCTBEHHbIX CPeacTB, MpefHa3HaAYeHHbIX WCKINIOYUTENbHO ANd  3KCMnopTa,
MapKMpyeTcsl B COOTBETCTBUM C TPeBOBaHUSMK CTpaHbl-MMnopTepa.

10. Ha TpaHcnopTHyl0 Tapy, KOoTopas He npedHa3HayeHa ans notpebutenenn M B KOTOPYHO
NMOMELLEHO FeKapCTBEHHOE CPEeACTBO, OO/MKHA HAHOCUTLCA MHAQOpMauus O HaMMEHOBaHWKU, CEepuu
NeKkapCTBEHHOrO CpeAcTBa, faTe BbiNycka, KOMMYECTBE BTOPUYHBLIX (MOTPEOUTENBCKUX) YNaKoBOK
nekapCTBEHHOro CpeAcTBa, NPOM3BOAUTENE NEKapCTBEHHOINO CPeACcTBa C yKa3aHWeM HavMEHOBaHWUS U
MECTOHaxOXAeHUs NpOM3BOAMTENS JNEKapCTBEHHOrO cpefcTBa (agpec, B TOM yucre cTpaHa v (unu)
MECTO NPOM3BOACTBA NEKApCTBEHHOIO CPeacTBa), a Takke O CPOKe rOAHOCTU NeKapCTBEHHOIO cpeacTea



m 00 YyCrnoBuSIX €ro XpaHeHuss W MNepeBO3KW, Heobxoaumble npegynpeavTeNibHble Haanucu U
MaHUMYNSATOPHbIE 3HAKW.

11. Ha nepBuYHYI0 yNnakoBKy U BTOPUYHYIO (MOTPEOUTENBCKYH0) YNAKOBKY FIEKAPCTBEHHbIX CPEACTB
Ons BETEPMHAPHOIro NpUMEHeHUs OMMKHa HaHOCUTLCA HagnNueb: "Ona BeTepnHapHOro npuMeHeHus".

12. Ha BTOpuuYHYylO (MOTPEOUTENBLCKYID) YMAKOBKY JIEKAPCTBEHHOrO Mpenaparta HaHOCUTCS
LUTPMXOBON KOA.

naea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB HA TEPPUTOPUIO
POCCUUCKOU ®ENEPALIMX U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
C TEPPUTOPUU POCCUNCKOU PEOEPALINA

Ctatbs 47. lNopsgok BBO3a NEKapCTBEHHbLIX CPeACcTB Ha Tepputoputo Poccuiickon degepaumm m
BbIBO3a JIEKAPCTBEHHbIX CPeacTB ¢ Tepputopun Poccuiickon degepaumm

1. BBO3 nekapcTBEHHbLIX CPeACTB Ha TeppuToputo Poccunckon degepaumm OCyLLECTBRSIETCS B
nopsigke, yctaHoBneHHom [lpaButenbctBom  Poccuiickon  ®Pepepauumn, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccunckon ®egepaumn.

2. Bosumble Ha Tepputopuio Poccunckon ®epgepauny nekapcTBeHHbIE CPeacTBa AOMKHbI ObITb
BKIMOYEHbI B rOCY4apCTBEHHbIN PEECTP NEKapPCTBEHHbLIX CPEACTB.

3. [Honyckaetca BB03 Ha Tepputopuio Poccuiickon ®efepauumn  KOHKPETHOM  MNapTuu
He3aperucTpMpoBaHHbIX IeKapCTBEHHbIX CPeacTB, NpefHasHayeHHbIX AN NPOBeAEHUST KITMHUYECKUX
uccnefoBaHUM NekapcTBEHHbIX MpenapaToB, NpoBefeHUA 3KCnepTusbl NeKkapCcTBEHHbIX CpeacTB And
OCYLLECTBMEHNS TFOCYJAPCTBEHHOW perucTpaumMm JNeKapCcTBEHHbIX MpenapaTtoB wWnu Afs  OkasaHus
MEOVLMHCKON MOMOLLM MO KU3HEHHBIM MOKa3aHUSIM KOHKPETHOIrO MauMeHTa Ha OCHOBaHWM pa3speLUeHus,
BbIJAHHOIO YMOMTHOMOYEHHBIM dhefeparnibHbIM OpraHOM MCMOMHWUTENBHOW BriacTv Mo 3asBAEHUAM NuL,
yKkasaHHbIXx B cTaTbe 48 HacTtoswero PegepanbHOro 3akoHa. PaccmoTpeHue Takoro 3asBreHus U
NPUHATME peLlieHNss O Bbldaye paspelleHnss Ha BBO3 KOHKPETHOW MapTuM He3aperncTpupoBaHHbIX
NekapCTBEHHbIX CPEeACTB, MpedHasHayeHHblX AONd  NPOBEAEHMS  KITMHWYECKMX  MCCnedoBaHun
NneKapCTBEHHbIX NpenapaToB, NPOBEAEHUS 3KCMEPTU3bl NIEKAPCTBEHHbIX CPEeACTB AMS OCYLIEeCTBNEHUs
rocyapCTBEHHON perncTpauumn nekapCTBEHHbIX NpenapaTtoB Unu Ang OKasaHWa MegMLMHCKON NOMOLLU
MO >XW3HEHHbIM MOKa3aHUAM KOHKPETHOro nauveHta nubo o6 oTkase B Bbigaye yKa3aHHOrO paspeLueHns
NPOM3BOAATCA B CPOK, He MpeBbllalWwmin natu pabounx pgHen. lMnata 3a Bbigayy YykasaHHOMO
paspelleHns He B3UMaeTCs.

4. Ha Tepputoputo Poccuinckon degepauum MOXHO BBO3UTb fIEKAPCTBEHHbIE CPEACTBa, Ka4yecTBO
KOTOPbIX NMOATBEPXOEHO CEPTUPUKATOM MPOU3BOAUTENSA NEKAPCTBEHHBIX CPeAcTB, YAOCTOBEPSIOLLMM
COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CpPeacTB TpeboBaHuAM dapMakonenHblx crtaten nmbo B
crny4yae nx OTCYTCTBUS HOPMATMBHON JOKYMEHTaLUUM UM HOPMaTUBHOTO AOKYMEHTA.

5. 3anpewaetcs BBO3 Ha Tepputoputo Poccuiickon Pepepauun  danbCMULNMPOBaAHHbBIX
nekapCTBeHHbIX  CpeacTB, HegobpoKayeCTBEHHbIX  MEKApCTBEHHbIX  CPeAcTB,  KOHTpadaKTHbIX
nekapCTBEHHbIX CPeacTB.

6. PanbcuduuMpoBaHHbIE NeKapCTBEHHble cpeacTBa, HeaobpokayeCTBEHHble JeKapCTBEHHbIE
CpeAcTBa nognexart U3bSATUI0 Y NocreayoLeMy YHUYTOXEHNIO UNn BbIBO3y C TeppuTopun Poccuinckom
denepaumm, KOHTpadakTHble NekapCTBEHHblE CPeACcTBa - U3BATUIO U NOCReayoLeMy YHUUTOXEHUIO.
YHu4TOXEHME wunu  BbiBO3 € Tepputopum Poccuiickon  ®epepauuun  hanbcMduULUmMpoBaHHbIX
NeKapCTBEHHbIX  CpeacTB, HegobpoKayeCTBEHHLIX — FIEKAPCTBEHHbLIX  CPeAcTB,  KOHTpadaKTHbIX
NeKkapCTBEHHbIX CpeACcTB OCYLECTBMSETCA 3a CYeT nuua, OocylecTBuMBLUErO MX BBO3. [lopsgok
YHUUTOXEHUST U3BATBIX  (PanbCUPULMPOBAHHBIX NEKAPCTBEHHbIX CPeacTB, HeOO0OpPOKa4YeCTBEHHbIX
NeKapCTBEHHbIX CPEACTB, KOHTpadaKTHbIX JIEKapCTBEHHbIX CPEACTB ycTaHaBnmBaeTcs [paBUTENbCTBOM
Poccuiickon ®epepauun.

7. Ilvua, ocywecTBnswowme BBO3 Ha Tepputoputo Poccuiickon degepaumm danbcuuumpoBaHHbIX
nekapCcTBeHHbIX  CpeacTB, HegobpoKayeCTBEHHbIX — MEKApCTBEHHbIX  CPeAcTB,  KOHTpadaKTHbIX
nekapCcTBEHHbIX CPeAcTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHodaTenbCTBoMm Poccuiickon
depepaumn.

8. BbiBO3 neKkapCTBEHHbIX CpeacTB ¢ Tepputopumn Poccuiickon ®enepauun ocyliecTensietca 6e3
NPUMEHEHNUS  OrpaHUYeHWid, YCTaHOBMEHHbIX 3akoHogaTenbcTBOM Poccuiickon ®depepaunn o
rocyapCTBEHHOM perynmpoBaHnn BHELLUHETOProBOW AesATenbHOCTU. BbIBO3 nekapCcTBEHHbIX NpenapaTos,
NpegHa3HayeHHbIX Ans TyMaHWTaApHOW MoMowM (COOENCTBMSA) UMM MOMOLLUM MNpU  Ype3BblHaNHbIX
cutyauusx, ¢ Tepputopum Poccunckon ®Pegepauum  OCyLLECTBMASIETCA Ha OCHOBAHMU  peLleHust
MpaBuTtensctBa Poccuiickon defepaumm Unu peLleHnst OpraHoB roCyAapCTBEHHOW BracTu CyObeKToB
Poccuiickon depepanmm 06 okazaHMM NOMOLLM MHOCTPAaHHOMY FOCyZapcTBy.

Cratbsn 48. HOpuguyeckne nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPeACTB Ha
Tepputopuio Poccuiickon depepaumm



JlekapcTBeHHble cpeaicTBa Ha TeppuTopuio Poccuinckon defepaumm MoryT BBO3UT!

1) npou3BOAMTENM JNEKApPCTBEHHbIX CpPeacTB [Ans  uenen cobCTBEHHOro NPOW3BOACTBA
nekapCTBEHHbIX CPeACTB;

2) WHOCTpaHHble pa3paboTyMKM NeKapCTBEHHbIX CPeACTB W  WHOCTPaHHble MNpOoM3BOAMTENU
neKkapCTBEHHbIX CPEACTB UNKU Apyrne pugndeckme nuua no nopyyvyeHunto paspabortymka nekapcTBEHHOro
cpeacTea And npoBeAeHUst KITMHUYECKMX UCCREeLOBaHWUA NeKapCTBEHHOrO npenapara, OCyLLEeCTBAEeHWS
rocyaapCTBEHHOW  perncTpaumm NeKkapCTBEHHOro  npenaparta, BKYeHMs  dhapmaueBTUYECKON
cybCcTaHLMn B rocygapCTBEHHbIN PEECTP NEKAPCTBEHHbIX CPEACTB, KOHTPONSA KayecTBa JIEeKapCTBEHHbIX
CpeacTB Mpu Hanu4uuMu paspeLleHus ynonHOMOYEHHOro eaepansHOro opraHa UCNONHUTENBHOW BNacTu
Ha BBO3 KOHKPETHOW NapTumn nekapCTBEHHbIX CPeacTB;

3) opraHm3aumm onToBOW TOProBNM NEKapCTBEHHLIMU CPEACTBaMU;

4) Hay4dHO-uccrnegoBaTenbCKMe  OpraHmMsauun, obpasoBaTefibHble  YYPEXOEHUS  BbICLLErO
npodgeccuoHanbHOro  0bpasoBaHMs, NPOVM3BOAMTENWN JEKAapCTBEHHbIX CpeacTB Ans  pas3paboTku,
nccrnegoBaHun, KOHTponst ©e3onacHOCTW, KadecTBa, 3(EeKTUBHOCTM fekapCTBEHHbIX CPeacTB npu
HanNM4YMM paspeLueHns yrnormHOMOYEHHOro hegepansHOro opraHa UCNONHUTENbHOW BNacTu;

5) MmegunumnHCKMe opraHmMsaLmm, UHble yKkasaHHble B NyHKTax 1 - 4 HacTosLWen cTaTbn opraHM3auum
Ons OKasaHUs MegULMHCKON MOMOLLM NO XU3HEHHbIM NMOKa3aHUAM KOHKPETHOro nauueHTa npu Hanu4mm
paspeLLeHns ynonHOMOYEHHOro heaepanbHOro opraHa UCMONHUTENBHOM BlacTM Ha BBO3 KOHKPETHOW
napTuv nekapcTBEHHOro npenapara, BblJaHHOrO B YCTAHOBMEHHOM MOpsiake B (POpMe 3NEKTPOHHOro
[OKyMeHTa, NoANUCAHHOIo 3NEeKTPOHHOW LIbpOBOM NOAMMUCHIO.

Cratbs 49. [JoKymeHTbI, NpeAcTaBnsgeMble B TaMOXeHHble opraHbl Poccuiickon depepaumm npu
BBO3€ JleKapCTBEHHbIX CPEACTB Ha Tepputoputo Poccuinckon ®egepaunm

1. Tpw BBO3€ NneKapCTBEHHbIX CPeacTB Ha Tepputoputo Poccuiickon denepaumm B TaMOXEHHbIE
opraHbl Poccuiickon ®epepauumn Hapsgy € OOKYMEHTaMK, npeacTaBfieHMe KOTOpbIX MPeayCMOTPEHO
3akoHogarTenbcTBoM Poccuickon denepaumm, NnpeacTaBnaTCca crieayowme AOKYMEHThI:

1) ceptudukat npou3BOAUTENsS NEKAPCTBEHHOrO CpeacTsa, YO4OCTOBEPSAOLWMIA COOTBETCTBUE
BBO3MMOr0O NEeKapCTBEHHOro cpeAcrtsa TpeboBaHWsaM dapmMakonenHom cratbn nmMbo B crnydyae ee
OTCYTCTBMSI HOPMATUBHOMW AOKYMEHTALMN UM HOPMATUBHOIO LOKYMEHTA;

2) paspelleHue YNosIHOMOYEHHOro defepansHOro opraHa WCNOMHUTENBHOM BracTM Ha BBO3
KOHKPETHOW napTUM NeKapCTBEHHOro Cpeactsa B ChNyyasdx, YCTAHOBMEHHbIX 4acTbto 3 crtaTbu 47
HacTosiero PegeparnbHOro 3akoHa.

2. [lokyMeHTbl, ykasaHHble B nyHkTax 1 M 2 yactM 1 HacToswen cTaTbul, NpeactaBnAwTCA B
TaMoXeHHble opraHbl Poccuiickonn degepaumm npu NpuobITUN NEKAPCTBEHHBIX CPEACTB HA TEPPUTOPUID
Poccuiickon ®epepauunm.

Ctatbs 50. BB0O3 nekapcCTBeHHbIX NpenapatoB Ha Tepputopuio Poccuiickon dPepepauumn ans
JINYHOIO UCNOJNb30BaHUA N MHbIX HEKOMMEPYECKNX uene|7|

1. JlekapcTBeHHbIe npenapaTbl MOryT BbITb BBE3eHbl Ha Tepputoputo Poccuinckon ®egepauun 6e3
yyeTa TpeboBaHWi, MpeayCMOTPeHHbIX Yactamu 1 - 4 ctatbn 47, ctatbsmmn 48 n 49 HacTosiero
denepanbHOro 3akoHa, eCnNn OHW NpeaHasHaveHbl ans:

1) NMYHOrO MCNoNb3oBaHUSA U3MYECKUMU NULLAMU, MPUOLIBLLMMK Ha Tepputopuio Poccuiickoi
depnepaumu;

2) wncrnonb3oBaHuA  paboTHMKaMM  OMNIOMATMYECKOro  Kopryca WM NpeacTaBuTensmu
MeXayHapodHbIX opraHu3auun, akkpeauToBaHHbIX B Poccuiickon ®enepauuu;

3) nedeHMs MacCcaxupoB M YNEHOB SKMMaXKeW TPaHCMOPTHbLIX CPeacTB, Moe3dHbix Opurag u
BOAUTENEN TPAHCMOPTHbBIX CPeACTB, NpMObLIBLLMX Ha TeppuToputo Poccuiickon ®epepauuu;

4) nevyeHnst Y4aCTHUKOB MEXAYHAPOAHBLIX KyNbTYPHbIX, CMOPTUBHbLIX MEPOMNPUSTUIA U YYaCTHUKOB
MeXayHapOaHbIX aKCNeanuui;

5) neyeHnss KOHKPETHBIX XUBOTHBLIX B 300Mapkax, a Takke >XUBOTHbIX, BBO3UMbIX Ha TEPPUTOPUIO
Poccuiickon ®epepaumm ons yyactus B CNOPTUBHBIX U 3pESULLHBIX MEPONPUATUSAX.

2. B cnyyasx, npeaycMOTpPeHHbIX YacTbio 1 HAcTosLLEeln cTaTby, A0MNYCKaeTCs BBO3 HA TEPPUTOPUIO
Poccuiickon ®epepaumm nekapcTBeHHbIX MpenapaToB, He 3aperucTpupoBaHHbIX B Poccuinckon
depnepaumn.

3. JlexapcTBeHHbIE NpenapaThl, NpegHa3HaYeHHbIE ANA N'yMaHUTapHOW noMmoLm (CoaencTBus) nnm
MOMOLLM MpU Ype3BbIYaMHbIX CUTYaLMsX, BBO3ATCA Ha Tepputoputo Poccuiickon ®epepaummn B nopsgke,
ycTaHoBneHHoM [lpaButensctBom Poccuinckon ®Pegepaumn. 3anpewjaeTcsa BBO3 Ha TEPPUTOPUIO
Poccuiickon ®epepaunm He3aperncTpupoBaHHbIX NEKAPCTBEHHBLIX MpenapaToB, NpegHa3HayYeHHbIX st
ryMaHUTapHOWM NOMOLLM (COLENCTBUSA) UM MOMOLLM MPY YPE3BbIYANHbIX CUTYaLUSIX.



Cratbs 51. COprnHVI‘-IeCTBO q)ep,epaanoro opraHa MCMNONHUTENBHOW BacTy, YNOJIHOMOYE€HHOro
B 06ractM TaMoXeHHOoro gena, u Opyrmx ynosiHOMO4Y€HHbIX cbep,epaanblx OopraHoB NCMNONHUTENBHOWN
Bnactun

1. YnonHomoueHHble peaepanbHble OpraHbl WCMOMHUTENbHOW BRact MNpedocTaBnsaAlT B
pacnopskeHve denepanbHOro opraHa WCMOMHUTENbHOW BMacTW, YMNOMHOMOYEHHOro B obnactm
TaMOXEHHOro fena, rocygapCTBEHHbLIN PEECcTP NeKapCTBEHHbIX CPEeACTB, a Takke MHOpMaLuio O
BblJAHHbIX paspelleHnsX Ha BBO3 KOHKPETHOM MNapTUM FekapCTBEHHbIX CpeacTtB B - criyyasix,
YCTaHOBMEHHbIX YacTblo 3 cTaTbh 47 HacTosiwero deaepanbHOro 3akoHa.

2. ®epepanbHbIl OpraH WUCMOMHUTENBHOW BRacTW, YMOSIHOMOYEHHbIM B 06nactn TaMOXEHHOro
nena, nHOpPMUPYET yKasaHHble B YacTu 1 HACTosLEen CTaTbu YNONHOMOYEHHbIe dheaepanbHble opraHbl
WCNOSMHWTENBHOW BMacTM O BBO3€ NEKAPCTBEHHbIX CpeacTB Ha Tepputoputo Poccuiickon depepaumm m
BbIBO3€ JEKApCTBEHHbIX CpeactB ¢ Tepputopum Poccuinckon depepaumm no opme u B MOpsiake,
KoTopble ycTaHoBNeHbI [paBuTenscTBom Poccuiickon degepaumm.

Masa 10. PAPMALEEBTUMECKAA OEATEJNIbHOCTb
Ctatbsa 52. OcylecTBneHune apmaLeBTUYECKON AeATENBHOCTU

1. ®dapmaueBTUYeckas [OesTENbHOCTb OCYLLECTBMNSETCA OpraHu3auMsiMu OMTOBOW TOProOBIU
NeKkapCTBEHHbLIMW  cCpeAcTBamMM,  anTeYHbIMW  OpraHuM3auusiMM,  BETEPUHAPHBIMKA  anTeYHbIMU
opraHusaumsimm, MHOMBUOYanbHbIMK npeanpuHMMaTeNsiMu, UMeLLMMM NLIEH3NIO Ha
hapmMaLeBTUYECKYID OEATENbHOCTb, MEAUUMHCKMMU  OpPraHuM3aumsiMm, WMELWUMA  FMUEH3UI0  Ha
hapmMaLeBTUYECKYID OeATENbHOCTb, M WX 060COBNEHHBIMM noapasgeneHnsMu  (ambynaTopusimum,
denbawepckuMm 1 enbALlepcko-akylWepCckuMM  NyHKTaMK, LeHTpaMmu  (oTaeneHnsamun)  obluen
Bpa4yebHON (CEMENHON) NPAKTUKN), PACMOSIOXKEHHBIMU B CENIbCKMX MOCENEHNSIX, B KOTOPbLIX OTCYTCTBYIOT
anTeyHble  OpraHuMsaumMuM, W  BETEPUHAPHbIMKM  OpraHu3auusiMK,  VMMEeLWUMKA  JIULEH3MI0  Ha
hapmaLeBTUYECKYIO AESATENBHOCTD.

2. ®dusnyeckme nuua MoOryT OCyLEecTBMSATb (apMaueBTUYECKYID AeATENbHOCTb MpU Hanuyum
BbICLLEr0 UNK cpeaHero dhapMaleBTMYeckoro obpasoBaHust n cepTudukaTa cneumanmcTa, BbiCLLErO Un
cpefHero BeTepuHapHoro obpasoBaHus U cepTudukaTa cneunanncta, a Takke BbICLLErO U CPeaHEero
MeOuUMHCKOro obpasoBaHus, cepTudukaTa crneuuanucta M AONOSMHUTENBHOIO MNPogeccnoHanbHoro
o6pa3oBaHMsa B YaCTW PO3HUYHOM TOProBMNW flekapCTBEHHLIMU NpenapaTtamMmu nNpu ycrnoBun ux paboTbl B
060Cc06neHHbIX NoApa3AeneHnsaIX MeaULIMHCKUX OpraHn3aumii, ykasaHHbIX B YacTu 1 HacTosLen cTaTbu.
(vacTb 2 B peq. degepanbHoro 3akoHa ot 27.07.2010 N 192-03)

Cratbsa 53. lNpopgaxa, nepepava NEKapCTBEHHbIX CPEACTB OpraHM3auusiMu ONTOBOW TOProBIN
nekapCcTBEeHHbIMU CpeacTBamMm

OpraHusaumy ONTOBOW TOProBfM NEKAPCTBEHHLIMU CPEACTBAMM MOTYT OCYLLECTBMSTb NPOAaxy
nekapCTBEHHbIX CPEeACTB MMM nepefdaBaTb MX B YCTAHOBIEHHOM 3akoHogaTenbcTBOM Poccuiickon
depepaumm nopsaake:

1) OpyrMM opraHm3aumsiM onTOBOW TOProBnv NeKapCTBEHHLIMU CPEACTBaMU;

2) Npon3BOANUTENSAM JIEKAPCTBEHHbBIX CPEACTB ANS Lienel Npon3BoACTBa NEKAPCTBEHHbIX CPEACTB;

3) anTeyHbIM OpraHn3aLmsam 1 BETEPMHAPHBLIM anTeYHbIM OpraHM3aumam;

4) Hay4HO-UccneaoBaTeNbCKMM OpraHM3aumnsamM Ans HayvyHo-uccneaoBaTenbckon paboThi;

5) wHavBMAyanbHbIM NpeanpuHMMaTENsM, UMELWMM  JULEH3NIO Ha  apmaleBTUYECKYHD
0eATENbHOCTb UMW NINLIEH3NIO HA MEANLMHCKYIO0 AEeSATENbHOCTb;

6) MeaMLMHCKMM OpraHM3aunsiM, BeTepUHapHbLIM OpraHM3aunsm;

7) opraHM3auusiM, OCYLLECTBIAOWMM pa3BefeHne, BolipaliuBaHue 1 coaepkaHme KUBOTHbIX.

Cratbs 54. [paBuna onToBOWN TOProBnun NeKapCcTBEHHbIMU cpeacTBaMm

OnToBas TOproBiid  NekapCcTBEeHHbIMU cpeactBamMmn  ocyulecTBndAeTCA npon3soanTenAamMmm
JNIeKapCTBEHHbIX CpeacTB W oOpraHn3aunamm OnTOBOWN TOProBIin nekapcTtBeHHbIMMU cpeactBamMmm Mo
npasuvnamMm, YyTBepXaeHHbIM COOTBETCTBYHOLLMMU  YNOJIHOMOYEHHbIMU (*)eﬂ,epaﬂbelMl/l opraHamun
MCMNONHUTENbHOW BRacTu.

Cratbs 55. Mopanok po3HUYHON TOProBMN fiekapCTBEHHbIMI NpenapaTamm
1. PO3HWYHasi TOProBnsi JieKapCTBEHHbIMM MpenapataMmyv B KONu4yecTBax, HeoGXoaMMbIX OJis

BbIMOSTHEHUSA BpayveOHbIX ((henbalepcKkMx) HasHa4YeHU WM Ha3Ha4YeHun cneumanucToB B obnactm
BeTepuHapuu, ocyLlecTBndeTca anTevyHbiMn opraHu3aumamu, BETEPUHAPHbIMU anTevyHbiMn



opraHusaumsimu, HOMBUOYaINbHbLIMA npeanpyHMMaTENsiMu, UMeLLMMM NMLIEH3NIO Ha
hapmaLeBTUHECKYID [OEATENbHOCTb, MEAWMLMHCKAMW  OpPraHun3auusaMy, WMEKLWUMN  JIMLUEH3NKI0  Ha
dapMaLEeBTUYECKYD [OeATENbHOCTb, M UX 000COOGNEeHHbIMM noapasgeneHusaMu  (ambynatopusimu,
denbawepckummn 1 - PenbaLepcko-akylepckuMyM — MyHKTaMu, UeHTpamu  (oTgeneHusmun)  obwewn
Bpa4yebHON (CEMENHON) NPAKTUKN), PACMOSTIOXKEHHBIMU B CENIbCKMX MOCENEHNSIX, B KOTOPbLIX OTCYTCTBYIOT
anTeyHble  opraHuMsauuMuM, W  BeTepuMHapHbIMKM  OpraHu3aumMsMn, UMELUMKU  JIMLEH3UI0  Ha
dapmMaLeBTUYECKYD [OedATenbHOCTb. PaspelueHa po3HWYHAs TOProBnsi TOMbKO JIEKApPCTBEHHbLIMU
npenapatamu, 3apeructpupoBaHHbiMM B Poccuiickon ®degepaumyv unu M3roToBNEHHbIMU anTeYHbIMU
opraHusaumnamu, BeTepuMHapHbIMU anTeyHbIMK opraHu3aumsimu, MHOMBUOYanbHbIMK
npeanpuHMMaTensiMmu, UMeLLMMN NULLEH3UIO Ha dhapMaLeBTUYECKYIO OeATENbHOCTb.

2. Bwuabl anTeyHbix opraHusauuMi M npaBuna OTMyCKa JIEKAPCTBEHHbIX MpenapaToB Ans
MEOVLMHCKOTO MPMMEHEHNS anTe4yHbIMW OpraHmM3auusMy, WHAMBUAyanbHbIMW MNpeanpuHUMAaTENsIMU,
UMEKLLMMN  JNMLUEH3MI Ha dapMaueBTMYECKYld OeATenbHOCTb, a Takke MpaBuna OTnycka
nekapCTBeHHbIX MpenapatoB Ans MEeOULMHCKOTO MPUMEHEHUS MEAVLUMHCKAMW  OpraHu3aumsamu,
UMELLMMMN MMLEH3NI0 Ha (hapMaLeBTUYECKY0 AeATeNnbHOCTb, U X 060COBNEeHHbIMM NogpasaeneHnsIMm
(ambynatopusimu,  dpenbawepckumm 1 enbAWepCcKo-akyWepCkKUMn  MyHKTamK,  LeHTpamu
(oToeneHuamun) obuen BpayebHON (CEMENHON) NPaKTUKK), PACTONOXEHHbIMU B CEIbCKMUX NMOCENEHUsIX, B
KOTOPbIX OTCYTCTBYHT anTeuyHble oOpraHusauuu, YTBEPXAAKTCHa YMNONHOMOYEHHbIM deaeparnbHbIM
OpraHoM UCNOSTHUTENBHOMN BNacTu.

3. MNpaBuna oTnycka HapKOTUYECKNX CPEACTB U NCUXOTPOMHbLIX BELLECTB, 3aperncTpUpoBaHHbIX B
KayecTBe IneKapCTBEHHbIX MpenapaToB, MeKapCTBEHHbIX MpenapaToB, COAepXaluuxX HapKoTuyeckune
cpeactBa M MCUXOTPOMHbIE BeELeCTBa, YTBEPXAATCHA YMNOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
WCMOSMHWTENBHOW BacTU MO COrNacoBaHuio C dpegepanbHbiM  OpraHoM  MCMOSNTHUTENbHOW BMacTy,
OCYLLECTBMAAKWMM (YHKUMU MO BbIpAbOTKE rOCygapCTBEHHOW MOMWTUKM, HOPMAaTUBHO-NPaBOBOMY
perynupoBaHuio, KOHTPOSMKO M Hag3opy B cdepe 0060poTa HapKOTMYECKMX CPeacTB, MCUXOTPOMHbIX
BELLECTB M MX MPEKYPCOpPOB, a Takke B 0611acTu NpoTMBOAENCTBUSA X HE3AKOHHOMY 0GOpOTY.

4. [JlekapcTBeHHble npenapatbl AN9 BETEepPUMHAPHOIO MPUMEHEHUSA  nognexar  OTMyCcKy
BETEPMHaPHbIMM anTeYHbIMXU OpraHM3aunsiM1, BETEPUHapPHbIMK OpraHuM3auusMu, WMHAOMBMAYaNbHBbIMM
npeanpuHMMaTensiMm, UMeLLMMN NULEH3MI0 Ha dhapMaLeBTUYECKYIO AeAaTenbHOCTb. MpaBuna oTnycka
NeKapCTBEHHbIX MpenapaToB [Afs BETEPUHApPHOrOo MNPUMEHEHUs] YTBEPXAATCA YNOSIHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMONTHUTENBHOW BiacTy.

5. TllepeyeHb MeOMUMHCKUX oOpraHuv3auun, UMerLWuX MAMUeH3MIo Ha dapMaueBTUYECKYIO
OesATenbHOCTb, N UX 060COobNEHHbLIX nogpasaeneHuii (ambynatopuii, denbawepckmx 1 denbawepcKo-
aKyLLIEPCKMX MYyHKTOB, LEHTPOB (OTAeneHun) obuien BpadyebHon (CeEMENHOM) NPaKTUKK), PacnofioXeHHbIX
B CENbCKMX MOCENEHUsIX, B KOTOPbIX OTCYTCTBYKOT anTeYHble OpraHu3auun, a Takke nepeyveHb
NeKkapCTBEHHbIX MNpenapaTtoB (3@ WCKIKYEHNMEM HApPKOTMYECKMX JeKapCTBEHHbIX MpenapaTtoB WU
NCUXOTPOMHBIX JIEKapCTBEHHbIX NMpenapaToB), NPOAaXa KOTOPbIX MOXET OCYLLEeCTBMSATLCHA YKa3aHHbIMU
opraHm3aumsMm 1M uMx  0DOCOGNEeHHbIMM  noapasgeneHvsmMKu,  YCTaHaBnUBAKTCA  opraHamu
ncnonHuTenbHoM Bnactu cybbektoB Poccunckon ®egepaumn.

6. AnTeyHble oOpraHMsauuu, WHOUBMAyanbHble MNpeanpuHMMaTeny, UMELWne MULEH3NIO Ha
dapmMaLEeBTUYECKYID OedATenbHOCTb, 0053aHbl  0becneumBaTb YCTAHOBMEHHbIA  YNONMHOMOYEHHbIM
denepanbHbiM - OpPraHOM  MUCMOSMHUTENBHOW  BMAcTM  MWHUMMArbHbIA  aCCOPTUMEHT  NIEKapCTBEHHbIX
npenapaTtoB, HEOOXOANMbIX A4S OKa3aHWUS MEONLMHCKON MOMOLLM.

7. AnTeyHble opraHusauuu, uHOUBMAyanbHble MNpeanpuHMMaTteny, uMelrolmne MULEH3UI0 Ha
dapMaLeBTUYECKYI0 OeATeNnbHOCTb, Hapsady C  feKkapcTBEeHHbIMM fpenapaTtamu  UMeKT MnpaBo
npuobpetatb M NpofaBaTb M3OENUA MEAMLMHCKOrO HasHayeHus, Oe3vHduuMpylolmMe cpencTea,
npeaMeTbl M CpeacTsBa NMMYHOM TUIMEHbl, Mocyay ONs MeOWUMHCKUX uenewn, npegMeTbl M cpeacTsa,
npegHasHayeHHble Ans yxoda 3a GOoNbHbIMW, HOBOPOXAEHHBIMW M OE€TbMMW, HE OOCTUMLUUMK BO3pacTta
Tpex neT, OYKOBYH OMTMKY W CPeAcTBa yxoda 3a HeW, MUHepanbHble BOAbl, NMPOAYKTblI neyebHoro,
OEeTCKOro U OMeTUYEeCcKoro nuTaHuns, buonornyeckn aktuBHble Job6aBku, napgroMepHbie N KOCMeTUYECKMe
CpeacTBa, MeauUMHCKME M CaHWTapHO-MPOCBETUTENbHbIE MeYaTHble M3OaHus, NpegHasHayYeHHble Ons
nponaraHibl 300pOBOro obpasa XunsHu.

(B pen. PegepanbHoro 3akoHa ot 27.07.2010 N 192-03)

8. [edatenbHoCTb anTeuHbIX opraHusauun BoopyxeHHbix Cun Poccuiickon ®epepauuun, apyrux
BOWCK, BOMHCKUX (pOPMMPOBAHUA N OpraHoB, B KOTOPbIX 3akoHoAaTenbCcTBOM Poccunckon denepavinm
NPELYCMOTPEHO MPOXOXAEHME BOEHHOW WM  MPaBOOXPAHUTENBHOW CNyxObl, pernameHTUpyeTcs
HacToAwmM PenepanbHbiM 3aKOHOM M YTBEPXKOEHHBIMU COOTBETCTBYOLWNMIU doeeparbHbiMU OpraHaMu
WCMNOMHWUTENBHOW BracTu nonoxeHnsmu. KoHTponb 3a CcoOOMiogeHWEM  yKa3aHHbIMW - anTeYHbIMU
opraHu3aumsMn NonoXxeHun Hactosiwero degepanbHOrO 3akoHa OCYLLECTBSETCA COOTBETCTBYHOLUMMMU
deaeparnbHbIMKU OpraHamn UCMOMNHNTENBHOW BNacTu.

Cratbs 56. M3roToBneHne 1 OTMNYyCK feKapCTBEHHbIX MpenapaToB



1. M3roToBrneHve nekapCTBEHHbIX MpenapaTtoB anTeyHbiMM OpraHu3auusiMu, BeTepUHapHbIMU
anTeyYHbIMU OpraHu3auusMK, WHAMBMAOYaANbHLIMU MPEANPUHUMATENAMU, UMELWMMU TNULEH3NI0 Ha
hapmaLeBTUYECKYI0 AeSTENbHOCTb, OCYLLECTBSIETCS MO peuenTam Ha JiekapCTBEHHbIe mpenaparbl, no
TPeGOoBaHNAM MEOMUMHCKMX OpraHu3auuii, BeTepUHapHbIX OpraHn3aumii B COOTBETCTBUM C MpaBuiamu
M3rOTOBMIEHNST U OTNyCKa JIEKAPCTBEHHbIX TMpenapaTtoB, YTBEPXKAEHHbIMU  YMOTHOMOYEHHbIM
dheneparnbHbIM OpraHoM UCMOSHUTENBHOW BNACTK.

2. MNpun U3roTOBMNEHNM NIEKAPCTBEHHbIX NPenapaToB anTeyYHbIMWU OpraHu3auusiMu, BeTepuUHapHbIMU
anTeYHbIMU OpraHM3auMaMK, WHOUBUOYANbHLIMKW MPEAnpPUHUMATENSMU, UMELWMMM JMUEH3UID Ha
hapmaLeBTUYECKYI0 [OeATEeNbHOCTb, WCMOMb3yloTcs apMaueBTUdYeckne CcyoCcTaHLUMK, BKIIOYEHHbIE
COOTBETCTBEHHO B rOCY1apCTBEHHbIN PEECTP NEKAPCTBEHHBLIX CPEACTB AN MEANLMHCKOTO NPUMEHEHMS 1
roCy4apCTBEHHBIA PeecTp NekapCTBEHHbIX CPEACTB Al BETEPUHAPHOIO NPUMEHEHNS B YCTAHOBIIEHHOM
nopsiake. He ponyckaeTcsi M3roToBriEHME anTeYHbIMM OpraHu3auusiMM, BEeTepUHapHbIMK anTeYHbIMU

opraHusaumsimu, MHOMBUOYaINbHbLIMA npeanpyHMMaTENsIMK, UMeLLMMM NMLIEH3NIO Ha
dhapmaueBTUYECKYD AEATENbHOCTb, NEKapCTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbIX B Poccuinckomn
depepaumn.

3. MapkupoBka IneKapCTBEHHbIX MpenapaTtoB, W3rOTOBIIEHHbIX anTeYHbIMM OpraHM3auusimMu,
BETEPMHAPHBIMW anTeYHbIMW OpraHM3auMsaMu, UHOUBMAYyarnbHbIMW NpeanpuHUMaTensaMn, UMeLLMMn
NUUEH3NI0 Ha dapMaueBTUYECKYID [OeATeNnbHOCTb, M OopMMeHne Takux npenapatoB AOMMKHbI
COOTBETCTBOBATb NpaBuiam, ykasaHHbIM B 4acTu 1 HacTosLen ctaTbi.

4. AnTeuyHble oOpraHusauuy, BeTepuHapHble anTeyHble OpraHusauun, uHAMBUAYanbHbIE
npeanpuHMMateny,  MMerollmMe  NUMUEH3UI0  Ha  (bapMaueBTUYECKYlD  OedTEeNbHOCTb,  HEeCyT
OTBETCTBEHHOCTb 3a HeCOOMAeHWe MpaBuil U3rOTOBIIEHMS U OTMYCKa JIEKAPCTBEHHbIX MpenapaToB B
COOTBETCTBUK C 3aKoHOAATeNbLCTBOM Poccuinckon degepaumm.

Cratbss 57. 3anpelleHve npodaxu (anbCMUUMPOBaHHBIX  NEKApCTBEHHbIX  CPEeACTB,
Hego6poKayYeCTBEHHBIX TEeKapCTBEHHbIX CPeACTB, KOHTPahaKTHLIX IeKapCTBEHHbIX CPeaCTB

Mpogaxa hanbCUdULMpPOBaHHbIX NeKapCTBEHHbIX cpencTs, HeJo0bpoKayeCTBEHHbIX
NNeKapCTBEeHHbIX CpeacCTs, KOHTpa(baKTHbIX NeKapCTBEeHHbIX CpeacTB 3anpeLlaeTcA.

Cratbs 58. XpaHeHune nekapcTBEeHHbIX CPeAcTB

1. XpaHeHue nekapCTBEHHbIX CPeaCTB OCYLLeCTBNAETCA MPOU3BOAUTENSMU NEeKapCTBEHHbIX
CpeacTB, oOpraHvM3auMsiMM  OMTOBOM  TOProBMM  JIEKApCTBEHHbIMW  CpeacTBaMu,  anTeYHbIMU
opraHusaumsimu, BETEPMHAPHbBIMM anTeYHbIMK opraHmsaumsimm, MHOMBUOYaNbHbIMU
npeanpuHMMaTens My, UMEILMMU NULEH3NI0 Ha hbapMaueBTUYECKYIO OESATENBHOCTb MM JIMLEH3NIO Ha
MEOULUMHCKYI0 OeATenbHOCTb, MEOULMHCKUMU OpraHn3auusmun, BeTepuMHapHbIMW OpraHnsauusamm u
WHbBIMW OpraHn3aumsamMm, OCyLLIEeCTBNALWMMN ObpalleHne nekapCTBEHHbIX CPeaCTB.

2. TlpaBuna XpaHeHWss NeEKapCTBEHHbIX CPeAcTB  YTBEPXOAIOTCH  COOTBETCTBYHOLLUMM
YNONMHOMOY€EHHbIM (*)ep,epaj'leblM OopraHom WCMNOSNTHUTENbHOW BNAacTU.

3. XpaHeHme HaPKOTUYECKNX NEeKapCTBEHHbIX CpeacCTB, NCUXOTPOMNHbIX NEeKapCTBEHHbIX CpencTs,
panmocbapmau,eamqecxle NeKapCTBEeHHbIX cpeancrte ocyLliecTBndeTcA B COOTBETCTBUU C
3akoHoaaTenbcTBoM Poccuinckon depepaumm.

Maea 11. YHUHMTOXEHUE JIEKAPCTBEHHbLIX CPEACTB
Cratbsa 59. OcHoBaHWA 1 NOPAAOK YHUUTOXEHNS NeKapCTBEHHbIX CPeacTB

1. HepgobGpokayecTBeHHbIE JeKapCTBEHHbIE CpeacTBa, (PanbCuUULMPOBaHHbIE fNEKapCTBEHHbIE
cpeacTBa noanexar M3bATUIO U3 TPaK4aHCKOro obopoTa U YHUUTOXEHUIO B NMOpsiAKe, YCTaHOBMEHHOM
MpaButenbctBoMm Poccuickon depepaumm. OCHOBaAHMEM AN YHUYTOXEHUS FEKapCTBEHHbLIX CPEACTB
ABNSAETCA  peleHne  Bragenbla  JIeKapCTBEHHbIX  CPeAcTB,  pelleHMe  COOTBETCTBYHOLLENO
YNONMHOMOYEHHOTO (heaepanbHOro opraHa UCNONTHUTENBHOM BNacTu UK peLlueHne cyaa.

2. KoHTpadhakTHble NeKapCTBEHHbIE CpPeAcTBa Moanexar U3bATUI0 U3 rpaxgaHckoro obopoTa wu
YHUUTOXEHNIO MO pelleHuto cyda. [Mopsagok YHUUMTOXEHUS KOHTpadakTHbIX NeKapCTBEHHbIX CPeacTB
ycTaHaBnuBaetcs NpaButensctsoM Poccuinckon ®enepaumn.

3. Pacxogbl, CcBA3aHHbIE C YHUYTOXKEHMEM KOHTPAdaKTHbIX JIEKAPCTBEHHbIX CPeacTs,
HeOoOpOKaYeCTBEHHBIX JIEKapCTBEHHBIX CPeAcCTB, (PanbCUUUMPOBAHHBIX JfIEKAPCTBEHHbLIX CPeacTs,
BO3MELLIATCA NX BriagesbLeM.

4. Bnagenevy, nekapcTBEHHbIX CPeacTB OOMMKEeH NpeacTaBuTb B YMOSIHOMOYEHHbIN heaeparnbHbIn
OopraH MCMOMHWUTENBbHOW BRacTu OOKYMEHT UMW 3aBEpPEHHYl0 B YCTAHOBIIEHHOM MOPSAKE ero Komnuio,
noateepxaatoime hakT YHNUTOXEHUSA NeKapCTBEHHbIX CPEACTB.



5. CoOTBETCTBYIOLLMIA YNONHOMOYEHHbIM dbeaeparnbHbil  OpraH  MCMOSMHUTENBHOW  BNacTw,
NPUHSBLUMIA pelleHne 00 YHUYTOXEHWM TNEeKapCTBEHHbIX CPEACTB, OCYLLECTBMASET KOHTPOSfb 3a MX
YHUUTOXEHNEM.

6. YHuYTOXEHME NeKapCTBEHHbIX CpPeacTB MNPOM3BOAUTCA  OpraHMsauusMu,  MMEHLMMU
COOTBETCTBYIOLLYIO NMLEH3MIO, Ha crneunanbHO 060pyA0OBaHHbIX Nfowankax, MofIMroHax 1 B cneynansHo
060pyaoBaHHbIX NOMeELLEeHUsaX ¢ cobrnogeHnem TpeboBaHuin B 06ractn oxpaHbl OKpyXatolen cpeabl B
COOTBETCTBMM C 3akoHodaTenbcTBom Poccuiickon ®egepauun.

7. HapkoTudeckue nekapcTBEHHble CcpeacTBa, MNCUXOTPOMHbIE JeKapCTBEHHbIEe CpeacTsa,
pagnodapMmaueBTUYECKME  NEKapCTBEHHble  CpeAcTBa  YHUYTOXAKTCA B COOTBETCTBUM  C
3aKkoHoaaTenbcTBOM Poccuinckon depepaumm.

Mnaea 12. TOCYOAPCTBEHHOE PETYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbDIE MPEMNAPATbLI ANA MEAULUMHCKOIO NPUMEHEHUA

Ctatbss 60. [ocynoapCTBEHHOEe perynvpoBaHMe LEH Ha JieKapCTBEHHble npenapaTbl  Ans
MEANLMHCKOTO NPUMEHEHUS

[ocynapCTBeHHOE perynupoBaHue LUeH Ha feKkapCTBEHHble npenapaTtbl ANs  MeguLMHCKOro
NPUMEHEHNsT OCYLLIECTBASIETCS NOCPEACTBOM:

1) yTBEPXOEHUSA NEPEYHS XUBHEHHO HEOOXOOUMBIX U BaXKHEWLUMX NEKAPCTBEHHLIX NPenapaTtos,
BKMIOYEHHbIX B TakoOW MepeyeHb Mo4 MeXOYHapoOHbIMU HenaTeHTOBAHHbIMU UMW XMMUYECKUMU
HaMMEeHOBaHMSIMM U COOTBETCTBYIOLLMX CreayoLLMM KPUTEPUSIM:

a) NPVYMEHEHME KOHKPETHOro JIEKAapCTBEHHOro Mpenapata Ans AWarHOCTMKKM, NPOdUNAKTUKK,
neyeHus 3aboneBaHuii, B TOM 4ucne npeobnagawwmx B CTpykType 3aboneBaemoctn B Poccuiickon
depnepaumm;

6) npevMMyLLEeCTBO KOHKPETHOro feKapCTBEHHOIO Mpenapata Mno CpPaBHEHWO C  OpyrvMMu
nekapCcTBEeHHbIMU MpenapaTamMv Mpu onpedeneHHblXx 3aboneBaHun, CUHAPOME WM KITMHWYECKON
cuTyauuu;

B) TepaneBTMYECKasl 9KBMBASNIEHTHOCTb KOHKPETHOrO fIEKapCTBEHHOrO npenaparta fekapCTBEHHbIM
npenapartam CO CXOXUM MeXaHU3MOM hapMakonorm4eckoro AencTeuns;

2) yTBEpPXOEHUS METOAMKW YCTAHOBMEHWUS MNPOU3BOOMTENSMM JIEKAPCTBEHHbIX MpenapaToB
npefenbHbIX OTMNYCKHbIX LIeH Ha nekapCcTBEHHble npenapaThl, BKIOYEHHble B MepeyYeHb XU3HEHHO
HEOOXOAMMBIX N BaXKHENLLUNX NIEKApPCTBEHHLIX NPENapaTos.;

3) rocygapCTBEHHOW  perMcTpaumyM  YCTAHOBIEHHbIX — MPOU3BOOUTENSIMM  JIEKAPCTBEHHbIX
npenapaTtoB NpeAenbHbIX OTMYCKHbIX LIeH Ha fekapCTBEHHble npenaparbl, BKIIOYEHHbIE B MepeyveHb
XM3HEHHO HEOOXOAMMbIX U BaXKHEWLUNX NIEKapCTBEHHbLIX NPenapaTos.;

4) BegeHVs1 ToOCydapCTBEHHOrO peecTpa MnpederibHbIX OTNYCKHbIX LeH Mpou3BoauTeEnen Ha
rnekapcTBeHHble MpenapaTbl, BKMOYEHHblIE B MNepeyYeHb >KU3HEHHO HeobXoOAMMbIX W  BadKHEWLINX
nekapCTBEHHbIX NpenapaTos;

5) yTBepXOoeHuss MeTOAMKM YCTaHOBMEHWS oOpraHamMyn MWCMOMHUTENbHOW BRacTu CyObLEeKToB
Poccuinickon ®epepaumm npegenbHbIX pa3MepoB  ONTOBbIX HaabaBOK M nNpefernbHbIX  pa3mMepoB
PO3HUYHbIX HaabaBoOK K (PaKkTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBMIEHHbIM MPOU3BOAUTENSMU
nekapCcTBEHHbIX MpenapaTtoB, Ha fNeKapCTBEHHble NpenapaTbl, BKMAYEHHble B MNepeyveHb XU3HEHHO
HEOOXOAMMBIX N BAXKHENLLUNX FNIEKApCTBEHHbIX NPenapaTos.;

6) yCcTaHOBNEHMS NpefenbHbIX pa3MepPoB OMNTOBLIX HAA0ABOK 1 NpeaenbHbIX Pa3MepPoB PO3HUYHbIX
HanbaBoOK K (PaKkTM4ECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMU JIEKApPCTBEHHbIX
npenapaTtoB, Ha IIEKApCTBEHHbIE Npenapatbl, BKMHOYEHHbIE B MEpPeYEHb XU3HEHHO HEOOXOAMMBIX U
Ba)XKHEWLLNX JIEKapCTBEHHbIX NPENapaTos;

7) yTBEpXKOEHWs nopsgka Bblgadv NpeanucaHuii opraHam WCMOSNTHUTENbHOW BNacTu CyObekToB
Poccuiickon ®egepaunm o npMBegeHUn B COOTBETCTBUE C 3akoHOoAaTenbCcTBOM Poccunckon degepaumm
peweHni 06 yCTaHOBNEHWM MNpedenbHbIX pa3MepoB ONTOBbIX HagbaBOK M MpederNibHbIX pa3MepoB
PO3HUYHbIX HaabaBoOK K (PakTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMU
NeKapCTBEHHbIX MpenapaTtoB, Ha FEeKapCTBEHHble NpenapaTbl, BKMAOYEHHbIE B MNepeyvYeHb XU3HEHHO
HEOOXOAMMBIX W BaXHEWLUMX JEKAPCTBEHHbLIX MPenapaToB, €CfiM OHW MNPUHATBI C  HapyLleHWEM
3akoHopartenbcTBa Poccuiickon ®epepauuu, B nopsake, ycraHoBrneHHoM [NpaBuTtensctBoMm Poccuiickon
depnepaumnu;

8) HanmpaBneHus ynonHOMOYEHHbIM dhefeparnbHbiM OPraHOM MCMOSIHUTENBHOW BriacTu opraHam
ucnonHuTensHom Bnactu cybbektoB Poccuickon ®Pegepaumm npeanucaHni O NpuUBEOEHUN B
COOTBETCTBME C 3aKkoHogaTenbcTBOM Poccuiickon ®egepauum  MNPUHATBIX  C  HapyLUEHUEM
3akoHogartenbcTBa Poccuiickon Pepepaummn pelieHun o6 yCcTaHOBNEHWM NpeneribHbiX pa3MepoB
ONTOBbIX HagbaBOK M npefernbHbIX PasMepoB PO3HWYHbIX HagbaBOK K LEHaM Ha rnekapCTBEHHble
npenapatbl, BKIIOYEHHbIE B MEpPeYeHb XWU3HEHHO HEOOXOAMMbIX W BaXHEMWLWMX NeKapCTBEHHbIX
npenaparTos;



9) ocCyLlecTBMNEHUS1 FOCYLAPCTBEHHOrO KOHTPOSsS 3a MNPUMMEHEHWEM LEH Ha NeKapCTBEHHble
npenaparbl;

10) npumMeHeHMs nNpedyCMOTPEHHbIX 3akoHogaTenbcTBoM Poccuiickon  ®Pepepauum  mep
OTBETCTBEHHOCTU 3a HapyLLeHWe nopsiaka LeHoo6pa3oBaHNs Ha XU3HEHHO HEOOXOAUMbIE U BaXHeNLLME
nekapcTBEHHbIE Npenaparbl.

Cratbs 61. [ocymapcTBeHHasi permctpaumsi YyCTaHOBMEHHbIX MPOU3BOAUTENSMU NEKapCTBEHHbIX
npenapaTtoB npegernbHbIX OTMYCKHbIX LEH Ha >XU3HEHHO HeobxoauMmble U BadkHeWWne nekapCTBEHHble
npenapartsbl U UxX Npoaaxa

1. YcTaHoBNEeHHbIE NPOU3BOAUTENSMM NEKAPCTBEHHbLIX NpenapaToB NpeaeribHble OTMYCKHbIE LIEHbI
Ha nekapCcTBeHHble npenapaTtbl, BKOYEHHble B MNepeyYeHb XM3HEHHO HEeOOXOAUMbIX W BaXKHEWLIMX
neKkapcTBEHHbIX NpenapaToB, NoAnexart rocy4apCTBEHHOWN perncTpauum.

2. YcTaHOBMEHHasn Npon3BoAuTENeM NekapCTBEHHbIX MpenapaToB npeaernbHas OTnycKHas LeHa Ha
neKapcTBEHHbIM Mpenapart, BKIOYEHHbIN B MNepeyYeHb JKU3HEHHO HEOOXOAMMBIX W BaXKHEMLUINX
neKapcTBEHHbIX NpenapaToB, MNOAMEXWUT roCyAapCTBEHHOW perucrpauuu, ecnv oHa He npeBblaeT
pasmep LeHbl Ha JaHHbIN eKapCTBEHHbIV nNpenapaT, pacCYnTaHHbIN B COOTBETCTBUM C YTBEPXKAEHHOW B
nopsigke, yctaHosneHHom [lpasutensctBom Poccuiickonn ®epepauun, MeTOAUKOW YCTaHOBIEHUSA
NpoM3BOAMTENSMU NEKapPCTBEHHbIX MpenapaToB MpedenbHbIX OTMYCKHbIX LEeH Ha nekapCTBEHHble
npenaparbl, BKMIOYEHHble B MepeyYeHb XU3HEHHO HeOoOXOAMMbBbIX W BaXHEWLIMX NeKapCTBEHHbIX
npenaparos.

3. [llpogaxa nekapCTBEHHbIX MpenapatoB, KOTOPble BKMOYEHbI B MepeyYeHb KU3HEHHO
HeoOXOAMMbIX W BaXKHEWLWIWMX feKapCTBEHHbIX MpenapaToB W Ha KOTOpble He 3aperncrTpupoBaHa
YyCTaHOBMIEHHAs MNPOW3BOAUTENSAMU feKapCTBEHHbIX NpenapaTtoB MpedernbHas OTMYCKHas LeHa Ha
nexkapcTBeHHble Mnpenaparbl, BKIHOYEHHble B MepevYeHb >KM3HEHHO HEeOoOXOOUMbIX W  BaKHEMLINX
neKapcTBEHHbIX NpenapaToBs, He JOMNyCKaeTcs.

Cratbsn 62. [ocydapCTBeHHbI peecTp NpederibHbIX OTMYCKHbIX LEH Mpov3BOAMTENeln Ha
nekapcTBeHHble npenapaTbl, BKMOYEHHble B MepevYeHb XU3HEHHO HeobXoOMMbIX W  BaXHEeMLUX
NekapcTBEHHbIX NpenapaTos

1. 3apeructpuvpoBaHHble npefenbHble OTMNYCKHble LEeHbl Ha JleKapCTBEHHbIE Mpenaparhbl,
BKIIOYEHHbIE B NEpPeYeHb XM3HEHHO HEeOoOXOOUMbIX W BadKHEMLMX reKapCTBEeHHbIX MNpenaparos,
noanexarT BKITOYEHUIO B FrOCYAApPCTBEHHbIA PEEcTp npedesibHbIX OTMYCKHbIX LEH MpPOM3BOAUTENEN Ha
rnekapCTBeHHble MpenapaTbl, BKMOYEHHbIE B MNEpPeYEHb >KU3HEHHO HEOOXOOAUMBIX W  BaXKHEWLUNX
rnekapCTBEHHbIX NpenapaTos.

2. TocygapCTBEHHbIN peecTp npeaenbHbIX OTMYCKHbIX LEeH Mpou3BOAUTENEN Ha NeKapCTBEHHble
npenapatbl, BK/MIOYEHHbIE B MEPEYEeHb XWU3HEHHO HEOOXOAMMbIX W BaXHEMWLWMX NeKapCTBEHHbIX
npenapaToB, cogepxuT B cebe cneayowyo nHpopmaumio:

1) HaMMeHOBaHWe NPOM3BOAUTENS NEKAPCTBEHHOrO Npenapara;

2) HaMMeHOBaHWE fEeKapCTBEHHOro npenapata (MexayHapogHOe HenaTeHTOBaHHOEe UM
XMUMUYECKOE U TOProBOE HauMeHOBaHWS);

3) HOMep perncTpaLmMoHHOro yaoCTOBEPEHUS NEeKapCTBEHHOMO npenapara;

4) nekapcTBeHHas hopMa C ykasaHVeM JO3MPOBKU NEKapCTBEHHOMO Npenapara u ero KonvyecTsa
BO BTOPMYHOW (MOTPebUTENbCKOM) yNakoBKe;

5) sapernctpupoBaHHasa npegenbHast OTNyCKHasa LieHa B pyonsix;

6) pata rocygapCTBEHHOW perncrpauum npeaenbHOM OTMYCKHOM LieHbl Ha  NleKapCTBEHHbIE
npenapatbl, BK/IOYEHHbIE B MEPEYEeHb XXM3HEHHO HEOOXOAMMBIX W BaXHEWLIMX JeKapCTBEHHbIX
npenapaTos.

3. lNocypapcTBeHHasa pervcTpauus npedernbHbiX OTMYCKHbIX LEH Ha NeKapCTBEHHble mpenaparTbl,
BKITIOYEHHbIE B NEpPeYeHb XN3HEHHO HEOOXOOUMBIX U BaXXHENLLNX NeKapCTBEHHbIX NpenapaToB, BeAeHne
rocygapcTBEHHOro peectpa npegernbHbiX OTNYCKHbIX LEeH MpouM3BOAMTENEA Ha neKapCTBEHHble
npenapatbl, BKMIOYEHHblE B MNEpPeYeHb XWU3HEHHO HEeOOXOAMMbIX W BaXHEMWLWMX NeKapCTBEHHbIX
npenaparoB, OCYLLECTBMAITCA B Nopsake, yctaHoneHHoM lMpasutensctsom Poccuickon ®egepauun.

CraTbs 63. YcTaHOBNEHME OpraHammn CMONHUTENBHON BNacTh cybbekTtoB Poccuiickon Pepepaumm
npedenbHbIX pa3MepoB OMNTOBbIX Hagb0aBOK W npederibHbiX pPa3MepoB PO3HUYHbIX HagbaBoOK K
PaKTU4ECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NMPOU3BOAUTENSAMW FIEKAPCTBEHHbIX NPenapaToB, Ha
nekapcTBeHHble Npenapatbl 41 MeaULMHCKOro NPUMEHEHMS

1. OpraHbl uncnonHUTENbHOM Bractu cybbektoB Poccunckon degepaumm ycTaHaBnvBatoT
npegenbHble pasMepbl ONTOBbIX HaabaBOK W nNpefenbHble pasmepbl PO3HWYHBLIX  HAgnbaBoK K
(*)aKTI/ILIeCKI/IM OTMYCKHbIM LeHaM, YCTaHOBJIEHHbIM Mpon3BOOUTENAMU NEeKapCTBEHHbIX NnpenapatoB, Ha



rnekapCTBeHHble MpenapaTbl, BKMOYEHHbIE B MNEpeYEHb >KU3HEHHO HEOOXOOUMBIX W  BaXKHEWLINX
NeKkapCTBEHHbIX MpenapatoB, B COOTBETCTBUM C YTBEPXKOEHHOW B MNOpsiAKe, YCTaHOBIEHHOM
MpaButenbctBom Poccuiickonn degepaumm, MeTOOMKOM YCTAHOBMEHMSI OpraHamu MCMONMHUTENbHOM
Bnactu cybbektoB Poccunckon degepaunm npedenbHbiX pasMepoB ONTOBbIX HaabaBoOK M npedernbHbIX
pa3MepoB PO3HUYHbIX HAA0aBOK K PAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOM3BOANTENSMU
neKapCcTBEHHbIX NpenapaTtoB, Ha NeKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MEPEYEHb >XU3HEHHO
HEOOXOAMMBIX U BaXKHEWLLUNX FNIeKapCTBEHHLIX NpenapaTos.

2. OpraHuzauum ONTOBOW TOProBnNM W (UNK) anTeyHble OpraHu3aumu, WHAMBMAYarbHble
npegnpuHMMaTteny, MMerolime nuueHsmio Ha dapmMaueBTUYECKyl0 OeATeNbHOCTb, OCYLLEeCTBASIOT
peanusaumio neKapCTBEHHbIX MpenapaToB, BKMYEHHbIX B MepevYeHb >XU3HEHHO HeobXoaMMbIX U
Ba)XHEMLUMX JleKapCTBEHHbIX NpenapatoB, MO LeEeHaM, YpPOBEHb KOTOPbIX HEe MpeBbIWaeT CyMMy
PaKTU4ECKOW OTMYCKHOM LEHbl, YCTAHOBIIEHHOW MNPOU3BOAUTENEM JEKapCTBEHHbLIX MpPenapaTtoB M He
NpeBbILAOLEN 3aperncTpMpoBaHHOW MpeaesibHONM OTMYCKHOW LIEHbl, U pa3Mep ONTOBOM HagbaBku U
(vnn) pasmep po3HNYHON HagbaBKM, HE NPEBbLILAKLWME COOTBETCTBEHHO pasMepa NpeaenbHON ONTOBOW
Hag6aBku n (MnNn) pasmepa nNpeaenbHON PO3HUYHOW HanbaBKW, YCTaHOBMNEHHbIX B cybbekTe Poccuinckom
depepaumm.

3. OpraHbl ucnonHuTensHon Bnactu cybbekToB Poccuiickon ®Pegepauumn pasmeLllalor B CeTU
"HTepHeT" unn onybnunkoBbIBalOT MH(OPMaLuUo O 3aperucTpupoBaHHOW NpeaeribHON OTMYCKHOW LieHe
Ha nekapCTBEHHble npenapaTtbl, BKMIOYEHHbIE B MNEpeYeHb XW3HEHHO HEOOXOAUMbIX W BaXKHEWLUUX
nekapCTBEHHbIX MpenapaTtoB, 00 YCTaHOBMEHHbIX B cybObekTe Poccunckon degepaumm pasmepe
npegenbLHON ONTOBOW HadbaBku U (MnK) pa3mepe NpeaernbHON PO3HUYHON HagbaBKU K YCTaHOBMEHHBIM
NPON3BOAMTENAMW JIEKAPCTBEHHbIX MpenapaToB (PaKTUYECKUM OTMYCKHbIM LieHaM Ha NekapCTBEHHble
npenapatbl, BK/IOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOAMMBIX W BaXHEWLIMX JeKapCTBEHHbIX
npenapaTtoB, U 00 yKaszaHHOW B 4acTu 2 HacToswewn ctaTbnm cymme. VHdopmaums, npegycMoTpeHHast
HacTosLeN YacTblo, OOJPKHA pasMellartbCs Takke B anTeyHblX OpraHumsauusx B OOCTYMHOW Anst
CBeeHMs BCEX 3auHTEPEeCOBaHHbIX Nny, hopmMe n 0OHOBMASATLCS NO Mepe ee OnybrMKoBaHMs.

4. TpuHATbIE C HapylleHumeM 3akoHogdaTtenbcTBa Poccuiickon degepaumm peLleHns OpraHoB
NCMOSNTHUTENbHOM BnacTn cybbekta Poccunckon depepaumm o6 yCTaHOBMEHUU MpefenbHbIX pasMepoB
ONTOBbIX HaabaBOK W nNpedenbHbiX PasMepoB PO3HWYHBLIX HagbaBOK K 3aperncTpupoBaHHbIM
npegenbHbIM OTMYCKHBbIM LieHaM Ha NeKapCTBEHHble Mnpenapatbl, BKIHOYEHHbIE B NEpPeYeHb XU3HEHHO
HeoOXOANMbIX U BaXKHEMLLMX NIEKAPCTBEHHBIX NpenapaTos, noanexaT oTMeHe B cyaebHoM nopsiake.

aea 13. MOHUTOPUHI BE3OMNMACHOCTM JNIEKAPCTBEHHbIX MNPEMNAPATOB,
HAXOAALLKMXCA B OBPALLEHUAU HA TEPPUTOPUU POCCUUCKOU PEOEPALINA

Cratbs 64. MOHUTOPUHT 6€30MacHOCTM NIEKapCTBEHHbIX NpenapaToB

1. JlekapcTBeHHble npenapaTbl, Haxogdwmecss B obpalleHuM Ha Tepputopum Poccuinckom
depepaummn, nognexar MOHUTOPUHrY 6e30nMacHOCTU B LENsX BbISIBEHWS BO3MOXHbIX HeraTvBHbIX
nocneacTBU MX MNPUMEHEHWS, NPeaynpexaeHUsl MauueHTOB M UX 3aliMTbl OT MPUMEHEHUS TaKux
npenaparos.

2. MoHuTopuHr 6€30MacHOCTM NeKapCTBEHHbIX MpenapaToB OCYLLECTBMASETCS YNONMHOMOYEHHbIM
denepanbHbIM OpraHoM MCMOMHUTENbHOW BRacTM Ha BCeX 3Tanax Mx obpalleHus Ha TeppuTopun
Poccuiickon ®enepauuu.

3. CybbekTbl obpalleHus nekapCcTBEeHHbIX cpeAcTB 00s3aHbl coobwaTe B YCTAHOBMEHHOM
YNOMTHOMOYEHHbIM  dbefepanbHbiM  OpraHoM MWCMOSMHUTENBHOW Briactu nopsigke obo Bcex cryyasax
NoOOYHbIX AENCTBWWA, HE YKa3aHHbIX B MHCTPYKUMM MO MPUMEHEHMIO NEKapCTBEHHOrO npenapaTta, o
CepbEe3HbIX HeXenaTesNbHbIX peakuusx, HenpeaBUAEHHbIX HeXenaTernbHbIX Peakumsax npu NpUMeHeHun
rnekapcTBeHHbIX npenapaToB, 06 OCOOEHHOCTAX B3aUMOAEWCTBUS JIEKapCTBEHHbIX MNpenapaTtoB C
OPYrMMW NEeKapCTBEHHbIMU NpenapatamMu, KOTopble Oblnn BbISBMEHbI MPU NPOBEAEHUN KIMHUYECKUX
nccrnegoBaHUm M NPUMEHEHUN NEeKapCTBEHHbIX NpenapaTos.

4. 3a HecoobLLeHNe Unu COKpbITUE CBEAEHWN, NPedyCMOTPEHHbIX YacTbio 3 HacTOSALWEen cTaTby,
nvua, KOTOpbIM OHW CTanM W3BECTHbl MO pody WX npodeccuoHanbHON OesATENbHOCTU, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOoHOAaTeNbCTBOM Poccuickon Penepauumm.

5. Tlopsagok ocCylwecTBNEHUA MOHWTOpPMHra ©6e30nacHOCTM NEeKapCTBEHHbIX MNpenaparos,
peructpaumm nobOYHbIX OENCTBUMA, Cepbe3HblX HexenaTenbHbiX —peakuui, HenpeaBuOeHHbIX
HeXXenaTenbHbIX peakuui Npu NPUMEHEHUN NIEKAapPCTBEHHbBIX MpenapaToB, B TOM Yucne npeacTaBneHnst
WHcopmaumm o6 3TOM, yCTaHaBNMBaETCA YMOSIHOMOYEHHbIM doeeparibHbiM OpraHoM WUCMOSNTHUTENbHOM
BNacTu.

Cratbs 65. [MpuocTaHoBMNeHVe NPMMEHEHUS NIEKapCTBEHHOTO Npenapara



Mpn nonyyeHun wuHpOpMaLMM O MNOOOYHLIX AENCTBUSX, HE YKa3aHHbIX B WHCTPYKUMM MO
NMPUMEHEHWIO NeKapCTBEHHOro npenaparta, CepbesHblX HexenaTerbHbIX peakuusx, HenpeaBuaeHHbIX
HexxenaTtenbHbIX peakuusax npu MPUMEHEHWU NeKapCTBEHHOro mnpenapaTta, 06 OCOBEeHHOCTSAX ero
B3aWMOAEWNCTBNA C APYrMMW NeKapCTBEHHbIMW MpenapaTaMu, KOTopble MOryT npeAcTaBnsaTb yrposy
XM3HW WNW  300POBLI0  MAUMEHTOB, a Tawkke CBeAEHWW, He COOTBETCTBYIOLUMX CBEAEHUSM O
nekapcTBeHHOM MpenapaTe, cogepXawmnmcs B WHCTPYKUMU MO €ro NPUMEHEHMUI0, YMNOSTHOMOYEHHbIN
dedepanbHblii - OpraH  UCMOMHWUTENbHOW  BNacTM  paccMaTpuBaeT  BOMPOC O  BO3MOXHOCTU
NPUOCTaHOBIEHNS TMNPUMEHEHNS TakKoro NeKapCTBEHHOro npenapara B MOpsdke, YCTaHOBIIEHHOM
YNONHOMOYEHHbIM (befepanbHbIM OpraHoM UCNOMHUTENBHOW BriacTu.

CraTb4 66. VIH(bOpMaLI,I/Iﬂ O pes3ylnbTataxXx MOHUTOPUHIa ©e3onacHocTH NeKapCTBEHHbIX NMpenapaTtoB

YnonHoMo4YeHHbIN befeparnbHbli OpraH UCMOMHUTENBLHOW BNacTu, OCYLLEeCTBNALWMA MOHUTOPUHT
©e30nacHOCTU NeKapCTBEHHbIX MPEnapaToB, Haxo4dWMXca B obpalleHnn Ha TeppuTtopum Poccumnckon
depepaumm, no pesynbTaTaM MOHUMTOPWHra pasMellaeT Ha CBOeM oduuManbHOM CcalTe B CEeTU
"MHTepHeT" WHMOpMaLUMIO O MNPUHATBIX pPELUEHUSX O BHECEHUN WU3MEHEHUA B WHCTPYKUMIO MO
NPUMEHEHNIO NEKApPCTBEHHOrO npenapata, O MPUOCTAHOBIIEHUN MPUMEHEHMSI JIEKapCTBEHHOIO
npenaparta, 06 n3bATUN U3 0bpaLleHNsa NekapCTBEHHOro npenapara UM 0 BO30OHOBMEHUN MPUMEHEHUS
nekapCcTBEHHOro npenapara.

Maea 14. UHOOPMALUA O NNIEKAPCTBEHHbIX MPEMAPATAX
Ctatbs 67. lHdhopmauus 0 nekapCTBEHHbIX Npenapatax

1. ViHdbopmaumsa o nekapCcTBEHHbIX MpenapaTax, OTNycKaemblX MO peuenTy Ha feKapCTBEHHbIN
npenapar, AOMMKHa coAepXaTbCs TOMbKO B CMeuuanuaMpoBaHHbIX W3AaHWAX, NPeAHasHayYeHHbIX ANns
MeaNLMHCKUX, dapMaueBTUYeCcKnx, BeTepuHapHbIX paboTHUKOB. WHdopMaums O nekapCTBEHHbIX
npenaparax Ans cneuvannctos B obnacTtu obpalleHus nekapCcTBeHHbIX CPEACTB MOXET coaepxaTbCs B
MOHoOrpadumsax, CrnpaBoOYHMKaX, Hay4HbIX CTaTbAX, B [JOKMagax Ha KOHrpeccax, KOHepeHuusX,
CMMMO3nyMmax, Hay4HbIX COBETaX, a Takke B UHCTPYKLUSAX MO NPUMEHEHUIO NeKapCTBEHHbIX NpenapaTos.

2. lHdhopmaumsa 0 nekapCTBEHHbIX npenapaTax, OTnyckaemblX 6e3 peuenTta Ha nekapCTBEHHbIV
npenapart, MOXeT coaepxXaTbCs B nybnukaumsx um o0bABMeHusX cpeacTB MacCcoBOW MHGOpMauuu,
cneumannsvpoBaHHbIX M OBLMX neyaTHbIX W3AaHWAX, MHCTPYKUUSIX MO MPUMEHEHMUIO feKapCTBEHHbIX
npenapaTtoB, MHbIX N3AaHNAX CyObeKToB obpalleHus nekapcTBeHHbIX cpeacTs. PeknamHble matepuansl
O NlekapCTBEHHOM rpenapare, OoTnyckaemom 6e3 peuenTa Ha fleKapCTBEHHbLIV npenapart, AOSKHbI
COOTBETCTBOBaTbL MHCTPYKLMM NO NPMMEHEHMIO NEKApCTBEHHOro npenapara.

3. [HonyckaeTcs uvcnonb3oBaHWe mMobbiX MaTepuanbHbIX HOCUTENen, MO3BONSAIOWMX XPaHUTb,
nepegasaTb U UCNOMb30BaTb MHDOPMAaLMIO O NeKapCTBEHHbIX NpenapaTtax 6e3 ee CKaxXeHus.

Maea 15. OTBETCTBEHHOCTb 3A HAPYLUEHMUE 3AKOHOOATEJIbCTBA
POCCUACKON ®EOEPALIUM MPU OBPALLEHUW NEKAPCTBEHHbIX CPEACTB
N BOSMELLEHWE BPEOA, MPUYUHEHHOIO 3[OPOBbLIO NrPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Ctatbsn 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHodaTenbcTBa Poccuiickon depepaumm npu
obpalLeHny NekapCTBEHHbIX CPEACTB

HapyweHue 3akoHogaTensctBa Poccuiickon Pegepaumm npy obpalleHnm nekapcTBEHHbIX CPEACTB
BIneYeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHoA4aTensCcTBOoM Poccunckon ®egepaumn.

CrtaTtbss 69. BosmelleHne Bpeda, NPUYMHEHHOTO 3[00POBLI0 rpakdaH BCReACTBUE MNPUMEHEHUS
neKkapCcTBEHHbIX NpenapaToB

1. TpousBoauTenb reKkapcTBEHHOro npenapata o065i3aH BO3MeCTUTb Bped, NPUYUHEHHbIN
30pOBbI0 rpakaaH BcrneacTere NpPUMEHEHUs NiekapCTBEHHOo Npenapara, ecnv gokasaHo, YTo:

1) nekapcTBEHHbIN MpenapaTt MPUMEHSNCA MO Ha3HaAYeHUI0 B COOTBETCTBUM C WMHCTPYKUMEN Mo
NPUMEHEHNI0 NeKapCTBEHHOro npenapaTa M NPUYMHON Bpeda SIBUNCA BBOA B rpaXkaaHCcKuii o6opoT
Hego6GpoKkayeCTBEHHOTO NIEKaPCTBEHHOIO Npenapara;

2) Bped 300pOBbI0 MPUYMHEH BCMEACTBME HeOOCTOBEPHOM WHopMauuu, coaepalleincss B
WHCTPYKLUMK MO NMPUMEHEHWIO NeKapCTBEHHOro npenapaTa, U3gaHHOW NpousBoAUTENEM feKapCTBEHHOIO
npenapara.

2. B cnyyae, ecnv Bpef 300pOBbLIO0 rpaxaaH NMpUYUHEH BCNEACTBUE MPUMEHEHWs! NTeKapCTBEHHOIO
npenapara, nNpuLLeaWero B HEroAHOCTb B peaynbTaTe HapyLleHUs NpaBun XpaHeHUs NekapCTBEHHbIX



cpeacTB, NpasBus ONTOBOW TOProBNM NEKapCTBEHHbIMW Mpenapatamu, NpaBui OTMNycKa feKapCTBEHHbIX
npenapaTtoB, MpaBuil M3rOTOBNEHUA W OTMyCKa feKapCTBEHHbIX MpenapaTtoB, BO3MelleHWe Bpeaa
OCYLLECTBMNAETCA COOTBETCTBEHHO OpraHv3auvert ONTOBOW TOProBMW feKapCTBEHHbIMWM CPeacTBamu,
anTeyHonW opraHu3auuen, WHAMBMAYaNbHbIM  MpeanpuHUMaTteneM, UMELWMMN  NULEH3NI0  Ha
hapmaLeBTUHECKY0 AeATENbHOCTb WM NULEH3NI0O Ha MEeOMUMHCKYI AeSATenbHOCTb, MeOWLIMHCKON
opraHusaumen, UMeLWen nUUEeH3MI Ha dapMaueBTUYECKYD AeATenbHOCTb (ee 060co6neHHbIM
nogpasgenexHvem (ambynatopuen, denbawepckum U enbaLlepcko-akyLwepckuM MyHKTaMu, LEeHTPOM
(oToeneHvem) obuen BpavyebHOW (CEeMENHON) NPaKTUKM), PacnofioXEeHHbIM B CENbCKOM NOCEeneHuun, B
KOTOPOM OTCYTCTBYeT anTeyHas opraHusauusi), OOMyCTUBLUMMM MNPOAaXY WNM  OTNYCK Takoro
nekapcTBEHHOro rnpenapara.

3. BosmelleHne Bpeda, MNPUYUMHEHHOTO 340POBLIO  rpaXaaH BCNeacTBUE  NPUMEHEHUsI
neKkapcTBEHHbIX MpenapaToB WM COBEPLUEHMS MPOTUBOMPAaBHbIX AeNCTBUWA cybbekTamu obpalueHus
neKapcTBEHHbIX CPeAcTB, OCYLLECTBNSeTCA B COOTBETCTBMM C 3akoHogaTenbCcTBOM Poccuickon
depepaumm.

Mnaea 16. 3AKINIOYUTENBbHbIE NMONOXEHUA

Cratba 70. O npusHaHWM yTpPaTUBLLUUMU CUNY OTAErNbHbIX 3aKOHOAATENbHbIX aKTOB (MONOXEeHUN
3aKkoHoaaTenbHbIX akToB) Poccunckon ®epepauun

MpusHaTb yTpaTUBLLMMK CUNY:

1) ®epepanbHbii 3akoH oT 22 wmoHa 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTtBax”
(CobpaHue 3akoHogaTenbctBa Poccuiickon Pegepaumm, 1998, N 26, c1. 3006);

2) ®epnepanbHbIn 3akoH oT 2 saHBaps 2000 roga N 5-®3 "O BHECEHUM N3MEHEHMS U OOMNOMHEHUN B
depepaneHbin 3akoH "O nekapcTBeHHbIX cpeacTtBax” (CobpaHve 3akoHogatenbcTBa Poccuiickon
depepaumm, 2000, N 2, cT. 126);

3) ctaTbto 40 depepanbHoro 3akoHa oT 10 sHBapsi 2003 roga N 15-d3 "O BHECEHUN U3MEHEHUI U
OOMOSNHEHMI B HEKOTOpble 3akoHopaTenbHble akTbl Poccuiickon Pepepauum B CBA3N C NPUHSATUEM
®epepanbHoro  3akoHa "O nuueH3MpoBaHWM  OTAEnNbHbIX BMAOB desTenbHocTn" (Cobpanue
3akoHogaTtenbcTBa Poccunckon ®egepaumu, 2003, N 2, c1. 167);

4) ctatbto 31 depepanbHoro 3akoHa ot 30 uoHa 2003 roga N 86-d3 "O BHeCEHUN U3MEHEHUI U
[JOMOMNHEHU B HEKOTOPbIe 3aKkoHoaaTenbHble akThl Poccuiickon denepaumu, NpusaHaHUM yTpaTUBLLUMU
cuny oTAernbHbIX 3akoHodaTenbHblX akToB Poccunckon ®efepauun, npefocraBneHUMM OTAENbHbIX
rapaHTui COTpyAHMKaM OpPraHoB BHYTPEHHUX Aef, OPraHoB MO KOHTPOM 3a 060pPOTOM HApPKOTUYECKMX
CPeACTB M MCUMXOTPOMHbIX BELLECTB U ynpasgHseMbiX edeparnbHbIX OpraHoB HaroroBoOW MONvuunM B
CBSI3W C OCYLLECTBMEHMEM Mep MO COBEPLUEHCTBOBAHWIO rocygapcTBeHHoro ynpaeneHus" (CobpaHue
3akoHogartenbcTBa Poccuiickon @egepaumm, 2003, N 27, cT. 2700);

5) ctatbto 101 PepepanbHoro 3akoHa ot 22 aBrycta 2004 roga N 122-93 "O BHeCEHUM N3MEHEHUN
B 3akoHofaTtenbHble akTbl Poccuiickon Pegepauum M NpuU3HaHUKM yTpaTUBLLUMMMK CUIY HEKOTOPbIX
3akoHogaTternbHblX akTtoB Poccuinckon ®Pegepaumn B CBSA3WM C NpUHATHMEM dedepanbHbix 3akoHoB "O
BHECEHUN U3MEHEeHWW W ponornHeHun B PepepanbHbld 3akoH "O6 obwux npuHUMnax opraHu3aumm
3aKoHoAaTenbHbIX (MpeacTaBUTENbHBIX) U UCMOMHUTENBHBLIX OPraHoB rocy4apCTBEHHOM BRacTu
cybwekToB Poccunckon ®egepaumn” n "O6 obLLMX NPUMHUMNAX OpraHn3auum MECTHOrO camoynpaBreHus
B Poccuinckon depepaummn” (CobpaHue 3akoHogatenbctBa Poccunckon depepaumm, 2004, N 35, cr.
3607);

6) ctaTtblo 28 ®epepanbHoro 3akoHa oT 18 gekabpsa 2006 roga N 231-®3 "O BBegeHuM B AenCTBNE
yactn 4etBepTon [paxgaHckoro kogekca Poccuiickon ®epepauun” (CobpaHue 3akoHogaTenbCcTBa
Poccuickon ®egepauun, 2006, N 52, cT. 5497).

Cratbsa 71. Bctynnenue B cuny Hactoswero PegepanbHOro 3akoHa

1. Hactosawmn ®egepansHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTsa6pa 2010 roga.

2. JlekapcTBeHHble cpefcTBa, 3aperMcTpupoBaHHble [0 AHS BCTYMSEHUS B CUIY HacTOsILLEro
dPepepanbHOro 3akoHa, noanexaT BKIOYEHUIO B rOCY4aPCTBEHHbIE PEECTPbI JIEKAPCTBEHHbLIX CPEeACTB C
BHECEHMEM YKa3aHHbIX B YactTu 1 ctatbm 33 HacTtoswero ®enepanbHOro 3akoHa CBeAEHUN 00 3TuX
nekapCTBEHHbIX CpeAcTBax 0e3 NpoXoXAeHMs BHOBb Mpoueaypbl roCygapCTBEHHOW perncrpauumn
NeKapCTBEHHbIX MpenapaTtos.

3. FocygapcTBeHHas perncrpauust NieKapCTBEHHbIX NMpenapaToB, NPeACTaBMeHHbIX Ha yKa3aHHYH
pervctpaumio 0O AHS BCTyNneHus B cuiy HacTtosuwero ®degepanbHOro 3akoHa, OCYLLECTBSETCHS B
COOTBETCTBMM C HacToswmm PepepanbHbiM  3aKOHOM Ha OCHOBAHUM [OOKYMEHTOB W [aHHbIX,
npeacTaBneHHbIX 40 AHsS BCTYMNEHUS B CUNy HacTosiwero degepanbHOro 3akoHa.

4. Co gHs BCTynneHus B cuny Hactosiwero degepanbHoro 3akoHa u no 30 anpensa 2011 roga
BKIMIOYMTENBHO  JOMyCcKaeTCs MpPOBEAEHWe 3KCMepTM3bl  NIEKApCTBEHHbIX CpeacTB  3KcrnepTamu



9KCMEPTHOTO  yYpeXAeHWss [0 MpOXOXOEHWs MMM aTTecTaummM B MOPSAKe, YCTaHOBMEHHOM
YNOMTHOMOYEHHbIM dhefeparnibHbIM OPraHOM UCMOSTHUTENBHOW BNACTL.

5. Co gHsa BcTynneHus B cuny Hactosiwero deagepanbHoro 3akoHa u no 31 gekabpst 2013 ropa
BKITIOUMTENBbHO OCYLLIECTBMSETCA MEPEX0A K MPOM3BOACTBY JIEKAPCTBEHHbBIX CPEACTB B COOTBETCTBUM C
npaBunaMm opraHm3auumn NpoM3BOACTBA M KOHTPOSIS KayecTBa JIEKAPCTBEHHbBIX CPeACTB, yKa3aHHbIMU B
yactm 1 crtatem 45 Hactoswero PegepanbHOro 3akoHa, B nonHoMm obbeme. Cpoku nepexofa
NPOM3BOACTBa IEKAPCTBEHHbIX CPEACTB K WX MNPOU3BOACTBY B COOTBETCTBUM C  KOHKPETHbIMMU
TpeboBaHNAMN OaHHbIX NPaBusl, BKOYAs CPOKN aTTecTaumm YynonHOMOYEHHbIX NUL, YKa3aHHbIX B YacTaX
6 n 7 ctatbn 45 HacTosilero ®efepansHOro 3akoHa, yctaHaBnmeatoTca [NpaButenscTBoM Poccunckomn
denepaumm.

6. JlMueH3nn Ha NpPOM3BOACTBO NlEeKApPCTBEHHLIX CPeacTB, BblaaHHble 0O 1 aHBaps 2014 roga,
penctsytoT nocne 1 aHBaps 2014 roga A0 UCTeYeHUs Cpoka UX AeWCTBUSA MPU YCNOBUU COOTBETCTBUSA
nuueH3naTta npasuiam opraHmsaumMyM NMPOU3BOACTBA UM KOHTPONS KayecTBa NEeKapCTBEHHbIX CPEACTB,
yKasaHHbIM B YyacTu 1 ctaTbu 45 HacTosiero PegepanbHOro 3akoHa.

MNpeangeHT
Poccunckon ®egepaumu
O.MEOBEOEB
Mocksa, Kpemnb
12 anpens 2010 roga
N 61-03




