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Mnaea 1. OBLUME NOJIOXEHUA
Cratba 1. [peameT perynuposaHus HacToswero ®egepansHOro 3akoHa

1. Hacroawmin ®enepanbHbil 3aKOH perynupyet OTHOLLEHMWS, BO3HMKaloLMe B CBSI3W C obOpalleHnem -
pas3paboTkon,  AOKIMHWYECKMMM  UCCMEOOBaHUAMMW,  KIIMHWYECKMMWM  UCCMELOBaHUSAMW,  3KCMEpPTU3ON,
rocygapCTBEHHOM perucrpauven, Cco CcTaHdapTusauMem W C  KOHTPOSieM KavecTBa, MpPOM3BOLCTBOM,
N3roToBfEHNEM, XpaHeHueMm, nepeBo3koW, BBO3OM B Poccunckyio depepauuio, BbIBO3OM U3 Poccumnckon
depepaummn, peknamon, OTMYCKOM, peanu3auuven, nepegadven, NPUMEHEHUEM, YHUYTOXEHMEM FeKapCTBEHHbIX
cpencTs.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosawwmi ®epepanbHbli 3aKOH yCTaHaBnMBaeT MNPUOPUTET TOCYAapPCTBEHHOrO perynupoBaHus
6esonacHocTH, kayecTBa U 3PMEKTUBHOCTM NEKapCTBEHHbIX CPEACTB NPU Nx obpalleHun.
(B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Ctatbsa 2. Cchepa npumeHeHus HacToswero degepanbHOro 3akoHa

Hactoawun ®enepanbHbil  3aKOH MNPUMEHSETCA K  OTHOLUEHWsIM, BO3HMKalWuM npu  obpaieHum
nexkapcTBEHHbLIX CPeACTB Ha Tepputopun Poccuiickon ®epepaunn.

Cratbs 3. 3akoHogaTenbcTBO 06 06paLLeHnn NekapCTBEHHbIX CPeacTB

1. BakoHopaTenbcTBO 00 OOpalleHnn NeKkapCTBEHHbIX CPeACcTB COCTOUT U3 HacTtoswero degepanbHOro
3aKkoHa, apyrnx dpegepanbHbiX 3aKOHOB U UHbIX HOPMATMBHbIX NpaBoBbIX akToB Poccuiickon ®epepauun.

2. [enctBne Hactoswero ®denepanbHOro 3akoHa pacrnpocTpaHseTcss Ha obpalleHne HapKoTUYECKMX
NEKAPCTBEHHBLIX CPEACTB WM MCUXOTPOMHBLIX JIEKAPCTBEHHbLIX CPEACTB C y4eTOM OCOBGEHHOCTEN, YCTaHOBIEHHbIX
3akoHogatenbcTBOM Poccuiickon Penepaumm 0 HapKOTUYECKUX CPeACTBaXx, MCUXOTPOMHbIX BellecTBax M 06 ux
npeKkypcopax.

3.  [Oenctsue HacTosiwero  dPepepanbHOrO  3aKoHa pacnpocTpaHseTcs Ha  obpalleHune
pagnodapMaLeBTUYECKUX  JIEKapCTBEHHbIX  CPeAcTB € ydeToM  ocobeHHocTew, YCTaHOBMEHHbIX
3akoHogaTenbcTBoM Poccuickon Pegepaumm B obractu obecneveHnss pagnaumoHHon 6e30nacHoOCTy.

4. Ecnn mexagyHapogHbiM goroBopom Poccunckon depgepaumm ycTaHOBMEHbI WHbIE MpaBuna, YeMm Te,
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KOTOpble MNpeaycMOTpeHbl HacTodwmm degeparnbHbIM - 3aKOHOM, MPUMEHAITCA nNpaBuna  MeXxayHapogHoro
aorosopa.

5. B Poccuiickon ®enepauumn B COOTBETCTBMM C MeXAyHapoaHbIMK aorosopamu Poccuiickon ®enepauumn m
(vnn) Ha ocHoBe MpuHUUNA B3aUMHOCTM MPU3HAKOTCHA pesynbTaTbl KIMMHUYECKUX UCCREeOOBaHUN NeKapCTBEHHbIX
npenapaToB A8 MeAULMHCKOTO NPUMEHEHWS], MPOBEAEHHbIX 3a Npegenamu Tepputopumn Poccuickon ®egepauun.

Crtatbsl 4. OCHOBHbIE NOHATUSA, NCnoJibdyemMbie B HaCTosALeM CDep,epaanOM 3aKoHe

Onsa uenen HacTosiwero ®egepanbHOro 3akoHa UCMOMNb3YOTCH CreayoLmMe OCHOBHbIE MOHATUS:

1) nekapcTBeHHble CpeAacTBa - BelecTBa WM MX KOMOWHAUMKM, BCTynawwme B KOHTaKT C OPraHM3mom
YyeroBeka UMM XMBOTHOMO, NMPOHMKAKLWME B OpraHbl, TKAHW OpraHM3mMa YerioBeka Wmm XMBOTHOMO, NPUMEHAEMbIE
ans nNpodunakTuki, AMArHoCTUKU (3@ WUCKIKYEHMEM BELLEeCTB WU UX KOMOMHAUWIA, HEe KOHTaKTUPYHOLLMX C
OpraHM3aMoM YenioBeka WM  KUMBOTHOrO), JlevyeHuss 3aboneBaHus, peabunutaumu, Ans  COXpaHEeHUs,
NnpefoTBpaLLEHUS UK NpepbiBaHUs GEPEMEHHOCTM U MOSyYEHHbIE U3 KPOBM, Nia3Mbl KPOBM, U3 OPraHoB, TKaHewn
opraHuamMa 4enoBeka WU >KMBOTHOrO, pPacTeHUW, MUHepanoB MeToamMuM CUHTe3a UM C MNpUMEHEeHueM
Guonornyeckmx TexHonornh. K nekapcTBEHHbIM CpeAcTBaM OTHOCATCS (hapmaueBTMyeckMe cybcTtaHuumn u
nekapcTBEHHble nNpenaparTsl;

2) dapmaueBTMYECKME CYyOCTaHUMM - IeKapCTBEHHble cpeacTBa B BuMAE [OENCTBYHOLIMX BeLLECTB
BGuonormyeckoro, OMOTEXHONMOMMYECKOro, MWHEparnbHOrO0 WM XMMMWUYECKOrO MNPOMCXOXAeHud, obnagatowme
hapMakonorm4eckon axkTMBHOCTbIO, MpedHasHavyeHHble Ans MPOM3BOACTBA, MW3rOTOBMIEHMS JIE€KAapCTBEHHbIX
npenapaToB 1 onpegensowme nx apPeKTUBHOCTD;

3) BcnomoraTtenbHble BeELLECTBA - BelleCTBa HEOPraHW4ecKOro MMM OpraHMYecKoro MNpPOMCXOXOEHUS,
ucnonb3yemble B MpoLecce MNpou3BOACTBA, W3rOTOBMNEHWUS NEKApPCTBEHHbLIX MpenapaTtoB And nNpuaaHus um
Heob6xoaMMbIX PU3NKO-XUMNYECKNX CBONCTB;

4) nekapCTBeHHble npenapaTbl - NekapCcTBeHHbIE CpeacTBa B BUAE NeKapCTBEHHbIX )OPM, NpUMEHsSIeMble
AN NpomMnakTukn, OUarHoCTUKK, fedeHus 3aboneBaHus, peabunutauumn, Ons coXpaHeHusl, npefoTBpaLLeHust
Unu npepbiBaHus 6epeMeHHOCTY;

5) nekapctBeHHasi bopma - COCTOSIHME JIEeKapCTBEHHOro MpenapaTa, COOTBETCTBYyHLLee crnocobam ero
BBEAEHMS 1 NPUMEHEHUSA 1 obecneunBatoLLee JOCTMKEHNE Heobxoanmoro nevyebHoro agdekTa;

6) nepeyeHb KM3HEHHO HEOOXOOUMBIX W BaKHEWIMX JIEKApCTBEHHbIX MpenapaToB - EeXerogHo
yTBepxxgaembin  [NpaButenbctBom Poccunckon ®depepauum nepedeHb NEKAPCTBEHHbIX MpenapaTtoB  Ansi
MEOULUMHCKOTO npuMeHeHusi, obecnedmBalomnx MNpUOPUTETHbIE NOTPEOHOCTU 34paBOOXPaHEHMS B LEensx
npounakTMkn 1 nedyeHuss 3abonesaHui, B TOM 4ucne npeobnagawwmx B CTpPykType 3aborneBaemMoctu B
Poccuiickon ®epepaumu;

7) nMmmyHOBMOMNOrMyeckne nekapcTBeHHble npenapaTtbl - fEeKapCTBEHHble npenapaTbl BMonorMyeckoro
NPOUNCXOXAEHUS, MpefdHa3HavyeHHble And  MMMYHOMOMMYeCcKNX AMarHOCTUKM, NpOUNakTUKM U NeveHus
3aboneBaHui;

8) HapkoTuyeckue nekapcTBeHHble CpeacTBa - feKapCTBeHHble npenapaTbl W hapmaueBTudeckme
cybcTaHuun, copepkaljue HapKoTMYEecKMe CcpeacTBa WM BKIHOYEHHble B [lepedyeHb HapKOTMYECKMX CPeAcTB,
MCUXOTPOMHBIX BELLECTB N NX NPEKYPCOPOB, NOAMNEXaLMX KOHTponto B Poccuinckon degepaumm, B COOTBETCTBUM C
3akoHodatenscTBoM Poccuiickon depepaumu, mexagyHapoaHbiMu goroBopamu Poccuinckon depepauun, B TOM
yncne EgnHoi KOHBEHLMEN O HApKOTMYeCKnX cpeacteax 1961 roaa;

9) nNCUXOTPOMHbIE TeEKapCTBEHHble CpPEACTBa - fleKkapCTBEHHble npenapatbl M dapMaueBTuyeckue
cybcTtaHuun, cogepalwme MNCUXOTPOMHbIE BELleCTBa W BKAOYEHHble B [lepeyeHb HapKOTMYECKMX CpPeacTs,
NMCUXOTPOMHBIX BELLECTB U NX NPEeKypCcopoB, NOANexXalumx KoHTponto B Poccuinckon degepaumm, B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon ®egepauun, mexgyHapoaHbiMu gorosopamu Poccuiickon degepauun, B TOM
yncne KoHBeHuUMen o NcMxoTponHbix Belectsax 1971 roaa;

10) pagnodapmaLieBTUYECKUE NEKapCTBEHHbIE CpeaCcTBa - NeKkapCTBEHHbIE CPeACTBa, KOTOpble codepXaT B
roToBOM ANd WUCNONb3oBaHUA opMe OAWH PaaMOHYKNUA UMW HECKOMNbKO PafMOHYKMMAOB (paguoakTUBHbLIX
N30TOMoB);

11) opurnHanbHOe feKapCTBEHHOE CPeACcTBO - JIeKapCTBEHHOE CpPeAcTBO, CcoepXxalliee BrnepBble
MoNMyYeHHy dapMaLeBTUYECKYID CYOCTaHUMIO WM HOBYKD KOMOMHauuio dapmaueBTUYECKMX CybcTaHuuin,
acbdekTuBHOCTE M 6e30NacHOCTb KOTOPbIX MOATBEPXKAEHbI pe3ynbTaTamy  OOKIMHUYECKUX MCCredoBaHWN
NeKapCTBEHHbIX CPeACTB M KIMHMYECKUX UCCIeQ0BaHNA NekapCTBEHHbIX NpenapaTos;

12) BOcCnpon3BedeHHOe feKkapCTBEHHOE CPeACcTBO - NeKapCTBEHHOE CPeAcTBO, COAepXallee Takylo Xe
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hapmMaLEeBTUYECKYD CYOCTaAHUMIO UK KOMOUHAUMIO Takux Xe dapMaueBTUYECKMX CyOCTaHLMIA B TakoOM e
rnekapcTBeHHON dopmMe, YTO M OpurMHanbHOe JiekapCTBEHHOe CPeACTBO, W MOCTynuBLUee B oOpalleHue nocne
nocTynneHns B obpalleHne opurnHanbHOro NekapcTBEHHOro CPEeACTBa;

13) nekapcTBeHHOe pacTUTENbHOE Cbipbe - CBEXWE WM BbICYLUEHHble pacTeHuss nmMbo KX yvacTy,
ncnonb3yemble Ans NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB OpraHn3aLmsaMn - NPOM3BOANTENSAMN NIEKAPCTBEHHbIX
CpeacTB WM U3FOTOBMEHUSA JIEKAPCTBEHHBIX MpenapaTtoB anTeYHbIMW  OpraHM3auusaMy, BeTepUHapHbIMU
anTeyHbIMU  OpraHM3auusaMy,  UHAMBMAYaNbHbIMW  MpegnpuHUMaTensMv,  WUMEKWUMU  JIULEH3NK  Ha
hapmaLeBTUYECKYIO OEeATENbHOCTD;

14) nekapCTBEHHbIN pPacCTUTENbHBI MNpenapaT - JIeKapCTBEHHbLIM nNpenapart, MpPOM3BEAEHHbIN Un
N3roTOBMEHHbIN U3 OJHOMO BMAA JIEKapCTBEHHOIO PacTUTENbHOIO ChiPbS UMW HECKOMbKMX BMOOB TaKOro Chbipbs U
peanuayembivi B pacacoBaHHOM Buae BO BTOPUYHOW (NOTPEBUTENLCKON) YNaKoBKe;

15) romeonatuyeckoe rneKkapCcTBEHHOE CPeACTBO - JleKapCTBEHHOE CpPeACTBO, MNpOU3BEOEHHOe Unu
N3roTOBIEHHOE MO creunansHOn TEXHONOormu,;

16) ™MexayHapoOHOe HenaTeHTOBaHHOE HaWMEHOBaHWE FeKapCTBEHHOIO CpeacTBa - HauMeHoBaHue
dapmaueBTMyecKkon cybcTaHumm, pekoMeHaoBaHHoe BcemmpHom opraHnsaumen 3apaBooXpaHeHunss;

17) ToproBoe HaMMEHOBaHWE FEKAPCTBEHHOIO CpeacTBa - HAVMMEHOBaHWE FeKapCTBEHHOro CpeacTsa,
NMPUCBOEHHOE ero paspaboTynkom;

18) obLiasn cdapmakonenHasi ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONHOMOYEHHbIM dheaeparnibHbIM OpraHoM
NCMNOMHMTENBHOW BlacTU N COAepXKalUMi nepedeHb nokasaTenen Kayectsa u (Mnm) METOLOB KOHTPOIS KavecTBa
KOHKPETHOW J1eKapCTBEHHOW (QOpPMbl, NEKApPCTBEHHOrO pPacTUTENbHOMO Chbipbs, OMNWCaHWs BUONMOrMYecKmXx,
BUOXUMUNYECKNX, MMUKPOBMONOrNYECKNX, (PUIUKO-XUMNYECKNX, (DUSNYECKUX, XUMUYECKUX W APYrMX MeTOAOoB
aHanusa nekapcTBEHHOro cpefcrtsa ANS MEeAMUUHCKOro MpUMEHeHus, a Takke TpeboBaHus K UCMOMb3yeMbiM B
Lensax npoBeAeHns JaHHOro aHanuaa peakTmeam, TUTPOBaHHbLIM pacTBopaM, MHAMKaTopaMm;

19) dhapmakonenHas cTaTbs - OOKYMEHT, YTBEPXAEHHbI YNONMHOMOYEHHbIM deneparnbHbiM  OpraHom
MCNOMHUTENBHOW BNacTyM U COAepXallui nepedveHb nokasaTenen kavyectBa M METOAOB KOHTPOMSA KadecTsa
nekapcTBEHHOro cpefcTasa AN MeAULUMHCKOro NPUMEHEHNS;

20) HopmaTMBHasa OOKYMeHTauus - OOKYMEHT, COoAepXallui nepedveHb onpegensemMblX no pesynbtatam
COOTBETCTBYIOLLMX IKCMEPTMU3 NOKa3aTenen kayecTsa NEKAPCTBEHHOIo CpeacTBa AN MEOULMHCKOIO NPUMEHEHNS,
METOZ0B KOHTPOJS €ro Ka4yecTBa U YyCTAHOBIEHHbIV €ro MPOU3BOANTENEM;

21) HOpPMATMBHbIA AOKYMEHT - [OOKYMEHT, COAepXallui nepeyeHb OnpedensembiXx Mo pesynbratam
COOTBETCTBYIOLUMX IKCMEPTU3 MoKasaTenen kavectsa M (UNn) METOOOB KOHTPONSA KavecTBa JlekapCTBEHHON
dopmbl, onucaHusa Buonormvyecknx, BUOXMMNYECKNX, MMKPOBMOMNOrMYECKUX, U3NKO-XUMUYECKUX, (PU3NYECKUX,
XMUMWYECKMX U APYrMX METOAOB aHanm3a fiekapCTBeHHbIX CPeacTB Ans BEeTEePUHapHOro NpuMeHeHus, TpeboBaHus K
ncnonb3yembiM B LensxX NpoBedeHUs AaHHOrO aHanu3a peakTMBaMm, TUTPOBaHHbIM pacTBOpam, WMHAMKaTopam wu
YCTaHOBMEHHbIN ero Npou3BoanTenem;

22) Ka4eCTBO NeEKapCTBEHHOro cpeacTBa - COOTBETCTBUE IeKapCTBEHHOro cpeactBa TpeboBaHMsAM
dapmakonenHon crtatbn NGO B crnyvyae ee OTCYTCTBMS HOPMAaTMBHOW [OKYMEHTauuu WM HOPMaTUBHOIO
OOKYMEHTa;

23) 6e3onacHOCTb NeKapCTBEHHOIO CPeACTBa - XapakTepUCTUKa NIEKAapCTBEHHOIO CPeACcTBa, OCHOBAHHAsA Ha
CpaBHMTENBHOM aHanmae ero 3heKTMBHOCTM U pUCKa NPUYMHEHNS Bpeaa 3400P0BbH0;

24) 3(pPeKTUBHOCTb NEKAPCTBEHHOIO Mpenapata - XapakTepucTMKa CTENeHW MONOXKUTENBHOIO BIIMSHMWSA
NEeKapCcTBEHHOro Mpenapata Ha TedYeHue, MpPOJOIMKUTENbHOCTL 3aboneBaHns wnM ero npegoTBpalleHue,
peabunuTaumio, Ha CoxpaHeHue, NpegoTBpaLLeHne UM NnpepbiBaHNe 6epeMeHHOCTY;

25) cepusi nekapCcTBEHHOro cpeacTBa - KOMMYECTBO JlIeKapCTBEHHOINO CpeACTBa, NpPOM3BEAEHHOe B
pesyrnbTaTte 0gHOro TEXHOMOMMYECKOro LuKna ero nponssognTenem;

26) peructpauuoHHOe YAOCTOBEPEHWEe NEeKapCTBEHHOro npenaparta - LOKYMEHT, MOATBepXAaroLmnn dakTt
rocygapCTBEHHOMN perncTpauum nekapCTBEHHOro npenapara;

27) peructpaumoHHbIi HOMep - KogoBoe 0bo3HaveHue, NPUCBOEHHOE NEKapCTBEHHOMY npenaparty npu ero
rocygapCTBEHHON perncrpaumu,

28) obpalleHve nekapCTBEHHbIX CpeAcTB - paspaboTka, AOKMMHWYECKUE UCCreaoBaHus, KIMHUYeckue
nccregoBaHus,  3KCMepTM3a, rocydapCTBEHHast perncrpauus, CraHgapTM3auus UM KOHTPOSb — KadecTBa,
Npon3BOACTBO, M3rOTOBIIEHME, XPaHEHMEe, nepeBo3ka, BBO3 B Poccuiickyto Pepepaumio, BbiBO3 13 Poccuiickomn
depepaumu, peknama, OTNyck, peanusaums, nepegada, NPUMEHEHNE, YHUUTOXEHNE NTEKapCTBEHHbIX CPEACTB;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)
29) cyObekTbl 0bOpalleHnNsi NekapCTBEHHbIX CPpedcTB - dM3nveckme nvua, B TOM YUCIE MHOMBUAOYalbHbIE
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npegnpyHMMaTenn, U topuaMdeckme nvua, OCyLLEeCTBRsOWME OeAaTenbHOCTb Npu obpalleHun nekapCTBEHHbIX
CcpencTs;

30) paspaboTyMk NnekapCTBEHHOrO CPeAcTBa - OpraHv3auusi, obnapgawowasi npaBaMuM Ha pesynbTaThbl
OOKIMUHNYECKNX UCCNEefOBaHUM FEKapCTBEHHOTO CPEeACTBa, KIUMHWYECKMX WUCCRefOBaHUM  NeKapCTBEHHOrO
npenaparta, a Takke Ha TEXHOMOIMIO NMPOM3BOACTBA NEKapPCTBEHHOIO CPEACTBa;

31) NpoM3BOACTBO JEKAPCTBEHHbIX CPEACTB - AEATENbHOCTb MO MPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB
opraHv3aumsiMm - NPOV3BOAMTENSAMU NEKAPCTBEHHbBIX CPEACTB Ha OOHOW CTaavu, HECKOMbKMX MMM BCEX CTaausax
TEXHOMOrMYECKOro NpoLecca, a Takke No XpaHEHMWIO U peanu3aumm Npon3BeaeHHbIX JIeKapCTBEHHbIX CPEACTB;

32) npowusBoaMTENb fEKApCTBEHHbIX CPeacTB - OpraHmsauus, OCyLlecTBnswas MNpov3BOACTBO
NeKkapCcTBEHHbIX CPeacTB B COOTBETCTBUM C TpeboBaHNsAMM HacToswwero egepanbHOro 3akoHa;

33) chapmaueBTUUECKan [eATENBHOCTb - OEATENbHOCTb, BKMAKYawWas B cebsa ONTOBYK TOProBmto
NeKkapcTBEHHbIMW CpeacTBaMu, WX XpaHeHue, MNepeBO3Ky WU (MNK) PO3HWUYHYIO TOPFOBIHO JleKapCTBEHHbIMU
npenapaTtamu, Ux OTMNyCK, XpaHeHne, NepeBO3Ky, N3roTOBIIEHWNE NIEKAPCTBEHHbLIX NPENapaToB;

34) opraHusauus ONTOBOW TOPrOBMW JEKAPCTBEHHLIMU CPEACTBAMU - OpraHusauusi, OCyLecTBRAsHoLlas
ONTOBYHO TOPrOBMO FIEKAPCTBEHHLIMU CPeACTBaMM, UX XpaHEHUE, NepPeBO3KYy B COOTBETCTBMM C TpeboBaHMAMM
HacTosilero ®egepanbHOro 3akoHa;

35) anteyHas opraHuM3auus - OpraHuM3auus, CTPYKTYpHOe nogpasfeneHne MeAMVLMHCKOW OopraHusaumu,
OCYLLECTBMSIOWNE PO3HUYHYIO TOPFOBIIO JIEKAPCTBEHHBIMW MpenapaTamMu, XpaHeHWe, W3rOTOBMEHME U OTMYCK
NeKapCTBEHHbIX NpenapaTtoB AN MeAMUMHCKOTO MPUMEHEHUS B COOTBETCTBMM C TPeBOBaHUSAMU HACTOALLErO
depepanbHOro 3akoHa;

36) BeTepuHapHasi anTevyHasd opraHu3auusi - opraHu3auusi, CTPYKTypHOe noapasfgeneHve BeTepuHapHON
opraHv3saummn, OCyLLEeCTBISIOWME PO3HUYHYIO TOProBI0 NeKapCTBEHHbLIMI NpenapaTammn, XxpaHeHue, U3rotToBneHne
M OTNYCK IeKapCTBEHHbIX MpenapaToB Afs BETEPUHAPHOro MNPMMEHEHWSI B COOTBETCTBUM C TpeboBaHUSIMU
HacTosilero ®eaepanbHOro 3akoHa;

37) danbcuumumMpoBaHHOE neKapCTBEHHOE CPeaCcTBO - IeKapCTBEHHOE CpPeAcTBO, COMpPOBOXAaeMoe
NOXHOW nHdopMaLmen o ero coctase 1 (Unu) npoussoanTene;

38) HepobOpokadeCcTBEHHOE NEKAapCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHMsaM bapmakoneriHon ctaTen NMMOO B criydae ee OTCYTCTBUSA TPeOOBaHUAM HOPMATMBHON AOKYMEHTaLMK
U HOPMATUBHOIO JOKYMEHTA;

39) koHTpadhakTHOE NnekapCTBEHHOE CpeacTBO - JIEKAPCTBEHHOE CpeacTBO, Haxoasduweeca B obopoTe c
HapyLleHeM rpaXkaaHCKoro 3akoHo4aTeNbCTBa;

40) OOKMMHMYECKOE MCCnegoBaHMe JeKapCTBEHHOrO cpeacTBa - Ouonormdeckue, Mukpobuonornyeckue,
UMMYHOSOTMYECKME,  TOKCUKOmornyeckue, papmakonormyeckue, @uandeckue, XvMMuUYeckme W gpyrue
nccrnefoBaHUs NEKapCTBEHHOMO CPeAcTBa NyTeM NPUMEHEHUS Hay4YHbIX METOAOB OLEHOK B LensiX nosydeHust
JokasaTenbcTB 6e30nacHOCTH, kKavyecTBa U 3PEKTMBHOCTU NEKAPCTBEHHOTO CPeaCcTBa;

41) KNMHU4YECKOe WCCriefoBaHWE NEKApPCTBEHHOro npernaparta - U3yYeHWe OMarHoCTUYECKUX, NeyebHbIX,
npodmnakTn4ecknx, apmakonormyeckmx CBOMCTB JIEKAPCTBEHHOIO MnpenapaTta B NpoLecce ero NpuMeHEeHust y
YyernoBeka, XXMBOTHOTO, B TOM YuCIe MPOLLECCOB BCACbIBaHMSA, pacnpeneneHns, UBMEHEHUS N BbIBEAEHUS, NyTEM
MPMMEHEHMS Hay4HbIX METOOOB OLEHOK B LEnAxX MonyyeHus [okasaTenbCTB 0Oe3onacHocTu, kadectBa W
3(pPEKTUBHOCTU NEKAPCTBEHHOrO MpenapaTta, AaHHbIX O HeXenaTenbHbIX peakuusx opraHuama YernoBeka,
XMBOTHOMO Ha MNPUMEHEHWE IeKapCTBEHHOro npenapata M o0 adypekTe ero B3auUMOAEWCTBUS C OpPYrMMU
nekapcTBEHHbIMM Npenapatamu 1 (Mnu) NMLWEeBbIMU NPOAYKTaMu, KopMamu;

42) MHOrOLEHTPOBOE KNMHMYECKOE MWCCNedoBaHWe JeKapCTBEHHOro mnpenapaTta Ans  MeauuMHCKOro
NMPMMEHEHNS - KIMHUYECKOe WCCnedoBaHne fekapCTBEHHOro npenapata ansd MeguuUMHCKOTO MpUMEHEHUS,
npoBoAMMoe pa3paboTyMKOM FeKapCTBEHHOrO npenapata B ABYX M Oonee MeOWLMHCKMX OpraHu3aumsix no
€OVUHOMY MPOTOKOSY KMMHMYECKOTO UCCNEeAOBaHWs NEKAapCTBEHHOIo npenapaTa;

43) MexayHapoOoHOEe MHOrOLEHTPOBOE KITMHUYECKOE WCCredoBaHWe nekapCTBEHHOro npenaparta Aand
MEOULUMHCKOTO MPUMEHEHUS - KIMHWYECKOE WCCneaoBaHWe NEeKapCTBEHHOro npenapata Ans MeguuUHCKOro
NPMMEHEHWS, MPOBOAMMOE pPa3paboTyMKOM NEKAPCTBEHHOINO MpenapaTta B pas3fU4HbIX CTpaHax Mo eauHOMYy
NPOTOKOIY KITMHUYECKOrO UCCneaoBaHNst IEKapCTBEHHOIO Npenapara;

44) nOCTPErMcTpaumoHHOE KITMHUYECKOE WCCNefOBaHUE NEKapCTBEHHOro npenaparta And MeanuMHCKOro
MPUMEHEHUA - KIMHUYECKOE WCCNedoBaHWE fekapCTBEHHOrO npenapata ans MeguUMHCKOTO MpUMEHEHUS,
NpOBOAMMOE MPOU3BOAUTENEM JEKAPCTBEHHOIrO npenapara, rpaXgaHCKMW 0b6opoT KOTOpPOro OcyLlecTBhAsieTcs
nocrne rocygapCTBEHHON perncrpauun, B Uensax [OononHuTenbHoro cbopa daHHbIX O ero GesonacHoCTM w
3(pPEKTUBHOCTH, paCLUMPEHUS MOKA3aHUN K MPUMMEHEHUIO [AaHHOrO flekapCTBEHHOro npenaparta, a Takke
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BbISIBIIEHNSI HEXXenaTeNbHbIX peakunii NauMeHToB Ha ero AencTBuE;

45) uccnepoBaHne GUO3KBMBANEHTHOCTU FIEKAPCTBEHHOrO Mnpenaparta - BuA KIMHWYEeCKOro MccrnenoBaHus
nekapcTBEeHHOro npenapaTta, NpoBeAeHne KOTOPOro OCYLLECTBNAETCA ANA ONpeaerieHnss CKopocTu BCacbiBaHUSA U
BbiBeeHUs apMaueBTUYeckon cybcTaHumKn, konuyecTBa papmaueBTUYeckon cybcTaHumm, [ocTuraroLlero
CUCTEMHOIO KpPOBOTOKa, W pe3ynbTaTbl KOTOPOrO MO3BOMSKT CAenaTb BbIBOA O OUO3KBUMBANEHTHOCTU
BOCMPOW3BEAEHHOIO JEKapCTBEHHOIO Mpenapata B OMNpPederieHHbIX JIeKapCTBEHHOW opme U  [03MpoBKe
COOTBETCTBYIOLLEMY OPUrMHANbHOMY JIEKapCTBEHHOMY npenaparTy;

46) nccnegoBaHne TepaneBTUYECKON 3KBUBANEHTHOCTU JNIEKapCTBEHHbIX NMpenapaToB - BUA KITMHUYECKOro
nccregoBaHUSA  NEKapCTBEHHbIX — MpenapaToB, MPOBEAEHMEe KOTOPOro OCyLeCTBNSeTCA Ans  BbiSBEHUS
ONHaKOBbIX CBOMWCTB NEKApCTBEHHbIX NpenapaToB onpefeneHHOW iekapCTBEHHOMW (PopMbl, a Takke Hannius
OQMHAKOBbIX MoOKasaTenen 6Ge3onacHOCTM U 3A(PPEKTUBHOCTU NEKAPCTBEHHbLIX MpenapaTtoB, OAWHAKOBbIX
KNMHUYeCKnX 3hpeKkToB Npu Nx NpUMEHeHuu;

47) npoTOKOMN KIMHUYECKOTO UWCCNEedoBaHUA fEeKapCTBEHHOro npenapata - [OOKYMEHT, B KOTOPOM
onpegensioTca  Uenu, OpMbl  opraHusauMnm U  MeTodonorus nNpoBedeHUst  KITMHUYECKOro MccriefoBaHus,
cTatucTnyeckne metoabl 06paboTkm pe3ynbTaToB Takoro UccneaoBaHust n mepbl No obecneyeHnto 6es3onacHoOCTU
hbU3MYECKMX NUL, YHACTBYIOLLMX B KITMHUYECKOM UCCNEAOBaHNM JIEKapCTBEHHOMO Npenapara;

48) Opowtopa uccrnegoBaTens - CBOOHOE W3NOXEHMEe pe3ynbTaToB  [AOKIMHUYECKOrO UCCefoBaHus
NEKapCTBEHHOIO CpPEeACTBa W KIMHWYECKOrO MWCCNEAOBaHWSA FeKkapCTBEHHOro npenapata Ansg MeauumHCKOro
NPUMEHEHNS;

49) nHMOPMALMOHHBIA JIMCTOK MauueHTa - AOOKYMEHT, B KOTOPOM COAepXaTcss B [OCTynHoOu chopme
CBefeHus1, KacaroLmecs NpoBOANMOro KIMHUYECKOro NCCrneoBaHns NeKkapCTBEHHOMO npenapaTta, U B MMCbMEHHON
dopme [obpoBONbHOE cornacue naumeHTa Ha ydacTue B KIMHWYECKOM UCCNedoBaHUM  feKkapCTBEHHOro
npenapaTta nocre O3HaKOMMEHUS C OCOBEHHOCTAMW KNMHUYECKOro MCCeaoBaHus, MUMEWMMN 3HadYeHe ans
BbIPaXXEHUSA Takoro cornacus;

50) noboyHoe OencTBMe - peakuusi opraHusama, BO3HMKLIAsh B CBA3M C MPUMEHEHUEM JleKapCTBEHHOro
npenapaTta B [o03ax, PeKOMeHOYEeMbIX B WHCTPYKUMW MO €ro NpUMEHEHWo, ANs NpodunakTukn, AMarHOCTUKM,
neyeHunsi 3abonesaHnsa unu Ana peabunurauuu;

51) cepbesHas HexenaTtenbHas peakuusi - HexxenaTenbHas peakums opraHnama, cBsidaHHasi C MPUMEHEHUEM
NeKapCcTBEHHOIo npenapara, npvBeflias K CMepTu, BPOXOEHHbIM aHoManusaM WM MopokaMm pas3BuTUS nnbo
npegctaensowas cobow yrposy Xu3Hu, Tpebyolwlas rocnutanu3aumM wnu npusBefllas K CTOMKOW yTpaTe
TPYAOCNOCOBHOCTU U (MNKN) UHBANMAHOCTY;

52) HenpegBuaeHHast HexenaTenbHasd peakuusi - HeXxenaTenbHas peakuus opraHusama (B TOM u4ucne
CBSI3aHHasi C MPMMEHEHVEM JTeKapCTBEHHOro npenaparta B COOTBETCTBMU C MHCTPYKLUMEN MO €ro MPUMEHEHUIO),
CYLLLHOCTb M TSXKECTb KOTOPOW HEe COOTBETCTBYHOT MHGOPMALMM O NekapCTBEHHOM Mpenaparte, cogepxallencs B
WHCTPYKLUK MO €ro NPUMEHEHWIO;

53) peuenT Ha nekapcTBEHHbIN MpenapaT - MUCbMEHHOE Ha3HayeHue NekapCTBEHHOro npenapaTta no
YyCTaHOBMEHHON hopMe, BblAaHHOE MEAWLIMHCKUM UMW BETepUHapHbIM pabOTHUKOM, MMEIOLMM Ha 3TO MpaBso, B
Lensax oTnycka fekapCTBEHHOro npenaparta Uu ero U3roToBNeHUs U OTMyCKa;

54) TpeboBaHME MeAWLMHCKOW OpraHu3auuu, BeTepUHApHOW oOpraHvM3aumyM - OOKYMEHT YCTaHOBIIEHHON
hOopMbl, KOTOPbIV BbIMUCAH MEOULMHCKAM WM BETEPUHAPHBIM PabOTHUKOM, MMEIOLLIMM Ha 3TO MPaBo, U COOEPXKUT
B NMUCbMEHHOW hOpPME yKa3aHue anTe4yHOW opraHu3auum o0 OTMyCKe IIeKapCTBEHHOrO npernapata unm o ero
n3rotoBneHnn n ob otnycke ans obecneyeHnst ne4edbHOro npouecca B MEAULIMHCKOW OpraHvM3aunn, BeTepUHapHom
opraHv3auum.

naea 2. MONTIHOMO4YUA ®EAEPAJIbHbLIX OPTAHOB VICI'IOHHVITEHbIjOVI .
BNNACTHN, OPFAHOB UCMNOJIHUTENNIbHOWU BJIACTU CYBBEKTOB POCCUUCKOU
®EOEPALUN NMPU OBPALLEHUN NEKAPCTBEHHbIX CPEACTB

Cratba 5. MNonHoMouna degepanbHbIX OpraHoB UCMOMHUTENBHOW BNacTW Npu obpalleHnn NneKkapcTBeHHbIX
cpencrts

K nonHomounsim pegepanbHbiX OpraHoB UCMNONHUTENBHON BNlacTu Npu obpalleHnn NekapCcTBEHHbIX CpeacTB
OTHOCATCS:

1) npoBegeHne B Poccuinckon denepauum eguHon rocyaapCTBEHHOW MONMUTUKM B obnactn obecneveHus
NeKapCTBEHHbIMI NpenapaTamu rpaxgaH Ha Tepputopun Poccunckon ®epepaunm;
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2) yTBepxaeHue oblwmx papmakonenHbIx ctater, apMakonenHblX cTaTel, nsgaHue rocygapCTBEHHON
hapmakoneu;

3) ocyLuecTBneHne rocyaapCTBEHHOIO KOHTPOIs (Haa3opa) B chepe obpalleHust nekapCTBEHHbLIX CPEACTB;
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3npoBaHWE NPOM3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB M dapMaLeBTUYECKON OesTenbHOCTU B
COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccumnckon ®egepauuu;

5) opraHu3saumsi aKCnepTu3bl JIEKAPCTBEHHbBIX CPEACTB, 3TUYECKOM IKCMEepPTU3bl BO3MOXHOCTU MPOBEAEHMS
KMMHUYECKOro MccrneaoBaHns nekapCTBEHHOro npenapaTa Anst MegUUUHCKOro NPUMEHEHUS;

6) Bbligaya paspeLleHnii Ha MPOBEeAEHNE KITMHNYECKNX NCCNeoBaHNi NeKkapCTBEHHbIX NpenapaToB, BeaeHue
peecTpa BblAaHHbIX pa3peLleHnii Ha NpoBeaeHNe KINMHUYECKNX NCCNEeA0BaHUN NekapCTBEHHbIX NpenapaTos;

7) rocyoapCTBeHHast perncrpauus fnekapcTBEHHbIX MpenapaTtoB, BeAeHWE rocyAapCTBEHHOrO peectpa
NeKapCTBEHHbIX CPeacTB;

8) nHCnekTMpoBaHWe NPOU3BOACTBA NEKapCTBEHHbLIX CPeACTB Ha COOTBETCTBME MpaBuriaMm opraHusauum
NpoM3BOACTBA W KOHTPOMNS KayecTBa IeKapCTBEHHbIX CPeacTB, Bbigada 3aKMlYeHWin O COOTBETCTBUU
Npon3BOAUTENS NEKaPCTBEHHbIX CpeacTB TpeboBaHNAM NpaBuI opraHn3aumm NPOM3BOACTBA U KOHTPOIS KadecTBa
NEeKapCTBEHHbIX CPeACTB;

9) rocygoapCTBeHHasi perucTpaumsi yCTaHOBMEHHbIX MNPOM3BOAMTENSIMU  FIEKAPCTBEHHbIX NpenapaTos
npegernbHbIX OTMYCKHbIX LEH Ha XXM3HEHHO HeOOXOAMMblE U BaXKHEWMLLME NeKapCTBEHHbIE NpenapaTtbl U BeAeHue
rocygapCTBEHHOro peecTpa npedenibHbIX OTMNYCKHbIX LeH MpOM3BOAUTENEN Ha fekapCTBeHHble npenaparthbl,
BKITHOYEHHbIE B NepeyYeHb XN3HEHHO HEODXOAMMbBIX U BaXKHEWLLUNX fIeKapCTBEHHbIX NpenapaTos.;

10) ycTaHoBnNeHne nopsiaka BBO3a JIEKAPCTBEHHbIX CPeacTB Ha Tepputopuio Poccuiickon depepauuymn um
BblBO3a NeKapCTBEHHbIX CpeacTB ¢ Tepputopun Poccuiickon degepaunm;

11) cosgaHue coBeTOB NO BONPOCaM, CBA3aHHbIM ¢ obpalleHMeM NnekapCcTBEHHbLIX CPEACTB;

12) atTectaums n ceptTudukaLms CneumanmcTos;

13) yTBEpXaeHne obpasoBaTernbHbIX NPOrpamMm no NoAroTOBKE CNeLManmcToB;

14) MOHMTOPUHT 6€30NacHOCTN NIEKAPCTBEHHBLIX NPENapaToB;

15) yyacTtune B MexayHapoaHOM COTPYAHUYECTBE;

16) nonyyeHne No 3anpocam YNosIHOMOYEHHOrO doejeparibHOro opraHa UCMOSTHUTENbHON BNAacTu OT OPraHoB
ncnonHuMTeneHoOM Bnactn cybbekToB Poccunckon degepaummn, a Takke oT CyObeKTOB 0bpalleHus NeKapCTBEHHbIX
cpeacTs ANnd MeaWUMHCKOrO NMPUMEHEHUS MHGOpMauuu Mo BOMPOCaM YCTAaHOBMEHUA WU MPUMEHEHUS LEeH Ha
nekapcTBeHHble npenapaTbl U HaAbaBoOK K HUM;

17) npumeHeHe Mep OTBETCTBEHHOCTU 3a HapyLLEeHWe 3akoHogaTtenbcTeBa Poccunckon ®epepaumn.

Cratba 6. [lonHOmMOuYMsA oOpraHoB WUCMNOMHUTENbHOW BnactM cybbekta Poccunckon ®egepauun npwm
obpalleHnn nekapCTBeHHbIX CPeacTB

K nonHomounsim opraHoB WUCMOMHMTENBHOW Bnactu cybbekta Poccuiickon Pepepaumm npy obpalieHunm
neKapCTBEHHbIX CPeaCcTB OTHOCATCS:

1) paspaboTka u peanu3aumsi pernoHasnbHbIX Mporpamm obecrneyeHus HaceneHusl NeKapCTBEHHBIMM
npenapaTtamu;

2) ycTaHOBNeHWEe npeferibHbIX pa3MepoB OMTOBbIX HaAbaBoOK M NpefernbHbiX Pa3MepoB PO3HUYHBIX
HagbaBoK K (pakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM NPOM3BOAMTENAMN NeKapCTBEHHbIX NpenapaTos, Ha
nekapcTBeHHble MpenapaTbl, BKIHOYEHHbIE B NMEpeYeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUNX NEKapCTBEHHbIX
npenaparos;

3) ocyLlecTBneHne permoHansHOro rocy4apCTBEHHOrO KOHTPOMS 3a MPUMEHEHUEM LIEH Ha NEKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOOUMbIX U BaXXHEMLUMX NEeKapCTBEHHbIX Mpenapartos,
opraHusauuaMm OnTOBOM TOProBNWU, anTeYHbIMU OpraHu3aumaMn, WHAUBMAYarNbHbIMU MNpeanpUHMMaTENsMU,
UMEIOLLUMU NIMLIEH3UIO Ha (bapMaLleBTUYECKYO AeATENbHOCTb.

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

Maea 3. FTOCYOQAPCTBEHHAA ®PAPMAKOIMEA
Cratbs 7. PaspaboTka 1 u3gaHve rocyaapcTBeHHo dhapMakoneun, pa3MeLleHe AaHHbIX O Het

1. Top rocypgapctBeHHOM bapMakoneen MOHMMAETCss cBofg OOWwmMx dapmakonemHblx cTaten u
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hapmakonemnHbIx cTaTen.

2. Paspabotka ob6wux ¢apmakonerHbix ctaTe M dapMakonenHblX cTaTel W BKIOYEHWE WX B
rocyapCTBEHHYI0 hapMakoner OCYLLEeCTBNLAIOTCH B Nopsake, YCTAaHOBMEHHOM YNOMHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMOSTHUTENbBHOM BracTu.

3. PaspaboTtka ¢hapmakonerHon CTaTbM Ha OpUrMHarbHOE NEeKapCTBEHHOE CPeACTBO M BKIOYEHME €€ B
rocygapCTBEHHY0 hapMakomnelo B TEYEHNE CPOKa AEWCTBUA 3alLMTbl UCKIIOYUTENBHOrO Npasa, YAOCTOBEPEHHOIO
MaTeHTOM Ha OpUIrMHanNbHOE NIeKapCTBEHHOE CPEACTBO, OCYLLECTBSIOTCS C Corfacus ero paspaboTymka.

4. ['ocypapcTBeHHasa hapmakones usgaeTtcsa YynosIHOMOYEHHbIM hefepanbHbiM OpraHOM UCMOMHUTESTbHON
BMacTuM 3a cYeT CpeAcTB dheaepanbHOro 6oaxera n NognexuT nepen3gaHisam He pexe Yem OguH pas B NATb NeT,
B Mepuog Mexay KOTOpbIMM M3OalTCH MPUIOXEHMS K rocygapcTBeHHOW chbapmakonee, cogepxawme obuue
hapmakonemnHble ctatb 1 (MnNn) dpapmakonenHble cTaTbW, YTBEPXKAEHHbIE MOCRe U3gaHusa Unu nepevsgaHus
rocyaapCTBEeHHON hapmakoneu.

5. YnonHoMoueHHbIn bedepanbHbli  OpraH  WUCMOMHUTENbHOW  BracTM  pasMellaeT AaHHble O
rocyapCTBEHHON (bapMakonee U NPUNOXEHUAX K HEM Ha CBOeM oduumansHoMm cante B cetu "UHTepHeT" B
YCTaHOBMEHHOM UM MopsiaKe.

Masa 4. TOCYOAPCTBEHHbIA KOHTPOJb NPU OGPALLEHUN
JIEKAPCTBEHHbIX CPEACTB

Cratbs 8. JluueHsnpoBaH1e Npou3BOACTBA JIeKapCTBEHHbIX CPEACTB U (hapMaLeBTUYECKON AeATENIbHOCTM

1. JlMueHsupoBaHve NpPOM3BOACTBA MNEKAPCTBEHHbLIX CPeAcTB U dapmaueBTUYEeCKOW OeATerbHOCTU
OCYLLECTBMSETCA B COOTBETCTBUM C 3akOHOA4aTenscTBOM Poccuiickon deaepaunu.

2. ObssaTernbHbIM YCrOBMEM MNPEAOCTaBMNEHNS NULEH3UM Ha NPOM3BOACTBO EKAPCTBEHHbLIX CPEACTB
ABNSAETCA NPUMNOXEHWE K 3asBMEHUI0 COUCKaTens JIMUEH3MU NepeyHsi nekapcTBeHHbIX hopM u (Mnu) BUOOB
dapmaLeBTMYECKMX CyOCTaHLMIA, KOTOPblE NPOU3BOAMTENb NEKapCTBEHHbIX CPeACTB HaMepeH NPoM3BOAUTD.

3. B cnyyae Heo6xoAMMOCTM paclUMpeHusi NPOM3BOACTBA EeKapCTBEHHbIX CPEACTB 3a CYET HOBbIX
rniekapcTBeHHbIX (hOpM 1 BUAOB hapmaueBTUYeckux cybcTaHumin Npon3BOANTENb NeKapCTBEHHbIX CPEACTB AOIDKEH
MOnyY1Tb HOBYIO NIMLEH3MNIO Ha NPOU3BOACTBO fleKapCTBEHHbIX CPEACTB.

Cratbs 9. [ocygapCTBEHHbIN KOHTPOIb (Hag3op) B cdepe obpalleHms NekapCTBEHHbIX CPeACTB
(B pen. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocygapcTBeHHbIN KOHTPOIb (HaA30p) B cdhepe obpalleHns nekapcTBEHHbIX CpeacTB BKoyaeT B cebs:

1) NWUEH3MOHHBLIN KOHTpPONb B cdepe MNpPoM3BOACTBA NeKapCTBEHHbIX Cpeacts M B cdepe
hapmaLeBTUYECKON OeATENbHOCTMY;

2) dhepepanbHbIN rocyaapCTBEHHbIV HAA30p B cdhepe obpalleHuns nekapCTBEHHbLIX CPeACTB.

2. JIMUEH3NOHHBLIN KOHTPONMb B cdepe NpPOM3BOACTBA JIEKAPCTBEHHBIX CPeAcTB M B cdepe
dhapmaLeBTUYECKON  OEATENbHOCTM  OCYLIEeCTBMNSAETCA  YMOSIHOMOYEHHbIMW  (bedepanbHbiM  OpraHoMm
NCMNOMHMTENBHOW BRiacT! M opraHaMu UCMOMHUTENBHON BriacTu cybbekTtoB Poccuickon defepaumm cornacHo mx
KOMMeTEeHLMM B NopsiAke, ycTaHOBNeHHOM PenepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-93 "O sawuTte
npaB OPUONYECKNX §UL, M WHAMBWUAYyaNbHbIX NPeanpuHUMaTtenen npu OCYLLECTBIEHUM TFOCyOapCTBEHHOIO
KOHTpons (Hagsopa) M MyHWUMNAnbHOTO KOHTPOMs", C y4yeToM OCODBEHHOCTEeW opraHvsauum u npoBedeHus
NpoBEPOK, yCTaHOBNEHHbIX PeaepanbHbiM 3akoHOM oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHmMm OTAENbHbIX
BWAOB AeATENbHOCTU".

3. ®degepanbHbIn rocyaapCTBEHHbIV HAA30p B cdhepe obpalleHns nekapcTBEHHbIX CPEACTB OCYLLEeCTBNAeTCS
YNOMHOMOYEHHbIMU heaepanbHbiMM OpraHaMy UCMOSNHUTENBHOW BRacTu (Oanee - opraHbl rocygapCTBEHHOro
Ha3opa) cornacHo Ux KoMneTeHuun B nopsake, yctaHoBrneHHoM [NpaBuTtensctBom Poccuiickon deanepavmm.

4. ®epepanbHbli TOCYOapCTBEHHBLIN Haa3op B cdhepe obpalleHnsi nekapCTBEHHbLIX CPEACTB BKOYAET B
cebs:

1) opraHu3aumio 1 NpoBeAeHNe NPOBEPOK cobniogeHns cybbektamm obpalleHnss NekapCTBEHHbIX CPEACTB
YCTaHOBMEHHbIX HacTosAwmM PegepanbHbIM 3aKOHOM U MPUHSITBIMW B COOTBETCTBUM C HUM UHBIMW HOPMAaTWBHBLIMU
npaesoBbiMn aktamu Poccunckon Pepepauum TpebOBaHUM K OOKIMHUYECKMM MCCNEOOBaHUAM JIEKAPCTBEHHbIX
CpeacTB, KIMHNYECKMM UCCNEeAOBaHNAM NTIEKapCTBEHHbIX MpenapaToB, XpaHeHUo, NnepeBo3ke, BBO3y B Poccuinckyto
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degepaumio, OTMNYCKy, peanusauum neKapCTBEHHbIX CPeacTB, MNPUMEHEHUI0 eKapCTBEHHbIX npenapaTos,
YHUUTOXEHUIO NeKapCTBEHHbIX CPeacTB, a Takke COOMoAEHUS YMONMHOMOYEHHbIMWA OpraHaMm MCNOMHUTENbHOM
BrnacTu cybbektoB Poccuiickon ®enepaumn MeTOAMKM YCTaHOBIEHMS NpeaenbHbiX pasMepoB ONTOBbIX HaabaBoOK
W npedenbHbIX pPasMepoB pPO3HMYHbIX HaAbaBoOK K (pakTU4eCKMM OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM
NPON3BOAMTENAMW NEKapCTBEHHbIX NpenapaTtoB, Ha feKapCTBEHHble npenapaTbl, BKIOYEHHblE B MNepeyeHb
XKM3HEHHO HeOBXOAMMbIX U BaXKHENLLMX NIeKapCTBEHHbIX NpenapaToB (fanee - obs3atencHble TpeboBaHNs);

2) opraHusauuio U MpoBedeHWe MNPOBEPOK COOTBETCTBUS JEKApCTBEHHbIX CPEeACTB, HaXOoAsLWMXCA B
obpalleHun, yCTaHOBMEHHBIM 00s13aTeNbHbIM TPEOOBAHMAM K UX KAYECTBY;

3) Bblgady paspeLleHnin Ha BBO3 JIEKAPCTBEHHbIX CPeAcTB Ha TeppuTtoputo Poccuiickon ®epepauuu;

4) opraHunsauuio n npoBefeHe MOHUTOPUHra 6e3o0nNacHOCTY NekapCTBEHHbIX NpenapaTos;

5) npumeHeHne B nopsgke, YCTaHOBMEHHOM 3akoHogdaTenbcTBom Poccunckon depepaumm, mMep no
NpecevYeHnio BbISBMEHHbIX HapylleHuin obsasaTenbHbix TpeboBaHun u (MnK) YyCTpaHEHMI0 NOCNeACTBUMN TaKux
HapyleHWin, Bbldavy npeanucaHni ob yCTpaHeHWU BbISIBMEHHbIX HapyLlleHun obsAs3aTenbHbix TpeboBaHui u
npuBneYeHne K OTBETCTBEHHOCTW ML, COBEPLUMBLLMX TakMe HapyLleHus.

5. K oTHoweHusAM, CBSiI3aHHbIM C OCYLLEeCTBeHMEeM dedeparibHOro rocygapCTBeHHOro Haasopa B cdepe
obpalleHnss neKkapCTBEHHbIX CPeACTB, OpraHuWsauvMen wu npoBegeHMEM MpOBEpPOK CyObeKkToB obpalleHus
NeKapCTBEHHbIX CPeacTB, NPUMEHSAOTCA nonoxeHus PenepanbHoro 3akoHa ot 26 gekabpsa 2008 roga N 294-03
"O 3awuTe nMpaB OPUAMYECKMX §ML M MHOMBUAYyamnbHbIX NPeAnpuHUMaTtenen npu  OCYLLEeCTBEHUM
rocyAapCTBEHHOro KOHTPONs (HaA3opa) U MyHUUMNAanbHOro KOHTpons".

6. [JomKHOCTHbIE NMua opraHa rocyaapCTBEHHOrO HaA30pa B Nopsiake, yCTaHOBNEHHOM 3aKOHOAaTeNnbCTBOM
Poccwuiickon depgepaumm, UMEOT Npaso:

1) nonyyaTb Ha OCHOBaHUM MOTUBMPOBAHHbLIX MMCbMEHHbIX 3anpocoB OT CcybbekToB obpalleHus
nekapcTBEHHbIX CpeacTB, OPraHoB MCMNOMNHUTENbHOW Bractu cybbekToB Poccuiickon ®depgepauum 1M opraHos
MECTHOro camoynpasfneHus JOKYMEHTbI U MHopMaLMIo No Bonpocam obpalleHns NekapcTBEHHbIX CPeacTs;

2) BecnpenAaTCTBEHHO MO MPeAbABNEHUN CryXeBGHOro yaoCTOBEPEHUst U KOMWUK Mpukasa (pacnopsiKeHus )
opraHa rocyapCTBEHHOro Haj3opa O Ha3Ha4yeHWW MPOBEPKM MocellaTb UCMNOMb3yeMble PUONYECKUMN NULIAMU,
NHAMBMAYanbHbIMU NpeanpuHUMaTensaMu, ABNALWMMUCA cybbekTaMmn obpalleHus nekapCcTBEHHbIX CpeacTs, npu
OCYLLECTBMEHNN CBOEN AeATEeNbHOCTU TEeppUTOpMM, 34aHUSA, MOMELLEHUS U COOPYXEeHUs B Lensax npoBedeHus
MEPOMNPUATUIA NO KOHTPOSTHO;

3) npoBoguTb oT6Op 06pasuoB feKkapCTBEHHbIX CPeACTB, MpedHa3HavYeHHbIX ANd peanusauum wu
peanusyembix cybbekTamn obpalleHus neKkapCTBeHHbIX CpeAcTB, Afs MPOBEPKUM WX KayvecTBa, NpoBeAeHus
nccneaoBaHniA, UCTbITaHUA B COOTBETCTBMM C Npasunamu otbopa obpasLos, YCTaHOBAEHHLIMW YNTONTHOMOYEHHbLIM
deaepansHbIM OPraHoM UCNOSTHUTENBHOW BacTuy;

4) BblgaBaTb cybbekTam obpalleHnss NekapCTBEHHbIX CPeAcTB NPeanucaHns O npekpawieHnM HapyLeHun
obsasartenbHbIX TpeboBaHun U 06 yCTpaHEHUN BbISIBNEHHbIX HapyLleHnn obssaTenbHbiX TpeboBaHun;

5) HanpaBnATb B YMNOMHOMOYEHHblE OpraHbl MaTtepuarbl, CBA3aHHble C HapylleHusMKU obsa3aTerbHbIX
TpeboBaHWi, ANsi peLleHNst BONMPOCOB O BO30Y>KAEHUN YrONOBHbIX Aen No Npu3HakaMm npecTynneHuin.

Mnaea 5. PABPABOTKA, AOKNMHUYECKUE NCCNEOOBAHUA
NEKAPCTBEHHbBIX CPEACTB, A TAKXXE KITMHUWYECKUE UCCNEOQOBAHUA
NEKAPCTBEHHbIX MPEMNAPATOB O51A BETEPUHAPHOIO NMPUMEHEHUA

Cratbsa 10. PaspaboTka nekapCTBEHHbIX CPeaCTB

1. PaspaboTtka nekapCTBEHHbIX CpPeaCcTB BKMtovaeT B cebs MOMCK HOBbIX hapMaKOMorMyeckn akTUBHBbIX
BELLECTB, Mocneaylliee M3y4yeHne MX NeKapCTBEHHbIX CBOWCTB, AOKIUMHUYECKME WCCreaoBaHus, paspaboTky
TEXHOMNOrMn NPor3BoAcTBa hapMaLueBTMYeckux cybctaHummn, paspaboTky COCTaBoOB M TEXHOMOMMIM NPOM3BOACTBA
NeKapCTBEHHLIX NPenapaTos.

2. duHaHcoBoe obecnedeHne pa3paboTky NeKapCTBEHHbIX CPEACTB OCYLLECTBIISIETCS 3a CHET:

1) cpeacTB dhegepanbHoro GrooxeTa;

2) cpeacTB pa3paboTYnKoB NEKAPCTBEHHbIX CPEACTB;

3) cpeacTB NpoM3BOAMTENEN NIEKAPCTBEHHBIX CPEACTB MPUW BbIMNOMTHEHWM Hay4YHO-UCCregoBaTeNbCkux paboT
no LOroBopy Mexay paspaboTyMKOM feKapCTBEHHbIX CPEACTB U MPON3BOAUTENEM JTIEKAPCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3aKkoHodaTenscTBoM Poccuinckon degepaumm NCTOUHUKOB.

3. MNpaBa paspaboTymka NekapCTBEHHOrO CpPeACTBa OXPAHSIOTCS rpaXKgaHCKUM 3aKOHOAATENbLCTBOM.
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Ctatbsa 11. [JoknmMHMyeckoe nccrnegoBaHne NeKkapCTBeHHOro cpeacrtea AnAa MmeaunumnHCKoro npmMeHeHuns

1. JoknMHnyeckoe nccnegoBaHMe NEKapCTBEHHOIO cpeacTsa At MeQULMHCKOrO NpUMEHEHMST MPOBOANTCS
nyTeM MPUMEHEHUSA HAYYHbIX METOAOB OLEHOK B LENsX MofyyYeHust gokasaTenbcTB 6e30macHOCTU, KadecTBa u
30pPEeKTUBHOCTM NNEKAPCTBEHHOIO CPEACTBA.

2. [JoknMHn4eckoe nccnegoBaHne NekapcTBEHHOIo CpeAcTBa ANst MEANLMHCKOrO NPUMEHEHNs: MPoOBOANTCH B
COOTBETCTBMM C MpaBunamu IabopaTOpHOW MPaKTUKKW, YTBEPXKOEHHBbIMU YMNOSIHOMOYEHHbIM (hbeaepanbHbIM
OpraHoM MCMOJTHUTENbHOW BIacTML.

3. [ns opraHvM3auMm u NpoOBeOeHUs AOKIMHMYECKOrO WCCneaoBaHMs JEeKapCTBEHHOro cpeactea angd
MeOMLIMHCKOro NpUMEHEHMUS pa3paboTyunkm neKapCTBEHHbIX cpeacTs MoryT npuBnekaTb
Hay4HO-UccnegoBaTtenbCcknue opraHusaumm, obpasoBaTefibHble Y4YpeXAaeHMs BbicLIero npodecCnoHanbHoro
obpa3oBaHus, NMeoLne HeOOXoOUMYO MaTepManbHO-TEXHUYECKYIO 6a3y 1 KBanMULMPOBAHHbLIX CMELMAnNnCToB
B COOTBETCTBYIOLLEN 00M1acTh uccregoBaHus.

4. [loknMHn4yeckoe nccnegoBaHMe NeKapCTBEHHOro cpeacTea At MeguLMHCKOro NpuMEHEHMsT NpOBOANTCS
no yTBEPXOEHHOMY pa3paboTyMmkoM FeKapCTBEHHOrO CpeacTBa MfaHy C BedeHMeM MpoTokona 3Toro
nccrnegoBaHusa U COCTaBIIEHMEM OTHETA, B KOTOPOM COAEpXaTCs pe3yrnbTaTbl 3TOT0 UCCIeg0BaHUSA 1 3akKoYeHne
O BO3MOXHOCTU NPOBEAEHUSI KIMHUYECKOrO WCCNeaoBaHUsi NEKapCTBEHHOrO npenaparta Aans MeauLUHCKOro
NPUMEHEHNSI.

5. MNMpoBeneHne npoBepok cobnogeHnsa npaeun nabopaTopHOM NPaKTUKKA 1 NPaBOBbLIX HOPM UCMOSTb30BaHUS
XWUBOTHbIX NPWU MNPOBEOEHUN [OOKIIMHUYECKMX WCCHEAOBAHUN JEKApCTBEHHbIX CPEACTB AN  MeOULMHCKOro
NPUMEHEHNST OCYLLIECTBASIETCSA YNONTHOMOYEHHbBIM dhefeparibHbIM OpraHoM UCMOMHUTENBHOW BRAaCTy.

6. PesynbTaTbl JOKNMHMYECKOTO MCCNefoBaHUs NEKapCTBEHHOrO CpeacTBa ANst MeAMLMHCKOro NpUMEHeHUs
MOryT 6bITb NPeACTaBneHbl B YNOMHOMOYEHHbIV dheaepanbHbIi OpraH UCNONHUTENbHOW BrlacTU B YCTAHOBIEHHOM
nopsiike B Liensx rocyapCTBEHHOW perucTpaLmm nekapcTBEHHOro npenaparTa.

Ctatba 12. [oknuHuyeckoe wuccrnegoBaHue NNekapCTBeHHOro cpenctBa U KIMHM4YeCKoe wuccrieqosaHune
NeKapCTBEHHOIo npenaparta ana BetTepnHapHoro rnppumeHeHnA

1. [JoknMHMYeckoe nccnegoBaHve nekapcTBEHHOro cpefcTBa AN BEeTEepUHapHOro NPUMEHEHUS NPoBOANTCSA
nyTem MPUMEHEHMS Hay4HbIX METOAOB OLIEHOK B LeNsSX NofyyveHus fokasatensCTB 6e3onacHocTu, kadectBa M
3P(PEeKTMBHOCTM NMEeKapCTBEHHOrO CpeacTBa, B TOM 4YuChe onpedeneHns Cpoka ero BbIBEAeHVUS U3 opraHu3ma
XMBOTHOro, B Lensax obecneyeHnss 6e30MacHOCTU MPOAYKLMM XMBOTHOMO MPOUCXOXAEHUS MOcre NpYMeHeHUs
COOTBETCTBYIOLLIErO NleKapCTBEHHOro npenapara.

2. [oknuHuyeckoe uccrnegoBaHMe  NEKapCTBEHHOro  cpeactBa W KIMHUYECKOe — uccrnegoBaHue
rniekapCTBEHHOro npenapaTa Ans BeTepuHapHOro NpPUMEHEHUs, UccnegoBaHve GUO3KBMBANEHTHOCTM YKa3aHHOro
nekapcTBEHHOro rnpenapaTta nNpoBOAATCSA B COOTBETCTBMM C MNpaBunaMu, YTBEPXOEHHLIMU YNOMHOMOYEHHbLIM
degeparnbHbIM OpraHoM UCMOSTHUTENBLHOW BNACTU.

3. [JoknuHuMyeckoe wucCnegoBaHWe NEeKapCTBEHHOr0 CpeacTBa WM KNMHUYECKoe — uccriedoBaHue
fiekapCTBEHHOro npenaparta Afs BeTepUHapHOro NpYMEHeHUs NPoBOAATCA MO YTBEPXKAEHHOMY pa3paboTyMKoM
fleKapCTBEHHOrO CpeAcTBa MnaHy C BeAeHVWeM MPOTOKONOB 3TWX UCCNEAOBaHUW U COCTaBfieHMEM OT4YeTOB, B
KOTOpPbIX COAEpXaTCa pesynbTaTbl 3TUX UCCNEeAO0BaHUN.

4. [ns opraHnM3auMm u npoBedeHUs OOKMUMHWYECKOro WCCreaoBaHWUs NeKapCTBEHHOro cpeactsa W
KMMHWYECKOro WCCefoBaHWA feKapCTBEHHOro npenapata Ans BeTepuHapHOro MNpUMEHeHus paspaboTymk
neKkapcTBEHHOro cpeacTtea MoXeT npuBenekaTb opraHu3auuu, umetoLme Heobxoanmyto
MaTepuanbHO-TEXHUYeckylo 6asy u KBanuduUMPOBaAHHLIX CMELManucToB B COOTBETCTBYHOLWEW obnactu
nccrnenoBaHus.

5. KnuHuyeckne ncenegosaHns NekapcTBEHHbLIX NpenapaToB Afs BeTEPUHAPHOIo NpUMEHEHNs NpoBOAsATCA
B BETEpPMHAaPHbLIX OpraHM3aumsx u B opraHn3auusix, OCyLLECTBAOWMNX pa3BefeHne, BoipalnBaHne n cogepxaHue
XMBOTHbIX, B LENsxX:

1) ycTaHOBNEHUs1 NePEeHOCUMOCTM NIeKapCTBEHHbIX NpenapaToB 340POBbIMU XUBOTHbLIMU;

2) nogbopa onTuManbHbIX 4O3MPOBOK feKapCTBEHHbIX NMPenapaToB M Kypca NeyeHns Ha KOHKPETHON rpynne
XXMBOTHBIX C onpegeneHHbiM 3abonesaHnemM;

3) yctaHoBneHuss 6e3onacHocT M 3(EKTUBHOCTM NEKapCTBEHHOro npenapara, npeaHasHavyeHHoro Ans
neyeHnss onpegeneHHbX 3aboneBaHWn XUBOTHLIX, WM 3(PAEKTUBHOCTU FfEeKapCTBEHHOro mnpenapaTta Ans
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npodomnakTukm1 3aboneBaHnii 340POBbIX XKUBOTHbIX;

4) n3yyeHns BO3MOXHOCTEN paclUMPEHUs NOKa3aHUN K NPUMEHEHUIO 3aperncTpupoBaHHOrO NekapCTBEHHOro
npenaparta v BbIiBNEHUS paHee HEN3BECTHbLIX NOBOYHbLIX 4ENCTBUNA.

6. KnuHuyeckoe wuvccnefoBaHWe EKapCTBEHHOrO npenapata  [Ans  BETepUMHapHOro  NpuUMeEHeHus
OCYLLECTBMSIETCA 3a CYET cpeacTB pa3paboTymka nekapCTBEHHOIO CPeACTBa.

7. OTyeTbl O pesynbTaTax LOKNMHWMYECKOTO WUCCReOBaHUSA JIEKApPCTBEHHOrO CPEeACTBa U KIIMHWYECKOTO
nccrnegoBaHus NeKapCTBEHHOrO npenapaTta Ansi BETEPMHAPHOro MPUMEHEHUSA COCTaBASOTCA pa3paboTymkom
NEeKapCTBEHHOro CpeactBa C Y4eTOM 3akfiOYeHWV OpraHu3auun, MNpUHUMAaBLUMX y4acTue B OpraHusaumm u
NpoBeAEHUN 3TUX UCCNEOOBaHNN.

8. KoHTpomnb 3a npoBegeHVEM OOKIUHUYECKUX WCCNEeAoBaHWA NeKapCTBEHHbIX CPeacCTB U KITMHUYECKMX
nccnenoBaHWM NekapCTBEHHbIX NpenapaToB 4S5 BETEPUHAPHOro NPUMEHEHUS OCYLLECTBNAETCH YNONMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENbHOW BracTy.

Masa 6. OCYLWWECTBJIEHUE FOCYOAAPCTBEHHOM PETMCTPALMA
JIEKAPCTBEHHbIX NMPEMAPATOB

Cratbs 13. l'ocygapcTBeHHasi permctTpauusi IekapCTBEHHbIX NpenapaToB

1. JlekapcTBeHHbIE NpenapaTtbl BBOASTCS B rpa)gaHckunm o6opoT Ha Tepputopumn Poccunckon ®epepauun,
€CMn OHW 3aperncTpmpoBaHbl COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM ddedeparibHblM OpraHOM MCMOSTHUTENBHON
BMNacTu.

2. ['ocypgapcTBEeHHONM permcTpaumm noanexar:

1) opurmHanbHble NekapcTBEHHbIE NpenapaTbl;

2) Bocnpoun3BeAeHHble NekapcTBEHHbIEe npenaparTbl;

3) HOBble KOMBMHAaLWKW 3aperMcTpMpOBaHHbIX paHee fekapCTBEHHbIX Npenaparos;

4) nekapCTBeHHbIE Npenaparbl, 3aperMcTpUpoBaHHbIE paHee, HO NPOU3BEAEHHbIE B OPYINX NEKapCTBEHHbIX
dopmax, B HOBOWN JO3MPOBKeE.

3. TlocypapcTtBeHHas peructpauysi NEeKapCTBEHHbIX NpenapaTtoB ANA  MEAWLMHCKOrO  MPUMEHEHMS
OCYLLECTBMSIETCA NO pe3yfbTaTaM 3KCMEepPTU3bl NEKAPCTBEHHbIX CPEACTB U 3TUYECKOW IKCNEPTU3bl BO3MOXHOCTU
NpOBEAEHUS KITMHUYECKOIO UCCNEAOBaHWSA NEKApPCTBEHHOIO npenaparta Afs MeauUMHCKOro NnpuMeHeHus (ganee -
aTnyeckas akcneptu3a). [OcygapCTBeHHas perucTpaumsi NekapCcTBEHHbIX MpenapaToB ANA BeTepuHapHOro
NMPMMEHEHNS OCYLLECTBISAETCA MO pe3ynbTaTam 3KCNepTusbl JTIeKapCTBEHHbIX CPEeACTB AN BeTepuMHAapHOro
NPUMEHEHNS.

4. TocypapCTBeHHas peructpaumst neKkapCTBEHHbIX MpenapaToB OCYLECTBMSETCHS COOTBETCTBYIOLLUM
YMOSTHOMOYEHHbIM heaepanbHbIM OPraHOM UCMOSNTHUTENbLHOW BNAcTU B CPOK, HE MPEBbILLAIOWMN OBYXCOT AECHATU
pabounx AgHen CO AHSA MPUHATMSA 3asBMEeHWs O roCyAapCTBEHHOW perncrpaumu fekapcTBeHHOro npenapara. B
yKa3aHHbIi CPOK BKIIOYaeTCs Bpemsi, Heobxoaumoe Ansi MOBTOPHOrO MPOBEAEHWUSI 3KCMEepPTM3bl JIeKapCTBEHHbIX
CpPeacTB u (Mnn) 3TUHECKON IKCNEPTM3bl B COOTBETCTBUM CO cTaTben 25 HacTosiwero ®enepansHoro 3akoHa. Cpok
rocygapCTBEHHOM perncTpauum nekapcTBEHHOro mnpenapaTta MCYUCHAETCH CO AHSA MPUHATMS COOTBETCTBYHOLLMM
YMOSTHOMOYEHHbIM dhedeparibHbIM OPraHOM UCNOMHUTENBHON BNAcTK 3asBEHNsI O TOCYAapCTBEHHOW perncTpaumm
NEeKapCTBEHHOro npenapaTta C MPUNOoXeHMEM HeoOXOOUMbIX OOKYMEHTOB MO AEHb BblAayM PerncTpauuoHHOro
yOOCTOBEPEHUS NEKapCTBEHHOro npenapara. Bpemsa nposBegeHus KNMHWYECKOrO UCCrefoBaHUs NeKapCTBEHHOro
npenapaTa He yYnTbiBaeTCs MPU NCYUCTIEHNM CPOKa ero rocyaapCTBEHHON pernctpaumu.

5. FocygapCTBEHHOW permcrTpauumn He nognexar:

1) nekapcTBeHHble npenapaTbl, U3rOTOBMIEHHbIE ANTEYHbIMU OpraHn3aunamMn, BeTeprHapHbIMU anTeyHbIMK
opraHvsaumsiMu, MHAMBMAYyanbHbIMU NPEeanpuHUMaTensaMu, KOTopble UMEIOT NMULEH3UI0 Ha dapMaueBTUYECKYH0
AesaTenbHOCTb, MO peuenTaMm Ha fekapcTBeHHble npenapatbl U TpeboBaHMAM MeAULMHCKUX OpraHv3aunm,
BETEepPMHapHbIX OpraHn3aumim,;

2) nekapCTBEHHOE PacTUTENBHOE CbIPbE;

3) nekapcTBeHHble npenapaTtbl, NpUOOpeTeHHble (U3MYECKMMU NUUaMK 3a npejenamm TeppuTopun
Poccunckon ®enepauum n npegHasHavyeHHbIe AMs IMYHOIO UCMONb30BaHUS;

4) nekapcTBeHHbIe NpenapaTbl, NpegHa3Ha4YeHHbIe 118 9KCNopTa;

5) pagvodapMaueBTUYECKME IEKAPCTBEHHblE MpenapaTbl, W3roTOBMIEHHbIE HEMOCPEACTBEHHO B
MEOULUMHCKUX OpraHv3aumsx B MOpsSAaKe, YCTAHOBIIEHHOM  YMOMHOMOYEHHbIM  dbegeparnbHbiM — OpraHoM
NCMNOMHMTENBHOW BNacTu.
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6. He ponyckaeTtcs rocygapcTBeHHasi permcrpauus:

1) pasnuyHbIX NEKAPCTBEHHbLIX NPenapaToB Nog 04NHaKOBbIM TOProBbIM HaUMEHOBAHMEM;

2) OpHOro neKkapCcTBEHHOro npenapaTa, BbiMYyCKAEMOro MNpou3BOAUTENEM MNOA4 Pa3NUYHbIMKA TOProBLIMM
HaMMEHOBaHUSIMM U NPEACTaBNEHHOrO Ha roCy4apCTBEHHYIO pPerMcTpaumio B Buae AByX U 6onee nekapcTBEHHbIX
npenapaTos.

Cratbs 14. rlpVIHLl,l/II'IbI 9QKCNEPTU3bl JNIEKAPCTBEHHbIX CPencCTB U 3TUYECKON 9KCMNepTn3bl

1. DkcnepTM3a NekapcTBEHHbIX CPeACTB U 3TUYECKas 9KCNepTn3a OCHOBLIBAKTCS Ha MPUHLMNAX 3aKOHHOCTMH,
cobnoaeHnst npae M cBobon 4YenoBeka W rpaxaaHuHa, NpaB OPUAMYECKOrO LA, HEe3aBUCUMOCTWU 3KCMepTa,
O6'beKTI/IBHOCTI/I, BCGCTOpOHHOCTl/I N NOJTHOTbI MCCHeﬂOBaHVIVI, I'IpOBO,lJ,I/IMbIX C uncnonb3oBaHunem COBpeMeHHbIX
OOCTUXKEHUIN HAyKM U TEXHUKWN, OTBETCTBEHHOCTM dhefeparibHOro rocyaapCTBEHHOINO BHOMKETHOIO yYpexXaeHus no
NpoBeaeHUI0 SKCNepTU3bl NEeKapPCTBEHHLIX CPEACTB M SKCMEPTOB 3a NPOBEAEHMNE MU KAYECTBO IKCMNepTU3bl.

2. OKcnepTur3a NekapCcTBEHHbIX CPeACTB ANs MeANLMHCKOro NPUMEHEeHUs NPoOBOANTCS NO3TarHo:

1) Ha NepBOM 3Tane - aKcnepTM3a AOKYMEHTOB AN NOMyYeHUsi paspeLleHnst Ha NPoBeAEHME KITMHUYECKOro
nccrnenoBaHUs NekapCTBEHHOMO Npenapara, 3a UCKMHYeHNEM:

a) NeKapCTBEHHbIX MpenapaToB, KOTOpble paspelleHbl Ans MEAVMLMHCKOrO MPUMEHEHUST Ha TeppuTopun
Poccuriickoin deagepauun 6onee agaguaTt NeT U B OTHOLLEHUN KOTOPbIX HEBO3MOXHO NPOBEAEHNE UCCeaoBaHUs
ONOSKBMBANEHTHOCTU;

©) nekapcTBEHHbIX MpenapaToB ANsi MeAWUWHCKOrO MPUMEHEHUs, B OTHOLLUEHUW KOTOPbIX MNPOBEAEHbI
MeXOyHapOAHble MHOFOLIEHTPOBbLIE KMMHMYECKUE UCCNEAOBaHUS, YacTb U3 KOTOPbIX MpPOBEeAeHa Ha Tepputopun
Poccuiickon depepaumu;

2) Ha BTOpOM aTane - akcnemesa I'IpeﬂJ'IO)KeHHbIX MeTogoB KOHTpOJ‘IFl KayecTBa J'IeKapCTBeHHOFO Cpe,EI,CTBa n
KayecTBa npeacTaBfeHHbIX 00pa3LoB feKkapCTBEHHONO CPEACTBa C WUCMONMb30BaHMEM 3TUX METOLOoB (ganee -
3KCMepTM3a KavyecTBa JIEKApPCTBEHHOIO CpeacTBa) M 3KCMEPTU3a OTHOLLEHMS OXWOAEMON MONb3bl K BO3MOXHOMY
PUCKY NPUMEHEHMS1 IEKapCTBEHHOrO MpenapaTta, OCYLIECTBNSEMble MOC/ie MPOBEAEHUS €ro  KIMHUYECKOTOo
nccrnenoBaHus.

3. Okcneptusa neKkapCTBEHHbIX CPeAcTB Ansi BETEPUMHAPHOrO MPUMEHEHUS MPOBOAUTCS OAHO3TaMNHO U
BKItOYAET B cebs1 aKCnepTu3y KadecTBa fiekapCTBEHHOMO CPEACTBA M 3KCNEPTU3Y OTHOLLEHUS OXMOAEMON MOMb3bl
K BO3MOXXHOMY PUCKY NPUMEHEHUS NTEKapCTBEHHOrO NpenaparTa.

Cratba 15. ®depepanbHoe rocygapCTBEHHOE OHOMKETHOE y4ypeXxaeHue Mo MNPOBEAEHMIO 3KCNepTU3bl
nekapcTBEHHbIX CpeacTB

OkcnepTnsa nekapCcTBEHHbIX CPeACTB NpoBoavTcsa  dedeparnbHbiM - FOCYAAapCTBEHHbIM  OHOAXKETHBIM
yypexxgeHMem COOTBETCTBYIOLLEro  YMOSIHOMOYEHHOro bedepanbHOro oOpraHa  MCMOMHWUTENbHOW  BRacTw,
Co3AaHHbIM ans obecneyvyeHms NCNOSHEHMS MONHOMOYMI 3TOro doeepanibHOro opraHa no Bbigaye paspeLleHuin Ha
npoBefeHUe KIMHUYECKNX UCCNEAOBaHNIA NekapCTBEHHbIX NpenapaToB 1 (UNu) No rocy4apCTBEHHON perMcTpauum
neKkapcTBEHHbIX MPenapaToB (farnee - 3KCNepTHoe yupexaeHuve).

Cratbs 16. OpraHusaumsi NPoBeOEeHNs IKCMIePTU3bl NTEKAPCTBEHHbIX CPeACTB B LENSX UX rocyaapCTBEHHOM
perucTpaumm

1. 3KcnepTusa NeKapCTBEHHbIX CPEACTB MPOBOAUTCS KOMWUCCUEN 3KCMEPTOB 3KCMEPTHOrO YYpexaeHus,
Ha3HaAYeHHON ero pyKoBOAMTENEM, Ha OCHOBaHUM 33adaHUs Ha NpOBEAeHME SKCMepTU3bl NeKapCTBEHHOro
CpeacTBa, BbIAAHHOMO YMOMHOMOYEHHbIM bedepanbHbiM OpraHOM MUCMOMHUTENbHON BRacTu. PykoBoauTenb
SKCMEPTHOro yupexaeHus obecrneuvBaeT Haanexallee MNpPoBedeHVe IKCMepTU3bl NeKapCTBEHHbIX CPedcTB B
COOTBETCTBUM C 3aaHWEM, BblAaHHLIM YMNOTHOMOYEHHbIM (defeparibHbIM OpraHoM MCMNONHUTENbHON BRacTu, u
opraHuayeT MOAroTOBKY CBOAHOTO 3ak/louyeHusi 3Tol Komuccuu. B cocTaB 3ToM KOMWUCCMM MO  pPeLUEHUto
PYKOBOAMUTENS 3KCNEPTHOIO yyYpexaeHns MoryT ObiTb BKIOYEHbI B KAYeCcTBe 3KCMepToB Nvua, He paboTatolime B
AaHHOM 3KCMEPTHOM YYpexaeHWUU, ecnn UxX creumarnbHble 3HaHUs HeoGXoAMMbl AN NPOBeOEeHUst 3KCNepTusbl U1
TaKune 9KCNepTbl OTCYTCTBYIOT B JAHHOM 3KCTMEPTHOM YYpEXOEHNN.

2. OKCnepToM MO NPOBEAEHUI0 KCMEePTU3bl JIEKAPCTBEHHbLIX CPEOCTB SABMSETCS aTTeCTOBaHHbIN paGoTHUK
9KCMEPTHOrO yYpeXOeHusi, KOTOpbli WUMeeT BbiCllee MeaMuMHCKoe, (hapmaleBTMYeckoe, Guonormyeckoe,
BETEPMHApHOE WNU XMMW4Yeckoe OOpa3oBaHWe W MPOBOAMT IKCMEPTM3Y JIEKapCTBEHHbIX CPEACTB B MOpsiaKe
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NCMNOMHEHNs1 CBOMX AOMKHOCTHbLIX 06s3aHHOCTEN (ganee - akenepT).

3. lMpn npoBegeHnn 3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB JKCMEePT He MOXeT HaxoOouTbCs B Kakom-nmbo
3aBMCUMOCTU OT fMua, HasHauMBLUEro 3Ty 3JKCMepTM3y, paspaboTymka NekapCTBEHHOro CpeAacTBa WnvM Apyrux
3auHTEpeCcoBaHHbIX B pe3dyrnbTaTax aKcnepTusbl nuu,.

4. Mpun NpoBefeHNN IKCNEPTU3bl JIEKAPCTBEHHbBIX CPEACTB HE AonyckaeTcst uctpeboBaTh y 3asBuTens nmbo
WHbIX §ML MaTepuanbl, HeobOxooumble AN NpoBedeHust 3kcneptu3bl. B cnyyae HepocTtaTtovHOCTM
NpeaCcTaBMneHHbIX 3KCMepTy MaTepuanoB s [avM  3akMYeHuMst 3KCnepT BrpaBe MOCTaBWUTb BOMPOC O
npegocTaBneHnn eMy HeobxoauMbIX MaTepuanoB nepen pPykoBOAMTENEM IKCMEPTHOIO Y4YpexaeHus, KOTOpbIn
obpawaeTcsa ¢ npocbbor 06 3TOM B YNONMHOMOYEHHbIN heaepanbHbIi opraH UCNONTHUTENBHOW BRacTy, BblgaBLUWA
3aJaHve Ha NpoBefeHne 3KCNepTM3bl NeKapCTBEHHOIO CPeACcTBa.

5. 3OkcnepT npu npoBedeHWM MOPYYEHHOW €My PYKOBOAWMTENEM 3KCMEepPTHOro YYpexaeHus aKCnepTusbl
nekapcTBEHHOro cpefacrsa obs3aH:

1) NpoBecTM NOMHoOe MccrneaoBaHve NpeacTaBreHHbIX eMy OObEeKTOB, MaTepuanos, AaTb 060CHOBaHHOE U
OOBbEeKTUBHOE 3aKrioyeHWe Mo MNOCTaBMeHHbIM Nepef HUM BOMpocaMm WM MOTMBMPOBaHHOE 3akrioyeHne O
HEBO3MOXHOCTW MPOBEAEHNS UM IKCMEPTU3bl NEKapCTBEHHOIO CPEACTBA, €Crn NocTaBfeHHbIe BONPOCH! BbIXOOAT
3a npegenbl cheunanbHbIX 3HAHWWA 3KcnepTa, OObeKTbl WUCCregoBaHUA M MaTepuanbl HENPUrogHbl  MIK
HeJOCTaTOuHbl AN NPOBEAEHMS NCCNEAOBaHUA U fadn 3aKmnoyeHns NMbo COBPEMEHHbIV YPOBEHb Pa3BUTUSA HaYKu
He No3BOJISET OTBETUTb Ha NOCTaBIIEHHbIE BOMPOCHI;

2) He pasrnawaTtb CBEOEHWUs, KOTopble CTanu €My W3BECTHbl B CBSA3M C NPOBEOEHVMEM 3KCMepTu3bl
NEeKapCTBEHHOro CpeacTBa, a Takke CBedeHMsl, COCTaBMsoWMEe roCygapCTBEHHYI, KOMMEPYECKYI WM WHYIO
OXpaHAeMylo 3aKOHOM TarHy;

3) obecneunTb COXpaHHOCTb NpeacTaBeHHbIX OO bEKTOB UCCneqoBaHUA U MaTeEpPMarnos.

6. JKcnepT He BNpase:

1) nNpoBOAMTL 3KCNEpTM3y IEeKapCTBEHHOro cpeactBa Mo  OOpalleHUto HEemnocpeACTBEHHO K Hemy
opraHvsaumi unu pusnyecknx nu;

2) camocTosTenbHO cobupaTe MaTepuanbl ANA NPOBeAEHMSA 3KCNePTU3bl NeKapCTBEHHOro CPeACTBa;

3) NnpoBOAUTL 3KCNEPTU3Y NEKapPCTBEHHOIO CPecTBa B KAYECTBE HErOCy4apCTBEHHOMO aKcnepTa.

7. B cnyyae HeoOXOOMMOCTM 3KCNepT BrpaBe Xxo4aTalncTBOBaTb Mepen PyKOBOAUTENEM 3KCMEPTHOrO
yupexaeHus 0 NPUBEYEHUN K MPOBEAEHUIO 3KCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA OPYIMX 3KCNEPTOB.

8. KaxxgbI aKcnepT, BXOOALMN B COCTAB KOMUCCUM 3KCMEPTOB, KOTOPOW MOPYYEHO NpPOBeAEHNE 3KCNePTU3bI
NEeKapCTBEHHOIo CpeacTBa, He3aBMCMMO M CaMOCTOSTENbHO MPOBOAUT UCCMELOBaHUSA, OLEHMBaeT pesynbTaTbl,
NOMyYeHHbIE UM NIMYHO U APYrMMUK aKcnepTamu, n hopMynmpyeT BbiBOAbl OTHOCUTENBHO MOCTABEHHbBIX BONPOCOB
B Npefenax CBOUX cneumarnbHbIX 3HaHUN.

9. PesynbTaThl 3KCNEpTM3bl NEKapCTBEHHOMO cpeacTBa OopMIISOTCS 3aKioYeHMeM KOMUCCUN 3KCMEpPTOB.
B 3aknoyeHMM KOMMUCCUMM IKCMEpPTOB YKa3biBalOTCA MNepedYeHb UCCNedoBaHun, 06beM NPoBedeHHbIX KaKObIM
3KCMepTOM UCCHEeAOBaHUN, YCTaHOBIEHHbIE KaXObIM U3 HUX (bakTbl U cAenaHHble B pesynbTaTe uccrnenoBaHun
BbIBOAbI. JKCMEPT, MHEHWE KOTOPOro He COBMafaeT C pelleHneM KOMUCCUM SKCMEePTOB, BNpase Bbipa3nTb CBOE
MHeHMe B NUCbMEHHOW chopme, KOTopoe NPMOBLLIAeTCst K 3aKIIOYEHMI0 KOMUCCUM KCMEPTOB.

10. 3KcnepThl, BXogsLMe B COCTaB KOMUCCUX, MpeaynpexaarnTcs o6 oTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon ®Pepepaumm 3a gady 3akmoyeHus, CopepKallero HeoOOCHOBaHHbIE WK
hanbcmdnLMpoBaHHbIE BbIBOAbI, O YEM OHU AT NMOAMMUCKY.

11. OnpegeneHne ypoBHSA mnpodeccnoHanbHOM MNOArOTOBKM 3KCMEPTOB W aTTecTtauus KX Ha npaBo
NpoBedeHUs  3KCMepTu3bl  MEKapCTBEHHbIX CPeACTB  OCYLUECTBIISOTCS  3KCMEePTHO-KBANMMUKALNOHHBIMA
KOMUCCUSIMA B MOPSiAKe, YCTAHOBMNEHHOM COOTBETCTBYHOLUMM YNOMHOMOYEHHbIM dedepanbHbIM - OpraHoMm
WCNOSMHUTENBHOM Bnactu. YpoBeHb MNpPOdECCMOHANbHOW MOArOTOBKM 3KCMEPTOB MNOAMNEXUT NEpPecMoTpy
YKa3aHHbIMW KOMUCCUAMWN HE Pexe YeM OAMH pa3 B NATb NeT.

12. MNpaBuna NpoBeAeHNS IKCNEPTU3bI NEKAPCTBEHHbIX CPEACTB U hopMa 3aKMoyeHUst KOMUCCUM 3KCMepToB
yCTaHaBMNMBaKTCS COOTBETCTBYIOLUMM YNOMHOMOYEHHBIM dheaeparibHbIM OpraHoM UCMOSTHUTENBbHOW BNACTU.

Cratba 17. 3Tudeckas akcnepTunsa

1. OTunueckas JKCNnepTn3a npoBoAUTCA B UeENAX Bbldayn 3aKilo4YeHud 00 atnyeckon 06OCHOBAHHOCTU
BO3MOXHOCTU npoBedeHNA KIMHUYECKOro wuccrneagoBaHunAa JiekapCTBEHHOIo npenaparta Aanda mMeguumHCKOro
npuMeHeHna coBeToM Mo 3TUKe, COo3daHHbIM B MnopsAndke, YyCTaHOBJIEHHOM YMNOJIHOMOYEHHbIM cpe,qepaanuM
OopraHom NCMNONHUTESNbHOW BacTu.
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2. Dkcneptamu coBeTa MO 3TMKE MOryT ObiTb MpeacTaBuTENM MEOUUMHCKUX, Hay4YHbIX OpraHusauun,
obpasoBaTternibHbIX  yYpexaeHui Bbiclero npodeccnoHanbHoro obpas3oBaHus, a Takke npeacTaBuTeENu
06LLIeCTBEHHbIX OpraHun3aunii, penurMo3HbIX OpraHnsauni u cpeacTs MaccoBow MHdopMauun. [aHHble akcnepTol
He OOMKHbI HAXOAMTBCA B KaKON-nMbo 3aBUCHMOCTU OT pa3paboTyMKOB flekapCTBEHHbIX NpenapaToB U APYrMX N,
3aUHTEPECOBAHHbIX B pe3yrnbTaTax 3TMYECKOM SKCNepTm3bl.

3. Onnarta ycnyr akCnepToB COBETa MO 3TUKE OCYLLECTBMASIETCA Ha OCHOBaHMU [OroOBOPa, 3aKIHOYEHHOro
MeXay YNONMHOMOYEHHbIM doeeparbHbiM OpPraHOM MCMONTHUTENbHOW BNAcTW, KOTOPbIM CO3[4aH COBET MO 3TUKE, U
9KCMEepTOM CcOBeTa MO 3TMKe, 3a CYeT OWMKETHbIX aCCUTHOBAHMW, NPEeAyCMOTPEHHbIX YMNOMHOMOYEHHOMY
degepanbHOMy OpraHy MCMONTHUTENbHOW BNacTW, CO3gaBLUeMy COBET Mo 3TuKe, B dedepanbHOM GrogxeTe Ha
COOTBETCTBYIOLWNA rog Ha obecrneyeHve ero AesaTenbHOCTU, U B pas3Mepax, YCTaHOBMEHHbIX [MpaBnTensCTBOM
Poccunckon ®egepavmu.

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

4. DkcnepTbl COBETA MO 9TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOAATENbLCTBOM Poccuinckon
depepauuu.

5. CoctaB coBeTa NoO 3TUKe, MONoOXeHWe ob 3TOM coBeTe, NOPSAOK ero AeATenbHOCTM, TpeboBaHus K
KBanudmkaumMm u onbiTy paboTbl MO 3KCMEPTHOW OLEHKE Hay4YHbIX, MEAULUMHCKMX W 3TUYECKMX acreKToB
KMMHUYECKUX WCCMEAOBaHWMIN NEKapCTBEHHbIX MPenapaTtoB AN9 MeOMUMHCKOTO MPUMEHEHUS, NpeabsBnsgemMble K
aKcnepTam coBeTa Mo 3TuKEe, NMOPALOK OpraHM3auum 1 NPoBedEHUS STUHECKOW IKCNepTusbl, hopMa 3aKkiioyeHus
coBeTa Mo 3TWKe YCTaHaBNUBAOTCSA YNOMHOMOYEHHbIM ddefepanbHbiM OPraHoOM MCMOMHUTENBHOW Bractu. Yncno
npeactaBuTenen MeOUUMHCKMX OpraHvM3auui He MOXeT MpeBbilaTb MONIOBMHY OT OOLEero uucra 3KCnepToB
coBeTa Mo 3THKe.

6. MIHcbopmaums o cocTaBe coBeTa Mo 3TUKe, NfnaHax ero paboTbl N TekyLen AedaTensHOCTM pa3meLlaeTca
Ha oduumnanbHOM canTe YNonMHOMOYEHHOro dheaepanbHOro opraHa UCMNOMNHUTENBHOW BRnacTu B ceTn "VIHTepHeT" B
YCTaHOBMNEHHOM UM MOpsAKe.

Cratba 18. lMogaya wu paccmMmoTpeHne 3asBMneHnn o rocyp,apCTBeHHoﬁ pernctpaunm nekapcrtBeHHbIX
npenaparoB U npegcraBneHne HeobxoanMbIX LOOKYMEHTOB

1. [Ona rocygapCTBEHHOW perucTpauum fekapCTBEHHOro mnpenapaTta  pas3paboTyvk  NIEKapCTBEHHOro
npenapara unu YMoSIHOMOYEHHOE WM Apyroe lopuauyeckoe nuuo (Janee - 3asdBuTeNb) npeacTaBnseT B
COOTBETCTBYHOLMIA  YNOSTHOMOYEHHbIN  hefepanbHbld - OpraH  UCMOMHUTESNbHOW  BRacTW, OCYLLECTBASAOLWNIA
rocygapCTBEHHYIO PEerucTpauuio fekapCTBEHHbIX MNpenapaToB, 3asBfieHWe O rOoCyAapCTBEHHOW perncrpauun
NeKkapcTBEHHOro npenaparta, a Tawkke B MOopsdke, YCTaHOBMEHHOM COOTBETCTBYHOLUMM  YMNOMHOMOYEHHbBIM
denepanbHblM  OpraHOM UCMOMHUTENBHOW BNacTv, HeobxOoAuMMble [OKYMEHTbI, U3 KOTOpbIX (hopMMpyeTcs
perMcTpaumoHHOe 4OChbe Ha NeKapCTBEHHbIN Npenapar (aanee - perncTpauuoHHoe Jocke).

2. B 3aaBneHun o rocyaapcTBEHHOW perncrpauumn nekapcTBeHHOro npenapaTa ykasblBalTcs:

1) HaumeHoBaHVe 1 agpec 3asBuUTensa U (MNU) NPoON3BOANTENS NEKapPCTBEHHOro npenapaTa u agpec Mecta
OCYLLeCTBMNEHUS NPON3BOACTBA NleKapCTBEHHOro Npenapara;

2) HavMeHOBaHWe IeKapCTBEHHOrO Mpenapata (MeX4yHapoOHOe HemnaTeHTOBaHHOE WIN XMMUYEeCcKoe WU
TOProBOEe HaUMEHOBAHWSA);

3) nepeyeHb BeLLECTB, BXOASALMX B COCTaB fIEKAPCTBEHHOMO NMpenapara, C yka3aHMeM KONIMYECTBa KaK4oro
N3 HUX;

4) nekapcTBeHHas opma, 403MpoBKa, cnocobbl BBEAEHWS Y NPUMEHEHUS, CPOK FOAHOCTN NIEKAPCTBEHHOIo
npenapara;

5) onucaHve apmakonormyecknx u apMakoguHaMM4eckux Wunn MUMMYHOBMOMNOrMYECKNX CBOWCTB
nekapcTBEHHOro npenapaTa;

6) 3asBneHHas npou3BoAMTENEM IeKapCTBEHHOro npenapata npedenbHas OTMNYCKHas LUeHa Ha
nieKkapCTBEHHbIM Mpenapart, BKOYEHHbI B NepeyYeHb >XU3HEHHO HeOoOXOAMMbIX U BaXKHEMLUMX NeKapCTBEHHbIX
npenapaTos, B Clly4ae ero rocyfapCTBEHHOW perncrpauum;

7) oOTCcyTCTBME  HeobOXOoOMMOCTM  MpOBEAEHUs  KIMHUYECKOro  MCCrnefoBaHusl,  MccrnegoBaHus
OMO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO nMNpenaparta, paspelleHHOro Ans  MEeOUUMHCKOTO MPUMEHEHUS Ha
Tepputopun Poccuiickon Pepepaumm Oonee gsaguatu neT, C yKka3aHMEM HOPMAaTMBHbIX MPaBOBbIX AaKTOB,
NOATBEPXKAAOLLMX AaHHbBIA CPOK NPUMEHEHWSI.

3. PeructpaunoHHoe gocbe hopmmupyeTcst u3 crnegyowmx OKYyMEHTOB:

1) NPOEeKTbl MakeToB MEPBUYHOM YMAKOBKA WM BTOPUYHOM (NOTPEOUTENbCKON) YNakOBKW JEKApCTBEHHOMO
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npenapara;

2) [OOKYMEHT, nepeBefeHHbI Ha PpYCCKMA A3blK, MNOATBEPXAAKLWMN COOTBETCTBME MpOM3BOAUTENS
PErMCTPUPYEMOro JeKapCTBEHHOrO npenapaTta TpeboBaHWsIM NpaBuSl OpraHM3auum NpPoOu3BOACTBA U KOHTPOIS
KayecTBa NeKapCTBEHHbIX CPEACTB, BblAaHHbIN KOMMETEHTHBIM OpraHOM CTpaHbl NPOU3BOAUTENS PErUCTPUPYEMOro
NeKapCTBEHHOro NpenapaTa U 3aBePEeHHbIV B YCTAHOBIIEHHOM MOPSAAKE;

3) NPOEKT HOPMATMBHOW AOKYMEHTaLMN UM HOPMATMBHOIO JOKYMEHTA Ha NeKapCTBEHHbIM npenapat nubo
yKasaHue COOTBETCTBYIOLLEN dhapMaKonenHon ctaTbu;

4) cxema TexHOMOrM4yeckoro npowuecca NponsBoACTBa NEKapCTBEHHOrO npenapara, ee onucaHue u (unm)
CXema TeXHOMNOrM4eckoro npowecca nNpon3sBoAacTea hapmaueBTudeckon cybcTaHumm, ee onucaHue;

5) [OOKYMEHT, nepeBeAeHHbI Ha PYCCKMA $A3blK, NOATBEPXKAANLWMN COOTBETCTBME NPOM3BOAUTENS
dhapmaueBTMyeckon cybcTaHumm TpeboBaHMAM MpaBui OpraHuM3auum MpomM3BOACTBA W KOHTPOMS KayecTsa
NEeKapCTBEHHbIX CPeaCTB, BblAaHHbIA KOMMETEHTHbIM OpraHoM CTpaHbl MNpou3BOAUTENS apmaueBTUYECKON
cybcTaHuun, 3aBepeHHbIN B YCTAHOBIEHHOM MOPSIAKE U COAEPXKALLMNA:

a) HauMeHoBaHWe hapmaLeBTUYECKON CybCTaHUMK (MeXayHapoaHOe HeNaTeHTOBAHHOE UMM XUMUYECKOE U
TOProBoe HaMMeHOBaHWs);

0) HaMmMeHoBaHVe 1 agpec nNponssoanTens dapmaueBTnYecKon cybcTaHuuu;

B) CPOK rogHOCTM hapMaLeBTUYECKON CyOCTaHLMK;

6) [OOKyMEeHT, cofepXaluin CBefeHWss O MokasaTensax kadectBa dapMaueBTMYeCcKkon cybcTaHumm,
Mcnonb3yemow Npy NPoOn3BOACTBE NIEKapCTBEHHbIX NPENapaTos;

7) HOpMaTMBHas AOKYMEHTauus UM HOPMaTMBHBbIA AOKYMEHT Ha (hapmaueBTMYeckylo cybcTaHumio nmbo
yKasaHue COOTBETCTBYOLEN hapMaKonemnHon CTaTbu;

8) nHdopmMauusa 06 ycrnoBusix XxpaHeHus, NepeBO3ky NeKapCTBEHHOrO npenapara u nHas nHopmaums;

9) oTyeT O pesynbTaTax OOKIMHUYECKOro WUCCreaoBaHUs NEeKapCTBEHHOro cpeacTBa And MeOULUHCKOro
NPUMEHEHNS, CcoOepXallni onucaHue, pesynbTatbl W CTaTUCTMYECKUMA aHanu3 pes3ynbTaToB  [aHHOro
OOKINMNHUYECKOrO NCCreA0BaHNS;

10) oTyeT O pesynbTatax AOKMMHUYECKOro MWCCneoBaHWUsi NEeKapCTBEHHOro CpeacTBa U KNMHUYECKOro
nccnegoBaHus NekapCTBEHHOMo Npenaparta Ansg BeTepuHapHOro NpuMeHeHus;

11) NpoeKkT npoTOKONa KIAMHUYECKOrO WCCNefoBaHWsl JIEKAapCTBEHHOrO mnpenapaTta Ans MeAWLMHCKOro
NPYMEHEHNS;

12) 6poLutopa nccrnegoBaTens;

13) MHpOPMALIMOHHbIN NINCTOK NaLMEHTa;

14) nHdopmaumsa o0 BeinmiaTax U KOMNEHcauusax naumeHTam (34opoBbiM 4oOpoBonbLam, 00nbHbIM) (Oanee -
NMauMeHTbl), MPMBMEYEHHbIM K MPOBEAEHUI0 KIMHUYECKUX WCCNedoBaHWA NEeKapCTBEHHOro mnpenapata Aand
MEeOMLMHCKOro NpUMeEHeHUs, uccrneoBaHnin GUOIKBUBANEHTHOCTU U (MNK) TepaneBTUYECKON SKBUBANEHTHOCTY;

15) oT4eT 0 pesynbTaTax MexayHapoAHbIX MHOMOLEHTPOBbLIX KIIMHUYECKMX UCCNEeAOBaHUA NEeKapCTBEHHOTO
npenapata AN MeOULUHCKOrO MPUMEHEHUs, YacTb W3 KOTOPbIX MpoBedeHa Ha Tepputopum Poccunckon
degepauuu;

16) NPOeKT UHCTPYKLUUN MO NPUMEHEHUIO NEKAPCTBEHHOrO Npenapara, coaepXallui cnegytowmne cseeHus:

a) HavMMEeHOBaHWE feKapCTBEHHOro cpeacTBa (MexAyHapO4HOE HENaTeHTOBAaHHOE WM XMMUYECKOoe WU
TOProBO€ HAaUMEHOBAHWSA);

0) nekapctBeHHast popmMa C yKasaHMEM HaMMEHOBAHWA M KONMYECTBEHHOIO COAEpXaHus (aKTMBHOCTM)
dhapmaLeBTNYeECKMX CybCTaHLMIM 1 BCNOMOraTenbHbIX BELLECTB;

B) papmMakoTepaneBTMyeckas rpynna nekapCTBEHHOro npenapara;

r) NoKa3aHus AN NPUMEHEHUS;

) NpoTUBONOKa3aHus Ansi NPUMEHEHNS;

€) pexum [o3vMpoBaHusi, cnocod® BBeaeHWd, MpuM HeobBXOAMMOCTU BpeMs MpuMeMa feKkapCTBEHHOro
npenapaTa, NPOAOCIMKNTENBHOCTb NeYeHus (B TOM Yncne y AeTen 4O U Nocrne O4HOoro roga);

X) Mepbl NPeaOCTOPOXHOCTU MPU NPUMEHEHNN;

3) CUMNTOMbI NepPeo3MPOBKX, MepPbI MO OKa3aHWo MOMOLLM NPKU Nepeo3POoBKE;

W) ykasaHue, npu HeobxoammocTu, OCOBEeHHOCTEN [OEeNCTBUS NeKapCTBEHHOrO npenaparta npu MNepBoM
npvemMe Unm npu ero OTMeHE;

K) onucaHue, npu HeobxoanmocTn, AencTBui Bpada (penbawepa), cneumanucta B obnactv BetepuHapum,
nauveHTa, BnagenbLa XMBOTHOIO MPU NPOMycKe NpuemMa O4HOW I HECKOSbKUX 403 NeKapCTBEHHOMO Npenapara;

n) BO3MOXHbI€ NOBOYHbIE AENCTBUS NPY NPUMEHEHUN NEKapCTBEHHOMO Npenapara;

M) B3aMOAENCTBMNE C APYIMMUN NEKapCTBEHHBIMW NpenapatamMmu n (nu) NUWEeBbIMU NPOoAYKTaMu, KOPMamu;
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H) yKasaHwe BO3MOXHOCTU W OCOBEHHOCTEN MEAMLMHCKOro MPUMEHEHUs feKapCTBEHHOro npenapaTa
GepeMeHHbIMY XKEHLLUMHAMMU, XEHLLMHAMWN B NEPUOL TPYLHOTO BCKApMIMBaHWUS, A4ETbMU, B3POCMLIMU, UMELLMMU
XpOHMYeckne 3aboneBaHus;

0) cBedeHUs O BO3MOXHOM BIMUSIHUM NEKapCTBEHHOro npenapaTta Ang MeaMUMHCKOrOo MNpUMEHEHUs Ha
CMOCOBHOCTL YyNPaBnsATb TPAHCMOPTHLIMU CPEACTBAMMU, MEXaHU3MaMMU;

n) CPOK FOAHOCTU U yKasaHWe Ha 3anpeT NPUMMEHEHWs NIEeKapCTBEHHOro npenapata Mo UCTeYeHWu cpoka
rogHoCTY;

p) YCINOBUS XpaHEHWS;

C) yKasaHue Ha Heob6X0OUMOCTb XpaHEeHMUs NekapCTBEHHOIo npenapaTa B MecTax, He4OCTYMNHbIX AN AeTen;

T) ykasaHue, npuv HeobXOAMMOCTW, cneumarnbHbiX Mep MNPedoCTOPOXHOCTU NPU  YHUYTOXEHMU
HEMCNonNb30BaHHbIX NIEKAPCTBEHHbIX NpenapaTos;

y) CPOKM BO3MOXHOIO MCMOMb30BaHUS NPOAYKLUMM XXUBOTHOMO NPOUCXOXAEHUSI NOCIE BBEAEHMWS XXUBOTHOMY
nekapCTBEHHOro npenapara ansg BeTepuHapHOro NpUMeHeHus;

@) HaMMeHoBaHWe, agpec NPoU3BOAMTENSA NEeKapCTBEHHOro npenapata M agpec MecTa Npov3BOACTBA
nekapcTBeHHOro npenapaTa;

X) YCNoBus OTMyCKa;

(nn. "X" BBegeH PepepaneHbiM 3akoHoOM oT 29.11.2010 N 313-93)

17) nepeBefdeHHasd Ha PYCCKMMA A3blK U 3aBEpPEHHasi B YCTAHOBIIEHHOM MoOpsOKe KOomus [OOKYMEHTa,
NMOATBEPXKAAMOLEro perncTpauuito NekapcTBEHHOro npenapata B Criyyae ero perucrpauun BHE nNpeaenos
Poccuiickon depepaumu;

18) nOKyMEHTbI, MpeAcTaBnsieMble B COOTBETCTBUM CO cTaTbsiMu 19 - 23 HacToswero degepanbHOro 3akoHa.

4. Mo xenaHuo 3asaBUTENS MOryT ObiTb NPeACTaBneHbl OTYETbI O MPOBEAEHHbIX B CTpaHe 3asBUTENs U
OPpYrMx CcTpaHax pesynbTatax KMHUYECKUX WCCrnefoBaHun, uccnegoBaHui OUOIKBMBANEHTHOCTM U (Unn)
TepaneBTMYECKON IKBMBANEHTHOCTU FEKapCTBEHHOro npenapata (BKMAYaa  3NUOEMUOSIOTUYECKMe  Unu
3MM300TONOMMYECKNE NCCNEOOBAHNS UMMYHOOMOMOIMYECKMX JIEKAPCTBEHHLIX NMpenapaToB, NpeAHa3Ha4YeHHbIX A1
NMMYHOJTIOTMYECKON NPOMUNAKTUKM U NeYeHns NMHAEKLMOHHBLIX 3aboneBaHuni, B TOM Yucrie Y AeTen), cogepxaiime
onucaHus NpoBeAeHHbIX UCCnefoBaHU NekapCTBEHHOro npenaparta, ux pesynbTaTtbhl U CTaTUCTUYECKMN aHanms
NOMyYeHHbIX pe3ynbTaToB.

5. K 3asaBneHunio 0 rocyaapCTBEHHOW perncTpaLmm NekapcTBEHHOIo npenapaTa npunararTcs:

1) [OOKyMEHT, MOATBEPXAAWMIA yNnaty rocygapCTBEHHOM MOWMMHbI 3a MNPOBEOEHME IKCMepTusbl
OOKYMEHTOB [ANs MOMyYeHWs paspelleHuin Ha npoBedeHWe KIMMHUYECKMX WCCNedoBaHuM JeKapCTBEHHOTO
npenapaTta Ans MeOUUMHCKOTO MPUMEHEHUS M 3TUYECKOW 3KCMepTM3bl Mpu obpalleHun 3a rocyaapCTBEHHOW
pervcTpaumen nekapcTBEHHOro npenapara;

2) OOKYMEHT, NOATBEPXAALWNIA ynnaTy rocyaapCTBEHHOWN MOLUMMHLI 3a NPOBeAeHNe 3KCNepTU3bl KayecTsa
NEeKapCTBEHHOrO CpeacTBa M 9KCNepTU3bl OTHOLLEHUSA OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NneKapCTBEHHOro mnpenapaTa, paspelleHHOro Ans MeaUUMHCKOro nNpuMeHeHWs Ha Tepputopumn Poccuinckomn
®epepaumun bonee aABagLaTv neT, Npu rocyaAapCTBEHHOW perncTpaunm nekapcTBEHHOro npenapaTa;

3) OOKYMEHT, NOATBepXAALWMA ynnaTy rocyfapCTBEHHOW MOLWMNMHBI 3@ NpoBeAeHne 3KCNepTU3bl KayecTBa
NEKapCTBEHHOIO CPeACTBa M 3KCMEPTU3bl OTHOLLEHWUS OXMAAEMOW MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NEeKapCTBEHHOro npenapata AN MEeOUUMHCKOTO  MNPUMEHEHWsi, B  OTHOLUEHMM KOTOpPOro  MpoBedEHbl
MeXOyHapO4Hble MHOTOLIEHTPOBbBIE KIMMHMYECKUE MCCMNEAOBAHMS, YacTb U3 KOTOPbIX MPOBEAEHA Ha Tepputopun
Poccuiickon deaepaumm, npu rocygapCTBEHHOW perMcTpaLmm fiekapcTBEHHOIO Npenapara;

4) OOKYMEHT, noATBepXaaloLwWwni ynnaTy rocy4apCTBEHHON MOLUMMHBI 3a NMPOBeAeHNe KCNepTu3bl KayecTsa
NEeKapCTBEHHOIo CPeACTBa M 9KCMEepPTU3bl OTHOLLEHWUS OXMAAEeMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
NeKapCTBEHHOro npenapara aAng BeTepuHapHOro NpUMeEHeHNst NPU ero rocygapCTBEHHOM perncTpaumu.

MonoxeHus 4Yactn 6 ctaTbn 18 NPUMEHAIOTCA K NPaBOOTHOLLEHUAM, BO3HUKLWNM MOCMe AHS BCTyNfeHus B
cuny ansa Poccunckon ®egepauun npoTokona o npucoeanHeHnn Poccuiickon ®egepaumm k BcemmpHom Toproson
opraHusauun (PegepanbHbivi 3akoH oT 11.10.2010 N 271-93).

6. He ponyckaioTcs nonyyeHve, pasrnalleHue, WCMNOoNb30BaHME B KOMMEPYECKUX LEensax u B Lensax
rocylapCTBEHHON perucTpauMm nekapCTBEHHbIX MpenapaToB WHgopmauum o pesynbrTatax [AOKIMHUYECKUX
nccnegoBaHUA  NEKApPCTBEHHBIX CPeacTB W KIMMHUYECKUX  UCCNEeOOBaHUM  NEKapCTBEHHbIX MNpenapaTos,
npeLcTaBnNeHHON 3asBMTENEM ONs rOCyAapCTBEHHOW perncTpaLmmn nekapcTBEHHbIX NpenapaTtos, 6e3 ero cornacus
B TEYEHUE LLECTU NET C AaThbl rOCY4apCTBEHHON perMcTpaunm nekapCcTBEHHOMO npenapara.

HecobGniogeHne 3anpeTa, YCTaHOBMEHHOIO HACTOSILLEW 4YacTbio, BredyeT 3a coboli OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKkoHoAdaTenbCcTBOM Poccuiickon egepauuu.
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Ha Tepputopun Poccuiickon ®epepaumm 3anpellaetcs obpalleHne nekapCTBEHHbIX CpeacTs,
3aperucTpupoBaHHbIX C HApPYLLEHWEM HACTOSLLEN YacTu.
(vacTb 6 BBegeHa PepeparbHbiM 3akoHOM oT 11.10.2010 N 271-93)

Cratbsa 19. rlpVIHFITVIe peweHna o0 Bbla4ve 3KCMepTHOMY Y4YpeXOeHU U COBEeTYy MO 3TUKe 3adaHuA Ha
npoBeaeHne 3KCnNepTn3bl NiEKApCTBEHHbIX CpencTB

1. B TeueHne natu paboumx OHEW CO OHA MPUHATUSA 3asiBNeHWs O TrOCygapCTBEHHOM perncrpaumun
nekapcTBEHHOrO npenapara ynosIHOMOYeHHbIM bedeparibHbI OpraH MCAONHUTENbHOW BIaCTu NPOBOAUT MPOBEPKY
MOMHOTbLI M JOCTOBEPHOCTU CBEAEHUN, COAEPKALLUMXCH B NPeACTaBMEHHbIX 3adgBuTenem marepmanax, 1 npuHumaeT
pelueHne o Bblgaye 3agaHus Ha NpoBefeHune:

1) akcnepTusbl NEKAPCTBEHHbBIX CPEACTB B YaCTU IKCMNEPTU3bl AOKYMEHTOB AN1S NONYyYEHUs] pa3peLleHns Ha
npoBefeHne KIUHUYECKOro WCCNeaoBaHUsS FeKapCTBEHHOro npenapata Ansg MeOUUUHCKOrO MPUMEHEHUST B
COOTBETCTBMM C Lensamu, ykasaHHbIMU B cTaTbe 38 HacTosiwero deepanbHOro 3akoHa, 1 3TUYECKOM 3KCNepTusbl B
OTHOLLUEHUM feKapCTBEHHbIX MpenapaToB, ANA KOTOPbIX HE MPOBOAUNUCH KIUHWYECKME UCCneaoBaHus Ha
TeppuTtopun Poccuiickon degepaumm, Ha OCHOBaHUM AOKYMEHTOB, YKa3aHHbIX B NyHkTax 1 -9, 11 - 14, 17 vactu 3
n nyHkTe 1 Yactn 5 ctatbmn 18 HacToswero PeagepansHOro 3akoHa;

2) 3KCnepTu3bl NIEKApPCTBEHHbIX CPEACTB B YacTW 3KCMEpPTM3bl KavyecTBa JEKapCTBEHHOIO CpeacTBa U
9KCMEePTU3bl OTHOLLEHMS OXMAAEMOWN NMOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NekapCTBEHHOro npenaparta Ans
MEOULMHCKOTO MNPUMEHEHNST B OTHOLUEHUW §eKapCTBEHHbIX MpenapaToB, paspeLlleHHbIX Ans MeOULUHCKOro
npuMeHeHus Ha Ttepputopumn Poccuiickon ®depepaumm 6Gonee pgBaguatyu neT, Ha OCHOBaHUW LOKYMEHTOB,
yKasaHHbIX B nyHkTax 1 - 9, 16 yactu 3 u nyHkTe 2 yactn 5 ctatbn 18 HacToswero ®efepanbHOro 3akoHa, a Takke
NeKapCTBEHHbIX NPenapaToB, B OTHOLUEHNM KOTOPbIX NPOBEAEHbI MEXAYHAPOAHbIE MHOMOLEHTPOBbLIE KNMHUYECKNE
nccrnegoBaHus, 4acTb M3 KOTOpbIX MpoBedeHa Ha Tepputopuu Poccuiickon ®depepaumn, Ha OCHOBaHUM
OOKYMEHTOB, YKasdaHHblXx B fyHktax 1 - 9, 15 - 17 yactm 3 u nyHkte 3 yactm 5 cratbum 18 HacTosLero
denepanbHOro 3akoHa;

3) akcnepTu3bl NeKapCTBEHHOINO CPeacTBa B OTHOLLUEHUU MEKapCTBEHHbIX NpenapaToB AMs BeTepuUHapHOro
NPUMEHEHNs1 Ha OCHOBaHWM JOKYMEHTOB, YKa3aHHbIX B nyHkTax 1 - 8, 10, nognyHkrax "a" - "a", "x" - "m", "n" - "¢"
nyHkTa 16, nyHkTe 17 yactn 3 n nyHkTe 4 yactu 5 ctatbn 18 HacToswero ®egepansHOro 3akoHa.

2. YnonHoMoueHHbIn defeparnbHblid OpraH UCMOMHUTENbHOW BNacTu yBedoMnsAeT B MUCbMEHHOW copme
3aABMTENS O NMPUHATOM PELLEHMM NN B CryYae OTKasa C yka3aHUeM MpUYMH Takoro oTkasa.

3. OcHoBaHveM 4518 O0TKasa B OpraHmM3auum 3KCnepTu3, yka3aHHbIX B YacTu 1 HacTosWwen ctaTbu, SBNAeTCS
npeactaBneHne HeobxoouMbIX ANs NPOBEAEHMST 3TUX IKCMEPTU3 OOKYMEHTOB, NMEpPeYnCrieHHbIX B Yactax 3 1 5
ctatb 18 HacTosiwero ®denepanbHOro 3akOHa, B HEMONMHOM OObeMe WM AOKYMEHTOB, He coAepKalliux
ncYepnbIBaKoLLEro NepeyHs HeobXoaNMbIX CBEOEHUN.

Ctatba 20. SKcnepTwsa OOKYMEHTOB And nonydYeHunda paspeleHnda Ha nposefeHune KIMHUYeCcKoro
ncecnegoBaHnAa nekapcrtBeHHOro npenapara anlda meamumHCKOro npuMmeHeHmna m 3TUYECKON 9KCMNepTun3bl

1. OkcnepTv3a OOKYMEHTOB AN MOMydeHUs paspelleHusi Ha MpPOBEAEHUE KITMHUYECKOTO UCCefoBaHus
NekapcTBEHHOro npenapara Ans MeAULUHCKOro NPMMEHEHWS B COOTBETCTBUM C LIENSIMU, YKa3aHHbIMU B cTaTbe 38
HacToswero ®enepanbHOro 3akoHa, aTUYecKasi 3KCnepTmnsa, COCTaBIEHNME KOMUCCUMEN 3KCMEPTOB U COBETOM MO
3TUKE 3aK/IOYEHMI O BO3MOXHOCTU WUIIM HEBO3MOXXHOCTW MPOBEAEHUS] TAKOrO KMMHMYECKOrO MCCrefoBaHust U
HanpaBfeHne 3TUX 3aKM4YeHUn B  YMNOSIHOMOYEHHbIM dedepanbHbli  OpraH  UCMOMHUTENBHOW  BRacTtu
OCYLLIECTBNAOTCA B CPOK, HEe MpeBbllalwmi Tpuguatn paboumx AHEeW CO AOHSA MOMydYeHust 3KCNepTHbIM
yupexageHMeM 3afaHus YrnorHOMOYEHHOro cbedepanbHOro opraHa WCMOMHUTENBbHOW BRAcTu C MPUMOXEHMEM
HeobXo4MMbIX AOKYMEHTOB, yKasaHHbIX B MyHkTax 9, 11, 12 vactm 3 ctatbm 18 Hactoswero depepanbHOro
3aKoHa, AOKYMEHTOB, yKa3aHHbIX B YacTu 4 ctatbn 18 HacToswero ®efepanbHOro 3akoHa U npeacTaBeHHbIX Mo
XenaHumo 3asBUTENs, U COBETOM NO 3TUKE 3aaHus YNONMHOMOYEHHOro deepansHOro opraHa MCMNOMHUTENbHOWM
BMNacTh C NPUIOXeHNeEM HeObOXOOUMbIX JOKYMEHTOB, yKa3aHHbIX B NyHkTax 11 - 14 yactn 3 ctatbk 18 HacTosLLEero
depnepanbHOro 3akoHa.

2. [lokymeHTbl, cogepXalmecss B PErMcTpaumoHHOM JOCbe M MOCTYMMBLUME B 3KCMEPTHOE y4ypexaeHue,
COBET MO 3TMKE ANs OCYLIECTBIEHUS WX 3KCMEpPTM3bl B LENAX MOSydeHMs paspelleHusl Ha npoBeAeHue
KNMMHUYECKOro uccrnenoBaHus fiekapCTBEHHOIO npenapara ansg MeguuMHCKOro NpuMeHeHus1, NoArexart Bo3Bpary B
YNOSIHOMOYEHHbIM  doefeparibHbli - OpraH  UCMOMHUTENbHOW  BNacTM  OOHOBPEMEHHO C  3aKNiOYEeHUAMU
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COOTBETCTBYHOLLNX 3KCNEPTU3.

Ctatba 21. I'Ionyqume pa3peleHna Ha npoBegeHne KIMHUYeCKoro wuccriegoBaHnAa JeKkapCTBeHHOro
npenapara gna meamumHCKOro npuMmeHeHmnd

1. B cpok, He npeBbIWaLWmMin NATN pabounx OHEN COo OHS MOMyYEHUs 3aKMoYeHWI, yKa3aHHbIX B ctatbe 20
HacToswero ®egepanbHOro 3akoHa, YMNOMHOMOYEHHbIN dedepanbHbIi  OpraH WCMOMHUTENbHOW  BriacTu
OCYLLIECTBMNAET OLEHKY MOCTYMMBLUMX 3aKIHOYEHWI A5 ONpeaerneHnst X COOTBETCTBUS 3aaHUsIM Ha NpoBeAeHne
COOTBETCTBYIOLLMX 3KCNEPTU3 U YBEOOMNSAET 3asBUTENS B MUCbMEHHOW (hopme O pesyrnbTaTax NpOBeAEHHbIX
3KCMNEePTM3 1 O BO3MOXHOCTU UM HEBO3MOXXHOCTW Bbl4aun 3asBUTESNIO pa3peLLeHmns Ha NPOBEAEHNE KIMHUYECKOrO
nccnenoBaHus NekapCTBEHHOMo nNpenaparta ansg MeguumMHCKOro NpUMMeHeHus.

2. Tlpyu NpUHATUM pelleHMs O BO3MOXHOCTU Bbldayn paspelleHns Ha MpoBeAeHne  KIMHUYECKOro
nccnefoBaHUs NekapCTBEHHOro npenapata Ansg MeaMUMHCKOro NpUMEHEHWUs YNONMHOMOYEHHbIM defepanbHbIn
opraH UCNONHUTENBHON BNACTU NpUOCTaHaBNMBaeT NpoBefeHne rocyfapCTBEHHOW pernctpauumn nekapcTBeHHOro
npenapaTta OO OHA nojayv 3asiBUTeneM B YMNONMHOMOYEHHbIN deaepanbHblil OpraH WMCMOMHUTENbHOW BnacTu
3asIBMIEHNS] O MOMYyYEHUM paspeLLeHns Ha MPOBELEHNE KITMHMYECKOrO NCCNeaoBaHNs NIeKapCTBEHHOrO npenapara
ANs1 MeauLMHCKOro NPUMEHEHMS.

3. B cnyyae MNpuUHATMSA peLleHus O HEBO3MOXXHOCTU BblgayM paspelleHusd Ha NpoBefeHMEe KITMHUYECKOrO
nccnenoBaHMsa NEKapCTBEHHOrO npenapara Ans MeaMUMHCKOrO NMPUMEHEHUsT YMONHOMOYEHHbIM deaepanbHbIn
OpraH MCMONMHUTENbHOM BMacTM MpekpawaeT npoueaypy rocygapCTBEHHOW perucTpaumm  fiekapCTBEHHOro
npenaparTa.

Cratba 22. PelweHve o npoBedeHWM KIMHUYECKOrO WCCMefoBaHUsA neKapCTBEHHOro npenaparta And
MeOULMHCKOro NPUMEHeHNs

1. Anga nony4eHus paspeLleHus Ha NpoBefeHne KNMHUYECKOro MccrnefoBaHUsa NnekapCTBEHHOro npenaparta
Ons  MeOVUMHCKOro nNpUMEHEHWUs 3asiBUTeNb npeacTaBndeT B YNOMHOMOYEHHbIM defepanbHbIii - opraH
NCMNOMHUTENBHOW BNacTu:

1) 3asBneHne 0 NoNy4YeHUN paspeLleHns Ha NPoBeAEeHNE OAHHOMO KITMHNYECKOro UCCrefoBaHus;

2) cBepeHnss 06 onbiTe paboTbl MccrnegoBaTenen Mo COOTBETCTBYIOLMM CMeumanbHOCTAM M UX OfMbiTe
paboTbl MO MPOBEAEHUIO KITMHNYECKUX UCCNEAOBaHNN;

3) konuio pJoroBopa 00A3aTenbHOr0 CTPaxOBaHUSA >KU3HW, 300pOBbS MaUMEHTOB, YYacTBYHOLIMX B
KMMHUYECKOM UCCregoBaHUM NEKapCTBEHHOro npenaparta Afis MeguuMHCKOro NMpUMeHeHus (ganee - 4OroBop
00s3aTEeNbHOr0 CTPaxOBaHWs), 3aKMOYEHHOrO0 B COOTBETCTBMM C TUMOBbIMM NpaBuiamMn  0b6a3aTenbHOro
CTPaxoOBaHUSA >XWU3HW, 300pOBbSA MaLMeHTa, Y4yacCTBYHOLEr0 B KIMHUYECKOM WCCNeaoBaHUU NeKkapCTBEHHOro
npenapaTa onsa MeauLMHCKOro NpuMeHeHns, yreepxaeHHbiMu MNpaBuTtensctBom Poccuiickon deanepaumm (oanee -
TMNOBbIE MpaBuna 00A3aTeNbHOrO CTPaxoBaHWs), C YKa3aHWeM NpedenbHOW  YUCIIEHHOCTM MauMEHTOB,
y4acCTBYIOLLMX B KNMMHNYECKOM MUCCefoBaHUM NeKkapcTBEHHOro npenapara Ans MeanLMHCKOro NpuMeHeHus;

(n. 3 B peqg. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4) cBefeHWss O MeOMUMHCKMX OpraHm3auusx, B KOTOpbIX MpegnonaraeTcd npoBedeHne KIMHUYECKUX
NCCregoBaHUM  NEKapCTBEHHOrO Mpenapata  ANnd  MeOUUMHCKOTO MpUMEHeHMst (MONTHOE W COKpallleHHoe
HaMMEHOBaHus, OpraHN3aunoHHO-NpaBoBas opma, MECTO HAXOXOEHUS U MECTO OCYLLECTBIIEHNUS AEATENbHOCTH,
TenedoH, Tenedakc, agpec 3NeKTPOHHON NOYTbl MEOULIMHCKON OpraHM3auun);

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

5) npegnonaraemble CPOKM MPOBEOEHUS KIMHWYECKOrO WMCCMEeAOBaHUSA NekapCTBEHHOro npenaparta and
MEeLMLMHCKOro NpUMEHEHNS.

(n. 5 BBegeH ®epepanbHbiM 3akoHoM oT 11.10.2010 N 271-d3)

2. B cpok, He npeBblalWnn NATN paboumx OHEN CO AOHSA MPUHATMS yKasaHHOro B 4acTu 1 HacTosiwen
cTaTbM 3asBMEHUS C MPUIOXKEHMEM HEOOXOAMMbIX [AOKYMEHTOB, YMOSIHOMOYEHHbI doeaepanbHbIil  opraH
NCNOSNTHUTENBLHOMW BNacTu:

1) MpoBOAMT MPOBEPKY MOSMIHOTbI M [OCTOBEPHOCTM CBEAEHUN, COAEPXKALUMXCHA B MNPEeACTaBIEHHbIX
3asBUTENEM MaTepuanax;

2) npvHUMaeT pelleHne O Bblgadye paspelieHnss Ha MpPOBeAEeHMEe KITMHWYECKOro MCCreaoBaHus
nekapcTBEHHOro npenapaTta Anst MegMUUHCKOro NpumMeHeHus unm ob oTkase B Bblgaye yKa3aHHOro pas3peLueHus;

3) yBegomnseT B MMCbMEHHON hopMe 3aaBUTENS O NMPUHATOM PELLEHNM UMK B Cryvyae OTKasa C yka3aHuem
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NPUYMH TaKoro 0TKasa;

4) BblAaeT paspelleHne Ha npoBefeHVe KIMHWMYECKOro WCCNedoBaHus feKkapCTBEHHOro rnpenapaTa Ans
MEOULUMHCKOTO  MNPUMEHEHWss B  NOpsdKe, YCTAHOBIIEHHOM  YNOMMHOMOYEHHbIM  ddedeparibHbiM — OpraHoMm
NCNOMHUTENBHOW BNacTu.

3. OcHoBaHMAMMW ans OTKa3a B Bblgavye paspelleHnss Ha MNpOBeAEeHME KITMHMYECKOTO MCCeaoBaHus
NEeKapCTBEHHOro npenapata Ans MeOUUUHCKOrO MPUMEHEHUSA SABMSITCA HENpeAacTaBlieHWe [OKYMEHTOB,
yKa3aHHbIX B YacTu 1 HacTosllen CcTaTbM, HECOOTBETCTBME COOEPXaHUS MpeacTaBfeHHbIX [OOKYMEHTOB
TpeboBaHnaM HacTodwero ®PegepanbHOro 3akoHa MO0 HanMuMe 3akiYeHWsT KOMMUCCUMM  3KCMEepPTOB  MIU
3aKMYeHNs coBeTa MO 3TUKE O HEeBO3MOXHOCTW MPOBEAEHUS KITMHWYECKOro WCCNefoBaHUSA NEeKapCTBEHHOro
npenapata AN MeOWUMHCKOTO MPUMMEHEHWs MO pesynbTaTaM MPOBEAEHHbIX 3JKCNEepTU3, NpedyCMOTPEHHbIX
ctaTeen 20 HacToswero egepanbHOro 3akoHa.

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

CtaTbia 23. 3KcnepTv|33 KavyecTBa J1eKapCTBEHHOIo cpeacTtBa U 3KCnepTn3a OTHOLLEHUNA 0Xnagaemomn nonb3bl
K BO3SMOXXHOMY PUCKY NMPpUMEHEHNA NeKapCTBEHHOro npenaparta anda MeguunHCKoro npuMeHeHus

1. Okcneptm3a KavecTBa feKapCTBEHHOrO CPeACTBa W 3KCMepTu3a OTHOLIEHUS OXUAaeMoW Momnb3bl K
BO3MOXXHOMY PMWCKY MPUMEHEHWS NEeKapCTBEHHOro npenapaTta Afns MeOWUMHCKOrO MPUMEHEHUs, COoCTaBreHue
KOMUCCUSIMM 3KCMEPTOB 3aKMOYEHU NO pe3ynbTaTaM NPOBEAEHHbIX SKCNEePTU3 U HanpaBreHne TakuxX 3aknioyeHni
B YMOMHOMOYEHHbIN hefeparnbHbid OpraH UCNOMHUTENBHOM BNacTy OCYLLEeCTBNAITCH B CPOK, HE NpeBbllLaoLwmm
cTa pecatm paboumx AHeMm CO [AHA MOMYYEeHUs 3KCNEepTHbIM YyuYpexaeHWeMm COOTBETCTBYHOLLEro 3afjaHus
YMOSTHOMOYEHHOro dheaepanbHOro opraHa UCMOMHUTENBHOW BNAcTu C JOKYMEHTaMu, yKa3aHHbIMU B NyHkTax 1 - 8,
15 - 17 vactm 3 crtatbu 18 HacToswero PegepanbHOro 3akoHa, M OT4ETa O NPOBEOEHHOM KIMHUYECKOM
nccrnegoBaHum nekapcTBEHHOro npenapaTta Ans MeguumHCKOro NpUMEHeHNS.

2. Ina npoBefeHUs yKasaHHbIX B 4YacTh 1 HacTosileW cTaTbW SKCNepTU3 3asBUTENb NPeACcTaBnsaeT B
YMOSTHOMOYEHHbIN hefeparnbHbl OpraH UCMOMHUTENBHOM BNacTu:

1) 3asBneHve 0 BO30OHOBNEHUN rOCYAapCTBEHHOW perncTpaummn nekapcTBeHHOro npenapara u nposegeHun
yKa3aHHbIX B 4YacTu 1 HacTosLLen cTaTbu 3KCNEpPTUs;

2) oTyeT O MPOBEAEHHOM KIMHWYECKOM WCCMefOoBaHWM NEeKapCTBEHHOro npenapata Ang MeguuMHCKOro
NPUMEHEHWS;

3) AOKYMEHT, noaATBepXAatoLWMiA ynnaTy rocyAapCTBEHHOM MOLLMWHBLI 33 NPOBEAEHNEe IKCNepTu3bl kavecTsa
NeKapCTBEHHOTO CPeACcTBa M 9KCMEPTU3bl OTHOLLEHUS OXWAAEeMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
rfiekapCTBEHHOro npenapara Ans MeauLMHCKOro NMPUMEHEHWS NPW ero rocy4apCTBEHHON perncTpauum.

3. B cpok, He npeBbiWwawWwmi NaTM paboynmx OHEW CO AHA NPUHATUS 3asiBleHUs C OOKYMEeHTamu,
yKa3aHHbIMW B 4acTu 1 1 NyHKTax 2 n 3 YacTn 2 HacTosWeWn CTaTbu, YNONHOMOYEHHbIV dheaepanbHbIi opraH
NCNOMHUTENBHOW BNacTu:

1) NpoBOAMT NPOBEPKY MOMHOTLI AaHHbIX, CoAepXawmxcs B NpeAcTaBrieHHOM 3asiBUTENEeM OT4yeTe O
NPOBEAEHUN KITMHNYECKOrOo UCCreA0BaHUA NeKapCTBEHHOMo npenapaTta Ans MeguumHCKoOro NPUMeEHeHNs;

2) npvHYMaeT pelueHne O BO30OHOBMEHWM FOCYAapCTBEHHOW permcTpauuv nekapcTBEHHOro npenapata u
npoBedeHUN YyKasaHHbIX B 4acTu 1 HacToslwen cTaTbyM 9IKCneptTns unm o6 oOTkase B BO30OHOBNEHUM
rocyAapCTBEHHOW perucTpauumn nekapcTBeHHOro npenaparta Ans MeaMuMHCKOro NpUMEHEHUs 1 NPOBEAEHNN Takux
3KCNepTns;

3) yBegomnsieT B NMMCbMEHHON hopMe 3asBUTENS O NMPUHATOM PELUEHUW UMK B Clyvae oTkasa C ykasaHuem
MPUYUH TAKOrO oTKasa.

4. OcHoBaHMEM ANd O0TKa3a B BO30OHOBMNEHWM rOCYAapCTBEHHOM permcTpauumn nekapcTBEHHOro npenapaTa u
NpOBEeAEeHUN YKasaHHbIX B 4YacTu 1 HacToslen CcTaTbu 3KCNepTu3 SABMSeTCd npeacTaBrneHue LOKYMEHTOB,
yKadaHHbIX B 4actu 1 M nyHKTax 2 M 3 4acTu 2 HacTosilen cTaTbu, B HEMnonHoM obbeme unm oT4yeTa O
NPOBEAEHHOM KIMMHWYECKOM WCCNEAOBaHUM NEKapCTBEHHOrO npenapaTta Ans MeOUUMHCKOro MNPUMEHEHUs, He
coaepxallero ucyepnbiBaLLEero nepevyHs HeobxoanMbIX CBEOEHUN.

5. B TeyeHve nATHaguaTh paboyumx AHEW CO OHA MOSyYeHWs pelleHust YNONHOMOYEHHOro deaepanbHOro
opraHa MCMoNHUTENbHON BNAacTn 0 BO30OHOBNEHMN rOCyAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta u
npoBedeHUN YykKasaHHbIX B 4acTu 1 HacToswew cTaTbuM 3KCMepTM3 3asaBuUTeNb NpeacTaBnser B SKCNepTHoe
yypexgeHne And npoBefeHMs 3SKCMepTM3bl KavecTBa JekapCTBEHHOro cpefacrtBa obpasubl fekapCTBEHHOro
npenapata AnA  MeOMUMHCKOTO  MPUMEHEHWs, TMNPOW3BEAEHHOr0 B COOTBETCTBUM C  TpeboBaHuAMMK
OMbITHO-NPOMBILLNIEHHOIO Y (M) NPOMBILLIIEHHOTO PErfamMeHToB, YTBEPXAEHHbIX PYKOBOAUTENEM Npon3BoanNTENs
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nekapcTBEHHbIX CpefacTB, a Takke B COOTBETCTBYHOLIMX crydasx obpasel dapmaueBTMyeckon cybctaHumu,
TecT-liTaMma MUKPOOPraHM3MOB, KyrbTypbl KMEeTOK, 0bpasubl BELLecTB, NPUMEHSEMbIX ANs KOHTPONS KadecTBa
nekapcTBEHHOro cpeacTBa NyTeM CpPaBHEHUS C HUMW MCCrieQyeMoro NekapcTBEHHOro cpeacTsa, B KONMYecTaax,
HeobX0AMMbIX ANS BOCNPON3BEAEHNSI METOA0B KOHTPOMS KavyecTBa.

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

6. Mpu nonyyeHun obpasuoB NEKAPCTBEHHOIO npenapaTta 1 apmMaueBTUYECKO CybCcTaHuum aKcnepTHoe
yypexgeHve BblOaeT 3asBUTEN OOKYMEHT, NMOATBEPXAAKLMA NOMyYeHNEe yka3aHHbIXx 0Opa3uoB, U B CPOK, HE
NnpeBbILLALWNA  Tpex pabounx [OHen, yBeaoMMsieT B MUCbMEHHOW dopmMe 06 3TOM  YNOJTHOMOYEHHbLIN
deaepanbHbI OpraH NCNOSTHUTENBHOM BacTu.

7. Cpok Ons npeacraBrneHvs 3asiBuTenem o0pasuoB fekapCTBEHHOro npenapata u gapmaueBTUYECKON
cybCcTaHuumn 1 Cpok yBeAOMIMEHUSA 3KCMEPTHbIM yyYpexaeHnem ob 3ToM B NUCbMEHHOW (hOpMe YMOSTHOMOYEHHOMO
henepanbHOro opraHa UCNONTHUTENBHOM BAcTK, YKa3aHHbIe B YacTAX 5 1 6 HacTosLen cTaTbu, HE BKNIOYAOTCS B
CPOK NpoBefeHUs yKaszaHHbIX B YacTu 1 HacCTosILLEeN CTaTby 3KCNepTUS.

8. [lokyMeHTbIl, MOCTYNMBLUNE B SKCNEePTHOE ydpexaeHne Ans NpoBeAeHUst yKasaHHbIX B YacTu 1 HacTosLen
cTaTbW 3KCNepTuU3, Mnoanexar BO3BpaTy B YMNOMHOMOYEHHbIV defeparnbHbld OpraH WCNOMHUTENBHOM BRacTu
OLHOBPEMEHHO C 3aKMYEHUAMM MO pe3ynbTaTaM YKa3aHHbIX KCNepTu3.

Ctatbs 24. OkcnepTr3a kayecTBa JIekapCTBEHHOMO CPEACTBA U IKCTepTM3a OTHOLLIEHMS! OXKUMAAeMO Mosib3bl
K BO3MOXHOMY PUCKY MPUMEHEHMUs NTEKapCTBEHHOTO NpenapaTta Ansi BETEPUHAPHOIO NPYMEHEHUS]

1. OkcnepTm3a KavecTBa JIEKApPCTBEHHOIO CpeacTBa WM 3KCMEepTM3a OTHOLUEHMSI OXWOAEMOMW MNOSMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUsI NEKapCTBEHHOro npenapaTta Ang BeTepUHApPHOro MpUMEHEHUS, COCTaBleHue
KOMUCCUSIMM SKCNEPTOB 3aKMOYEHUN NO pe3yrbTaTam yKasdaHHbIX 3KCMEePTM3 U HamnpaBfeHne Takux 3akoyeHni B
YMOSTHOMOYEHHbIN heaeparnbHbln OpraH UCMOMHUTENBHOW BNACcTW OCYLLECTBASIOTCA B CPOK, HE MpeBblLLatoLLmi cTa
OecsaATn paboymx OHEeW CO OHA NOMNyYEeHUS IKCNEPTHBLIM YYPEXAEHVNEM 3a4aHUsS YNONHOMOYEHHOrO dhefepanbHOro
opraHa MCnornHUTENbHOW BNacTn ¢ AOKYMeHTaMu, ykasaHHbiMu B nyHkTax 1 - 8, 10, nognyHktax "a" - "a", "x" - "m",
"n" - "p" nyHkTa 16 u nyHkTe 17 yactu 3 ctaTbm 18 HacTosiLero PefepanbHOro 3akoHa.

2. B TeuyeHne nsaTHaguatn pabouMx OHEW CO OHSI MOMyYeHWs peLUeHUs YNOSIHOMOYEHHOro dedeparibHOro
opraHa MCMOSTHUTENbHON BNacTU O NMPOBEAEHUN YKa3aHHbIX B YacTW 1 HACTOSLLEN CTaTbM 3KCMEPTU3 3asiBUTENb
NpeacTaBnsieT B 3JKCMEPTHOE yypexaeHue AN NpoBeAeHMs 3KCMepTu3bl KadecTBa flekapCTBEHHOrO CpeacTBa
o0pasubl NekapCTBEHHOrO npenapaTta And BETEPMHAPHOIO MPUMEHEHUS, MPOU3BELEHHOTO B COOTBETCTBUM C
TpebOoBaHNSIMN TEXHOJOTMYECKMX PErfIaMEHTOB, YTBEPXKAEHHbIX PYKOBOAUTENEM NMPOU3BOAUTENS NEKapPCTBEHHbIX
CPeAcCTB, a Takke obpasey, hapmaLeBTUYECKON CyOCTaHLUMM B KONMYECTBAX, HEOOXOAUMbIX Arsl BOCMPOU3BEAEHMS
METOL0B KOHTPOSIS KayecTsa.

3. Mpwn nonyyeHun obpasLioB NeKapCTBEHHOro npenaparta u gapmaueBTUYeCcKon CybCcTaHuun aKcnepTHoe
yypexaeHve BblOaeT 3asBUTEN OOKYMEHT, NMOATBEPXKAAKLMIA NOMyYeEHNE yka3aHHbIX 0Opa3uoB, U B CPOK, HE
npesblaWNA  Tpex pabounMx AHeRn, yBeooMnsieT B MUCbMEHHOW ¢opme 06 3TOM  YMONTHOMOYEHHbIN
deaepanbHbIi opraH NCNOSTHUTENBHOW BMacTML.

4. Cpok onsi npeacTaBneHust 3asaBuTenemM obpasuoB NeKapCTBEHHOro npernapata v dapmaueBTUYeCKOn
cybCTaHuumM N Cpok yBeAOMIIEHUS 3KCMEPTHBIM YYpexXaeHnem ob 3TOM B NMMCbMEHHOW POpME YMOSTHOMOYEHHOMO
degepanbHOro opraHa UCMONTHUTENbHOW BNACTW, YKa3aHHbIe B YacTaX 2 U 3 HAaCTOsLLEN CTaTby, HE BKIOYAKTCS B
CPOK NPOBEAEHUS yKasdaHHbIX B YacTh 1 HACTOsILLEN CTaTbl 3KCNEpPTUS.

5. [IoKyMeHTbI, MOCTYNMBLUME B SKCMEPTHOE ydpexaeHne Ans NPOBeAEHMsT yKa3aHHbIX B YacTu 1 HacTosLen
cTaTbM 3KCNEpPTU3, noasniexar BO3BpaTy B YMOSHOMOYEHHbIN defepanbHbii OpraH WCMOMHUTESNIbHOW BriacTu
OAHOBPEMEHHO C 3aKMOYEHNAMN NO pe3yrbTaTaM yKa3aHHbIX 3KCNepTn3.

CraTbsa 25. [NloBTOpHOE NpOBEAEHNE IKCNEPTU3bI NEKAPCTBEHHbLIX CPEACTB U 9TUYECKOW SKCNepTU3bl

1. B cnyvyasx HedocTaTO4HOW OGOCHOBAHHOCTW WM HEMOMHOTHI 3aKMYEHUss KOMUCCUM SKCNEPTOB WK
coBeTa MO 3TUKe, HanMMiMss B HEM MNPOTMBOPEYMBLIX [aHHbIX, (anbCuUUKaLMN BbIBOJOB 3KCMEepTU3bI
neKapCTBEHHOro cpeacTBa U (Mnn) 3TUYECKOMN IKCNepTU3bl, COKPLITUS OT YNONTHOMOYEHHOrO dheeparnibHOro opraHa
UCMONTHUTENBHOW BACTU OCHOBAaHMWIA ANl OTBOAa 3KCrepTa BCleACTBUE ero 3aMHTEpPecoBaHHOCTU B pesyribTaTax
COOTBETCTBYHOLLEN 3KCMNEPTU3bl, HanMuMs OaHHbIX O MNPSIMOM NGO KOCBEHHOM BMeELLAaTeNbCTBE B MPOLECC
COOTBETCTBYHOLLEN 3KCMEPTU3bl NUL, HE YYacTBYIOLUMX B €€ MPOBEAEHUW, HO OKa3aBLUMX BMMSIHWE Ha Mpouecc u
pe3yrnbTaTbl ee NpoBeAeHWs!, YNONIHOMOYEHHbIM (heaeparibHbIM OpraHOM MCMOSTHUTENBHON BRacTM HasHavaeTcs
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NMOBTOPHadA 3KCMNepTM3a NeKapCTBEHHOIO CpeacTBa U (Mnu) aTudeckast akcnepTusa.

2. TlloBTopHas oaKcnepTM3a NeKapCTBEHHOrO0 cpeacTBa NPOBOAUTCA B CPOK, YCTaAHOBMEHHbLIN
YMONTHOMOYEHHbIM (hefieparnbHbIM OpraHoM MCMOJSTHUTENBHOM BRAcTU M He MpEeBbILLAOLWMIA cCopoka pabounx aHen
CO [HS NONyYeHUs1 AKCMEPTHbIM yYpeXaeHUeM 3alaHns Ha npoBedeHne NOBTOPHOM 3KCNepTU3bl NeKkapCcTBEHHOo
cpencTtBa, MOBTOPHAs 3TMYECKasd 3KCMepTu3a - B CPOK, He MpeBbilallWni naTHaguatn pabodmx OHeW Co AOHSA
nony4YyeHnsi COBETOM MO 3TMKE 3aJaHusi Ha NPoBeAEHNE NOBTOPHOW 3TUYECKOW SKCNEPTU3bI.

3. ®uHaHcoBoe obecnevyeHne BbINOMHEHUS 3a4aHWss Ha MPOBEAEHWE MOBTOPHOM  3KCMEPTU3bl
NEeKapCTBEHHOIro CpeacTBa He OCYLLEeCTBNSAETCA, U CpeacTBa, MepeyvucrieHHble paHee Ha npoBedeHue Takoun
3KCNepTM3bl, NoAnexart Bo3BpaTy B doegeparnbHbi GHoLKeT.

CraTbsa 26. YckopeHHas npouegypa aKenepTusbl NekapcTBEHHbIX CpeacTs

1. YckopeHHasi npoueaypa aKcnepTusbl JIEKAPCTBEHHLIX CPeACTB B LENAX rocy4apCTBEHHOW perncrpaumun
NeKapCTBEHHbIX NpenapaToB MPUMEHSIETCS B OTHOLUEHUM BOCMPOM3BEOEHHbIX NeKapCcTBEHHbIX npenapatoB. [pu
NpoBEAEHUN TakoW Mpoueaypbl NPEeACTaBnsATCA WHGOPMauUWsi, MOMyvYeHHas Npy NPOBEOEHUM KITMHUYECKMX
NccrefoBaHUM NeKapCTBEHHbBIX MpenapaToB M onyOrnvMKoBaHHas B CreunanM3MpoBaHHbIX NevYaTHbIX U3OaHusX, a
Takke OOKYMEHTbl, copepxalime pesynbTaTbl UccrnefoBaHus OGMO3KBMBANEHTHOCTW WM (MNM) TepaneBTUYECKON
9KBMBAIIEHTHOCTU NIEKAPCTBEHHOrO MnpenapaTta Ans MeAWMLMHCKOrO MPUMEHEHUA UNKN pe3ynbTaThl UCCNeaoBaHNS
OMOSKBMBANEHTHOCTM NIEKAPCTBEHHOIO NpenapaTa AJ1 BETEPUHAPHOro NPUMEHEHUS.

2. YcKkopeHHas npoueaypa  9SKCMepTu3bl JEKapCTBEHHbLIX CPEACTB He MPUMEHSETC B OTHOLUEHWUU
MMMYHOBMOMNOrMYECKUX JNEKapCTBEHHbIX MPenapaToB, MNpenapaToB WHCYNMHA W JeKapCTBEHHbIX Mpenapartos,
BrepBble perncTpupyembix B Poccumnckon Pegepaumm.

3. YcKkopeHHass npouegypa 3KCMepTu3bl  JIeKAapCTBEHHbIX CPEACTB  NPOBOAUTCA MO PEeLUEHWUto
COOTBETCTBYIOLLENO YNONTHOMOYEHHOrO heaeparibHOro opraHa UCMOMHUTENBHOM BNAcTU B CPOK, HE MPEBbILLALLMNA
wectugecatm paboyumx gHen. MNpu aTom aKcnepTu3a AOKYMEHTOB, COAEPXKALLMXCS B PETMCTPALMOHHOM AOCbe, ANs
NnonyyYyeHnst paspelleHnsl Ha MpPOBEAEHWE KIMHUYECKOrO WCCNedoBaHWs FeKapCTBEHHOro npenapaTta Aans
MeOMLMHCKOro NPUMEHEHMUS U 3TMYeCKasi SKCNepTU3a NPOBOAATCS B CPOK, He MPEBbLILLAKLWNA NSTHaaUaTM padboumx
OHen, 3KcnepTM3a KadyecTBa JIEeKApPCTBEHHOIO CpPEeACTBa M 3KCMEepTM3a OTHOLUEHUS OXMAAEMOW Mofb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUS NTEKapCTBEHHOrO Npenapara - B CPOK, He MPEBbILLAILLIMIA COPOKa NSATN paboymx
JOHEen.

4. YckopeHHas npoueaypa 3KCNepTuabl NIEKapCTBEHHbLIX CPEeACTB MPOBOAUTCSA B MOPSIAKE, YCTAHOBIIEHHOM
ctatbammn 17 - 20, 23 n 24 Hactoswero denepanbHOro 3akoHa, U He O3HA4YaeT CHWXeHust TpeboBaHun K
©e30nacHOCTU, KayecTBy U 3PAEKTMBHOCTI NEKAPCTBEHHbBIX NpenapaToB.

CrtaTtbs 27. PelueHne o rocygapCTBEHHOM permcTpauumn nekapCTBEHHOro npenaparta

1. B cpok, He npeBbilWaoWmi NSTU paboumx SHEWN CO OHSA NOMYyYEHWUs! 3aKIMOYEHUA KOMUCCUN IKCMEPTOB MO
pesynbTaTtaMm aKCrnepTusbl KayecTBa NEeKapCTBEHHOIO CPeaCcTBa M 3KCNepTU3bl OTHOLLEHUS OXMUAAeMOW Nonb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHUS  NEKApCTBEHHOro npenaparta, COOTBETCTBYIOLMA  YMOSIHOMOYEHHbIN
deaeparnbHbI OpraH UCMONHUTESNTbHON BNAcTu:

1) ocyLLeCcTBNSIET OLEHKY TaKMX 3aKIMOYEHUA ANA onpefeneHns X COOTBETCTBMSA 3aaHMI0 Ha NpoBedeHne
yKa3aHHbIX 3KCMepTuns;

2) NpUMHMMaET pelleHne O roCyAapCTBEHHOW perncrpaumm nekapCTBEHHOro npenapata unm ob oTkase B
rocygapCTBEHHOMN perucTpaunm nekapCTBEHHOro npenapara;

3) BHOCUT Mpu NPUHATUN pPeLIeHns O rocyaapCTBEHHON perncTpaummn nekapcTBEHHOro npenapaTa AaHHble O
3aperncTpupoBaHHOM fIEKAPCTBEHHOM rpenapaTe, B TOM yucne o hapmaueBTUYECKOM CyOCTaHLmMmM, BXOOALWEN B
COCTaB feKapCTBEHHOro npenapara, B roCy4apCTBEHHbIN PeecTp fIeKapCTBEHHbIX CPeaCTB M BbiaaeT 3asaBUTENIO
perucTpaumMoHHOe  yOOCTOBEpPEHWE  NeKkapCTBEHHOro  npenaparta, @Qopma  KOTOporo  yTBepxaaeTcs
YNOMHOMOYEHHbIM  heepanbHbiM  OpraHOM  UCMOSHUTENbHOW  BriacTW, COrMacoBaHHble  HOPMAaTUBHYHO
OOKYMEeHTaLMo, HOPMATUBHBLIN OOKYMEHT, MHCTPYKUMIO MO MPUMEHEHUIO NEKapCTBEHHOro npernapaTta U MakeTbl
NepBUYHOM YNAKOBKN N BTOPUYHOW (MOTPEOUTENBCKON) YNAKOBKN C YKa3aHWEM Ha HUX HOMepa perncrpauuoHHOro
yOOCTOBEPEHUS NTEKAPCTBEHHOTO Npenaparta U AaTtbl ero rocyJapCTBEHHON pPerncTpaumm unm B crydae npuHATUA
pelwleHns o6 OTKase B rocyfapCTBEHHOW perucTpauum nekapCTBEHHOrO npenapata yBeoMNAeT B NMUCbMEHHOW
dopme 3aaBuTens 06 3TOM € yKkazaHMeM NPUYNH Takoro oTkasa.

2. OcHOoBaHMeM fOns OTKasa B roCygapCTBEHHOM perncrpauumn IekapCTBEHHOro npenapata siBnsercs




®epeparnbHbiii 3akoH oT 12.04.2010 N 61-03
(pea. ot 25.12.2012)
"06 obpalleHnn NeKapCTBEHHbIX CpeacTB”

peLleHne COOTBETCTBYIOLErO YMNONTHOMOYEHHOro defepanbHOro opraHa MCNOSIHUTENbHOM BAAcTM O TOM, 4TO
KayecTtBO U (MnM) 9dGEKTUBHOCTE PETNCTPUPYEMOTrO JIEKAPCTBEHHOrO npenapata He MNOATBEpPXKAEHbI
NOMyYeHHbIMU OaHHLIMW UMM YTO PUCK MPUYMHEHMS Bpeda 340POBbI0 YerloBeKka MM XMBOTHOIMO BCIEACTBUE
npuema nekapcTBeHHOro npenapara npesbilaeT 3pHEKTUBHOCTb €0 MPUMEHEHMUSI.

(B pea. PepepanbHoro 3akoHa o1 11.10.2010 N 271-93)

3. Mpu rocyaapcCTBEHHOW perMcTpauun NekapcTBEHHOroO npenapaTta, BKIIIOYEHHOro B MEPeYeHb KU3HEHHO
HeOOXOAMMbIX N BaXKHENLLNX NEKAPCTBEHHbIX NpenapaToB, HEOOX0AMMbIE AaHHbIE 3aHOCSTCS B rOCYAapPCTBEHHbIN
peecTp npeaenbHbIX OTMYCKHbIX LIEeH NPOU3BOANUTENEN Ha NekapCTBEHHbIE NpenapaThbl, BKIOYEHHbIE B YKa3aHHbIN
nepeyeHsb.

CrtaTtbs 28. PernctpaumoHHoe yOoCTOBEPEHME NEKapCTBEHHOrO npenapara

1. PEFI/ICTpaLI,I/IOHHOG yaoocTtoBepeHne JekapCTBeHHOro npenaparta C ykadaHuem JeKapCTBEHHbIX (bOpM n
0O3NPOBOK BblaeTcA 6eCCp0HHO, 3a WCKNW4yeHnem perncTpaumoHHOro yaoctoBepeHnuda IeKapCTBEeHHOro
npenapara, BblAaBaemMoro CO CpPOKOM OEencTBMs NaTb NeT, Ha BrnepBble pernctpumpyemMbie B Poccurickon
CDe,qepau,MVl JIeKapCTBEHHbIE npenapaThbl.

2. Mo ncteveHnn YKa3aHHOro B 4actu 1 HacTodLen cTaTbu CpOKa BblgaeTcA GGCCpO‘-IHOG pernctpaunoHHoe
yaoocTtoBepeHune JNiekKapCTBEHHOIO npenaparta npu ycrnoBun noaresepXxneHunsa ero rocyp,apCTBeHHoﬂ perncTtpaunn.

Cratbs 29. NoaTeepaeHne rocygapCTBEHHOW permcTpaumm ekapCcTBEHHOro npenapaTta

1. lMoaTeepxaeHne rocygapCTBEHHOW perncrpaumm NekapCTBEHHOro npenapaTta OCyLecTBNAeTca npu
Bblgaye 6eCccpovHOro perMcTpaumMoHHOro0 yOOCTOBEPEHMS NEKAapCTBEHHOrO mpenapaTta B cryvyae, yka3aHHOM B
yacTtu 2 ctaTtbu 28 HacTtoswero degepanbHOro 3akoHa, B CPOK, HE NMPEBbILAWMN AeBAHOCTa paboyunx gHen co
OHA  Mony4YyeHus COOTBETCTBYIOLUM YMNOMHOMOYEHHbIM hbeaepanbHbIM - OpraHoOM  UCMOMNHUTENBbHOW BRacTu
3a8BNeHNs O MNOATBEPXKOAEHUM FOCYNapPCTBEHHOW perucTpaumuM nekapcTBeHHOro npenapata, opopMneHHoro B
COOTBETCTBUM C YacTblo 2 ctaTbn 18 HacToswero PegepanbHOro 3akoHa.

2. TlloaTtBepxaeHne rocygapCTBEHHOW perucTpaumym fiekapCTBEHHOINO Mpenaparta OCyLeCcTBRseTcs no
pesynbTataM 3KCMNepTM3bl OTHOLLEHWUS OXWOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NEeKapCTBEHHOMO
npenapaTta, a TaKKe 3KCNepTu3bl KayecTBa JIeKapCTBEHHOrO CpeacTBa, MNPOBOAUMOW B Criydae BHeCEeHUs
N3MEHEHN B HOPMATUBHYIO JOKYMEHTALMIO NN HOPMATUBHbBIA JAOKYMEHT.

(vacTb 2 B peqn. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3agBneHui0 O MNOATBEPXOAEHUN TOCYAapCTBEHHOW perucTpauMmM JekapCTBEHHOro mnpenapara
npunaralTcad AOKYMEHT, MOATBEpXOawlWmMi ynnaty rocyaapCTBEHHOW MOWMMHbI 3@ MOATBEpXOeHue
rocyapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara ans MeguuUHCKOro NPUMEHEHUS N NeKapCTBEHHOMO
npenapaTa Afs BETEPUHAPHOIO NMPUMEHEHMS!, JOKYMEHT, COAEPKALLMIA pe3ynbTaTbl MOHUTOPUHIA Ge3onacHoCcTH
neKkapCTBEHHOro npenapata, MNpPOBOAMMOro 3asButeneMm, no dopme, YCTaHOBMIEHHOW COOTBETCTBYIOLLMM
YNOMHOMOYEHHbIM  dbeepanbHblM  OpraHoM  UCMOMHUTENbHOW BnactTu. HopmaTmBHas [OKyMeHTauus unu
HOPMaTUBHbIA [OKYMEHT, MPOEKT WMHCTPYKUMU MO NMPUMEHEHUI0 NIEKapCTBEHHOrO npenapaTa, NPOeKTbl MaKkeToB
NepBMYHOM YMaKOBKM M BTOPUYHOWM (NOTPEOUTENbCKOM) YMakKoBKW FEeKapCTBEHHOrO npenapaTta npunarawTcsa K
3asBMEHNI0 O MOATBEPXKAEHUN TOCYAapCTBEHHOW perncrpauumn fekapCTBEHHOro npenapata BHOBb TOMIbBKO B
cny4vae, eCnm B HUX BHOCATCS U3MEHEHMWSI.

(vacTb 3 B peq. PepnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4. B TeyeHne pecsatn paboumx OHEW CO OHSA MPUHSTUS 3asBrEHWUs O NMOATBEPXAEHWUM TOCYAapCTBEHHOW
perncTpaumm nekapcTBEHHOro npenapata U HeobBXOAMMbIX AOKYMEHTOB COOTBETCTBYHOLLMI YNOSTHOMOYEHHbIN
hbenepanbHbIn opraH UCMOMHUTENBHOW BNACTU:

1) npoBoOAMT nNpPOBEpPKY MNOMHOTHI M [OCTOBEPHOCTU CBEAEHWN, COAepXalluMxca B nNpeacTaBeHHbIX
3asBMTENEM MaTepuanax;

2) NPUHMMaET peLleHre O NpoBefeHUn unm ob oTkase B MPOBELEHUN IKCMEPTMU3bl OTHOLLEHUS OXMOAEMON
nonb3bl K BO3MOXHOMY pPUCKY MPUMEHEHUS MNeKapCTBEHHOro mnpenapaTta, a Takke 9KcnepTusbl KayecTBa
NEeKapCTBEHHOro cpeacTsa, MPOBOAMMOWN B Criydae BHECEHWUS M3MEHEHMI B HOPMATMBHYK OOKYMEHTAUMIO WU
HOPMAaTUBHbIVA JOKYMEHT;

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

3) yBegomnsieT B NUCbMEHHOW hopMe 3asBUTENST O NMPUHSATOM PEeLleHUM UMK B CriyYae NPUHSTUS peLleHns

00 oTKa3e B NpOBEAEHMM SKCMEPTU3bI C yKa3aHMEM NPUYMH Takoro oTkasa.
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5. OcHoBaHMEM Ansi OTKasa B MPOBEAEHUN 3KCMEPTU3bl OTHOLUEHUSI OXMOAEMOW MONb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS JEKapCTBEHHOrO npenapata wM (Unn) 3KCnepTusbl KadecTBa JlekapCTBEHHOINO CpeacTBa
ABNSIETCA NpeAcTaBneHne OKYMEHTOB, YKka3aHHbIX B YacTAx 1 u 3 HacTosien cTaTby, B HEMOJIHOM OObeME MIn
OTCYTCTBWE B NpeACcTaBreHHbIX JOKYMEHTaX MCHEpPNbIBaOLLMX CBEAEHWIN, KOTOPbIE AOMKHbI ObiTb OTPAXEHbI B HUX.
(vacTb 5 B peq. ®eagepanbHoro 3akoHa o1 29.11.2010 N 313-03)

6. OkcnepTusa OTHOLUEHUS OXWOAEMOMW MOMb3bl K BO3MOXHOMY PMWCKY MPUMEHEHUS FeKapCTBEHHOMO
npenapata u (Anu) aKcnepTusa kavyecTBa fiekapCTBEHHOIO CpeAcTBa B LeNAx NOATBEPXKAEHUS rocyaapCTBEHHOWN
perncTpaumm JekapCcTBEHHOro npenapata MNPOBOAATCS HA OCHOBaHMM [OKYMEHTOB, YKa3aHHbIX B 4Yactn 3
HacTosLWEen cTaTbk, B MOpsAOKe, YCTAHOBMEHHOM 4actamm 5 - 8 cratbu 23 u ctatben 24 HaCTOSILErO
depepanbHOro 3akoHa.

(vyacTtb 6 B pen. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepuog npoBefeHus npouenypbl NOATBEPXKAEHWUSI rOCY4apCTBEHHOM perncTpauum nekapCTBEHHOrO

npenaparTa ero rpaxgaHckunii 060poT OCyLLEeCTBSAETCS Ha TeppuTtopun Poccuiickon ®egepaunn.

Cratba 30. BHeceHMe W3MeHeHWdi B [OKYMEHTbl, codepXaluMecss B PerncTpauMoHHOM [OoCbe Ha
3aperncTpupoBaHHbIi NeKapCcTBEHHbIN NpenapaT Ansg MeauLMHCKOro NpUMeHeHus

1. B uensx BHeECEHMS W3MEHEHWA B [AOKYMEHTbl, coAepXalmecss B pPEerncrpauMoHHOM [OCbe Ha
3aperMcTpupoBaHHbLIN NEKAPCTBEHHbIN npenapaTt Ans MeAWMUMHCKOro NPUMEHEHWs, 3asdBuTernb NpeacTtaBnsdeT B
YNOSTHOMOYEHHbIN dhefeparibHbIi OpraH UCMOMHUTENBHOW BNacTu 3asiBrieHne O BHECEHMM TakuMX U3MEHEHUH Mo
cdopme, yCTaHOBMEHHOW YMOMHOMOYEHHbIM (befepanbHbiM OpraHoM MCMOMHUTENBHON BAAcTU, U MPUIOXEHHbIE K
HeMy M3MEHEHUS B YKasaHHble OOKYMEHTbl, a Takke AOKYMEHTbl, MOATBepKAallwme HeobXx0AMMOCTb BHECEHUS
Takux WusMeHeHun. [puUHATME peLLUeHUs O BHECEHUU Takmx WU3MEHeHMM unn o6 OTkase B WX BHECEHUM
OCYLLECTBMSETCA B CPOK, HE NpeBblaWwmnin AeBaHOCTa paboynmx AHen Co OHSA NPUHATUS YNOSTHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOMHUTENLHOW BracTy 3asBMieHUsi O BHECEHUM Taknx U3MEHEHUI.

2. B cnyyae BHeECEHUS U3MEHEHWIA B MHCTPYKLMIO NO NPUMEHEHUIO NEKapCTBEHHOrO npenapara B OTHOLLEHUN
cBeieHMN, yKasaHHbIX B moagnyHkTax "r" - "n", "x" nyHkTa 16 yactn 3 ctaTtbm 18 HacTosiwero ®efaepansHOro 3akoHa,
B COCTaB JIeKapCTBEHHOro npenaparta Afs MeOWUMHCKOrO MNPUMEHEHUsl, U3MEHEHUA MecTa NpPOM3BOACTBA
NeKkapCcTBEHHOro npenapara 4y MegULMHCKOro NPUMEHEHMS!, N3MEHEHWSI NOKa3aTenen KayecTBa fieKapCTBEHHOMO
npenapata 4N MeANLMHCKOro NPUMEHEHNS U (MNM) METOLAOB KOHTPOIS KayecTBa JIeKapCTBEHHOro npenapara ans
MEOULMHCKOTO MPUMEHEHWS, WU3MEHEHUs CpoKa FOAHOCTW JIeKapCTBEHHOro mnpenapaTta Ans MegVLUHCKOro
NPYMEHEHNS MPOBOAWTCSA 3IKCMepTU3a NeKapCTBEHHbIX CPEACTB B YaCTW 3KCMEPTU3bl KavyecTBa feKkapCTBEHHOMO
cpencTsa u (Mnm) aKCNepPTU3bl OTHOLLEHMS 0XXMAAEMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKkapCTBEHHOIO
npenapaTta Ansa MeAuUMHCKOro npumeHeHus. B cnyyae HeoOXoauMMOCTM BHECEHWUS MHbIX U3MEHEHUN B AaHHYIO
WHCTPYKLUMIO 3KCMepTu3a fekapCTBEHHOro cpeactBa [Ans BHECEHUS TakMX W3MEHEeHMW B CBedeHus o
3aperucTpupoBaHHOM JfleKapCTBEHHOM fpenapaTe He NPOBOAUTCS.

(B pea. PenepanbHbix 3akoHoB OT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-03)

3. C 3asBneHnem o BHECEHWN U3MEHEHWUN B OOKYMEHTbI, COAepXaluMecs B PerncTpauMoHHOM [OCbe Ha
3apErMCcTPUPOBaHHbIA NIEKAPCTBEHHBIN npenapaTt Ans MeAWMUMHCKOrO NPUMEHEHUsl, Hapsay C AOKYMEHTamu,
yKa3aHHbIMM B 4acTu 1 HacTosiwewn cTaTbW, NPeACTaBMSOTCA [OOKYMEHTbl, MNOATBEPXAawowmMe ynnaTy
rocygapCTBEHHOM MOLUSMHbBI 3@ BHECEHNE N3MEHEHWI B MHCTPYKLMIO MO MPUMEHEHUIO NTEKAPCTBEHHOMO npenaparta
ON9 MeOULMHCKOIO NPUMEHEHWS, roCyaapCTBEHHOW MOLUMMHBLI 38 BHECEHME U3MEHEHUIN B COCTaB JIeKapCTBEHHOTO
npenapaTa 4nsg MeauLMHCKOro NpMMEHeHMS.

4. B TeueHue pecatM paboumx OHEW CO OHA MOCTYMNEHMSI YKa3aHHOro B 4YacTu 1 HacTosiwen craTtbu
3asBMeHNs 1 HeOBXOAMMbIX JOKYMEHTOB YNONHOMOYEHHbIV ddedeparbHbIi OpraH UCMONHUTENbHON BNacTu:

1) nNpoBOAMT MPOBEPKY MOMHOTbI M [OOCTOBEPHOCTM CBEAEHUN, COAepXKaliMxCs B NPeacTaBneHHbIX
3asgBuTENEM Matepmanax;

2) NpyHMMaeT pelleHue O NPOBEeAEHUM YKa3aHHbIX B YacTuM 2 HacToslllend CTaTbW COOTBETCTBYHOLLMX
9KCNepTn3 NekapCTBEHHOro cpeacTBa unm o6 oTkase B UX MpoBeAeHUN;

3) yBegomnsieT B NUCbMEHHOW (bopMe 3asBUTENS O NPUHATOM pPeLleHUU UMK B Criydyae NpUHATUS peLleHns
006 OoTkase B NpOBEAEHUN COOTBETCTBYIOLLEN IKCMEPTU3bI C YKa3aHNEM MPUYMH Takoro oTkasa.

5. OcHOBaHMeM Ansi O0TKa3a B NPOBEAEHUU YKa3aHHbIX B YAacTU 2 HACTOSLLEN CTaTbM 3KCMEPTU3 sIBNAETCA
npeacTaBneHne OOKYMEHTOB, MEPEYUCNEHHbIX B YacTsax 1 M 3 HacToswen cTaTbW, B HEMOSIHOM oObeme wunm
OTCYTCTBME B MpeACTaBreHHbIX [AOKYMEHTax [OOCTaTOYHbIX CBedeHur, nogTeepXaarwmux HeobxoammocTb
BHECEHUSI U3MEHEHUN.
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6. YkasaHHble B 4acTu 2 HaACTOsILLEN CTaTbu 3KCNepTusbl NPOBOASATCS B MOPSAKE, YCTAHOBMEHHOM CTaTben
23 HacTosiwero PeaepanbHOro 3akoHa.

7. B cpok, He npeBbILLALWMIA NATU pabounx OHEN CO OHSI MOMyYeHUs 3aKIioYeHUA KOMUCCUA SKCNEPTOB NO
pesynbTataM YyKasaHHbIX B 4YacTW 2 HaCTOsLEen CcTaTbM 3KCMEepPTU3, YNONHOMOYEHHbIN beaepanbHbIi OpraH
MCMNOSTHUTENbHOW BNACTU:

1) NPUHMMAET peLLeHNE O BHECEHUM U3MEHEHUI B JOKYMEHTbI, COAEpXKaLLMecs B PErMcTpaumoHHOM 4OCke
Ha 3aperncTpMpPOBaHHbIN NIEKAPCTBEHHLINA Npenapart Afs MeANLMHCKOro NpUMEHEHUs, Nnn ob oTkaze BO BHECEHUU
TakuUX UBMEHEHWI;

2) BHOCUT B rOCYyOapCTBEHHbIN PEECTp JIeKApCTBEHHbIX CPEeACTB HAa OCHOBAaHUW pPEeLUeHUst O BHECEHWUU
N3MEHEHNN B OOKYMEHTbI, COAepKalLMecs B PErMcTpaLMoHHOM OOCbe Ha 3apermcTpUpOBaHHbIN NEeKapCTBEHHbIN
npenapar 4ns MeAMLUMHCKOro NpuMeHeHus, HeobxoaMMble U3MEHEHNS U BO3BpaLLaeT UX 3asiBUTENIO.

8. OcHoBaHMeEM Onisl OTKa3a BO BHECEHWN M3MEHEHUN B AOKYMEHTbI, coaepXalinecs B pernctpauyoHHOM
JOCbEe Ha 3aperucTpupoBaHHbIA FEKAPCTBEHHLIA nNpenapaT ANns  MeOUUMHCKOrO MPUMEHEHUs, SBsieTcd
3aKknoyYeHne YrnonHOMOYEHHOro deaepansHOro opraHa WCNOMHUTENbHOW BiacTM O BO3MOXHOCTU  CHUWXKEHUSI
6esonacHocTn, kayecTBa, 3PEKTUBHOCTM NTIEKAPCTBEHHOTO CPEeACTBA B Cllydae BHECEHUSA TAKUX U3MEHEHWN.

9. [HonyckaeTcs rpaxaaHCKuin OBOpOT JEKapCTBEHHbIX MNpenapatoB Ans MeOMUMHCKOrO MNPUMEHEHNS,
NPOn3BEAEHHbIX 0O MPUHATUS YNOSTHOMOYEHHbIM dhedeparnbHbIM OPraHOM WUCMOSTHUTENbHOW BMACTU peLUeHnst O
BHECEHUN W3MEHEHMN B LOKYMEHTbI, COAEepXallnecss B PErucTpauMoHHOM AOCbe Ha Takue JeKapCTBEHHbIe
npenapaTbl, Un peLleHns 06 o0TKkase BO BHECEHNM YKa3aHHbIX U3MEHEHWA.

Ctatbs 31. BHeceHue W3MeHEHW B [OKYMEHTbI, cofepXallyecs B perucTpauyoHHOM [ocbe Ha
3aperncTpupoBaHHbIi TeKapCTBEHHbIN NpenapaT Ans BeTEpUHapPHOro NPUMeHeHNs

1. B uenax BHECEHVWST M3MEHEHUN B [OOKYMEHTbl, coAepXaluMecs B PEerncTtpauuoHHOM [JOCbe Ha
3aperncTpMpOBaHHbIN NEKAPCTBEHHLIA NpenapaTt And BETEPUHAPHOro NpUMEHEHUS, 3asiBUTENb NpeacTaBnisaeT B
YNOMHOMOYEHHbIV dhefeparnbHblid opraH UCMOMHUTENbHON BNAacTU 3asiBNEHNEe O BHECEHUW TakuX U3MEHEHUN Mo
opme, YCTaHOBIIEHHOW YNONMHOMOYEHHbIM hefepanbHbiM OpraHoM MUCMOMHUTENbHOW BRacTu, U MPUINOXEHHbIE K
HEMY M3MEHEHMS B YKasaHHble OOKYMEHTbl, a TakkKe AOKYMEHTbl, MOATBEPKAAIOWME HEOOXOAMMOCTb BHECEHUS
Takmx W3MeHeHUN. [pUHATME peLUeHNs O BHECEHUN Takmx W3MEHEeHUA unnm o6 oTka3e B WX BHECEHUM
OCYLLECTBMSIETCA B CPOK, HE MNPEBbILAWMNA OEBAHOCTA paboynmx OHEW CO OHS NPUHATUS YMOSTHOMOYEHHbIM
deneparnbHbIM OpraHoM MCMONHUTENBbHOW BIACTU 3asBfIEHUSI O BHECEHUM TaKMX U3MEHEHUN.

2. B cnyyae BHECEHWUSI M3MEHEHUN B WHCTPYKLUMIO MO MPMMEHEHMIO JIEKApPCTBEHHOro npenaparta ang
BETEPMHAPHOIO MNPUMEHEHUST B OTHOLIEHWM CBEOEHUA 00 W3MEHEHUSIX [O03UPOBKM, CPOKOB BO3MOXHOIO
NCNONb30BaHUA MNPOAYKLUN XMBOTHOrO MPOMCXOXOEHUA MOCre MPUMEHEHUs NeKapCTBEHHOro npenaparta Ans
BETEPMHAPHOrO NPUMEHEHUs NPOBOAUTCHA 93KCMEepTM3a NeKapCTBEHHOro cpeactBa AN BeTEpUHaAPHOro
npuMeHeHus. B cnyyae HeobxoAMMOCTM BHECEHUSI WHbIX W3MEHEHWA B [OAHHYD MHCTPYKUMIO 3KCnepTtu3a
nekapcTBEHHOIO CpeacTBa Ans BETEPUHaAPHOro NPUMEHEHNSA He NPOBOANTCS.

3. C 3asBneHveM O BHECEHWN U3MEHEHWU B OOKYMEHTbl, coaepxalluMeca B perucTpalmMoHHOM O0Cbe Ha
3apEerMcTpUpOBaHHbIN NEKAPCTBEHHbIM MpenapaTt ANd BETEPUHApPHOro MPUMEHEHWS, Hapsay C AOKyMEHTaMmMu,
yKasaHHbIMM B YacTu 1 HacTosiwen cTaTbW, NPeACTaBMSOTCA [OOKYMEHTbl, MNOATBEPXAAloWMe ynnaTy
rocyJapCTBEHHON MOLLUSMHbBI 38 BHECEHNE N3MEHEHWI B MHCTPYKLMIO MO MPUMEHEHUIO NEKAPCTBEHHOMO npenapara
01151 BETEPUHAPHOIr0o MPUMEHEHUS.

4. B cpok, He npeBbiwatoLwmi gecatn paboumx gHen co AHA NOCTYNNEHNs yKa3aHHOro B YacTu 1 HacTosLwen
cTaTby 3asBfEeHUsT U HEOOXOAMMBIX [AOKYMEHTOB, YMOJTHOMOYEHHbI doefeparnbHblii OpraH WCMONTHUTENBHON
BNacTu:

1) npoBogMT nNpPOBEpPKY MNOMHOTHI M [OCTOBEPHOCTU CBEAEHWN, COAepXallMxca B nNpeacTaBeHHbIX
3aaBUTENEM JOKYMEHTAX;

2) NpyvHUMMaeT pelleHMe O MpOoBeAeHUN 3KCNepTU3bl NEeKapCTBEHHOro cpeactBa Ans BeTepUHapHOro
npuMeHeHnst unm ob oTkase B ee NPoOBeAEHUN;

3) yBegomnsieT B NUCbMEHHOW (bopMe 3asBUTENS O NPUHATOM peLleHUU UMK B Criyvyae NPUHATUSA peLleHns
06 OTKa3e B NpPoOBEOEHMM IKCNEPTU3bl NIEKAPCTBEHHOIO CPeACTBa A1 BETEPMHAPHOIO NMPUMEHEHUS C YKa3aHUeM
MPUYUH TaKOro oTKasa.

5. OcHoBaHMeM Onsi OTKasza B MPOBEOEHUN 3KCMEpPTU3bl NEKAapCTBEHHOrO CpPeAcTBa Ansi BETEPUHAPHOro
NPUMEHEHNST ABMSIETCS NpeAcTaBleHne AOKYMEHTOB, yKa3aHHbIX B YacTax 1 um 3 HacTosLWEeN cTaTtby, B HEMOJTHOM
obbemMe wunM OTCYTCTBME B MPEACTaBIIEHHbIX [OOKYMEHTax [OCTaTOYHbIX CBEAEHMW, MNOATBEPXOAALMNX
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HEeoBGXOANMOCTb BHECEHUS U3MEHEHW.

6. OKcnepTu3a NekapcTBEHHOTO CPeacTBa AJsi BETEPUHAPHOIO NPUMEHEHUS B LIENSIX BHECEHUSI U3MEHEHUI B
JOKYMEHTbI, CoiepXallmecs B perncTpaLMoHHOM [0CbEe Ha 3aperMcTpMpOBaHHbIA NeKapCTBEHHLI npenapat Ans
BETEPUHAPHOIO MNPUMEHEHUS, OCYLUECTBNSETCA B TMOpPsAKe, YCTAHOBMEHHOM CTaTbel 24 HacTosLero
depneparnbHOro 3akoHa.

7. OcHoBaHVeM [O5si OTKasa BO BHECEHUM M3MEHEHWIA B AOKYMEHTbl, CoAepKallMecss B permcTpaunuoHHOM
JOCbe Ha 3aperncTpupoBaHHbIA JEKapCTBEHHbI NpenapaT Ans BETEepUMHapHOro MNpPUMEHeHUsl, SBrsieTcs
3aKI0YeHVe YMOSTHOMOYEHHOro (heaeparnbHOr0 OpraHa WCMONMHUTENbHOW BRACTM O BO3MOXHOCTM CHUXKEHUS
GesonacHocTh, kadyectBa, 3P(PEKTVBHOCTM IEKAapCTBEHHOrO npenapata Afii BeTepMHAPHOTO MPVMMEHEHUsS B
Criyvyae BHECEHWS U3MEHEHWI B yKa3aHHble JOKYMEHThI.

8. [onyckaeTcs rpaxaaHckuii 060pOT NekapCTBEHHbIX MNpenapaToB ONs BEeTepVHapHOTO MPUMEHEHWS,
NPOn3BeAeHHbIX A0 MPUHATMS YNONMHOMOYEHHbIM dheepalibHbiM OpraHoM WCMONHUTENBHOW BRACTU pelleHnst o
BHECEHUM W3MEHEHMWH B [OKYMEHTbI, COAepXaliMecs B PErucTpauuoHHOM [OCbe Ha 3apervcTpupoBaHHbIi
NeKkapCTBEHHEI NpenapaT ANs BETEPUHaPHOIo NPUMEHEHNS], UM 06 0TKa3e BO BHECEHWUM YKa3aHHbIX U3MEHEHWIA.

Ctatbs 32. OTMeHa rocyqapCTBEHHOM permcTpauuy NekapcTBEHHOroO npenapara

PeweHne o6 OTMeHe TrocyoapCTBEHHOM pernctpauuy JeKkapCTBEHHOro npenapata M WUCKIYeHUn
NIeKapCTBEHHOrO  Mpenapata M3 T[OCydapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPEACTB  MPUHMMAaeTCs
YNOMHOMOYEHHBIM (heaeparibHbIM OpPraHoOM UCMOSTHUTENBHOW BracTy B Criyyae:

1) NpeacTaBeHNsi COOTBETCTBYHOLLMM YMONTHOMOYEHHbIM dbefieparnbHbIM OpPraHOM UCMOSTHUTENIbHOWM BracTy
3aKMOYEeHNs O pucke unM o6 Yyrpose 300pPOBbI0, XU3HW 4YernoBeka WM XXUBOTHOTO MNPU  MPUMEHEHUN
NeKkapcTBEHHOro npenaparta, MpeBbllalWmnx ero 3gEeKTMBHOCTb, MO pesynbTaTam OCYLLECTBSAEMOro UM
MOHWTOpPUWHra 6e30nacHOCTU NekapCTBEHHOTo Npenapara;

2) nodayn pas3paboTYMKOM NEKapCTBEHHOIO CpeacTBa WM YMONHOMOYEHHbIM UM APYTUM OPUANYECKUM
nMUOM 3asiBNieHusi 06 OTMEHe rocy4apCTBEHHON perncTpaLuy NekapcTBEHHOro NpenapaTa;

3) HenoaTBepXOEHWUS TOCYAapCTBEHHOW perncTpauuy INekapCTBEHHOrO npenapaTta Mo WUCTEYEHWM Cpoka
[AeNCTBMS PErMcTpaLUMoHHOro YAOCTOBEPEHHS, BbIAAHHOIO Ha MATb JET;

4) HenpencTaBreHUss 3asiBUTENeM WHopMauMKu, KoTopasi MOXeT MoBreyb 3a coboii HeobXoauMOoCTb
BHECEHMSI W3MEHEHWA B [OOKYMEHTbI, COAepXalluecs B PEerucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIi
rieKapCTBEHHbIN Npenapat, B TeYeHve Tpuauati paboumnx gHer co AHA HACTYNIeHNs 3TUX U3MEHEHWUIT;

5) ocyllecTBrneHuss rocygapCTBEHHOM perucTpauum  fekapCTBEHHOro npenapata Mo  TOProBbIM
HauMeHOBaHVEM 3apErMcTpUPOBAHHOIO paHee Nog 3TUM TOProBbIM HAaMMEHOBaHWEM JIeKapCTBEHHOo NpenapaTa;

6) ocyLlecTBeHUs roCyhapCTBEHHOW perucTpauuy 3asiBUTENEeM OfHOTO M TOro e IeKapCTBEHHOro
npenapara nofd pasnuyHbIMU TOProBbIMU HAUMEHOBaHMSAMM;

7) BblHECEHUA CyOOM peLleHVMsI O HapylleHuM npaB npasBoobnagartenst o6beKToB WHTENNeKTyansHom
cobCTBEHHOCTU NpK 06palLieHUN NeKapCTBEHHbIX CPeacTB.

CraTbsa 33. [ocygapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPEACTB

1. TocygapCTBEHHBIN peecTp JNIeKapCTBEHHbIX CPEACTB COAEPXKUT MepedveHb feKkapCTBEHHbIX MpenapaTos,
NpoLleawnx rocygapCTBEHHYIO perncrpauuio, nepeveHb hapmaueBTUdecknx cybcTaHuun, BXOASLWMX B COCTaB
nekapCcTBEHHbIX NMpenapaTtoB, 1 CreayoLLyo nHOopMaLmio:

1) B OTHOLUEHMM NEKAPCTBEHHbIX NMpenapaToB:

a) HaMMeHOBaHWe IeKapCTBEHHOrO npenapata (MeXxayHapodHOe HemnaTeHTOBaHHOE WU XMMUYecKoe U
TOProBo€ HaMMEHOBaHWS);

©) nekapctBeHHasd ¢opMa C ykasaHMeM [O3UPOBKM JIEKApPCTBEHHOrO Mpenaparta M ero Konuyectsa B
noTpebnTenbLCKON yNakoBKe;

B) HAMMeHOBaHWe pa3paboTymKa NekapCTBEHHOrO NpenapaTa;

r) HaMeHOBaHWeE N agpec NPOM3BOAMTENS NEKAPCTBEHHOIO Npenapara;

) dapmakoTepaneBTUYeECKas rpynna fnekapCcTBEHHOro nNpenapara;

€) NoKa3aHus 1 NPOTUBOMNOKa3aHUSA K MPUMEHEHMIO NIEKAPCTBEHHOIO Npenapara;

) Nobo4YHbIE AENCTBUS NIEKapCTBEHHOIO Npenapara;

3) CPOK FOAHOCTW NIeKapCTBEHHOrO NpenapaTa;

n) YCNOBUSA XpaHeHns NekapCTBEHHOrO npenapara;
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K) yCnoBusi OTnycka fiekapCTBEHHOro npenapaTa;

n) Homep dhapMakonenHon cTaTbl UMK B Criydae ee OTCYTCTBUSI HOMEP HOPMAaTMBHOW OOKYMEHTauun nubo
HOPMaTUBHOIO JAOKYMEHTA;

M) OaTta rocygapCTBEHHOM perMcTpaunm ekapCTBEHHOTO Npenaparta U ero perMcTpaumoHHbI HOMEP;

2) B OTHOLEHUN (hapmaLleBTUYECKUX CybCTaHLMI:

a) HanMeHoBaHue hapmaLeBTUYECKON CyOCTaHUMM (MeXayHapoaHOe HeENaTeHTOBAHHOE UMM XUMUYECKOE U
TOProBOEe HaUMEHOBAHWSA);

0) HanmeHoBaHWe n agpec NPON3BOAMTENS hapMaLEBTUYECKON CyOCTaHLmK;

B) CPOK rogHOCTU hapmaL,eBTUYECKON CyOCTaHLmK;

r) yCroBUSl XpaHeHMs hapmaLeBTUYECKON CybcTaHLmuy;

) Homep hapmakonenHon ctaTbM UNKN B Criydae ee OTCYTCTBUSA HOMEP HOpMaTUBHOW AOKyMeHTauuu nnbo
HOPMaTUBHOIO AOKYMEHTA.

2. ®apmaueBTmdeckass cybcTaHumMs, Heucrnonb3yemasi npyv MNpOM3BOACTBE JEKAPCTBEHHbIX MpenapaTos,
MOXeT OblTb BK/MOYEHA B TOCYAAPCTBEHHbIA PEECTP JIeKapCTBEHHbIX CPEACTB Ha OCHOBaHUW 3asiBieHust
pa3paboTynka, NPON3BOANTENSA NIEKAPCTBEHHOIO CpeacTBa MO0 YNOTHOMOYEHHOTO MU IOPUAMYECKOTO finua npwm
YCNOBMU MpOBeAEeHNss B OTHOWEHUM Takonh cpapmMaueBTU4eckon cybCcTaHuuM 3KCMepTM3bl  KadvecTBa
hapmaLeBTMHECKON CyOCTaHLMM B MOPSAKE, yCTAaHOBNEHHOM cTaTben 34 HacTosiwero ®egepanbHOro 3akoHa.

3. MNopsigok BeAeHMs rocygapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACTB ANst MEANLMHCKOrO NPUMEHEHMS
N MOpPSiAOK BeAeHWs roCydapCTBEHHOIO peecTpa JeKapCTBEHHbIX CpPeacTB ANs BEeTEepUMHApPHOro MpUMEHEHUS
YyTBEPXXAAKTCA COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM heepanbHbIM OpraHoM MCMONMHUTENBHON BRacTu.

CraTtba 34. OkcnepTtusa kadectBa hapmaueBTUYECKON CybCTaHuuW, HeMcnonb3yemMon npu npov3BOACTBE
nekapcTBEHHbIX NpenapaTos

1. Ons BKkNoYeHUss hapMaLeBTUYECKON CyBCTaHLMKN, HENCMONb3yeMOIM NPy NPOU3BOACTBE NEeKapCTBEHHbIX
npenapaToB, B roCy4apCTBEHHbIA PEECTP fleKapCTBEHHbIX CPEACTB, MPOBOAUTCS IKCNEPTN3a ee KavecTsa.

2. DkcnepTv3a KayecTBa ykaszaHHOM B 4YacTM 1 HacToswewn cratby hapmaueBTUYECKOW cybcTaHumu,
COCTaBfEHNE KOMWCCUEWN IKCMEPTOB 3aAKIMOYEHUA MO pesynbTaTaM TakoOW 3KCMEpPTM3bl U WX HanpasBreHue B
YMONTHOMOYEHHbIN befeparnbHbiii OpraH UCMOMHUTENBHOW BIACTU OCYLLECTBIISIOTCS B CPOK, HE MPEBbILLAIOLLMNA
wectngecatm paboynmx [HEW CO [OHS MONYyYEHUS IKCMEPTHbIM YYPEXOEHMEM COOTBETCTBYHOLLEro 3adaHus
YMOSTHOMOYEHHOro dhefepanbHOro opraHa MCMNOMHUTENBHOW BracTu M OOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7
yacTtu 3 ctaTbu 18 HacTosiero PegepanbHOro 3akoHa.

3. [Ins npoBedeHns1 3KCMepTM3bl KayecTBa yKasdaHHOW B 4YacTu 1 HacTosilen cTtaTtbu dapmaueBTUYECKON
cybcTaHuum 3asBuTeNb NPeAcTaBnsaeT B YNONTHOMOYEHHbIN dhegepanbHbIi OpraH UCNONTHUTENbHOW BNAacTu:

1) 3asBneHnMe O BKIOYEHUNM B TOCYOAPCTBEHHbLIN pPeecTp fekapCTBEHHbIX CpeacTB  [aHHOM
dhapmaLeBTUHECKON CyOCTaHUmK;

2) OOKYMEHT, noATBepXAaloLWwuin ynnaty rocyfapCTBEHHOW MOLUMMHBLI 3a BKIIOYEHWE dapmMaueBTUYeCcKon
cybcTaHuun, Hencrnonb3yemMow Mpu MPOM3BOACTBE IeKapCTBEHHbIX MpenapaToB, B rOCYAapCTBEHHbIN peecTp
NEeKapCTBEHHbIX CPeACTB;

3) AOKYMEHTHI, yKa3aHHble B NyHKTax 4 - 7 yactu 3 ctaTbu 18 HacToswero PenepanbHOro 3akoHa.

4. B TedyeHue naTU paboumx OHEW CO OHA MPUHATMS 3asiBNEHMS O BKITHOYEHUWM yKa3aHHOW B 4actu 1
HacToswen ctatbM hapmaueBTMYECKOM CyOCTaHUMM B TrOCydapCTBEHHbIN PEEecTp NEKApCTBEHHbIX CPEACTB U
OOKYMEHTOB, NEepeYNCIEHHbIX B YacTu 1 1 NyHKTe 2 YyacTn 3 HaCTOsLLEN CTaTby, YNOITHOMOYEHHbIN deaepanbHbIv
opraH UCNoNHUTENbHON BRacTu:

1) NpoBOAMT NPOBEPKY MOSMHOThI AaHHbLIX, COAEpPXaLlmMXcsa B NPeACTaBNeHHbIX 3asBUTeNeM JOKYMEHTax;

2) NpMHUMAaET pelleHne O HanpaBfeHUN B 3KCMEPTHOE yypexaeHue 3adaHus Ha NpoBedeHne aKcnepTussbl
KayecTBa yka3aHHOW B 4acTu 1 HacTosiwewn ctatbu dhapmaueBTUYecKonW cybcTaHumuM unn ob OoTkase B TakoMm
HanpasreHuu;

3) yBeJOMNSAET B MMCbMEHHON hopMme 3asBUTENS O NPUHATOM PELLEHUM UMK B Cryvae OTKasa C yka3aHueMm
NPUYMH TaKoro oTkasa.

5. OcHoBaHMeM [Onsd oOTKasa B HanpaBlieHWM B IKCMEPTHOE YYpeXaeHue 3adaHud Ha npoBedeHue
9KCMEepTM3bl KayecTBa YyKasaHHOW B 4YacTM 1 HacTodwen craTbuM dapmMaueBTMdeckon cybcTaHumu siBnaeTcs
HenpecTaBneHne JOKYMEHTOB, MEPEYUCTIEHHBIX B YACTU 2 U MYHKTE 2 4acTu 3 HacTosLWEN CTaTby.

6. B TeueHne nsatHaguatn paboumx OHEW CO OHS MOMyYEeHWs peLleHUs YNOSIHOMOYEHHOro dedeparibHOro
opraHa MCNOoMHWUTENBHOW BNAacTh O HaMpaBreHUn B 3KCMEPTHOE YUYPEXAEeHNe 3a0aHNs Ha NpoBedeHne KCnepTusbl
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KayecTBa yKasaHHOM B 4acTu 1 HacTosien cTaTbu hapMaueBTUYECKON cybCcTaHUMM 3asdBuTenb NpeacTaBnsaeT B
9KCNepTHOE yupexaeHwe Ans NpoBedeHUs AaHHOM 3KcnepTu3bl 06pasubl dapmaleBTMHecKon cybcTaHuum B
KonuyecTse, Heo6XOAMMOM Ans BOCMPOM3BEOEHUA METOOO0B KOHTPOMS KayecTBa. OKCMepTHOe yupexaeHve npwu
nonyyeHnM obpasuoB ykasaHHOW B 4acTu 1 HacTosiew cTaTbu apmaueBTUYeckon cybcTaHuun BblaaeT
3as8BMTENIO0 JOKYMEHT, MOATBEPKAAIOLLMI MOTyYeHe 3TUX 06pasLoB, U B CPOK, HE MPEBbIALWNA Tpex paboymnx
OHEN, yBeOOMMsieT B MUCbMEHHOW ¢bopme 0O 3TOM YMNOMHOMOYEHHbIN (hbefepanbHbli OpraH WCMONMHUTENbHON
BMacTW. OTU CPOKM HE BKIOYAKOTCS B CPOK MPOBEAEHNS] [AHHOW 9KCNepPTU3bl.

7. JlOKyMeHTbI, NOCTYNMBLUME B IKCNEPTHOE ydpexaeHne Ana npoBeAeHUs aKCnepTusbl kayecTBa yKasaHHON
B yactu 1 HacTodawen crtatbMm ¢apmMaueBTU4eckon cybcTaHumm, nognexart BO3BpaTy B YMNOJTHOMOYEHHbLIN
begeparnbHbIN OpraH UCNOSTHUTENBHOM BlaCTU OQHOBPEMEHHO C 3aKMYeHUsIMU MO pesynbTatam NpoBefeHHON
3KCNepTU3bI.

8. B cpok, He npeBbIWaoWmn NaTn paboynx gHen co OHS NOMyYeHUs 3aKNiYeHNs KOMUCCUM SKCNEPTOB MO
pe3ynbTatam 3KCNepTu3bl KayecTBa ykasaHHOW B 4acTu 1 HacToslen cTaTby dhapmaueBTU4eckon cybctaHumu,
YNOMHOMOYEHHbIV dhefeparbHbliA OpraH UCNONHUTENBHON BNAcTu:

1) ocyLLEeCTBNAET OLEHKY TaKkoro 3akrnoyeHns Ansg onpeaerneHnst ero COOTBETCTBUS 3a4aHuUI0 Ha NpoBeJeHne
OaHHOW 3KCMNepTu3bI;

2) NpUHMMaeT peLlleHne O BKITKOYEHUWM YKa3aHHOW B YacTu 1 HacToslen cTaTby hapMaLeBTUYECKON
cybcTaHuumM B rocygapCTBEHHBIN peecTp NEKAapPCTBEHHbIX CPEACTB UK peLleHne 06 oTkase B TakoM BKITIOYEHWM;

3) BHOCMT nNpPW MPUHATMM pEeLIeHUs O BKIKYEHUM YyKasaHHOW B Yactu 1 HacTodAwen cratbu
dapmaLeBTNYECKON CyOCTaHUMM B FOCYOAPCTBEHHBIN pPEeecTp feKapCTBEHHbIX CPEACTB NpedyCMOTPEHHYHO
nyHKTOM 2 4actu 1 cratbn 33 HacToswero PepepanbHOro 3akoHa mMHGoOpMauMlo M yBegoMnsaeTr o0 3Tom B
NMCbMEHHON hopMe 3asBUTens.

Cratba 35. MoBTOpHOE MpeAcTaBneHve NeKkapCTBEHHOro npenapaTta, He MPOLLEALlero rocyaapCTBeHHOM
perncTpaumm nekapcTBeHHbIX NpenapaToB, Ha rocyAapCTBEHHYH PerucTpaLmio NekapcTBeHHbIX NpenapaTos

HOBTOpHoe npencraBneHne B COOTBeTCTBy}OLLI,I/IIZ yﬂOJ'IHOMO‘-IeHHbIIZ cbe,qepaanbu?l opraH NCMNONHUTENbHON
B1aCcTh J1eKapCTBEHHOIO npenaparta, He npoweatliero FOCYﬂapCTBeHHOVI perncTpaunmn nekapCrBeHHbIX npenapaTtoB
nnn nony4ymseLlero OTKa3 B yKa3aHHOl7I perncTtpaunmn n BnocnencTtemMn nogBepruierocAd MamMeHeHmo B 4actu ero
COCTaBa, pacCcMaTpumBaeTCA KaK npenctaBfieHMe HOBOrO JIeKapCTBEHHOro rnpenapara Ha ero rocyaapCrtBeHHYH
perncrtpaumntio He3aBUCMMO OT COXpPaHEeHUA ero nepBN4YHOro HaMnMeHoBaHUA.

Cratba 36. OGxanoBaHue pelleHMss 06 OTkase B Bblgaye paspelleHusi Ha NPOBEAEHME KIMHUYECKNX
nccrneqoBaHUn  NeKkapcTBEHHOro npenapata wnuv  peweHnss o6 oTkase B roCygapCTBEHHOW perncrpauun
nekapcTBEHHOro npenapara

PelueHne cOOTBETCTBYIOLLENO YNONTHOMOYEHHOMO hefepanbHOro opraHa UCNoMHUTENBHOW BriacTu ob oTkase
B Bblade paspelleHunsi Ha NpoBeaeHne KIMHNUYECKMX UCCed0BaHNM NeKapCTBEHHOro npenapara unm pelueHne ob
OTKase B rOCyJapCTBEHHOW perucTpaumu rekapCTBEHHOro npenapata MOXeT ObiTb 00XanoBaHO B MOpPSAKe,
yCTaHOBMNEHHOM 3akoHoAaTenscTBoM Poccunckon degepaunn.

Cratbsa 37. NHdopmauus, cBA3aHHasa C OCYLLECTBIIEHMEM FOCYAapCTBEHHOW perncTpaumm rekapCTBEHHbIX
npenapaTtoB, MHOPMAaLMS O 3aperncTpUpoBaHHbIX NEKAPCTBEHHbIX MpenapaTax M fiekapCTBEHHbIX MnpenapaTax,
WCKIMIOYEHHbIX N3 rOCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPEACTB

1. CoOTBETCTBYIOLLMI YNONHOMOYEHHbIV beaeparnbHbll OpraH UCNOMHUTENbHOM BRacTuM pasMellaet Ha
cBoeM odmumanbHoM camnTe B cetu "MHTepHeT" nHopmMauuio, CBA3aHHYI0 C OCYLLIECTBIEHMEM rOCy4apCTBEHHON
perMcTpaumy nekapcTBEHHbIX NpenapatoB, B TOM 4YWCNE NPOBeOEeHWEM OKCNEepTU3bl NeKapCTBEHHbIX CPEACTB,
NHOPMALMIO O 3aperMCTPUPOBaHHbLIX NEeKapCTBEHHbLIX NpenapaTtax U NekapcTBEHHbIX Npenaparax, UCKIMHoYeHHbIX
N3 rocy4apCTBEHHOro peecTpa fekapCTBEeHHbIX CPEeACTB, He No3fgHee YeM 4epe3 NATb paboumx OHeW COo AHSA
nosy4YeHns COOTBETCTBYIOLUMM YNOMHOMOYEHHbIM dhedeparibHbIM OPraHoOM UCMONHUTENBHON BNAcTK 3asBNEHUS O
rocyaapCTBEHHOW perncTpauny ekapcTBeHHOro npenapaTa.

2. Cpokun 1 Nopsaok pasmeLleHns ykasaHHoOM B YacTu 1 HacTosLwen ctatbn MHOpMaunm ycTaHaBnNMBaKTCA
YMNONIHOMOYEHHbBIM PeAeparnbHbiM OPraHOM UCTONHUTENBHON BRACTW.
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Mnasa 7. KNMHWYECKUE UCCINIEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANnA MEOULUMHCKOIO NPUMEHEHUA, AOTOBOP
OB UX NMPOBEAEHUNU, NMPABA NALUUEHTOB, YYACTBYHOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratbs 38. KnuHn4yeckue nccnegoBaHms JIeKapCTBEHHbIX NMpenapaTtoB And MeguunHCKOro npuMeHeHuA

1. KnuHnyeckne nccnegoBaHvsa nekapCTBEHHbIX NpenapaTtoB Afs MeAUUMHCKOrO NPUMEHEHUS, B TOM Yucre
MeXOyHapO4Hble MHOrOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErNCTPaLNOHHbIE, MPOBOAATCH ANS rOCyAapCTBEHHON
peructpaumm neKkapCTBEHHbIX MpenapaToB M WMHOMO npedHasHayeHWss B OQHOW WM HECKONbKMX MELMLMHCKMX
opraHusaumsax B COOTBETCTBUM C MpaBuniaMu  KIMHUYECKON MNPaKTUKKW, YTBEPXAEHHBIMW YNOSIHOMOYEHHbIM
henepanbHbIM OpraHoOM UCMOSTHUTENBHOM BNAcTX, COOTBETCTBEHHO B CReayoLmnX Lensix:

1) ycraHoBneHne 6e30nNacHOCTM NEeKapCTBEHHLIX MpenapaTtoB Ans 340POBbIX LOOPOBONbLEB M (Mnn)
NepeHoCMMOCTM WX 300POBbIMKM  0OOPOBOMbLAMM, 32 WCKITHOYEHMEM TaKMX WCCNefoBaHUA JeKapCTBEHHbIX
npenapaToB, Npou3BeaeHHbIX 3a npeaenamu Poccuiickon ®epepavuu;

2) nopbop onTMMarbHbIX [O3MPOBOK JIEKAPCTBEHHOTO Mpenapata W Kypca fedeHus Ans NaumeHToB C
onpegeneHHeiM  3aboneBaHMeM, ONTMMarbHbIX [O03 M CXeM  BakuMHauum  MMMYHOOMOMOrMyecKkumMm
NeKkapcTBEHHbIMUW NpenapaTammn 340poBbIX JOOPOBOSbLEB;

3) ycrtaHoBneHve ©6e3onacHOCTW NEKapCTBEHHOro npenapata M ero 3geKTMBHOCTM ANs NaumeHToB C
onpeneneHHbiM 3aboneBaHnem, npodunakTnyeckon 3PPEKTUBHOCTM MMMYHOOMOMOrMYECKNX FEKAapPCTBEHHbIX
npenapaToB A4S 300p0BbiX 4OOPOBOSLLEB;

4) n3yyeHne BO3IMOXHOCTM pacCLUMPEHUs NoKasaHun ONs MEeOULUHCKOrO NMPUMEHEHUS N BbISIBNEHUSA paHee
HEN3BECTHbIX NOBOYHBLIX 4ENCTBUIN 3aperMCTpPUPOBaHHbIX NEKaPCTBEHHbIX NpenapaTos.

2. B oTHOweHWn BoOCNpoOM3BEOEHHbIX NEKAPCTBEHHbIX MpenapaTtoB A MEeOULMHCKOrO MpUMEHEeHUs
NPOBOASATCA UCCrefoBaHUs OWMOSKBMBANEHTHOCTM M (MNW) TepaneBTUYECKOW SKBUBANEHTHOCTM B MNOpPSiAKe,
yCTaHOBMEHHOM YNOMHOMOYEHHbIM (heaepanbHbIM OpraHOM UCMOMNHUTENBHOW BNACTW.

3. OpraHusauuio NpoBeaeHNs KIMHUYECKNX NCCNeoBaHUM NekapCTBEHHOro npenapara ang MeauumuHCKoro
NMPVYMEHEHMS BNpaBe OCYLLEeCTBNATb:

1) pa3paboTumk NekapCcTBEHHOrO Npenapara unn ynosIHOMOYEHHOE UM NNLIO;

2) obpa3soBaTernbHble yupexaeHus BbiCLIEro npodeccrMoHaneHoro obpasoBaHus u (Mnm) obpasoBaTteribHble
yupexgeHus OOMOSTHUTENbHOro NpodeccnoHansHoOro 06pasoBaHms;

3) Hay4yHO-UCccneaoBaTENbCKNE OpraHn3aunm.

4. KnuHu4yeckune ncenefoBaHnst NekapCTBEHHbIX NpenapaToB AN MeANLUMHCKOro NPUMEHEHNs1 NPoBOAATCS B
nopsiake, ycraHoBrneHHoMm ctatbamm 20 - 22 HacToswero denepanbHOro 3akoHa, Ha OCHOBaHWUM paspeLleHns Ha
npoBefeHne KIAMHMYECKOrO  MCCNeaoBaHWsl  NIEeKapCTBEHHOrO npenaparta, BblAAaHHOMO  YNOMHOMOYEHHbIM
hbenepanbHbIM OPraHOM MUCMOMHUTENbHOW BNAcTU, B COOTBETCTBUM C LIEeNsIMU, YKa3aHHbIMU B YacTn 1 HacTosLen
cTaTbW. YNONHOMOYEHHLIN hefepanbHbIi OpraH UCNONTHUTENBHOW BNAacTU BeAEeT peecTp BblAaHHbLIX pa3peLLeHUin
Ha NpoBefeHNe KNMMHUYECKUX CCneaoBaHuM NekapCTBEHHbIX NpenapaTos, CoaepKallnii ykazaHue Ha ux Lernb 1unu
uenu, B yCTaHOBIIEHHOM 3TMM OPraHoM Mopsiake.

5. B cniyyae ocyLLeCcTBEHNs rOCyAapCTBEHHOW perncTpauun ekapcTBEHHONO NpenapaTa rocygapcTBeHHas
nownuHa 3a NpoBeAEHUE 3KCMEPTU3bl JOKYMEHTOB AMs NOMYyYEHUS pa3pelleHVMin Ha MPOBELEHMNE KITMHUYECKUX
nccregoBaHUM NEKapCTBEHHOro npenapata Ans MeOWMUMHCKOro MPUMMEHEHWS U 3TMYECKOW 3KCnepTusbl npwu
obpalleHnn 3a rocydapCTBEHHOW pervctpaument NekapcTBEHHOro npenapata B COOTBETCTBMM C UMb MIK
LUensamMu, ykasaHHbIMY B YacTu 1 HacTosILen cTaTbK, ynnaynBaeTca O4HOKPaTHO.

6. K opraHmsaLmm npoBegeHnst KNMHMYECKNX UCCNeoBaHWiA NekapCTBEHHOro npenapaTa Ans MeanuuHCKoro
nNpUMeHeHnst pa3paboTuUMKOM FEeKapCTBEHHOro npenapaTta MOryT MpuBreKkaTtbCs lopuaudeckme nuua nobon
OpraHu3aumnoHHO-NpaBoBor OpMbI NPK YCroBUK obecneveHns COOTBETCTBUSA 3TUX MCCNeaoBaHUN TpeboBaHUAM
HacTosLero ®enepansLHOro 3akoHa.

7. KnuHnyeckue uccnefoBaHus nekapcTBEHHbIX NpenapaTtoB Ang MeauLMHCKOro NpUMeHeHUsi NPOBOASATCH B
MEOMLMHCKMX OpraHu3auusax, akkpeOuTOBaHHbIX YMOMHOMOYEHHbIM heaepanbHbIM OpraHoM WMCNONHUTENBHON
BNacTu B nopsake, yctaHoBneHHoM [NpasutenscTBoMm Poccuinickon degepaumu.

8. TllepeyeHb MeOMUMHCKMX OpraHu3auui, MMEKLWMX MpaBO MPOBOAUTL KIIMHWYECKME MWCCreaoBaHus
NeKapCTBEHHbIX NpenapaToB Afs MEANLMHCKOrO NPUMEHEHWS, U PEECTP BblAaHHbIX paspelleHnii Ha NpoBeaeHne
KMMHUYECKUX MCCEeAOoBaHWN NeKapCTBEHHbIX NpenapaToB Ony0OnvKOBLIBAIOTCA M pa3MeLLaTcs YNONMHOMOYEHHbIM
deaepanbHbIM OPraHoM UCMOSHUTENBHOW BNacTy B YCTaHOBIEHHOM UM NOpSAKe Ha cBoeM oduumnanbHOM canTe B
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cetn "NIHTepHeT".

Cratba 39. MexayHapogHOe MHOrOLEHTPOBOE KMMHMYecKoe WccrnefoBaHWe nekapCTBEHHOro npenapara
Onst MeOuUMHCKOro MPUMEHEHUS WM NOCTPErnCTpaLMOHHOE KMMHUYECKOE WCCreaoBaHNEe IeKapCTBEHHOIO
npenapaTa o MeAULUMHCKOIo NPUMEHEHNsI

1. MexgyHapogHOe MHOTOLIEHTPOBOE KIIMHMYECKOE WCCreoBaHWe MekapCTBEHHOMO npenapata  Ans
MEeOULUMHCKOrO MpUMeHeHus Ha Tepputopum Poccuiickon depepaumm nnv NOCTPErNCTPaALUOHHOE KIMHUYECKOe
nccrieqoBaHue NekapcTBEHHOro npenapata Afis MeOUUMHCKOTO MPUMEHEHUA MPOBOAMTCA Ha OCHOBaHUM
paspeleHnss Ha npoBedeHMEe KIMHWYECKOr0 WCCnedoBaHWs NEKapCTBEHHOro npenapaTa, BblgAaHHOMO
YNOMHOMOYEHHbIM befieparnbHbIM OPraHoM UCMOSTHUTENBHOW BNAacTU NO pesynbTatam 3KCNepTu3bl JOKYMEHTOB,
HeobXxooMMbIX ANSA MOMyYEeHUs paspelleHnss Ha NpoBeAeHMe MEXAYHAPOAHOro MHOrOLEHTPOBOro KIMHUYECKOro
nuccnefoBaHUs  NeKapCTBEHHOro  npenapata  WNU - NOCTPErMCTPALMOHHOINO  KIUMHUYECKOro  UccrnegoBaHus
neKapCTBEHHOro npenapara, U 3TUYeCKOn 3KCNepTU3bI.

2. [Ona nonyyeHus paspelleHUs Ha NpoBefeHUe MeXAyHapoOHOro MHOrOLEHTPOBOro KMAMHUYECKOro
nccregoBaHuSa  NEKApCTBEHHOro npenapata  Ansg  MeauuUMHCKOrO MPUMEHEHUS WM MOCTPErncTpaLmoHHOro
KIMMHUYECKOrO MCCreAoBaHUS fNeKkapCTBEHHOro npenapata Ans MeauUMHCKOTO NMPUMEHEHWUSI B YMOJTHOMOYEHHbIN
degepanbHbI OpraH UCMOMHUTENBHOW BNAacTK 3asiBUTENb NpeAcTaBnseT:

1) 3asBneHne O Bblgave paspelleHus Ha MpoBeAeHne MEXAYHapOOHOro MHOTrOLEHTPOBOIO KIMHUYECKOro
nccregoBaHuSa  NEKapCTBEHHOro npenapata  Ansg  MeauuMHCKOrO MPUMEHEHUS UM NOCTPerncTpaLmoHHOro
KIMMHUYECKOro MCCreaoBaHns NekapCTBEHHOro npenapaTa Anst MegUUUHCKOro NPUMEHEHUS;

2) [OKYMeHT, NOATBepXAalolWni ynnaty rocygapCTBEHHOW MOWNWHLI 3a Bblgavy paspelleHns Ha
npoBefeHne MexayHapooHOro MHOMOLIEHTPOBOIrO KNMHUYECKOro MCCnenoBaHust NeKapCTBEHHOro npenapara Aans
MEOMWLUMHCKOrO MPUMEHEHUS UMW TFOCYOapCTBEHHOM MOLWMMHbI 3@ Bblgadyy paspelleHns Ha npoBefeHue
NOCTPErNCTPALIMOHHOIO  KIIMHUYECKOro  UCCNefoBaHMs NeKapCTBEHHOro npenapata Ang  MegULMHCKOro
NPYMEHEHNS;

3) oTyeT O OOKMMHUYECKUX UCCNEeOOBaHUAX NEKapCTBEHHOro CpPeacTBa M OTHET O MPOBELEHHbIX paHee
KMMHUYECKUX UCCefOBaHUSX NekapCTBEHHOMO nNpenapata Anst MeQULMHCKOro NPUMEHEHUS (Mpy Hanuyum);

4) npoeKkT MpOTOKoMa KIMHWYECKOTO WCCreoBaHUs FfEeKapCTBEHHOro npenapata Ans MeAWLMHCKOro
NMPYMEHEHNS;

5) 6poLutopy nccrnegoBaTens;

6) MHOPMALMOHHBIN NIMCTOK MauueHTa, YYacTBYIOLLEro B KIMHUYECKMX MCCNEedOoBaHMAX feKkapCTBEHHOMO
npenapata 4nsg MeauLMHCKOro NpMMEHeHMs;

7) cBegeHua ob onbiTe paboTbl UccrnegoBaTernien No COOTBETCTBYIOLLMM CNeunanbHOCTSM U UX OnbITe
paboTbl N0 NPOBEAEHUIO KITMHUYECKUX UCCen0BaHNN;

7.1) cBefeHUs O MeOULMHCKUX OpraHu3auusix, B KOTOPbIX npeanonaraetcd npoBedeHue KIMHUYECKOro
uccnefoBaHusl NEeKapCcTBEHHOro npenapata And  MeAUUMHCKOro MNpuUMeHeHust (NONHoe UM COKpalleHHoe
HanMMeHOBaHUs, OpraHn3aLnoOHHO-NpaBoBas opma, MECTO HaXOXAEHUS U MECTO OCYLLECTBMNEHUS AeaTEeNbHOCTH,
TenedoH, Tenedakc, agpec 3NEeKTPOHHON NOYTbI MEAULMHCKON OpraHM3aunn);

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

7.2) npegnonaraemMble CPOKM MPOBEAEHMS KMMHUYECKOrO MCCeAoBaHWs JIeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOrO MPUMEHEHUS;

(n. 7.2 BBepeH deaepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

8) konuio gorosopa 06513aTeNbHOr0 CTPaxoBaHWS, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBBLIMY MpaBuriamu
06s3aTENBHOrO CTPaxoBaHUA, C yKa3aHWeM NpeaenbHON YMCNEHHOCTU NauMeHTOB, YHACTBYOLWMNX B KITMHNYECKOM
nccnegoBaHMKM NekapCcTBEHHOMo npenapaTa Ans MeguLMHCKOro NpUMEHEHMS;

(n. 8 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

9) uHdopmaumio 0 cocTaBe NeKkapCTBEHHOro npenaparta Ans nonyyeHust paspelleHuss Ha npoBefeHune
MEeXAYHAapOAHOro MHOrOLIEHTPOBOrO KIMHUYECKOro UCcCnefoBaHns nekapcTBEHHOro npenaparta aAng MeauLmMHCKoro
NPUMEHEHNS;

10) JOKYMEHT, COCTaBMEHHbIN NMPOV3BOAMTENEM JIEKAPCTBEHHOrO Npenaparta M COAepXallMin nokasartenu
(xapakTepucTukun) iekapCTBEHHOTO Npenapara, NPoM3Be4eHHOro AN NPOBeAEHNs KIMMHUYECKUX UCCIeJ0BaHWU.
(n. 10 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3. B cpok, He npeBblWwawWwmin NATM pabounx gHEN CO OHA MPUHATUSA YKasaHHOro B nyHkTe 1 4vactm 2
HacTosLLE CTaTbM 3asiBNEHNA U HEOOXOOAMMbIX [OKYMEHTOB, YMOJIHOMOYEHHbI bedepanbHbli  OpraH
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NCNOMHUTENBHOW BNacTu:

1) npoBOAMT MPOBEPKY MONHOTbI U [OCTOBEPHOCTU CBEAEHUN, COAEPXKAaLUMXCHA B NPeacTaBfeHHbIX
3aaBUTENEM JOKYMEHTaX;

2) NpyYHUMaeT pelweHne O nNPOoBedEeHUM 3JKCMEepTU3bl [OKYMEHTOB [ONA MNOMyYeHWs paspelleHust Ha
npoBedeHne MeXayHapoA4HOro MHOMOLEHTPOBOMO KIMHWYECKOro MCCreaoBaHus NekapCTBEHHOro npenapara And
MEOVLUMHCKOTO MNPUVMEHEHUs WAn  NOCTPErMcTPauuoOHHOIO  KIMMHWYECKOro  MUCCrneaoBaHus  NeKapCTBEHHOro
npenapara Ans MeauuMHCKOro MpUMEHEHUS U 3TUYECKOW aKcnepTu3bl Nnbo o6 oTkase B NPoOBeOEHUN YKa3aHHbIX
3KCNepTns;

3) yBegomnseT B MMCbMEHHON hopMe 3asiBUTENS O MPUHATOM PELUEHUM UMK B Criydae NPUHATUA peLleHuns
06 oTKa3e C ykasaHWeMm NpUYnH Takoro otkasa.

4. OcHoBaHveM AN oTkasa B MPOBEAEHWM IKCNEepTU3bl OOKYMEHTOB AMS NOMNyYeHUs paspelleHus Ha
npoBedeHne MexayHapoaHOro MHOMOLEHTPOBOrO KMMHUYECKOrO MCCrefoBaHus NekapcTBEHHOro npenaparta ang
MEOULMHCKOTO MNPUMEHEHUS WM NOCTPErmcTpaunMoHHOro  KNWMHWYECKONO  UCCNedoBaHMsA  NeKapCTBEHHOro
npenaparta Ans MeOUUMHCKOro MPUMEHEHUS U 3TUYECKOW 3KCMEepTU3bl ABMSETCH NpeAcTaBrneHue LOKYMEHTOB,
npeayCMOTPEHHbIX 4acTblo 2 HacTOsLen cTaTbW, B HEnoriHom obbeme nMGO OTCYTCTBME B MpeacTaBMeHHbIX
AOKyMEHTax MCYeprblBaloLWeEro nepeyHss HeobxoaWMbIX CBeOEHUN WM MHAOpMauMK, KOTOpble OOMXHbl ObiTb
OTpaXeHbl B HUX.

5. MNpoBeaeHve akcnepTu3bl AOKYMEHTOB Af1S MOSMyYEeHUss paspeLleHns Ha npoBedeHue MexayHapogHOro
MHOIOLIEHTPOBOTO KIMHWYECKOro UCCcneaoBaHns nekapcTBEHHOro npenapara Ans MeaMLUHCKOro NPUMEHEHNS Unm
MOCTPErMCTPALMOHHOTO  KMWHWYECKOrO  WCCMEeAOBaHWA  feKapCTBEHHOro npenapata  Ans  MeAULMHCKOro
MPUMEHEHNS W 3TMYECKOMW 3KCMepTM3bl W Bbldaya paspelleHns Ha npoBeAeHMe  MeXAyHapOaHOoro
MHOFOLLEHTPOBOrO KITMHUYECKOro UCCNefoBaHNsA NekapCcTBEHHOrO npenaparta Ansg MeauuMHCKOro NpuMeHeHns nnm
NOCTPErnMCTPaLMoOHHOIO  KITMHUYECKOro  UCCrefoBaHUsA  NeKapCTBEHHOro npenapata  Ans  MeOULMUHCKOro
NPUMEHEHUS OCYLLLECTBNSAOTCA B NOPsiAKe, YCTaHOBNEHHOM cTaTbsiMu 20 - 22 HacTodAwero PefepanbHOro 3akoHa.

6. PeweHuns o6 oTkase B NpoBeeHMMN IKCNEPTU3bI AOKYMEHTOB ANs NONyYeHNs pa3peLlueHns Ha npoBedeHue
MeXOyHapOAHOIro MHOrOLEHTPOBOIO KIMHUYECKOrO UCCNEeaoBaHWUs NeKapCcTBEHHOroO npenapara Ansg MeanuUHCKOro
NPUMEHEHUS WU NOCTPErMCTPaLMOHHOIO KIMHUYECKOro WCCrefoBaHUs JleKapCTBEHHOro npenaparta  ans
MEANLMHCKOrO NPYMEHEHUs N 3TUYECKOW 3KCNEPTU3bl U B BbiAaye paspelleHns Ha npoBedeHne MexayHapoaHoro
MHOIOLLEHTPOBOIO KITMHWYECKOro UccneaoBaHnsa fekapcTBEHHOro npenapara And MeAMLUHCKOro NPUMEHEeHNs Unm
MOCTPErMCTPaLMOHHOTO  KMMHWYECKOro  WCCNEedOBaHWA  feKkapCTBEHHOro npenapata  Ans  MeAgULMHCKOro
npUMeHeHns MoryT BbITb 0BXanoBaHbl B NOpsake, YCTaHOBIEHHOM 3akoHoAaTensctBoM Poccuiickon depepauun.

Cratbs 40. MNpoBeaeHne KNMHUYECKOTO UCCredoBaHWUsA NeKapCTBEHHOro npenapaTta ans MeOuLMHCKOro
NpUMeHeHnst

1. PykoBoautenb MeOWLMHCKOW OpraHuvsauuu, KoTopad nNpoBOAUT  KINUHWYECKOoe WUCCredoBaHue
nexkapcTBEHHOro npenaparta and MeauMuUUHCKOro NpUMEHEHUs, HasHavaeT uccrnegoBaTensi, OTBETCTBEHHOrO 3a
NpoBeAEHNE TaKOro UCCNeAoBaHNs M MMEKLWEro nevyebHyo cneumanbHOCTb, COOTBETCTBYHOLLYIO MPOBOAMMOMY
KMMHUYECKOMY WCCNEeAOBaHNIO NIEKAPCTBEHHOrO MpenapaTta, Co CTaxeM paboTbl MO MporpamMmam KIMHUYECKMX
nccnegoBaHWM NEKapCTBEHHBLIX MpenapaTtoB HE MeHee 4YeM NSATb NeT U MO ero NpeasioKeHUo HasHadvaeT
couccriefoBaTtenen 3 Ynucna Bpaven 3Ton MeanLMHCKON OpraHn3aumm.

2. NccnepoBartenb oCyLLeCTBNSAET BbIOOP MaLMEHTOB, KOTOPbIE MO MEAULMHCKAM MOKa3aHUsM MOryT ObiTb
NnpuBreYeHbl K Yy4yacTUIO B KIMHMYECKOM WCCMEAOBaHUM JEKApCTBEHHOrO npenapata ans MeauLMHCKOro
NPUMEHEHNSI.

3. WccnepoBatenb u couccrnenoBaTteny OOSMKHbI ObITb O3HAKOMIMEHbI C pe3ynbTaTtaMy AOKMIMHUYECKOro
nccnenoBaHMs NeKapCTBEHHOrO CpeacTBa, coaepXkalmmmncsa B Gpolutope uccrniegoBatens, NpOeKkToM MpoToKona
KNUHUYECKOro WCCMeAoBaHUSA NeKapCTBEHHOro npenapata Ansg MeguuMHCKOro NpUMeEHEHUsl, pas3paboTaHHbIM
pa3paboTYMKOM feKkapCTBEHHOro npenapaTta UM MHbIM OPUONYECKUM TULIOM, MPUBEKAEMbIM K OpraHu3auuun
NpPoBeOEHNS KITMHMYECKOro MCCrneaoBaHUsA NeKapcTBEHHOro npenaparta aAnd MeauMUUHCKOro MNPUMEHEHUd, 1
OpyrumMu matepuanamMmy Takoro UCcreoBaHuns.

3.1. PykoBoguTenb MeAWLMHCKOW OpraHu3auun B CPOK, HE MpEBbIAWMN Tpex paboumx OHen Co AHSA
Hayana npoBedeHNsT KITMHMYECKOro UCCreqoBaHNs NIeKapCTBEHHOro npenapara Ansg MeguuuHCKOro NpUMeEHEHMs,
coobuiaeT 06 3TOM B YNONMHOMOYEHHbIA hedeparnbHbIi OpraH UCMONTHUTENbHOW BNAacTW, BblgABLUMA pa3peLleHmne
Ha NpoBeAeHne Takoro UccrieqoBaHusl, Mo YCTaHOBMEHHON UM dhopme.

(vacTtb 3.1 BBegeHa PenepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)
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4. OpraHusaumv, OCYLLECTBASOWME  OpraHMsaumio  MpOBEOEHUA  KIMMHUMYECKOrOo  UCCreaoBaHusA
neKkapCcTBEHHOro npenapaTta And MeAWLMHCKOro NMpUMEHEHUS U yKasaHHble B 4YacTu 3 ctatby 38 HacTosLero
depepanbHOro 3akoHa, B cnyvae HeobxXxoaAMMOCTM BHECEHMS UBMEHEHWI B NPOTOKON KIMMHUYECKOrO MCCreaoBaHus
NEKaApCTBEHHOro Mpenapata [Ans  MeAWLMHCKOro MpuMeHeHust coobwaT o0 9ToM B YNOMHOMOYEHHbIN
degepanbHbIi OpraH MCMOMHUTENBHOW BNAacTW, BbiAaBLUMIA pa3peLleHre Ha NpoBedeHne Takoro MCCrneaoBaHus,
no ycTaHoBneHHOW UM dopme.

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

4.1. dopma coobLLeHNsi O BHECEHUN U3MEHEHMI B MPOTOKOS KITMHUYECKOTO MCCnefoBaHNs NEKapCTBEHHOIo
npenapaTa 4ns MeauLMHCKOro NpMMeHeHns OOMKHa cogepXXaTb cnegyowme CBeAeHNS:

1) HaMMeHoBaHWe, NOEHTUUKALNOHHBIA HOMEpP 1 JaTa NPOTOKONa KITMHUYECKOro NCCreg0BaHus;

2) [aTta BHECEHUS N3MEHEHWI B MPOTOKOS KIMMHNYECKOro NCCNEeA0BaHUS;

3) HaMMEeHOBaHNE N MECTO HaAXOXAEHUS 3asiBUTENS;

4) HaMMeHOBaHWe opraHn3auun, NPUBNEYEHHON pa3paboTYNKOM NIEKapCTBEHHOIO Npenapara kK opraHusawmm
NPOBEAEHUS KITMHUYECKOTO NccreoBanus (Mpu Hanmumm);

5) HaMMeHOBaHMsi U MecTa HaxXOoXOEeHUs MEeOULUHCKMX OpraHv3auui, B KOTOPbIX MPOBOAUTCA KIMHUYECKOE
nccrnegoBaHue;

6) AaTa Bbligauun paspeLLeHnst Ha NPoBeaeHNE KIMHUYECKOrO UCCNEAOBaHNSA 1 HOMEP 3TOr0 paspeLUeHus;

7) N3MEHEHMS, BHOCUMbIE B MPOTOKOS KITMHNYECKOIO NCCregoBaHus.

(vacTb 4.1 BBegeHa deaepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

5. B cpok, He npeBblakLWnin TpuguaTtn paboumx gHen co AHsI MONyYeHUs yka3aHHOro B YacTu 4 HacTosILLEN
cTaTby COOOLLEHMS, YNONTHOMOYEHHBLIN dhedeparnbHbIi OpraH WCMOSTHUTENbHOW BIlacTM paccMmaTpuBaeT 3TO
coobLieHne B YCTaHOBMEHHOM MM MOpsigKe M MNPUHMMAaeT peLlleHMe O BHECEHWN W3MEHEHW B MPOTOKON
KNUHUYECKOro MCCrefoBaHns NeKapCTBEHHOro npenapara Ans MeguuuHCKOro npumeHeHns unu ob oTkase BO
BHECEHUW TaKUX U3MEHEHUIA.

6. KnMHuyeckoe nccnefoBaHne fnekapCTBEHHOIO npenapara Ans MEQULUHCKOrO NPUMEHEHUS MOXET ObITb
NMPUOCTaHOBIIEHO MMM MNPEKpPaLLeHO, ecnv B MpoLiecce ero npoBefeHust obHapyXeHa OMacHOCTb ANsl KWU3HW,
340pOBbsl NauueHToB. B crnyvyae BO3HWKHOBEHWSI OMACHOCTU AN XU3HW, 340POBbS NauueHTa, y4yacTBYHOLLEro B
KMMHUYECKOM MWCCNEeAOBaHWM NEKAPCTBEHHOro mnpenapata Ans MeOMUWHCKOro MNMPUMEHEHUs, uccriegoBaTenm
065a3aHbl NponHdopMmnpoBaTb 06 3TOM PYKOBOAUTENSA MEAMLIMHCKOW OpraHv3auuy U opraHu3aumio, nonyvymBLLyHO
paspeLleHne yrnosIHOMOYEHHOro dreeparnbHOro opraHa MCMOMHUTENbHOW BRAacTU Ha OpraHu3auuio nNpoBeAeHus
KMMHUYECKOrO MCCMedoBaHMs TEeKapCTBEHHOro npenapaTta. PeweHne 0 nNprOCTaHOBMEHUM  KITMHWYECKOTO
nccregoBaHuSA  MekapCTBEHHOro npenapata  And  MeauuMHCKOrO  MPUMEHEHUS MPUHMMAlOT  PyKOBOAWUTENb
MEeOULUMHCKON OpraHv3aumy u (Unv) opraHu3auusi, NonyyYmBLIAs paspelleHne YNorHOMOYEHHOro dedeparnbHOro
opraHa WCMNOMNHUTENbHON BRNAcTU Ha OpraHM3auuvio NPOBEOEHUS KITMHUYECKOro UCCrneaoBaHUs feKkapCTBEHHOro
npenapaTta Ang MeOUUUHCKOrO MNPUMEHEHUs, pelleHMe O MpeKpalleHUn Takoro WCCRedoBaHUA NpUHUMaeT
YMONTHOMOYEHHbIN dedeparnbHbIi OpraH WCMNOMHUTENBHOW BMAacTM Ha OCHOBaHWMM COOOLLEHMS B MMCbMEHHON
¢dopmMe  pykoBOAMTENS  MEOMLMHCKOW  OpraHusauum UnM  opraHuvsauusi, nonyuyvBllas  paspelueHue
YNOMHOMOYEHHOro heepansHOro opraHa UCNOMHUTENBHOW BRacTU Ha OpraHvM3auuio NpoBeAeHUsT KIMHUYECKOro
nccrnegoBaHus NekapCTBEHHOMO Npenaparta Ans MegULMHCKOro MPUMEHEHUS.

7. B cpok, He nMpeBbllAWMA MATM paboumx [HEW CO [AHA 3aBEPLUEHWUsl, MPUOCTAHOBMEHMS UIU
npeKkpaLweHnst KIMHWYECKOrO MWCCredoBaHMs FeKapCTBEHHOrO Mpenapata Ans MEeAWUMHCKOrO MpUMEHEHUS,
coobueHne 06 3TOM HampaBnseTcd oOpraHvM3auusiMi, YyKasaHHbIMM B 4Yactu 3 cTatbuM 38 HacToswero
depepanbHOro 3akoHa, B YNOJTHOMOYEHHbIN doefeparbHbii OpraH UCMONTHUTENbHOW BAACTU MO YCTaHOBIEHHOW UM
copwme.

8. ®opma coobLLeHnsa 0 3aBepLUEeHM, MPUOCTAHOBNEHNN UNKN NMPEeKpaLLeHMn KIMHUYECKOro NccneaoBaHus
NeKapCTBEHHOro npenapara aAng MeguuUHCKOro NPMMEHEHUS OOSKHA COAepXaTb:

1) mHdopmauuo 0 MEeAMLMHCKOW OpraHuM3auum unn MeguuUHCKUX OpraHmsauusx, npoBOAMBLUMX OaHHOE
nuccnenoBaHue;

2) onucaHne 4aHHOro uccneaoBaHus;

3) paHHble wuccregoBaTens (damunusi, MMs, OTYECTBO, MeCTO paboTbl, 3aHMMaeMasi [LOJPKHOCTb,
cneumanbHOCTb, CTaX paboTel MO MNporpaMmam KIMHUYECKUX WCCNEedOBaHMM JIEeKapCTBEHHbIX MpenapaTos,
nepeyveHb KNMHUYECKUX NCCIe0BaHN NIEKapCTBEHHbIX NPenapaToB, B KOTOPbIX OH NpWHMMan ydactve (nepvogpl
yyacTusl) B Ka4ecTBe uccregoBaTens unm couccriegoBarens);

(B peq. PepepanbHoro 3akoHa ot 11.10.2010 N 271-03)
4) pesynbTaT [OaHHOIO WCCregoBaHUS (3aBeplueHWe, MPUOCTaHOBMEHUE WNWM MpekpaleHue OaHHOro
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nccnefoBaHMs C ykasaHMeM WX MPUUMH UM BRUSIHUS Ha OLEHKY €ero pesynbTaTtoB, OOLLYI0 OLIEHKY pucka U
OXnaaemonm nonb3bl OT NPUMEHEHWs UccneayemMoro NnekapCTBEHHOro npenaparta, a Takke npegnonaraemble
AanbHenwmne 4encTeums).

9. YNOnHOMOYeEHHbI hefepanbHbli OpraH MCMONHUTENbHOM BracTu OnyGrMKOBLIBAET U pasmeLLaeT Ha
cBoeM odmumansHoMm cante B ceTu "MIHTepHeT" coobLueHne 0 3aBepLUEHNN, MPUOCTAaHOBIIEHNN UIK NMpeKpaLLeHUn
KMMHUYECKOrO UCCReoBaHUSA JIeKapCTBEHHOro npenapata Ans MeAWUMHCKOrO MPUMEHEHUMS B CPOK, He
npeBbIWaLLNA NATU pabounx OHEN CO OHS ero NoslydeHusl, B yCTAHOBIEHHOM UM MOpPSiaKe.

10. YNormHOMO4YeEHHbIN doeaepanbHbIl OpraH WCMOMIHUTENBHOM BIAcTUM OCYLLECTBMSIET BeAeHWe peecTpa
nccriegoBatenen, NPOBOASALMNX UM NPOBOAMBLUMX KNMHMYECKNE UCCNEeAOBaHMS fiekapCTBEHHbIX NpenapaToB And
MEOULMHCKOTO MPUMEHEHWS, B COOTBETCTBUM C YTBEPXKAEHHBbIMW MM MNpaBunamu 1 pasmellaeT ero Ha CBOeM
ouumanbHoM cante B cetu "MIHTepHeT" B YCTaHOBMEHHOM WM mnopsgke. YKasaHHbI peecTp CcogepXut
NHopMaLMIo, NPeayCMOTPEHHYO MYHKTOM 3 4acTu 8 HacTosALWwen cTaTbu.

11. OT4yeT 0 pesynbTaTax KMMHUYECKOro UCCrefoBaHWs NekapCTBEHHOro npenaparta Ans MeauLMHCKOro
NPUMEHEHUS COCTaBMAETCH opraHu3aumen, ykasaHHoW B Yactu 3 ctatbn 38 HacToswero ®defepanbHOro 3akoHa,
Ha OCHOBaHWW 3aKIYEHU MeOMULIMHCKUX OpraHu3auuin, NpoBOAMBLUNX 3TO UCCrefoBaHWe, U npeactaBnseTcs B
YMONTHOMOYEHHbIN doefeparnbHbI OpraH UCMOMHUTENBHOW BNAcTW, BbiAABLUMIA pa3peLleHne Ha NpoBedeHne 3TOro
nuccrnefoBaHus, B CPOK, He MPEeBbILWAWMIA TPEX MECALEB CO OHSl ero 3aBepLUEeHWUsl, MPUOCTaHOBMEHUSA WU
npekpalleHuns, B nopsigke, yCTaHOBMEHHOM YMONTHOMOYEHHbBIM dheeparnibHbIM OpraHoOM UCMOSTHUTENBHON BNacTu.

12. HapyweHne npaBun  KIMHWMYECKOW MpakTukM, danbCcudukauma pesynbTaTtoB  KIMHUYECKOro
nccregoBaHus NekapcTBEHHOrO npenapaTta s MeAULUHCKOro NPUMEHEHNs BIEKYT 3a COBOM OTBETCTBEHHOCTL B
COOTBETCTBMM C 3aKOHOZATeENbCTBOM Poccunckon ®epepauun.

13. lpn npoBegeHUN KIMHUYECKOrO WCCMNEeAOBaHUSA IeKapCTBEHHOro mnpenapata Ans MeguuMHCKOro
nNpMMeHeHns gonyckaeTcs 3abop y naumMeHToB Bruonornyeckmx matepmnanos (obpasubl GUONOrMYecKknx XnagKocTen,
TKaHeW, CEKPETOB U NMPOAYKTOB XWU3HEOEeATENBHOCTM YenoBeka, (nU3NoNorniyeckux 1 NaTonormyeckmx BolaeneHun,
Ma3KoB, COCKOOOB, CMbIBOB, MMWKPOOPraHM3moB, OMWOMCUIAHbIA MaTepuan) Ans WX WU3YyYeHUs Ha Tepputopun
Poccuiickon depepaumm n (unn) 3a npegenamu Tepputopumn Poccuiickon depepaumu.

14. Topsagok BBO3a Ha Tepputoputo Poccuiickon ®Pefepauum u BbiBO3a 3a Npedensl TeppuTopun
Poccunckon ®Pepepaumm  Guonormyeckux matepuanoB, MOMYYEHHbIX NPW  MPOBEOEHUM  KITMHMYECKOTO
nccrnegoBaHus NekapCcTBEHHOro npenapaTa Ans MeAUUMHCKOrO NpMMEHEHMs, ycTaHaBnmBaeTcs [paBuTenscTBOM
Poccuiickon ®egepaumn.

Crtatbs 41. [oroBop O NpOBEAEHUM KIMHWUYECKOro WCCRedoBaHMs NeKapCTBEHHOro npenapaTta Ans
MELMLMHCKOro NpMMEHEHUs]

1. KnuHunyeckoe uccnegosaHme nekapCcTBEHHOro npenapaTta Angd MeanMUMHCKOro NpMMEHEeHNs NPOBOANTCA B
COOTBETCTBMM C [OrOBOPOM O MPOBEAEHUU KIUHUYECKOro WCCNeAoBaHUSA feKkapCTBEHHOro npenapaTta Ans
MEeOMLMHCKOro NPUMEHEHUs, 3aKryaeMbliM Mexay opraHusaumen, nonyyvmBlLLen paspeLleHme YyrnonHOMOYEHHOro
denepanbHOro opraHa WCMNONHUTENBHOW BRACTUM Ha OpraHuM3auuvio MNpoBedeHWd TaKoro uccrnegoBaHus, u
MEeOULMHCKON OpraHvM3aumnen, OCyLLECTBISIOLLEN NPOBEAEHNE TAKOTO NCCIES0BaHMS.

2. [JoroBop O MPOBEAEHUWN KIMHUYECKOrO MCCreAoBaHWs JIEeKapCTBEHHOro npenaparta Ans MeguuUHCKOro
NPVYMEHEHNS JOIMKEH COaepXaThb:

1) ycrioBums n Cpoku NpoOBEAEHNS AHHOIO NCCreg0BaHuNS;

2) onpegeneHve obwen CTOMMOCTM MNporpaMMbl AaHHOrO WCCNeaoBaHWs C  yKa3aHWeM CyMMbl,
npegHasHavaloLencs Ans BbinnaTt uccrnegoBartensm, comcecnegoBsatensm;

3) onpepgenenne dopmbl NpeacTaBneHus pesynbTaToB [aHHOMO UCCNeaoBaHWMs B YNOMIHOMOYEHHbIN
denepanbHbI OpraH UCNONHUTENBHON BNAcTu.

Cratbsa 42. ®uHaHcoBoe obecrnedeHne KIMHUYECKOro MccneaoBaHus NeKapCTBEHHOro npenapara ansa
MeaNLMHCKOro npuMeHeHn4

durHaHcoBoe obecneyeHne KIMHUYECKOro MCCredoBaHMs NEeKapCTBEHHOro npenaparta Ans MeguuuHCKOro
NMPUMEHEHMS OCYLLECTBNSIETCSH 3a CYET:

1) cpeacTB degepanbHoro GrooxkeTa;

2) cpencTB opraHu3aLmi, NonyYMBLUMX paspeLleHne Ha opraHusauunio NpoBedeHUs 4aHHOro UCCneaoBaHus,
B COOTBETCTBMM C YCINOBUSIMY [OroBOpa O ero NpoBeaeHnu;




®epeparnbHbiii 3akoH oT 12.04.2010 N 61-03
(pea. ot 25.12.2012)
"06 obpalleHnn NeKapCTBEHHbIX CpeacTB”

3) MHbIX He 3anpeLLeHHbIX 3akoHoaaTenscTBoM Poccunckon ®egepanmm NCTOYHUKOB.

Cratbsa 43. I'IpaBa nauyneHToB, y4YacTBYHOLWMNX B KIMMHUYECKOM UCCnegoBaHUM NeKapCTBEHHOro npenapara
ana meamumMHCKOro npuMmeHeHuna

1. YyacTMe naumMeHTOB B KIMHUYECKOM WCCMELOBaHUM JIEKapCTBEHHOrO npenapata Ans MeAWLMHCKOro
NPYMEHeHUs aBnsieTcst JOOPOBOMBHBIM.

2. lMaumneHT nnm ero 3aKOHHbIN NpeacTaBUTENb JOIDKEH ObiTb MHOPMUPOBAH B MMCbMEHHOM hopMe:

1) 0 NnekapcTBEHHOM MpenapaTe 4S9 MEAMLUHCKOro NPUMEHEHNST N CYLLHOCTU KIMHNYECKOro MccnegoBaHuns
3TOro NekapcTBEHHOro npenapara;

2) o ©e3onacHOCTU NneKapCTBEHHOro npenapata Ans MeAUUMHCKOrO MNpPUMEHEHWs, €ero OXuaaemomn
3 PEeKTUBHOCTM M CTENEHN pUCKa ANSA NALMEHTa;

3) o6 ycnoBusix ydacTus naumeHTa B KIMHUYECKOM MWCCreAoBaHWMM FeKapCTBEHHOrO npenaparta Ans
MEeOULMHCKOrO NPUMEHEHUS;

4) 0 Uenu unu Uensax n NpoaoIPKUTENBHOCTU KITMHUYECKOTO UCCINeAOBaHMSA NeKapCTBEHHOMO Npenapara Ans
MEOULMHCKOrO MPUMEHEHUS;

5) o gencTBMAX NauneHTa B criyvyae HenpeaBuaeHHbIX 3 EKTOB BNNAHMS NTEKapCTBEHHOMO nNpenapaTa Ans
MEeOULMHCKOrO NPUMEHEHUST HA COCTOSIHNE €ro 340POBbS;

6) 06 ycrnoBusx 06a3aTenbHOro CTPaxoBaHMWS XXU3HN, 300POBbA MALMEHTA;

7) O rapaHTUsiX KOHMAEHUNANbHOCTN y4acTus naumeHTa B KNMHUYECKOM MCCNEeAoBaHWUM fiekapCTBEHHOMO
npenapata 4ns MeauLMHCKOro NpuMeHeHMs.

3. [HobpoBonbHoOe cornacve nauuMeHTa Ha y4yacTMe B KIMHMYECKOM WCCNeaoBaHWMM fEeKapCTBEHHOro
npenapaTta ang MeOMUMHCKOrO NPUMEHEHUs NOATBEPXKAAETCS €ro MOoANUCLI0 UM NOAMUCHLI0O €ro 3akOHHOro
npeacraBuTenst Ha MHPOPMALIMOHHOM NNCTKE NauneHTa.

4. TlaumMeHT unu ero 3aKoHHbLIN NPEeACTaBUTENb MMEET MpPaBO OTKa3aTbCA OT y4acTus B KIMHUYECKOM
nccrnegoBaHUM NEKapCTBEHHOrO Mpenapata Ans MeguumMHCKOro NpUMMEHeHMst Ha nbon cTagum npoBedeHust
Takoro uccriejoBaHus.

5. lNpoBeaeHne KIMHMYECKOro NCCNeoBaHNs NIEKapCTBEHHOMO npenaparta A MeQUUMHCKOro NpYMeEHEHNs
C y4acTMeM B KayecTBe MaumeHTOB AeTeln JOoMyCcKaeTcs TOMNbKO C cornacus B NMCbMEHHOW hopMe nx poautenen,
ycblHoBUTENEW. [leTn mMoryT paccMaTpvBaTbCA B KayeCTBE MOTEHUManbHbIX MaUMEHTOB Takoro MccreoBaHus,
TONbKO €CNu ero npoBefeHne HeobXxoaMMO ANs YKpenneHms 300poBbs AeTen unv npounakTukm MHAEKUMOHHBbIX
3aboneBaHnii B OeTCKOM BoO3pacte Nnbo ecnu Lenbilo Takoro UCCrefoBaHusA SABMSETCH MOMyyYeHue AaHHbIX O
Haunyylen 4o3MpoBKe NeKapCTBEHHOMO npenapara And nedeHus geten. B atux cnyyasx Takomy uccrnegoBaHuio
OOIMKHO MpedLlecTBoBaTb KIMHUYECKOE UCCnefoBaHMe JNeKapCTBEHHOro npenapata  Ans  MeguLMHCKOro
NPUMEHEHMS1 HAa COBEPLUEHHONETHMX rpaxaaHax.

6. 3anpeLLaeTca npoBeAeHVE KINMHUYECKOro UCCnefoBaHWs NekapcTBEHHOro npenapara anis MeauumuHCKoro
NPUMEHEHUs ¢ y4acTUeM B KayecTBe NaLneHTOB:

1) oeTen-cnpoT n AeTen, ocTaBunxcsa 6e3 nonevyeHns pogutenen;

2) XeHWWH B nepuvod 6epeMEeHHOCTU, XEHLMH B Mepuog rpygHOro BCKapMMBaHMWS, 3a WCKYEHUEM
Cry4yaeB, ecnv MpOBOAWUTCH KIMHUYECKOE WUCCMefoBaHWEe NeKapCTBEHHOrO npenapara, npegHasHa4YyeHHoro Ans
YKa3aHHbIX >KEHLUMH, MpW YCNoBMM HeobXxoaAMMOCTM MONydeHust MHopmaumy TOMbKO BO BpPEMsi NMPOBeOeHMs
COOTBETCTBYIOLUNX KIMHWYECKUX WCCMEAOBaHWN U MPUHATMS BCEX HeOOXOOUMbIX MEep MO MCKIHYEHWMIO pucka
HaHeCeHus1 Bpeda XeHLyHe B nepnod 6epeMeHHOCTH, KEHLLUHEe B Neprog rpyaHOro BCKapMivMBaHus, niogy vnm
pebeHky;

3) BOeHHOCNYXaLUUX, 3a UCKMIOYEHNEM CIlyYaeB NpoBeaEeHUS KITMHUYECKOro MCCNefoBaHus NeKapCTBEHHOrO
npenapaTa, cneuuanbHO pa3paboTaHHOro ANA NPUMEHEHWS B YCNOBUSX BOEHHbIX OENCTBUW, Ype3BblYalHbIX
cuUTyauun, NpoUNaKTUKM U nevyeHns 3aboneBaHunm U MOopaKeHWN, MONyYeHHbIX B pesynbTaTe BO3AENCTBUSA
HebnaronpuATHLIX XMMUYECKNX, BUONorMyecknx, pagmaunoHHbIX akTopoB. KnnHuveckoe uccrnefoBaHue Takoro
NneKapCTBEHHOro npenapara MOXeT MNpOoBOAMTLCA C yvaCcTMeM B KayecTBe MauVeHTOB BOEHHOCMYXalmx, 3a
WCKIMIOYEHMEM BOEHHOCITYXaLLUMX, MPOXOASALMX BOEHHYIO cry0y no npusbiBy, C cobniogeHneMm TpeboBaHui,
YCTaHOBMEHHbIX HacTosAwmum degeparnbHbIM 3aKOHOM B OTHOLLEHUW FpaX4aHCKUX UL

4) COTPYAHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nnu, oTObIBAKOLWMX HAaKa3aHMe B MeCTax NMLIeHnsa cBobOabl, a Takke ML, HaXOAALWNXCHA Nog CTpaXen B
CNeACTBEHHbIX N30MnaTopax.

7. OonyckaeTcsa npoBegeHne KNMHWYECKOro UCCNeaoBaHWs NIEKapCTBEHHOro npenapaTa ans MeauuuHCKOro
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npumMeHeHud, npegHasHa4yeHHOro And neyvyeHuna ncuxmy4eckux 3aboneBaHun, ¢ yvyactmemMm B KadecTtBe nauneHToB
nuy,  C  NCUXMYECKUMM  3aboneBaHUsIMU, NPU3HaHHbIX HeneecnocobHbIMKM B nopsaake, yCTtaHOBJIEHHOM
3akoHogaTenbLcTBOM Poccuinckon CDep,epau,MVl. KnnHnyeckoe mnccnenosaHue JNIeKapCTBEHHOIO npenaparta B 3TOM
cny4ae npoBoaAUTCA Npn Hanm4ymnm cornacua B NUCbMEHHOWN (bopme 3aKOHHbIX Hpeﬂ,CTaBMTeﬂeVl YKa3aHHbIX Innyl,.

Cratbsa 44. Obs3aTenbHoe CTpaxoBaHUE XU3HU, 300pPOBbA NauMeHTa, ydacTBywLlero B KIMHUYECKOM
ncenegoBaHMM nekapcTtBeHHOro npenaparta and MmeguumHCKOro npuMmeHeHunA

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

1. OpraHusauusi, nony4qMBlIas paspelleHrMe Ha OpraHuM3auuto NPOBeAEeHUsT KITMHUYECKOro MCCenoBaHus
neKkapcTBEHHOro npenaparta ans MeguumMHCKOro npuMeHeHusi, obsidaHa B KayecTBe CTpaxoBaTensi CTpaxoBaTb
PUCK NPUYUHEHUS Bpeda XW3HW, 300OPOBbI0 NauuMeHTa B pes3yrnbTaTe NpPOBeAEHMST KMMHUYECKOrO MUCCrnefoBaHus
NEeKapCTBEHHOro npenapata Ans MeOUUUHCKOro NPUMEHEHUS 3a CBOW CYEeT MyTeM 3akiiovYeHus [oroeBopa
0653aTenbHOro CTpaxoBaHus.

2. Ob6bekToM 0643aTENBHOIO CTPaxOBaHUSA SBNSAETCSA MMYLLECTBEHHBIN WMHTEPEC NauuMeHTa, CBA3aHHbIA C
NPUYVHEHNEM Bpeda €ro XWU3HW WM 300pOBbl0 B pesynbTaTe MNpOBEeAEeHMS KIMHUYECKOro UccrefoBaHus
NekapCcTBEHHOro npenapaTa Anst MegMUUHCKOro NMpUMEHEHUS.

3. CrtpaxoBblM criyyaem MO [OroBopy o0653aTenbHOr0 CTpaxoBaHUSA SABMASETCA CMepTb MNauueHTa unu
yXyOlweHne ero 340pOoBbsl, B TOM 4uCre Brekylwlee 3a cobon ycTaHOBMNEHME WHBaNMAHOCTU, MPU Hamu4mu
NMPUYNHHO-CNEACTBEHHON CBA3W MEXAY HacTynieHuem 3TOro CoObITMS M yyacTMeM naumeHTa B KIIMHUYECKOM
nccneaoBaHUM NeKapCcTBEHHOIO NpenaparTa.

4. TpeboBaHMs O BO3MELLEHMN Bpeaa, NPUYMHEHHOTO XM3HU MU 300POBbI0 MaUMEHTa, NPeabABNSOTCS B
TEeYeHNe CPOKOB UCKOBOW AaBHOCTM, YCTAHOBIEHHbIX FPaXX4aHCKMM 3aKOHOA4ATENbCTBOM.

5. Paamep cTpaxoBoli BbinnaTbl N0 4OroBOpY 0053aTeNbHOIro CTpaxoBaHUsl COCTaBNSAET:

1) B cnyyae cMepT¥ naumMeHTa ABa MWNNMOHA pyOnen Ha KaxOgoro nauueHTa, y4YacTBOBaBLUENO B
KNMHUYECKOM UCCIiefOBaHUN NeKapCTBEHHOMO NpenapaTa;

2) npu yxygLeHun 340poBbs NaumeHTa:

a) noerekwem 3a cobow yCTaHOBEHNE UHBANUAHOCTY | rpynnbl, OAMH MUIIMOH NSATLCOT ThicAY pybren Ha
Ka)K4oro nauueHTa, y4acTBOBaBLUErO B KIIMHUYECKOM UCCMEA0BaHMMN NIEKAPCTBEHHOrO NpenapaTa;

0) noBnekwem 3a cobon ycTaHOBIMEHWe WHBanuaHoctTu Il rpynnbl, OOuUH MUNAMOH pybnenm Ha Kaxgoro
nauMeHTa, y4acTBOBaBLLErO B KIMMHUYECKOM UCCreoBaHnM NeKapCTBEHHOMO npenapara;

B) noBnekwem 3a cobon ycTaHoBneHue uHBanugHocTtu Il rpynnbl, NSATLCOT ThiCAY pybnen Ha Kaxgoro
nauMeHTa, y4acTBOBaBLUENO B KMMHUYECKOM UCCreoBaHnM NekapCTBEHHOMO Npenapara;

r) He NoBnekwem 3a coboN YyCTaHOBMEHMSA MHBANUMAHOCTY, He Bonee YemM TpucTa ThiCAY pybren Ha Kaxaoro
nauMeHTa, y4acTBOBaBLLENO B KIMMHUYECKOM UCCIeoBaHNM NeKapCTBEHHOMO npenapara.

6. Paamep cTpaxoBbix BbiNAaT MOXET ObITb YBENMYEH HA OCHOBAHMU peLLeHMs cyaa.

7. Cpok poroBopa o00s3aTenbHOrO CTPaxOBaHWsi He MOXeT ObiTb MeHee, YeM CpOK npoBedeHus
KIMMHUYECKOro UCCreAoBaHWs NekapCTBEHHOIo npenaparTa.

8. YcrnoBus goroBopa o6A3aTeNnbHOrO CTpaxoBaHWsl, B TOM YMCe CTpaxoBble Tapudbl No obsisatensHOMy
CTpPaxoBaHWO, MepevYeHb HeobXoAMMbIX [OKYMEHTOB [fS OCYLIECTBIIEHUS CTPaxOBOW BbINMNaThl, MOPSAOK
YCTaHOBMEHUSA  CTpaxoBaTenem  MHOUBMAYanbHOrO  MAEHTUUKALMOHHOMO  Koda  nauMeHTa,  Mnopsgok
MHOPMMPOBAHMSA  CTpaxoBaTerneM CTPaxOBLUMKa O MPUBMAEYEHHbIX K  KIIMHWYECKOMY  UCCregoBaHuio
NeKkapcTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUs naumeHTax, NOpsdoK ynnatbl CTPaxoBOW Npemuu,
nopsiaoK peanusaunm onpeaeneHHbix HacToswmm defepanbHbiM 3aKOHOM U ApyrMMuy dheaepanbHbIMU 3aKoHaMM
npaB 1 06s13aHHOCTEN CTOPOH MO A0roBOpYy 06513aTeNbHOro CTpaxoBaHUsl ycTaHaBNMBaOTCS TUNOBLIMU NpaBunamm
06a3aTenbHOro CTpaxoBaHus.

9. B cnyyae npuvynHeHUs1 Bpeda >KW3HM MauWeHTa, y4acTBOBABLUEro B KIMHUYECKOM MCCredoBaHMK
NeKapCTBEHHOro Mpenaparta, BbirogonpuobpeTatensamMu Mo [OroBopy 00S3aTenbHOro CTPaxoBaHWUS SIBMSOTCS
rpaxgaHe, MMelOLLME NpaBo Ha BO3MELLEHME Bpeaa B Criydae CMEPTU KOPMUIbLIA B COOTBETCTBUM C FPaXX4aHCKNM
3aKoHOOATeNbCTBOM, MPU OTCYTCTBMM TaKMX T[paxgaH - poauTenu, cynpyr, OeTW YMepLliero nauueHTa,
y4yacTBOBaBLUErNO B KIMHUYECKOM WCCNEeLOBaHUU JIEKapCTBEHHOrO MpenapaTa, B Cryvyae CMepTu nauueHTa,
y4acTBOBAaBLLErO B KIIMHUYECKOM MCCIeAOoBaHMN NIEKapCTBEHHONO npenaparta U He MMEBLUEr0 CaMOCTOATENbHOIo
4oxoaa, - rpaxkgaHe, Ha WKOUBEHUM KOTOPbIX OH Haxo4uscs, B OTHOLLEHMN BO3MELLLEHUS pacxo4oB Ha norpebenHne
nauMeHTa, y4acTBOBaBLUEro B KIMHUYECKOM MCCneaoBaHNM NEKapCTBEHHOro npenapara, - nMuo, NoHecllee Takue
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pacxogbl.

10. CtpaxoBas BbiNnata B cYeT BO3MELLEHMS Bpeaa, MPUUYNMHEHHOIO XM3HW NauMeHTa, y4acTBOBaBLUENO B
KNMMHUYECKOM WCCNEeOOBaHMM JIEKAPCTBEHHOrO npenapaTa, pacnpefensieTcs mexay Bbirogonpuobpetatensmm
NpOnoOpLMOHANbHO UX KOMMYECTBY B PaBHbIX JONSAX.

11. Tpwn HacTynneHun CTPaxoBOro Ccryvas MaumeHT, y4yacTBOBAaBLUMWA B KIMHUYECKOM MWCCIedoBaHMU
NeKapCcTBEHHOro npenaparta, BbirogonpuobpeTaTens BrnpaBe MNpPegbsaBUTb HEMNOCPEACTBEHHO CTPAaxOBLUMKY
TpeboBaHNe O BO3MELLEHUN NpPUYMHEHHOro Bpeda. CTpaxoBas BbiMnaTa OCYLLECTBASAETCA CTPaxOBLUMKOM B
TeyeHne TpuauaTM OHEW CO AOHS npeacTaBrieHnss HeobxoauMMbiX AOKYMEHTOB. [laumeHT, yyacTBOBaBLUMIA B
KMMHUYECKOM WCCNEedOBaHUM JeKapCTBEHHOro npenaparta, wunu  BblrogonpuobpeTtatens 06s3aH  coOOOWNTL
CTPaxOoBLUMKY ON1A OCYLLECTBMEHUS CTPaxOBOW BbINMATbl MHANBMAYAIbHbLIN NOEHTUMUKALUNOHHBIA KO4 MauueHTa,
yCTaHOBJ'IeHHbII7I CTpaxoBaTtesyieMm B COOTBETCTBMN C TUNOBbLIMU NpaBuiiaMmu obsizaTenbHOro CTpaxoBaHWA.

12. [Jo nonHoro onpegeneHnsa pasmepa nognexaliero BO3MELLEHMIO Bpeda CTPaxOoBLUMK MO 3asiBNEHMIO
naumeHTa, y4yacTBOBaBLUEro B KMWMHWYECKOM WCCNedoBaHUM NeKapCTBEHHOro npenaparta, WNu 3asiBNeHuto
BblrogonpuobpeTartens BnpaBe OCYLECTBUTb 4YacTb CTPaxOBOW BbINnaThbl, COOTBETCTBYHOLLYIO (DaKTUYECKU
onpeaeneHHon YacTu NpUYNHEHHOMO Bpeaa.

13. CTpaxoBasi BbiMnaTta B COOTBETCTBMM C [OrOBOPOM 0Osi3aTENbHOrO CTPaxOBaHWUS OCYLLECTBNAETCA
He3aBMCMMO OT BbIMAAT, MPUYUTAIOLLMXCS MO APYTMM BMAaM CTPaxoBaHUS.

14. He ponyckaeTca yyacTve nauveHTa B MNPOBEAEHUMN KITMHWYECKOTO WCCNedoBaHWs NEKAapPCTBEHHOIo
npenapaTa npu oTCyTCTBUM AoroBopa obsi3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a UCNOMHEHWEM oOpraHumsaumen, NoMyYMBLLIEN paspeLleHne Ha OpraHun3aumio npoBeneHUus
KMMHUYECKOrO WCCnefoBaHNs fekapCTBEHHOro npenapata Ans MeOWLMHCKOrO NPUMEHEHWsl, YCTaHOBMEHHOW
HacTosLLen cTatben 06A3aHHOCTM NO 0B6s3aTENBHOMY CTPaxXOBaHUMIO XKU3HW, 300POBbSA NaUMEHTa, Y4aCTBYHOLLErO
(yyacTBOBaBLUErO) B KIUMHWYECKOM  WCCREAOBaHUM  NIEKApCTBEHHOrO  MnpenapaTta,  OCyLLeCTBRsieTcs
YNOJNTHOMOY€EHHbIM (be,l:l,epaJ'IbelM opraHom MCNOMNHUTENBHON BnacTu, BbloaBLUUM pa3pelleHne Ha nposeneHue
KNUHUYECKUX UCCnefoBaHNA NekapcTBEHHbIX NpenapaTos s MeAULMHCKOro NpUMeHeEHNS.

Maea 8. MPOU3BOACTBO U MAPKUPOBKA INEKAPCTBEHHbIX CPELOCTB
Cratbs 45. [pon3BOACTBO NIEKAPCTBEHHbLIX CPEACTB

1. [Mpou3BoOCTBO NE€KapCTBEHHbIX CPeACTB AOIDKHO  COOTBETCTBOBATb MpaBunaM  opraHusauuun
NMpOW3BOACTBA M KOHTPOMS KayecTBa JIEKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIM YMOSTHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOMHUTENBHON BracTu.

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

2. TMpon3BOACTBO NeKapCTBEHHbIX CpeacTB Ha Tepputopun Poccuiickon ®Pepepauun oOCyLIeCTBNAETCA
NPOU3BOAUTENSIMU FTEKaPCTBEHHbIX CPEACTB, UMEIOLLUMU NNLIEH3NIO HA NPOU3BOACTBO NEKAPCTBEHHLIX CPEACTB.

3. Mpon3BoaCcTBO NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCs ¢ cobnogeHmem TpeboBaHMn NPOMbILLIEHHOTO
pernamMeHTa, KOTOpbIN YTBEPXAaeTCA PyKOBOAWUTENEM MPOU3BOAUTENS JeKapCTBEHHbLIX CPeaCcTB W BKIIOYAET B
cebs nepeyeHb UCMOMb3yeMbIX hapMaueBTU4eCKux cybCcTaHUMM KU BCMOMOraTenbHbIX BELLECTB C YyKasaHUeM
KONMM4YecTBa KaXX4oro u3 Hux, AaHHble 00 ncnonb3yemMom obopyaoBaHMK, ONMcaHne TEXHOMOMMYECKOro npowecca u
METOZ0B KOHTPOJSA Ha BCEX aTanax NpovM3BOACTBA JIEKAPCTBEHHbIX CPeaCTB.

4. Tlpn npou3BOACTBE NEKAPCTBEHHbIX CPEeACTB  MCMONb3ylTca dapMaueBTudeckue cybcTaHumm,
BKITHOYEHHbIE B rOCY4apCTBEHHbIN PEECTP JIeKapCTBEHHbIX CPEACTB.

5. 3anpellaeTcsa npom3BoACTBO:

1) nekapcTBEHHbIX CPEACTB, He BKIMIOYEHHbIX B FOCYAAapCTBEHHbIA PEecTp fekapCTBEHHbIX CpeacTs, 3a
NCKMIOYEHMEM JeKapCTBEHHbIX CPEACTB, MPOU3BOAUMBLIX ANS MNPOBEAEHMS KIMHUYECKUX UccnegoBaHui u ang
3KCMopTa;

2) hanbcnmLmMpoBaHHbIX NEeKapCTBEHHbLIX CPEACTB;

3) nekapcTBeHHbIX CPeACTB 6e3 NMLEH3UN Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB;

4) nexkapcTBEHHbIX CPEACTB C HapyLlleHWEeM MpaBurl opraHM3auuMyM NPou3BOACTBA U KOHTPOMNS KayecTBa
NeKapCTBEHHbIX CPeaCcTB.

6. MNpun BBOAE NEKAPCTBEHHbLIX CPEACTB B IPaXKAaHCKMMA OOOpOT YMOMHOMOYEHHOE NMLO MPOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB OCYLLECTBNSET MOATBEPKAEHNE COOTBETCTBMS NEKAPCTBEHHbIX CPEeACTB TpeboBaHMSM,
YCTAHOBMEHHBIM MNPW WX TOCYAapCTBEHHOW perncrpauun, W rapaHTupyeT, 4YTO JleKapCTBEHHbIE CpeacTBa
npou3BefeHbl B COOTBETCTBMM C NpaBuiamMmmn Npon3BoACTBa U KOHTPOIS KadeCTBa fiekapCTBEHHbIX CPeACTB.
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7. YNONMHOMOYEHHBIM NULOM MPOVU3BOAUTENS NEKAPCTBEHHbIX CPEACTB SBNAETCA ero paGoTHUK, MEIOLLUI
BbiCLLlee (hapMaLeBTUHECKOE, XMMUYeckoe wnu 6Guonormdeckoe obpasoBaHMe NGO nNpu  MPOU3BOACTBE
NeKkapCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPUMEHeHUs: BeTepuHapHoe obpa3oBaHue, CTax paboTbl He MeHee
YeMm NATb neT B 0obrnactu NpPOU3BOACTBA WM KOHTPOMS KayecTBa NEKAapCTBEHHbIX CPEACTB M aTTeCTOBaHHbIA B
nopsake, yCTaHOBIIEHHOM YMOSTHOMOYEHHbIM dhefeparibHbIM OpraHoM UCMONTHUTENBHOW BMAcTy.

8. Mpoun3BoanTeny NekapcTBEHHbIX CPeACTB MOMYT OCYLLECTBNATb MPOAaXy NEeKapCTBEHHbIX CPEACTB UK
nepenaBaTh UX B YCTAHOBIIEHHOM 3akoHoAaTeNnbCTBOM Poccuiickoii egepaumm nopsake:

1) ApyrMm Npon3BOANTENSAM NeKapCTBEHHbIX CPeACTB ANs NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB;

2) opraHusauusiM ONTOBOW TOProB/MW JIeKapCTBEHHbIMU CPEACTBaMY;

3) anTeyHbIM  OpraHM3auusiM,  BETEePUMHAapHbIM  anTe4YHblM  OpraHuM3auusiM,  UHAUBUAYaSbHbIM
npeanpuHMMaTensM, WMEelWUM JMLEH3NI0 Ha (apMaueBTUYEecKyld OeATenbHOCTb WM NULEH3UI0  Ha
MeOMLMHCKYIO NesATENbHOCTb;

4) Hay4HO-UCCrefOBATENBCKMM OpraHM3aumsiM Ans Hay4YHo-uccrneoBaTenbCKon paboTl;

5) MeAMUMHCKMM opraHu3aumsiM 1 BeTepUHaPHLIM OpraHM3aUmam;

6) opraHusauuam, oCcyLLEeCTBRSIOWMM pa3BeeHVe, BbipallMBaHUE U COAEPKaHNE KUBOTHbIX.

CrtaTtbs 46. MapkupoBKka NekapCTBEHHbIX CpeacTB

1. JlekapcTBeHHblEe NpenapaTbl, 338 UCKIIOYEHNEM JTIEKapCTBEHHbIX NPenapaToB, M3rOTOBMEHHbIX anTeYHbIMM
opraHv3auuMsiMM, BETEepPWHapPHbIMM  anTEeYHbIMU  OpraHM3auusaMy, WHOUBMAYaNbHbIMU  NpeanpuHUMaTENsMU,
UMELLMMUN NNLIEH3NI0 Ha hbapMaLeBTUYECKYH0 OeATENbHOCTb, AOIDKHBI NOCTyNaTh B obpalleHne, ecnu:

1) Ha uX NepBUYHOWN YNaKOBKE (3a WCKMIOYEHWEM MEPBUYHOM YMAaKOBKW MEKapCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLWO YWTAEeMbIM LWPUEPTOM Ha PYCCKOM £3blke YKasdaHbl HauMeHOBaHWE feKapCTBEHHOro
npenapata (MexayHapoaHOoe HernaTeHTOBaHHOE, UM XMMUYECKoe, U TOProBoe HaMMeEHOBaHWe), HoMep cepun,
jaTta Bblnycka (Ons MMMYHOOMOMNOrMYEeCcKMX IeKapCTBEHHbIX MpenapaToB), CPOK FOAHOCTM, A03MpPOBKa Wnu
KOHLleHTpauwus, o6beM, akTUBHOCTb B eAuHMLaxX AeNCTBUS UK KONMMYeCTBO 03;

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

2) Ha X BTOpUYHOM (MOTPEOUTENBCKON) YNAKOBKE XOPOLLO YNTAEMbIM LLIPUETOM Ha PYCCKOM SA3blKe yKa3aHbl
HaVMEHOBaHWe JeKapCTBEHHOrO npenaparta (MeXOoyHapoAHOe HEenaTeHTOBaHHOE WM XUMUYECKOEe U TOproBoe
HaVMEHOBaHusl), HaMMEHOBaHNE NPOM3BOANTENS NEKAPCTBEHHOIO Npenaparta, HOMep cepwun, AaTta Bbinycka (ans
MMMYHOBMOMNOrMYECKNX NEKAPCTBEHHbIX NPenapaToB), HOMEP PEerncTpauMoHHOro yaoCTOBEPEHUS, CPOK FOAHOCTH,
cnocob nNpMMeHeHns, 4O3NPOBKa UMK KOHUEHTpaums, o6bem, akTMBHOCTb B eAnHULAax 4eNcTBms Mbo KonmMyecTBo
003 B ynakoBKe, nekapcTBeHHas hopma, YCnoBus OTnycka, YCNoBUSA XpaHeHns, npegynpeanTenbHblie Hagnmcu.

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

2. ®apmaueBTnyeckme cybcTaHuuM OOSMKHBI NOCTyNaTb B OBpalleHne, ecrnv Ha UX NEPBUYHON YMNakoBKe
XOpOLIO YMTaeMbIM LUPUPTOM Ha PYCCKOM HA3blke YyKasaHbl HauMeHoBaHve dapMaueBTMYECKO CcybcTaHumm
(MexgyHapogHOe  HenaTeHTOBaHHOE WM XMMUYECKoe UM TOpProBoe HauMeHOBaHWs), HavMeHOBaHue
npounsBoauTens papMaueBTUYeCcKon cyGcTaHummM, HOMep Cepum U faTa U3roTOBMEHNS, KONMYECTBO B YNAKOBKE U
€OVHWLIbI U3MEPEHNsT KONMYECTBA, CPOK FOAHOCTU U YCITOBUS XPaHEHUS.

3. JlekapcTBeHHblE CpefcTBa B KayecTBE CbIBOPOTOK AOMKHbI MOCTynaTb B oOOpalleHue C yka3aHueMm
XMBOTHOTO, U3 KPOBW, NIia3mbl KPOBWU, OPraHOB 1 TKAHEN KOTOPOro OHW MOMyYEHbI.

4. Ha BTOpMYHYIO (MOTPEOMTENBCKYHO) YNAKOBKY NEKapCTBEHHbIX CPEACTB, MOSYYEHHbIX U3 KPOBU, NiasMmbl
KpOBM, OpPraHoB 1 TKaHen YernoBeka, A0/MKHa HaHOCUTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEPXHOCTHbIN aHTUIeH BUpyca renatuTta B otcytcTByoT".

5. Ha nepBu4YHyl0 YynakoBKY W BTOPUYHYK (NOTPebUTENbCKy) YNakoBKy paguodapmMaueBTU4ecknx
nekapCcTBEHHbIX CpeacTB AOMKEH HAHOCUTLCS 3HaK pagnMaunoHHOW ONAacHOCTMW.

6. Ha BTOpuM4YHYyl0 (MOTPEOGUTENBLCKYIO) YNAKoBKY rOMeOnaTUYEeCKMX NEKapCTBEHHbIX MpenapaToB AOMKHa
HaHocUTbCH Hagnuck: "FomeonaTudeckuin'.

7. Ha BTOpuuHyto (MOTpebWUTEnbCKylo) YMakoBKYy MeKapCTBEHHbIX PaCTUTENbHbIX MpenapaTtoB OOMKHa
HaHocuTbCH Hagnuek: "MpoayKumsa npoLuna paguaunoHHbIA KOHTPOMb".

8. Ha nepBuYHyt0 ynakoBKy W BTOPUYHYIO (MOTPEOUTENbLCKYIO) YNAKOBKY J€KApCTBEHHbIX MpenapaTos,
npegHasHaJYeHHbIX ANs  KINVMHUYECKUX WCCReoBaHUW, [OIDKHA HaHoCuTbCA Hagnuck: "[Ona  KIUMHWYECKMX
ncecrnegosaHmn".

9. YnakoBKa NeKapCTBEHHbIX CPEACTB, MpegHas3Ha4YeHHbIX UCKIIOYMTENbHO AMs 9KCNopTa, MapkupyeTcs B
COOTBETCTBMU C TpeboBaHMAMM CTPaHbI-uMnopTepa.
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10. Ha TpaHcnopTHyto Tapy, KOTOpas He npefHasHadyeHa Ans notpebutenert n B KOTOPYH MNOMELLEHO
NeKkapcTBEHHOE CpeacTBO, AOIMKHA HAHOCUTBLCA MHOPMAaLIMS O HAMMEHOBaHUN, CEPUUN NIEKAPCTBEHHOIO CPeaCcTBa,
Jarte Bbinycka, Konnyectse BTOPUYHbLIX (MOTPEOUTENBLCKMX) YNakoBOK NIEKAPCTBEHHOIrO cpeacTBa, Npou3BoauTene
NEKAPCTBEHHOIO CpeacTBa C yKa3aHWEM HaVMEHOBaHUS M MECTOHaXOXAEHWsI NMPOU3BOAUTENS JEKapCTBEHHOMO
cpencTea (agpec, B TOM Yucrne cTpaHa v (unu) MecTto NpoM3BOACTBA NEKapCTBEHHOTO CPEACTBA), a Takke O Cpoke
rOOHOCTM JIEeKapCTBEHHOrO cpeactBa M 00 YCNoBUAX €ro  XpaHeHuMs W MepeBO3KWM, Heobxoaumble
npegynpeanTenbHble HAANMUCY Y MaHUMYTSITOPHbIE 3HAKW.

11. Ha nepBW4YHYIO YNakoBKYy M BTOPUYHYK (NOTPEOMTENbCKYH) YMakOBKY I€KApCTBEHHbIX CPEACTB Ang
BETEPUHAPHOIo NPUMEHEHNSA O0SMKHA HAHOCUTLCS Haanuc: "[na BeTepuHapHOro NnpuMeHeHns".

12. Ha BTOpMYHYIO (MOTPEOUTENBCKYI0) YNAKOBKY IEKAPCTBEHHOrO Npenaparta HaHOCUTCS LUTPUXOBOW KOA.

nasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUMUCKYIO ®EAEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOWU ®EOEPALIUMN
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTbsa 47. Nopsagok BBO3a NekapCTBEHHbIX cpeacTB B Poccuickyto defepaumio n BbiBO3a JIEKapCTBEHHbIX
cpencTtB U3 Poccuinckon egepaumm
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacTB B Poccunckyto degepaumio ocyLLeCcTBRSeTCS B NOpsake, yCTaHOBIEHHOM
MpasutenbctBom Poccuiickon ®enepauun, B COOTBETCTBUN C TAMOXEHHBbIM 3aKOHOOATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA3IC (ganee - TamoXeHHbIN col03) 1 (Mnn) 3akoHogaTenscTBoM Poccuiickon degepaumm o
TaMOXXeHHOM Jene.

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

2. BBosumble B Poccuiickyto Penepauunio NeKapCTBEHHblEe CpeacTBa [AOMKHbI ObiTb  BKIOYEHbI B
rocy1apCTBEHHbIV PeecTp NeKkapCTBEHHbIX CPEACTB.

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

3. HonyckaeTtcsa BBO3 B Poccuiickyto Pegepaumio KOHKPETHOW NapTUM 3apermcTpupoBaHHbIX WU (MnK)
HEe3aperMcTpUpoOBaHHbIX  NEKAPCTBEHHbIX CPeAcTB, MNpPedHa3HayeHHbIX Afs  MNPOBedeHMsT  KITMHUYECKMX
NCCregoBaHUM  NEKapCTBEHHbIX MNpenapatoB, MNpPOBEAEHMS 3KCNepTu3bl JIEKapCTBEHHbIX CpeacTB  Ansd
OCYLLECTBMNEHUSA rOCy4apCTBEHHON perncTpaumm nekapCTBEHHbIX MpenapaToB MM Afs OKa3aHus MegULUHCKON
MOMOLUM MO J>KU3HEHHbIM TMOKa3aHMAM KOHKPETHOro mnauMeHTa Ha OCHOBaHMW paspelleHnsi, BblgAHHOMO
YNOMHOMOYEHHbIM dheaepanbHbIM OPraHoM UCMOMNHUTENBHON BNACTU NO 3asBMEHMAM NnL, YKka3aHHbIX B cTaTbe 48
HacToswero ®degepanbHoro 3akoHa. PaccmoTpeHue Takoro 3asdBneHuMs WM MNpPUHATUE pelleHuMs O Bblgade
paspeLleHnsa Ha BBO3 KOHKPETHOW MapTuUn 3aperucTpupoBaHHbIX U (MNKU) He3aperncTpupoBaHHbIX NeKapCTBEHHbIX
CpeacTB, npefHasHayeHHbIX AN NPOBEeAEeHUSs KIMHUYECKUX WCCneaoBaHUn NeKapCTBEHHbIX MpenapaTtos,
NpoBeAeHUs 3KCMePTU3bl NeKapCTBEHHbIX CPeACTB [ANs  OCYLEeCTBNEeHUA rocyAapCTBEHHOW perucrpauuu
NEeKapCTBEHHbIX NpenapaToB UNu ANa oKasaHWs MEOULMHCKON MOMOLLM MO XKM3HEHHBIM MOKa3aHWsIM KOHKPETHOro
nauveHTa nMbo o6 OTKa3e B Bblgave yKa3aHHOro paspelleHusl NPOM3BOAATCH B CPOK, HE MPEBbILAOWMA NATH
pabounx gHen. [NnaTa 3a Bblgavy ykasaHHOIO pa3peLleHnst He B3MMaeTCs.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto ®enepaumnio MOXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBa, KAYECTBO KOTOPLIX MOATBEPXKOEHO
cepTnMKaToM NpPOU3BOOUTENS  NIEKAPCTBEHHbIX CPeAcCcTB, YAOCTOBEPSIOWMM  COOTBETCTBUME  BBO3UMbIX
NneKapCTBEHHbIX cpeacTB TpeboBaHuAM hapmakonenHbix ctaten nnbo B cryyae MX OTCYTCTBMSI HOPMaTMBHOW
OOKYMEeHTauMn nnm HOpPMaTUBHOTO AOKYMEHTA.

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

5. Banpewaetca BBo3 B Poccuiickylo ®depepaumio anbcudULMpOoBaHHbIX NeKapCTBEHHbIX CPeacTB,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEACTB, KOHTPA(haKTHLIX JIEKaPCTBEHHbLIX CPEACTB.

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

6. PanbcMdPULNPOBaHHbIE NEKAPCTBEHHbIE CPEACTBa, HeLOOpPOKa4YeCTBEHHbIE NEKAapCTBEHHble CpeacTBa
noanexaT U3bATUIO M NOCMeayLEMY YHUYTOXEHMIO UK BbiBO3Y U3 Poccuiickon Pepepaummn, KOHTpadakTHble
NEeKapCTBEHHbIE CPEACTBA - U3BATUIO U MOCMEAYLWEMY YHUHTOXEHUIO. YHUYTOXEHNE UK BbIBO3 N3 Poccuinckom
Pepepaummn anbcnmumpoBaHHbIX NEKapPCTBEHHbIX CpeacTB, HegobpokayeCTBEHHbIX NEKapCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NEeKapCTBEHHbIX CPeACTB OCYLLECTBMASETCA 3a CYeT fvua, OCyLeCcTBMBLUEro ux BBo3. [lopsgok
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YHUUTOXEHNS N3BbATLIX (panbcnrumpoBaHHbIX NEKapCTBEHHbIX CPeacTB, HeAoBpoKayeCTBEHHbIX NeKapCTBEHHbIX
CcpencTB, KOHTpaaKkTHbLIX NekapCTBEHHbIX cpeacTB ycTaHaBnuBaeTcs MpasutenscTsom Poccunckon ®enepauun.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jlvua, ocyuwectengawwme BBo3 B Poccunckyto depepaumio anbcudULUPOBaHHbIX NeKapCTBEHHbIX
cpencTtB, HedoOpOKAYeCTBEHHbIX JEKAPCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX FEKapCTBEHHbIX CPEACTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a u  (1unm)
3akoHogaTenbCcTBOM Poccuinckon denepaumm 0 TamoOXXeHHOM Aere.

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

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccuiickon ®Pepepaumm ocyllecTBnisieTcss 6e3 npuMeHeHus
OrpaHVYEeHUN,  YCTAHOBMEHHbIX TaMOXEHHbIM  3aKOHOAATEeNbCTBOM  TaMOXEHHOro  cow3a wu  (unu)
3akoHogatenbctBOM  Poccuickon ®Pegepaumm O roCygapCTBEHHOM — PErynMpoBaHMU  BHELLIHETOProBoOn
AesTenoHocT. BbiBO3 nekapCTBEHHbLIX NpenapaTtoB, NpegHas3HavYeHHbIX Ans ryMaHUTapHOW NoMOLLM (COAEeNCTBIS)
MNM NOMOLUM MpU 4Ype3BblHanHbIX cuTyaumsx, u3 Poccuickon Pefepaumm OCyLLECTBNSETCA Ha OCHOBaHUM
peweHus [NpaBuTenbcTBa Poccuiickon ®efepaumm Unu pelleHnss opraHoB rocy4apCTBEHHON BNacTu CyObekToB
Poccuiickon ®epgepauum 06 okazaHMM NOMOLLM MHOCTPAHHOMY roCy4apCcTBy.

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

Cratbs 48. HOpuguueckme nuua, KOTOPbIM paspelleH BBO3 JlekapCTBEHHbIX cpeacTB B Poccuiickyto
depepaumto
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTBeHHble cpeacTtBa B Poccuinckyto Pegepaumio MOryT BBO3UTL:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npousBoguTenu neKapCTBEHHbIX CpeAcTB Ans Luenen cobCTBEHHOro npOU3BOACTBA MEeKapCTBEHHbIX
Cpe[cTs;

2) nHocTpaHHble pa3paboTuMKy NeKapCTBEHHbIX CPEACTB U MHOCTPaHHbIE NMPOU3BOAMTENMU NeKapCTBEHHbIX
CPeAcTB uNu Apyrve opuauvdeckme nvua no nopyyveHuio paspaboTymka nekapcTBEeHHOro cpefctea Ans
nNpoBedeHUs KIMHWYECKMX WCCNeaoBaHUA NEeKapCTBEHHOro rfpenaparta, OCYLeCTBAEeHUS rocyd4apCTBEHHON
perucTpaumm nekapcTBEHHOro npenapara, BKAYeHWs dapmaueBTuyeckon cybectaHummM B rOCyAapCTBEHHbIN
peecTp NneKapCTBEHHbIX CPEACTB, KOHTPOMsS KayecTBa NEeKapCTBEHHbIX CPeACTB NpWM HannyuuM paspelueHus
YMNONIHOMOYEHHOro hegepansHOro opraHa UCNOSHUTENBLHOW BNAcTU Ha BBO3 KOHKPETHOW NapTuM NekapCTBEHHbIX

CPEACTB;
3) opraHusauum ONTOBOI TOProBM NEKAPCTBEHHBIMM CPeaCcTBaMU;
4) Hay4Ho-MCccreaoBaTenbCckme opraHusaumu, obpasoBaTernbHble yypexaeHus BbICLLEr0

npocdeccnoHansHoro obpasoBaHnsl, NPOU3BOAMTENM NEKAPCTBEHHbIX CPeacTB Ans pa3paboTku, uccrnenoBaHun,
KOHTponsi ©e3omacHOCTU, KayecTBa, 3(MEEKTUBHOCTU JIEKAPCTBEHHbIX CPEACTB MpPU HanuuMu paspeLleHust
YNONHOMOYEHHOro (befiepanbHOro opraHa UCNONMHUTENBHOW BNacTy;

5) mMeguuUMHCKMEe opraHu3alumu, MHble yKasaHHble B NyHKTax 1 - 4 HacTosllen cTaTbM opraHusauuun angd
OoKasaHUsl MeAMLMHCKOW MOMOLLM MO XM3HEHHbIM MOKAa3aHMAM KOHKPETHOrO naumeHTa Mpu Hanmynm paspeLleHuns
YMONTHOMOYEHHOro doejeparbHOro opraHa UCMOMHUTENBbHOW BNACcTM Ha BBO3 KOHKPETHOW MapTUM NEKAPCTBEHHOIO
npenapaTta, BbIJAHHOMO B YCTAHOBMEHHOM nMopsgke B ()OpMe 3MEKTPOHHOIO [JOKYMEHTa, MOANUCAHHOrO
3MEeKTPOHHOM LNPOBOMN NOAMNUCHIO.

Cratbsa 49. [loKymeHTbl, MpeacTaBnsiemMble B TaMOXeHHble opraHbl Poccuinckon denepaumm npu BBO3E
nekapcTBeHHbIX cpeacTts B Poccuiickyto degepaumio
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNMpn BBO3e nekapcTBeHHbIX cpedcTB B Poccuiickyto defepaumio B TamMoXeHHble opraHbl Poccuinckom
depnepaumm Hapagy ¢ JOKYMeHTaMu, NpeacTaBrieHne KoTopblX NpeayCcMOTPEHO TaMOXEHHbIM 3aKOHO4aTeNbCTBOM
TamoxeHHoOro cow3a U (unu) 3akoHogaTenbCTBOM Poccuiickon depepaumm O TaMOXEHHOM  ferne,
npeacTaBnsaTCA cneayowme JOKYMEHTHI:

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

1) cepTMdwukaT NPOU3BOOUTENS JIEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPSIOLWIMIA COOTBETCTBME BBO3MMOIO
NEeKapCTBEHHOro cpeacTtea TpeboBaHMAM dhapMakonenHon ctatbu NMMGO B crnydae ee OTCYTCTBUS HOPMAaTMBHOWM
OOKYMEeHTauUn Uinm HOPMaTUBHOTO AOKYMEHTA;
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2) paspelueHne ynosTHOMOYEHHOro doefepanbHOro opraHa WCMONHUTENbHOW BRAacTM Ha BBO3 KOHKPETHOW
napTuM NekapCcTBEHHOro cpeacTBa B Cry4vasiX, yCTaHOBMEHHbIX YacTbio 3 cTtatbh 47 HacTosiwero deaepansHOro
3aKoHa.

2. lokymMeHTbl, yKasaHHble B NyHKTax 1 1 2 yactu 1 HacTosen ctatbi, NPeACTaBNATCA B TAMOXEHHbIe
opraHbl Poccuiickon ®egepauum npu npubbiTUM NekapcTBEHHbIX cpeacTs B Poccuiickyo Pegepaumtio.

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

Cratbsa 50. BBO3 nekapcTBeHHbIX npenapaTtoB B Poccuiickyto ®epepaunio Anst IMYHOTO MCMNONb30BaHUSA U
WHBIX HEKOMMEPYECKUX Lenemn
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. JlekapcTBeHHble MpenapaTbl MOryT 6biTb BBE3eHbl B Poccuiickyto ®enepaumio 6e3 yyeta tpeboBaHun,
npeaycMOTpeHHbIX YyacTtamu 1 - 4 ctatbh 47, ctatbamu 48 u 49 HacTosdwero ®eaepansHOro 3akoHa, ecrnm OHU
npegHasHayeHbl ons:

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

1) NNYHOrO UCNONBb30BaHNS PU3MYECKUMU NNLaMK, NpubbIBLLIMMK B Poccuickyio Penepaumio;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2) ncnonb3oBaHusA paboTHMKaMWM AWMMIIOMATUYECKOro Kopryca WM NPeACTaBUTENSAMU MEXOYHAPOLHbIX
opraHusauun, akkpeanToBaHHbIx B Poccunckon ®epepauuu;

3) neyeHMs NaccaXXMpoB W YIIEHOB 3KMMaXeW TPaHCMOPTHbLIX CPeAcTB, Moe3gHbix Opurag u BoAuUTEnen
TPaHCMOPTHbIX CPeacTB, NpubbiBLIMX B Poccuinckyto Pepepauuio;

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

4) neyeHus YYaCTHUKOB MEXAYHAPOAHbIX KYNbTYPHbIX, CMOPTUBHBLIX MEPOMPUATUN U YYaCTHUKOB
MEXAYHaPOAHbIX 3KCNeanLUuii;

5) neyeHnsa KOHKPETHbIX XMBOTHbLIX B 300Mapkax, a Takxe XXMBOTHbIX, BBO3UMbIX B Poccuiickyio denepaumio
ONs y4acTus B CNOPTUBHBIX U 3PENULLHBIX MEPONPUATUAX.

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

2. B cny4yasx, npedyCMOTPEHHbIX 4acTbio 1 HacToslen cTaTbu, JonyckaeTcsas BBO3 B Poccumnckyto
depnepaumio nekapcTBEHHbLIX NPenapaToB, He 3aperncTpupoBaHHbIX B Poccunckon ®egepaunn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHbIE NMpenapartbl, NpeAHas3HayYeHHble A5 T'yMaHUTapHOW MOMOLLM (COOeNCTBUSA) UK NMOMOLLN
npy 4pesBbldaMHbIX CUTyauusix, BBO3ATCA B Poccuiickyto ®depepaunto B nopsgke, YCTaHOBIIEHHOM
MpaBuTenLCTBOM Poccuinckon depepaumm. Banpewaetcs BBO3 B Poccuiickyto depepaumio
He3aperncTpMpoBaHHbIX MEKApPCTBEHHbIX MpenapaTtoB, npedHasHayeHHbIX And  FyMaHUTapHOW  NOMOLUM
(cogencTBns) NNy NOMOLLM NPU Ype3BblHYaNHbIX CUTYaLUSX.

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

CtaTbsa 51. COprD,HI/I‘-IeCTBO cbe,u,epaanoro opraHa MCNONHUTENbHOW BRacTy, YNOJITHOMOYEHHOro B obnactu
TaMOXXEeHHOro gena, n gpyrux ynojiHOMO4eHHbIX (beﬂ,epaﬂbelX opraHoB NCMONHNTENBbHON BNacTun

1. YnonHomoueHHble hegepanbHble OopraHbl MCMNOMHUTENbHOW BRacTV MPedoCTaBrsAlOT B PacrnopsbkeHue
hbegepanbHOrO  opraHa WUCMOMHWUTENbHOM  BNAcTW, YNOMHOMOYEHHOro B obracTy TaMOXEeHHOro pAena,
rocyAapCTBEHHbIN PeecTp NeKkapCTBEHHbIX CPEeACTB, a Takke MHMOPMauMio O BbiAaHHbLIX paspelleHusx Ha BBO3
KOHKPETHOW NapTUW feKapCTBEHHbIX CPEeACTB B CryyasX, YCTAHOBMEHHbIX 4acTblo 3 cTatbu 47 HacTosLlero
depepanbHOro 3akoHa.

2. QepepanbHbId OpraH WCMNOMHUTENbHOW BRAacTW, YMNOMHOMOYEHHbLI B 0BNactM TaMOXeHHOro Aena,
MHOPMUPYET yKasaHHble B YacTu 1 HacToswen CcTaTbM YNONHOMOYEHHble dedepanbHble  OpraHbl
NCNOMNHUTENBHOM BNacTu O BBO3e NeKapCTBEHHbLIX CPeAcTB B Poccuiickyto degepaumio 1 BbIBO3€ NeKapCTBEHHbIX
cpeacte m3 Poccuiickon ®Pepgepauum no dopMe M B MNopsgke, KoTopble ycTaHoBneHbl [MpaBUTENLCTBOM
Poccuiickon ®epepaumu.

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

Mnaea 10. PAPMALIEEBTUYECKAA OEATENIbHOCTb

Cratbsa 52. OcywecTtBneHune hapmaleBTU4ECKON AeATENbHOCTH
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1. dapmaueBTMYeCKas  [OeATENbHOCTb  OCYLLIEeCTBMSIETCA  OpraHv3auusiMy  ONTOBOM  TOProBmu
neKkapCTBEHHbIMW CPeACTBaMM, anTevyHbIMU OpraHn3aumsiMy, BeTEPUHAPHbIMU anTeYHbIMU  OpraHm3auusMu,
WHAMBMAYANbHBIMX  MPEANPUHUMATENSMY, VMMELWUMN  NMUEH3NI0 Ha dapMaueBTUYECKYI0 [AeATeNbHOCTb,
MEOVUMHCKUMM  OpraHuM3auusiMy, WUMeLWMMU MULUEH3WI0 Ha  apMaueBTUYecKylo [OedTenbHOCTb, W KX
o6ocobneHHbIMU  nogpasgeneHusimn - (ambynaTtopuamu,  enbawepckuMm U henbaepcko-akyLLepcKumMm
nNyHKTamu, LeHTpamu (oTaeneHusmu) obuien BpavyebHOM (CEMENHOMN) MPaKTUKK), PachoSiIOXEHHbIMA B CEIbCKMX
noceneHusx, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3aumu, U BeTEepUHapPHbIMW OpraHu3auMsMu, UMELLMMU
NMLEH3MI0 Ha hapMaLLeBTUYECKYO AEATENbHOCTb.

2. dusmyeckue nuua MOryT OoCyLEeCTBMATbL hapMaLeBTUHECKYIO AeATENbHOCTb NPU HaNMYMmn BbICLLErO WUIn
cpegHero gapmaueBTMYeckoro obpasoBaHusi M cepTudpmkaTa crneumanucTa, BbICLIETO WU CPEeAHEro
BeTepuHapHoro obpasoBaHus U cepTudukata crneuuanucTa, a Takke BbICLUEro W cpegHero MeauuMHCKOro
obpasoBaHus, cepTudmkata cneumanncta W [OMOMHUTENbHOrO MpodeccuoHanbHOro obpasoBaHWs B 4acTu
PO3HWYHOW TOProBNY fiekapcTBEHHbIMM NpenapaTamMu nNpu ycrnosum nx paboTel B 060C06neHHbIX nogpasaeneHmsax
MeAMLMHCKUX OpraHu3auui, ykasaHHbIX B 4acTu 1 HacTosLen ctaTbm.

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. [pogaxa, nepegaya JeKapCTBEHHbIX CPEACTB  OpraHuM3auusiMuM  OMNTOBOA  TOProBnv
riekapCTBEHHbIMU CpeacTBamu

OpraHuszaumm ONTOBOW TOPrOBMM  JIEKAPCTBEHHbIMM  CPeACTBAMM  MOIYT  OCYLIECTBMSATb  NpoAaxy
NeKapCTBEHHbIX CPEeACTB Unu nepefaBaTb UX B YCTaHOBNEHHOM 3akoHodaTenbcTBoM Poccuiickon denepavium
nopsiake:

1) ApyrMM opraHv3saumnsiM ONTOBOW TOProBNN fekapCTBEHHbIMU CPeACTBaMU;

2) Nnpo13BoaAUTENSAM NEeKapCTBEHHbIX CPEeACTB AN Lienen Npou3BOACTBa NeKapCTBEHHbLIX CPEACTB;

3) anTeyHbIM OpraHu3auusam n BeTepuHapHbIM anTeyHbIM OpraHn3aunsMm;

4) Hay4YHO-UccregoBaTENbCKUM OpraHu3aLmsam Ans HayydHo-uccnegoBaTenbckon paboThl;

5) nHaMBMOyanbHbIM NpeanpUHMMATENSIM, UMEOLLMM JIMLEH3NIO HA (hapMaLeBTUYECKYIO AeATENbHOCTb UMK
NLIEH3NI0 HA MEONLIMHCKYHO OESATENBHOCT;

6) MeaVLMHCKMM OpraHvM3aunsiM, BETEPUHAPHBIM OpraHmM3aunsim;

7) opraHu3auusamM, OCyLLECTBIAIOWNM pa3BeeHne, BblpalluBaHNE U COAEPKAHNE XKUBOTHbIX.

Crtatbs 54. [NpaBnna onToBOW TOProBNu NEKapCTBEHHBIMWN CpeacTBaMU

OnTtoBas TOproenaA nekapCcTtBeHHbIMU CcpeactBaMn OCYLLECTBIAETCA MnpousBoguTenAaAMmn InekapCTBEHHbIX
cpeactB M opraHunsaumnamMm OonTOBOM TOProefin nekKkapcCTtBeHHbIMW CcpencTtBaMn Mo npasuiam, yTBepXOeHHbIM
COOTBETCTBYHOLWLMMUN YNOJTHOMOYEHHbBIMUN (beﬂ,epaﬂbelMVI opraHamvu NMCMNONHUTENbHOW BRacTu.

Cratbs 55. Mopagok po3HWYHON TOProBNM NeKapCTBEHHbLIMW NpenapaTamu

1. Po3HM4Hasa ToproBns nekapcTBeHHbIMU npenapaTaMu B KONMYECTBax, HeOOXoAMMbIX ANS BbINOMHEHWS
BpayebHbIX (penbalepckux) HasHa4YeHUM WM Ha3HaA4YeHUM crneumanucTtoB B 00Mactm BeTepuHapuu,
OCYLLIeCTBMSETCS anTeYHbIMU OpraHM3auusaMn, BETEPUHAPHLIMW anTeYHbIMU OpraHn3aumusamMm, MHANBNAYanbHbIMU
npeanpuHumMaTensMy, UMeLWMMN  NUUEH3NI0  Ha  dapmaueBTUYECKYld  AeATenbHOCTb,  MeAMLIMHCKMMMU
opraHvsaumsiMi, UMELWMMU NUUEH3NI0 Ha dapMaueBTUYECKYl0 OesTeNnbHOCTb, M UX 060COoBneHHbIMM
nogpasgeneHuammn (ambynatopuamu, denbawepckumm 1 denbaepcko-akyLWepckMMmM MyHKTaMu, LeHTpamu
(oToeneHuamu) obuen BpayebHOM (CeMenHon) NPakTuKKn), pacnonoXeHHbIMU B CENbCKMX NMOCENEHUSX, B KOTOPbIX
OTCYTCTBYIOT ~anTeyHble opraHuM3aumMuM, W BETEPUHapHbLIMKM  OpraHv3aumMsMu, UMELWMMU FULEH3NI0  Ha
dhapmaueBTUYEeCKyl0 AesaTenbHOCTb. PaspelueHa po3HUYHas TOProBrs TOSMLKO NEKapCTBEHHLIMW Mnpenapatamu,
3apeructpupoBaHHbiMn B Poccuinickon  ®egepaumm MM M3TOTOBMEHHBIMU  anTeYHbIMU  OpraHM3aunsMu,
BETEepPUHapHbIMM anTeYHbIMU OpraHn3auusMun, MHAMBUAYaNbHbIMY NpearnpuHMMaTensamMm, UMEKLWUMU NNLEH3NI0
Ha hapmaLeBTUYECKYI0 OeATENbHOCTb.

2. Buabl anTeyHbIX OpraHvM3auMm U npaBuna OTMyCKa NEeKapCTBEHHbIX NpenapaTtoB Afs MeOMUMHCKOro
NMPUMEHEHNA anTeYHbIMW OpraHusauvaMn, MHAMBUAYanbHbIMUA NPEeAnpUHUMaTENsaIMN, UMELWUMA MULEH3NI0 Ha
dapmaLeBTMYECKYI0 AeATENbHOCTb, a TaKkKe npaBuna OTNycka NeKkapCTBEHHbIX NpenapaTtoB AN MeAVLUHCKOro
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NPUMEHEHNS MEANLUHCKUMU OpraHn3aunsMy, UMeoLMMnN NMLEH3NI0 Ha dhapMaLeBTUYECKYI0 AeATenbHOCTb, U UX
060cobrneHHbIMM  nogpasgeneHuamu  (ambynatopusmu,  denbalepckumMm 1M penballepcKko-akyLepckumm
nyHKTamu, LeHTpamu (oTaeneHnsimun) obuien BpadebHOM (CeMerHOoW) MpakTUKKU), PacnofioKeHHbIMU B CerbCKUX
noceneHusix, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3aunuy, YTBepXaalTcs YNONHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMHUTENBHON BracTu.

3. MNpaBnna oTnycKa HapKOTUYECKMX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aperMcTpMpoBaHHbIX B KayecTBe
NEKapCTBEHHbIX MNpenapaTtoB, JleKapCTBEHHbIX MNpPenapaToB, COAEpXallMx HapKOTUYecKne cpeacrtsa U
MCUXOTPOMHbIE BELLECTBA, YTBEPXKOAOTCH YNONTHOMOYEHHbIM dhedeparibHbIM OPraHoOM UCMOMHUTENBHOW BAAcTu no
cornacoBaHuio ¢ pegepanbHbIM OPraHoM MCMOSTHUTENBHOM BracTu, OCYLECTBASIWMM yHKuuM no BbipaboTtke
rocygapCTBEHHON MOMMTUKM, HOPMaTUBHO-NPABOBOMY PEryNMpOBaHMIO, KOHTPOMK U Hag3opy B cdepe obopoTa
HapKOTUYECKUX CPeacTB, NMCUXOTPOMHBLIX BELECTB N UX MPEeKypcopoB, a Takke B obnactv nNpoTMBOLENCTBUSA UX
He3aKOHHOMY 0BOpPOoTY.

4. JlekapCTBeHHble MpenapaTbl ANs BETEPUHAPHOTO MPUMEHEHMsA noanexaT OTMYCKYy BeTepuHapHbIMU
anTeuyHblMW  OpraHusaumsaMn, BeTEepPUHAPHbIMU  OpraHu3auusaMu, UHOUBMAYanbHbIMU  NpeanpUHUMaTENSMMU,
NMELLMMUN NNLIEH3NI0 Ha dhapMaLEeBTUYECKYIO AeATerNbHOCTL. paBuna oTrnycka NekapcTBEHHbLIX NpenapaTos Ans
BETEPVMHAPHOIo NPMMEHEHMS YTBEPXKOAKTCA YNONHOMOYEHHBIM doeeparbHbIM OPraHoOM MCMONTHUTENbHOW BNACTy.

5. lNepeyeHb MEOULMHCKUX OpraHM3auni, MMeELWNX NULEH3N0 Ha dhapMaLeBTUYECKYIO OEATENBHOCTb, U UX
0bocobneHHbIX nogpasgenennii (ambynaTopui, enbalepckux U enbaepcKo-aKyLepCKNX NyHKTOB, LIEHTPOB
(oToeneHuin) obwen BpayebHOM (CeMENHON) NPaKTMKK), PAaCMOSIOKEHHbBIX B CEITbCKUX MOCENEHUSIX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble oOpraHv3aumy, a Takke MepeyeHb IeKapCTBEHHbIX MpenapaToB (3a WCKAYEHMEM
HapKOTMYECKNX FeKapCTBEHHbIX MpenapaToB W MCUXOTPOMHbLIX JIEKapCTBEHHbIX MpenapaToB), npodaxa KoTOpbIX
MOXET  OCYLEeCTBMNATbCA  YKasaHHbIMM  opraHudaumMsamMu M ux  0BoCoGneHHbIMWU  noAapasgeneHnsamu,
yCTaHaBMNMBaKTCS OpraHamMmu UCNONHUTENbHOM BnacTu cybbekToB Poccuiickon deagepaumn.

6. AnTeyHble oOpraHu3auuy, UHOMBMAYanbHble  MpeanpuHUMaTeny, UMmelwue  NUUEH3NK  Ha
dapmaLeBTMYECKY0 AeaTenbHOCTb, 0053aHbl obecneunBaTbh YCTAHOBIEHHbBIN YNOHOMOYEHHbIM deaeparnbHbIM
OpraHoM MCMOMHUTESNbHOW BNacTu MUHMMAarbHbIN aCCOPTUMEHT JfieKapCTBEHHbIX NpenapaToB, HeobxoanMbIX AN
oKasaHns MeAMLUHCKON NOMOLLN.

7. AnTevHble oOpraHvM3aumy, UHOMBMAyamnbHble  MpeanpuHUMaTteny, UMmelLwmue  NULEH3NK  Ha
hapmaLeBTUYECKYD AeATENbHOCTb, Hapagy C NEKapCTBEHHbIMM MNpenapaTtaMmyM MMET npaBo npuobpeTatb U
npogaBaTtb U3Aenus MeAWLMHCKOrO Ha3HayeHus, Ae3nHduuupyowmve cpeactea, npegMeTsl U cpeacTea JIMYHOM
rMrMeHbl, Nnocyay Ons MeguuMHCKUX uenen, npegMeTbl U cpeacTBa, NpedHasHadeHHble Ans yxona 3a 6onbHbIMU,
HOBOPOXAEHHBIMU U AeTbMWU, HEe OOCTUILLMMMK BO3pacTa Tpex fneT, OYKOBYK OMTUKY M CpeacTBa yxoda 3a Hew,
MUWHeparbHble BOAbI, MPOAYKTbI Ie4ebHOro, 4eTCKOro 1 ANeTMYEeCKoro nuTaHms, Gnonornyeckn akTneBHble gobaBku,
napoMepHbIe U KOCMEeTUYeckne cpeactsa, MeauUMHCKUME U CaHUTapHO-MPOCBETUTENbHbIE NeYaTHbIe U3daHus,
npefHasHadYeHHble A8 nponaraHibl 300poBOro 06pasa >XU3HW.

(B pea. PepepanbHoro 3akoHa ot 27.07.2010 N 192-03)

8. [eatenbHOCTb anTeudHbiX opraHusauui BoopyxeHHbix Cun Poccuitickon depepaumu, Opyrux BOWCK,
BOMHCKMX (hOPMUPOBAHUIA U OpraHoB, B KOTOPbIX 3akoHoAaTenbcTBOM Poccuiickon ®epepauum npenycMoOTpeHo
NPOXOXAEHNE BOEHHOW WM MPABOOXPAHUTENBHON CIyXObl, pernameHTupyetcsa Hactoswmm degepanbHbiM
3aKOHOM W YTBEPXAEHHbIMW COOTBETCTBYOLWMMM deaepanbHbiMM  OpraHaMyv  UCMOMHUTENBbHOW  BMACTy
nonoxeHnsimu. KoHTponb 3a COOMOAEHUEM YKa3aHHBbIMW anTeYHbIMW OPraHM3auusaMn MOMOXEHUA HaCTOSLLEro
depepanbHOro 3akoHa OCYLLECTBMSETCA COOTBETCTBYWOLWMMU denepanbHbiMM - OpraHaMy  MCMOSTHUTENbHON
BMNacTu.

CraTbsa 56. M3roToBneHne n oTnycK fieKapCTBEHHbIX NpenapaTos

1. U3roToBneHne nekapCTBEHHbIX MpenapaTtoB anTeyHbIMU OpraHu3auusaMun, BeTepUHapPHbIMU anTeyYHbIMM
opraHu3auuaMy, WHOMBMAOYaNbHbIMU NpeanpuHUMaTeNnsMu, UMeLWYMU JMLEH3NI0 Ha  dapmaLleBTUYECcKYHo
[esATENbHOCTb, OCYLLECTBMAETCA MO peLenTam Ha fekapcTBeHHble npenapaTtbl, No TpeGoBaHWAM MeaMLMHCKMX
opraHusauuii, BeTepuHapHbIX OpraHvM3auuiA B COOTBETCTBUM C MNpaBuNiaMu W3rOTOBMEHMS U OTNycka
NeKapCTBEHHbIX MpenapaTtoB, YTBEPXOEHHbIMM YMNOSTHOMOYEHHbIM (heaeparnbHbiM OpraHOM  WUCMONHUTENbHOM
BriacTu.

2. Tpu W3roTOBMNEHWM JIEKAPCTBEHHbLIX NpenapaToB anTe4YHbIMM OpraHusauusiMi, BeTepUHapPHbIMU
anTeyHbIMU  OpraHuM3auusiMu,  UHOMBMAYANbHLIMU  MPEAnpUHMMATENAMW,  UMEWUMM  JIMLEH3NI  Ha
bapmaueBTUYECKYl0  AEATEenbHOCTb,  WUCMOMb3yloTcs  hapMaueBTUMYeckne  cybCcTaHuuW,  BKIHOYEHHbIE
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COOTBETCTBEHHO B FOCyﬂapCTBeHHbIVI peecTp neKapCTBeHHbIX cpeacTts And MeaUUMHCKOro npuMeHeHua wu
rocyapCTBEHHbIN PEECTP NEKAapPCTBEHHbLIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHWS B YCTAHOBIIEHHOM MOPSIAKE.
He ponyckaeTcsa W3roToBreHWE anTeYHbIMU OpraHM3auusMy, BETEPUHAPHBIMM anTEYHLIMU OpraHM3aLunsMu,
MHAMBUAOYaANbHLIMA  MpeanpuHUMaTensM1, UMEKLWMMM  JIMUEH3NI0 Ha apMaueBTUYECKYD OesATENbHOCTb,
rniekapCTBEHHbIX NpenapaToB, 3aperncTpupoBaHHbIX B Poccuiickon depepauun.

3. Mapk1poBKka rnekapCTBEHHbIX NpenapaToB, M3rOTOBMEHHbIX anTeYHbIMW OpraHn3aunsiMu, BETEPUHAPHBLIMA
anTeYyHbIMM  OpraHu3auuMsamMu,  UHAMBMAYANbHLIMWU  NPEANPUHUMATENSIMY,  UMELLMMM  JIMLUEH3UO  Ha
hapmaLeBTUYECKYO OesATENbHOCTb, U OhOpMIIEHNE Takux NpenapaToB AOMKHbI COOTBETCTBOBATb NpaBuiam,
yKa3aHHbIM B YacTh 1 HacTOsLLEN CTaTbW.

4. AnTeyHble opraHu3auMu, BeTEPUHapHbIE anTeyHble OpraHusauuv, MHAMBUAYanbHble NpeanpuHUMaTenu,
nvewine nmueH3nto Ha cpapmaueBqueCKyro 0eATeNIbHOCTb, HECYT OTBETCTBEHHOCTb 3a Heco6mo,u,eH|/|e npasun
M3roToBleHNA U OTNyCKa NeKapCTBEHHbIX npenapaTtoB B COOTBETCTBMW C 3aKOHOAATEIbCTBOM Poccuinckon
denepauuu.

Cratb4 57. 3anpeLlleHne npoaaxm hanbcuULMpPOBaHHbIX neKapcTBEHHbIX CcpefncTs,
HeJ0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbBIX CPEACTB, KOHTPAaaKTHbLIX JIEKAPCTBEHHbBIX CPEACTB

Mpopaxa danbCUPUUUPOBAHHBIX JEKAPCTBEHHbLIX CPeACTB, HEeO0OpPOKAaYEeCTBEHHbIX J1eKapCTBEHHbIX
CPEACTB, KOHTPaaKTHbIX JIEKaPCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CrtaTtbs 58. XpaHeHune nekapCTBEHHbIX CPEeACTB

1. XpaHeHue nekapCTBEHHbIX CPeACTB OCYLLECTBMASETCH NPOU3BOAUTENAMU NEeKapCTBEHHbLIX CPeacTs,
opraHunsaunamm ONnTOBOW TOpProesin nekapCcteBeHHbIMU cpeacTBamMun, anTe4YHbiIMMU opraHmnsauynamun, BeTepnHapHbIMAU
anTeyHbIMWM  OpraHuM3auusMKn,  MHOUBMAYanbHbIMW  NpegnpuvHUMaTensiMM,  UMEKLWUMU  JINLEH3NK  Ha
apmaLeBTUYECKYID OEATENbHOCTb WM JIMUEH3VMIO Ha  MEAWUMHCKYID  OesTENbHOCTb, MEeOULMHCKUMM
opraHv3aumsiMmM, BETEPUHAPHLIMWM OpPraHU3auMsMn U MHBIMW OpraHM3aumsiMM, OCyLLecTBrsowmuMmn obpalleHve
neKkapcTBEHHbIX CpeacTB.

2. lMpaBuna XxpaHeHWUs1 NeKapCTBEHHbIX CPEACTB YTBEPXKAAIOTCA COOTBETCTBYHLUMM YNONHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMNONHUTENbHOM BNacTy.

3. XpaHeHMe HapKOTUYECKUX NEKAPCTBEHHbLIX CPEACTB, MNCUXOTPOMHbLIX FEeKapCTBEHHbIX CPEeAcCTB,
pagnodapMaLeBTUYECKMX JeKapCTBEHHbIX CPEeACTB OCYLLUECTBNSETCS B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepaumn.

CraTbsa 58.1. MpegMeTHO-KONMYECTBEHHbIV YYeT NeKapCTBEHHbIX CPEACTB AN MEANLMHCKOrO NPUMEHEeHNs
(BBegeHa deaepanbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1. lepeyeHb  nekapCTBEHHbIX  CpeACTB  ONS  MEOMUMHCKOTO  MPUMEHEHWs,  noanexaiinx
npeamMeTHO-KONNMYECTBEHHOMY Y4eTy, YTBepXXaaeTcs YNorHOMOYEHHbIM dedeparibHbIM OpraHOM UCMOSNTHUTENbHOW
BracTu.

2. TlopspoK BKMOYEHWS NEeKapCTBEHHbIX CpPeAcTB ANf  MEeAMLUMHCKOrO MNPUMEHEHWs B NepeyeHb
fieKapCTBEHHbIX CPeAcTB AN MEAULMHCKOrO MPUMEHEHWS, NoAnexawmnx npeaMeTHO-KONMMYECTBEHHOMY Yy4eTy,
yCTaHaBnvMBaeTCsa YMNONIHOMOYEHHbIM defepanbHbIM OpPraHoM MCMOMHUTENbHOW BNacTW MO COrfacoBaHWio C
dhegepanbHbIM OpraHoM UCMOMHUTENBHOW BRacTy, OCYLLECTBASAWUM PYHKLUKN N0 BbipaboTke rocygapCTBEHHON
NOMWUTUKM, HOPMATMBHO-MPaABOBOMY PErynMpoBaHWI0, KOHTPOMIO M Haasopy B cdepe obopoTa HapKOTUHECKMX
CcpeacTs, MCUXOTPOMHBLIX BELLECTB U UX MPEKYpCopoB, a Takke B obnactm nNpoTUBOLAENCTBUSA UX HE3AKOHHOMY
obopory.

3. MNpeamMeTHO-KONNYECTBEHHBIN YyYeT NEeKapCTBEHHbIX CPEeACTB ANS MEeOWUMHCKOro MNpUMEHeHus BedyT
Npou3BoaUTENWN NEKApPCTBEHHbIX CPEACTB, OpraHv3auuyM ONTOBOW TOProBNW NEKapCTBEHHbIMU CPeAcTBaMW,
anTeyHble OpraHuWsauuu, VHAMBMAYanbHble MNpeanpuHUMaTeny, uUMmerolme fUUEH3NI0 Ha dapmaueBTUYeCcKyo
AEeATENbHOCTb MU MMLEH3NI0 Ha MEOMLIMHCKY0 AeATEeNbHOCTb, U MEAMLMHCKME OpraHv3aumu, ocyLlecTBhsowmne
obpalleHne nekapcTBEHHbIX CPEACTB ANs MEAMLMHCKOro NMPUMEHEHWS, NyTeM permctpauuny nobbiX CBA3aHHbIX C
nx obpalleHvem onepauuin, npu KOTOPbIX W3MEHSAETCH WX KONMWYECTBO WM (UNWN) COCTOSiHWME, B ChneumanbHbIX
XypHanax yyeTta onepaumi, CBA3aHHbIX C obpalleHnem nekapCTBEHHbIX CPpeacTB AnA MeANLMHCKOrO NPUMEHeHUs
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(mBanee - cneumanbHble XypHarbl).

4. TlpaBuna perucTpauuMn oOnepauun, CBsI3aHHbIX C OOpalleHMem meKapCTBEHHbIX CPeAcTB Anis
MEeAMLMHCKOro NPUMEHEHUS, BKIIOYEHHbIX B NepeYvyeHb NeKkapCTBEHHbIX CPeACTB AN MeAULUMHCKOro NpuMeHeHMs,
noanexawmnx npeameTHO-KONMYEeCTBEHHOMY Yy4eTy, B cneumanbHbIX XXypHanax 1 npasuna BeAeHUs U XpaHeHus
cneumarnbHbIX XXypHanoB YTBEPXKAAKTCH YNOSIHOMOYEHHbIM befepanbHbIM OpraHoOM UCMOMHUTENBHOW BIIacTu.

5. KoHTponb 3a cobnogeHnem npasun permctpaummn onepawuun, CBA3aHHbIX C 0OpalleHneM nekapCTBEHHbIX
cpencTs Anst MeOULMHCKOIO NPUMEHEHUS, BKITIOYEHHBIX B MEPEeYeHb NIEKAapPCTBEHHbBIX CPEeACTB Anst MegULUHCKOro
NPMMEHEHWs, noanexawmx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, B CheuuwanbHbIX JKypHamnax, a Takke 3a
cobrniogeHneM MnpaBuil BedeHUS W XPaHeHWs CcheuunanbHbIX >KypHaroB BO3fnaraeTcs Ha YMONTHOMOYEHHbIE
denepanbHble OpraHbl MCMOSHUTENbHOW BNAacTU M OpraHbl UCMOSHUTENBHOW Bnactu cyObekToB Poccuickon
depepaumm, ocylecTBnALLME NULEH3NPOBAHNE MPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTs, dhapMaLeBTUYECKON
AedaTesIbHOCTU U MGD,VILI,I/IHCKOﬁ 0EeATEeNIbHOCTU, N OCYLLECTBINAETCA B paMKaX JIMLEH3NOHHOIO KOHTPOIA.

Mnaea 11. YHUYTOXEHUE NNIEKAPCTBEHHbLIX CPEACTB
Cratbsa 59. OcHoBaHUSA U NOPSAOK YHUYTOXEHUS NIeKapCTBEHHbIX CPEACTB

1. HegobGpokadecTBeHHbIE JEKapCTBEHHbIE CpeAcTBa, hanbcnUUMpoBaHHbIE NEKapCTBEHHbIE CpeacTBa
noanexaT M3bATUIO U3 TpaXgaHCKoro obopoTa M YHUYTOXEHUIO B nopsgke, ycTaHOBNEHHOM [lpaBuTensCTBOM
Poccunckon ®epepauun. OcCHOBaHMEM [ANS YHUYTOXEHMS FEKapCTBEHHbIX CPEACTB SBNSAETCA pelleHune
BnagernbLa fnekapCTBEHHbIX CPeacTB, pPeLleHue COOTBETCTBYHOLLEro YMOMHOMOYEHHOro dedepanbHOro opraHa
WCNOSTHUTENBHOM BNAcTW UMK peLleHne cyaa.

2. KoHTpadhakTHble nekapCTBEHHble CpPEeACTBa Moanexar W3bATUI0 U3  rpaxgaHckoro obopota w
YHUUTOXEHUIO MO peweHnto cyaa. [lopsagok  YHUUTOXEHUS  KOHTpadhakTHbIX — NeKapCTBEHHbIX CPEeACTB
ycTaHaBnuBaeTcs NMpasutensctBoM Poccunckon ®enepaumn.

3. Pacxoppbl, cBA3aHHbIE C YHNHTOXXEHNEM KOHTPadaKTHbIX NEKAPCTBEHHBLIX CPeACTB, HEA4OOPOKAYECTBEHHbIX
neKapCTBEHHbIX CpeacTB, hanbCnULUMPOBaHHbIX NeKapCTBEHHbIX CPeACTB, BO3MELLAOTCA UX BnagensLem.

4. Briageney nekapCTBEHHbIX CPeACTB LOIDKEH MpeacTaBuTb B YMOMHOMOYEHHBIN dhefepanbHbii opraH
NCMNOMHUTENBHOW BNAcTW OOKYMEHT MM 3aBEPEHHYI0 B YCTAHOBIIEHHOM MOPSiAKE ero Konv, nogreepxaaroLme
haKT YHNUYTOXKEHUS NeKapCTBEHHbIX CPeACTB.

5. CoOTBETCTBYIOLMIA YMNONIHOMOYEHHbIN doefeparnbHbIl OpraH MWCMNOMHUTENbHOW BNacTh, MNPUHSABLUNIA
pelleHne 06 YHUUYTOXEHNN NEKapCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHUYTOXEHME NEKapCTBEHHbIX CPeaCTB NPOM3BOAWNTCA OpraHM3auusMmn, UMEKLMMU COOTBETCTBYHOLLYIO
NUUEH3NIO, Ha cneumanbHO 060pyAOBaHHbBIX NroLwaakax, MOAMroHax W B crneyunanbHO  000pYyAOBaHHbIX
nomelleHMsax ¢ cobniogeHneMm TpeboBaHM B 06nacTM oOxpaHbl OKpyXatolle cpefbl B COOTBETCTBUM C
3akoHoaaTenbcTBoM Poccuinckon denepaumn.

7. HapkoTuyeckne  nekapcTBeHHble  CpeacTsa, NCUXOTPONHbIE  NeKapCTBeHHble  CpeacTBa,
paguodapmaleBTMYECKNE NEeKapCTBEHHbIE CPEACTBa YHUUTOXAKTCH B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®enepaunn.

Mnaea 12. TOCYOJAPCTBEHHOE PEIYJIMPOBAHMUE LIEH
HA NEKAPCTBEHHbIE NPEMNAPATbI AnA MEAULIMHCKOIO NPUMEHEHUA

Cratbs 60. locydapcCTBeHHOE perynupoBaHME LeH Ha rfeKapCTBEHHble npenapatbl Ans MeauLUMHCKOro
NpUMeHeHns:

lFocydapcTBeHHOe perynMpoBaHue LieH Ha neKkapcTBeHHble npenapaTbl Ans MEAWMLMHCKOTO MpUMEHEeHUs!
OCYLLECTBNAETCH NOCPEACTBOM:

1) yTBEpXKOEHUS MNepeyHs >KU3HEHHO HeoGXoAMMbIX W BaXKHEWLWMX JeKkapCTBEHHbIX Mpenapartos,
BKIMIOYEHHbIX B Takoi nepeveHb Nog MexayHapoAHbIMU HENaTeHTOBaHHBIMU UMM XMMUYECKUMU HauMEHOBaHUAMM
N COOTBETCTBYIOLLUX CrEeAYOLMM KpUTEPUAM:

a) NpUMeHeHWe KOHKPETHOro JieKapCTBEHHOro npenaparta Ans AWMarHOCTUKW, MNPOgUMaKTUKKA, JevyeHust
3aboneBaHuit, B TOM YMcne npeobnagatoLimx B CTpyKType 3aGonesaeMocti B Poccuiickoin degepaunu;

6) NpenmMyLLeCcTBO KOHKPETHOTO NeKapCTBEHHOro nperapaTta Mo CpPaBHEHWIO C APYTMMU feKapCTBEHHbIMU
npenapartamu npu onpeaerieHHbIX 3aboreBaHmn, CUHAPOME WINW KIMHWYECKOM CUTyaLuu;
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B) TepaneBTUYeCKash 9KBMBANEHTHOCTb KOHKPETHOrO JIeKapCTBEHHOro npenapata nekapCcTBEHHbIM
npenapaTtam CO CXOXMUM MEXaHNU3MOM hapMaKonorm4eckoro 4enNcTBus;

2) yTBepXOeHWs MeTOOUKM YCTaHOBMNEHWUS MPOU3BOAUTENSMU JeKapCTBEHHbLIX NpenapaTtoB npeferibHbIX
OTMNYCKHbIX LIEH Ha NIeKapCTBEHHbIE NMpenaparbl, BKMOYEHHbIE B NEPEYEHb XXU3HEHHO HEODXOAMMbBIX N BaXXHENLLNX
NeKapCTBEHHbIX NpenapaTos;

3) rocyoapCTBEHHOW perucTpauum yCTaAHOBMIEHHbIX MNPOM3BOAMTENSIMU  FIEKAPCTBEHHBIX NpenapaTos
npefernbHbIX OTMYCKHbIX LEH Ha fekapCTBEHHbIE NpenapaThl, BKIMOYEHHbIE B NEPEeYEHb XU3HEHHO HEOOXOOUMBIX U
BaXXKHEMLLNX NTEKapCTBEHHbIX NPENapaToB.;

4) BeOeHusl rocyadapCTBEHHOIO peecTpa npeaernbHbIX OTMYCKHbIX LIeH NMPOM3BOAUTENEN HA NEeKapCTBEHHbIE
npenapaTbl, BKITKOYEHHbIE B NepeYvYeHb XN3HEHHO HEOOXOAMMbBIX U BaXKHEWLLMX FIEKAPCTBEHHbIX NMpenapartos;

5) yTBEpPXOEHUS METOAMKW YCTAHOBMEHWUS OpraHamu WCNOMIHUTENBHOM BNactTu cybbekToB Poccuickom
depepaumm npepenbHbIX pasMepoB ONTOBbIX HaabaBOK M MNpedenbHbIX pPasMepoB PO3HUYHBLIX HaabaBoOK K
hakTU4eCkuM OTNYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMU NEKapCTBEHHbIX MpenapaToB, Ha
neKkapCcTBeHHble npenaparTbl, BKMOYEHHbIE B NepeYeHb XXM3HEHHO HeOobXOOMMbIX M BaXKHEWMLLMX NeKapCTBEeHHbIX
npenapaTos;

6) ycTaHOBNEeHMs1 MnpefenibHbIX Pa3MepoB ONTOBbIX HaA0aBOK M MNpPeAenbHbIX Pa3MEpPOB PO3HUYHBIX
HaabaBoK K (baKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM NPOM3BOAMTENAMN NEKapCTBEHHbIX NpenapaTos, Ha
NeKapCTBEHHble Mpenapartbl, BKMOYEHHbIE B NEpPeYeHb XXM3HEHHO HEOOXOOMMBIX M BaXKHEWMLLMX NEeKapCTBEHHbIX
npenapaTos;

7) yTBEPXOEHWS NOPsiAKa Bbldayn NpeanvMcaHnii opraHam UCMOSTHUTENbHOM BNacTu cybbekToB Poccuickom
depepaumm 0 npvBeOgeHUM B COOTBETCTBME C 3akoHogartenbCcTBoM Poccuiickon depepaumm pelieHun o6
YCTaAHOBMEHMM NpeferibHbIX pa3mMepoB ONTOBbIX HaabaBOK W npefenibHbiX pasMepoB PO3HUYHBLIX HagbaBoOK K
haKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBIMEHHbIM MNPOU3BOAMTENSMM FNEKApCTBEHHbIX MpenapaTtoB, Ha
NeKapCTBEHHbIe npenapaTbl, BKMOYEHHbIE B NEpPeYeHb XM3HEHHO HEOBXOOUMBIX U BaXKHEWLUMX NEKapCTBEHHbIX
npenapaToB, €Cfnv OHU MPUHATBHI C HapyleHnem 3akoHoaaTtenscTBa Poccuiickon ®depepauun, B nopsiake,
ycTaHoBneHHoM [NpaButenscTBoM Poccuiickon depepaumu;

8) HanpasneHusi ynoriHOMOYEHHbIM hedepanbHbIM  OpraHOM  UCMOMHUTENbLHOW  BMAacTM  opraHam
ncrnonHuMTeNbHOW Bnactu cybbekTtoB Poccuickon degepaumn npeanucaHni 0 NpuBefeHMM B COOTBETCTBUE C
3akoHodatenbcTBoM Poccunckon ®efepauumn nNpUHATBIX C  HapylleHuem 3akoHogaTtenbcTBa Poccuiickon
depepaummn pelieHni o6 ycTaHOBMEHUN MPEAEeribHbIX Pa3MepoB OMTOBLIX HA40ABOK U MPeAeribHbIX pa3mMepoB
PO3HMYHbIX HAA0aBOK K LieHaM Ha NleKapCTBEHHbIE NpenapaTbl, BKITHOYEHHbIE B NEPEYEHDb XN3HEHHO HEOOXOANMBIX
N BaXXKHENLUNX JIEKAPCTBEHHbIX NPenapaTos;

9) ocyuwiecTBneHus denepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHusi nekapCTBEHHbIX
CPEACTB U pPEermoHanbHOro rocygapCTBEHHOrO KOHTPONSA 3a MPUMMEHEHUEM LiEH Ha fekapcTBEHHble npenaparthbl
COOTBETCTBEHHO YMOMHOMOYEHHbIMU  befepanbHbiMU  OpraHamMu  UCMOMHUTENbHOW BRacTM W OpraHamu
ncnonHMTENbHOW Bnactu cybobekToB Poccuiickon ®Pegepauum cornacHo WX  KOMMETEHUMM B MOPSiAKe,
ycTaHoBneHHoM [NpaButenscTtBoM Poccuiickon depepaumu;

(n. 9 B pen. ®egepansHoro 3akoHa oT 25.06.2012 N 93-93)

10) NpMMeHeHns NpeayCMOTPEHHbIX 3akoHogaTenscTBoM Poccuiickon Pegepaumm Mep OTBETCTBEHHOCTM 3a

HapyLleHVe nopsiaka LeHoobpa3oBaHMs Ha XXU3HEHHO HEOOXOOUMBIE U BaXKHEWLLME NeKapCTBEHHbIE Npenaparhbl.

Ctatbs 61. [ocygapcTBEHHas perucTpaumst yCTaHOBMEHHbIX NMPOU3BOAMTENSIMM NIEKapCTBEHHbIX NMpenapaToB
npedesibHbIX OTMYCKHbIX LIeH Ha XM3HEHHO HeobxoAuMMble M BaXKHEWLMe JieKapCTBEHHble npenapaTbl U KX
npogaxa

1. YcTaHOBNEHHbIE npoun3ssoguTenaMmn nekapCTtBeHHbIX MnpenapatoB npefelibHble OTNYCKHble LeHbl Ha
NeKkapCTBeHHble npenapaTtbl, BKIMKOYEeHHble B NepevyeHb XU3HEHHO HeOGXO,D,I/IMbIX N BaXHENLLINX NeKapCTBEHHbIX
npenapaToB, NoAnexar rocygapCTBEHHON perncrpaumn.

2. YcTtaHoBneHHasi Npou3BOAUTENEM NeKapCTBEHHbIX MpenapaTtoB npedenbHas OTMYCKHasi UeHa Ha
NEKAPCTBEHHLIN MpenapaT, BKYEHHbIA B NepeyeHb XU3HEHHO HEOOXOOUMbBIX U BaXXHEMLIMX JeKapCTBEHHbLIX
npenapaTtoB, MOAMEXWUT roCyJapCTBEHHOM PEerucTpauuv, ecriv OHa He MpeBbIlaeT pa3mMep LeHbl Ha OaHHbIN
NEKapCTBEHHbIN MNpenapaTt, pacCyYNTaHHbI B COOTBETCTBUM C YTBEPXKAEHHOW B MOPSAKe, YCTAHOBIIEHHOM
MpaeutenbctBom Poccuiickon ®degepaumm, METOAMKOW YCTAHOBIEHWUS MNPOU3BOAUTENSIMU  JIEKAPCTBEHHbIX
npenapaToB npegernbHbIX OTNYCKHbIX LIEH Ha fekapCTBeHHble MnpenapaTtbl, BKIOYEHHbIE B MEPEYEHb XMU3HEHHO
HeobXoOMMbIX W BaXXHEWMLIMX JEeKapCTBEHHbIX npenapaToB. [aHHOM METOAMKOM npedycMmatpuMBaeTcs Arnis




®epeparnbHbiii 3akoH oT 12.04.2010 N 61-03
(pea. ot 25.12.2012)
"06 obpalleHnn NeKapCTBEHHbIX CpeacTB”

NEeKapCTBEHHbIX MpenapaToB, HaxogsAwmxcs B obpalleHun Ha Tepputopum Poccuickon ®denepauum, pacyet
cpeaHeB3BeLLeHHON haKTUYEeCKOW LeHbl OTMycKa, cpeHEeB3BELUEHHOM (haKTUYEeCKOM LieHbl BBO3a NeKapCTBEHHOIO
npenapaTa 3a roa, NpeallecTBYOWNA AaTe MpeacTaBneHns npeaeribHOW OTMYCKHOW LUeHbl Npov3BoauTens Ha
NneKapCTBEHHbI npenapaT Ha TroCydapCTBEHHYI perucrpaumioo, a [And nNekapcTBEHHbIX npenapaToB, He
noctynaBwmux B obpauleHne Ha Tepputopum Poccuiickon ®epepauun, U ANs OPUIMHAMNBHBIX JIEKAPCTBEHHbIX
npenapaToB pacyeT POCCUNCKMMU MPOU3BOAUTENAMU FNEKAPCTBEHHbIX MNPenapaTtoB pacxofoB, CBA3aHHbIX C
pa3paboTkon, NPOWM3BOACTBOM, peanu3auuert nekapCTBEHHOro MpenapaTta, YkasaHue  WMHOCTPaHHbIMU
npou3BoauTENsIMA pa3mepa MWHUMAIbHOW OTMYCKHOW LieHbl MPOU3BOAMUTENS Ha NEKapCTBEHHbIN npenapaTt B
rocygapcree Npov3BOAMTENS U OPYIMX rocyaapcTBax, rae OH 3aperncTpMpoBaH, C Y4eTOM PacxodoB, CBSA3AHHbIX C
TaMOXEHHbIM OPOPMIIEHMEM (TAMOXEHHOW MOLUIIMHBI U TaMOXEHHbIX COOPOB 3a TaMOXeHHOoe OdopMIIEHME), U
TPaHCMNOPTHbIX pacxonoB.

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

2.1. lMpn npoBedeHnn pacyeTa npegenbHON OTMYCKHOW LeHbl Hapsay C AaHHbIMW, MpegyCcMOTPEeHHbIMU
YacTbio 2 HacCTOSsLLEN CTaTbU, YYNTbIBAETCSA:

1) B OTHOLWIEHWM POCCUNCKONO MNPOU3BOAMTENS - LEeHa Ha aHanornyHble (Mo MeXayHapooHOMY
HenaTeHTOBaHHOMY HaMMEHOBaHWUIO, flekapCTBEHHON OpMe U [OO3UPOBKE) JIEKApPCTBEHHbIE MNpenaparthbl,
npou3sBefeHHble Ha Tepputopun Poccuiickon ®epepaumm, nubo B criydae ux OTCYTCTBUS LieHA Ha aHanorvyHble
WHOCTPaHHbIE NEKapCTBEHHbIE MpenapaThl, HAXOASLWMECS B rpaxaaHckom obopoTe Ha Tepputopumn Poccuiickon
depepauuy;

2) B OTHOLWEHUN MWHOCTPAHHOrO MPOM3BOAUTENS - LEHa Ha aHanormdHble (Mo MexayHapogHOMY
HenaTeHTOBaHHOMY HaVMMEHOBaHWUKO, flekapCTBEHHON opMe W OO3UPOBKE) JeKapCTBEHHbIE npenaparthbl,
HaxoasLmecs B rpaxxgaHckom obopoTe Ha TeppuTopumn Poccuinckon ®egepavun.

(vactb 2.1 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

2.2. Ha ocHoBaHuyM nogaHHoro Ao 1 oKTabpsa kakgooro roga 3asiBNEHWs POCCUMACKOro Mnpou3BoauTens
NEKapCTBEHHLIX MpenapaToB, BKIMOYEHHBLIX B NMEpPeYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEMLLMX JIEKAPCTBEHHbIX
npenapaToB, 3aperucTpuvpoBaHHas npefenbHad OTMYCKHasi LieHa Ha IeKkapCTBEHHbIW npenapaTt B Cchnyyae
U3MEHEHNs LEeH Ha Ccblipbe W MaTepuanbl, HaknagHblX pPacxodoB, a Takke WCXOAs W3 YCTaHOBEHHOro
degepanbHbIM 3aKOHOM O dhefepanbHOM OHKeTe Ha COOTBETCTBYIOLLMI (PMHAHCOBLIA rog M Ha MNfaHOBLIN
nepuog MporHO3MpyeMOoro ypoBHS MHMASALMM MOXET ObiTb NepeperncTpupoBaHa, HO He Yalle YeM oauH pas B
KaneHgapHOM rofly B Nopsifke, yCTaHOBNEHHOM YacTamu 2 1 2.1 HacTosiLen cTaTbMm.

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

3. lMpopaxa nekapcTBEHHbIX MpenapaToB, KOTOpble BKIKOYEHbl B MepevYeHb XM3HEHHO HEeOOXOAMMbBIX U
Ba)XKHEWLLNX NeKapCTBEHHbIX NPenapaToB U Ha KOTOPbIE HE 3aperncTpMpoBaHa yCTaHOBIEHHas NPOM3BOAUTENAMN
NeKapCTBEHHbIX NpenapatoB npefenbHasi OTMYCKHas LieHa Ha fekapCTBEHHble npenapatbl, BKMIOYEHHbIE B
nepeYeHb XXU3HEHHO HEODXOANMbBIX U BaXXHENLLNX NEKapCTBEHHbIX NPenapaToB, He A0MyCKaeTcs.

CtaTba 62. rocyﬂapCTBeHHbIVI peecTp npeneribHbiX OTNYCKHbIX LEH I'IpOI/I3BO,CI,I/ITeJ'IeIZ Ha nekapCcTBeHHble
npenapartbl, BKINO4YEHHbIE B NepeYvYeHb XN3HEHHO HeobXoaMMbIX U BaXKHEWLLIMX JIeKapCTBEHHbIX NpenapaTtoB

1. 3aperucTpvpoBaHHble MpeaernbHble OTMYCKHble LeHbl Ha JfeKapCTBEHHble Mnpenaparbl, BKIOYEHHble B
nepeyeHb XM3HEHHO HEeOOXOAMMbIX W BaXKHEMLWMX NEeKapCTBEHHbIX MpenapaTtoB, MOANEeXaT BKIOYEHUO B
rocyaapCTBEHHbIN peecTp npefernbHbIX OTMYCKHbIX LEeH Mpou3BOAUTENEN Ha neKkapcTBeHHble npenaparhbl,
BKIMIOYEHHbIE B NMePeyeHb XN3HEHHO HEODXOAUMBIX U BaXKHEWLLMX feKapCTBEHHbIX NpenapaTtos.

2. F'ocypapCcTBEHHbIN peecTp NpedernbHbIX OTNYCKHbIX LieH NPON3BOAMTENEN Ha nekapCcTBeHHbIe npenaparhbl,
BKIIIOYEHHbIE B NEpPeYeHb XXU3HEHHO HEOOXOOUMBIX Y BaXKHEMLLUX NeKapCTBEHHbIX NpenapaToB, COAEPXMUT B cebe
cneayowyro nHdopmaumio:

1) HanmeHoBaHMe NpPon3BOAUTENSA NEKAPCTBEHHOMO Npenapara;

2) HaumeHoOBaHMEe NeKapCTBEHHOro npenaparta (MexayHapogHOoe HenaTeHTOBaHHOEe WM XMMWYecKoe W
TOpProBoe HaVMeHOBaHUS);

3) HOMep perncTpaumMoHHOro yaOCTOBEPEHUS NTeKapCTBEHHOrO NpenapaTa;

4) nekapctBeHHas ¢opma C ykaszaHuem [03VMPOBKM JeKapCTBEHHOro npenapara M ero Konuyecrtsa BO
BTOPUYHOW (MOTPEOUTENBCKON) YNAKOBKE;

5) sapernctpvpoBaHHas npegernbHas OTNYCKHAs LeHa B pyonsx;

6) faTa rocygapCTBEHHOM permcTpauum npeaenbHOW OTMYCKHOM LieHbl Ha fekapcTBeHHble npenaparhbl,
BKITIOYEHHbIE B NMepeyeHb XN3HEHHO HEODXOAUMBIX U BaXKHEWLLMX feKapCTBEHHbIX NpenapaTtos.
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3. locymapctBeHHas peructpauusa npegenibHbiX OTNYCKHbIX LEeH Ha feKapCTBEHHble npenapaTbl,
BKMIOYEHHble B MepevYeHb XU3HEHHO HEeOOXOAMMbIX W BaXKHEWLUMX IeKapCTBEHHbIX MNpenapaTtoB, BeaeHue
rocyapCTBEHHOro peecTpa npefenbHbIX OTMAYCKHbIX LEeH MNpouM3BoauTENEeN Ha nekapCTBEHHble npenaparthbl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEMNLLMX JIEKAPCTBEHHbIX NPEnapaToB, OCYLLECTBASIOTCSA
B nopsgke, yctaHoBneHHoM [NpasutensctBom Poccuinckon denepaumm.

Cratba 63. YcrTaHoOBneHve opraHamMmuM WCMONMHUTENbHOW Bractu cybbektoB Poccuiickon ®egepauun
npedenbHbIX pa3mMepoB OMTOBbIX HagbaBOK M MpederibHbIX PasMepoB PO3HMYHBIX HagbaBOK K haKTUYECKUM
OTNYCKHbIM Li€HaM, YCTaHOBMEHHbIM MNPOM3BOAUTENSAMU JIEKAPCTBEHHbLIX MNpPenapaToB, Ha JIEKapCTBEHHbIE
npenapaTbl 4N MeOULUHCKOTO NMPUMEHEHUS

1. OpraHbl ucnonHuTenbHOW BnactTn cybobekToB Poccunckon depepaumy ycTaHaBnNUBAKT MNpeaernbHble
pa3Mmepbl ONTOBbIX HaAbaBOK M NpefernbHble pa3mepbl PO3HUYHbIX HAaA0aBOK K hakTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbLIM NPOMN3BOAUTENSAMMU NEKAPCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIe npenapartbl, BKIYEHHbIE B
nepeyveHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUNX NEeKapCTBEHHbIX NpenapaToB, B COOTBETCTBUM C YTBEPXKOEHHON
B Mopsigke, yctaHoBneHHoM [paButenbctBom Poccuiickon ®egepauun, METOLMKOW YCTAHOBMEHMS OpraHammu
ncnonHuMTENbHOW Brnactn cybbekToB Poccuiickon ®epepauum npegenbHbiX pa3mMepoB ONTOBbIX HagbaBoOK U
npefenbHbIX Pa3MepoB  PO3HWYHBIX HagbaBOK K (PaKTMYECKMM  OTMYCKHbIM  LeHaM, YCTaHOBMEHHbIM
nNpou3BOaUTENSIMA NEKAPCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHble MpenapaTtbl, BKIOYEHHbIE B MNepevyeHb
XN3HEHHO HEODXOAMMbBIX U BaXKHEWLUNX IeKapCTBEHHbIX NpenapaTos.

2. OpraHu3auuu onTOBOW TOProBNM 1 (MNW) anTeyHble OpraHn3auuv, UHaMBUAYyanbHble NpeanpuHuMaTenu,
UMerLmne nuUeH3no Ha ¢apMaueBTUYECKYID OeATENbHOCTb, OCYLUECTBASIT peanu3auuio nekapCcTBEHHbIX
npenapaToB, BKMOYEHHbIX B NepevYeHb XU3HEHHO HEOOXOAMMBIX U BaXXHENLUNX NEKapCTBEHHbIX NpenapaTtos, Mno
LeHaM, YPOBEHb KOTOPbIX HE MPEBbILLAET CYMMY (PakTU4ECKOM OTNYCKHOWM LieHbl, yCTAaHOBMNEHHOW NPOU3BOANTENEM
neKapCTBEHHbIX MpenapaTtoB U He NpeBbillatoLLen 3aperncTpnupoBaHHON NpeaenbHOW OTNYCKHOW LeHbl, U pasmep
onToBOW HapgbaBkM M (MNK) pasmep PO3HWMYHOM HaabaBkW, He NpeBblllalLMe COOTBETCTBEHHO pasmepa
npegenbHON ONTOBOW HaabaBku u (Mnn) pasMmepa nNpeaenbHOM PO3HUYHOW HaabaBKM, YCTaHOBIEHHbIX B CyObeKkTe
Poccuiickon ®enepaunn.

3. OpraHbl MCMNONHUTENBHOW Brnactu cydbekTtoB Poccunckon Pegepaummn pasmelaror B cetn "VIHTepHeT"
unu onybnvMkoBbIBatOT MHGOPMALNIO O 3aperMcTpUpOBaHHON NPeAenbHOM OTMYCKHOM LiEeHEe Ha NeKapCTBEHHble
npenapaTtbl, BKIOYEHHbIE B NEpPEeYEeHb XM3HEHHO HEOOXOOAMMBIX U BaXKHEWLUMX FeKkapCTBEHHbIX npenapaTtos, 06
YCTaHOBMEHHbIX B cyObekTe Poccunckon denepaunm pasmepe npenernbHoM onToBOW Hagbaekum un (unu) pasmepe
npegensHON  pPO3HWYHOM  HagbaBKM K YCTAHOBMEHHBIM  NPOM3BOAUTENSAMW  FIEKAPCTBEHHbIX NpenapaTos
PaKTUYECKMM OTMYCKHbIM LIEHaM Ha feKapCTBEHHble npenapaTbl, BKMHOYEHHbIE B MNepeyvYeHb XU3HEHHO
HeOoBXOAMMbBIX N BaXXHENLLMX NeKapCTBEHHbIX NpenapaTtos, U 06 yka3aHHOW B YaCTWU 2 HacCTOSALWLEN CTaTbu CyMMeE.
WHdopMaLums, npeaycMOTpeHHasa HacTosILLEN YacTblo, JOMKHa pasMelLaTbCs Takke B anTevHbIX opraHvM3aumsax B
OOCTYMHOWN ANs CBeAEHMSA BCEX 3aUHTEPECOBAHHbIX NML, hopMe U OOHOBMSTLCS NO Mepe ee onyGrMKOBaHMS.

4. TlpuHaTble C HapylleHuem 3akoHogaTenbcTBa Poccunckon depepaumm  pelleHust  OpraHos
ucnonHuTeneHon Bnactn cybbekta Poccuiickon depepaummn o6 ycTaHOBNEHUN NPEAEribHbIX Pa3MepoB ONTOBbIX
HagbaBoOK M MpeferibHbIX Pa3MepoB PO3HWMYHBIX HagbaBOK K 3aperncTpuUpoBaHHbIM MpedenbHbIM OTMYCKHbIM
LeHaM Ha JIeKapCTBEHHble MpenapaTbl, BKIIOYEHHbIE B MEpPeYEHb XMU3HEHHO HEeobXOoOAMMbIX W BaXHEMLUMX
nekapCcTBEHHbIX NpenapaToB, noanexar oTMeHe B cyaebHom nopsiake.

Maea 13. MOHUTOPWUHI' BE3OMNMACHOCTM JIEKAPCTBEHHbIX MPEMNAPATOB,
HAXOOALWKNXCA B OBPALLEHUAU HA TEPPUTOPUM POCCUNCKOU ®ENEPALIUA

CraTbsa 64. MoHWUTOPWHI 6E30NacHOCTM NeKapCTBEHHbIX NpenapaTos

1. JlekapcTBeHHble nNpenapaTbl, Haxogswmecs B obpalwieHun Ha Tepputopum Poccuickon depepaumu,
nognexaT MOHUTOPMHIY 06e30MacHOCTU B LENAX BbISABMEHUST BO3MOXHBLIX HEraTMBHbIX MOCNEACTBUA  UX
NMPVYMEHEHWS, NpeaynpexXaeHns NaumeHToB 1 X 3anTbl OT NPUMEHEHUS TaKMX NpenapaToB.

2. MoHuTOpuHr ©e30MacHOCTU  NEKAPCTBEHHbIX MpPenapatoB  OCYLECTBASETCA  YMOJTHOMOYEHHbIM
degepanbHbIM OpraHoM WCMONTHUTENbBHOM BMAcTM Ha BCeEX aTanax ux obpaileHusa Ha Tepputopumn Poccuickon
depepauyuun.

3. CyObekTbl 06paLleHnst NekapCTBEHHbIX cpeacTs 0683aHbl coobLaTh B YCTAHOBIIEHHOM YMOSTHOMOYEHHbIM
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dhegepanbHbIM OPraHoM UCNONHUTENBHON BNAacTu nopsiake 060 Bcex crnydasx NoboYHbIX AEVCTBUN, HE YKa3aHHbIX
B MHCTPYKUMU MO MNPUMEHEHUIO JNEeKapCTBEHHOro nmnpenapaTta, O Cepbe3HbIX HeXenaTerbHbIX peakumsix,
HenpeaBMAEHHbIX HeXernaTerbHbIX peakumsix npu NpuMeHeHWM NekapCcTBEHHbIX npenapaTtoB, 06 0cobeHHOCTAX
B3aMMOEVCTBMSA NeKapCTBEHHbIX MNpenapaTtoB C APYrMMU NeKkapCTBEHHbIMW npenapaTtamu, KoTopble Oblnu
BbISIBIIEHbI MPU NPOBEAEHUN KIIMHUYECKMX NCCNEeAoBaHNA U NPUMEHEHUN fleKapCTBEHHbIX Npenapartos.

4. 3a HecoobLleHMe Wnn COKpbITME CBEeAEHWW, MpPedyCMOTPEHHbIX YacTbio 3 HacTosWen cTaTbu, nuua,
KOTOpPbIM OHW CTanuM M3BECTHbl MO pody WX MpodeccUoHanbHON AeATenbHOCTW, HECyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccunckon ®epepauun.

5. TMopsgok ocyLlecTBneHUs MOHUTOpWMHra 6e30nacHOCT NeKapCTBEHHbIX npenapaTos, perucTpauun
NMOBGOYHBIX AENCTBUNA, CEePbe3HbIX HeXenaTemnbHbIX peakuun, HenpeaBUOEHHbIX HeXenaTernbHbIX peakuuin npu
NPUMEHEHMM NeKapCTBEHHbIX NpenapaTos, B TOM YMcne npeacrasneHns nHpopmauum ob aTom, yctaHaBnuBaeTcs
YMOSTHOMOYEHHbIM peaepanbHbIM OpraHoM UCMONHUTENBHOW BRacTu.

Cratbs 65. MprocTaHoBNeHMEe NPMMEHEHNS NeKapCTBEHHOro Npenapara

Mpu nony4yeHun uHdopmaumm O MNOOOYHBLIX AENCTBUSX, HE YKa3aHHbIX B WHCTPYKUMU MO MPUMEHEHWUIO
NEeKapCTBEHHOIO Npenapara, Cepbe3HbiX HeXenaTenbHbIX peakumsx, HenpeaBnAEHHbIX HeXenaTenbHbIX peakumsix
NpyM NPUMMEHEHWM JeKapCTBEHHOro npenapata, 06 OCODEHHOCTAX e€ero B3aMMOAENCTBUMS C  OPYryMu
nekapcTBEHHbIMUM NpenapaTtaMu, KOTopble MOTYT NPEeACTaBnATb Yrpo3y XU3HU UMW 300POBLI0 MALMEHTOB, a Takke
CBeEeHWIN, He COOTBETCTBYIOLLMX CBEAEHNSIM O NIeKapCTBEHHOM MpenapaTte, coaepXalmymcs B UHCTPYKLMKU MO ero
NPUMEHEHNIO, YMOMHOMOYEHHbLIN doeeparnbHbll OpraH MCMNOSIHUTENbHOM BfacTM paccMmaTpuBaeT BOMNPOC O
BO3MOXHOCTU NMPUOCTaHOBNEHNA NPUMEHEHUA TaKoro JekapCTBeHHOro npenapata B nopsanke, yCtaHOBJIEHHOM
YNOJTHOMOY€EHHbIM q)e,u,epaanuM opraHomMm MCMNONMHUTENbHOW BNAcTU.

CtaTbsa 66. MH(*)OpMaLI,I/IFl O pe3ynbTaTax MOHUTOPWUHIa GesonacHocTn JIeKapCTBEHHbIX NMpenapaTtoB

YNonHOMOYEHHbIN  pefepanbHbid - OpraH  UCMNOMHUTENBHOW  BacTW, OCYLLECTBASOWMUNA  MOHUTOPUHT
6e30MacHOCTN NEeKapCTBEHHbIX MpenapaToB, Haxogsdwmxca B obpaweHun Ha Tepputopum Poccuiickon
depnepaummn, no pesynbTaTam MOHUTOPUHra pasmelllaeT Ha CBOEeM oduunanbHOM canTe B cetu "UHTepHeT"
MHOPMALMIO O MPUHSTBIX PELUEHUAX O BHECEHUWN MU3MEHEHMS B MHCTPYKUUIO MO MPUMEHEHUIO FIEKAPCTBEHHOIO
npenapaTta, O MPUOCTAHOBMEHUN MPUMEHEHMST NEKapCTBEHHOro npenaparta, 06 wu3bATMM K3  obpalleHusd
nekapcTBEHHOro npenapaTa UM o BO306HOBNEHMM NPMMEHEHWS NIEKAPCTBEHHOIO npenapara.

Mnasa 14. UHOOPMALUA O NIEKAPCTBEHHbIX MPEMAPATAX
Crtatbs 67. UHdopmauusa o nekapcTBeHHbIX Npenaparax

1. MHcbopmMaumsa o NnekapcTBEHHbIX Mpenapartax, oTrnyckaeMblX Mo peLenTy Ha NekapcTBeHHbI Npenapar,
JoIKHa codepXaTbCA TONMbKO B CMeLManvMavpoBaHHbIX W34aHUsIX, MpeAHasHayeHHbX aAns  MeOWMLMHCKMX,
(hapmaLEeBTUYECKUX, BETEPUHAPHBIX paboTHUKOB. MHbopMaumst 0 nekapCTBEHHbIX NpenapaTtax Ans cneumanvcToB
B 06nacTy obpalleHusl NekapCTBEHHbIX CPeACTB MOXET coaepkaTbCs B MOHOrpadusix, CnpaBOYHMKaX, HayYHbIX
cTaTbsX, B AOKINaAax Ha KOHrpeccax, KoHepeHUMsaX, CUMMO3nyMax, Hay4YHbIX COBETaX, a TakKe B UHCTPYKLUMSIX MO
MPUMEHEHWI0 NTeKapCTBEHHbIX NpenapaTos.

2. NHdopmaums 0 nekapcTBEHHbIX NMpenapaTax, oTnyckaemblx 6e3 peuenTta Ha NekapCTBEHHbIN npenapar,
MOXET cofepXaTbCs B MyGnukaumnax n o6bsABNEHNAX cpeacTB MaccoBoW MHGOPMaLUK, cneumuanuanpoBaHHbIX U
0BLWNX MNeyaTHbIX WU3OAHUAX, WMHCTPYKUMAX MO MPUMEHEHWMIO JIeKapCTBEHHbIX MpenapaTtoB, WHbIX W3OaHUax
CyObeKkToB ObpalleHns nekapcTBeHHbIX cpefAcTB. PeknamHble MaTtepuanbl O NekapcTBEHHOM npenaparte,
oTnyckaeMom 6e3 peLienTa Ha NekapCTBeHHbIN Npenapart, AOMKHbI COOTBETCTBOBaTL UHCTPYKLMM MO NPUMEHEHWIO
nekapcTBEHHOro npenapara.

3. OonyckaeTcs ucnonb3oBaHue NiobbiX MaTepuarnbHbIX HOCUMTeNel, NO3BONAIOLWMX XpaHUTb, NepedaBaTtb U
Mcnonb3oBaTb MHGOPMAaLMIO O NIEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKaXKeHWs!.

Maea 15. OTBETCTBEHHOCTb 3A HAPYLLEHVE 3AKOHOAATEJIbCTBA
POCCUNCKOWU ®EAOEPALIUM NPU OBPALLEEHUU NNEKAPCTBEHHbLIX CPEACTB
1 BO3MELEHUWE BPEOA, MPUYUHEHHOIO 3[00OPOBbLIO NrPAXOAH
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BCNEACTBUE NPUMEHEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB

CraTbsa 68. OTBETCTBEHHOCTb 3a HapylUeHWe 3akoHogaTenbcTBa Poccunckon Pepepaumm npyu obpalleHun
neKapCTBEHHbIX CpeacTB

HapyLueHMe 3akoHogaTtenbcTBa Poccuiickom QJep,epau,MM npu 06pau.|,eH|/|V| JNeKapCTBEHHbIX CPeACTB BJie4eT
3a cobow OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOA4ATENLCTBOM PoccuiAckon QJep,epaLl,MM.

Ctatbs 69. BosmelleHne Bpega, NPUYMHEHHOTO 3[0POBLID  rpaaaH BCNEeACTBUE  MPUMEHEeHUs!
nekapcTBEHHbIX NpenapaTos

1. MpousBoguTens nekapcTBeHHOro npenapara obsi3aH BO3MECTUTb Bpes, NPUYNHEHHbIN 300POBbLIO rpaxaaH
BCNeACTBUE MPUMEHEHUS NeKkapCTBEHHOro npenapaTta, ecrnv AoKa3aHo, YTo:

1) nekapcTBEHHbLIV NpenapaT NPUMEHANCA NO Ha3HAYEHUIO B COOTBETCTBUU C UHCTPYKLMEN NO NPUMEHEHUIO
rniekapCTBEHHOro npenapaTta W NpUYMHON Bpeda SBUICHA BBOA B rpaxaaHCKMn obopoT HenobpokaydecTBEHHOro
riekapCTBEHHOro npenapara;

2) Bpen 340pPOBbI0 MPUYMHEH BCNEACTBME HeAOCTOBEPHOW MHGOPMaLMK, COAepXKallencs B MHCTPYKUUK No
NMPUMEHEHMIO NIeKapCTBEHHOrO nNpenapara, U3gaHHou Npou3BoaMTeNneM NekapCTBEHHOro npenapaTa.

2. B cnyvae, ecnn Bpea 300pOBbI0 paxgaH MPUYMHEH BCNEACTBME MPUMEHEHUS NeKapCTBEHHOro
npenapara, npuvlieawero B HerogHOCTb B pesynbTaTe HapyLlleHWs NpaBui XpaHeHWUs NeKapCTBEHHbIX CPeacTB,
npasunn ONTOBOW TOProBNW fIeKapCTBEHHbLIMW Npenaparamun, Npasun OTNyCcka fiekapcTBEHHbIX NpenapaTos, Npasun
N3roTOBMEHNS U OTNycKa NeKapCTBEHHbIX MpenapaToB, BO3MeLleHVMe Bpeda OCYLLEeCTBNSETCA COOTBETCTBEHHO
opraHusaumen ONTOBOW TOPrOBMW JIEKapCTBEHHbIMW CPEeACTBaMW, anTeyHOW opraHusaumen, MHOUBMAYarbHbIM
npeanpvHMMaTeneM, WMEKLWUMN JULUEH3NI0 Ha dapMaueBTUYECKyl0 AeATENbHOCTb UMM NIMLEH3NI0  Ha
MEOULMHCKYI0 [eATerNbHOCTb, MEAULMHCKOW opraHusdauven, WUMelowen nuMueH3nio Ha dapmaueBTUYECKYHO
AesaTenbHOCTb (ee 060co6eHHbIM noapasgeneHmem (ambynatopuen, denbaLepckum "
denbaLepcKo-akyLepckuMm NyHKTamu, LeHTpoMm (oTaeneHnem) obuwien BpayvebHOM (CeMenHOM) npakTuku),
pacnofioXeHHbIM B CENbCKOM MNOCENeHWn, B KOTOPOM OTCYTCTBYeT anTeyHas opraHusauus), OOnyCTUBLLMMMU
npoAdaxy unm oTMycK Takoro nekapcTBEHHOro npenapara.

3. BosmeleHve Bpeda, NPUYMHEHHOrO 340POBbLIO [PaXAaH BCReACTBME MNPUMEHEHUS neKapCTBEHHbIX
npenapaToB WM COBEPLUEHWS MPOTMBOMPAaBHLIX AEVWCTBUN CybbekTamy obpalleHus neKapCTBEHHbIX CPEeacTB,
OCYLLIECTBNAETCHA B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccunckon degepaumn.

Fnaea 16. SAKINIOYUTESNIbHBLIE NMONOXXEHUA

Cratba 70. O npusHaHuUM yTpaTUBLUUMKU CUMY OTAENbHbIX 3aKkoHoAATemNbHbIX akToB  (MOMNOXEeHUN
3aKkoHoaTenbHbIX akToB) Poccuiickon ®efepauuu

[Mpu3HaTb yTpaTUBLLMMUK CUITY:

1) ®epepanbHbin 3akoH oT 22 umoHA 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeacTtBax” (CobpaHue
3akoHogaTtenbcTBa Poccunckon ®egepaumm, 1998, N 26, ct. 3006);

2) depepanbHbli 3akoH OT 2 gaHBaps 2000 roga N 5-03 "O BHECEHMM WM3MEHEHMS U OOMOSIHEHWA B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTBax" (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepauum,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 gHBapa 2003 roga N 15-03 "O BHeceHWM U3MEHEHUI U”
OOMOMHEHNI B HEKOTOPbIE 3akoHOAaTeNbHble akTbl Poccunckon depgepaumm B cBA3M ¢ NpuHATUEM DegepanbHOro
3akoHa "O nuueH3anpoBaHMM OTAeNbHbIX BUAoB AeaTenbHocTn" (CobpaHume 3akoHopaTenbctBa Poccuickon
depepaumm, 2003, N 2, cT. 167);

4) cratbio 31 depepanbHoro 3akoHa oT 30 uoHa 2003 roga N 86-d3 "O BHeceHMM U3MEHEHUn Wn
OOMONHEHMI B HEKOTOpPblE 3akoHoAaTenbHble akTbl Poccuiickon Pepepauun, NpU3HAHUKU YTPATUMBLUUMU CUIY
OTOEeNbHbIX 3akoHodaTenbHbiX aktoB Poccuickon ®epepaumun, nNpegocTaBneHUM OTAENbHBIX  FapaHTun
COTPYyOHWKaM OpraHoB BHYTPEHHWX [Jef, OpraHoB MO KOHTPOM 3a OOOpOTOM HapKOTUYECKMX CPeacTB U
MCUXOTPOMHBLIX BELECTB W yhpasgHsemblx efepanbHbiX OpPraHoB HAOroBOWM MONMUUMM B CBSA3U  C
OCYLLECTBIIEHMEM Mep MO COBEPLUEHCTBOBAHMIO rocygapcTtBeHHoro ynpaeneHusa" (CobpaHue 3akoHogaTenbCcTBa
Poccwuiickon ®epepaumm, 2003, N 27, ct. 2700);
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5) cratbto 101 depepanbHoro 3akoHa ot 22 asrycta 2004 ropa N 122-03 "O BHeceHMM U3MEHEHWI B
3akoHofaTenbHble akTbl Poccunckon depepaumm n NpusHaHUKM yTpaTUBLLMMKU CUINY HEKOTOPLIX 3aKOHOA4ATEeNbHbIX
aktoB Poccuiickon Pepepauum B cBA3M C nNpuHATMEM DefeparnbHbiX 3akOoHOB "O BHECEHMM W3MEHEHUA W
gononHeHnn B ®efepanbHbiin 3akoH "O6 0bLLMX NpUHLMNAaxX opraHm3aumm 3akoHogaTenbHbIX (MPeacTaBUTENbHbIX)
N UCMNOMHMTENbHBbIX OPraHoOB rocyAapcTBeHHOW Bractu cybwektoB Poccuiickon ®epepaummn” n "O6 o6LmMX
NpyHUMNax opraHn3auum MecTHoro camoynpasneHus B Poccuiickon ®epepaumn” (CobpaHue 3akoHogaTenbcTBa
Poccunckon ®enepauun, 2004, N 35, cT. 3607);

6) ctaTbto 28 PepepanbHoOro 3akoHa ot 18 gekabpsa 2006 roga N 231-d3 "O BBegeHUn B AEWCTBME YacTu
yeTtBepTon [paxgaHckoro kogekca Poccunckon depepaumn” (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumm, 2006, N 52, cT. 5497).

Cratba 71. BetynneHue B cuny Hactosiwero ®egepansHOro 3akoHa

1. Hactosawmin ®enepanbHbiin 3aKoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBEHHbIE CPEACTBA, 3aperncTpupoBaHHble OO OHA BCTYNNEHNs B cuny Hactosiwero degeparnsHOro
3aKoOHa, noasiexar BKITHYEHNIO B rOCY4apCTBEHHbIE PEECTPbl NEKAPCTBEHHBLIX CPEACTB C BHECEHMEM YKa3aHHbIX B
yactm 1 ctatem 33 HacTtoswero PenepanbHOro 3akoHa cBedeHu 00 3TUX feKkapCTBEHHbIX cpeacTBax 0e3
NPOXOXAEHWNST BHOBb NpOoLeaypbl FOCYAapCTBEHHOW PErMCTpaLmn NekapCcTBEHHbIX NpenapaTos.

3. locypapcTBeHHasd perncrpauus fekapCTBEHHbIX MpenapaToB, 3a WUCKIIOYEHWEM J1eKapCTBEHHbIX
npenapaToB ANs MeOULMHCKOIO MPUMEHEHUS, NPEACTABIEHHbIX HA YKa3aHHY0 perncTpauuio 4o AHS BCTYNNEHNS B
cuny HacToswero PenepanbHOro 3akoHa, OCyLLEeCTBNSETCH B COOTBETCTBUM C HacTosAwmM PegepanbHbiM 3aKOHOM
Ha OCHOBaHMW OOKYMEHTOB WM AaHHbIX, MPEeACTaBMEHHbIX OO OHSA BCTYNNEeHUs B cuny Hactosiwero deaepanbHOro
3aKoHa.

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

3.1. TocypapcTBeHHass perucTtpauusi fekapCcTBeHHbIX npenapatoB AN MeOMLMHCKOro MNpUMEHeHus,
NpeAcTaBneHHbIX Ha rocyfapCTBEHHYI0 perMcTpaumio Ao OHSA BCTYMMEHUs B cuny Hactoswero degepansHOro
3aKoHa, W TrocydapCTBEHHas peructpauusi nekapCTBEHHbIX npenapatoB AN MeAUMUMHCKOro npuMeHeHNus,
NpeaCcTaBMneHHbIX Ha 3KCMepPTU3y NEKAapCTBEHHbIX CPEACTB 4O AHSA BCTYMNEHUS B cuny HacTtosiwero ®eaepanbHOro
3aKOHa B LieNsiX UX NocrneayoLwen rocyaapCTBEHHON perncTpaumm, ocyLecTBAAKTCA HAa OCHOBaHUN JOKYMEHTOB U
OaHHbIX, NPEeACTaBMEHHbIX 40 OHA BCTYNMEHUSA B cuny HacTosiwero ®egepanbHoro 3akoHa, a Takke 3asiBNeHus O
rocygapCTBEHHOMN permctpaumm nekapcTBEHHOro npenaparta, NpeAcTaBnNeHHOro Npon3BoguTenemM fekapCTBEHHbIX
npenapaTtoB WNM YMONTHOMOYEHHbIM WM §fMLUOM B COOTBETCTBMM C Hactosdwmm PegeparnbHbiM 3aKOHOM B
YNOSTHOMOYEHHbIV beaepanbHbI OpraH ucnonHuTensHom Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnarhbl
rocyAapCTBEHHOW MOLUNWUHBI, NPEeayCMOTPEHHON 3akoHogaTenbCTBOM Poccuickon depepaumm o0 Hamorax u
cbopax.

(vactb 3.1 B peq. ®PenepansHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lMoaTtBepxaeHWe rocygapCTBEHHOW perucTpaumy nekapcTBeHHbIX npenapaTtoB Ans MeAWLUHCKOro
NpUMeEHeHUs1, NpeacTaBneHHbIX Ans NoATBEPXAEHUS roCyJapCTBEHHOM perucTpauun 40 AHS BCTYMMEHUS B CUny
HacToswero ®egepanbHOro 3akoHa, W MNOATBEPXAEHME [OCYOAPCTBEHHOM pEerncTpauum JeKapCTBEHHbIX
npenapaTtoB Ansi MEAMLMHCKOrO NMPUMEHEHWs], NMPEeACTaBNEHHbIX HAa 3KCNEePTU3y NEKapCTBEHHbIX CPEACTB A0 AHA
BCTYMNeHnss B cuny HacTtoswero ®egepanbHOro 3akoHa B UensX MNOCNeaylLwero noaTBepXaeHus  Ux
rocygapCTBEHHOMN perncTpaunm, OCyLLeCTBNSATCA Ha OCHOBAaHUM JOKYMEHTOB U AaHHbIX, NPeACTaBeHHbIX 40 OHA
BCTYMNeHns B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke 3asiBreHus 0 NoaATBEePXOEHWUN rocyaapCTBEHHON
perMctpaumm rnekapCcTBeHHOro npenapara, npeacTaBneHHOro Npon3BoANTENEM feKapCTBEHHbIX NpenapaTtoB uUnm
YNOMMHOMOYEHHBIM MM NULIOM B COOTBETCTBMM C HacTosAwmm deaeparnbHbIM 3aKOHOM B YMOMHOMOYEHHbIN
denepanbHbIn opraH ucnonHuTensHon enactu go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl rocygapCTBEHHON
NOLWNMHBI, NPegyCcMOTPEHHON 3akoHogaTenscTBOM Poccuiickon defepaumm o Hanorax n céopax.

(vacTb 3.2 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. MNpuHATHE pelleHns 0 BHECEHUN U3MEHEHUA B AOKYMEHTbI, coepXallumecs B permcTpaumoHHOM Jocbe
Ha 3aperMcTpMpoBaHHbIN NEKApCTBEHHbIN NpenapaTt Ans MeguLMHCKOro NpUMEHeHUs U npeacTaBneHHble 00 OHSA
BCTYMNEHUs B cuny Hactoswero PenepanbHOro 3akoHa, U MPUHATME pEeLUeHUS O BHECEHUU W3MEHEHWUA B
OOKYMEHTbI, COAepXalleecs B PerMcTpaumoHHOM J0Cbe Ha 3aperMcTpUpoBaHHbIA NEKApCTBEHHbIV Npenapart Ans
MEOULUMHCKOTO NMPUMEHEHNST N NPEACTaBIEHHbIE HA 3KCMEPTU3Y NIEKapCTBEHHbIX CPEeACTB A0 OHS BCTYMMEHUSA B
cuny Hactosiwero PegepanbHOro 3akOHa, OCYLWECTBMSAKTCA Ha OCHOBaHUM [OOKYMEHTOB W OaHHbIX,
npeacTaBneHHbIX 40 AHS BCTyNneHus B cuny Hactosiwero ®egepanbHOro 3akoHa, a Takke 3asBIieHNst O BHECEHUN
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N3MEHEHU B JOKYMEHTbI, coaepKallnmecs B perMcTpaumoHHOM [OCbe Ha 3apermcTpupOBaHHbINA feKapCTBEHHbIN
npenapat Anst MEAULMHCKOrO NMPpUMEHEHUS, NPEeACTaBNEHHOTO NPONU3BOAUTENEM JTIEKAPCTBEHHbLIX NpenapaToB unm
YMONTHOMOYEHHLIM MM JIMLUOM B COOTBETCTBUM C HacTosiwmm PegepanbHbiM 3aKOHOM B YNOMHOMOYEHHbIN
dhenepanbHbI opraH ucnonHuTensHowm Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHUsA ynnatbl rocyaapCTBEHHON
MOLNMHbBI, MPegyCMOTPEHHON 3aKkoHo4aTenscTBOM Poccuiickon defepaumm o Hanorax n cbopax.

(yactb 3.3 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.4. Bolgaya paspelueHnii Ha NpoBefeHNe KIMMHUYECKMX UCCNEeLOBaHUN NeKapCTBEHHbIX MpenapaTtoB Anis
MEeOULMHCKOrO MPUMEHEHUS MO 3asiBNEHMAM, NOAaHHbIM A0 AHSA BCTYNIeHWs B cuny Hactoswero ®egepanbHOro
3aKOHa, a Takke No 3asBMNeHNsM, NogaHHbIM NOCHe AHA BCTYNNEHUS B cuny HacTodwero deaepanbHOro 3akoHa Ha
OCHOBa@HUM 9KCMEpPTU3, NPOBEOEHHbIX OO0 [OHA BCTYNNeHus B cuny Hactoswero ®egepanbHOro 3akoHa,
OCYLLEeCTBMsIeTCA B COOTBETCTBMM C HacToswmnm PeneparnbHbiM 3aKOHOM Ha OCHOBaHWWM OOKYMEHTOB W LaHHbIX,
NpefcTaBneHHbIX UMM NOMYyYeHHbIX 4O AHS BCTYMNNEHUS B cuy HacTosiwero ®eneparnbHOro 3akoHa, a Takke Ha
OCHOBaHUN KOMWW NPeABaAPUTENBHOIO [OroBopa 00653aTeNbHOIO CTPAxXOBaHUSA KM3HW, 340POBbSA MALMUEHTOB,
y4acTBYOLUX B KIIMHUYECKOM MCCNEOOBaHUM fIekapCTBEHHOro npenapara Ans MeAuLMHCKOro NPUMEHEHUS], UIu
Konum [JoroBopa 006s3aTeNbHOrO CTPaxO0BaHMSA >KU3HM, 300POBbS MAUMEHTOB, YYaCTBYHOLIMX B KIUHUYECKOM
nccrnegoBaHUM NEKApPCTBEHHOrO npenapata Anst MEeOMLUMHCKOro MNpUMEHEHWsi, nMbo npeacTaBneHHOW Konuu
Jorosopa 06A3aTenbHOro CTpaxoBaHUSA, 3aKMOYEHHONO B COOTBETCTBMM C TUMOBLIMW MpaBuniamMu oba3aTensHoro
CTpaxoBaHus, C yKasaHWeM MpenesibHoN YMCMEHHOCTM MauUEHTOB, YYACTBYOLMUX B KIMHWYECKOM MCCreaoBaHWm
NeKkapcTBEHHOro npenapata Ans MeOWUMHCKOrO npumeHeHus, 6e3 TpeboBaHusA ynnatbl rocygapCTBEHHOMW
MOLLIMHbI, NPeAYCMOTPEHHON 3akoHo4aTeNnbCTBOM Poccuickon ®egepauun o Hanorax n cbopax.

(vacTb 3.4 B peq. PepnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3aperncTpmpoBaHHbie B MHOCTPaAHHOW BanioTe A0 AHS BCTYNNEHWs B cuny HacToswero ®egeparnsHoro
3aKoHa npefernbHble OTNYCKHble LEeHbl WHOCTPaHHbIX NPOM3BOAUTENEN Ha JlekapCTBeHHble npenaparTsl,
BKITIOYEHHbIE B MEepeyeHb XM3HEHHO HeobXoAMMbIX W BaKHEMLMX JeKapCTBEHHbIX MpenapaToB, nognexart
nepecdety B pybnm no kypcy LleHTpanbHoro GaHka Poccuiickon ®epepauum Ha [aTy, YCTaHOBEHHYHO
MpaeutenbctBom Poccuiickon depepaunn, 6e3 npeacTtaBneHus 3asiBNEHUS O MepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYHOLUNX U3MEHEHWUA B TOCYOAPCTBEHHLIN peecTp NpederibHbIX OTMYCKHbIX LIEH MPOM3BOAMTENEN Ha
NeKapCcTBEHHbIE MpenapaThbl, BKIOYEHHbIE B NMEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUUX NEKAaPCTBEHHbIX
npenapaTos.

(yactb 3.5 BBegeHa depepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3aperncTtpmpoBaHHble OO0 OHSA BCTYMJIEHUA B cuny Hactosiwero degepanbHOro 3akoHa npefernbHble
OTMNYCKHblE LIEHbI POCCUMNCKUX MPOU3BOAUTENEN Ha IeKapCTBEHHble npenapatbl, BKMOYEHHblIe B MepeyeHb
XWU3HEHHO HEOOXOAMMbIX M Ba)KHEWMLLMX FEKAapCTBEHHbIX MpenapatoB, noanexaTr uHaekcauum ¢ 1 Hosi6pst 2010
roga ucxoasa M3 NpPOrHO3Npyemoro YpoBHA WMHGNALMMK, yCcTaHoBneHHoro defeparnbHbiM 3akOHOM OT 2 Aekabps
2009 roga N 308-93 "O cenepansHom brogxete Ha 2010 rog v Ha nnaHosbii nepuog 2011 n 2012 rogos" Ha
2011 rog.

(vacTb 3.6 BBeaeHa depepanbHbIM 3akoHOM OT 11.10.2010 N 271-93)

3.7. MNMocne 1 mapta 2011 roga He ponyckakTcs NpouM3BOACTBO U BBO3 B Poccuiickyio deaepaumio
NEeKapCTBEHHbIX NMpenapaToB B YNakOBKAaX C MapKMPOBKOW, KOTopas ObiNa HaHeceHa OO0 OHS BCTYMNJEHWS B CUITY
HacToswero defepaneHOro 3akoHa. o NcTeyeHMn ykasaHHOrO CpoKa AaHHble NieKapCTBEHHbIE NpenapaTbl MOryT
OTNycKaTbCH, peann3oBbiBaTbCH, NepefaBaTbCa U NPUMEHATLCSA 40 UCTEYEHUSA MX CPOKa rOOHOCTMU.

(B peq. PepepanbHbix 3akoHoB OT 29.11.2010 N 313-3, o1 06.12.2011 N 409-03)

4. Co gHsa BCTynnenusa B cuny Hactosiwero degepansHoro 3akoHa n no 30 anpens 2011 roga BKNIOYMTENBHO
OOMyCKaeTCca npoBedeHVe 3KCMepTusbl JIeKapCTBEHHbIX CPEACTB 3KCMepTaMy 3KCMEePTHOro yypexaeHus Ao
NPOXOXAEHUST UMW aTTecTauuMum B MoOpsiake, YCTAHOBMEHHOM YMOSIHOMOYEHHbIM edeparnbHbiM  OpraHoMm
NCMNOSHUTENBHOW BNacTu.

5. Co pHa BCTynneHus B cwuny Hactoswero PegepanbHoro 3akoHa u no 31 pgekabpsa 2013 ropga
BKITHOYMTENBHO OCYLLECTBIIAETCS NEPEXO] K MPOU3BOACTBY NIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBUM C NpaBuiamm
opraHv3aumy Npov3BOACTBA M KOHTPOMNS KadecTBa NeKapCTBEHHbIX CPEACTB, yKa3aHHbIMM B YacTu 1 ctatbu 45
HacTosilero PenepansHOro 3akoHa, B nonHoMm obbeme. Cpoku nepexofa NpoM3BoACTBaA NeKapCTBEHHbLIX CPEACTB
K MX NPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMM TPeOOBaHUAMN AaHHbIX NPaBuil, BKIOYas CPOKKM aTTectauun
YMONTHOMOYEHHbIX UL, YKa3aHHbIX B YacTax 6 u 7 cratem 45 Hactodwero ®PenepanbHOro 3akoHa,
ycTaHaBnuBsatoTcs lNMpasuTtensctBoM Poccunckon ®enepaumn.

6. JlnueHsnn Ha Npom3BOACTBO FIEKAPCTBEHHbLIX CPEACTB, BbldaHHble Ao 1 aHBaps 2014 roga, AeWCTBYIOT
nocrie 1 saHBapsa 2014 roga 4O NCTEYEHMS CPOKa UX AENCTBUS MPU YCIOBMM COOTBETCTBUSA NMLIEH3naTa npasuiam
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opraHusauum NpouM3BOACTBA M KOHTPONSA KayecTBa NeKapCTBEHHbIX CPeACTB, ykasaHHbiM B 4Yactu 1 ctaTten 45
HacTosLero ®enepanbHOro 3akoHa.

7. dopmupoBaHMe rOCyOapCTBEHHOrO 3aJaHus Ha MpoBedeHue 3IKCNepTU3bl fEeKapCTBEHHbIX CPeacTB
dhenepanbHOMy ToCydapCTBEHHOMY OHOIKETHOMY YUYPEXOEHUIO MO MPOBELAEHUIO 3KCMEPTU3bl NEKAPCTBEHHbIX
cpencTts M hmHaHcoBoe obGecneyeHne BbINOMHEHNST 3TOMO 3a4aHus OCYLLECTBMSIOTCA B MOPAAKE, YCTAHOBIEHHOM
depnepanbHbIM 3akoHOM OT 12 aHBaps 1996 roga N 7-d3 "O HekoMMepYeCckux opraHnsaumsix”.

(4acTb 7 BBegeHa degepanbHbiv 3akoHoM OT 29.11.2010 N 313-93)

MNpeangeHT
Poccwuiickon depepaumm
O.MEOBEOEB
Mocksa, Kpemrb
12 anpensa 2010 roga
N 61-03




