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Maea 1. OBLUWME NONOXEHUA
Cratbsa 1. MNpeameT perynupoBaHusi HacTosiwero degepansHoOro 3akoHa

1. Hactoawwmn ®epepanbHbli 3aKOH  pPerynvpyeT OTHOLIEHWH, BO3HMKalOLWMe B CBA3U C
obpawieHnem - paspaboTkon, AOKMMHUYECKUMU WCCNEeAOBaHUAMMW, KIMHUYECKMMMW WUCCReAoBaHUSMU,
SKCNepTM30W, rOCYAapCTBEHHOW perncrtpauuen, CO CTaHgapTusaumMen M C KOHTPONiEM KavecTsa,
Npon3BOACTBOM, W3rOTOBMEHMEM, XpPaHEHWEM, MepeBO3KOW, BBO3OM Ha Tepputopuio Poccuickon
degepaummn, BbIBO3OM C Tepputopun Poccuinckon depepaummn, peknamon, OTMYCKOM, peanusauunen,
nepegaven, NpUMeHeHneM, YHUYTOXEHUEM NeKapCTBEHHbIX CPeaCTB.

2. Hactosawmn ®degepanbHbll 3aKOH yCTaHaBnMBaeT MNPUOPUTET rOCYAaPCTBEHHONO KOHTPOMS
©esonacHocTn, kayecTBa U 3PEKTMBHOCTU NIEKAPCTBEHHbBIX CPEeACTB Npu nx obpatleHmu.

Cratbs 2. Cchepa npumeHeHus HacTosilero ®eaeparnbHOro 3akoHa

HacToawmn denepanbHbil 3aKOH NPUMEHSETCS K OTHOLLEHUSIM, BO3HMKaMOLWMM npu obpalleHnn
nekapCTBeHHbIX CpeacTB Ha Tepputopun Poccuiickon degepaunm.

Cratbsa 3. 3akoHogaTenbCcTBO 06 06paLLeHM NekapcTBEHHbIX CPEACTB

1. BakoHopaTenbCcTBO 006 oOOpalleHMM 5eKkapCTBEHHbIX CPEACTB COCTOMT U3 HACTOALEro
denepanbHOro 3akoHa, Apyrux denepanbHblX 3aKOHOB M MHbIX HOPMAaTMBHbLIX MPAaBOBbIX aKTOB
Poccuitckon denepaumm.

2. [ewnctBue Hactosdwero PegepanbHOro 3akoHa pacnpocTpaHseTcsas Ha  obpalleHue
HapKOTUYECKNX JEeKaApCTBEHHbIX CPEeACTB W MCUXOTPOMHLIX NEeKapCTBEHHbIX CPeacTB C  yvyeToM
0COBEHHOCTEN, YCTaHOBMNEHHbIX 3akoHodaTenbcTBoM Poccuiickon ®egepaumm o0  HapKOTUYECKUX
cpefncTBax, NCMXOTPOMHbIX BeLLecTBax 1 06 nx npekypcopax.

3. [HenictBue Hactosiwero PepepanbHOro 3akoHa pacnpocTpaHseTca Ha  obpalleHue
pagnodapMaLeBTUYeCKMX eKapCTBEHHbIX CpPeAcTB € y4eTOM OCOBEeHHOCTeW, YCTaHOBMEHHbIX
3akoHofaTtenbcTBom Poccunckon ®egepauun B obnactn obecneyveHms pagmaunmoHHon 6e3onacHocTu.

4. Ecnu mexagyHapogHbslM gorosopoM Poccuinckon ®efepauumn ycTaHOBMEHbI MHbIE MpaBuna, Yem
Te, KOTOpble nNpedycMOTpeHbl HacToswmM ®degepanbHbiM - 3aKOHOM, MPUMEHSOTCA  npaBuna
MeXOyHapO4HOro Aorosopa.

5. B Poccuiickonn denepaumm B COOTBETCTBMM C MEXOYHAPOOHbIMU AoroBopamu Poccuinckom
depepaumm M (UNKM) Ha OCHOBE MpUHUMNA B3aUMHOCTW MPU3HAKOTCA pesynbTaTbl KIMHUYECKUX
uccneaoBaHMM  NeKapCTBEHHbIX MpenapaTtoB  ANd  MeAUUMHCKOrO MNpUMEHEeHUs, MNpOBefeHHbIX 3a
npegenamu Tepputopumn Poccuinckon degepaumn.

CtaTbs 4. OCHOBHbLIE NOHATUSA, ncnolb3dyemMble B HAaCToALeM CDe,u,epaanOM 3aKoHe
[nsa uenen HacToswero CDeJ:Lepaanoro 3akOHa UCMNoJb3ykTCA crieayrwmne OCHOBHbIE NMOHATUA:

1) nekapcTBEHHble cpeAcTBa - BeWecTBa WM UX KOMOMHAUMKM, BCTynalwlue B KOHTaKT C
OpraHM3MOM 4YerioBeka MMM KMBOTHOMO, MPOHMKaloLWMe B OpraHbl, TKaHWM opraHuM3ma 4YerioBeka Wnu



XMBOTHOTO, MPUMEHsAeMble Ans MNPOMUNaKTUKM, AWArHOCTMKM (3@ WCKMIOYEHMeM BeLecTB Wnn ux
KOMOWHAaLUMA, HE KOHTaKTUPYIOLWMX C OPraHM3MOM YerioBeKa Wn XMBOTHOrO), fieveHus 3abonesaHus,
peabunuTaumun, A4nNs COXpaHeHusl, NPeAoTBpaLLEeHNs Unn npepbiBaHns 6epeMeHHOCTU U NOMyYeHHble 13
KpoBW, Nna3Mbl KPOBW, U3 OPraHoB, TKaHEN opraHu3mMa 4YenioBeka Unu XX1MBOTHOro, pacTeHUN, MUHepParnos
MeTogaMy CuHTe3a WUNn C NpUMeHeHneMm Buonornyeckux TexHonormn. K nmekapcTBeHHbIM CpeacTBam
OTHOCATCA hapMaLeBTNYeckne cybcTaHLuM N NekapcTBEHHbIE Npenaparbi;

2) chapmaueBTUdeckMe cybCcTaHUUKM - NeKkapcTBEHHbIE CpeacTBa B BuAe OENCTBYHOLUMX BELLECTB
Buonornyeckoro,  BGUOTEXHONOMMYECKOro,  MWHEPanbHOr0 UM XMMUYECKOTO  MPOUCXOXAEHUS,
obnagarowme hapmMakonorMyeckon akTMBHOCTLIO, NpeAHa3HaYeHHble ANs NPon3BoACTBa, N3rOTOBIEHS
nekapCTBEHHbIX NpenapaToB 1 onpegensowme nx 3pdeKTMBHOCTb;

3) BcnomoraTenbHble BelwecTBa - BeWecTBa  HEOPraHM4YecKoro WUnu  OpraHn4yecKkoro
NPOUCXOXAEHNS, UCMONb3yeMblE B MpoLEcce NPOU3BOACTBA, U3rOTOBIEHNS NIeKapCTBEHHbIX NpenapaTos
AN NpuaaHns M HeobXoANMbIX PU3NKO-XMMUYECKNX CBONCTB;

4) nekapcTBeHHble npenapaTtbl - NEeKapCTBEHHble CpeAcTBa B BUAE NeKapCTBEHHbLIX OpM,
npumeHsiemMble Ans  NpounakTvkv, AWMarHoCTUKW, nedveHus 3aboneBaHuns, peabunuTtaumun, aOns
COXpaHeHus, NpeAoTBpaLLeHNs unu npepbiBaHns 6epemMeHHOCTH;

5) nekapctBeHHas popma - COCTOSAHME NeKapCTBEHHOro npenapara, COOTBETCTBYOLLee crnocobam
ero BBeeHNs 1 npuMeHeHus n obecnevmsaroLlee 4OCTKeHe Heobxoammoro neyebHoro acpdekra;

6) nepevyeHb XU3HEHHO HeOobXOOMMbIX M BaXKHEWLUUX NeKapCTBEHHbIX MpenapaToB - €XerogHo
yTBepxaaemblvi [NpaButensctBoM Poccuickon depgepaumm nepedeHb fekapCcTBEHHbIX NpenapaToB AN
MEeOULMHCKOrO NpUMEeHeHUs, o6ecneynBaoLLmMx NpMopuTeTHbIE NOTPEOHOCTM 3a4paBOOXPaHEHMs B Lensax
NpoUNakTUKN 1 nedyeHns 3abonesaHun, B TOM Yncne npeobnagaromx B CTPyKType 3abonesaemMocTtu B
Poccuiickon ®epepauuu;

7) wvMMyHOOWOMOrMyeckne rnekapCcTBeHHble npenapatbl - JeKapCTBEHHble npenaparhbl
Buonormyeckoro  MPOUCXOXAEHWS, NpedHasHayeHHble AN UMMYHOSOTMYECKUX  AMarHOCTUKW,
npocunakTukn 1 neveHust 3abonesaHui;

8) HapkoTuyeckue nekapcTBeHHble CpeacTBa - NekapCTBEHHble npenapaTtbl ¥ hapmaueBTUyeckne
cybcTaHuun, codepxalime HapKOTUYeCcKue cpeacTBa W BKMYeHHble B [lepeyeHb HapKOTUYECKMX
CpencTB, MCUXOTPOMHbLIX BELWEeCTB M WX MPEeKypcopoB, MOAMexalmx KoHTporno B Poccuinckon
degepaummn, B COOTBETCTBMM C 3akoHogaTenoCTBOM Poccunckon ®Pegepaunn, MeXayHapoOHbIMK
porosopamu Poccuiickon Pegepaumun, B TOM ymucne EQUHON KOHBEHUMEN O HApKOTUYECKMX cpencTBax
1961 roaa;

9) NCMXOTPOMHbIE NeKapCTBEHHbIE CPEACTBA - NeKapCTBEHHble npenapaTbl U dhapmaueBTUYecKkme
cybcTtaHuun, coaepxaluime MCUXOTPOMHbIE BelecTBa W BKNOYEHHble B [lepeyeHb HapKOTUYECKMX
CpeacTB, MCUXOTPOMHBLIX BELWeCTB M WX MPEeKypcopoB, MOAMexalmx KoHTpomw B Poccuinckon
®epgepaummn, B COOTBETCTBMM C 3akoHopaTenbCcTBOM Poccunckon ®Pepepaumun, MexayHapoaHbIMU
porosopamu Poccuiickon eagepauun, B Tom Yncne KoHBeHUmMen 0 NCUXOTponHbIX BewectBax 1971 roaa;

10) paguodapMaLeBTUYECKUE FeKapCTBEHHbIE CPeAcTBa - NeKapCTBeHHble cpeacTBa, KOTopble
cofiepXaTt B roToBOW ANs UCMNOMb30BaHWUA opMe OAMH PaAMOHYKIUA UMW HECKOMbKO PaavoHYKNNO0B
(papmoakTUBHbLIX M30TOMOB);

11) opurnHarnbHOe fieKapCTBEHHOE CPEACTBO - JleKapCTBEHHOE CPEeACTBO, coAepXallee BrnepBble
nonyyeHHyto dapmaueBTUYeCKyl0 CybCTaHUMIO WM HOBYKWO  KOMOMHauuo  dapMaueBTUYEeCKUX
cybctaHuun, addekTBHOCTL U 6e30MacHOCTb KOTOPbIX MOATBEMKAEHb! pedynbTaTamu AOKNMHUYECKUX
nccrnegoBaHUn nekapCcTBeHHbIX CPeACTB U KIMMHUYECKUX UCCNef0BaHUi fiekapCTBEHHbIX NpenapaTos;

12) BOCNpoM3BEOEHHOE NIEKAPCTBEHHOE CPEACTBO - NIEKAPCTBEHHOE CPEACTBO, CoAepKalllee TaKkyro
Xe dapmMaueBTUYECKYHD CYOCTaHLMIO MM KOMOMHAUMIO TakuxX ke dapMaueBTMYECKMX CyOCTaHuui B
TaKkoun e nekapcTBEHHOW opme, YTO U OpUrnHarnbHOE feKapCTBEHHOE CPeACTBO, W MOCTYNMUBLLUEE B
obpalleHne nocne NOoCTynneHus B obpalleHne OpUrMHanbHOro fiekapCTBEHHOIO CpeacTBa;

13) nekapcTBEHHOe pacTUTENbHOE Cbipbe - CBEXMWE WM BbICYLUEHHbIE pacTeHnst nMbo mx yacTtu,
ucnornb3dyemble AN NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB OpraHuM3aumsMu - MNpou3BOAMTENSMU
neKapCTBEHHbIX CPEACTB UMM U3rOTOBMEHUS NEKapCTBEHHBLIX MpenapaToB anTeyYHbIMWU OpraHu3auunsMu,
BETEpMHapPHbIMMU anTeYHbIMU OpraHu3aunaMn, UHANBUAYaNbHLIMU NPEAnPUHUMAaTENAMN, UMELWMMM
NVUEeH3NIo Ha hbapmaueBTUYECKYO AeATeNnbHOCTb;

14) nekapCTBEHHbIA pacTUTENbHbIA NpenapaT - NeKapCTBEHHbIN MpenapaTt, NPOU3BEAEHHbIN UMNx
W3roTOBMEHHbIN U3 OQHOMO BUAA NEKAPCTBEHHOINO PaCTUTENBHOMO ChiPbS UMM HECKOMNBbKUX BMOOB TaKoro
Cblpbs ¥ peanusyemMbliin B pacacoBaHHOM BMAE BO BTOPUYHON (NOTPEBUTENLCKOW) YNaKkoBKe;

15) romeonaTtu4eckoe nekapCcTBEHHOE CPeACTBO - NIeKapCTBEHHOE CPeACTBO, NPON3BEAEHHOE UMK
W3roTOBMEHHOE MO CcrneunanbHOW TEXHONOru;

16) MexgyHapogHoe  HenaTeHTOBaHHOE  HaWMEHOBaHMEe  feKapCTBEHHOro  cpeactea -
HammeHoBaHve dapmaueBTM4eCKOn CcybcTaHumWM, pekomMeHaoBaHHoe BcemupHon opraHusauuen
3paBOOXpPaHEHUS;

17) TOproBoE HauMeHOBaHWE feKapCTBEHHONo CPeAcTBa - HaMMEHOBaHME neKapCTBEHHOro
cpeacTBa, NPUCBOEHHOE ero pa3paboTyMKoMm;



18) obwasa dapmakonenHasi ctatbs - AOKYMEHT, YTBEPXKAEHHbIN YNOMHOMOYEHHbIM heaepanbHbIM
OpraHoM WCMONHUTENbHOW BMACcTWM M COAepXallMi nepeyeHb MokasaTenen kadectsa M (Mnu) MeTodoB
KOHTPOMs KayecTBa KOHKPETHOW feKkapCTBEHHON (OpPMbl, IEKAPCTBEHHOINO PaCTUTENIBHOIO Chipbs,
onncaHms BUonorM4ecknx, BUOXMMUYECKMX, MUKPOOMONOTNYECKUX, (PUINKO-XUMUYECKNX, (PU3NYECKMX,
XUMWYECKMX U OPYrMX METOAOB aHanu3a fiekapCTBEHHOro CpeAcTBa AN MeAMLMHCKOro NpuMMEHeHus, a
Takke TpeboBaHMSA K UCMOMb3yeMbiM B LIENSAX NPOBEAEHUS OJAHHOIO aHanu3a peakTuBam, TUTPOBaHHbLIM
pacTBopam, MHaukaTopam;

19) dapmakonenHasa cTaTbsl - [OOKYMEHT, YTBEPXAEHHbIA YNONHOMOYEHHbIM deaepanbHbIM
OpraHom WCMONMHUTENBHOM BRAcTM M CoAepXalliMi nepeyveHb Moka3aTenen kayectBa M MeTod0B
KOHTPOMS KayecTBa NekapCTBEHHOro cpeacTBa A58 MeAULUMHCKOrO NPUMEHEHNS;

20) HopmaTMBHAa [OOKYMEeHTauusi - [OOKYMEHT, codepXaluh nepedeHb onpeaensemMbix Mo
pesynbTataM COOTBETCTBYIOLIMX 3KCMEPTU3 MoKasaTenen KadecTBa feKapCTBEHHOro cpeacTtsa Ans
MEeOULMHCKOrO NPUMEHEHUS, METOA0B KOHTPOMS €ro Ka4yecTBa U yCTaHOBIMEHHbIV €ro MPOU3BOAUTENEM;

21) HOpMaTMBHbIA AOKYMEHT - JOKYMEHT, COAepXXaluuin nepeveHb onpegensieMbix No pesyrnbTatam
COOTBETCTBYIOLUX IKCMEpPTM3 MokasaTenenm kadyectBa W (MIM) METOOOB KOHTPONA KayecTBa
nekapcTBeHHON (OOpPMbl, OMUCaAHWUS BUONMOrMYECKNX, BUOXUMUYECKMNX, MUKPOOMONorMyecknx, uanko-
XUMUYECKNX, (PUBNYECKMX, XUMWYECKUX W OPYrMX METOAOB aHanu3a JeKapCTBEHHbIX CpeacTB Ans
BETEPMHAPHOIo MPUMEHEHUHA, TpeboBaHMSA K MCNONb3yeMbIM B LIENAX NPOBEAEHUs OAHHOIO aHanmaa
peakTMBam, TUTPOBaHHLIM pacTBOpaM, MHAMKATOPaM 1 YCTAHOBIMEHHbIN €ro NPOU3BOANTENEM;

22) ka4eCTBO NNEKapCTBEHHOrO CPEACTBaA - COOTBETCTBME NIEKAPCTBEHHOMO cpeacTea TpeboBaHmaM
hapmakonemnHon ctatbm NnbOo B criyyae ee OTCYTCTBUSA HOPMaTUBHOW JOKYMEHTaLUW UM HOPMAaTUBHOIO
AOKYMEHTa;

23) 6e3onacHOCTb EKapCTBEHHONO CPeACTBa - XapakTepuUCTUKa FeKapCTBEHHOro CpeacTBa,
OCHOBaHHasi Ha CpaBHUTENBHOM aHanu3e ero 3eKTUBHOCTM U pUCKa NPUYMHEHUS Bpeda 300pPOBbI0;

24) 3(pPeKTMBHOCTb JIEKAPCTBEHHOrO Npenaparta - XapaKTepucTuka CTerneHU MONOXUTENbHOro
BMNWAHWS TNEKApCTBEHHOIO MpenapaTa Ha TedeHue, NpPOJOIIKUTENBHOCTL 3aboneBaHus wnu  ero
npegoTBpalleHne, peabunutauuio, Ha coxpaHeHue, NPeaoTBPaLLEHME UMK NpepbiBaHne GEPEMEHHOCTY;

25) cepusi nekapCTBEHHOrO cpeacTBa - KONIMYECTBO JIEKapCTBEHHOMO CpeacTBa, Npou3BeAeHHoe B
pe3yrnbTaTte 0gHOro TEXHOMOMMYECKOro LUKna ero Npou3BoanTenem;

26) perncTpaumoHHOe yaoCTOBEPEHME NEKAPCTBEHHOIO Npenapara - JOKYMEHT, NoATBEPXKAatoLL MM
daKT rocygapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara;

27) permcTpauuoHHbIi HOMep - KogoBoe o603HayeHne, NPUCBOEHHOE NEKapCTBEHHOMY npenapaTy
npuv ero rocyaapCTBEHHOW perncrpaunu;

28) oOpalleHne nekapCTBEHHbIX CpeAacTB - paspaboTka, [OOKMMHMYECKME UCCNenoBaHWs,
KNMHUYECKNe UCCneaoBaHus, IKCnepTu3a, rocyaapcTBeHHas perucrpaums, ctTaHgapTnsaumnsa u KOHTponb
KayecTBa, MpPOU3BOACTBO, W3rOTOBIEHWE, XpaHEeHMe, MepeBo3Ka, BBO3 Ha TeppuTopuio Poccuiickon
depepaumu, BbIBO3 ¢ Tepputopumn Poccunckon Pepepaumu, peknama, oTnyck, peanv3auusi, nepegava,
NPUMEHEHNE, YHUYTOXEHNE NIEKAPCTBEHHbLIX CPECTB;

29) cyObekTbl 0OpalleHus fekapCTBEHHbIX CpeactB - uandeckne nvua, B TOM 4wucrne
UHAMBUAYanbHble NPEAnpUHUMATENN, W PUOUYECKME NMLA, OCYLIECTBNAKLWNE AeATENbHOCTb Mpu
obpalLeHnn NekapCcTBEHHbIX CPEACTB;

30) pas3paboTuMk nekapCTBEHHOr0O CpeAacTBa - OpraHusauus, obnagawowasi npaBamMu Ha
pesynbTaTbl OOKNMHWYECKMX WCCNedoBaHWA NEKapCTBEHHOro CpPeAcTBa, KIMHUYECKUX MCCreaoBaHun
nekapCTBEHHOro npenapara, a Takke Ha TEXHOMOrI0 NPON3BOACTBA NEKAapCTBEHHOro CPeacTBa;

31) nNpou3BOACTBO NEKAPCTBEHHbIX CPEeACTB - OEATENbHOCTb MO MPOW3BOACTBY NEKapCTBEHHbIX
CpeacTB opraHmM3aumsmMun - Npou3BOAMTENSIMU NEKapPCTBEHHbIX CPeACTB Ha OOHOW CTaguW, HECKOSbKMX
U BCEX CTagusaX TEXHOMOMMYECKOro npoLecca, a Takke No XpaHEeHU U peannsauun Npous3BeaeHHbIX
nekapCTBEHHbIX CPeACTB;

32) npousBoaouTenb feKapCTBEHHbIX CPEACTB - OpraHu3auumsi, OCyLecTBAsHLWas Mpou3BoACTBO
nekapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHMAMU HacTosero defepanbHoOro 3akoHa;

33) chapmaueBTUYECKast eATENBHOCTb - AEATENBHOCTb, BKIHOYaloLWas B ceba onToBYHO TOProBmo
nekapCTBEHHbIMU CPeEACTBAMU, UX XPaAHEHWE, MEPEBO3KY M (UNN) PO3HUYHYIO TOPrOBIIO NIEKAapCTBEHHBIMMU
npenapaTtamu, Ux OTMNyCK, XpaHeHWe, MepeBO3Ky, M3roTOBMNEHNE NIeKapCTBEHHbIX NpenapaTos;

34) opraHusauuss OMTOBOM TOPrOBMM  JIEKAPCTBEHHbIMW  CPEACTBaMM -  OpraHv3auus,
OCYLLECTBMSAIOLAA ONTOBYH TOPrOBMIO FEKAapCTBEHHbIMW CpeacTBaMu, WX XpaHeHue, NepeBo3Ky B
COoOTBETCTBMM C TpeboBaHMAMN HacToswero PegepanbHOro 3aKoHa;

35) anTeyHas opraHmMsauus - oOpraHu3auusi, CTPYKTYpHOe nogpasfgeneHne MeavLUHCKON
opraHu3auum, OCYLLECTBASIOWME PO3HMYHYIO TOPrOBMIO NEKapCTBEHHbIMW MpenapaTamu, XpaHeHwue,
N3roTOBIEHNE N OTMYCK NEKAPCTBEHHbLIX NpenapaToB AN MeOULMHCKOTO NPUMEHEHMS B COOTBETCTBUM C
TpeboBaHnaMM HacTosiLero ®eaepanbHOro 3aKoHa;

36) BeTepuHapHasi anTedyHas oOpraHuWsauus - opraHu3auusi, CTPYKTYpHOe nogpasgeneHune
BETEPVMHAPHOW OpraHn3aLmm, OCYLLECTBNSAOLWMNE PO3HUYHYIO TOProBIIIO JIEKAPCTBEHHBLIMU Npenapartamu,



XpaHeHne, W3roTOBfIEHME W OTMYCK JFIEKAPCTBEHHBLIX NpenapaTtoB Afll BETEPUHAPHOIO MPUMEHeHUs B
co0TBETCTBUU ¢ TpeboBaHMsIMU HacTosero ®eaeparnbHOro 3akoHa;

37) anbcndurumpoBaHHOE  fIEKApPCTBEHHOE  CPeACTBO -  JIeKApCTBEHHOE  CPEeACTBO,
COnpoBOXAaeMoe JTIOXXHOW MHpopMaLMen 0 ero CocTaBe U (Mnu) NpouM3BoanTenNe;
38) HepobpokayeCTBEHHOE IEeKapCTBEHHOE CpPeACTBO - JIEKApCTBEHHOE CpeAcTBO, He

cooTBeTCTBYIOLWEe TpeboBaHNsIM hapMakonenHon cTaTbu NMOOo B cnyvae ee oTCyTCTBUs TpeboBaHmAM
HOPMaTUBHOWM AOKYMEHTaLMN UNN HOPMAaTUBHOIO OOKYMEHTA;

39) KoHTpadhakTHOE neKkapCTBEHHOEe CpeAcCTBO - NEeKapCTBEHHOE CPeACTBO, Haxogslleeca B
060opoTe C HapyLeHeM rpaxaaHCKoro 3akoHoAaTeNnbCTBa;

40) [OOKMMHMYECKOE  uMccnefoBaHME — NEeKapCTBEHHOro  cpeactsa -  Buonorudeckue,
MUKpoBuonormdeckne, MMMYHONMOMMYECKNe, TOKCUMKOMormdeckue, dapmakonormyeckme, dusnyeckme,
XUMUYECKME N ApYyrve NccrefoBaHns NekapcTBEHHOrO cpeacTBa nyTeM NPUMEHEHUS Hay4HbIX METOA0B
OLIEHOK B LIenax NnonyvyeHns gokasatenbcts 6e30nacHoOCTu, KayecTBa 1 apEeKTMBHOCTU NIEKAPCTBEHHOIO
cpencTBea;

41) KNUHMYECKOE WCCreoBaHWe feKkapCTBEHHOrO npenapata - M3ydYeHue AMarHOCTUYECKMX,
neyebHbIX, NPodUNAKTUYECKNX, PapMaKkororM4ecknx CBOWCTB fEKapCTBEHHOMO npenapaTta B npouecce
€ro MNpMMEHEHUs1 Yy YenoBeka, XMBOTHOrO, B TOM YMCMEe MPOLECCOB BCaCbIBaHWS, pacnpeneneHus,
U3MEHEHUS] W BbIBEAEHUHA, MyTEM MPUMEHEHMS Hay4HbIX METOOOB OLEHOK B LENsX MonyyYyeHus
AokasaTenbCTB 6e3onacHOCTW, kadecTBa M IMPEKTVBHOCTU NEKapCTBEHHOro npenapara, AaHHbIX O
HexenaTeNbHbIX peakuMsax OpraHu3ma YeroBeka, XMBOTHOMO Ha MNPUMEHEHWe feKkapCTBEHHOro
npenapata u o6 addekTe ero B3aMMOAENCTBUA C APYrUMWU NEKapCTBEHHLIMW Mpenapatamu u (unwu)
nVLWeBbIMU NPOAYKTaMu, KOPMaMmu;

42) MHOroLeHTpPOBOE KNNMHMYECKOEe UCCrefoBaHne nekapcTBEHHOrO nNpenapaTta And MeguumnHCKoro
NPUMEHEHNS - KINWHWYECKOE WCCNedoBaHWe JeKapCTBEHHOro npenapata  Ans  MeavuMHCKOro
NPYMEHEHNS, NPOBOANMOE pa3paboTyYMKOM fiekapCTBEHHOMO MnpenapaTta B ABYX U bGonee mMeanuUMHCKUX
opraHu3aumsax no e4MHOMy NPOTOKOIY KNMHMYECKOrO MCCeaoBaHNs NIeKapCTBEHHOIO Npenapara;

43) MexayHapoOHOE MHOMOLLEHTPOBOE KIMHUYECKOE MCCNeAoBaHWEe NeKapCTBEHHOro npenapara
ANnst MEAWLMHCKOTO MNPUMEHEHUS - KIMHUYECKOE WCCNedoBaHWE feKkapCTBEHHOIO mnpenapaTta Ang
MEOULMHCKOTO NPUMEHEHUS, NPOBOAMMOE pa3paboTYMKOM IEKapCTBEHHOrO npenaparta B pasfinyHbIX
CTpaHax no eanHOMy NPOTOKOMY KITMHUYECKOro nccregoBaHuns iekapcTBEHHOro npenapara;

44) noOCTperucTpauMoHHOE KIMHWYEeCKoe WccrneaoBaHMe IekapCTBEHHOro npenapaTta  Aans
MEOULMHCKOTO MNPUMEHEHUS - KIMHUYEeCKOe WUCCrnefoBaHue fekapCTBEHHOro npenapata  Ans
MEeOULMHCKOrO NMPUMEHEHUs, NPOBOAUMOE MPOU3BOAMTENEM NEKapCTBEHHOrO npenapaTta, rpaKaaHCKWM
060pOT KOTOPOro OCYLLECTBASETCH NOCMNe rocydapCTBEHHOW perucrpaumun, B Lensx SOMNOMHUTENbHOro
cbopa gaHHbIX 0 ero 6e3onacHoOCTU 1 3PMEKTMBHOCTU, PaCLLUMPEHMS NOKa3aHW K NPUMEHEHWNIO AAaHHOTO
neKkapCTBEHHOrO npenaparta, a TaKkkKe BbISIBIIEHUS] HeXernaTenbHbiX peakuui MNauMeHTOB Ha ero
JencTBue;

45) wvccnepoBaHve OWO3KBUBANEHTHOCTU JIEKAPCTBEHHOrO npenapata - BUA  KIMHWYECKOro
nuccrnegoBaHus fiekapCTBEHHOMO nMpenaparta, NpoBeAeHe KOTOPOro OCyLLeCcTBNAAETCA Anst onpeaeneHns
CKOpPOCTM BCacbiBaHMSA 1 BbiBedeHUsA hapmaLeBTUYECKON CyOCTaHUMK, KonmdecTBa hapmaLeBTUHECKON
cybcTaHuum, JOCTUrapLLEero CUCTEMHOIO KPOBOTOKA, M pe3ynbTaThl KOTOPOro NO3BONSAT cAenaTh BbIBOS
0 OMWO3KBMBANEHTHOCTU  BOCMNPOM3BEAEHHOTO  MEKapCTBEHHOrO npenapata B onpefereHHbIX
nekapcTBeHHON hopme 1 403UPOBKE COOTBETCTBYIOLLEMY OPUrMHANbHOMY NeKapCTBEHHOMY npenapary;

46) wuccrnegoBaHue TepaneBTUYECKOW SKBMBANEHTHOCTM NEKapCTBEHHbIX npenapaToB - Bua
KIMMHUYECKOrO 1CCregoBaHUs NekapcTBEHHbIX NpenapaTos, NpoBeAeHNe KOTOPOro ocyLecTenseTca Ans
BbISIBNEHNST OAMHAKOBbLIX CBOWCTB feKapCTBEHHbLIX MpenapaTos onpeaeneHHon nekapcTBeHHOW (opmel,
a TakKe Hanuius OAMHAKOBbIX Moka3aTtenen 6Ge3onacHOCTM M 3(PAEKTUBHOCTU NEKAPCTBEHHbLIX
npenapaTtoB, OOUHAKOBbIX KIMMHUYECKNX 3¢pdEKTOB MPU NX MPUMEHEHUN;

47) NpoTOKON KIMHWYECKOrO MCCreAoBaHWs feKkapCTBEHHOrO npenaparta - OOKYMEHT, B KOTOPOM
onpegensaoTcs LUenu, dhopMbl OpraHnsaLn u MeToaonornst NPoBeAeHNst KINMHUYECKOro NcCcreoBaHus,
cTtaTucTnyeckme Metoabl 0bpaboTkM pe3ynbTaToB Takoro WCCneaoBaHUs U Mepbl Mo obecrneveHuto
OesonacHOCTM (U3NYECKUX §WL, Y4YacCTBYOLUX B KIMHWUYECKOM WUCCRefOBaHUW JeKapCTBEHHOrO
npenapara;

48) bpoLutopa nccregoBaTens - CBOAHOE U3NOXeEHWe pe3ynbTaToB AOKITMHUYECKOIO UccregoBaHus
NeKkapCTBEHHOINO CpPeACcTBa W KIMHWYECKOTO WCCNedoBaHWs eKapCTBEHHOro npenaparta  And
MEeOULMHCKOTO NPUMEHEHNS;

49) MHOPMALMOHHBIN NINCTOK NaUMeHTa - JOKYMEHT, B KOTOPOM COAEpXaTcsl B JOCTYMHON hopme
CcBeeHusl, Kacalolmecs NpoBOAUMOrO KIIMHMYECKOrO MCCregoBaHWs fekapCTBEHHOrO npenapaTta, U B
nucbMeHHon ¢hopme O0OpPOBOSMBLHOE cornacue naumMeHTa Ha yvyacTue B KIMHUYECKOM McCreaoBaHuK
nekapCcTBEHHOrO npenaparta fnocrne O3HaKOMJIEHUS C OCOOEHHOCTAMM KIMMHUYECKOrO WUCCrefoBaHus,
UMELLMMUN 3HAYEHNE ANS BblpaXXeHWs Takoro cornacusi;



50) noboyHoe pencTBMe - peakuuMsi OpraHu3mMa, BO3HMKWAs B CBA3NM C  MPUMEHEHUEM
rneKkapCTBEHHOro npenapata B [03ax, PeKOMeHAYeMblIX B WHCTPYKUMM MO €ero MpUMEHeHWH, Ans
NpoUNakTUKL, ANAarHOCTUKK, NeYeHns 3aboneBaHus unu ansa peabunuraumu;

51) cepbesHas HexenaTenbHasi peakuus - HexernaTenbHasi peakuusi opraHuama, CBsi3aHHas ¢
NpMMEHEHWEM JIEKapCTBEHHOrO npenapara, npuBelas K CMepTu, BPOXAEHHbIM aHOMamnuaM Unu
nopokam pasBuTuS nMbO npeacTaBnswLasi cobon yrposy >Xu3Hu, Tpebywas rocnuranu3avnm wnm
npuBeLlas K CTOMKOW yTpaTe TPYAOCNOCOOHOCTU 1 (MnK) NHBANMAHOCTY;

52) HenpegBuaeHHas HexenaTernbHas peakuusa - HexernaTenbHas peakumst opraHusma (B TOM
yucre CBsizaHHas C NpMMEHEHMEeM NEeKapCTBEHHOro npenapaTta B COOTBETCTBUM C MHCTPYKUMEN MO ero
NPUMEHEHNIO), CYLUHOCTb W TSXKECTb KOTOPOW HEe COOTBETCTBYIOT MHGOPMaLMU O nekapCTBEHHOM
npenapaTte, coaepXaLlencs B MHCTPYKL MM NO ero NPUMEHEHUIO;

53) peuenT Ha nekapcTBEHHbIN NpenapaT - NMMCbMEHHOE Ha3HayYeHne NekapcTBEHHOro npenapaTta
Mo yCTaHOBMEHHOW (hOpMe, BblJaHHOE MEOULMHCKUM UM BETEPUHAPHBIM PAaBbOTHUKOM, MMEIOLLMM Ha 3TO
npaBo, B Liefsix OTNycKa fIeKapCTBEHHOro npenapara U ero N3roToBreHNst U OTNYCKa;

54) TpeboBaHuMe MeAWLMHCKOW OpraHu3auun, BEeTEPUHapHOW oOpraHu3aumm - [OOKYMEHT
YCTaHOBMNEHHOW (POPMbI, KOTOPbIV BbIMUCAH MEAMLMHCKUM UNN BETEepUHApPHbIM PabOTHUKOM, MMEKLLMM
Ha 3TO MpaBO, M COOEPXKUT B MUCbMEHHOW (POpME YyKasaHWe anTe4HOW opraHusauum o6 oTnycke
rniekapCTBEHHOro Mnpenapata MM O ero M3rotoBrneHunm m o6 oTnycke Ans obecneyeHuss nevebHoro
npoLiecca B MEOULMHCKON opraHM3aumnmn, BeTepMHapHOW opraHu3auum.

Maga 2. MOJIHOMOYUA ®EQEPANbHbIX OPFTAHOB UCMOJTHUTENBHON
BNACTU, OPFTAHOB UCMOJNHUTENIbHOWU BITACTU CYEBEKTOB POCCUUCKOM
®EAEPALIUN NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Cratbsa 5. [NonHomouns defeparnbHblX OpPraHoB WCMOMHWTENbHOW BRactu npu oGpalleHun
neKkapcTBEHHbIX CpeacTB

K nomHomouuam  dhedepanbHbIX OpraHoOB  WCMOMHWTENbHOW BNactu npu  obpaiieHun
neKapcTBeHHbIX CPeCcTB OTHOCATCS:

1) nposegeHve B Poccuickon ®degepaumy eguHOW roCcydapCTBEHHOW nonuTvkuM B obnacTtu
obecneyeHns nekapcTBEHHbIMM NpenapaTamu rpaxkgaH Ha Tepputopun Poccuiickon ®eaepaunu;

2) yTtBepxaeHwe obwux dapmakonenHblx cTaTen, apmakonenHblx cTaTer, u3gaHue
rocygapCcTBeHHON dhapmakoneu;

3) ocyLlecTBNEHNE rocyaapCTBEHHOIO KOHTPOIS U HAA30pa;

4) nuueHsnMpoBaHne NPoOu3BOACTBA NEKapCTBEHHbBIX CPeACTB 1 hapMaLeBTUHECKON AEeATENbHOCTH
B COOTBETCTBMM C 3akoHodaTenscTBoMm Poccuiickon denepaunu;

5) opraHuMsauus SKCNepTusbl NEKApCTBEHHbLIX CPEACTB, STUYECKOW OKCMepTU3bl BO3MOXHOCTU
NPOBeAEHUS KITMHUYECKOro nccrneoBaHns NiekapcTBEHHOrO npenapara ans MeauuMHCKOro NnpuMeHeHus:;

6) Bblgava paspeLleHuin Ha NpoBefeHne KIMHUYECKUX UCCrefoBaHN NeKkapCcTBEHHbIX NpenapaTos,
Be[leHNe peecTpa BblAaHHbLIX paspelleHnid Ha NpoBeAeHNe KNUMHUYECKUX UCCNedoBaHNIN NeKapCTBEHHbIX
npenaparos;

7) rocygapcTBeHHasi perncrpauus nekapCTBeHHbIX MNpenapaTtoB, BedeHMe rocygapCTBEHHOro
peecTpa NnekapCcTBEHHbIX CPeACTB;

8) uvHcnekTMpoBaHME NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME MpaBuiam
opraHu3aumm MNpoM3BOACTBA M KOHTPOMS KayecTBa feKapCTBEHHbIX CPEeACTB, Bblgadva 3akioyvyeHun o
COOTBETCTBMM  MPOM3BOAMTENS FEeKapCTBEHHbIX CPeAcTB  TpeboBaHMAM  MpaBun  OopraHu3aumm
NPON3BOACTBA U KOHTPONS KayecTBa NekapCTBEHHbIX CPeaCTB;

9) rocypapcTBeHHas peructpaumst yCTaHOBIIEHHbIX NPON3BOANTENSIMU NTEKapCTBEHHbIX MpenapaTos
npegenbHbIX OTMNYCKHbIX LEH Ha XM3HEeHHO HeobXoAMMble U BaXHeWLuMe nekapcTBeHHble npenapaThbl 1
Be[leHNe rocyfapcTBEHHOro peectpa npefesfbHbIX OTNYCKHbIX LeH NPOU3BOAUTENEN HA NEKapCTBEHHbIE
npenaparbl, BKMIOYEHHbIE B MepevYeHb >KM3HEHHO HEOOXOAUMbBIX W BaKHENLIUX FeKapCTBEHHbIX
npenaparos;

10) ycTtaHoBMNeHue nopsigka BBO3a feKapCTBEHHbIX CpeacTB Ha Tepputopuio Poccuiickon
denepaummn 1 BbIBO3a NeKapCTBEHHbIX CPEACTB ¢ TeppuTtopumn Poccuickon ®egepaunu;

11) co3gaHmne COBETOB MO BOMpPOCaM, CBA3aHHbIM C OOpaLleHNEM NeKapCTBEHHbIX CPEACTB;

12) aTTectauuns n ceptndukalms cneLmanncTos;

13) yTBepxaeHue obpasoBaTernbHbIX NpOrpamMm no NoAroToBKe CNeLmannucTos;

14) MOHUTOPUWHT 6G€30MacHOCTM NEKAaPCTBEHHbIX NMPenapaTos;

15) yyacTtvne B MexayHapogHOM COTPYAHNYECTBE;

16) nonyyeHne no 3anpocam YnofIHOMOYEHHOro defepanbHOro opraHa UCNOMHUTENBHON BNacTy
OT OpraHoB MCNOMHUTENbHOW BnacTn cybbektoB Poccuiickon Pepepaumn, a Takke OT CyObEKTOB
obpalleHns nekapCcTBEHHbIX CPeACTB ANA MeOMUMHCKOro MNpUMEHeHWs WHdopmauuu Mo Bornpocam
YCTaHOBMEHNSA 1 NPYMEHEHNs LeH Ha NekapCTBEHHbIE NpenapaTthbl U HaabaBoK K HUM;



17) npuMmeHeHMe Mep OTBETCTBEHHOCTM 3a HapylleHue 3akoHogaTenbcTBa Poccuickon
depepauymun.

Cratbs 6. NonHomMouMs opraHoB MCMOMHUTENbBHOW BriacTu cyobekta Poccuickon degepaumm npu
obpalleHnn nekapcTBEHHbIX CPEACTB

K nonHomoumsim opraHoB WCNONHUTENBHOM Briactu cybbekta Poccuiickon depepaunn npu
obpalleHnn nekapcTBEHHbIX CPEeACTB OTHOCATCS:

1) paspabotka wn peanu3auua  pernoHanbHbIX MNporpamMm  obecneyeHns  HaceneHus
nekapcTBeHHbIMM NpenapaTtamu;

2) ycTaHOBMNEHWE NpeaenbHbIX pa3mMepoB ONTOBLIX HAA0aBOK M NpeaernbHbIX pasMepoB PO3HUYHBLIX
HagbaBoK K (akTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOU3BOAUTENSIMU FEKAPCTBEHHbIX
npenapaToB, Ha JleKapCTBEHHbIE Mpenaparbl, BKIHOYEHHbIE B MepeveHb XXU3HEHHO HEeoOXOAUMBbIX U
BaXKHEMLLNX FIeKapCTBEHHbIX NPENapaTos;

3) ocyLlecTBNEHNE KOHTPONS 3a MPUMEHEHUEM LIEH Ha NEKapCTBEHHbIE NpenapaThl, BKMOYEHHbIE B
nepeYeHb XU3HEHHO HeOoBXOOUMbIX M BaXKHEWLLMX JIEKapCTBEHHbIX MpenapaTtoB, OpraHn3aumsMm
ONTOBOW TOProBnW, anTEYHbIMU OpraHM3auusaMK, MHOMBUAYANbHBIMU NPeanpUHUMATENS MU, UMEOLLMMN
NNLEH3MIO Ha hapMaLeBTUYECKYIO OeATENBHOCTb.

Mnaea 3. FTOCYOAPCTBEHHAA ®APMAKONEA
Cratba 7. PaspaboTka 1 usgaHme rocygapCTBeHHON bapmakoneu, pasMmeLleHre aHHbIX O HER

1. MNop rocypapcTBeHHOW dhapmakorneen MoHMMaeTcs cBoA OOLMX dhapMakonerHbIX cTaTen u
dapmaKkonenHblx cTaTen.

2. PaspaboTtka obuwmx dhapmakonemnHblix ctaten n dapmakonenHblX cTaTel U BKIOYEHUE UX B
rocygapCTBEHHY0 (apMakoner OCYLLECTBIATCA B MOPsiAKE, YCTAaHOBMEHHOM  YMONHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMONTHUTENLHOW BNAacCTy.

3. PagpaboTka hapmakonerHom ctatbi Ha OpPUrMHaribHOe NIEKAapCTBEHHOE CPEACTBO U BKMOYEHMWE
€e B rocydapCTBEHHYHO hapmakonel B TeYeHWe cpoka AEWCTBMS 3aluTbl UCKITOYUTENBHOMO Npaea,
YAOCTOBEPEHHOIO MaTEHTOM Ha OpUrMHarnbHOE NEeKapCTBEHHOE CPEACTBO, OCYLLECTBASKTCS C cornacus
ero paspaboTyuka.

4. TocypapcTBeHHas dapmakones u3gaetcs YNONMHOMOYEHHbIM  dedeparnbHbIM — OpPraHoM
WCMNOSNTHUTENBLHOWM BNacTu 3a c4eT cpeacTB defepanbHOro ooaxera v NOANEXUT NepensgaHnsaM He pexe
Yyem OOWH pa3 B MNATb feT, B Nepuog Mexay KOTOpPbIMM U3JatoTCA NPUITOXEHUS K rocyaapCTBEHHON
dapmakonee, cogepxawue obwue apmakonenHsle cTatb KU (M) apmakoneriHble CcTaTby,
YTBEPXAEHHbIE NOCIE U3aaHusa N Nepen3gaHnsa rocygapcTBeHHON hapmakoneu.

5. YnonHoMouYeHHbI defepanbHbIi opraH WUCNOMHUTENBHOW BNAcTM pasMellaeT AaHHble O
rocyaapCTBeHHOWN hapmakonee 1 NpuUnoXeHUsX K He Ha cBoeM odumLmanbHOM canTe B ceTn "UHTepHeT"
B YCTaHOBMIEHHOM UM MOPSAKE.

asa 4. TOCYAAPCTBEHHbIA KOHTPOIb MPU OGPALLEHUX
JIEKAPCTBEHHbIX CPEACTB

Cratba 8. JluueH3upoBaHWe nNPOM3BOACTBA JI€KapCTBEHHbIX CPeAcTB M hapmaueBTUYECKOW
AesATernbHOCTH

1. JlnueH3npoBaHMe NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB U hapMaLieBTUYECKON AeATENBHOCTU
OCYLLIECTBMSIETCS B COOTBETCTBUM C 3aKoHoAaTeNbCcTBOM Poccuiickon depepaumn.

2. O6GszaTenbHbIM YCNOBMEM NPEAOCTABIEHUS NULIEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX
CPeacCTB SIBMNSIETCS MPUINOXEHNE K 3asIBNIEHUIO COMCKaTENs NULEH3UN NepeyHst NekapCTBEHHbIX opM 1
(unn) BMaoOB hapmMauEeBTUYECKMX CYOCTaHLMIA, KOTOpPble MPOM3BOAUTENb FEKAPCTBEHHbLIX CPEeacTB
HaMepeH Npon3BOaUTb.

3. B cnyyae Heo6xoauMOCTV pacluMpeHust NPOU3BOACTBA JIeKapCTBEHHbIX CPEACTB 33 CYET HOBbIX
neKkapcTBeHHbIX (OpM U BWAOB hapMaLeBTUYECKUX CYOCTaHLUUA MNPOU3BOAMTENb eKapCTBEHHbIX
CPEACTB AOIMKEH NOMYYUTb HOBYHO NMLIEH3UIO Ha MPOM3BOACTBO NTeKapCTBEHHbIX CPeCTB.

Cratba 9. [ocygapCTBEHHbIV KOHTPOSb Npu 0bpalleHnmn nekapCcTBEHHbIX CPEACTB

1. FTocygapCTBEHHOMY KOHTPOM nogfiexaTt Bce NeKapCTBEHHble CpPefCcTBa, Mpou3BefeHHble Ha
Tepputopun Poccunckon degepaumm n BBO3MMble Ha Tepputoputo Poccuiickon ®eagepaunn.



2. TocygapCTBEHHbIN KOHTPOMb MNpu OOpalleHun NeKkapCTBEHHbIX CPEACTB OCYLLEeCTBISAETCS
YMONTHOMOYEHHbIMU dhefepanbHbIMU OpraHaMy UCMOSNTHUTENbHOW BMacTu M opraHamu UCTNOMHUTENBHOWN
BnacTu cyobektoB Poccuiickon degepaumm B COOTBETCTBUU C UX MOSTHOMOYUSMMN.

3. locypapcTBEHHbIM KOHTPOMNb NpW OOpalleHun fekapCTBEHHbIX CpeacTB BKM4YaeT B cebs
KOHTPOMb 33  OOKNMHUYECKUMW  WCCNEOOBaHWSIMA  JIEKApCTBEHHbIX  CPeAcTB,  KIMHUYECKUMMU
nccrnegoBaHUSMM NIEKAPCTBEHHBIX MpenapaToB, KayecTBOM, MPOM3BOACTBOM J1IEKapCTBEHHbIX CPEACTB,
N3roTOBMEHMEM FEeKapCTBEHHbIX MpenapaToB, XpaHeHWeM, MepeBO3KOM, BBO3OM Ha Tepputopuio
Poccuiickon ®enepaumn, peknamon, OTNyCKOM, peannsaumen, YHUITOXXEHUEM NeKapCTBEHHbIX CPEACTB,
npUMeHeHNeM NnekapCTBEHHbIX NpenapaTos.

4. [ocynapCTBEHHbIN KOHTPOMNb Npu obpalleHun nekapCTBEHHbIX CPeacTB OCYLUEeCTBRAsieTCs
NoCcpeacTBOM:

1) npoBeaeHns npoBepok cobnogeHna cybbektamm obpalleHms nekapCTBEHHbIX CPeACTB NpaBus
nabopaTtopHOW MNpaKkTUKU W MpaBWi  KINMHUYECKOW MpPaKTUKU NpU  NPOBEAEHWMU  OOKITMHUYECKMX
nccrnegoBaHUn NeKapCTBEHHbIX CPeACTB U KITMHUYECKUX UCCNEeAOBaHWI NTeKapCTBEHHbIX NpenapaToB Ais
MEOULMHCKOTO MPUMEHEHWS, MpaBuiT MPOBEAEHUS OOKMMHUYECKUX WCCNedOBaHMN NeKapCTBEHHbIX
CpeacTB M KIMHUYECKMX UCCrefoBaHWUiA NekapCTBEHHbIX NpenapaToB Afsi BETEPUHAPHOIO NPUMEHEHNS,
npaBui opraHv3auuy NPOX3BOACTBA WM KOHTPONS KayecTBa JIeKapCTBEHHbIX CPeACTB, NpaBuil ONTOBON
TOProBMN JIEKApCTBEHHbIMWM CpeacTBaMu, MNpaBuN OTMYCKa JIEeKapCTBEHHbIX MNpenapaTtoB, nNpaBun
W3roTOBIMEHUSA M OTMyCKa NeKapCTBEHHbIX MpenapaToB, MpaBuNl XpPaHEHUs1 NeKapCTBEHHbIX CPEeACTB,
npaBun YHUYTOXEHNS] NEKapPCTBEHHbIX CPEACTB;

2) NMuUeH3npoBaHWs NPOM3BOACTBA NEKAPCTBEHHbIX CPeAcTB 1 (hapmaueBTUYEeCKON AeATenbHOCTH,
npoBeAeHnsa NPOBEPOK COBNIOAEHUSA NMNLIEH3NOHHBIX TPEOOBAHUIN U YCMNOBUN,

3) KOHTPONA Ka4YeCTBa NeKapCTBEHHbLIX CPEACTB Npu rpaxaaHckom oboporTe:

a) B bopme BbIBOPOYHOIO KOHTPONS;

6) nNpu BbISIBNEHWM HECOOTBETCTBUA JIMLEH3MOHHLIM TpeboBaHMAM U YCMOBUAM  YCITOBWN
NPOM3BOACTBA M KOHTPOMS KayecTBa JEKapCTBEHHbIX CPEACTB, OCYLLECTBIIEHMS ONTOBOW TOProBIM
nekapCcTBEHHbIMU CPEACTBaMW, OCYLLECTBMEHUS PO3HWYHOW TOPrOBMU NIEKAPCTBEHHLIMU MpenapaTtamu,
npaBwui U3roTOBMIEHMS NIEKAPCTBEHHBIX NMPENapaToB, NPaBui XpaHEHWsI NTEKapCTBEHHbIX CPEACTB;

4) BblgauM paspelleHuin Ha BBO3 JIEKAPCTBEHHbIX CPEACTB Ha TeppuTopuio Poccuickon
depepauymy;

5) npoBeaeHnst MOHUTOPUHra 6€30MNacHOCTM NeKkapCTBEHHbIX NPenapaTos;

6) nony4eHusi No 3anpocam YrnosIHOMOYEHHOro dheaepanbHOro opraHa UCNONHUTENBHOM BRacTu oT
OpraHoB WCMOMHUTENbHOW BriacTn cybbektoB Poccuiickon ®epepaummn, oT cyGbekToB obpalleHus
NeKapcTBEHHbIX CPeaCTB AN MeOULUHCKOrO MPUMEHEHUS MHAOPpMaLUK No BOMPOCaM YCTaHOBIEHUSA U
NPUMEHEHNs LieH U HaabaBoK K HUM.

5. OcywecTBneHne rocygapCTBEHHOIO KOHTPOMs Mpu obpalieHnM neKkapCTBEHHbIX CPEeACTB
ABNAETCA pacxofHbIM 00si3aTenbcTBOM Poccuickon ®Pepepaumm unm pacxofgHbiM 00si3aTenbCTBOM
cybbekToB Poccuickonn ®egepauum no BugaM KOHTPOMs, OTHECEHHBIM COOTBETCTBEHHO K MOTHOMOYMAM
defepanbHbIX OpraHoB MCMNOMHUTENBHON BNACTV U K NOSIHOMOYMSIM OPraHOB WMCMOMHUTENbHOW BRacTu
cybwekToB Poccuiickon deagepaunn.

Mnaea 5. PASPABOTKA, JOKITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KINTMHUYECKUE UCCITIEAOBAHUA
JIEKAPCTBEHHbIX MPENAPATOB OJ1A BETEPUHAPHOIO MPUMEHEHUA

Cratbsa 10. PaspaboTka nekapcTBEHHbIX CPEACTB

1. PaspaboTka nekapCTBEHHbIX CpeAcTB BKMAYaeT B cebsi MouMcK HoBbIX dhapMaKkonorn4yecku
aKTMBHbIX BeLlecTB, Mocrnegywouiee u3ydeHMe UX FeKapCTBEHHbIX CBOWCTB, [AOKMUHUYecKue
uccrnefoBaHus, pas3paboTKy TEXHOMOrMn MpPomM3BoACTBa hapmaueBTUYECKMX CyOCTaHUMI, pa3paboTky
COCTaBOB W TEXHOSOMMN NPON3BOACTBA fIEKAPCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecnedeHne pa3paboTKy NeKapCTBEHHbIX CPEACTB OCYLLECTBSAETCS 3a CHET:

1) cpencTB henepansHoOro GrooxKeTa;

2) cpencTB pa3paboTUNKOB NEKAPCTBEHHbBIX CPEACTB;

3) CcpeactB  MNpov3BOAUTENEN  NEKAPCTBEHHbIX  CPEACTB  MPU  BbIMNOSIHEHMM  Hay4HO-
uccnenoBaTtenbCkux paboT no  [OroBopy Mexay paspaboTuMKOM  NIEeKApCTBEHHbIX CPEeACTB U
Nnpon3BoaUTENEM NEKAPCTBEHHbLIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3akoHoaaTenbcTBOM Poccurickon ®epepauum MCTOYHMKOB.

3. MpaBa paspaboTyuka neKapcTBEHHOro cpencTtea OXpaHATCS rpakgaHCcKUm
3aKOHOaTENbLCTBOM.

Cratbs 11. [oknuHu4eckoe uccnegoBaHune NeKkapCTBeHHOro cpeanctea nanAa MeguumuHCKOro
npuMeHeHunsa



1. [oknuHuyeckoe wccrnegoBaHWe NeKkapCTBEHHOro cpeactsa Ans MEeAMLMHCKOro MpUMeEHEeHUs
nNpoBOAMUTCA MyTEM MPUMEHEHUS Hay4YHbIX METOOOB OLEHOK B LEensaxX NofyyYyeHus [oKa3aTenbCcTs
6e3onacHocTu, kavecTBa 1 3EKTUBHOCTU IeKapCTBEHHOTO CPEeACTBa.

2. [oknuHuyeckoe wnccrnegoBaHWe neKkapCTBEHHOro cpeactsa Ans MeAMUMHCKOro MpUMeEHEeHWs
NpoBOAMNTCA B COOTBETCTBMM C NpaBunamMv nabopaTopHON NPaKTUKKN, YTBEPXKAEHHBIMW YNOMHOMOYEHHbBIM
dhegeparnbHbIM OpraHoOM UCMONHUTENBbHOW BNACTU.

3. Ona opraHusaumMu 1 nNposefeHust OOKNMHUYECKOrO MUCCNeaoBaHWs NekapCTBEHHOTO CpeacTsa
AN MeOULMHCKOTO NPUYMEHEHNs pa3paboTymku fnekapCTBEHHbIX CPeACcTB MOTyT MNpuBreKkaTb Hay4Ho-
uccrnegoBaTenbCkue opraHusaumy, obpasoBaTeribHble y4YpexgeHus BbICLero npoeccMoHansHOro
obpasoBaHus, umelowme HeobxoauMylo MaTepuanbHO-TeXHUYeckyto 6asy u  kBanMUUMPOBaHHbLIX
crneunanucToB B COOTBETCTBYHOLEN 0bnacTn nccnegosaHus.

4. [oknuHuyeckoe wuccnegoBaHWe neKapCTBEHHOrO CpeacTBa Ans MEeAWLUHCKOrO MpUMEHEHUS
nNpoBOAMUTCA NO YTBEPXAEHHOMY pa3paboTyMKOM JleKapCTBEHHOrO CpeAcTBa NnaHy C BedeHvem
npoTOKOna 3TOro MCCNeAoBaHWsA M COCTaBfieHMeM OT4yeTa, B KOTOPOM coAepXaTtcs pesynbraTbl 3TOro
MUCCNedoBaHWs W 3aKlOYeHWe O  BO3MOXHOCTM  MPOBEAEHWS  KIMHUYECKOrOo  UCCrefoBaHus
neKkapcTBEHHOro npenapara Ans MeavmuMHCKOro MpUMeEHeHUs.

5. TpoBeaeHve npoBepok COGNOAeHWA npasBun NabopaTOpPHOM MPaKTUKM WM MPaBOBbIX HOPM
NCMNOMb30BaHNA XMBOTHBIX MPU NPOBEOEHUN OOKITMHUYECKUX UCCMEeAOBaHUN NeKapCTBEHHbIX CPeAcCTB
AN MeOMUMHCKOTO MPUMEHEHMs1 OCYLLeCTBNSAETCA  YMONIHOMOYEHHbIM  dedepanbHblM — OpraHoMm
NCNOMHMTENbHOW BNacTu.

6. PesynbTaTbl AOKMMHUYECKOrO MCCNEeAOBaHUS NEeKapCTBEHHOro cpeactsa Ans MeavLMHCKOro
npMMeHeHns MoryT ObiTb NMpeAcTaBneHbl B YNONHOMOYEHHbIN dedepanbHbIi OpraH MCMONHUTENBLHON
BMacTu B yCTaHOBIEHHOM Nopsidke B LieNnsx rocyaapCTBEHHOW perncrpaumm nekapCcTBEHHOro npenapara.

Cratba 12. [oknuHnyeckoe wnccnegoBaHue NNIeKapCTBEHHOro cpeacrtea W KIMHNWYEeCKoe
ncenenoBaHMe nekapcTtBeHHOro npenaparta and seTepmHapHOro npMMeHeHunaA

1. JoknuHunyeckoe uccriefoBaHWe NeKapCTBEHHOro CpefcTBa ANsl BETePUHAPHOro MnpUMeEHeHUs
nNpPoBOAMTCA NYTEM MNPUMEHEHUA Hay4YHbIX METOAOB OLEHOK B Uenax nosfiydeHuss gokasaTeribCTB
©esonacHocTu, kayectBa U 3EKTMBHOCTU NEKAPCTBEHHOIO CpeacTBa, B TOM 4ucne onpeneneHusi
CpoKa €ero BbIBEAEHWS U3 OpraHM3Ma >XUBOTHOrO, B Uenax obecneyeHuss 6e3omacHOCTM NpoayKuum
XWBOTHOTO NMPOUCXOXOEHMUS NOCNe NPUMEHEHN COOTBETCTBYIOLLIErO NeKapCTBEHHOro npenapara.

2. [oknuHunyeckoe uccredoBaHWE FEKapCTBEHHOrO CpeactBa UM KIMHUYECKOE WCCcrneaoBaHue
NeKapcTBEHHOro npenapaTta Ans BETEPUHAPHOro MNpUMEHEHWs, uccnefoBaHve OUOIKBMBANEHTHOCTU
yKa3aHHOro nekapcTBEeHHOro npenapata npoBoAATCA B COOTBETCTBMM C NpaBuniamu, yTBepXAEeHHbIMU
YNOMHOMOYEHHbIM befiepanbHbIM OpraHOM UCMOMHUTENBLHOW BMACTW.

3. [HoknunHunyeckoe uccnegoBaHWe nekapCTBEHHONO cpeactsa M KIUHWYeCKoe wuccnegoBaHve
nekapcTBeHHOro npenapata [Ans BeTEepUHapHOro MPUMEHEHUs MpoBOAATCA MO  YTBEPXAEHHOMY
pa3paboTynMKOM JIEKapCTBEHHOrO cpeAcTBa MfaHy C BeAEHUEM MPOTOKOMOB 3TUX WCCNefoBaHUA U
COCTaBMeHMEM OTYETOB, B KOTOPbIX coAepXaTcs pe3yrnbTaTbl 3TUX UCCIEA0BaHUN.

4. ina opraHnsauuun n npoBefeHns OOKIIMHUYECKOro nccnegoBaHusa fekapCTBEHHOro cpeacTtea U
KIMMHMYECKOro  UCCnefoBaHUs  NleKapCTBEHHOro npenapaTta Ans  BETEPUHAPHOro  MPUYMEHEeHUs
pa3paboTynK nekapCTBEHHOIO0 CPEeACTBa MOXET NpuUBMekaTb OpraHvM3auuu, MMerolme Heobxoanmyro
MaTepuanbHO-TEXHUYECKY0 6a3dy 1 KBannuuMpoBaHHbLIX CNeuuanucToB B COOTBETCTBYOLEN obnactu
uccrnegoBaHus.

5. KnuHudeckne uvccnefoBaHWs NeKapcTBEHHbIX MpenapatoB Afs BeTEpPUHaAPHOro MpUMeEHEeHUs
NPOBOAATCA B BeTepUHapHbIX OpraHusaumMsx W B OpraHmsauusxX, OCYLLEeCTBNSALWMX pasBefeHune,
BblpalluBaHMe U CoOAepXKaHne XXUBOTHbIX, B Liensx:

1) ycTaHOBNEHNs1 NePEeHOCUMOCTM NeKapCTBEHHbIX NpenapaToB 340POBbIMU XXUBOTHbLIMMU,;

2) nopgbopa onTMMarnbHbIX [O3MPOBOK JIEKAPCTBEHHBLIX MPEnapaTtoB M Kypca fevyeHus Ha
KOHKPETHOW rpynmne XXUBOTHbLIX C ONpeAeneHHbIM 3aboneBaHnem;

3) ycraHoBneHusi  6e3omacHOCTM M 3PAEKTMBHOCTU  JNIEKAPCTBEHHOro  npenapaTa,
npegHasHayYeHHOoro Ansl JfieYeHuss OornpefeneHHbIX 3aboneBaHui XMBOTHBLIX, WM 3dPEKTUBHOCTMU
NeKapcTBEHHOro npenapara Anst NpodunakTukn 3aboneBaHnin 300POBbIX XKUBOTHbIX;

4) un3yyeHnss BO3MOXHOCTEW pacCLUMPEHUs MOoKa3aHU K MPUMEHEHMIO 3aperMcTpupoBaHHOMO
NeKapCTBEHHOro npenapara U BbiSIBNEHNSI paHEee HEN3BECTHbIX MOOOYHbBIX ENCTBUN.

6. KnuHnyeckoe uccrnegoBaHve neKapCTBEHHOrO npenapaTta Afs BeTepUHapHOro NpUMeHeHus
OCYLLECTBIAETCS 3a CHET CPeACTB pa3paboTynka nekapCcTBEHHOrO CpeacTaa.

7. OTt4yeTbl O pesynbTatax [AOKMIMHUYECKOro UCCNeoBaHMs IekapCTBEHHOro cpeactsa W
KNUHUYECKOro  MUCCnefoBaHUs  NeKapCTBEHHOro npenaparta Ans  BeTepUHapHOro  NpUMeHeHUst
COCTaBnsloTCA pas3paboTYMKOM FIEKApPCTBEHHOIO CpeAcTBa C YYETOM 3aKMOYEHMW OpraHu3auuin,
NPUHUMAaBLLNX yYacTue B OpraHusaunm 1 npoBeaeHun aTux nccnegoBaHun.



8. KoHTporb 3a npoBegeHMeM [OKMUHUYECKUX WCCIedOBaHW NEeKapCTBEHHbIX CPeacts W
KMUHUYECKUX  WCCIEQOBaHU/A  JIEKApCTBEHHbIX MNpenapaToB AN BETePUHApHOro  MPUMEHEeHWs!
OCYLLECTBIISIETCH YNONHOMOYEHHbIM heiepanbHbiM OpraHOM UCMONHUTENbHOW BRACTU.

Masa 6. OCYLWECTBNEHMUE rOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX MPENAPATOB

Cratba 13. NocygapcTBeHHas perncrpaunsi nekapcTBeHHbIX NpenapaTos

1. JlekapcTBeHHble MnpenapaTbl BBOOATCA B rpaxaaHCckui 0BOpoT Ha Tepputopum Poccuiickon
denepaummn, ecnv OHW 3apPEermcTpyMpoBaHbl COOTBETCTBYIOLUMM  YMONTHOMOYEHHbLIM  dheaepanbHbIM
OpraHoMm UCMOMHUTENBHOW BNacTu.

2. [ocygapcTBeHHON permcTpauuun nognexar:

1) opurnHanbHble NekapCTBEHHbIE Npenaparhbl;

2) BOCNpOM3BEAEeHHbIE NEKapCTBEHHbIE NpenapaTbl;

3) HOBble KOMBUHALMKN 3apErMCTPMPOBAHHBIX PaHee NeKapCTBEHHbIX NPenapaTtos;

4) nekapCTBEHHble Npenapartbl, 3aperncTpupoBaHHblE paHee, HO MPOW3BEAEHHbIE B APYrvX
nekapCTBeHHbIX hopMax, B HOBOM JO3NPOBKE.

3. NocypapcTBeHHas perumcrpaums nekapCTBEHHbIX npenapaTtoB Ans MeAWUUHCKOro NpUMeEHEeHus
OCYLLEeCTBMSAETCH MO pe3ynbTaTaMm 3KCNepTu3bl NEeKapCTBEHHbIX CPEeACTB U 3TMYECKOW IKCnepTusbl
BO3MOXHOCTW NPOBEAEHUS KNMMHUYECKOrO CCNefoBaHMs NekapCTBEHHOro npenapaTa ansg MeamuMHCKOro
npMMeHeHus (ganee - 9Tuyeckas akcnepTusa). [ocygapCTBEeHHas perucTpaums NekapcTBEHHbIX
npenapatoB [Ans BETEePMHAPHOrO MPUMEHEHWs OCYLLEeCTBNAeTCs N0 pesynbTataMm  3KCnepTusbl
neKapCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO NPUMEHEHUS.

4, ocypapcTBeHHas permcTpaums nekapCTBEHHbIX npenapaToB OCyLlecTBnseTcs
COOTBETCTBYIOLUM YMOJSIHOMOYEHHbLIM doefeparnbHbiM OpraHoOM WCMOMHUTENbHOW BRacTu B CPOK, He
NnpeBbILIALWNA OBYXCOT OECATM pabounx OHEW CO OHA MNPUHATUS 3asiBNEHUS O rocyaapCTBEHHON
pervctpaummM nekapCcTBEHHOrO npenapaTta. B ykasaHHbIi CpOK BKMOYaETCsl BpeMmsi, Heobxoammoe Ans
NMOBTOPHOTO MPOBEAEHUS 3KCNEPTM3bl JIEKAPCTBEHHBIX CPeAcTB U (MNN) 3TUYECKOM 3KCMepTu3bl B
COOTBETCTBMM CO cTaTben 25 HacToswero ®egepanbHOro 3akoHa. Cpok rocygapCTBEHHON perncTpaumm
nekapCTBEHHOro npenapata WMCYMCHSETCS CO [AHS MPUHATMS COOTBETCTBYIOLMM  YNOMHOMOYEHHbBIM
dedepanbHbIM - OPraHOM  UCMOSNHUTENbHOW  BriacTU  3asiBNEeHUs O TOCYAapCTBEHHOW permcrpaumm
nekapCTBEHHOro npenapata C MNPUNOXEHMEeM HeobXoouMbIX [OOKYMEHTOB MO AeHb  Bblgauyu
pPervcTpauroHHOro yAOCTOBEPEHUs] NeKkapCTBEHHOro npenapaTta. Bpemsi npoBegeHus KIUMHWYECKOro
uccrnegoBaHUS  NEKapCTBEHHOrO  npenapata  He  yYuMTbiBaeTcd  NpW MCYUCIIEHUMM  CPOKa  ero
rocygapCTBEHHOWM pernctpaunm.

5. l'ocygapcTBeHHOW permcTpaLmm He noanexar:

1) nekapcTBEHHble MpenapaTbl, WU3rOTOBMEHHbIE anTeYHbIMW OpraHM3auuaMn, BeTEePUHAPHBLIMM
anTeyHbIMU OpraHuM3auusiMn, UHAMBUAYANbHLIMU NPEANPUHUMATENAMU, KOTOPblIE MMEKT NULEH3NI0 Ha
hapmaLeBTMHECKYID OeATENbHOCTb, MO peuenTam Ha NeKapCTBeHHble npenapaTbl U TpeboBaHMAM
MEeOULMHCKUX OpraHn3aLmin, BeTepMHapHbIX OpraHn3auuii;

2) NnekapCTBEHHOE pacTUTENBHOE CbIPbE;

3) nekapcTBeHHble npenapaTbl, nNpuobpeTeHHble uU3ndeckMMn nuMuamyM 3a npegenamu
TeppuTopun Poccuinckon Pegepaumm u npegHasHavyeHHble AN NMYHOro NCMOMb30BaHuWs;

4) nekapCTBeHHbIE NpenapaTbl, NpegHa3Ha4YeHHbIe 518 9KCnopTa;

5) pagnodapmaueBTMYECKME fneKkapCTBEHHble npenaparbl, U3roTOBMIEHHbIE HEMOCPeACTBEHHO B
MEOULMHCKUX OpraHu3auuax B MOpsSAKe, YCTAHOBIEHHOM YMOIHOMOYEHHbIM deaepanbHbIM OpraHom
WCMNOMHMTENBHOW BNacTu.

6. He ponyckaeTcs rocyaapcTBeHHasi perncrpauus:

1) pa3nuyHbIX NeKapCTBEHHbIX NpenapaToB NoA O4MHAKOBLIM TOProBbIM HAMMEHOBaHUEM;

2) OpHOro neKkapCTBEHHOrO MpenapaTa, BbIMyCKAEMOro MpoM3BOAMTENEM Mo Pas3fINYHbIMU
TOProBbIMW HAUMEHOBAHUSIMW U NPEACTaBIEHHOIO Ha FOCYAApPCTBEHHYKO PeErucTpaumio B Buae OBYX U
bornee nekapcTBeHHbIX NpenapaTos.

Cratba 14. MNpyHUMNbBI 3KCNEPTU3bl NTEKAaPCTBEHHbBIX CPEACTB U 3TUYECKON 3KCMepTU3bl

1. 3Kcr|epT|/|3a J1IeKapCTBEHHbIX CpeacTB U 3TUYEeCKada 3KCnepTu3a OCHOBbLIBAKOTCA Ha MnpuHUmMnax
3aKOHHOCTK, cobnogeHus npas " cBobop uyenoBeka U rpaxpgaHnHa, npas opungunyeckoro nuua,
HE3aBMCUMOCTU IKCNepTa, 0OGBEKTMBHOCTH, BCECTOPOHHOCTU N MNOJTHOTLI ncenegoBaHum, npoBOANMBLIX C
Mncnosyib3oBaHMeM COBpPEMEHHbIX DOCTVXKEHUN HaykKn Wn TexXHUKNU, OTBEeTCTBEHHOCTU (be,u,epaanoro
rocynapCTtBeHHOro OloaKeTHOro ydpexaeHma no npoBeneHU 3KCNepTudbl JNIEeKapCTBEHHbIX CpencTB U
QKCMepToB 3a npoBeaeHne n Ka4eCTBO IKCNEPTU3bI.

2. 3KCF|epTI/I38 NNeKapCTBEHHbIX CpeacTB And MeguUMHCKOro npuMeHeHna npoBognTcAa No3TanHo:



1) Ha nNepBOM 3aTane - 3KCNepTU3a OOKYMEHTOB AMs MOMyYeHWs paspelleHns Ha npoBedeHue
KINMHUYECKOTO MCCIed0BaHMS NiekapCTBEHHOro nNpenapaTta, 3a UCKITYeHneM:

a) nekapCTBEHHbIX MNpenapaToB, KOTOpble pas3pelueHbl Afns MEeAWMLMHCKOrO MNPUMEHEHWUs Ha
Tepputopun Poccuickon ®depepaumm 6onee gBaguatv neT U B OTHOLUEHMM KOTOPbIX HEBO3MOXHO
npoBeAeHne ncecnegoBaHnsi GUO3KBUBANEHTHOCTY;

6) nekapcTBEHHbIX MNpenapaTtoB Ans MEeOULMHCKOTO MPUMEHEHMS, B OTHOLLUEHUM KOTOPbIX
npoBefeHbl MeXAyHapoAHble MHOrOLEHTPOBbLIE KMMHUYECKUE MWCCNeaoBaHWsi, 4YacTb U3  KOTOpPbIX
nposefeHa Ha TeppuTopun Poccuiickon ®epepauuu;

2) Ha BTOPOM aTane - aKcnepTu3a NpeanoXeHHbIX MeTOAO0B KOHTPONS KayecTBa NekapCTBEHHOro
CpeacTBa U kadecTBa npeacTaBneHHbIX 06pasLoB NeKkapCTBEHHOro CpeacTsa C MCMOMb30BaHMEM 3TUX
MeTodOB (Oanee - 9KCnepTu3a KayecTBa fNEeKapCTBEHHOrNO Cpeactsa) M 9KCMepTM3a OTHOLLEHWS
OXMAaeMOW Monb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCTBEHHOro npenaparta, oCyLlecTBnsemble
nocne npoBegeHns ero KNMHUYECKOrO MCCreaoBaHus.

3. OkcnepTuda nekapCTBEHHbIX CpPeACTB AN BETEPMHAPHOIO MPUMMEHEHWS MNPOBOAUTCSA
OfHO3TanMHO M BKMOYaeT B cebs 3KCMepTu3y KayecTBa NeKapCTBEHHOIO CpeacTBa W 3KCMepTuay
OTHOLLUEHMS OXXMAAEMOW NOJb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NTEKapCTBEHHOTO npenapara.

Cratbaa 15. ®epepanbHoe rocygapcTBeHHoe OlofkeTHOE YYpexaeHue Mo NpoBedeHUto
3KCMepTU3bl NEeKapCTBEHHbIX CPEACTB

AKcnepTu3a NekapcTBEHHbIX CPEACTB NpoBoANTCS dedeparnbHbiM FOCyAapCTBEHHbIM BI0aKEeTHLIM
yuypexaeHmeM COOTBETCTBYIOLLErO YNOMHOMOYEHHOro ddeaeparnibHOro opraHa MCMOMHUTENbHOW BRacTw,
co3faHHbiM Ans oBGecneyeHns MCMOoNHEeHUs MOMHOMOYMA 3TOoro dhefepanbHOro opraHa Mo Bblgade
paspelleHnii Ha NpoBefdeHNe KIMHWYECKUX WUCCreOoBaHW NEeKapCTBEHHbIX MpenapaToB U (Unu) no
rocygapCTBEHHON perucTpaumm NekapcTBEHHbIX NpenapaToB (aanee - 3KCNepTHOE yYpexaeHue).

Cratba 16. OpraHuzauus NpPOBEAeHUs 3KCTepTM3bl JIEKAPCTBEHHbIX CPeACTB B LEeNax Mux
rocygapcTBEHHON permcTpauum

1. JkcnepTuda neKkapCTBEHHbIX CPEACTB MPOBOAUTCA KOMMUCCUEN 9KCMEPTOB 3IKCMEPTHOro
yYpexaeHus, Ha3Ha4YeHHOW ero pykoBoAMTEeNeM, Ha OCHOBaHWM 3adaHus Ha npoBedeHue 3KCnepTusbl
nekapCTBEHHOIO0 CpeacTBa, BblAAHHOMO YMOMHOMOYEHHbIM dedepanbHblM OpraHoM WMCMOMHUTENbHOW
Bnactu. PykoBoauTenb 9KCNEPTHOro yypexaeHns obecneyvnBaeT Haanexalliee nposeaeHne akenepTusbl
nekapCTBEHHbIX CPEeACTB B COOTBETCTBMM C 3afaHuWeM, BblOaHHbIM YMOSHOMOYEHHbIM eaepanbHbIM
OpraHoM MCMOMHWUTENBHOW BMAacTW, U OpraHu3yeT NoAroTOBKY CBOOHOIO 3aKmyeHus 9ToW komuccuun. B
COCTaB 3TON KOMMUCCUM MO PELUEHNI0 PYKOBOAUTENSA 3KCNEPTHOrO yYpexaeHUs MOryT ObiTb BKIIHOYEHbI B
KayecTBe 3KCMepToB nuua, He paboTatolme B JAHHOM 3KCMEPTHOM YYpexaeHuu, ecnv Ux cneumnanbHble
3HaHWs HeobxoOWMMbl ANA MpOBEdEHUs 3KCMepTU3bl M TakMe 9KCnepTbl OTCYTCTBYIOT B AaHHOM
9KCMEPTHOM YUpPEXAEHUMN.

2. 3KcnepToM NO MPOBEAEHWUI0 IKCNEePTU3bl NIEKapCTBEHHbIX CPEACTB SBMSETCS aTTeCTOBaHHbIN
paboTHUK 3KCMEpPTHOro YyypexaeHus, KOTOPbI UMeeT BbiCcllee MeauuMHcKoe, hapmaleBTUYeckoe,
Buonoruyeckoe, BeTEpMHApPHOE UM XMMU4eckoe obpasoBaHue U NPOBOAUT IKCMEPTU3Y FeKapCTBEHHbIX
cpencTs B Nopsigke UCMOMHEHUS CBOUX OOMKHOCTHBIX 06A3aHHOCTel (ganee - akenepT).

3. Mpu npoBeaeHnn 3KCNEPTU3bI NTIEKaPCTBEHHbBIX CPEACTB IKCNEPT HE MOXET HaXOAMUTBLCS B KaKON-
nnbo 3aBMCMMOCTM OT fMUA, Ha3HaYMBLLErO 3Ty IKCMEepTM3y, pa3paboTymka NekapcTBEHHOro cpeacTsa
UNun apyrux 3anHTepecoBaHHbIX B pe3dynbTaTax 3KcnepTusbl nu.

4. Tlpu npoBedeHWM 3KCMepTU3bl FeKapCTBEHHbIX CPeACTB He pJonyckaetrca wuctpebosatb y
3asBuTens nubo MHbIX NWL MaTepuanbl, Heobxoaumble ANSA MPOBedeHWs 3KcrnepTu3bl. B cnyyae
HEeLOCTaTOYHOCTU NPeACTaBMNEHHbIX 3JKCMepTy maTepuanoB ANs Aadu 3aKkYeHus 3KcnepT Bripase
nocTaBuTb BOMPOC O MNPeAoCTaBfeHnn emy HeobOXoAMMbIX MaTepuanoB nepen pyKoBOAMTENEM
9KCMEPTHOro  yypexaeHus, KoTopbi obpawaetca ¢ npocbbon 06 3TOM B YNONHOMOYEHHbIN
denepanbHbIi OpraH WCNOMHUTENbHOW BRAacTW, BblAABLWUWA 3ajaHWe Ha MNpoBeAeHMe 3SKCMepTu3bl
neKapcTBEHHOro CpeacTaa.

5. OkcnepT npu NpoBeAeHWM MOPYYEHHON €My PYKOBOAWUTENEM 3KCMEPTHOrO YYpeXaeHUs
SKCMepTM3bl NEKapCTBEHHOIO cpeacTBa 0653aH:

1) nmpoBecTM MoMHOE WccrnegoBaHWe MpeacTaBreHHbIX eMy O0ObekToB, MmaTepuanos, AaTb
060CHOBaHHOE ¥ OOBLEKTUMBHOE 3akfioyeHne Mo MOCTaBfEHHbIM MNeped HUM  BOMpPOCaM  UMu
MOTMBUPOBAHHOE 3aKMlYeHMe O HEeBO3MOXHOCTM MpPOBEAEHUS WM 3JKCMEepTU3bl JIeKapCTBEHHOro
cpefacTBa, ecnv MocTaBfeHHble BOMPOCHI BbIXOASAT 3a Npedenbl creuuanbHbiX 3HAHWA 3KCNepTa,
06beKTbl MCCreaoBaHU U MaTepuranbl HENPUroAHbl UM HEAOCTaTOYHbI AN NPOBeAeHNS UCCrnefoBaHun
W [ayn 3aKioyveHus nmbo COBPEMEHHbIN YpPOBEHb PasBUTMSA HAykuM He MO3BONSET OTBETUTb Ha
nocTaBrieHHble BOMPOChH!;



2) He pa3rnawartb CBeAeHUs, KOTOpble CTanu eMy U3BECTHbI B CBSI3U C MPOBEOEHNEM IKCNePTU3bl
neKkapCTBEHHOIo CpefcTBa, a Takke CBEAEeHUs, COCTaBMsoWMe rocygapCTBEHHYI0, KOMMEPYECKY WUin
WHYI0 OXPaHAEMYIO 3aKOHOM TaliHy;

3) o6ecneunTb COXpaHHOCTb NPEACTaBNEHHbIX OOBLEKTOB UCCMEL0BaHUN N MaTepmnanos.

6. OKcnepT He Bnpase:

1) MpoBOAUTL 3KCMEPTM3Y JNIEKApPCTBEHHOro cpeacTBa Mo OOpalleHUt0 HEMOCPEACTBEHHO K HeMy
opraHmsaumm unm U3nYeckmx nuu;

2) camocTodaTenbHO cobupaTb Martepuanbl ANd NPOBEAEHMSI 3KCMEepTU3bl NEeKapCTBEHHOIO
cpencTea;

3) NpoBOAUTL SKCMEPTU3Y NEKAPCTBEHHOIO CPeACcTBa B Ka4eCTBE HErocyaAapCTBEHHOro aKcnepTa.

7. B cnyyae HeobGxoaMmoCTM 3KCnepT BNpaBe XxodaTaucTBOBaTb Nepes pyKoBOAUTENEM
9KCMEPTHOTO yYpexaeHnsa o NPUBNEYEHUN K NPoOBEAEHNIO SKCNEePTU3bl NEKAapCTBEHHOrO cpeacTea Apyrux
3KCNEepTOB.

8. Kaxabin akcnepT, BXOASAWMA B COCTaB KOMUCCUMM SKCMEPTOB, KOTOPOW MOPYYEHO MpoBedeHue
9KCNepTM3bl fEKapCTBEHHOINO CPeacTBa, HE3aBWCMMO UM CaMOCTOATENbHO MPOBOAMT UCCreoBaHus,
OUEeHVBaeT pe3ynbTaTbl, MOMyYEHHbIE MM JIMYHO W APYrUMKU 3KcnepTamu, u OpMynupyeT BbiBOAbI
OTHOCUTENBHO NMOCTaBMEHHbIX BOMPOCOB B NpeAeriax CBOMX crneunanbHbIX 3HaHWNA.

9. PesynbTaThl 3KCNEepTU3bl NIEKAPCTBEHHOIO CpeAcTBa OOPMIISIOTCS 3aKMoYeHMEM KOMUCCUU
akcnepToB. B 3aknioyeHun KommucCcuM IKCMEPTOB YKasblBAOTCA MNepeveHb uccneoBaHui, obbem
NPOBEAEHHbIX KaXabIM 3KCMNEPTOM UCCNEeAOBaHNN, YCTAHOBMNEHHbIE KaXAbIM U3 HUX haKTbl U caeNnaHHbIe
B pes3ynbTaTte UCCreLoBaHni BbiBOAbI. DKCNEPT, MHEHNE KOTOPOro He COBNagaeT C peLleHneM KOMUCCUM
9KCMEPTOB, BrMpaBe BbIpa3UTb CBOE MHEHWE B MUCbMEHHOW opme, KOTopoe mnpuobliaeTca K
3aKIIOYEHMIO KOMUCCUM IKCMEPTOB.

10. OkcnepTbl, BXOAsWMWE B COCTaB KOMMUCCMM, NpeaynpexpatTcs 00 OTBETCTBEHHOCTUM B
COOTBETCTBMM C 3akoHogaTenbCcTBOM Poccuiickon ®Pepepaumm 3a fady 3akiiouveHusi, codepallero
HeoDOCHOBaHHbIE NN anbCUULMPOBaHHbBIE BbIBOAbI, O YEM OHW Jat0T NOAMMUCKY.

11. OnpegeneHve ypoBHS NpodeCCUOHANbHON MOATOTOBKM 3KCMEPTOB U aTTecTaums UX Ha npaBo
NpOBEAEHUSA 3KCMEPTU3bl FIeKapCTBEHHbIX CPEACTB OCYLLECTBIAIOTCS 3KCMEPTHO-KBANUMQUKaLNOHHBIMU
KOMUCCUSIMU B MOpsidKe, YCTAaHOBNIEHHOM COOTBETCTBYIOLLMM YNOMHOMOYEHHBIM hefiepanbHbiM OpraHom
WCMOSTHUTENBHOW BNacTu. YpoBeHb NpoeCCUoHanbHOM NOArOTOBKM 3KCNEPTOB MOANEXUT NepecMoTpy
YKa3aHHbIMW KOMUCCUSIMU HE peXe YeM OAMH pa3 B NATb NeT.

12. lNpaBuna nNpoBegeHns 3KCNepPTU3bl NIEKAapPCTBEHHbBIX CPEACTB U hopma 3aKioYeHUs: KOMUCCUn
9KCMEPTOB  YCTaAHABMMBAKTCA  COOTBETCTBYHOLUMM  YNOSIHOMOYEHHbIM  dpeaeparnbHbIM  OpraHoM
WCMNOSTHUTENBHOM BNacTu.

Cratbsl 17. QTudeckas akcrnepTusa

KoHcynbTaHTln0C: NpuMmeyaHue.
Mpukasom PocsgpasHagsopa ot 17.08.2007 N 2314-[Mp/07 ytBepxaeHo NonoxeHne o KomuteTe
no aTuke npu ®egepanbHo cnyx6e No Haa3opy B chepe 30paBOOXPAHEHMS U COLMATBHOIO Pa3BUTUS.

1. OTmyeckass oakcnepTM3a nNpoBOAMUTCA B LEnsAX Bbldady 3aknioyeHns o6  3Tnyeckon
0DOCHOBAHHOCTN BO3MOXHOCTU MPOBEOEHUSA KITMHUYECKOrO UCCMedoBaHUSA NEKapCTBEHHOro npenapaTa
ONA  MEOUUMHCKOrO MNPUMEHEHWsT COBETOM MO 3TWKE, CO30aHHbIM B MNOPSAKe, YCTaHOBNEHHOM
YNOJSIHOMOYEHHbIM (befeparibHbIM OPraHoOM UCMOMHUTENBHOW BNacTw.

2. DOkcneptamu coBeTa MO 3TMKE MOryT ObiTb NpeacTaBUTENM MEAMLMHCKUX, HayYHbIX
opraHusauui, obpasoBaTerbHbIX YYPEXOEeHUN BbICLLErO NPOdECCUOHANbLHOr0 obpasoBaHus, a Takke
npeacTtaBUTENM OOLIECTBEHHbLIX OpraHM3auuin, pPenuMrMo3HbiX OpraHusauMi W CcpeacTB  MacCcoBOM
MHpopmaunn. [laHHble 3KCNepTbl HEe AOMKHbI HAXOAUTLCS B KAKOM-NTMOO 3aBUCUMOCTM OT pa3paboTymMKoB
NneKkapcTBEHHbIX NMpenapaToB U APYrMX NuL, 3aMHTEPECOBAHHbIX B pe3yNnbTaTax 3TUYECKOWN 3KCNepTU3bI.

3. Onmarta ycnyr 3KCNepTOB cOBeTa MO 3TUKE OCYLECTBMSETCA Ha OCHOBaHMM [0roBopa,
3aKIIOYEHHOIO MeXay YMNONMHOMOYEHHbIM defeparibHbIM OpPraHOM MCMOMHUTENbHOM BNAcTU, KOTOPbIM
co3gaH CcoBeT MO 3TUKE, U 3JKCMepToM COBEeTa MO 3TUKe, 3a CcYeT OKKETHbIX aCCUrHOBaHWW,
NPeayCcMOTPEHHbIX YMOMHOMOYEHHOMY beepanbHOMY OpraHy WCMNOSMIHUTENBbHOM BriacTu, CO34aBLUEMY
CoBeT No 3TuMKe, B dedepanbHoM OwoKeTe Ha COOTBETCTBYWLWMM rog Ha obecrneyeHne ero
AEeATENBHOCTU, U B pa3Mmepax, yCTaHOBIeHHbIX [MpaButensctBom Poccuiickon ®enepauun.

(yacTb 3 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4. OkcnepTbl coBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbLCTBOM
Poccuickon degepaumm.

5. CocTaB coBeTa Nno aTuke, NonoxeHne ob 3ToM coBeTe, NOPSA0K ero AesaTenbHOCTH, TpeboBaHus
K KBanudukaLmm n onbiTy paboTbl N0 3KCNEPTHOM OLEHKE HaYy4HbIX, MEOULIMHCKMUX U 3TUYECKMX acMeKTOB
KITMHUYECKUX  MCCNEeaoBaHWMIA  IEKApCTBEHHbIX MpenapaTtoB ANg  MEOWMLMHCKOrO  NMPUMEHEHNs,
npeabsiBNsieMble K 3KCMepTam coBeTa MO 3TMKe, MOPSAOK OpraHM3auuMuM U MNpoBefeHUs 3TUYEeCKOMn
3KCMepTU3bl, hopMa 3aKIMOYEHNs] COBETA MO 3TUKE YCTaHABMBAIOTCS YNOMHOMOYEHHBIM dhefeparbHbIM



OpraHoOM MCMOSMIHUTENbHOM BRactu. Yucno npeacrtasutTened MeOULMHCKUX OpraHu3auumi He MoXeT
npeBbliaTh NOMIOBMHY OT OOLLEro YMcna aKCnepToB CoBETa Mo ATUKE.

6. VIHdopMaumsa o cocTtaBe coBeTa MO 3TMKE, MNaHax ero pabdoTbl U TeKylen AeATenbHOCTU
pasMellaeTcs Ha odumumanbHOM cawTe YMNOfHOMOYEHHOro dedepanbHOro opraHa MCMOSTHUTENbHON
Bnactu B ceT "MIHTepHeT" B yCTaHOBMIEHHOM UM MOPSAOKE.

Cratba 18. [Nogaya u paccMoTpeHue 3adBneHUI O rOCyAapCTBEHHON perncTpaumnm nekapCcTBeHHbIX
npenapaToB W NpeacTaBreHne HeobXxoauMbIX LOKYMEHTOB

1. Ina rocygapCTBEHHOW pernctpauumn nekapcTBEHHOro npenapara paspaboTymk nekapCTBEHHOMo
npenapaTta unu ynonHOMoOYEHHOE UM Apyroe opugudeckoe nuuo (ganee - 3asButenb) NpeacTaBnsieT B
COOTBETCTBYIOLLMIA YNONTHOMOYEHHbIN dhefeparnbHbli OpraH UCNONMHUTENBHON BRacTu, OCYLLECTBNSAOLLNIA
rocyaapCTBEHHYKO perncTpauuio NekapCcTBeHHbIX MpenapaTtoB, 3asdBfieHue O rocygapcTBEHHOMU
perncTpaumm nekapcTBEHHOro npenapaTta, a Takke B nopsigke, YCTaHOBMEHHOM COOTBETCTBYHOLLMM
YMONTHOMOYEHHbIM doeeparnbHbiM OpraHoOM WCMONMHUTENbHOW BriacTW, HeOOXOAMMble OOKYMEHTbI, U3
KOTOpbIX  POPMMPYETCA  pEerucTpauMoHHOEe [OCbe Ha JeKkapCTBEHHbI npenapat (ganee -
pervcTpaunoHHoOe A0Che).

2. B 3asBNeHnM 0 rocyaapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara ykasblBaloTcs:

1) HaumeHoBaHVe W ajpec 3asBuTens U (MNM) NPOM3BOAMTENS NEKapCTBEHHOro npenapata u
aZpec MecTa OCyLLeCTBNEHNS NPOU3BOACTBA NEKAPCTBEHHOIO NpenapaTa;

2) HauMMeHOBaHWEe feKapCTBEHHOro nmnpenapaTta (MexayHapogHOe HenaTeHTOBaHHOEe Uunu
XUMUYECKOE M TOProBOE HAaMMEHOBaHUS);

3) nepeyeHb BeLLECTB, BXOASALINX B COCTAB NEKapCTBEHHOrO npenapara, C ykasaHuem KonvyecTtsa
KaXkgoro n3 Hux;

4) nekapcTBeHHasd dopma, [O03NPOBKA, CMOCOOblI BBEAEHUS W MNPUMEHEHMWS, CPOK FO4HOCTU
nekapcTBeHHOro npenapara;

5) onncaHue dapmakonornyeckmx n apmakoguHaMmMyYecKMx UM MMMyHOBOMONOrMYECKMX CBOMCTB
nekapcTBeHHOro npenapara;

6) 3asiBNeHHas NpPOM3BOAMTENEM FEKapCTBEHHOro npenapaTta npefenbHas OTNycKHas LieHa Ha
NEKapCTBEHHbIA Mpenapart, BKMKYEHHbIN B MNEPEeYeHb >KU3HEHHO HEOOXOOUMbBbIX U BaXXHEMWLUUX
nekapcTBEHHbIX MpenapaToB, B Cliyyae ero rocygapCTBEHHON perncTpauum;

7) oTcyTcTBUME HeobXxoOMMOCTM MPOBEOEHUS KIMHMYECKOrO WCCReAOBaHUdA, WCCneaoBaHUs
OVO3KBMBANEHTHOCTM NIEKAPCTBEHHOMO npenapara, pas3peLlleHHOro ang MeauMLUHCKOro NpUMEHeHnst Ha
Tepputopun Poccuinckon Pepepauumn Gonee peaguatu fneT, C ykasaHMEM HOPMATUBHBLIX MPaBOBbIX
aKToB, NOATBEPXAAIOLLMX AAHHBIN CPOK MPUMEHEHMS.

3. PeructpauunoHHoe gocbe hopmupyeTcs U3 criefyoLwmx JOKYMEHTOB:

1) npoekTbl MakeTOB MEPBMYHOW YMAKOBKM W BTOPUYHOM (NOTPEOUTENbCKON) YNaKOBKM
nekapcTBeHHOro npenapara;

2) DOKYMEHT, nepeBefeHHbIN Ha PYCCKUIN A3blK, NOATBEPXKAALWUN COOTBETCTBME NPOU3BOAUTENS
PErMcTPUpyeMOoro NekapCTBEHHOro npenapata TpeboBaHUAM nNpaBun opraHv3aumyM NpoM3BOACTBA U
KOHTpOMNS KayecTBa MNeKapCTBEHHbIX CPeACTB, BblAaHHbIA  KOMMETEHTHbIM OpraHoM  CTpaHbl
Npon3BOAMTENS PErMCTPUPYEMOrO FEKapCTBEHHOrO npenapata W 3aBepeHHbI B YCTAHOBMEHHOM
nopsiake;

3) NpOEeKT HOpPMaTMBHOW [OKYMEHTaAuUW WM HOPMATUBHONO [AOKYMEHTa Ha JeKapCTBEHHbIN
npenapat nmMbo ykasaHne COOTBETCTBYOLLEN (hapMaKoNeHon CTaTby;

4) cxema TEXHOSOrMYeckoro npoLecca nNpoM3BoACTBa NIEKApCTBEHHOMO nNpenapara, ee onucaHue u
(Mnn) cxema TEXHONOMMYECKOro NpoLecca NponsBoAcTBa hapmMaueBTMieckon cybcTaHLumm, ee onucaHue;

5) OOKYMeHT, nepeBefeHHbI Ha PYCCKUA A3bIK, MOATBEPXKAALWMA COOTBETCTBME NPON3BOaMTENS
dhapmaLeBTMHECKON CcyOCTaHUMM TpeboBaHMAM MpaBuril OpraHu3auMum MNpou3BOACTBA M KOHTPOMS
KauecTBa NeKapCTBEHHbIX CPeacTB, BblAaHHbIA KOMMNETEHTHbIM OpraHoM CTpaHbl NPOW3BOAUTENS
drapmaLeBTUHECKON CYyOCTaHLMW, 3aBEPEHHbIV B YCTAHOBIIEHHOM MOPSIAKE U COAEPXKaLLNNA:

a) HaummeHoBaHWe dapmaleBTUYECKON CyOCcTaHUMM (MeXZyHapoOoHOe HeMaTeHTOBAHHOE WK
XUMUYECKOE U TOProBOE HAaMMEHOBAHUS);

0) HanmeHoBaHWe N agpec NpomssoauTensa apMaueBTUYECKon cybCcTaHLmu;

B) CPOK rogHocTu chapmaueBTU4eckorn cybctaHumum;

6) OOKYMEHT, codepXalmin CBeeHMs O nokasaTtensix kayectsa dhapmaueBTMYECKOW cybcTaHumu,
NCnonb3yemMon Npy NPOU3BOACTBE NIeKapCTBEHHbIX NPENapaTos;

7) HOpMaTMBHasA OOKYMEHTAaLMsA UM HOPMAaTMBHBIA OOKYMEHT Ha hapMaLeBTMYECKYI0 CyOCTaHLn0
nnbo ykasaHue COOTBETCTBYIOLLEN (hapMaKONeiHON CTaTby;

8) wuHdbopmauns o6 ycrnoBusIX XpaHeHMsl, NEPEBO3KU FEeKapCTBEHHOrO npenaparta U WHas
MHdopMaLns;



9) otyeT O pesynbTatax [AOKIUHUYECKOTO WCCIEeAoBaHWs J1eKapCTBEHHOro cpeacTtBa  Ans
MEOULMHCKOTO MPUMEHEHUS, COAepXallMn onucaHue, pe3ynbTaTbl WM CTATUCTUYECKMA  aHanu3
pe3ynbTaToB AaHHOIO AOKMMHUYECKOTO MCCNEeA0BaHNS;

10) oT4yeT O pesynbTatax AOKIMHUYECKOrO WCCNEeLOBaHUSA JEeKapCTBEHHONO cpeactsa U
KNMMHUYECKOrO MCCIeA0BaHMS fiekapCTBEHHOMO NpenapaTta Ans BETEPUHAPHOIo NPpUMEHEHUS;

11) npoeKkT npoToKona KIMHMYECKOTO WCCNedoBaHWs JeKapCTBEHHOrO npenaparta Aans
MEeANLIMHCKOro NPUMEHEHNS;

12) 6polutopa uccnegosarens;

13) nHpOPMaLMOHHBIV NMNCTOK NALUEHTA;

14) nHcpopmaumsa o BbinnaTax U KOMNEHcauusax naymeHTam (3goposbiM Ao6poBonbLaM, 60NbHbLIM)
(panee - nauueHTbl), NPUBMEYEHHbIM K MPOBEOEHUI0 KNUHUYECKUX MWCCneaoBaHWA NeKapCTBEHHOro
npenapata pgns  MeAWLWHCKOrO MNPUMEHEeHUs, WCCnedoBaHUN OUOSKBMBANEHTHOCTUM U (Mnn)
TepaneBTUYECKON 3KBUBANEHTHOCTY;

15) oT4yeT O pesynbTaTax MeXAyHapOAHbIX MHOFOLEHTPOBBLIX KIMHUYECKUX WCCRefoBaHUn
rniekapCTBEHHOro mnpenapaTta ANnd MeAWUMHCKOrO MNPUMEHEHWsi, 4acTb W3 KOTOpbIX MpOBedeHa Ha
Tepputopun Poccunckon ®egepaunu;

16) NPOEKT MHCTPYKUMWM NO NMPUMMEHEHWIO NEKAPCTBEHHOIO npenaparta, codepXallui criegyrowime
cBefeHus:

a) HauMMeHOBaHWe feKapCTBEHHOro cpeacTBa (MeXayHapo4HOe HemnaTeHTOBaHHoe  unu
XUMUYECKOE 1M TOProBOE HAaMMEHOBaHUS);

0) nekapcTBeHHad opma C YyKa3aHMEM HaAUMEHOBAHWMA W KONMYECTBEHHOIO COLEPXKAHUSA
(akTMBHOCTM) (hapmaueBTUYECKMX CyBCTaHLMIM 1 BCNOMOraTeNbHbIX BELLECTB;

B) dhapmakoTepaneBTMYecKas rpynna nekapCTBEHHOro npenapara;

r) NokasaHus anst NPUMEHEHWs;

4) NpOTUBOMNOKa3aHWs ANA NPUMEHEHUS;

€) peXxum o3vMpoBaHus, cnocob BBeAeHWSs, NMpU HEOOXOAMMOCTU BpeMs nMpuema NekapCTBEHHOIO
npenaparta, NPOAOIMKUTENBHOCTbL NeYeHuns (B TOM Yucre y AeTen A0 1 nocne oOgHoro roga);

) Mepbl NPEAOCTOPOXHOCTU MPU MPUMEHEHWU;

3) CUMMTOMbI NEPEAO3NPOBKM, MEPbI MO OKa3aHU0 MOMOLLM NPY NEPEAO3NPOBKE;

W) ykasaHue, npy HeobxoaMmocTWn, OCOOeHHOCTEeN [OEeNCTBUSI NeKapCTBEHHOro npenapara npu
nepBoM Nnpueme unm nNpu ero OTMeHe;

K) onucaHue, npu HeobxoammocTu, Oencteui Bpada (cenbgwepa), cneuywanucta B obnactu
BETEpMHapun, nauueHTa, Bragenbla XUBOTHOrMO MpW MPOMycKe npuema OAHOW MMM HECKOSbKUX [03
nekapcTBEHHOro npenapara;

n) BO3MOXHble MOBOYHbIE AENCTBUSA NMPU MPUMEHEHWN NNEKAPCTBEHHOro npenapaTa;

M) B3aMMOAENCTBMNE C APYIMMU fleKapCTBEHHbIMU NpenapaTamu 1 (Unun) NULLEBLIMU NPOAYKTaMW,
KopMamu;

H) yKasaHue BO3MOXHOCTM U 0coBeHHOCTEW MEOUUMHCKOTO MPUMEHEHUS eKapCTBEHHOIO
npenapata OepeMEHHBIMU XEHLUMHAMW, >XEHLUUHaMW B MNepuon rpyaHOro BCKapMIMBaHus, OEeTbMM,
B3POCIbIMW, UMEIOLLMMY XPOHNYECKMe 3aboneBaHms;

0) cBeeHMs1 0 BO3MOXXHOM BIMSIHUM NIEKAPCTBEHHOIO npenapara 4na MeguumnHCKOro NpyMeHeHus
Ha CNOCOBHOCTb yNpaBnATb TPAHCMNOPTHLIMU CPEACTBAMU, MEXAHU3MAMMU;

n) CPOK ro4HOCTM M YyKa3aHWe Ha 3anpeT NPUMEHEHWs1 NEKapCTBEHHOrO npenapara no UMCTeYeHUn
CpoKa rogHocTu;

p) YCNOBUSA XpaHEHMWS;

C) ykasaHue Ha HeobXOoOUMOCTb XpPaHEeHWs NeKapCTBEHHOro mpernapaTta B MecCTax, HeAOCTYMHbIX
ansa neten;

T) ykasaHue, npu HeoOXOAMMOCTW, CMeLManbHbIX Mep NPeAOCTOPOXHOCTM MPU  YHUHTOXEHUM
HENCMNONb30BaHHbIX NIEKAPCTBEHHbLIX NPENapaToB.;

y) CPOK/M BO3MOXHOIO MCMONb30BaHWUS MPOAYKLUMM XMBOTHOIO MPOUCXOXOEHWS MOCre BBeOEHWUS
XMBOTHOMY TEKapCTBEHHOIO Npenapara a1 BeTepMHAPHOro NPUMEHEHUS;

d) HaumeHoOBaHMe, agpec MpPOU3BOAUTENS JIEKApCTBEHHOrO npenapaTta M agpec MecTa
NpOn3BOACTBA JIEKAPCTBEHHOIO Npenapara;

X) YCIOBUSI OTMNYCKa;

(mn. "x" BBegeH PepepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

17) nepeBedeHHas Ha PYCCKUN s3blK U 3aBEPEHHAs B YCTAHOBIIEHHOM MOpSAKe KOMusi JOKYMEHTa,
noaTBEPXKAAKLEro permcTpauuio iekapCTBEHHOIO Npenapara B Cllydae ero permcrpauumn BHe npenenos
Poccuiickon ®epepauuu;

18) [OOKyMeHTbl, npeAcTaBnsemMble B COOTBETCTBUM €O cTatbsMu 19 - 23 HacTosLlero
dPepepanbHOro 3akoHa.

4. Tlo xenaHul 3asiBUTENS MOryT ObITb NpPeAcTaBlieHbl OTYETbl O MNPOBEAEHHbLIX B CTpaHe
3asBUTENs W OpYyrMxX CcTpaHax pesynbTatax  KAVMHUYECKUX  WCCMedOoBaHWW,  UCCrenoBaHWin
OMO3KBMBANEHTHOCTM U (MNN) TEepaneBTUYECKOWN 3KBUBANEHTHOCTU JIEKAPCTBEHHOIO NpenapaTta (Bkro4vas



3NNAEMMNONOorMYeckne Unu anNM3o0ToNorMyeckne NccneaoBaHns MMMYHOBMONOrMYECKMX NeKapCTBEHHbIX
npenapaTtoB, NPeAHasHaYeHHbIX AfS UMMYHOMOTMYECKOW MNPOMUMNaKTUKM U MNevYeHNs MHEEKLNOHHBbIX
3aboneBaHnii, B TOM u4uCfe Yy [AeTen), cogepXalme OrnuMcaHuMs MNPOBEAEHHbIX MWCCnenoBaHUn
neKkapCcTBEHHOro npenapara, Ux pesynbTaTtbl U CTAaTUCTUYECKUIA aHanu3 NonyyYyeHHbIX pesynbTaTos.

5. K 3asBneHnto o rocygapCTBEHHON perncTpaummn rnekapcTBeHHOro npenapara npunaratTcs:

1) AOKYMEHT, NOATBEPXAALWMIA ynnaTy rocyAapCTBEHHON MOLLUSIMHBLI 3@ NPOBeAEeHNe 3KCNepTusbl
AOKYMEHTOB Ans MONyYeHus paspeLleHnin Ha NpoBedeHne KITMHUYECKUX UCCIeA0BaHUN NeKkapCcTBEHHOMO
npenapata Ang MeOWUMHCKOrO MNPUVMEHEHWs U 3TMYECKOW SKCMepTusbl npu  obpalleHun 3a
rocygapCTBEHHON perncTpaumen nekapcTBeHHOro npenapaTa;

2) OOKYMEHT, MOATBEPKAAIOWMI yNnaTy rocygapCTBEHHON MOLMVHLI 38 NPOBEAEHWEe 3KCNepTuU3bl
KayecTBa NEKapCTBEHHOr0 CpPeAcTBa M 3KCMEepPTM3bl OTHOLLEHWUS OXMOAEMOMW NOMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NEeKapCTBEHHOro npenapara, paspelleHHOro Ans MeAULUHCKOrO NPUMEHEHUS Ha
Tepputopun Poccuiicko Pepgepaumn bGonee pAsaguatu neT, Npu rOCYAapCTBEHHOW permcTpauuv
neKkapcTBEHHOro npenapara;

3) AOKYMEHT, NoATBepXAaroLwWwmnii ynnaTy rocyqapCTBEHHON MOLUMMHBI 3@ NPOBEAEHWEe 3KCNepTusbl
KayecTBa NEKapCTBEHHOrO CpeacTBa WM 3KCNEepPTU3bl OTHOLLEHWS OXWMOAEMOW Mofb3bl K BO3MOXHOMY
PVCKY MPUMEHEHMS NeKapCTBEHHOro npenapaTa Ans MeaMuMHCKOro NPUMEHEHUs, B OTHOLLEHWUW KOTOPOTro
npoBedeHbl MeXAyHapodHble MHOrOLEHTPOBbIE KMMHWMYECKME WUCCNedoBaHus, 4acTb M3  KOTOPbIX
nposegeHa Ha Tepputopum Poccuiickon  ®depepauumun, nNpuv rocyaapCTBEHHOW  perucrpaumu
nekapCTBEHHOro npenapara;

4) OOKYMEHT, MOATBEPKAAIOWMIN ynnaTy rocygapCTBEHHON MOLMMHLI 3@ NPOBEAEHWEe IKCNepTuU3bl
KayecTBa NEKapCTBEHHOro CpeacTBa WM 3KCMEePTU3bl OTHOLLUEHWS OXWOAEMOW MOMNb3bl K BO3MOXHOMY
PUCKY MNPYMEHEHWs NEeKapCTBEHHOro npenapata pAns  BEeTEpPUHapHOro MpUMEHEeHUs npu  ero
rocyaapCTBEHHOW permcrpaumm.

MonoxeHnss 4Yactn 6 ctatbn 18 NPUMEHSIIOTCS K MNPaBOOTHOLUEHWSIM, BO3HWUKLWIWM rocne OHS
BCTyNneHus B cuny ansa Poccuinckon denepaumm npoTokosia o npucoegnHeHmm Poccunckon ®epepaunn
K BcemupHow Toprosovi opraHm3aummy (PegepanbHbivi 3akoH ot 11.10.2010 N 271-93).

6. He ponyckaloTcsa nonyyeHue, pasrnawleHme, UCNonb30BaHNe B KOMMEPYECKNX LeNsax 1 B LensiX
rocyadapCTBEHHOW  perucTpaumMmM  nekapCTBEHHbIX MNpenapaTtoB  MHGOpMauuMM O  pesynbTaTtax
OOKMMHUYECKNX NCCNEAOBaHUN NEKapCTBEHHbIX CPEACTB U KIMMHUYECKUX UCCIEAOBAHUN NEKapCTBEHHbIX
npenapaToB, NpeacTaBfiEHHOW 3asdABUTENEM AN roCyAapCTBEHHOM perucrpaummM nekapCTBEHHbIX
npenapaTtoB, 6e3 ero cornacusi B TeYeHWe LWIeCTU NeT C AaTbl rocygapCTBEHHOW perucrpaumm
nekapcTBEHHOro npenapara.

HecobniogeHune 3anpeTa, YCTaHOBIEHHOIO HACTOSILLEN YacTbio, BNieYeT 3a cobo OTBETCTBEHHOCTb
B COOTBETCTBMM C 3aKoHOogaTenbcTBOM Poccunckon degepaumm.

Ha Tepputopum Poccuiickon ®epepauumn 3anpeltaetca obpalleHue NeKapCTBEHHbIX CPeacTs,
3apEerMcTpMpPOBaHHbIX C HAPYLLUEHNEM HAcCTOSALLEN YaCTu.

(vacTb 6 BBegeHa ®eagepanbHbiM 3akoHoM 0T 11.10.2010 N 271-93)

Cratbst 19. MpuHSTUE peLLeHns O Bblgaye 3KCMEePTHOMY YUYPEXAEHUIO N COBETY MO 3TUKE 3afaHus
Ha npoBeAeHWe 3KCNEePTU3bl NEKapPCTBEHHbIX CPEACTB

1. B TeyeHne natn paboyumx gHEW CO OHSA MPUHATUSA 3asBMEHNs O rocy4apCTBEHHOW perncrpaumm
nekapcTBEHHOro npenapara ynonHOMOYEHHbIV befeparnbHbld OpraH UCNOMHUTENBHOW BMacTu NpoBoauT
NPOBEPKY MOMHOTLI M [OCTOBEPHOCTU CBEAEHUN, COoAepXalimMxcsl B MpeacTaBreHHbIX 3asBuTenem
MaTepuanax, u NnpuHMMaeT peLleHne O Bblfade 3agaHus Ha nposefeHue:

1) aKCnepTu3bl FeKapCTBEHHbIX CPEACTB B YacTU 3KCMepTU3bl [AOKYMEHTOB [Ans MonyyYeHus
paspelleHNss Ha MNpOBEeAEHUEe KIMHWYECKOTO UCCrefoBaHUs NekapcTBEHHOro npenaparta Ans
MEOULMHCKOTO MPUMEHEHMA B COOTBETCTBMM C UENsMW, YyKasaHHbIMM B cTaTbe 38 HacTosLwero
dPenepanbHOro 3akoHa, M 3TUYECKOW 3JKCMEepTW3bl B OTHOLUEHUW NEeKapCTBEHHbIX npenapaTtos, Ans
KOTOPbIX HE NPOBOAMNMNCH KIMHUYECKME MCCredoBaHMs Ha Tepputopum Poccuiickon ®depepaumu, Ha
OCHOBaHWUM JOKYMEHTOB, yKasaHHbIX B nyHkTax 1 - 9, 11 - 14, 17 yactn 3 u nyHkTe 1 yactn 5 ctatbm 18
HacTosLero ®efepansHOro 3akoHa;

2) aKkcnepTuM3bl NIEKAPCTBEHHbBIX CPEACTB B YaCTU IKCNEpTM3bl Ka4ecTBa NeKapCTBEHHOro cpeacTaa
N 9KCNepTU3bl OTHOLUEHUS OXWOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKkapCTBEHHOro
npenapata Ans MeguuMHCKOro MPUMEHEHUS B OTHOLLEHWUW NEKapCTBEHHbIX NpenapaToB, pa3peLleHHbIX
ANS MeAMUMHCKOro npuvMeHeHWst Ha TeppuTopum Poccuiickon ®epepauun Gonee gBaguaTtv net, Ha
OCHOBaHWN [OKYMEHTOB, yKa3aHHbIX B MNyHktax 1 - 9, 16 yactu 3 u nyHkTe 2 yactu 5 crtatbn 18
HacToswero defepanbHOro 3akoHa, a TakkKe IeKapCTBEHHbIX MpenapaTtoB, B OTHOLUEHUM KOTOPbIX
NpoBefeHbl MeXAyHapOAHblE MHOIOLEHTPOBbIE KIUHWYECKUE UWCCMNEedoBaHUs, YacTb W3  KOTOPbIX
npoBegeHa Ha Tepputopun Poccuiickon ®egepaumm, Ha OCHOBaHMM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 1
- 9,15 - 17 yactn 3 u nyHkTe 3 Yactn 5 ctatbun 18 HacToswero ®enepanbHOro 3aKoHa;



3) 9KcnepTusbl NEeKapCTBEHHOIO CpeacTBa B OTHOLIEHWMM JeKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOro NPMMEHEHUs Ha OCHOBaHUKN AOKYMEHTOB, yKa3aHHbIX B nyHkTax 1 - 8, 10, nognyHkTax "a"
-"g", "x" - "M, "n" - """ nyHkTa 16, nyHkTe 17 4Yactu 3 1 nyHkTe 4 yactm 5 ctatbm 18 HacToswero
dPenepanbHOro 3akoHa.

2. YNOnHOMOYEHHbI doeaepanbHbli OpraH UCMOMNHUTENbHOW BNacTu yBeaoMMseT B NMUCbMEHHOMN
dopmMe 3aaBUTENS O MPUHSATOM PELLEHMM UMK B Criy4ae OTKa3a C yKasaHWeM NPUYUH Takoro otkasa.

3. OcHoBaHMeM Ona OTKasa B opraHM3auumn dKCnepTus, ykasaHHbIX B YacTu 1 HaCTOsLLEN cTaTby,
ABNAETCA NpeAcTaBneHne HeobxoaMMbIX AN NPOBEAEHNSA 3TUX IKCNEPTM3 AOKYMEHTOB, MEPEUYNCTIEHHbIX
B 4acTsx 3 u 5 craten 18 HacTosiwero degepanbHOro 3akoHa, B HENONMHOM 06bemMe UM AOKYMEHTOB, He
cogepallmx ncyepnbiBatoLLEero nepevHss Heob6xoaAnMbIX CBEOEHUN.

Cratba 20. JkcnepTusa JOKYMEHTOB ANSA MONy4YeHUs paspeLleHus Ha nNpoBefeHue KITMHUYECKOro
uccrnegoBaHus NekapCcTBEHHOMO Npenapara Anis MeQUUMHCKOrO NPYMEHEHWS 1 3TUYECKON SKCNepTUsbl

1. 3kcnepTv3a [OOKYMEHTOB [ANS MOMyYeHWs paspelleHusl Ha npoBedeHue  KIMHUYECKOro
nccrnegoBaHus NeKkapcTBEHHOro npenapata Ans MeAUUMHCKOro MPUMEHEHNS B COOTBETCTBUN C LENSIMU,
yKkasaHHbIMM B cTatbe 38 HacToswero ®efepanbHOro 3akoHa, 3TUYECKasl 3KCMepTu3a, CoCTaBIieHue
KOMWCCMEN 3KCMEPTOB M COBETOM MO 3TMKE 3aKMHOYEHUA O BO3MOXHOCTW WM HEBO3MOXHOCTU
NPOBEAEHUSA TAKOrO KITMHNYECKOro MCCNeaoBaHNs U HanpaBnieHne 9TUX 3akmnioyYeHUin B YNOoNHOMOYEHHbIN
dedepanbHbI OpraH UCNOMHUTENBHOW BNAcTW OCYLLECTBASATCA B CPOK, HE NMpeBbIlalowmn Tpuauatu
pabounx [OHeW CO [OHA MOMyYeHUs SKCMEPTHbIM  yYpexAeHMeMm 3adaHus  YNOSTHOMOYEHHOro
dhedepansHOro opraHa UCNONMHUTENbHOW BNAacTu C NPUNOXeHNneM HeobXxoauMbIX JOKYMEHTOB, YKa3aHHbIX
B nyHkTax 9, 11, 12 yactu 3 ctatbm 18 HacToswero ®enepansHOro 3akoHa, AOKYMEHTOB, YKa3aHHbIX B
yactu 4 cratbu 18 HacTosiwero defgepanbHOro 3akoHa M NPeACTaBIEHHbIX MO XEeNaHWIo 3asBUTENS, U
COBETOM MO 3TUKE 3adaHus YMNONTHOMOYEHHOro dedepanbHOro opraHa WCMONHUTENbHOW BRacTn C
NpUNoXeHnem HeobxoaMMbIX JOKYMEHTOB, yKa3aHHbIX B MyHkTax 11 - 14 yactn 3 ctatbu 18 HacTosLWwero
dPepnepanbHOro 3akoHa.

2. [OKyMeHTbI, coAepxallMecss B PEerucTpauMoHHOM [OCbe M MNOCTYMNMBLUME B 3KCMEPTHOE
yyYpexaeHue, COBET MO 3TUKE ANA OCYLLECTBMNEHUS UX SKCMEPTU3bl B LIENSAX MOMyYeHMs pa3peLleHns Ha
npoBeAeHne KNMHUYECKOro NCCneaoBaHns ekapcTBEHHOro npenapara Ans MeAuLMHCKOro NpuMeHeHus,
noanexaT BO3BpaTy B YMOMHOMOYEHHbIN dheaepanbHbIi OpraH UCMOMHUTENbHOW BNacTu OQHOBPEMEHHO
C 3aKMYEHMAMN COOTBETCTBYIOLLMX SKCNEpPTM3.

Cratba 21. [lonyyeHue paspelleHnss Ha NPoOBEAEeHME  KITMHUYECKOro  uccrnenoBaHus
nekapcTBEHHOro npenapara Anst MeANLMHCKOIo NpUMeEHEHUs

1. B cpok, He npeBbIaLWUi NATU pabounx OHEN CO AHSA MOMNyYeHUs! 3aKMYEHUI, yYKasaHHbIX B
ctatbe 20 HacToswero ®efepansHOro 3akoHa, YNnorTHOMOYEHHbIN dheepanbHbIi opraH UCMOMHUTENBHOM
BNacCTU OCYLLECTBISET OLUEHKY NOCTYNUBLUMX 3aKNOYEeHUN ANs onpefeneHns nx cCoOoTBEeTCTBUS 3a4aHUAM
Ha npoBefeHNe COOTBETCTBYIOLUUX ISKCMEPTU3 U yBeAOMNseT 3asBUTeNnd B MNUCbMEHHOW ¢opMe O
pesynbTatax MpoBeAEHHbIX 3KCMEPTU3 M O BO3MOXHOCTU UMW HEBO3MOXHOCTU Bblgayn 3asiBUTEMIO
paspelleHns Ha MpoBeAeHUe KIMHMYECKOrO MCCneaoBaHWst NeKapCTBEHHOro npenaparta  Ans
MEANLMHCKOro NPUMEHEHMS.

2. Mpy NpUHATUKN peLleHnss 0 BO3MOXHOCTU Bblgaun paspeLleHnss Ha NpoBefEeHNE KITMHUYECKOro
nuccnefoBaHMs  NEKapCTBEHHOrO Mpenaparta  Ansg  MeOMUUHCKOrO  NMPUMEHEHUs  YNOMHOMOYEHHbIV
denepanbHbIl - OpraH MCMOMHUTENbLHOW BNacTu npuocTaHaBnvMBaeT nNpoBeAeHMe rocyfapCTBEHHOMW
permcTpaumm nekapcTBEHHOro npenapata [0 AHA [odayn 3asiBuTteneM B YNOMHOMOYEHHbIN
denepanbHbIl OpraH MUCMOMHUTENbLHOW BNacTU 3asaBfiEHUS O NONyYEeHUW paspelleHus Ha nposedeHune
KITMHMYECKOro MccrneaoBaHna nekapcTBEHHOro npenapaTa aAng MeanuNHCKOro NpUMEHEHNS.

3. B cnyyae npuHATMS pelleHns O HEBO3MOXHOCTWM Bblauu paspelleHns Ha nposefeHue
KITMHMYECKOrO  UCCNefoBaHMA  NeKapCTBEHHOro npenapata Ans  MeAULUUHCKOro  NMpUMEHEHMUS
YNOMHOMOYEHHbIM  deepanbHbIi  OpraH  UCMOMHUTENbHOW  BracTM  MNpekpawiaet  npouenypy
rocyaapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara.

Cratbsa 22. PelleHne o npoBedeHUM KIMHUYECKOTO UCCNEAOBaHMS feKapCTBEHHOro npenapaTa
ana meauumHCKoOro npuMeHeHuna

1. [Ina nonyyeHus paspelleHnss Ha NPOBEAEHME KIMMHMYECKOrO WUCCrEeAOBaHUSA eKapCTBEHHOMO
npenapata fAnsa MeAWMUMHCKOrO NPUMEHEHUs 3asiBUTENb MpeacTaBnser B YNOMHOMOYEHHbIN
deaepanbHbI opraH UCNOMHUTENBHOW BacTK:

1) 3asiBNeHMe 0 NONyyYeHMn pa3peLleHns Ha NpPoBeAeHNE AHHOTO KITMHUYECKOTro UccrnenoBaHus;

2) cBefeHust o6 onbiTe paboTbl MccregoBaTenent MO COOTBETCTBYHOLUMM CNELMAnbHOCTAM U UX
onbiTe paboTbl NO NPOBEAEHUIO KIMHUYECKUX UCCIIef0BaHU;



3) konuto goroBopa 0653aTENbHOr0 CTPaxoBaHUSA XXM3HW, 300POBbS MALMEHTOB, YYACTBYHOLUUX B
KITMHNYECKOM WCCIefOBaHNM JIEKapCTBEHHOrO npenapata Ans MeAuMUMHCKOro NMpuMeHeHus (danee -
OOroBop 00A3aTeNbHOrO CTPaxoBaHWUS), 3aKIMYEHHOro0 B COOTBETCTBUMM C TUMOBBLIMU MNpaBuiiamMu
00s3aTENbHOrO CTPaxoBaHMS XXN3HW, 300POBbs NauMeHTa, y4acTBYIOLLEro B KITMHNYECKOM MUCCeqoBaHnm
NEeKapCTBEHHOro npenapata Ans MeAWMUMHCKOrO MNPUMEHEHWs, YTBEPXAEHHbIMU [1paBUTENLCTBOM
Poccuiickon depepaumn (ganee - TunoBble NpaBuna o6sA3aTenbHOr0 CTpaxoBaHWs), C YKasaHUEM
npeaenbHOM YMCNEHHOCTUM MAaUMEHTOB, YYaCTBYIOLWIMX B KIMMHUYECKOM MCCNeaoBaHWM NeKapCTBEHHOro
npenapaTta ans MeauunMHCKOro NPUMEHEHNS;

(n. 3 B pea. ®egepanbHoro 3akoHa o1 29.11.2010 N 313-93)

4) cBefeHWs O MeAVUMHCKMX OpraHus3auusax, B KOTOpbIX MpeanonaraeTcs npoBefeHue
KNUHNYECKUX MCCNEeAOBaHUM NeKapCTBEHHOro npenapata Ans MegULMHCKOTO NpUMeHeHWst (norHoe u
COKpallleHHOE HaMMEHOBaHWA, OpraHM3auMoHHO-NpaBoBasi ¢opma, MECTO HaxoXOEHUss U MEecTo
OCYLLIECTBNEHUST AeATeNnbHOCTN, TenedoH, Tenedakc, agpec SMEeKTPOHHOM MNOoYTbl MeAULMHCKOM
opraHusaumn);

(n. 4 B pea. ®egepanbHoro 3akoHa o1 29.11.2010 N 313-93)

5) npeanonaraemMble CpokM NMPoOBeAEHUST KITMHMYECKOrO NCCeAO0BaHNsS NNEKapCTBEHHOMO npenapaTa
AN MeOULMHCKOTO MPUMEHEHUS.

(n. 5 BBeaeH PegepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

2. B cpok, He npeBblalOWnin NaTM pabounx AHEW CO AHA MNPUHATUS YKasaHHoOro B yactu 1
HacToslLLerl CcTaTbM 3asBNEHUsT C MNPUIIOXEHUMEM HEOOXOANMBbIX [AOKYMEHTOB, YMONMHOMOYEHHbIN
denepanbHbIn opraH UCMOMHUTENBHOW BNACTU:

1) NpoBOAUT NPOBEPKY MOMHOTLI U AOCTOBEPHOCTM CBEAEHUN, COOAEPXKALLUNXCA B NMPEeACTaBMNEHHbIX
3asBUTENEM MaTepmanax;

2) NpyHMMaeT pelleHNe O Bbldaye paspelleHus Ha NPOBeAEHME KITMHWYECKOTrOo MCCeaoBaHus
NeKkapcTBEHHOro npenapara Ans MeguuMHCKOro MpPUMEHEHMst MM 00 OTkas3e B Bblgade yKasaHHOro
paspeLleHns;

3) yBegomMnseTr B MMCbMEHHON hopMe 3asiBUTENSA O MPUMHATOM pPELUEeHUMU UIK B Crydae OoTKasa C
yKasaHWeM MNPUYMH TaKoro 0TKasa;

4) BblgaeT paspeLleHne Ha NpoBeAEHUE KITMHUYECKOrO MCCneaoBaHMs NIeKapCTBEHHOrO npenapara
ANA MEeAMLMHCKOro NpUMEHEHUs B NOpsiAke, YCTAHOBNEHHOM YMNOJSIHOMOYEHHbIM beeparnbHbIM OpraHoMm
MCMNONHUTENbHON BNacTu.

3. OcHoBaHuAMU ANst OTKa3a B Bblgaye paspeLleHnst Ha NpoBeaeHne KIMHUYECKOrO NCCneaoBaHns
nekapcTBEHHOro npenapata Ansg MeAMUMHCKOro NpMMEHEHUS ABNSAITCA HenpeacTaBneHne JOKYMEHTOB,
YKa3aHHbIX B 4acTh 1 HacTOsILLEN CTaTbW, HECOOTBETCTBUE COAEPXKAHUSA NPeacTaBMEHHbIX JOKYMEHTOB
TpeboBaHusiM HacTosiwero ®enepanbHOro 3akoHa MO0 HanNU4uMe 3aknYeHUss KOMUCCHUM SKCNEPTOB UMK
3aKNoYeHMs coBeTa MO 3TUKE O HEBO3MOXHOCTM MPOBEAEHUS] KIMHMYECKOrO UCCreLoBaHUs
neKkapCTBEHHOro npenapara Aanst MeaULUMHCKOrO NMpUMEHEHUs No pe3yrnbTataM NPOBEAEHHbIX IKCNepTus,
npeaycMoTpeHHbIX cTaTber 20 HacTosilero PeepanbHOro 3akoHa.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

Cratbsa 23. 3KCI'IepTVI3a KavyecTBa JieKapCTBEHHOIo cpeacrtBa W J3KCNepTtnu3a OTHOLEHUA
OXugaemMon nosb3bl K BO3MOXHOMY PUCKY NMpUMeEHEeHNA NekapCTBeHHOro npenapara ana meguunHcKoro
npuMeHeHna

1. OKcnepTm3a kadecTBa NIEKAPCTBEHHOIO CPEACTBA U AKCNEPTU3a OTHOLLEHUST OXKMOAEMOWN NONb3bI
K BO3MOXHOMY PWUCKY MNPUMEHEHUS NEKApCTBEHHOro npenapaTta Ans MeAULMHCKOrO MNPUMEHEHWs,
COCTaBfeHMe KOMUCCUSIMA 3KCMEpPTOB 3akMioYeHUn no pesynbTaTam MNPOBEAEHHbIX 3JKCnepTus wu
HanpaBrieHWe Takux 3aKrYeHUn B YNONTHOMOYEHHbIN defeparnbHblid OpraH UCNONHUTENbHOW BRacTu
OCYLLECTBIAKTCS B CPOK, HE NMPEBbILIAKLLNA CTa AecATN pabounx gHEN CO OHSI NMOMyYeHUsT IKCMEPTHBLIM
yypexxgeHuemM COOTBETCTBYIOLLEro 3afaHus YNnorTHOMOYEHHOro deaepanbHOro opraHa UCNOMHUTENbHOW
BNacTu C AOKYMeHTaMu, ykasaHHblMu B nyHktax 1 - 8, 15 - 17 yactm 3 crtatbum 18 HacTtosLlero
defnepanbHOro 3akoHa, M oTd4eTa O NPOBEAEHHOM KIMHUYECKOM WCCNeoBaHMM JEKAapCTBEHHOrO
npenapaTta gna MeauunHCKOro NPUMeEHeHNS.

2. [1ns npoBefeHus ykasaHHbIX B YacTn 1 HaCTosILEN CTaTbW AKCNEpPTU3 3asBUTENb NpeacTasnseT
B YNONMHOMOYEHHbIN befieparbHbli OpraH UCNONHUTENBHOW BNacTu:

1) 3aaBneHne o BO30OHOBMEHMM TOCYAAPCTBEHHOW perncTpauumn rnekapCTBEHHOro npenapata u
npoBeaeHUM YKasaHHbIX B YacTn 1 HacTosLWEeN CTaTby 3KCNepTus;

2) OT4YyeT O nNpPOBEAEHHOM KIMHMYECKOM WCCMEAOBaHUM JIEKAapCTBEHHOrO npenaparta [Ans
MEANLMHCKOro NPUMEHEHUS;

3) OOKYMeHT, NoATBepXKAaoLWwuin ynnaTy rocygapcTBEHHOM NOLWMHBLI 3a NPoBeeHMe 3KCNepTUsbl
KayecTBa IeKapCTBEHHOIo0 CpeAcTBa W IKCNEepPTU3bl OTHOLLEHUS OXUOAEeMOW MNofib3bl K BO3MOXHOMY
pUCKY MpPUMEHEeHUs fNeKapCTBEHHOro npenapata ans  MeauUMHCKOro  MpUMEHEHUs TMpu  ero
rocyapCTBEHHOWN perncrpaumm.



3. B cpok, He npeBbiWwanwWmi NaTU pabounx OHEN CO OHS NPUHATUSA 3asiBIIEHUS C AOKYMEHTaMW,
yKasaHHbIMM B YacT 1 1 nyHKTax 2 n 3 4acTu 2 HacTosLWen CTaTbW, YNONIHOMOYEHHbIN dbeaepasnbHbIn
OpraH UCMoMHWTENBbHOW BNacTu:

1) npoBOAUT NPOBEPKY MOJTHOThLI AaHHbIX, COAEPXKaLLUXCA B NMpeacTaBeHHOM 3asiBUTENEM OT4eTe
O nNpOBEAEHMN KIMHMYECKOTO WCCNefoBaHWs feKapCTBEHHOrO mnpenapata Ans  MegUuLMHCKOro
NPYMEHEHNS;

2) npuHMMaeT pelleHne O BO30OHOBMNEHMM FOCYOAPCTBEHHOW perucTpauumn nekapCTBEHHOro
npenapata M MpPOBEAEHWM YKa3aHHbIX B 4YacTu 1 HacToswen ctaTbM 3kcnepTns wmnu ob oTkase B
BO30OHOBNEHWM TOCYAAPCTBEHHON perncTpauun fekapcTBeHHOro npenapaTta Ans  MeauUMHCKOro
NPUMEHEHNS 1 NPOBEAEHUN TaKUX SKCNepTu3;

3) yBegomMnsieT B MMCbMEHHON hopMe 3asaBUTENs O NPUHATOM peLLUeHUn UM B Cryvae oTkasa C
yKasaHWeM NpU4MH Takoro oTkasa.

4. OcHOBaHMeM Ons OTKa3a B BO30OHOBMNEHMU rOCYOapCTBEHHOW pPerncrpauuun rnekapCTBEHHOro
npenapaTa v NpoBeAeHNN YKa3aHHbIX B 4acTu 1 HACTOsALLEN CTaTbN SKCNepPTU3 sIBNAETCA NpeacTaBrneHne
AOKYMEHTOB, YKa3aHHbIX B YacTu 1 1 nyHkTax 2 n 3 4acTu 2 HacTosILLEn cTaTby, B HEMOSTHOM OObeme nnu
oT4yeTa O MPOBEAEHHOM KIMHWYECKOM WCCedoBaHWM feKkapCTBEHHOro npenaparta Ans MeguumHCKOro
NPYMEHEHNS, HE COAEPXaLLEro NCYEPNbIBaOLLEro NepeyHss HeobXoaNMbIX CBEAEHWN.

5. B TeuyeHvne nsTHaguatM pabouMx OHEW CO [OHSA MOMyYeHWUs peLlleHMst YMONTHOMOYEHHOrO
dedepansHOro opraHa MCMONHUTENbHOW BRacTu O BO30OHOBMEHMM TFOCYAApPCTBEHHOW perncrpauum
nekapCTBEHHOro npenapata M MNpPOBEAEHUM YKasaHHbIX B 4acTu 1 HacToslwen cTaTbM 9KCMepTus
3agBuTENb MpeacTaBnseT B 9KCMEPTHOE YdYpexaeHwe Ans MNpPOBEAEeHUs 3JKCnepTu3bl  kavecTBa
nekapCTBEHHOro cpefcTBa 00pasubl NeKapCTBEHHOro npenapaTta And MeguuMHCKOrOo MNpUMEHEHWS,
NpOn3BEAEHHOIro B COOTBETCTBUM C TPEBOBAHUSMYU OMbITHO-NMPOMbILLFIEHHOTO U (MnK) NPOMBILLIEHHOTO
pernamMeHToB, YTBEPXAEHHbIX PYKOBOAMTENEM MNPOM3BOAMTENS] NEKApCTBEHHbIX CPEACTB, a Takke B
COOTBETCTBYIOLUX Cryyasix obpasey, dpapmaLeBTUYeCcKon cybcTaHuum, TecT-luTaMMa MUKPOOPTraHn3MoB,
KynbTypbl KNETOK, 0OpasLbl BELLECTB, MPUMEHSIEMbIX Afsi KOHTPOSIA KayecTBa JIeKapCTBEHHOrO CpeacTBa
nyTeEM CpaBHEHWSI C HUMW UCCIEQYEMOro NEKapCTBEHHOIO CPeACcTBa, B KONMYecTBax, HeobXoaumbIX Anis
BOCMPOM3BEAEHMS METOLOB KOHTPOIISA Ka4yecTsa.

(B pen. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

6. MNpn nonyyeHun obpasuoB nNekapCcTBEHHOro npenapata v dapmaueBTUYeckon cybcTaHumm
SKCNEepTHOE Y4YpeXxAeHWe BbiAaeT 3asdABUTEN0 AOKYMEHT, MOATBEPXAAloWMN MOoNny4YeHue YyKasaHHbIX
06pasLoB, 1 B CPOK, HE MPEBbILLAILWMIN Tpex pabovnx AHeNn, yBeAoOMMAseT B MMCbMEHHOW (hopme 06 3TOM
YNONMHOMOYEHHbIV dhedeparnbHbI OpraH UCMONHUTENBHON BRacTy.

7. Cpok pAans npegctaBneHus 3asBuTenem 00pasuoB NekapCTBEHHOro npenapata U
hapmaueBTMdeckon CcybCcTaHuMM W CPOK YBEAOMIEHMS 3KCMepTHbIM ydypexgeHvem 06 3ToOM B
NMCbMEHHON opMe YNONHOMOYEHHOro hefepanbHOro opraHa UCMONHUTENbHOW BriacTW, yKasaHHble B
yacTax 5 n 6 HacTosLLEN CTaTbW, HE BKIIOYAKOTCHA B CPOK NMPOBEAEHUSA yKa3aHHbIX B 4acTu 1 HacTosLlen
cTaTbM 3KCNEepTUs.

8. [OKyMeHTbI, NMOCTYNMBLUNE B 3KCMEPTHOE y4ypexaeHue Ans NPOBefeHUst yKa3aHHbIX B Yactu 1
HacTosILLle cTaTbyM 3SKCMNEepTM3, noanexar BO3BpaTy B YMNOMHOMOYEHHbI dedepanbHbIi  OpraH
WCMNOMHMTENBHOW BNacTy OAHOBPEMEHHO C 3aKMHYEHMAMU MO pe3ynbTaTaM yKa3aHHbIX 3KCNepTua.

Cratba 24. DJkcnepTu3a KadeCcTBa [flekapCTBEHHONO CpeAcTBa WM 3KCNepTu3a OTHOLLEHUS
OXngaemou nonb3bl K BO3MOXHOMY PUCKY NMPYMEHEHWs NeKkapCTBEHHOMO npenapaTa Afis BeTepuHapHoro
NpYMeHeHNs

1. SKkcnepTmsa kadecTBa NekapCcTBEHHOro CPeacTBa 1 aKCnepTn3a OTHOLLEHNUS OXNOAeMOn Nonb3bl
K BO3MOXHOMY PWUCKY NPUMEHEHWA neKapCTBEHHOro npenapata [Ans BeTepUHapHOro npuUMeHeHUus,
COCTaBfeHMe KOMWUCCUSMM IKCMEepTOB 3akMioYeHUMn Mo pesynbTaTaMm  yKasaHHbIX 3JKcnepTns u
HanpaBrieHWe Takux 3aKryeHUn B YNONTHOMOYEHHbIN defeparnbHblid OpraH UCNONHUTENbHOW BRacTu
OCYLLECTBIAKTCHA B CPOK, HE NPEBbILIAKLLNNA CTa A4eCcATU paboyunx OHEN CO OHSA NONYyYEHUs] IKCMEPTHLIM
yypexageHuem 3afaHusa  YNonHOMOYEHHOro edepanbHOro opraHa MUCMOMHUTENbHOMW Bractu C
OOKYMeHTaMu, ykasaHHblMu B nyHkTax 1 - 8, 10, nognyHkTax "a" - "g", "x" - "m", "n" - "@" nyHkTa 16 1
nyHkTe 17 yactn 3 ctatbm 18 HacTosiwero ®egepanbHOro 3akoHa.

2. B TeuyeHne nATHaguatM paboumx AOHEM CO OHA MONYYEHUS pPELUeHWs YNONHOMOYEHHOro
denepansbHOro opraHa UCMNOSTHUTENBHOM BAAacTU O NPOBEAEHUN YKa3aHHbIX B YacTu 1 HacTosLwen ctaTtbm
3KCMepTU3 3aaBuTenb NPeAcTaBnseT B 3KCNepTHOE yupexaeHue A5a NpoBefeHUsa 3KCnepTu3bl KavyecTsa
nekapcTBeHHOro cpeactea obpasubl NeKapCTBEHHOro npenaparta Ans BETEPUMHAPHOro NPUMEHEHUS,
NpOM3BEAEHHOI0 B COOTBETCTBMM C TPeOOBaHUSAMWU TEXHOMOIMYECKUX PErNIaMeHTOB, YTBEPXOEHHbIX
pyKoBoaMUTENEM NPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB, a Takke obpasel dapmaleBTUYeCKON
cybcTaHuum B KonmyecTBax, HE06X04MMbIX A1 BOCNPOU3BeAeHNs METOAOB KOHTPOSSA KadecTBa.

3. Mpn nonyyeHnn obpasuoB NekapCTBEHHOro npenapata u ¢apmaueBTUYECKON CyOCTaHLMK
3KCMEPTHOE YyypexaeHue BblAaeT 3asBUTENIO [AOKYMEHT, MOATBEPXAAloLWUN MNOonyvyeHue YyKa3aHHbIX



00pasuoB, N B CPOK, HE NPEBLILLAKLNN Tpex pabounx gHER, yBedOMIISIET B MMCbMEHHON dhopme 06 aToM
YNOSTHOMOYEHHbIN doeaeparbHbIi OpraH UCMNOMHUTENBHOM BNacTy.

4. Cpok QOns npeactaBneHus 3asiButenem 00OpasuUoB NeKapCTBEHHOrO Mpenapata U
dapmaLeBTMHECKON CyOCTaHUMM W CPOK YBEOOMISIEHMSI OKCMEPTHbIM y4ypexaeHvem o6 3ToM B
NMCbMEHHON OopMeE YNONHOMOYEHHOro befepanbHOro opraHa UCMONHUTENbHOW BriacTW, yKasaHHble B
YyacTax 2 U 3 HACTOsILLEN CTaTbyW, HE BKIIOYAKOTCHA B CPOK NMPOBEAEHUSA yKa3aHHbIX B 4acTu 1 HacTosLen
cTaTbM 3KCNepTUS.

5. JOKyMeHTbI, NMOCTYMNMBLUNE B IKCMEPTHOE y4ypexaeHue ANs NPoBefeHUs yka3aHHbIX B 4Yactu 1
HacTosLLe CcTaTbM 3IKCNepTM3, noanexaT BO3BpaTy B YNOMHOMOYEHHbIV deaeparnbHbl  opraH
WCMNOMHMTENBHOW BNacTy OAHOBPEMEHHO C 3aKIYEHMSIMU MO pe3yrbTaTaM yKka3aHHbIX 3KCNepTus.

Cratba 25. [loBTOpHOE nMpoBeAeHME 3JKCMEepPTM3bl JIEKAPCTBEHHbIX CPEeACTB M 3TUYECKOW
aKcnepTun3bl

1. B cnyyasix HegocTaTo4HON 060CHOBAHHOCTY MM HEMOMHOThLI 3aKMYEHNS KOMUCCUN SKCNIEPTOB
Uy coeeTa Mo 3TUKE, HAaMM4Msa B HEM MPOTMBOPEUMBBLIX AaHHbIX, hanbcudmrkaunm BbIBOLOB IKCNEPTU3bI
NeKapCcTBEHHOrO cpeacTtBa W (MNKM)  3TUYECKOW  IKCMEepTM3bl, COKPbITUS OT  YNOMHOMOYEHHOro
denepanbHOro opraHa WCMOMHWTENbHON BRAacTV OCHOBAHWA ANS OTBOAA 3KCnepTa BCNeacTBME ero
3aMHTEePeCcoOBaHHOCTU B pe3ynbTaTax COOTBETCTBYIOLLEN 9KCMEPTU3bl, HanM4mMsa AaHHbIX O NpsMom nNubo
KOCBEHHOM BMeLLaTenbCTBE B MPOLECC COOTBETCTBYIOLLEW 3KCNEepTM3bl MWL, He y4acTBYHOLINX B ee
NpoBeAEeHUN, HO OKa3aBLUMX BMWSHWE Ha MPOLECC M pe3ynbTaTbl €e MPOBEAEHWs, YNONHOMOYEHHbIM
dhegepanbHbIM OPraHoM UCMONTHUTENbBHOW BracTU Ha3HavYaeTcs NOBTOPHAas 3KCMepTM3a NeKkapCTBEHHOMO
cpeacTsa 1 (unu) aTndeckas akcnepTmaa.

2. ToBTOpHas 3KcnepTu3a NeKkapCTBEHHOrO CpeacTBa MNPOBOAMTCS B CPOK, YCTaHOBIEHHbIN
YNOSIHOMOYEHHbIM beaeparnbHbiM OpPraHOM MWCMOMHUTENbHOW BNAactM M He MpeBbIWalWmMin copoka
pabounx OHen cCo OHA MONyYeHWs 3KCMEePTHbIM YYpexaeHMeM 3adaHus Ha MpoBedeHne NOBTOPHON
3KCMepTM3bl NEKApPCTBEHHOIO cpeacTBa, NOBTOPHAsA 3TMYeCcKas 9KCnepTusa - B CPOK, HE MpeBbiLLAoLLNiA
naTHaguatn pabounx AHen CO AHS NOflyYyeHMs COBETOM MO 3TUKe 3adaHus Ha npoBedeHne NOBTOPHOM
3TUYECKON IKCNEePTU3bI.

3. ®uHaHcoBoe obecnevyeHwe BbINOMHEHUS 3adaHuMs Ha MNpPOBeAEeHUEe MOBTOPHOM 3KCNepTusbl
nekapCTBEHHOro CpeAcTBa He OCYLLIEeCTBMSETCS, W CPEACTBa, NMEepeyvuCcreHHble paHee Ha MpoBedeHune
Takoun aKkcnepTu3bl, NoAnexar Bo3BpaTy B pedeparnbHbin GoaxerT.

CraTba 26. YckopeHHas npouenypa 9KCnepTusbl NekapCTBEHHbIX CPeacTs

1. YcKkopeHHas npoueaypa 3KCnepTu3bl NEeKapCTBEHHbIX CPEeACTB B LeEeNnsx rocyfapCTBeHHON
peructpaumMmM  NeKapCcTBEHHbIX MpernapaTtoB  MPUMEHSETCH B OTHOLIEHWW  BOCMPOU3BEOEHHbIX
nekapcTBeHHbIX npenapartos. [lpyu npoBedeHUW Takon npoueaypbl npeacTasnaoTca nHdopmaums,
nornyy4yeHHass npu MNPOBEdEHUN  KITMHUYECKUX WCCnefoBaHWA  NeKapCTBEHHbIX npenapaToB MU
onybnmkoBaHHas B CheuMannsvMpoBaHHbIX MeYaTHbIX M3AaHWAX, a Takke [OOKYMEHTbl, cogepxaliue
pesynbTaTbl WUCCNefoBaHWs OWO3KBMBANEHTHOCTM W (UNM) TepaneBTUYECKOW 3KBMBANEHTHOCTM
nekapcTBeHHOro npenaparta Ans MEOULUHCKOrO NPUMEHEHWs unu  pesynbTaTthl  UccrefoBaHus
BOMO9KBMBaANEHTHOCTM NeKapCTBEHHOIO Npenapara AN BeTEPUHAPHOTO NPUMEHEHNSI.

2. YckopeHHasi npouegypa 3KCnepTu3bl NEKapCTBEHHbIX CPEACTB HE MPUMEHSETCA B OTHOLLEHUN
UMMYHOBMOMOrMYECKNX NEKapCTBEHHbIX MNpenapatoB, NpenapaTtoB WHCYNMHA W fEeKapCTBEHHbIX
npenapaTos, BNepBble pernctpupyemMbix B Poccuiickon degepaumm.

3. YcKopeHHas npouegypa 3KCrepTusbl NeKapCTBEHHbLIX CPEeACTB MPOBOAUTCA MO PELUEHUIO
COOTBETCTBYIOLLEro YNONHOMOYEHHOro defeparnbHOro opraHa WCMNOMHUTENBHOW BNacTM B CPOK, He
npeBbIWaWMA WwecTngecatn paboumx gHen. [pu 9TOM 3KcnepTu3a AOKYMEHTOB, COoAepXalluMxcs B
perucTpaumoHHOM [oCbe, AMNA MNOMyYeHUs paspelleHus Ha nposefeHue KIMHMYECKOro uccneaoBaHus
nekapcTBeHHOro npenapaTa Ans MeUUMHCKOro NMPUMEHEHUS U 3TUYeckasl aKcrnepTusa npoBOASATCA B
CPOK, He MpeBbILALWMA NATHagUaT paboumx gHen, aKkcnepTu3a kayecTBa NliekapCTBEHHOro CpeacTsa M
3KCMepTu3a OTHOLUEeHUS OXuaaemMon nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWS NeKapCTBEHHOro
npenaparta - B CpOK, He NpeBbILAoLLNA COpoKa NATM pabounx gHeN.

4. YckopeHHas npouegypa SKCMepTusbl feKapcTBeHHbIX CpeacTB MNpoBOAMTCA B Mopsfke,
yCTaHoBMNeHHOM cTtatbsammn 17 - 20, 23 n 24 Hactosiwero PepepanbHOro 3akoHa, U He O3Ha4daeT
CHWXEeHNsa TpeboBaHui kK 6e30nacHOCTU, Ka4ecTBY U 3DPEKTUBHOCTH NEeKapCTBEHHbIX MpenapaTos.

Cratbs 27. PelueHune o rocyaapCTBEHHO pernctTpauum nekapcTeeHHoro npenapara

1. B cpok, He npeBblAWNA NATU pabovmx OHEW CO OHS MONyYeHUs 3aKMOYEHU KOMUCCUM
3KCNEepPTOB MO pe3ynbTaTaMm 3KCNepTu3bl KAYeCTBa NIEKAPCTBEHHOIO CPEACTBA WM SKCNEPTM3bl OTHOLLEHUS



OXMAAeMOW Norb3bl K BO3MOXHOMY PUCKY MPUMEHEHMUS NEKapCTBEHHOMO npenapara, COOTBETCTBYOLLNA
YNOSTHOMOYEHHbIN doeaeparnbHbIi OpraH UCNOMHUTENBHOW BNacTK:

1) OCYLLECTBMSIET OLEHKY TaKMX 3aKMOYEeHUN Ona onpedeneHunsi ux COOTBETCTBUSA 3aJaHWUi0 Ha
npoBeAeHne yKa3aHHbIX 3KCNepTus;

2) NpUHUMaeT pelleHne O roCcygapCTBEHHOW perncTpaumm fekapcTBEHHOro npenaparta unu ob
OTKa3e B rocyAapCTBEHHOW perucTpaumm ekapcTBEHHOro npenapara;

3) BHOCUT Npu NPUHATUM peLleHus O rocyaapCTBEHHOM perncTpauumn nekapCTBEHHOro npenapara
OaHHble O 3aperucTpMpoBaHHOM IeKapCTBEHHOM Mpenapate, B TOM 4ucrne o dapmaueBTUYECKOn
cybcTaHuuKn, BXOAsLWEen B COCTaB IleKapCTBEHHOro npenapaTta, B [OCY4AapCTBEHHbLIA  peecTp
nekapcTBEHHbIX CpeacTB W BblAaeT 3asBUTEN0 PErncTpauuMoHHOE YAOCTOBEPEHWE IeKapCTBEHHOIO
npenapaTta, dopmMa KOTOPOro  yTBepXOaeTcsa  YNONMHOMOYEHHbIM  d)egepanbHbiM — OpraHom
WCMNOSNHUTENBHOM BNACTW, COrnacoBaHHble HOPMATMBHYK [OKYMEHTaUUWI0, HOPMAaTMBHbLIA [OOKYMEHT,
WHCTPYKLMIO MO MPUMEHEHUIO NIEKApPCTBEHHOMO npenaparta U MakeTbl MEPBUYHON YMAKOBKU U BTOPUYHOM
(nOTpedbuTenbckon) yMakoBKM C YKa3aHMEM Ha HUX HOMepa pPerMcTpauMoHHOrO YAOCTOBEPEHUS
NeKapCTBEHHOro npenapata W gatbl €ro rocygapCTBEHHOW peructpauMum vunmM B Cryydae npuHATUS
peleHns o6 OTKase B roCcydapCTBEHHOW pPerncrpaumm JekapCTBEHHOro npenapata yBeAOMNseT B
NUCbMEHHON hopMe 3asaBUTENsS 06 3TOM C ykaszaHMeM NPUYMH Takoro oTkasa.

2. OcHoBaHMEM [ OTKa3a B TOCYAapCTBEHHOW perncrpauum IekapCTBEHHOro npenapaTa
ABNAETCA pelleHne COOTBETCTBYHOLLEro YNONMHOMOYEHHOro deaepanbHOro opraHa MCMOMHUTENbHOM
BNacTu O TOM, YTO Ka4yecTBO M (Mnn) 3cPPEKTUBHOCTb PErMCTPUPYEMOrO NEKapCTBEHHOIO npenapara He
noaTBEPXKAEHbI MOMYYEHHbIMU AAHHBIMUA UMM YTO PUCK NPUYMHEHUS Bpeda 340POBbK YeroBeka Mnu
XMBOTHOTO BCIMEACTBME MpMEMa JIeKapCTBEHHOro npenapaTta npesbiwaeTr 3(EPEKTUBHOCTL €ro
NPUMEHEHNSI.

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

3. MNpu rocyoapCTBEHHOW perncTpaumMmM nekapCcTBEHHOro npenapaTa, BKIHYEHHOrO B NepeveHb
XN3HEHHO HEOOXOANMBIX N BaXKHENMLLMX NIEKAPCTBEHHLIX NPenapaToB, HEOOXOAMMbIE AaHHbIE 3aHOCATCS
B TOCYAApPCTBEHHbI peecTp npedenibHbiX OTMYCKHbIX LEH MpPOU3BOAMTENEN Ha JeKapCTBEHHble
npenapaTbl, BKITHOYEHHbIE B YKa3aHHbIA NepeYveHb.

CraTtba 28. PeructpaumoHHOe yOoCTOBEPEHME NEKAapPCTBEHHOrO npenapara

1. PerncrtpaunoHHoe yooCTOBEpEHME NeKapCTBEHHOro npenapata C ykadaHuem NeKkapCTBEHHbIX
dopM M [03NPOBOK BblgaeTcss 6eccpoyHO, 3a WCKMIOYEHMEM PerucTpaumoHHOrO  yAOCTOBEPEHUs
nekapCTBEHHOro mnpenapaTa, BblAaBaemMoOro CO CpPOKOM [JdeWCTBUS nNATb NeT, Ha  BhepBble
peructpupyemble B Poccuinckon Pegepaumm nekapcTBeHHbIEe npenaparbl.

2. Tlo ucTeyeHun ykaszaHHOrO B 4acTu 1 HacTosLWeNn cTaTbM Cpoka BblgaeTcs GeccpouHoe
perucTpauvMoHHoe YAOCTOBEpeHWe NeKapCTBEHHOro npenapata npu YCcnoBUW MNOATBEPXAeHUs ero
rocyaapCcTBEHHOW permcrpauum.

Cratbs 29. MoaTeepxaeHWe rocyqapcTBEHHON perMcTpaumm nekapcTBeHHOro npenapara

1. MoaTeepxaeHne rocyaapCTBEHHOW perncTpaumm fekapcTBEeHHOro npenaparta ocyLecTBAseTcs
npu Bblgaye 6eccpoYHOro PerncTpaumoHHOrO yOOCTOBEPEHMS NeKapCTBEHHOrO npenapaTta B crydae,
yKa3aHHOM B 4acTm 2 ctatbum 28 HacTtosiwero dPegepanbHOro 3akoHa, B CPOK, HE MpeBbILLaloLLmi
AeBgHOCTa paboumx OHen CO OHSA MOMyYeHWst COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM heaepanbHbiM
OpraHoM WCMOSNHUTENbHOM BracTu 3asBfieHNs O MOATBEPXAEHUN rocygapCTBEHHOW perncTpaumu
nekapcTBeHHOro npenaparta, OOPMIIEHHOTO B COOTBETCTBUWM C 4YacTbio 2 ctatbn 18 Hactoswero
denepanbHOro 3akoHa.

2. MNoaTBepxaeHne rocygapcTBEHHOW perucTpalmm nekapcTBEHHOro npenapara ocyLlecTBnseTcs
no pesyrnbTatam 3KCMePTU3bl OTHOLUEHUA OXUOAeMOW MOoMfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs!
nekapcTBEHHOro npenapara, a Takke 3KCNepTu3bl KayecTBa NekapCTBEHHOro cpeacTsa, NPOBOANMON B
cny4yae BHeCEHUS N3MEHEHUI B HOPMATUBHYIO OKYMEHTaLMI0 UM HOPMaTUBHBIN JOKYMEHT.

(vacTb 2 B pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3aaBneHuto o nogTBepXxaeHUn rocygapCTBEHHOW pernctpaumm rekapcTBeHHOro npenapara
npunaralTcs AOKYMEHT, MOATBEPXKAaloWMN ynnaTy rocy4apCTBEHHOW MOLWIUHBI 3a nogTBepxXaeHue
rocygapCTBEHHOM perucTpaunyM nekapCTBEHHOro npenapata Ans MEeOUUMHCKOTO MNPUMEHEHWUS WIn
nekapCTBEHHOro npenapaTta ANa BeTepuMHApHOro MpUMEHEHUs, OOKYMEHT, cogepxalmi pesynbTaTbl
MOHWUTOPUHra ©Ge3onacHOCTU IeKapCTBEHHOro mnpenapaTa, MNPOBOAMMOro 3asiButenem, no dopme,
YCTaQHOBMEHHON COOTBETCTBYIOLUUM  YNONHOMOYEHHbIM eaeparnbHbIM  OpraHOM  UCMOSNTHUTENbHOMW
Bnactu. HopmatmeBHasa JOKYMEHTaUNs UM HOPMaTUBHbLIA OKYMEHT, NPOEKT MHCTPYKL MU NO NPUMEHEHMIO
nekapCTBEHHOro npenapara, NPoeKkTbl MakeToB MEPBMYHON YMaKOBKM U BTOPUYHOM (NOTPEOUTENLCKON)
yrNakoBKW NEeKapCTBEHHOro npenaparta npunaralTcs K 3asiBNeHU0 0 NOATBEMKAEHUM rOoCygapCTBEHHOMN
perncTpaumm nekapcTBEHHOro npenapara BHOBb TOMbKO B Cydae, €Cnu B HUX BHOCATCS U3MEHEHUS.



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

4. B TedeHne pecatn pabounmx [HEW CO [HS MPUHATUS 3asBiEeHUs O MOATBEpPXOAEeHUU
rocyadapCTBEHHOW  perncrpaumm JNeKapCTBEHHOro npenapata W HeobxoguMbiX  OOKYMEHTOB
COOTBETCTBYIOLLMIA YNOSTHOMOYEHHbIV doefeparbHbIi OpraH UCNONHUTENBHON BNACcTU:

1) NpoBOAUT NPOBEPKY MOSHOTLI U AOCTOBEPHOCTM CBEAEHUN, CoOoepXKalLMXCS B NMPeACTaBEHHbIX
3asBUTENEM MaTepuanax;

2) npuHUMaeT pelleHMe O npoBefeHun unu o6 oTkase B NPOBEAEHWMU IKCNEPTU3bl OTHOLLEHMS
OXMOAeMOM MoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHMSI TEeKapCTBEHHOro mnpenapaTta, a Takke
3KCMEepPTU3bl KayecTBa NEKaApCTBEHHOrO CpeacTBa, NMPOBOAMMOW B Cryvyae BHECEHUS WU3MEHEHWA B
HOPMaTUBHYIO AOKYMEHTALMIO UM HOPMATMUBHbIA JOKYMEHT;

(n. 2 B pea. ®egepanbHoro 3akoHa o1 29.11.2010 N 313-93)

3) yBegomnsieT B MMCbMEHHON pOpME 3asdBUTENS O NPUHATOM PELLEHUN UMW B Criyvyae NPUHATUSA
pelueHus 06 oTkase B MPOBEAEHNN 3KCNEPTM3bI C YKa3aHNEM MPUYUH TaKkoro oTkasa.

5. OcHoBaHMeM pfnisi OTka3a B MPOBEAEHMM SKCMEepTU3bl OTHOLUEHUS] OXWOAeMOW Monb3bl K
BO3MOXXHOMY PUCKY TMNPUMEHEHUS JEKapCTBEHHOro npenapata W (MnNnM) SKCNepTu3bl  KadecTBa
NEKapCTBEHHOrO CpeacTBa sIBMsSieTCs NpeacTaBfieHNne [OOKYMEHTOB, YKasaHHbIX B vactax 1 um 3
HacTosiLlen cTaTbW, B HEMOSIHOM OO0beMe WM OTCYTCTBME B MPEACTaBIIEHHbIX [OOKyMEeHTax
McYepnbIBalOLWMX CBEAEHUI, KOTOPbIE OOIMKHbI ObITb OTPaXKEHbI B HUX.

(vacTb 5 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

6. OJkcnepTusa OTHOLWIEHWS OXWOAEMOW MNONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NeKapcTBEHHOro npenapata W (MnM) aKcnepTusa KadecTBa IEeKapCTBEHHOro cpeactBa B Lensix
noATBEPXKAEHMS rOCYAapCTBEHHOM perucTpanmm nekapcTBEHHOro npenapara npoBoAATCA HA OCHOBAHWUM
OOKYMEHTOB, YKa3aHHbIX B YacTu 3 HACTOsLLEN CTaTby, B MOPSAAKE, YCTAHOBNEHHOM YacTsiMn 5 - 8 ctaTbu
23 v cTaTben 24 HacToswero PegepanbHOro 3akoHa.

(4acTb 6 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

7. B nepuog npoBedeHus npouedypbl NOOATBEPXOEHWS TOCYAApPCTBEHHOW permcrpauuun
NeKapCcTBEHHOro npenaparta ero rpaxgaHckuii 000poT OCyLecTBNsieTcs Ha TeppuTtopun Poccuinckom
denepaumn.

Cratba 30. BHeceHne n3MeHeHW B AOKYMEHTbI, COAepalimMecs B perncTpauvoHHOM AOCbe Ha
3aperncTpMpoOBaHHbIV NEeKapCTBEHHbIV Npenapart A8 MeANLUMHCKOro NPUMEHEHWs

1. B uensx BHeCEHUS M3MEHEeHUN B OOKYMEHTbl, COAepXalimecs B perncTpaumMoHHOM AOCbe Ha
3aperucTpupoOBaHHbIA  NEKapCTBEHHbIN  MpenapaT  Ans  MeguuMHCKOrO  MNPUMEHEeHWs, 3asiBuTenb
npeactaBnseT B YNOMNHOMOYEHHbIM dedeparnbHbid OpraH WCMONMHUTENbHOW BriacTu 3asiBfieHve O
BHECEHUN TaKMX M3MEHeHu no ¢opMme, YCTaHOBMEHHOW YMOMHOMOYEHHbIM hedepanbHblM OpraHom
WCMONHUTENbHON BNAcTW, W MNPUIOXKEHHbIE K HEMY W3MEHEeHWS B YyKasaHHble OOKYMEHTbl, a Takke
AOKYMeHTbl, moaTBepxpawlme HeoOXoAMMOCTb BHECEHUS TakuxX uaMeHeHun. [puHaTue pelueHns o
BHECEHUWN TaKMX M3MeHeHUn unn ob oTkase B MX BHECEHWM OCYLLECTBNSAETCHA B CPOK, HE MPEeBbILAoLLMNA
AeBsHocTa pabounx AHew Co OHA NPUHATUS YNONHOMOYEHHbIM dheaepanbHbIM OPraHoM UCNOMHUTENbHOW
BMacTu 3asiBNEHNS O BHECEHWUMN Taknx M3MEeHEHMUN.

2. B cnyyae BHECEHUS1 UBMEHEHUA B MHCTPYKLMIO MO NPUMEHEHMNIO NeKapCTBEHHOro npenapaTa B
OTHOLUEHMWN CBeOEeHWN, yKa3aHHbIX B nognyHktax "r" - "n", "x" nyHkta 16 yactu 3 ctatbm 18 HacToswwero
degepanbHOro 3akoHa, B COCTaB JleKapCTBEHHOro mnpenapata Ans MeAMLUHCKOrO MPUMEHEHUS,
U3MEHEeHNss MecTa Mpou3BOACTBA [EKapCTBEHHOro npenapata Ans MeAWMUMHCKOro NPUMEHEHWs,
N3MeHEeHusi NokasaTenen kavyecTBa fiekapCTBEHHOro npenapaTa 4ns MeguLUUHCKOro NpuMeHeHns u (1nm)
MEeTOOOB KOHTPONS KayecTBa feKapCTBEHHOro npenapaTta Ans MeguuMHCKOro NPUMEHEHNs, N3MeHeHNs
CpoKa rogHOCTW fleKapCTBEHHOro nmpenapaTta AN MeAMUMHCKOro NpMMEeHeHUs NPOBOAMTCH aKcnepTusa
neKapCTBEHHbIX CPEACTB B YaCTM IKCMEepPTM3bl KavyecTBa fiekapCTBEHHOr0 CPeACcTBa U (Unu) aKCnepTusbl
OTHOLLEHMS OXMOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS NeKapCTBEHHOro npenapara ans
MEOULUMHCKOrO npuMeHeHus. B cnyyae HeobGXoOMMOCTM BHECEHUS WHbIX W3MEHEHUM B [aHHYI0
WHCTPYKLMIO 3KCMepTM3a JeKapCTBEHHOro cpefcTBa AN BHECEHWS TakuxX W3MEHEHVWN B CBedeHUs O
3aperncTpupoBaHHOM NIEKAapPCTBEHHOM npenapaTte He NPOBOAMUTCS.

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

3. C 3aaBneHMemM O BHECEHUW M3MEHEHMW B OOKYMEHTbl, cogepXaluecss B pPerncrpauuoHHOM
AOCbEe Ha 3aperMcTpMpoBaHHbIA NIEKAPCTBEHHbIN NpenapaTt And MegUUMHCKOro NMPUMEHEHWs, Hapsagy C
AOKYMEHTaMu, YyKasaHHblIMM B 4acTm 1 HacTosiwen cTaTbu, MpeacTaBnsioTCd  OOKYMEHTbI,
noAaTBepXAarolme ynnaty rocygapCTBEHHON MOLWMMHbI 3@ BHECEHME W3MEHEHWA B WHCTPYKLMIO NO
NPUMEHEHWIO NeKapCTBEHHOro npenaparta Ans MeAuUMHCKOro NpMMEHEHWs, rocy4apCTBEHHOW MOLUSMHbI
3a BHeCeHVe N3MeHeHuIn B COCTaB fIekapCTBEHHOro npenapara Anst MeAULMHCKOrO NPUMEHEHMS.

4. B TeueHve pgecatv paboymx gHeN Co AHSA NOCTYNIEHUS yka3aHHOro B YacTu 1 HacTosiLen ctaTby
3asiBNeHNss U HeobXOAMMbIX LAOKYMEHTOB YMOMHOMOYEHHbIM heaepanbHbli OopraH MCMNOMHUTENbHON
BrnacTu:



1) npoBOAUT MPOBEPKY MOSHOThLI Y JOCTOBEPHOCTU CBEAEHUN, COAEPXKALLMXCHA B NMpeacTaBreHHbIX
3agBuUTENEeM mMatepvanax;

2) nNpvHMMaeT peleHMe O TMNPOBEAEHMM YKaszaHHbIX B 4YacTm 2 HacCTOsLWEN CcTaTby
COOTBETCTBYIOLLUX IKCMEPTU3 NEKAPCTBEHHOTO CpeAcTBa Unv 06 oTKase B NX MPOBEAEHNN;

3) yBegomnsieT B MMCbMEHHON hopMe 3asBUTENS O MPUHATOM PELLUEHUW UMK B Criydae npuHATUSA
pelleHns o6 0Tkase B NpOBEAEHMN COOTBETCTBYHIOLLEN SKCNEPTM3bl C YKa3aHMEM MPUYMH TAKoro OTKasa.

5. OcHoBaHveM anga OoTkasa B MPOBEAEHWUWN YKa3aHHbIX B 4acTW 2 HACTOsLLEN CTaTbW IKCNepTu3
ABNAETCA NpeAcTaBneHne A0KYMEHTOB, NepeyncrnieHHbIX B YacTax 1 u 3 HacTosiwen ctaTbn, B HEMOSTHOM
obbeme uMnu OTCYTCTBME B MPEACTABMEHHbIX AOKYMEHTax OOCTaTOuYHbIX CBEAEHUN, NOATBEPXAAoLLMX
HeobXxo4MMOCTb BHECEHUSI U3MEHEHUIA.

6. YkasaHHble B YacTM 2 HACTOSLLEN CTaTbM IKCNEPTM3bl NPOBOAATCA B NOPsiAKE, YCTAHOBNEHHOM
ctatben 23 HacTosiwero deaepanbHOro 3akoHa.

7. B cpok, He npeBblawWmi NATU pabounx OHEW CO AHS MOJlydeHMs1 3aKMHYEHUA KOMMUCCUN
9KCNEepTOB MO pe3ynbTaTaM YKa3aHHbIX B YacTW 2 HACTOSILLEN CTaTbW IKCMEPTU3, YNOSTHOMOYEHHbIV
deaepanbHbI opraH NCNOSHUTENBHOW BRacTU:

1) nNpuvHUMaeT pelleHMe O BHECEeHMU UW3MEHEeHUn B [OKyMEHTbl, cogepXawwuecs B
pervcTpaumoHHOM [OCbe Ha 3apermcTpyMpoBaHHbIN JIEKapCTBEHHbIA nNpenapat Ans MeLWLUHCKOro
NPUMEHEHNS, NNy 06 OTka3e BO BHECEHWUN TaKUX U3MEHEHNI;

2) BHOCUT B rOCYLapCTBEHHbIA pPeecTp feKapCTBEHHbIX CPeaCcTB Ha OCHOBAHWM peLUeHns o
BHECEHUM  M3MEHEHMW B  [OOKYMEHTbl, codepXawumecss B  PErncrpauMoHHOM  OOCbe  Ha
3aperncTpupoBaHHbIA  NIEKAPCTBEHHBLIM nNpenapat Ans MeAUUMHCKOro MNpUMeHeHus, Heobxoauwmble
N3MEHEHWs1 1 BO3BpaLLaeT UX 3asiBUTENIO.

8. OcHoBaHMeM pns oOTkasa BO BHECEHWM W3MEHEHWA B [OOKYMEHTbl, copepXxaliuecs B
pPErMcTpauMoHHOM [OCbe€ Ha 3apermcTpyMpoBaHHbIN JIEKapCTBEHHbIA nNpenapat Ans MeLMLUHCKOro
NPUMEHEHNS, ABMAETCS 3aKMoYeHne YNoHOMOYEHHOro doeaeparnbHOro opraHa UCMONTHUTENBHON BNacTu
O BO3MOXHOCTM CHWXeHMs Oe3onacHOCTW, kayecTBa, 3P(EKTMBHOCTM JIEKAPCTBEHHOrO CpeAacTBa B
crny4yae BHECEHMWS TakUX U3MEHEHWN.

9. [onyckaeTca rpaxaaHCKmii OOOpOT NEeKapCTBEHHbIX MpenapaToB Ans  MeAMLMHCKOro
NPUMEHEHNS,  NPOW3BEAEHHbIX OO0  MNPUHATUSA  YNOMHOMOYEHHbIM  dedepanbHbiM  OpPraHoMm
WCMOSNTHUTENBHOM BacTM peleHMss O BHECEHUW W3MEHEHMM B [OKYMEHTbI, cogepXawmeca B
perncTpaumoHHOM OCbE Ha TakuMe feKkapCTBEHHbIE npenapartbl, Unn pelleHnst 06 oTkase BO BHECEHUM
YKa3aHHbIX U3MEHEHW.

Cratba 31. BHeceHne M3MeHeHWI B AOKYMEHTbI, CoAepXallimMecs B perncTpauMoHHOM AOCbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIV Npenapart A58 BETEPMHAPHOIO NPUMEHEHUS

1. B uensx BHECEHUsI M3MEHEHUN B OOKYMEHTbI, COAepXalimecs B perncTpaumMoHHOM [OCbe Ha
3aperucTpupoBaHHbIA  NIeKapCTBEHHLIA NpenapaTt  Ans  BETEepUHapHOro npuUMEHeHWs, 3asBuTenb
npeactaBnsgeT B YNONHOMOYEHHbIM deaeparnbHbli OpraH MWCMNONHUTENbLHOW BNacTu 3asiBieHue o
BHECEHUWN Takux WU3MeHeHWn Nno popme, YCTAHOBMEHHOW YMNOMHOMOYEHHbIM defeparibHbiM OpraHom
UCMNOSMHUTENBHOW BNactu, W MNPUMNOXEHHbIE K HEMY W3MEHEHWS B YKasaHHble OOKYMEHTbl, a Takke
AOKYMEHTbI, MoATBepxaatome HeobxoaMMOCTb BHECEHWUS Takux u3MeHeHun. [puHaTue pelleHus o
BHECEHUN TaKUX U3MEeHeHU unmn ob oTkase B X BHECEHMU OCYLLECTBMSETCA B CPOK, HE NMpeBbILaoLWmn
AeBAHOCTa paboynx AHEN Co OHS NPUHATUS YNONMHOMOYEHHbIM (begeparnbHbIM OpraHOM MCNOMNHUTENBHON
BNACTU 3asiBNIEHNSA O BHECEHUWN TaKUX U3MEHEHUN.

2. B cnyyae BHeCeHUs 3MEHEHMIN B MHCTPYKLMIO MO NPUMEHEHNIO NeKapCTBEHHOMO npenaparta Ans
BETEePUHaAPHOro MPUMEHEHNS B OTHOLUEHWN CBeAeHW 00 M3MeHEeHUsIX AO03UPOBKWM, CPOKOB BO3MOXHOMO
NCMNomb30BaHNA NPOAYKLMMN XUBOTHOMO MPOUCXOXAEHUSA Nocne NPYMEHEHNs NekapcTBEHHOro npenapara
ONs  BETepUHapHOro MNpUMEHEHUs MNPOBOAUTCA  OKCMepTusa  NeKapCTBEHHOro  cpeacTBa AN
BETEePUHapHOro npuvMeHeHus. B cnyyae HeoOGXOAMMOCTM BHECEHUS WHbIX W3MEHEHWA B AaHHYH
WHCTPYKLMIO 3KCMepTH3a NekapCTBEHHOro cpecTBa A1 BETEPUHAPHOIO NPUMEHEHUS HE MPOBOAMUTCS.

3. C 3asBneHnemM O BHECEHUW U3MEHEHMN B [OKYMEHTbI, codepXalmnecss B perncrpauyuoHHOM
AOCbe Ha 3aperncTpupoBaHHbIA NekapcTBeHHbIM npenapaT Ansg BeTepuHapHOro NpUMeHeHus, Hapsay C
OOKYMEeHTaMu, yKasaHHbIMM B 4YacTm 1 HacTodwewn craTtbl, NpPeacTaBnsloTCa  AOKYMEHThI,
noaTrsepxaaroLwime ynnaty rocyfapCTBEHHOW MOLUMMHBLI 3a BHECEHWE WU3MEHEHUN B WHCTPYKLUMIO Mo
NPUMEHEHWIO NeKkapCTBEHHOro nNpenapaTa 419 BETEPUHAPHOro NpUMeEHEeHUs.

4. B cpok, He npeBblwakwWwmun gecatn pabounx gHen co AHS NOCTYNfeHUs yKasaHHOro B YacTu 1
HacTosILLen cTaTbM 3asABEHNs M HeoBXOAWMbIX AOKYMEHTOB, YMOMHOMOYEHHbIV heaepanbHbll OpraH
UCNOMHUTENBHOW BNacTu:

1) npoBOAUT NPOBEPKY NOMHOTLI U AOCTOBEPHOCTU CBEAEHUN, COAEPXKALLMXCH B NpeacTaBreHHbIX
3aABUTENEM JOKYMEHTaX;

2) nNpuHUMaeT pelleHne O nNpoBedeHWM SKCNepTu3bl NIeKapCTBEHHOro cpeacTsa  Ans
BETEepUHapHOro NpMMeHeHns nnm ob oTkase B ee NpoBeaAeHUY;



3) yBegomnisieT B MMCbMEHHON hOpMe 3asiBUTENS O NPUHSATOM PELUEHUN UMK B Criydae MpUHATUS
peweHnss o6 oTkase B MPOBEAEHUM 3KCMEPTU3bl JIEKApPCTBEHHOINO CpeACTBa Afsl BETEPUHAPHOro
NPUMEHEHWNS C YKazaHNeM NPUYMH Takoro oTkasa.

5. OcHoBaHMeM pfns OTka3a B MNPOBEAEHWMM IKCNEpTU3bl JEKAapCTBEHHOro cpeactea Aans
BETEPMHAPHOrO MNPUMEHEHUST SABMSIeTCA NpeacTaBleHne [OOKYMEHTOB, YKa3aHHbIX B 4actax 1 u 3
HacToslLLeN cTaTbyW, B HEMOSTHOM 0ObeME MM OTCYTCTBUE B NPeacTaBlieHHbIX JOKYMEHTaX OOCTaTOYHbIX
CBeAEeHUN, NoATBePKAaloLWNX He0O6X0ANMOCTb BHECEHUS] UBMEHEHUN.

6. OkcnepTM3a nekapCcTBEHHOro CpPeAcTBa AN BETEPUMHAPHOro MPUMEHEHUs1 B LENnsX BHECEeHUS
U3MEHEHNA B [OKYMEHTbI, coAepXalmecda B pernctpauuoHHOM [A0Cbe Ha 3aperncTtpupoBaHHbIN
nekapcTBeHHbI npenapat Afs BeTEPUHApPHOro MPUMEHEHMS, OCYLLeCTBRsieTca B Nopsiake,
YCTaHOBMEHHOM cTaTbeln 24 HacTosiwero degepanbHOro 3akoHa.

7. OcHoBaHMeM pAns oOTKaza BO BHECEHUMM W3MEHEHWUA B [JOKYMEHTbl, COAepXallnecs B
perncTpaumoHHOM [OCbe Ha 3aperncTpupOBaHHbIA JEKAPCTBEHHbIM NpenapaTt Anis BeTepUHapHOro
NPUMEHEHNS], ABNSIETCH 3aKMOYeHNe YNOoSTHOMOYEHHOTo doeaepanbHOro opraHa UCMOSTHUTENbHOM BRacTuh
O BO3MOXHOCTU CHWXKeHUs 6e3onacHOCTH, kavyecTBa, 3ppeKTUBHOCTM NEKapCTBEHHOrO npenapara ans
BETEPMHAPHOIrO MPUMEHEHUS B Clly4ae BHECEHUS UBMEHEHWI B yKa3aHHble JOKYMEHTbI.

8. [onyckaeTcsa rpaxgaHCKmi OOOpPOT NEeKapCTBEHHbIX MpenapaToB AN BeTepuHapHOro
NPUMEHEHNsI,  MPOM3BEAEHHbIX A0  MPUHATUSA  YMONHOMOYEHHbIM  dbedeparnbHbiM  OpraHoMm
WCMOSMHUTENBHOM BacTM peleHMss O BHECEHUW W3MEHEHMW B [OKYMEHTbl, codepXalimeca B
perncTpaumoHHOM [OCbe Ha 3aperncTpupoOBaHHbIA JEKAPCTBEHHbIM NpenapaTt Ans BEeTEepUHapHOro
NPUMeEHeHNs1, UM 06 0TKase BO BHECEHMM YKa3aHHbIX U3MEHEHUN.

Cratba 32. OTMeHa rocygapCTBEHHOM permcTpauumn nekapCTBEHHOro npenapara

PewweHne 06 oTMeHe rocynapCTBEHHOW perMcTpaummn nekapcTBEHHOro npenaparta U UCKIoYeHUn
nekapcTBEHHOro npenapaTa W3 rocy4apCTBEHHOTO peecTpa FEeKapCTBEHHbIX CPeAcTB MpUHUMMAaEeTCs
YNONMHOMOYEHHBLIM hefepanbHbiM OpraHoM UCMOSHUTENBHOW BNacTy B cnyyae:

1)  npedcTaBneHUst  COOTBETCTBYIOLUMM  YMOMHOMOYEHHbIM  defepanbHbIM  OpraHoMm
WCMOMHUTENbLHOW BMacTW 3akiiloyYeHWsl O pucke uMnu o6 yrpose 340POBbIO, XU3HWM 4YernoBeka unu
XXMBOTHOTO MpU NPUMEHEHUN NEeKapCTBEHHOro npenapara, npeBbillallmx ero 3deKTUBHOCTb, MO
pesynbTaTtam OCYyLLEeCTBNSEMOro UM MOHUTOPMHIa 6€30NacHOCTM NIekapCTBEHHOMO Npenapara;

2) nopga4n pa3paboTyMKOM FEeKkapCTBEHHOIO CpeacTBa WM YNOMHOMOYEHHbIM WM APYruMm
IOPUONYECKUM NUUOM  3asBreHuss o6 OTMeHe roCydapCTBEHHOW pernctpaumMu nekapCTBEHHOro
npenapara;

3) HenoaTBEepPXAEHMS rocyAapCTBEHHOW perucrpaumm nekapcTBEHHOro npenapata no McTeydeHuu
CpoKa OelCTBUSA PerucTpaLmoHHOro YA0CTOBEPEHUS], BbIAAHHOIO Ha NATb NeT;

4) HenpeacTaBneHus 3asiBATENneM WHgopMauuu, KoTopas MOXeT noBfevyb 3a cobon
HeobXoaMMOCTb BHECEHUSI U3MEHEHUA B [JOKYMEHTbI, codepXalliMecs B PEerncTpaumoHHOM [JOCbe Ha
3aperucTpupoBaHHbIA NeKkapCTBEHHbIW Mpenapat, B TevyeHue Tpuauatn paboymx [HeNn co  AHs
HacTyNneHust 3TUX U3MEHEHUIA;

5) ocyllecTBneHns rocyaapcTBEHHOW perucTpauuMu nekapcTBEHHOro npenapata nog TOprosbiM
HaMMeHOBaHWEM 3aperncTpUpoBaHHOIO paHee Mo STUM TOProBblIM HaMMEHOBaHWEM FEeKapCTBEHHOro
npenapara;

6) ocyLLeCTBMNEHMS rOCY4apCTBEHHOW perncTpaumm 3asBuTenemM OgHOro U TOro e NeKapCTBEHHOMO
npenapara noj pasfnuyHbIM/M TOProBbIMU HAUMEHOBAHUSMU;

7) BbIHECEHMS CYOOM pelleHMs O HapyweHun npaB npaBoobnagatens obObekToB
WHTenNneKTyansHon coO6CTBEHHOCTU NPY 06paLLEeHUN NeKapCTBEHHbIX CPeCTB.

CrtaTtba 33. [ocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTs

1. TocynapCTBEHHbII peecTp NeKapCTBEHHbIX CPeACTB COAEPXUT MepeyvyeHb IeKapCTBEHHbIX
npenapartoB, NpolleAlnx rocyaapCTBEeHHY0 perMcTpaumio, nepeyeHb hapMaueBTUYECKUX CYGCTaHLWA,
BXOZSALLMX B COCTaB NIeKapCTBEHHbIX NpenapaTtos, U CreayoLLyo MHopMaumio:

1) B OTHOLLIEHWW NeKapCTBEHHbIX NpenapaTos:

a) HauMmeHoBaHWe IeKapCTBEHHOro npenapaTta (MexgyHapoaHoe HenaTeHTOBaHHoe — Wnu
XMMUYECKOe 1 TOProBoe HavMeHoBaHus);

6) nekapcTBeHHas oopMa C yKazaHMeM [03VPOBKM NeKapCTBEHHOro npenapara 1 ero Konvyectsa
B NOTPEeBUTENbLCKOM YNaKkoBKe;

B) HAMMeHOBaHVe pa3paboTynKa NekapCTBEHHOTO Npenapara;

r) HaMMeHoBaHWe W aapec NPOU3BOAUTENS NIEKaPCTBEHHOO Npenapara;

[) dpapmakoTepaneBTMyeckas rpynna nekapcTBeHHOro npenapara;

€) NokasaHusl U NPOTMBOMNOKa3aHWs K MPUMEHEHUNIO NIEKAPCTBEHHOrO Npenapara;

) No6GoYHble OeNCTBIA NekapCTBEHHOro npenapaTa;



3) CPOK FOAHOCTU NIeKapCTBEHHOrO NpenapaTa;

1) YCNOBUSI XpaHEeHUS fiekapCTBEHHOMO npenapara;

K) yCroBuWs OTNyCKa NlekapCTBEHHOro npenapaTa;

n) Homep dpapMakonemHonm cTaTbM WM B Cnydae ee OTCYTCTBUSI HOMEP HOPMaTMBHOM
AOKYMeHTaLumm nnbo HopMaTUBHOIO JOKYMEHTa;

M) OaTa rocydapCTBEHHOW peructpaumMm nekapCTBEHHOro npenapata M ero pervcTpauyOHHbIN
HoMeEp;

2) B OTHOLLEHMM hapMaLeBTUYECKNX CyBCTaHLINIA:

a) HavMmeHOBaHuWe papMaueBTU4EeCKon cybCcTaHuMn (MexayHapoaHOe HenaTeHTOBaHHOE WNn
XUMUYECKOE 1N TOProBOe HanMeHOBaHUS);

0) HanmeHoOBaHWe N agpec nNpomssoauTens bapMaueBTUYECKON cybcTaHuuu;

B) CPOK rogHoOCTM (hapMaLieBTU4EeCKon cybcTaHumm;

r) ycnoBusi XxpaHeHus doapmaveBTUYeCKON cybcTaHumy;

4) Homep apMakonmemHowW cTaTbM WNM B Crydyae ee OTCYTCTBUSI HOMEp HOPMaTVMBHOM
AOKYMeHTaLummn nnbo HopMaTUBHOIO JOKYMEHTA.

2. @apmaueBTuyeckass cybcTaHuMs, Hewucnomnb3yemasi npu MNpOM3BOACTBE JI€KApPCTBEHHbIX
npenapaTtoB, MOXeT ObITb BKIOYEHA B rOCYAapCTBEHHbIA PEECTP NEKapCTBEHHbIX CPEACTB HA OCHOBAHWM
3asBreHns paspaboTyvka, NPOM3BOAMTENS JIEKAPCTBEHHOrO CpeAcTBa NMOO YMOMHOMOYEHHOro VMU
OPUONYECKOro nvua npu ycrnoBUM NPOBEAEHMS B OTHOLLUEHMM Takow dhapmaleBTMYecKon cybcTtaHumu
3KCMepTU3bl KavecTBa apmaueBTMYecKon cybcTaHuun B MNopsidke, YCTaHOBMNEHHOM cTatben 34
HacToswero PenepanbHOro 3akoHa.

3. lMopsgok BeaeHust rocygapCTBEHHOINO peecTpa fEeKapCTBEHHbIX CPeacTB ANA MeOULMHCKOro
NPUMEHEHNsT U NOPAOOK BeAEHWs TOCYOAPCTBEHHOrO peecTpa feKapCTBEHHbIX Cpeacts  Anst
BETEPMHAPHOIO MPUMEHEHUS YTBEPXOAOTCS COOTBETCTBYIOLUM  YNOSIHOMOYEHHBIM  doeeparnbHbIM
OpraHoM UCMOSHUTENBHOW BNacTu.

Cratbss 34. OkcnepTusa kadecTBa papmaueBTMYECKOM CYOCTaHUMKM, HEWCnonb3yeMon Mpu
NPON3BOACTBE NEKapCTBEHHbIX NpenapaToB

1. [Ona BknoYeHWss dapmaueBTUYecKon CcybCcTaHuMWM, Heucrnonb3yemonW npu Mpou3BOACTBE
NeKapcTBEHHbIX MpenapaTtoB, B TOCYAAapCTBEHHbIN pPEECTp JEKapCTBEHHbIX CPeacTB, NPOBOAUTCA
3KCMNepTU3a ee KadecTea.

2. 3kcnepTm3a KadecTBa YyKkasaHHOW B 4actu 1 HacToswen cTtaTbu hapmaueBTUYeCcKon
cybCcTaHuuMKM, COCTaBNEHNE KOMUCCUEN IKCMEPTOB 3aKMOYEHU MO pe3dynbTatam Takon KCNepTusbl N nX
HanpaBneHne B YNONMHOMOYEHHbIM ddeaeparnbHbll OpraH UCMONHUTENBHON BNacTU OCYLLECTBSIOTCH B
CpOK, He MpPEBbLILLAKLINA WECTUAECATN pabounx OHEN CO AHS NOSTyYEeHUS 3KCMEPTHbIM y4YpeXaeHuem
COOTBETCTBYIOLLIErO 3aaHus YMOMHOMOYEHHOro hedepanbHOro opraHa WCMNOMHUTENbHOW Bnactu u
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 4 - 7 Yactn 3 ctatbk 18 HacToswero ®efepansHOro 3akoHa.

3. [Ona npoBegeHus 9KCNepTU3bl KadecTBa YKasaHHOM B 4acTu 1 HacToswWen craTbu
hapmaLeBTMHECKON CyOCTaHUUM 3asiBUTENb NPeAcTaBnseT B YNOMHOMOYEHHbIN doeaeparnbHbI opraH
MCMNOSNTHUTENBLHOW BNacTU:

1) 3asgBneHMe O BKMYEHUN B TOCYOAPCTBEHHBLIN PEECcTp JeKapCTBEHHbIX CPEACTB AaHHON
(hapmavneBTUYECKON cybcTaHumu;

2) [OOKYMEHT, MNOATBEPXOAalLWUA ynnaty rocygapCTBEHHOM  MOLWMHBI 3@ BKIOYEHUE
apmMaLeBTUYECKON CyOCTaHLMM, HEUCNONb3YEMOW MpPU NPOU3BOACTBE NEKAaPCTBEHHbIX MpenaparTos, B
rocyapCTBEHHbIV PEECTP NIEKAPCTBEHHbLIX CPEACTB;

3) OOKYMEHThI, yKa3aHHble B MyHKTax 4 - 7 yactu 3 ctaTbu 18 HacToswero PefepanbHOro 3akoHa.

4. B Te4yeHue nNsatn pabounx gHew co OHA NPUHATUS 3asiBNIEHUS O BKITIOYEHUN YKa3aHHOMW B 4YacTu 1
HacTosilen cTaTbM apMaueBTUYECKOM CyOCTaHUUM B TOCYAapCTBEHHbIA PEEecTp NEeKapCTBEHHbIX
CpeAcTB M [OKYMEHTOB, MEpeyYUCreHHbIX B YacTu 1 M NyHKTe 2 4acTu 3 HacTosdwen crtaTbw,
YNOMHOMOYEHHbIN heaepanbHbI OpraH UCMOMHUTENbHOW BracTu:

1) npoBOAMT MPOBEPKY MOMHOTbI AaHHbIX, COAepXaluMxcs B MNpeacTaBfneHHbIX 3asdBuTenem
OOKYMEHTaX;

2) NpVYHMMaEeT peLleHMe O HarpaBNeHWN B IKCMEPTHOE Y4YpexaeHue 3afaHus Ha npoBefeHue
3KCMEePTU3bl KAYECTBa yKa3aHHOM B YacTu 1 HacToswen ctatbn doapMaleBTUYECKon cybcTaHumMm nnm ob
OTKa3e B TakOM HanpasreHuu;

3) yBegomMnsieT B MMCbMEHHON (hOpMe 3asBUTENSA O MPUHATOM pELUeHMU UIn B Crlyyae oTkasa C
yKasaHMeM NpUYMH Takoro oTkasa.

5. OcHoBaHWeM Ons OTKasa B HanpaBfeHWM B 3KCNEepTHOe ydpexaeHue 3afaHus Ha nposefeHue
3KCNepTM3bl KayecTBa Yyka3aHHOW B 4YacTu 1 HacTosien craTbu papmaueBTUYECKOW cybGcTaHumm
ABNAETCA HenpeacTaBrneHne OOKYMEHTOB, NepeynucrnieHHbIX B YacTh 2 U NyHKTe 2 4YacTu 3 HacTosLen
cTaTbu.



6. B TeueHne nsTHaguatM pabouMx OHEW CO [OHSA MOMyYeHWs peLleHUs YMONTHOMOYEHHOrO
defepansHOro opraHa UCMOMHUTENBHOW BIIAcTU O HaMpaBfieHUN B 3KCMEPTHOE yYpeXaeHne 3agaHvs Ha
npoBegeHMe aKCNepTU3bl KavyecTBa YyKasaHHOM B 4acTm 1 HacToswen crtatbu papmaueBTuyeckon
cybcTaHuum 3asBUTENb NPEACTaBSET B 3KCMEPTHOE yYpexaeHue A NpoBeaeHns AaHHOW JKCnepTusbl
ob6pasLbl hapmaueBTUYECKON CybCTaHLUM B KONMMYECTBE, HEOBXOOUMOM 4115 BOCNPON3BEAEHNS METOAOB
KOHTPOMs KayecTBa. OKCMepTHOe y4ypexgeHue npu nonydeHun obpasyoB yka3aHHOW B 4Yactu 1
HacTosLLen cTaTbM (hapmaueBTMYECKOW CyBCTaHUMM BblAAeT 3aaBUMTENO JOKYMEHT, NoATBEpXAatoLLmi
nonyyeHne aTnx obpasLoB, U B CPOK, HE NPEBbLILLAKLLNA Tpex pabounx gHen, yBeaoMNAeT B NMMCbMEHHOM
dopme 06 3TOM YMNOMHOMOYEHHbIM dreaeparnbHbli OpraH WCMOMHUTENbHOW BRAcTU. OTU CPOKU He
BKITIO4AIOTCHA B CPOK NPOBEAEHNS AaHHOW 3KCNepTuU3bl.

7. [JOKyMeHTbI, NOCTYNMBLUME B 3KCNEPTHOE YyYpeXAeHWe ANs NPOoBeAeHMS 3KCMepTM3bl KayecTBa
yKasaHHOW B 4acTm 1 HacTosiwen ctatbM apmaueBTUHecKoW cybcTaHuuw, nognexar Bo3BpaTy B
YMONTHOMOYEHHbIN dhefepanbHbIl OpraH UCMNOMHUTENBHOW BracT OOHOBPEMEHHO C 3aKIMKOYEHUsIMU MO
pesynbTaTtaM NpoBeAEHHON 3KCNepTU3bI.

8. B cpok, He MnpeBblWaWMA NATU pabovmx OHEeW CO OHSA MONyYEeHWUst 3aKIHYeHUst KOMUCCUU
9KCNEepTOB MO pe3ynbTataM 9KCMepTu3bl KavecTBa YKasaHHOMW B 4actu 1 HacTodwen craTbu
dapmaueBTUYECKON CyOCTaHUMM, YNONMHOMOYEHHbI doefepanbHbii OpraH UCMOSNTHUTENBHOW BNacTu:

1) ocyLlecTBRSIET OLEHKY TaKoOro 3akiyeHus Ans onpedeneHust ero COOTBETCTBUS 3afdaHuio Ha
npoBeaeHne AaHHOW SKCNEepPTU3bl;

2) nNpuvHUMaeT pelleHne O BKIYEHUM YyKasaHHOW B 4Yactm 1 HacToswen cTaTbu
hapmaLeBTMieckon cybcTaHuum B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB UMnu pelueHune ob
OTKa3e B TAKOM BKITHOYEHWMU;

3) BHOCUT MpU MPUHATUM pPELUEHUS O BKIOYEHWM YKa3aHHOW B 4acTu 1 HacTosilen cTaTbu
hapmaLeBTMdeckon  cybCTaHUMM B TFOCYAApCTBEHHbIA  PEEecTp  JIeKapCTBEHHbIX  CPeAcCTB
npeaycMOTPEHHYIO NYHKTOM 2 YacTu 1 ctaTbh 33 HacTosdwero degepanbHOro 3akoHa MHGOpPMaLMIo U
yBegomnseT 06 3TOM B MMCbMEHHOM hopMe 3asBUTENS.

Cratbas 35. [loBTOpHOE npeAcTaBrieHME JeKapCTBEHHOro mnpenaparta, He npoleawero
rocygapCTBEHHON perucTpauuy JNeKkapcTBEHHbIX MNpenapaToB, Ha rOCyAapCTBEHHYIO perucrpauuio
neKkapcTBEHHbIX NpenapaTos

[MoBTOpHOE nNpeacTaBneHNMe B COOTBETCTBYHOLLUMM  YMONHOMOYEHHbIN  dedepanbHbil  opraH
WCMNOMHMTENBHOW BRacTu fieKapCTBEHHOro npenapara, He npolleawero rocyaapCcTBEHHOW perncrpaumm
nekapCTBEHHbIX MpenapaToB MNU MOMyYMBLUEro OTKa3 B YKa3aHHOW perucrpauuv v BROCNEeACTBUU
NnoaBeprerocs M3MEHEHUI0 B 4acTU ero cocTaBa, paccMaTpvMBaeTCs KakK npeacTaBneHne HOBOro
NeKapCTBEHHOro npenaparta Ha ero rocy4apCTBEHHYIO perncTpaumio He3aBUCMMO OT COXpPaHeHWUsi ero
NepBMYHOrO HaUMEHOBAaHMS.

Cratba 36. OGxanoBaHue pelleHuMss 06 OTkase B Bblgade paspelleHuss Ha npoBedeHue
KIMMHUYECKUX UCCNedoBaHWIn NeKapCTBEHHOMO MpenapaTta Unu pelleHus o6 oTkase B rocyaapCTBEHHOM
perucTpaumm rekapcTBeHHOro npenapaTa

PelueHne cooTBETCTBYHOLLENO YNOMHOMOYEHHOro dedeparnbHOro opraHa UCMONMHUTENbHONM BracTu
06 OTKasze B Bblgaye paspelleHuss Ha MNpoBedeHWe KIMHUYECKMX WCCrefoBaHWUn NeKapCTBEHHOro
npenapata unu pelueHve o6 OTKase B rocydapCTBEHHOW perucrpaumv nekapcTBEHHOro npenapara
MOXeT ObITb 0GXarnoBaHo B NOpsiAKe, YCTaHOBNEHHOM 3akoHodaTenbCTBOM Poccuiickoi denepaumu.

Cratba 37. WH(opmaums, cBsf3aHHad C OCYyLWeCTBNEHWEM roCyAapCTBEHHOW peructpauuu
nekapcTBEHHbIX MnpenapaToB, MHMOpPMaUMUsi O 3aperMcTpMpoBaHHbLIX JNEKAapCTBEHHbIX NpenapaTtax W
nekapCTBEHHbIX NpenapaTax, UCKIMYEHHbIX U3 roCyapCTBEHHOIO peecTpa NekapCTBEHHbIX CPEACTB

1. CoOTBETCTBYHOLUNA YNONMHOMOYEHHbIN pbedepanbHbli  OpraH WUCNOMHUTENBHOW  BRAcTu
pasmMellaeTr Ha cBoeM oduumanbHOM cante B ceTn "WHTepHeT" WHMopmMaumio, CBSA3aHHY C
OCYLLIECTBMEHMEM TOCYLAPCTBEHHOW pErncTpaumm IeKapCTBEHHbIX NpenapatoB, B TOM u4ucne
NpOBEAEHMEM  SKCMEPTU3bl  JIEKAPCTBEHHBLIX  CPeAcTB, MHAOPMAUMIO O  3aperMcTpyMpoBaHHbIX
NEKapCTBEHHbIX MNpenapatax W JIeKapCTBEHHbLIX MpenapaTtax, MWCKMYEHHbIX W3 rocygapCTBEHHOro
peecTpa IeKapCTBEHHbIX CPEACTB, HE MNO3gHee 4YeM 4epe3 NsATb paboumx OHEW CO AHSA MNOJyYeHust
COOTBETCTBYIOLLUMM YMOSTHOMOYEHHLIM befieparnbHbiM OpPraHOM WCMOJTHUTENBHOW BriacTu 3asiBNEHUsI O
rocygapCTBEHHONM perucTpaunm nekapcTBEHHOro npenapara.

2. Cpokn 1 nopsgok pasmelleHus ykasaHHoW B 4actu 1 HacTosdwen cratbu MHOpMauun
yCTaHaBMMBaKTCA YNONHOMOYEHHBIM dhedeparibHbIM OPraHOM UCMONHUTENLHOW BNAacCTy.

Maea 7. KMMHWYECKUE MCCNEOOBAHUA NEKAPCTBEHHbIX



NPENAPATOB AnA MEOAULUMHCKOIo NnPMMEHEHUA, 1OTOBOP
Ob UX NMPOBEAOEHUW, NMPABA NALUUEHTOB, YHACTBYIOLWUX
B 3TUX UCCIIEAOBAHUSAX

Cratba 38. KnuHuuyeckue uccnenoBaHusi JIeKapCTBEHHbIX nMpenapatoB AnAa MeauuuHCKOro
NPpUMEeHeHusA

1. KnuHnyeckue nccnenoBaHus nekapCTBEHHbIX MpenapaTtoB AN MeOUUMHCKOrO NPUMEHEHUs, B
TOM YMCne MexOyHapOoAHble MHOIOLEHTPOBbLIE, MHOFOLEHTPOBbIE, NOCTPErncTpauMoHHbIE, NPOBOOATCH
ANsi rocyAapCTBEHHOW perncTpaummn nekapcTBeHHbIX NpenapaToB U MHOMO NpegHasHavYeHns B OOHOW Unu
HECKONbKUX MEOMUMHCKMX OpraHvM3aumsax B COOTBETCTBUMM C NpaBUNaMy  KIMHWUYECKOM MPaKTUKK,
YyTBEPXXAEHHBIMM YNOMHOMOYEHHbIM dhefeparnbHbiM OpraHOM UCMOSNTHUTENbHON BNacTu, COOTBETCTBEHHO
B Crneayowmnx uensx:

1) yctaHoBneHve 6e30macHOCTU NeKapCTBEHHbIX MpenapaTtoB ANs 340pOoBbix AOOpPOBOMbLEB U
(M) nNepeHOCMMOCTU WX 300pOBbIMM  AOOpPOBOMbLAMW, 3a MWCKMIOYEHWEM TaKuX WuccneaoBaHWun
nekapcTBeHHbIX npenapaToB, Npon3BeAeHHbIX 3a npeaenamu Poccuiickon Pepepaumu;

2) nogbop onTuMarnbHbIX A03VPOBOK NeKapCTBEHHOrO npenapara u Kypca NevyeHns Ans nauneHToB
C onpegeneHHblM 3aboneBaHWeM, ONTMMasbHbIX 403 WM CXeM BaKuMHauuM WMMYHOBUOMOrMYeCcKUMu
nekapCcTBeHHbIMW NpenapaTamMun 340pPOBLIX 40OPOBOSbLEB;

3) ycTtaHoBneHune 6e3onacHOCTW feKkapCTBEHHOro npenapata u ero addeKTMBHOCTM Ans
nauneHToB c onpenerieHHbIM 3abonesaHueMm, npocunnakTn4ecKomn apdekTmBHOCTH
UMMYHOBMOMNOrMYECKNX NekapCTBEHHbIX NpenapaToB AN 340pOBbIX 40OPOBOMbLLEB;

4) n3yyeHve BO3MOXHOCTU pacLUMPEeHns NokasaHui Ans MeguULMHCKOrO MPUMEHEHUS U BbISIBNEHWS
paHee HeM3BEeCTHbIX MOOOYHBIX AeNCTBUI 3aperncTPUPOBaHHbIX NeKapCTBEHHbIX NpenapaTos.

2. B oTHOLLEHUN BOCNPOM3BEAEHHBIX NTeKapCTBEHHbIX MpenapaTos ANS MeOULMHCKOrO NPUMEHEHUS
NpoBOOATCA McCCregoBaHMs OWO3KBMBANEHTHOCTM W (MnKM) TepaneBTUYECKOW SKBMBANEHTHOCTU B
nopsiake, yCTaHOBIIEHHOM YMONTHOMOYEHHbIM befeparnbHbIM OPraHoM UCMOMHUTENBHOW BNacTu.

3. OpraHusauuio npoBeAeHWNs KIMHUYECKMX WCCIedoBaHWiA FfeKkapCTBEHHOro npenaparta Ans
MeOULMHCKOro NPUMEHEHNS BpaBe OCYLLECTBNATb!

1) pa3paboTymKk nekapCcTBEHHOro nNpenaparta unm yrnoriHOMOYeHHOe UM fnLO;

2) obpasoBaTenbHble y4ypexaeHus BbiCero npodpeccnoHansHoro obpasoBaHus U (unu)
obpasoBaTernbHble yupexgeHns JONONHUTENBHOIO NpodeccnoHansHoro 0bpasoBaHus;

3) Hay4HO-nccrnegoBaTeNbCKME OpraHn3aumm.

4. KnuHuyeckne uccrneqoBaHUSA NeKapCTBEHHbIX MpenapaToB And MeAUUMHCKOrO MpUMEHEHWS
NpoBOAATCA B Mopsigke, yCTaHOBNEeHHOM ctaTeamu 20 - 22 Hactoswero degepanbHOro 3akoHa, Ha
OCHOBaHWW paspelleHnss Ha NpoBefeHNe KIMHUYECKOro MCCrefoBaHus JieKapCTBEHHOro rnpenapaTa,
BblJAHHOIO YMNOMMHOMOYEHHBLIM (befeparnbHbIM OpraHOM WCMOSTHUTENBbHOW BriacTu, B COOTBETCTBUU C
uensamMu, ykasaHHbIMM B 4actu 1 HacToslen cTaTbM. YNOMHOMOYEHHbIM bedepanbHbIi  opraH
UCMNOMHUTENBHOW BMacTu BedeT pPeecTp BblAaHHbIX paspelleHnid Ha MpoBeAeHUe  KINUHUYECKUX
UccrnefoBaHUn NeKapcTBEHHbIX MNpenapaToB, coAepxallumi ykasaHwe Ha WX uenb unu uenu, B
YCTaHOBIIEHHOM 3TUM OpraHoM nopsake.

5. B cny4ae ocyuecTBneHus rocyaapCTBEHHOM peructpaummn nekapcTBEHHOro mnpenapara
rocygapCTBeHHas MoLufvMHa 3a MpoBeAeHne JKCNepTU3bl JOKYMEHTOB Af1S NONyYeHUs paspelueHuin Ha
npoBeAeHne KIMMHNYECKNX NccnegoBaHnii nekapCcTBEHHOMO npenapara Ans MegULMHCKOTO NPUMEHEHNS 1
3TMYECKOW 3KCnepTusbl Npy obpalleHun 3a rocyaapCTBEHHOW pernctpaumen nekapcTBEHHOro npenapaTta
B COOTBETCTBMM C LENbi0 WM LensMu, yKasaHHbIMU B YacTu 1 HacToswen ctaTbu, ynnadvmBaeTcs
OfHOKpaTHO.

6. K opraHusauum nposefeHus KIMHUYECKUX WCCrefoBaHUN fekapCTBEHHOro npenaparta Ans
MEOWNLUMHCKOrO MpUMEHeHns pa3paboTuMkoM flekapCTBEHHOro npenapata MOryT MpuBreKaTbCcs
lopugnyeckne nuua nobon  opraHM3auuoOHHO-NMpaBoBOW  hopMbl  Mpu  ycrioBum — obecneyeHus
COOTBETCTBMA 3TUX UccnegoBaHui TpeboBaHuaM HacTosiwero ®egepanbHOro 3akoHa.

7. KnuHuyeckne wuccrnefoBaHUs NeKapcTBEHHbLIX MnpenapaToB ANA MeOULMHCKOro MNpUMEHEHUs
NpOBOAATCA B MEOWMUMHCKMX OpraHu3aumsix, akkpeAWTOBaHHbIX YMOMHOMOYEHHbIM dedeparnbHbIM
OpraHoM WCNOMHUTENbLHOW BNacTM B Mopsagke, ycTtaHoBrneHHoM [lpaBuTenscTBOM Poccuinckon
depepauymu.

8. [llepeyeHb MeOUUMHCKMX OpraHusauun, WMEKLWMX npaBo MNPOBOAUTb  KIMHUYECKuNe
nccrneoBaHUS FeKapCTBEHHbIX MpenapatoB Ans MEeOUUMHCKOTO MPUMEHEHWs, U PeecTp BblOaHHbIX
paspeleHni  Ha  NpoBedeHVMe  KIMHWYECKMX  MCCMedOBaHMM  feKkapCTBEHHbIX  MpenapaTos
OnybnMKOBbLIBAIOTCA W pa3MeLLaloTcs YMONHOMOYEHHbIM hefdeparnbHbiM OpraHoOM UCMOSTHUTENbHOM
BNacTu B yCTaHOBMEHHOM MM Mopsiake Ha cBoeM oduumanbHOM canTe B cetn "MIHTepHeT".



Cratba 39. MexayHapogHOEe MHOrOLEHTPOBOE KITMHMYECKOE WCCNedoBaHMe JeKapCTBEHHOMO
npenapaTta ans MeguUMHCKOrO MPUMEHEHUS UM MOCTPErMCTPaLUOHHOE KITMHUYECKOEe uccnegoBaHue
NeKapCTBEHHOro npenapara Ansi MEANLMHCKOro NpUMEHeHNsI

1. MexagyHapogHOe MHOTOLIEHTPOBOE KIIMHUYECKOE WCCrefoBaHWe NeKapCTBEHHOro npenapara
ANst MeJWLMHCKOrO NpuMeHeHnst Ha TeppuTopumn Poccuiickon ®egepaunn nnv NOCTpPerMcTpaunoHHoe
KNMHUYECKOE MccrefoBaHne NekapcTBEHHOro npenaparta aAnsg MeauuMHCKOro NpUMEHEHUs NPoBOANTCS
Ha OCHOBaHMW paspelleHns Ha NpoBedeHne KINMHUYECKOrO UCCNeaoBaHWs NeKkapCcTBEHHOro npenapara,
BblJAHHOIO YMNOMHOMOYEHHbIM bedeparibHbiM  OpraHoOM WCMOMHUTENbHOW Bnacty No pesynbraram
3KCNepTM3bl JOKYMEHTOB, HEOBXOOUMBIX ANS NONYYEHUS paspeLleHns Ha NpoBeaeHne MeXayHapoaHOro
MHOFOLLEHTPOBOrO KNMHNUYECKOrO UCCNEeAoBaHWs NEeKapCTBEHHOro npenapaTa UM NoCTperncTpaumoHHOro
KNMHUYECKOrO MCCNefoBaHMA NekapCTBEHHOMO npenapaTta, U 9TUYECKOW SKCNepTuU3bl.

2. [Ons nomyyeHus paspelleHuMsl Ha npoBedeHMe MEeXAyHapoOHOro  MHOrOLEHTPOBOro
KMMHUYECKOTO WCCNedoBaHNs FeKkapCTBEHHOrO mnpenapata Ans MEeAULUHCKOTO MPUMEHEHWS UMK
NOCTPErncTPaLMoOHHOIO KIMHWMYECKOTO UCCReoBaHUS JNeKapCTBEHHOroO npenapaTta Ans MeavLMHCKOro
NPMMEHEHNS B  YMNOMHOMOYEHHbIN bedepanbHbii  OpraH  MCMOMHWUTENBHOW BnacTu  3asaBuUTENb
npeacTaBnseT:

1) 3asBneHMe O Bblgade paspelleHns Ha MpOoBeAEHUE MEXOYHapoOHOro MHOFOLLEHTPOBOro
KMMHUYECKOrO UCCNefoBaHWs feKapCTBEHHOro npenapata Ans MeAUUUHCKOrO MNPUMEHEHUS  UIn
NOCTPErnMcTPaLMoOHHOIO KIMHUYECKOrOo UCCReAOBaHUSA feKapCTBEHHOro npenapaTta Ans MeguLMHCKOro
NPUMEHEHNS;

2) [OKYMeHT, noATBepXdarLWwni ynnaTty rocygapCTBEHHON MOLWNMHBLI 3a BblAavy paspelueHns Ha
npoBedeHne MexAyHapOAHOrO0  MHOFOLEHTPOBOMO  KIMHWYECKOro UCCMeAOBaHUSA  NeKapCTBEHHOro
npenapaTa gnsg MeauLMHCKOro NPYMEHEHNS U FTOCYAapCTBEHHON MOLUMNMHBI 3@ Bbl4ayy paspeLleHus Ha
npoBedeHNe MNOCTPErMCTPaLMOHHOIO KIMHUYECKOro MCCredoBaHMs JeKapCTBEHHOro npenaparta Ans
MEOULMHCKOTO NPUMEHEHNS;

3) oT4eT O OOKNMHMYECKUX UCCREeOBaHUSIX NEKapCTBEHHOIO CPEACTBa M OTYET O MPOBEAEHHbIX
paHee KINMHUYECKUX UCCNefoBaHUsIX NIeKapCTBEHHOro npenapara Afis MeanuUMHCKOro NpuMeHeHnst (npu
Hanu4un);

4) npoekT MpOTOKONa KIMHWYECKOTrO MWCCNedoBaHWs  NIeKapCTBEHHOro npenapaTta Ans
MEOULMHCKOTO NPUMEHEHNS;

5) 6powutopy nccneposarens;

6) WHMOPMAUMOHHBIA FUCTOK MNauMeHTa, Y4acTBYKOLLEro B KIMHUYECKMX UCCNeaoBaHMNAX
nekapCTBEHHOro npenaparta Ans MeguLUMHCKOro NPUMEHEHNS;

7) cBegeHnst o6 onbiTe paboTbl uccnegoBaTenen NoO COOTBETCTBYIOLWIMM CreumanbHOCTAM U KX
onbiTe paboTbl NO NPOBEAEHMIO KIMHUYECKUX UCCIIef0BaHN;

7.1) cBefgeHWss O MEOMLMHCKMX OpraHu3auusx, B KOTOpbIX MpeanonaraeTca npoBefeHue
KNMMHUYECKOTO MCCMEeAOBaHMSA flekapCTBEHHOro npenapata Ans MeguuMHCKOro NpUMeEHEHUsT (MOJTHoe U
COKpalleHHoe HaMMEHOBaHWUs, OpraHuM3auMoHHO-NpaBoBasi (opMa, MECTO HaxOXAEHUA W  MeCTo
OCYLLECTBMEHUS OeATenbHOCTWN, TenedoH, Tenedakc, aapec 3NeKTPOHHOW MOYTbl  MeOULIMHCKOWM
opraHusauun);

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

7.2) npepgnonaraemble CpOKW MPOBEAEHUSA  KIMHWYECKOro WCCreaoBaHWUs  NeKapCTBEHHOro
npenapaTa 4ns MeAMLUUHCKOro NPUMEHEHUS;

(n. 7.2 BBegeH ®epepanbHbiv 3akoHoMm oT 11.10.2010 N 271-$3)

8) konuo goroBopa 06s3aTenbHOr0 CTPaxoBaHUS, 3aKMHOYEHHOro B COOTBETCTBMU C TUMOBLIMMU
npaeBunamy 006SA3aTeNbHONO CTPaxoBaHUA, C YyKa3aHWeM MNpeAenbHOM YMCIEHHOCTU MNaLMWEHTOB,
YyYacTBYKOLINX B KIWHWYECKOM WCCREeNOBaHUM FEeKapCTBEHHOrO Mpenapata Ans  MeauuMHCKOro
NPYMEHEHNS;

(n. 8 B pea. ®egepansHoro 3akoHa o1 29.11.2010 N 313-$3)

9) uHdoOpMaLMio O CcoCTaBe JIeKapCTBEHHOro npenapara Ans MNOJIyYeHUs paspelleHnst Ha
npoBedeHNE MeXOYHApPO4HOrO MHOFOLLEHTPOBOMO  KIMMHWYECKOro UCCMEeLOBaHUSA  NIeKapCTBEHHOIO
npenapata 4ns MeaMUUHCKOro NpuMeHeHus;

10) OOKYMEHT, COCTaBIIEHHbIA MPOM3BOOUTENEM JIEKAPCTBEHHOrO Mnpenapata W COoAepXaliun
nokasatenu (xapakTepucTuku) FeKkapCTBEHHOro mnpenapaTa, MpPOW3BEAEHHOro Ans MpoBeAeHWus
KMMHUYECKUX NCCrIeg0BaHNN.

(n. 10 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. B cpok, He npeBbiwatowmn natn paboumx AHen co OHS NPUHATUS YKa3aHHOro B MyHKTe 1 4yactu 2
HacTosILLEN CTaTbM 3asABMEHNS U HEOBXOOMMBbIX OOKYMEHTOB, YMONTHOMOYEHHbIV heaepanbHblil opraH
WCNOMHMTENBHOW BNacTu:

1) NpoBOAUT MPOBEPKY MOJIHOTbLI U OCTOBEPHOCTU CBEOEHUI, CoaepXKalluxcsa B NPeacTaBeHHbIX
3a8BUTENEM LOKYMEHTAX;



2) NpUHMMaET peLleHne O MpPoBeAeHNN IKCNepTM3bl AOKYMEHTOB AN MOMyYeHUs paspelleHus Ha
npoBedeHne MeXOyHapO4HOrO0 MHOFOLEHTPOBOMO  KIMHWYECKOro UCCMe4OBaHUSA  NIeKapCTBEHHOrO
npenapaTta Anst MeQULMHCKOTO NMPUMEHEHWUST UM NOCTPErMCTPaLMOHHOIO KITMHUYECKOro MCCneaoBaHus
rniekapCTBEHHOro npenapaTa AN MeAWLMHCKOro MPUMEHEHNS 1 3TUYECKOW 3KCnepTunabl NMnbo o6 oTkase B
NpOBEAEHUN YKa3aHHbIX IKCNEepPTUs;

3) yBegomnsieT B MMCbMEHHON hopMe 3asiBUTENS O MPUHSTOM PELLEHVM UIU B Cydae NpUHATUS
pelleHns o6 0TKase C yKkazaHWeM NpuYnH Takoro oTkasa.

4. OcHoBaHVEeM Afia OTKasa B NPOBEAEHUUN IKCMEPTU3bl AOKYMEHTOB ANs NOMyYeHNs paspeLleHus
Ha npoBedeHUe MeXOyHApOAHOTO MHOrOLEHTPOBOro KIMHMYECKOrO WCCreaoBaHns NeKkapCTBEHHOro
npenapaTta Ans MeguumHCKOro NPYMEHEHUs MM NOCTPErMcTPaLMOHHOIO KIMHUYECKOro MUccneaoBaHus
nekapCcTBEHHOro npenapata Ans MeAUUMHCKOro MPUMEHEHUS U 3TUYECKOW SKCNepTu3bl SABMSeTcs
npeacTaBneHne AOKYMEHTOB, MPeayCMOTPEHHbIX YacTblo 2 HacToswen cTatbW, B HENONHOM obbeme
nnbo oTCcyTCTBME B MpeacTaBeHHbIX AOKYMEHTax MCYEPnbIBaOLWLEro NepeyHs Heobxoaumblx cBegeHui
Unun nHdopmMaLmmn, KOTopble AOMKHbI OblTb OTPaXXEHbI B HUX.

5. TlpoBegeHue 3KcNepTM3bl [OKYMEHTOB [ANs MOJMydeHUS paspelleHnss Ha npoBedeHue
MEeXOYHapO4HOIO MHOFOLEHTPOBOIO KITMHWYECKOrO MWCCredoBaHMsA MeKkapCTBEHHOro npenapaTta Ans
MEOULMHCKOTO MPUMEHEHNS UMM NOCTPErMCTPALMOHHOIO KITMHUYECKOTO UCCefoBaHUS NekapCTBEHHOIO
npenapata And MeAWLUMHCKOrO MPMMEHEHUS U 3TUYECKOW 3KCNepTM3bl M Bblgava paspelleHusd Ha
npoBedeHne MexOyHapOAHOrO0  MHOFOLEHTPOBOMO  KIMHWYECKOrO  UCCNedoBaHWUs  NeKapCTBEHHOro
npenapaTta Ans MeguuMHCKOro NPUMEHEHWs UM NOCTPErncTPaLMOHHOIO KIMHWYECKOro nccneaoBaHns
nekapcTBEHHOro npenapara AN MEeAWMUMHCKOro NPUMEHEHWs OCYLECTBASATCA B Nopsgke,
ycTaHoBneHHoM ctatbammn 20 - 22 HacToswero PefepansHOro 3akoHa.

6. PeweHns 06 oTkase B NpoBeAeHUN IKCMEPTU3bl AOKYMEHTOB AN NONyYeHUs paspelleHns Ha
npoBedeHNE MeXOYHApO4HOrO MHOFOLLEHTPOBOMO  KIMHWYECKOro UCCMeLOBaHUSA  NIeKapCTBEHHOIO
npenapaTta Anst MeQULMHCKOTO NMPUMEHEHNS UMW NMOCTPErMCTPaLMOHHOIO KITMHUYECKOro MCCneaoBaHus
nekapCTBEHHOro npenapata Ans MeOUUMHCKOrO NPUMEHEHWUsT U 3TUYECKOW 3JKCnepTu3bl U B Bblgade
paspelleHnss Ha npoBedeHVMe MEeXAYHapOAHOr0 MHOMOLEHTPOBOIO KIMHMYECKOTO MCCreaoBaHus
rnekapCTBEHHOro npenapara Anst MeguUMHCKOro NPUMEHEHWS UK NOCTPErMCTPALMOHHOMO KITMHUYECKOTO
nccrneoBaHus NIekapCcTBEHHOro npenapara anst MeAUUMHCKOrO MPUMEHEHUS MOTyT ObiTb 06KanoBaHb! B
nopsiake, yCTaHOBIEHHOM 3akoHogaTencTBoM Poccuiickon ®epepauun.

Cratba 40. [lpoBegeHve KIMHWYECKOrO MWCCNeAoBaHWs MeKapCTBEHHOro npenapara Ans
MEeOULMHCKOTO NPUMEHEHNS

1. PykoBoguTens MeguLMHCKOM opraHum3auuu, KoTopasi NPOBOAUT KIMHMYECKOE WCCreAoBaHue
nekapcTBeHHOro npenapata Ans  MeguUUHCKOro  NPUMEHeHWs, HasHavaeT uccrnegosaTens,
OTBETCTBEHHOIO 3a MPOBEAEHWE TaKOro MWCCNEAOBaHWA U UMEKLWEero neyvyebHyl CchneumanbHOCTb,
COOTBETCTBYIOLLYIO NPOBOAMMOMY KMMHUYECKOMY WCCREedOBaHUI0 JlekapCTBEHHOro npenapara, co
cTaxem paboTbl NO MporpaMMaM KIIMHUYECKUX MCCMEeAOBaHMIM JNIEKAPCTBEHHBLIX NpenapaTtoB He MeHee
YyeM nNATb NeT M No ero nNpeanoXeHWt HasHayaeT couccrnegoBaTenen M3 4ucna Bpadvyen 3TOu
MeaWLMHCKON opraHu3saLmm.

2. Nccneposartene OCywWecTBASET BblIGOp MaUMEHTOB, KOTOPbIE MO MEAWMLMHCKAM MOKa3aHUAM
MOryT ObiTb NMPUBMAEYEHbI K Y4acTUO B KIMMHUYECKOM WCCRefoBaHWM NEKAPCTBEHHOrO npenapaTta Ans
MEANLIMHCKOro NPUMEHEHNS.

3. WVccnepmoBaTtens u couccrnegoBaTeNnu [JOMMKHbl  ObiTb  O3HAKOMIMEHBI C  pe3ynbTaTamu
OOKMMHMYECKOrO  UCCNefOBaHWsl  NIEKAapCTBEHHOr0  CpeAacTBa, cogepxawmmmca B Bpowtope
uccnegosarens, NPOEKTOM NPOTOKOMa KMWMHUYECKOro UccnefoBaHus fekapcTBEHHOro npenapaTta ansg
MEeOULMHCKOTO NMpUMEHeHUs1, pa3paboTaHHbIM pa3paboTyYMKOM NeKapCTBEHHOMO MpenapaTta UM UHbIM
opuan4eckMMm nuuoM, MNpuBNEKaeMbiM K OpraHusauum npoBeAeHUs KIUHUYECKOro UccrefoBaHus
nekapcTBeHHOro npenapata Ang MeOUUUHCKOrOo MpPUMEHEHUs, W OpyruMuv martepuanaMmy  Takoro
uccnegoBaHus.

3.1. PykoBogutenb MeAMLMHCKOW OpraHn3auum B CPOK, HE MPEeBbILLAILWMIA Tpex paboumx OHeW co
OHs1 Hayana npoBefeHus KNMHUYECKOro MCCreAoBaHUS NeKapCTBEHHOrO npenapara ansg MeguLMHCKOro
npuMeHeHnsi, coobaeT 06 3TOM B YNOSIHOMOYEHHBIN doefeparbHbiA OpraH MCMOMHUTENbHOW BracTH,
BblAaBLUWIA pa3pelleHne Ha NpoBefeHne Takoro uccnegoBaHus, no yCTaHOBIEHHON UM chopme.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHusaumm, OCYLLECTBIAIOLINE OpraHn3aumio NpPoBEeAEHUS KIMHUYECKOTO MCCnegoBaHus
NEKapCTBEHHOro npenapata Aansg MeLULMHCKOTO MPUMEHEHUS U yKa3aHHble B 4actm 3 cratbu 38
HacTosiwero ®efepanbHOro 3akoHa, B crydae HeobxoOAMMOCTM BHECEHUS WM3MEHEHWI B MPOTOKON
KNMMHUYECKOrO UCCNefoBaHUS NekapCTBEHHOrO npenapara Ans MeguUUHCKOro NpUMeHeHus coobLuatoT
006 3TOM B YNONMHOMOYEHHbIV dhedeparbHbI OpraH UCMOMHUTENBHOM BNacTW, BblAABLUMIA pa3peLleHme Ha
npoBefeHne Takoro uccneoBaHus, No yCTaHOBNEHHOW UM chopme.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-d3)



4.1. dopma cooOLEHNST O BHECEHMM WU3MEHEHWA B MPOTOKON KIMHMYECKOrO MCCnegoBaHus
neKkapcTBEHHOro npenapata Ang MeguMUMHCKOTO MpUMEHEeHUs [JOfKHa codepxaTb crnegyowme
cBedeHus:

1) HaMMeHoBaHne, NOeHTUOUKALMOHHBLIN HOMEP 1 AaTa NPOTOKOMA KIMHUYECKOro UCCnegoBaHus;

2) paTa BHECEHMSI UBMEHEHWIA B MPOTOKOI KITMHUYECKOIO UCCeAoBaHUs;

3) HaMMeHOBaHME N MECTO HaXOXOEHUSA 3asBUTENS;

4) HaMmeHOBaHWe opraHusauuu, NpUBNeYeHHOW pas3paboTyMKOM NeKapCTBEHHOro npenaparta K
opraHusaumv npoBeaeHUs KINMHNYECKOro NccneaoBaHus (Npu Hannyun);

5) HaumeHoBaHMA M MeCTa HaXOXAEHUS MeOULUHCKUX OpraHu3auun, B KOTOPbIX MpoBOAUTCSA
KITMHMYEeCKoe nccnegoBaHue;

6) Oata BblgauM paspelleHusl Ha MpoBeAeHME KIMHUYECKOro uccnegoBaHuMst U HOMep 3TOoro
paspeLleHus;

7) N3MEHEHMS1, BHOCUMbIE B NMPOTOKOJT KITMHNYECKOrO UCCIeA0BaHUS.

(4acTb 4.1 BBegeHa deaeparnbHbiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpokK, He npeBbllWaWun TpuguaTtn paboymx gHen co OHSA MOSyYeHUsl yKasaHHOro B YacTu 4
HacTosILLen CcTaTbM COOOLLEHUS, YMNONMHOMOYEHHbI doefeparnbHbii OpraH MCMOMHUTENbHOW BracTu
paccmaTtpuBaeT 3TO COOOLEeHNe B YCTAHOBIIEHHOM WM MOpPSiAKE U NPUHUMAET pelleHMe O BHECEHUU
M3MEHEHNN B NPOTOKON KIMHMYECKOro UCCrefoBaHUsa feKapCTBEHHOro npenapaTta ans MeauuuHCKOro
npUMeHeHNsa nnu ob oTkase BO BHECEHUN TaKUX U3MEHEHU.

6. KnuHudeckoe uvccrnegoBaHWe neKapCTBEHHOro npenapata Ansg MeOUUUHCKOrO MpUMEHEHUs
MOXET ObITb NPUOCTAHOBMEHO WM NPEKpalleHo, ecru B MpoLecce ero npoBedeHust obGHapyxeHa
ONacHOCTb A1 XXU3HW, 340POBbs NAUNEHTOB. B cnyvyae BO3HUMKHOBEHMS ONACHOCTU A1 )KM3HU, 300POBbS
naumeHTa, Yy4yacTBYHWOLIEro B  KIMHUYECKOM WCCMEedOBaHWM NEKapCTBEHHOro npenapata Ansg
MEeAMLMHCKOrO MPUMEHEHMS1, nccrnegoBaTenn o6si3aHbl MpouHgopMmnpoBaTb 06 3TOM pyKkoBOAUTENS
MEOWLUMHCKOM  OpraHMsaunmm W OpraHmsauuio, MNoSMyuyMBLUYKD  paspelleHrMe  YNOSIHOMOYEHHOro
degepanbHOro opraHa MWCMOMHUTENbHOM BRAcTW Ha oOpraHuM3aumio  NpoBeAeHMst  KIMHUYECKOro
nccrnegoBaHns nekapcTBEHHOro npenapaTta. PelleHne 0 NpuoCTaHOBNEHUM KITMHUYECKOTO UCCrefoBaHus
nekapcTBEHHOro npenaparta ans MeguuMHCKOro NPpUMEHEHUs NPUHUMAlOT PYKOBOAUTENb MEOULMHCKOMN
opraHusaumm n (Mnu) opraHnsauus, NonyYMBLLAS paspeLleHre YNoNTHOMOYEHHOro dbeagepanbHOro opraHa
WCMOSTHUTENBHOM BNACTU Ha OpraHu3aunilo NPoBEeAEHUST KIMHUYECKOrOo UCCRNEeAOBaHUSA NeKapCTBEHHOrO
npenapata Ang MEeOULUHCKOrO MNPUMEHEHWs, pelleHMe O nNpeKpaleHUn Takoro uccrnegoBaHus
NPVYHUMAaET YNOMHOMOYEHHbIN deaeparnbHbI OpraH UCNOMHMTENBHOW BNAcTU HA OCHOBaHWM COOBLLEHNSA
B MUCbMEHHOW (OpME PYKOBOAUTENS MEOMLMHCKOM OpraHusaumm Wnu opraHusaumsi, nony4vvBLUas
paspeLleHne yYnonHOMOYEHHOro deaepanbHOro opraHa MWCMOMHUTENbHOW BNAacTU Ha OpraHvM3auuio
NpoBeAEHNS KIMMHUYECKOrO NCCNEeL0BaHNS NEeKapCTBEHHOroO npenapara Ans MeAULMHCKOro NPUMEHEHMS.

7. B cpok, He npeBbllIAWUA NSTU paboymx AHEN CO AHSA 3aBepLUEHMsi, NPUOCTAHOBIIEHUS NN
npekpaLleHns  KIMHMYEeCKOro UCCNefoBaHMs  fleKapCTBEHHOro npenapata gns  MeauuuHCKOro
NpUMeHeHus1, cooblleHne o6 3TOM HampaBnseTcs opraHu3auusMK, ykasaHHbIMW B YacTn 3 ctatbu 38
HacToswero ®efepansHOro 3akoHa, B YNONMHOMOYEHHbIV dhefepanbHbIi opraH UCNONHUTENbHON BracTu
no ycTaHOBMEeHHOW UM chopMe.

8. dopma coobuieHuss O 3aBeplUeHWMM, NPUOCTAHOBMEHWMM WU NpeKpaweHUn KIMHUYECKOro
nccnegoBaHms NekapCTBEHHOro npenapara ansg MeguuuHCKOro NnpuMEHeHUs A0SMKHa CoaepXKaTh:

1) wHbopmaLno 0 MEeOULMHCKON OpraHM3auun uUnm MeauUMHCKUX OpraHuM3auumsix, NpoBOAUBLUNX
AaHHOe uccregoBaHue;

2) onucaHne AaHHOro uccrnenoBaHus;

3) oaHHble uccnegosatensa (dhamunus, UMsi, OTYECTBO, MECTO paboThl, 3aHMMaeMas OOJMPKHOCTb,
cneumanbHOCTb, CTax paboTbl MO nporpaMmam  KIMHUYECKMX WCCREeAOBaHUA  NeKapCTBEHHbIX
npenapaToB, MNepeYeHb KIMHWYECKMX WCCReAoBaHUN EeKapCTBEHHbIX MpenapaTtoB, B KOTOPbIX OH
npuHUMan ydyactue (nepnodbl y4actus) B Ka4ecTBe nccrnegoBaTens unm couccnegoBarens);

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

4) pesynbTaT [aHHOrO uccrneoBaHWs (3aBeplueHue, MNPUOCTaHOBIIEHUE WNKU MpekpalleHve
AaHHOIO MccneaoBaHns C yKasaHMeM UX NPUYUH U BIMSIHUSE HA OLEHKY ero pesyrnbTaToB, OOLLyl0 OLEHKY
pucka 1 OXmaaemowm Mnofb3bl OT MPUMEHEHMS MCCIeQyeMOro JeKapCTBEHHOrO npenapaTta, a Takke
npegnonaraemMble ganbHenwme gencTaus).

9. YNOnMHOMOYEHHbIN dedepanbHbIi  OpraH WUCMOMHMTENbHOW Bractu onybnukoBbIBAET U
pasvellaeT Ha CBOeM oduumanbHoM cante B cetn "UHTepHeT" cooOweHne o 3aBepLUeHuM,
NMPUOCTAHOBIIEHUN WUIM MPEKPALLEHNN KIMHUYECKOrO MCCNenoBaHWUsi NEKapCTBEHHOro npenapaTta ans
MEAVLIMHCKOrO NMPUMEHEHUS B CPOK, He MpeBbillaloWwmi NaTM paboumx gHen co OHSA ero nonydeHusi, B
YCTaHOBMEHHOM UM Nopsiake.

10. YnonHoMo4eHHbIN cheaepanbHbIi opraH UCNOMHUTENBHOW BriacTWM OCYLECTBNSET BedeHue
peecTtpa uccrnegosaTtenien, NpPoOBOAALMX UMM MNPOBOAMBLUMX  KIIMHMYECKME  UCCrefoBaHus
nekapcTBeHHbIX MpenapaTtoB Ans MeAULMHCKOro NpUMEHEHUs, B COOTBETCTBUN C YTBEPXKAEHHbIMU UM
npasunaMmy 1 pasmellaeT ero Ha cBoeM oduumansHOM cante B ceTn "MIHTepHeT" B YCTAHOBMEHHOM UM



nopsagke. YKasaHHbI peecTp COOEPXKUT WHGOPMaUWUo, MPeayCMOTPEHHY MNyHKTOM 3 4actm 8
HacTOsILLEN cTaTbu.

11. OTyeT O pesynbTatax KIMHWYECKOrO WCCNedoBaHNs IeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO NPUMEHEHNsI COCTaBMAETCS OpraHu3aumen, yka3aHHom B YyacTn 3 ctatbi 38 HacTosLero
dPepnepanbHOro 3akoHa, Ha OCHOBAHWMM 3aKIIOYEHWA MEOUUMHCKMX OpraHusauuin, NpoBOAUBLUMX 3TO
uccrnegoBaHue, U NpPeacTaBnseTcsl B YNOMHOMOYEHHbIN dpedeparnbHbli OpraH UCMONTHUTENBHOW BMacTHy,
BblAaBLLWI pa3peLleHre Ha NpoBeAeHNE 3TOro UCCneaoBaHusl, B CPOK, He NPEBbLILLALLNA TpeX MecsLEeB
CO [HS ero 3aBepLleHnd, MPUOCTAHOBMNEHUS WNAM MpekpalleHus, B nopsiake, YCTaHOBEHHOM
YNOMHOMOYEHHbIM (beepanbHbIM OpraHOM UCMOMHUTENBHOW BNAaCTW.

12. HapyweHne npaBun KNUHUYECKOW NpakTuku, danbcudukaums pesynbTaToB KIMHUYECKOro
uccneaoBaHMsl NEKapCTBEHHOro npenapata  Ans  MeauUMHCKOro MpUMEHEeHus BriekyT 3a cobou
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccunckon ®epepauun.

13. Tlpu npoBegeHWN KNMHWYECKOTO MWCCIeAoBaHWsS  NEeKapCTBEHHOro npenapata Ans
MEeOULMHCKOrO MpUMEHeHMs gonyckaeTca 3abop y nmaumeHToB Guonormdeckux matepuanoB (obpasubl
OMonorMyecknx KMOKOCTEW, TKaHeW, CEeKpeToB U MNPOAYKTOB KM3HEOESATENbHOCTM  YerioBeka,
PU3MONOTMYECKUX U MATONOrMYECKUX BbIAENEHMIN, MasKoB, COCKOOOB, CMbIBOB, MMWKPOOPraHW3moB,
OvoncuiHbIN MaTepuan) ans ux udydeHuss Ha Tepputopumn Poccuiickon ®epepauumn n (unu) 3a
npegenamu Tepputopun Poccuinckon degepaumu.

14. MNopsagok BBo3a Ha Tepputoputo Poccuinckon denepaunm n BoiBo3a 3a npefensl Tepputopun
Poccuiickon ®epepaumm Guonormyeckux matepuanos, MOMYYEHHbIX NpU NPOBEAEHUU KITUHUYECKOro
nuccneaoBaHMs  NIEKApCTBEHHOro npenapata  Ans MeOMUMHCKOrO MNPUMEHEHWUs, YyCTaHaBnuBaeTCsl
MpasuTtenscteom Poccuiickon ®eaepaunn.

Cratbs 41. lD,OI'OBO[.') O npoBegeHnn KInnHM4YeCcKoro nccriegoBaHuA nekapCTtBeHHOro npenaparta gnsa
MeaNLUMHCKOro npuMeHeHund

1. KnunHnyeckoe wnccnegoBaHWe NekapCTBEHHOro npenapata Ans MeAMUMHCKOro MNpUMEHEHMS
NPOBOAMUTCS B COOTBETCTBMM C JOFOBOPOM O NPOBEAEHUN KITMHUYECKOTO MCCeaoBaHusi NeKapCTBEHHOMO
npenapata Ans MeOMUMHCKOTO MPUMEHEHUS], 3aKMYaeMblM MeXAy OopraHu3auuen, nony4vmBLLEN
paspelleHne yYnonMHOMOYEHHOro dedepanbHOro OpraHa MWCMOMHUTENbHOW BNAcTU Ha OpraHvM3auuio
NpoBeAEeHNA Takoro UccnefoBaHus, U MeOWMUMHCKOM OpraHu3auuen, OCyLLEeCTBRSAILWENn npoBeaeHue
TaKoro uccrenoBaHus.

2. [oroBop O npoBeAEeHMM KIMHUYECKOrO WCCReAOBaHUA feKapCTBEHHOro npenapaTta Aans
MEOMLMHCKOro NPUMEHEHMUS OOIMKEH COAepXaThb:

1) ycnoBus n CpoKn NpoBeAeHNst 4aHHOIO UCCNeAoBaHUS;

2) onpegeneHve obLien CTOMMOCTU MporpaMMbl AaHHOTO WCCMEeAOBaHUS C YKasaHWEM CYMMbl,
npegHasHavatoLLencs Ansg BbinnaTt uccregoBaTensam, couccnegoBaTensm;

3) onpegenenne @OpMbl  NPeACTaBNEHMS  pe3ynbTaToB  [AHHOrO  UCCregoBaHus B
YNOMHOMOYEHHbIN heaepanbHbIi opraH UCMOMHUTENbHOW BracTu.

CraTbsa 42. ®dnHaHcoBoe obecrneyeHne KNMHUYEeCKOro MCCriedoBaHMs NekapcTBeHHOro npenapara
Anst MegULUUHCKOro NpUMeEHeHUs!

®duHaHcoBoe obecneyeHne KIMHMYECKOrO WCCNEeAOBaHUSA JEeKapCTBEHHOro mnpenapara  Aans
MEeAMLMHCKOro NpUMEHEHUS OCYLLIECTBIISETCS 3a CYET:

1) cpencTte dhegepansHoOro GroopxkeTa;

2) cpefcTB oOpraHv3auui, MOMyYMBLUMX pas3peLleHVe Ha OpraHM3auuio NpoBefeHUs AaHHOro
nuccrnegoBaHusi, B COOTBETCTBUM C YCIIOBMSIMI JOrOBOPA O €0 NMPOBEAEHNN;

3) MHbIX He 3anpeLLeHHbIX 3akoHoaaTenbCTBOM Poccunckon defepaumm NCTOUHUKOB.

CraTtbs 43. I'IpaBa nayneHToB, y4acTBYyWOLWUX B KIMHUYECKOM UCCenoBaHUU JeKapCTBEHHOIo
npenaparta gna meamunHCKoOro npuMeHeHus

1. YyacTme nauMeHTOB B KIMHWYECKOM WCCMegoBaHUM JleKapCTBEHHOro npenapaTta Ans
MEAWLIMHCKOro NPUMEHEHUS ABMSIETCS AOOPOBOSIbHBIM.

2. TlauneHT unu ero 3aKkOoHHbIN NpeacTaBUTENb LOMMKEH ObiTb MH(OPMUPOBAH B MUCbMEHHOMN
dopwme:

1) 0 nekapcTBEHHOM npenapaTe And MeAUUMHCKOrO MPUMEHEHMSI U CYLLUHOCTU KITMHUYECKOro
nuccneaoBaHus aTOro NekapCTBEHHOro npenapara;

2) o 6e30nacHOCTM NEeKapCTBEHHOIO npenaparta 418 MeAULMHCKOro NPUMEHEHMS, ero OXXngaemomn
3(pPeKTUBHOCTM U CTENEHN pUCKa AN NaUUeHTa;

3) 06 ycrnoBusix y4acTusi naumeHTa B KNMHUYECKOM UCCIefoBaHUM IekapCTBEHHOMO NpenapaTta Aans
MeAULIMHCKOro NPUMEHEHNS;



4) o uenu wvnM uUensax M MPOAOIHKUTENBHOCTU KIMHUYECKOrO WCCeoBaHUs NeKapCTBEHHOro
npenapaTta ana MeguLMHCKOro NpUMeHEeHUs;

5) o pencTBuax nauMeHTa B clnyyae HenpenBUOEHHbIX 3MEKTOB BMUSIHUS JIEKAPCTBEHHOMO
npenapaTa ana MeauUMHCKOro NpUMMEHEHUs Ha COCTOSIHNE ero 300POoBbS;

6) 06 ycrnoBusix 0683aTeNbHOIO CTPaxXoOBaHWUS XXWU3HW, 300POBbs NALMEHTA;

7) O rapaHTusiXx KOH(UOEHUMANbHOCTU Yy4acTus MauueHTa B KIWHWYECKOM MCCeaoBaHWM
nekapcTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHNS.

3. JobpoBonbHOE cornacue nayueHTa Ha yyacTue B KNMHUYECKOM UCCreLoBaHUN NeKapCTBEHHOro
npenapata Ans MegULMHCKOTO MPUMEHEHUs NOATBEepXOaeTcs ero noamnucbio UnM NOANUCHIO ero
3aKOHHOro NpeacTaBuUTENst Ha UHPOPMALIMOHHOM MNNCTKE NaumeHTa.

4. lMaumeHT wunNu ero 3aKOHHbIM NpeacTaBUTENb WMMEeT NpaBO OTKasaTbCA OT ydacTus B
KNUHNYECKOM WUCCNeAoBaHUM NeKapCTBEHHOro npenapara Ans MeauuMHCKOro npuMeHeHus Ha nobown
cTaguu NpoBedeHNs Takoro nccnegoBaHus.

5. lpoBegeHne KNUHUYECKOro UCCrefoBaHWS NeKapCTBEHHOro npenapata Ansg MeauuMHCKOro
NPUMEHeHNs ¢ y4acTMeM B KayecTBe MauMeHTOB JeTelr JOoNyCcKaeTcs TONbKO C cornacus B NMUCbMEHHOM
dopme unx poautenewn, ycoblHoBUTenen. [etu MoOrytT paccmatpuBaTbCd B KadeCcTBe MOTeHLUMarnbHbIX
NauMeHTOB Takoro MWCCneaoBaHus, TOMbKO €CnvM ero npoBedeHue HeobOXoaumo Anis  YKpenneHus
300pOBbs AeTen UM NpodUNaKTUKN MHAEKLMOHHBLIX 3aboneBaHuin B AeTCKOM Bo3pacte nubo ecnm
Lenbio Takoro MccrnefoBaHus SIBNAETCHA MonydeHue OaHHbIX O Haunyyllen OO03MPOBKE NeKapCTBEHHOro
npenapaTta gns neyeHuss geten. B aTux cnyvasx TakoMy WCCNEeAOBaHWUI0 OOIDKHO MNpealecTBoBaTb
KNUHMYECKoe WCCrnedoBaHME JNeKapCTBEHHOro npenapata  Ansg  MeOUUMHCKOrO NPUMEHEHWs Ha
COBEPLLEHHOMETHUX rpaxaaHax.

6. Banpelaetca npoBefeHUE KIUHUYECKOrO MWCCNeaoBaHWUs fEKapCTBEHHOro npenaparta Aansd
MeaWLMHCKOro NpUMEHeHUs ¢ y4acTMeM B KayecTBe naLMeHTOoB:

1) AeTen-cMpoT 1 AeTewn, ocTaBLuMXca 6e3 noneyeHns poanTtenem;

2) XeHWWH B nepuos OepemMeHHOCTW, XEHLWMH B Nepuos rpygHOro BCKapMIMBaHWS, 3a
UCKINIOYEHMEM CriyyaeB, eCcrniv npoBOAUTCH KIMHUMYECKOe uccrnefoBaHWe fnekapCcTBEHHOro npenapara,
npegHa3Ha4YeHHOro ANS YKa3aHHbIX XKEHLUWMH, NpWu YCroBUM HEOOXOAMMOCTU MONy4YeHUst MHOopMaLmm
TOMBbKO BO BPEMs MNPOBEAEHMS COOTBETCTBYHOLUUX KIUHWYECKUX WCCNeaoBaHWA U MNPUHATUS BCexX
HeobXxooMMbIX Mep MO WCKIIOYEHUIO pUCKa HaHEeCeHus Bpeda XeHwuHe B nepuo GepemeHHOCTH,
XEHLLUMHE B nNepuop, rpyaHOro BCKapMnmnBaHus, nnogy unv pebeHky;

3) BOEHHOCNYXaLUMX, 3@ WCKIIOYEHMEM Cry4yaeB MNPOBEAEHMSI KITMHWUYECKOro WCCrneaoBaHus
NeKapcTBEHHOro npenapara, crneuvanbHO pa3paboTaHHOro And MPUMMEHEHUS B YCIOBUSIX BOEHHbIX
OENCTBUW, 4Ype3BblYalHbIX CUTyauui, nNpoUNakTMKM U nedyeHus 3aboneBaHun W NOPaKEHWUW,
NMONyyYeHHbIX B  pe3ynbTaTte BO3OEUCTBUA  HEOMaronpusiTHbIX — XUMWUYECKMX,  Buonornyeckux,
paguauunoHHblx ¢akTopoB. KnvHuyeckoe uccrnefoBaHWEe Takoro NeKapCTBEHHOro npenapata MoXeT
NPOBOAMUTLCS C y4acTUEM B Ka4YeCTBE NaLMeHTOB BOEHHOCIYXaLlMX, 32 UCKMIoYEHUEM BOEHHOCNYXaLUuX,
NPOXOAALLMX BOEHHYKO cnyxby no npuabiBy, ¢ cobnogeHnem TpeboBaHNUii, YCTaHOBMEHHbBIX HACTOALLUM
degepanbHbIM 3aKOHOM B OTHOLLEHWUW FPaXKaaHCKUX NiL;

4) cOTpYyaHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTObIBalOLWMX HakazaHMe B MecTax NULIEHUss cBODOAbl, a Takke Nuy, Haxoasawmuxcsa nojg
CTpaxeun B CreACTBEHHbIX N30NATOpaX.

7. [onyckaeTca npoBedeHUEe KIMHMYECKOrO MWCCneaoBaHWs IeKapCTBEHHOro npenaparta Ans
MEOWLIMHCKOro NPUMEHEHNs, NpeaHa3Ha4YeHHoro Ansi eYeHnsa ncuxmdeckmx saboneeaHum, ¢ yyactmem B
KayecTBe NauueHTOB ML C NCUXUYECKMMN 3a60neBaHnsMM, NMPU3HAHHbLIX HEAEECNOCOOHbBIMM B NOPSIAKE,
yCTaHOBMEHHOM  3akoHofdaTtenbcTBom  Poccuiickon  ®depepaumn.  KnvHuyeckoe  uccrnegoBaHue
nekapcTBeHHOro npenapara B 9TOM criyyae NpoBOAMTCSH NPU HanuuuMu cornacus B NMCbMEHHOW dopme
3aKOHHbIX NpeacTaBUTenNen ykasaHHbIX Nuu,.

Cratbss 44. O6sizaTenbHoe CTpaxoBaHMe XWu3Hu, 300pOBbA NauueHTta, Yy4yacTBywuwEero B
KIMMNMHNYECKOM nccnenoBaHmn nekapCcTtBeHHOro npenaparta and MeguumHCKOro npuMmeHeHuns

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

1. OpraHusauusi, nonyyMBlIas paspelleHMe Ha OpraHusaumi NpoBeAEeHUs  KMUHUYECKOro
UCCNefoBaHUs NEKAPCTBEHHOrO npenapata Ans MeOUUMHCKOrOo NpuMeHeHusi, obsizaHa B KayecTse
CTpaxoBaTens CTpaxoBaTb PUCK MNPUYMHEHUS Bpeda >XW3HW, 340POBbI0 MauueHTa B pesynbTate
npoBeaeHUs KMMHUYECKOro UCCreaoBaHWsl NEKapCTBEHHOIO nNpenaparta Anst MEAULMHCKOrO NpUMEHeHNs
3a CBOW CYET NyTEeM 3aKrioYeHNs JOroBopa 06s13aTenbHOro CTpaxoBaHust.

2. O6bekTOM 0653aTENLHOMO CTPaxXOBaHWUS SIBNSIETCH MMYLLECTBEHHbIN WHTEpPEC nauueHTa,
CBSI3aHHbIN C MPUYMHEHWEM BpPeaa €ro >XU3HW UMW 3[0POBbI0 B pe3ynbTate NpoBeAeHNsT KIMHUYECKOro
uccnefoBaHWs NekapcTBEHHOro npenapaTta Ansl MeAULIMHCKOTO NPUMEHEHWS.



3. CtpaxoBbiM criydaem Mo JoroBopy o6s3aTenbHOro CTpaxoBaHUs ABNSETCH CMepTb nauueHTa
Unu yxyaleHne ero 340opoBbs, B TOM 4ucre Briekyliee 3a cobon yCcTaHOBMEeHWe WHBanuAHOCTW, Mpu
HanM4Mn NPUYNHHO-CNEACTBEHHOW CBA3M MEXAY HaCTYMMeHWeM 3TOro cobbITS 1 ydacTueM nauueHTta B
KINMWHWUYECKOM 1CCriefoBaHUN NeKkapcTBEHHOrO npenapara.

4. TpeboBaHus O BO3MeELWEHUN Bpeda, MNPUYMHEHHOTO >KM3HW WM 300POBbI0  NauUMeHTa,
NPeabsaBnATCA B TeYeHWe  CPOKOB  WCKOBOW  [ABHOCTW,  YCTAHOBIEHHbLIX  rpaxaaHCKUm
3aKOHO4ATENbLCTBOM.

5. Paamep cTpaxoBow Bbinnatbl N0 4OroBOpYy 06513aTeNbHOr0 CTpaxoBaHUs COCTaBNsAET:

1) B crnyyae cMepTu nauueHTa ABa MUNMMOHa pybnen Ha Kaxaoro naumeHTa, y4acTBOBaBLUErO B
KNMHUYECKOM 1CCregoBaHUN NeKapCTBEHHOMO Npenapara;

2) npun yxyALlweHnn 340poBbA NaumneHTa:

a) noenekwem 3a cobon ycTaHOBREeHWe MHBaANUAHOCTK | rpynnbl, OOUH MUIIIMOH NSATLCOT ThiCAY
pybnen Ha Kaxgoro nauveHTa, y4acTBOBaBLUEro B KIMHWYECKOM WCCReAOBaHUWM FeKapCTBEHHOro
npenapara;

6) noenekwem 3a cobon ycTtaHoBneHue uHBanugHocTu Il rpynnbl, OAMH MWNAMOH pybnen Ha
KaXx[oro nauueHTa, y4acTBOBaBLUEro B KNIMHUYECKOM MUCCINEeA0BaHWUM NeKapCTBEHHOro npenaparTa;

B) nosnekwem 3a cobon yctaHoBneHwe wHeammgHocTw |l rpynnbl, AATLCOT ThicAY pybrnew Ha
KaXx[oro nauueHTa, y4acTBOBaBLUEro B KNIMHUYECKOM UCCIeA0BaHUN NekapCTBEHHOro rnpenapara;

r) He nosnekwem 3a cobor yCcTaHOBMNEHUSA NHBANNOHOCTU, He Bonee Yyem Tpucta Tbicay pybnen Ha
KaXxgoro nauueHTa, y4acTBOBaBLUEro B KNIMHUYECKOM UCCeA0BaHUN NekapCTBEHHOrO npenapara.

6. Pasmep cTpaxoBbix BbINnaT MOXET ObITb yBENUYEH HAa OCHOBaHWUW peLLeHns cyaa.

7. Cpok goroBopa 06a3aTenbHOro CTpaxoBaHUSA He MOXeT ObiTb MeHee, YeM CpOK nposedeHus
KMMHUYECKOrO MCCefoBaHMsA NekapCTBEHHOro npenapara.

8. Ycnosua poroBopa ob6s3aTenbHOrO CTpaxoBaHWs, B TOM YuCrie CTpaxoBble Tapudbl no
obsa3aTtenbHOMy CTpaxoBaHMWio, nepevyeHb HeoGXOAMMbIX OOKYMEHTOB AN OCYLECTBNEHUS CTPaxoBOW
BbINMaThl, NOPAAOK YCTAHOBIEHWS CTpaxoBaTerneM WHAMBWAOYyanbHOro WAEHTUMUKaAUMOHHOro Koaa
naumeHTa, Nnopagok MHPOPMUPOBAHUA CTpaxoBaTeneM CTPaxoBLUMKa O MPUBMEYEHHBIX K KIUMHUYECKOMY
UCCreoBaHUIO JleKapCTBEHHOro mnpenapaTta Ans MeAULUUHCKOro NPUMEHEHWs nauueHTax, MopsaoK
ynnaTbl CTPaxoBOW NpemMuu, NopsaoK peanusauny onpeaerneHHbiX HacTosawmnm deaepanbHbIM 3aKOHOM U
apyrmmmn  degepanbHbIMW - 3aKkoHaMM MpaB U 0BA3aHHOCTeW CTOPOH NO AOroBopy 06s3aTenbHOro
CTpaxoBaHWUsl yCTaHaBMMBAOTCA TUNOBLIMU MpaBunaMm 06s3aTenbHOro CTpaxoBaHus.

9. B cnyyae npuyvHeHns Bpeaa XM3HW NauueHTa, y4acTBOBaBLUErO B KNMHUYECKOM UCCeaoBaHum
nekapCTBEHHOro mnpenapaTa, Bbirogonpuobpetatensmy Mo [OroBopy o6sa3aTenbHOro CTpaxoBaHWUs
ABMNAIOTCA rpaxgaHe, MMellWMe npaBO Ha BO3MelleHMe Bpeda B Cryvyae CMepTM KopMmunbLa B
COOTBETCTBMM C rPaXAaHCKMM 3aKOHOAATENbCTBOM, NPW OTCYTCTBUU TaKUX FPadKAaH - poguTenu, cynpyr,
AeTN yMepLUero nauueHTa, y4acTBOBaBLUEro B KIMMHNYECKOM McCneaoBaHnM fiekapCTBEHHOTO npenapara,
B Criy4ae CMepTM naumeHTa, Yy4yacTBOBaBLUEro B KIUMHWYECKOM WCCNefoBaHWUM NEeKapCTBEHHOro
npenapata M He WMEBLUEro CaMOCTOSATENbHOIO [A0XO0Aa, - FpaKaaHe, Ha WKOMBEHWUM KOTOPbIX OH
Haxoguncsl, B OTHOLLUEHWM BO3MELLEHUS pacxogoB Ha norpebeHne nauueHTa, y4YacTBOBaBLUErO B
KINMHUYECKOM 1ccneoBaHUM NekapCTBEHHOTO npenapara, - Nuuo, NoHecLlee Takme pacxobl.

10. CrtpaxoBass BbINnata B CYeT BO3MELleHWs Bpeda, MPUYUHEHHOTO J>KU3HWU NauueHTa,
y4acTBOBAaBLLErO B KIIMHWYECKOM UCCRefoBaHUWM NeKapCTBEHHOro npenapara, pacnpegensercs mexagy
BblrogonpuobpeTarensmMmm NnponopLMoHanbHO MX KONMYECTBY B paBHbIX AONSAX.

11. Tlpy HacTynneHum CTpaxoBOro cCry4vyas naumMeHT, Y4acTBOBaBLUMW B  KIMHWUYECKOM
uccrnegoBaHUM  NekapCTBEHHOro  npenapaTta,  BblrogonpuobpeTtatens  BApaBe  NpeabsaBUTb
HenocpeaCcTBEHHO CTPaxoBLLMKy TpeboBaHue 0 BO3MELLEeHUN Npu4mMHeHHoro Bpega. CtpaxoBasd BbinnaTa
OCYLLIECTBMSAETCA CTPaxOBLUMKOM B TeyeHue Tpuauatu AHenW CO AHSA NpeAcTaBreHus HeobXoauMbix
AOKYMeHTOB. lMaLuneHT, y4acTBOBaBLUMIN B KITMHNUYECKOM MCCneaoBaHUM NekapCTBEHHOro npenapaTta, unu
BbirogonpuobpeTtatens 00653aH COOOWMTb CTPaxoBLUMKY ANSA OCYLECTBIIEHUS CTPaxOBOW BbIMfaThl
UHAVBUAYanNbHbIV MASHTUMUKALNOHHBLIMA KO NaLneHTa, YCTaHOBMNEHHbLIN CTpaxoBaTenem B COOTBETCTBUU
C TMNOBbIMM NpaBunamy 0653aTenNbHOro CTpaxoBaHUs.

12. [Jo nonHoro onpegeneHus pasmMepa noanexaiiero BO3MELLEHWI0 Bpeda CTPaxoBLUMK MO
3asBIIEHNIO NauneHTa, y4acTBOBaBLLEro B KIMHUYECKOM UCCIeA0BaHUN NekapCTBEHHOro npenapara, unm
3asBrieHno BeirogonpuobpeTarens Bnpase OCyLEeCTBUTb YacTb CTPAxXOBOW BbiMMaThl, COOTBETCTBYIOLLYIO
dhakTuyeckun ornpeaeneHHon YacTn NpMYNHEHHOro Bpeaa.

13. CrtpaxoBas Bbinata B COOTBETCTBMM C [AOrOBOPOM 00A3aTENbHOIO CTpaxoBaHus
OCYLLECTBMSAETCH HE3aBUCUMO OT Bbinnar, NPUYUTAIOLLMXCH MO APYrMM Buaam CTpaxoBaHus.

14. He ponyckaetca y4acTMe nauuMeHTa B MNpOBeAeHUUM  KIMHWUYECKOro  MccrnefoBaHus
neKkapCTBEHHOro nNpenapara npu oTCyTCTBMM AoroBopa 06513aTenNbHOro CTpaxoBaHus.

15. KoHTpornb 3a WCMOSIHEHWEM oOpraHusaunen, nonyyvmBlUER paspelleHve Ha opraHunsaumio
NpoBeAEeHUs KIMHUYECKOro UCCNeaoBaHWs NekapcTBEHHOro npenapara Ans MeAMUUMHCKOro NpuMeHeHus,
YCTaHOBMEHHOW HacTosLWwen ctaTben 0653aHHOCTM No 00si3aTeNbHOMY CTPaxOBaHMWIO XXW3HW, 300POBbS
nauveHTa, yyacTBylowero (yy4acTBOBaBLUEro) B  KIMHWMYECKOM  UCCMNELOBaHMU  NeKapCTBEHHOro



npenaparta, OCYLIEeCTBMSETCS YNOJNIHOMOYEHHbIM hedepanbHbiM OpraHoM MCMOSIHUTESIbHOM BnacTy,
BblJABLUMM pa3pelleHne Ha NpoBeAeHNe KIMHUYECKUX UCCNed0oBaHNIn NekapCTBEHHbIX NpenapaToB Ans
MELMLMHCKOIrO MPYMEHEHMUS.

Maea 8. MPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPELOCTB
CrtaTtba 45. [pon3BOACTBO NeKapCTBEHHbIX CPEACTB

1. Tpon3BOACTBO NEeKapCTBEHHbIX CPeAcTB AOMMKHO COOTBETCTBOBATb NpasBuiiam opraHusauumu
NPOM3BOACTBA W KOHTPONSA KayecTBa NEKapCTBEHHbIX CPeacTB, YTBepXAeHHbIM [lpaBuTenscTBoM
Poccuiickon ®epepauuu.

2. [lpou3BOACTBO NeEKapCTBEHHbIX CpeacTB  Ha  Tepputopum  Poccunckon  ®epepauuu
OCYLLIECTBMAETCA NPOM3BOANTENSAMMN NEKapCTBEHHbIX CPeACTB, MMELWUMN NIMLEH3NI0 Ha NPON3BOACTBO
neKapCTBEHHbIX CPeACTB.

3. TMpou3BOACTBO NeKapCTBEHHbIX CPeACcTB OcCyllecTBAseTca C cobniogeHunem TpebosaHun
NMPOMBILLMIEHHOTO perfiaMmeHTa, KOTopbIvi yTBEPXAAeTCA PyKoBOAUTENEM NMPON3BOAUTENS NEKAPCTBEHHbIX
CpeactB M BKNoYaeT B cebs nepeyeHb MCMOMb3yemblX apmMaueBTUYEeCKMX CybcTaHuuin K
BCMOMOraTeribHbIX BELLECTB C YyKasaHWeM KONMYecTBa KaKdoro M3 HuX, AaHHble 06 1crnonb3yemMom
obopyaoBaHuM, ONMCaHWe TEXHOMOrMYEeCcKoro npouecca W MEeTOAOB KOHTPOMS Ha BCeX 9aTanax
NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB.

4. lMpwn nponsBoaCcTBE NEKapCTBEHHbIX CPEeACTB MCMONb3ylTca dapmaueBTUYeckme cybcTaHumm,
BKITIOMEHHbIE B rOCYAapCTBEHHbIN PEEeCTpP NeKapCTBEHHbIX CPEACTB.

5. 3anpelaeTca nponsBoaCcTBO:

1) NekapCTBEHHbIX CPEACTB, HE BKIOYEHHbIX B rOCYAapCTBEHHbIN peecTp NekapCTBEHHbIX CPeACTB,
3@ UCKMIYeHVeM feKapCTBEeHHbIX CpeAacTB, MNPOM3BOAMMbBIX ANS  NPOBEAeHWs  KIMHWUYECKMX
nccneaoBaHUiA U Ans IKCnopTa;

2) hanbcnuULMPOBaHHbIX NTIEKApCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTB 6€3 NMMLUEeH3NM Ha NPOU3BOACTBO NleKapCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CpPeACTB C HapylleHVWem nNpaBwil OpraHusauuy MNpouM3BOACTBA M KOHTPOMS
KayecTBa NeKkapCTBEHHbIX CPeacTB.

6. [lNpyn BBOAE neEKapCTBEHHbIX CPEACTB B [paKOaHCKMW OBOpPOT  YMOMHOMOYEHHOE nuLOo
NpOn3BOANTENS NEeKapCTBEHHbIX CPEACTB OCYLLECTBAET NOATBEPXKAEHNE COOTBETCTBUSA NEKapCTBEHHbIX
cpencte TpeboBaHUAM, YCTAHOBIEHHbIM MPU WX FOCYAApPCTBEHHOW peructpauuv, U rapaHTupyeT, 4To
nekapcTBeHHble cpeacTBa MNpousBedeHbl B COOTBETCTBUMM C MNpaBunamMu npov3BOACTBA M KOHTPOIS
KayecTBa NeKkapCTBEHHbIX CPeacTB.

7. YNOMHOMOYEHHBIM NULIOM NPOM3BOAUTENS FEKapCTBEHHbIX CPeACcTB ABNSeTCA ero paboTHWK,
UMeloWmMn Bbicllee dapmaueBTUYeckoe, xmmuyeckoe unm Guonormdeckoe obpasoBaHue nnbo npu
NPON3BOACTBE NleKapCTBEHHbIX CPeACTB Al BETEPUHAPHOrO NPUMEHEHWS BeTepMHapHoe obpa3soBaHue,
cTax paboTbl He MeHee YeM MNsATb feT B 06racTh NPOM3BOACTBA M KOHTPONS KayecTBa feKapCTBEHHbIX
CpeacTB M aTTeCcTOBaHHbIA B MOPsSAKe, YCTaHOBMNEHHOM YMOMHOMOYEHHbIM dedepanbHbiM OpraHoMm
WCMONHUTENBHON BNacTy.

8. lNpousBoauTenn nekapCTBEHHbIX CPEACTB MOryT OCYLWECTBATb MNPOAaxy MekapCTBEHHbIX
cpencTB Unv nepegasaThb MX B yCTAHOBNEHHOM 3akoHogaTenscTBoM Poccuiickon Pefepaumm nopsgke:

1) ApyrMM NpPoOM3BOAUTENAM NeKapCTBEHHbIX CPeACTB AN NPOM3BOACTBA NeKapCTBEHHbIX CPeaCTB;

2) opraHv3aumsiMm ONTOBOW TOProBNN NekapCTBEHHbIMU CPEACTBaMU;

3) anTeyHbIM OpraHuM3aumsaM, BeTepuHapHbIM anTeyHblM OpraHMsauusaM, WHAMBUOYaIbHbLIM
npeanpuHMmaTtensM, VMMerLWnM SIMLEH3NI0 Ha dapMaueBTUYECKYI0 AeATEeNbHOCTb WM MULUEH3NI0 Ha
MEANLMHCKYI0 AeATeNbHOCTb;

4) Hay4HO-MCCneaoBaTENbCKUM OpraHu3auusam ansg Hay4yHo-nccnegosaTenbckon paboTol;

5) MeanUMHCKUM OpraHu3aumnsm 1 BeTepMHapHbIM OpraH1M3aumnsamM;

6) opraHm3aumnsaMm, OCyLLeCTBSIOWMM pa3BeaeHne, BbipallmBaHe 1 COAep)KaHne XNBOTHbIX.

CraTbsa 46. MapkupoBKa nekapCTBEHHbIX CPEACTB

1. ﬂeKapCTBeHHble npenapartbl, 3a WUCKIMYEeHNEM JeKapCTBEHHbIX MpenapatoB, U3roTOBJTIEHHbIX
anTevyHbIM1  OopraHmn3aunamm, BETEPUHAPHbIMM  anTeYHbIMXW  OpraHU3aunamm, nHamemngyanbHbIMU
npeanpunHnmartenaMmu, uMerwmMMmmn JnUUeH3no Ha CbapMaLl.eBTVI‘-IeCKyIO AeATesIbHOCTb, AOOJDKHbI
nocTtynatb B obpalleHune, ecnu:;

1) Ha WX NEepBUYHON YynakoBKe (33 WCKIMOYEHMEM MEPBUYHOM YMAKOBKM NEKAPCTBEHHbIX
pacTUTenbHbIX NpPenapaToB) XOPOLIO YATAEMbIM LUPUEPTOM Ha PYCCKOM si3blke yKasaHbl HauMeHoBaHue
nekapcTBEHHOro npenapaTta (MeXayHapoAHOe HenaTeHTOBaHHOEe, WM XUMWYECKoe, WKW TOproBoe
HaMMeHoBaHMe), HoMep cepwuu, [fata Bbinycka (AN MMMYHOBMOMOrMYECKMX NEKAPCTBEHHbIX



npenapaToB), CPOK roOAHOCTM, A03MPOBKA UMK KOHLUEHTpauus, o6beM, akTMBHOCTb B eAnHULax AeNCTBUS
UM KONn4ecTBo J03;
(B peqn. PepepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2) Ha Ux BTOPUYHOM (NOTPEBUTENBCKON) YNaKOBKE XOPOLLO YMTaeMblM LUPUATOM Ha PYCCKOM A3bIKE
yKka3aHbl HaMMEHOBaHWEe JeKapCTBEHHOro Mnpenapata (MeXayHapoOHOe HenaTeHTOBaHHOe Wnu
XMMWYECKOE M TOProBOE HaMMEHOBAHWSA), HAUMEHOBaHWE NPOM3BOAUTENS NEKapCTBEHHOIO npenaparta,
HOMEep cepun, gaTta Bbinycka (AN WMMYyHOOGMOMNOrMYEeCKUX NeKapCTBEHHbIX MpenapaToB), HOMep
perucTpaumoHHOro YAOCTOBEPEHUS, CPOK MOAHOCTM, CNOCOD NPUMEHEHNs, AO3NPOBKA NN KOHLUEHTpaums,
0b0beM, aKkTUBHOCTb B eAuHuLIaxX AeACTBMS nNnbo KONMYecTBO 403 B YNaKOBKE, NeKapCcTBeHHas dopma,
YCIoBWsi OTNYCKA, YCNOBUS XpaHeHus, npeaynpeauTenbHble Hagnucu.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

2. ®apmaueBTUYeckne cybctaHumm OOSKHbI MOCTynaTb B OOpalleHWe, ecnn Ha MX MepBUYHON
YyNaKoBKE XOPOLLO YUTAEMbIM LLUPUEPTOM Ha PYCCKOM A3blKe yKa3aHbl HanmeHoBaHue dapmMaLleBTUYEeCKOn
cybctaHuumn (MexgyHapogHOe HenaTeHTOBaHHOE WM XUMWYECKOe W TOProBoe€ HauMEHOBaHus),
HavMeHoBaHWe npou3BoauTens hapmMaueBTUYECKOW CyOCTaHUMW, HOMEpP Cepuu U AaTta U3roToBMEHWS,
KOMNMMYEeCTBO B YNaKOBKE U eAUHULbI U3MEPEHUSA KONNYECTBa, CPOK FOAHOCTU U YCNOBUS XpaHEeHUs.

3. JlekapcTBeHHble cpeAcTBa B KayecTBe CbIBOPOTOK [OMMKHbI MocTynateb B oOOpalleHue ¢
yKasaHueM >XMBOTHOro, U3 KpOBU, Ninasmbl KPOBW, OPraHOB U TKaHE KOTOPOro OHU NOMyYeHbI.

4. Ha BTOpWYHYtO (NOTpebUTEenbCKyto) ynakoBKy NEKapCTBEHHbIX CPEACTB, MOMYYEHHbIX U3 KPOBMU,
nnasmbl KPOBM, OPraHOB U TKaAHEW YeroBeka, OMKHA HaHOCUTbCA Haanueb: "AHTuTtena k BUY-1, BUY-2,
K Bupycy renatuta C 1 noBEpXHOCTHLIV aHTUreH Bupyca renaTtuta B otcytcTeyroT".

5. Ha nepBu4Hyto ynakoBky 1 BTOPUYHYO (MOTPEBMTENBbCKYI0) YNakoBKY paamodapManeBTU4ecKux
nekapCTBEHHbIX CPeACTB AOIMPKEH HAHOCUTLCH 3HAK pagnauMoOHHON ONacHOCTH.

6. Ha BTOpu4YHyl (NOTpebUTENbCKYK) yNakoBKy rOMEONaTUYECKMX NeKapCTBEHHbIX MpenapaToB
JOJPKHa HaHoCUTbCA Hagnuck: "fomeonaTuyecknn®.

7. Ha BTOpu4HylO (NOTpebuTEenbCKylo) YMakoBKY JIEKAPCTBEHHBIX PaCTUTENbHbIX MpenapaToB
AO0JKHA HaHOCUTbLCA Haanucb: "MpoayKumsa npoLwina paavaunoHHbIN KOHTPONb".

8. Ha nepBu4yHylo ynakoBKYy W BTOPUYHYIO (NOTPEOUTENbCKYK) YMaKOBKY FeKapCTBEHHbIX
npenapaToB, NpeAHasHayYeHHbIX A8 KIMHUYECKNX UCCreaoBaHWiA, OOIMKHA HAaHOCUTLCA Haanuck: "Ons
KIMMHUYECKMX UccneaoBaHuin'.

9. YnakoBka neKapCTBEHHbIX CPeAcTB, NpefHa3HAYeHHbIX WCKMYUTENBHO NS 3JKcnopTa,
MapKkupyeTcs B COOTBETCTBUM C TpebOBaHNAMM CTpaHbI-uMnopTepa.

10. Ha TpaHcnopTHyto Tapy, koTopasi He npegHa3HadeHa And notpebutenerl M B KOTOPYHO
NOMEeLLEHO feKapCTBEHHOE CPeACTBO, AOMKHa HAHOCUTBCA MHOpMauus O HaMMeHOBaHuW, Cepuun
NEKapCTBEHHOr0 CPeACTBa, [faTe BbINyCKa, KOMMYECTBE BTOPUYHLIX (MOTPEOUTENBCKMX) YNaKOBOK
nekapcTBeHHOro cpeacTBa, NPOU3BOAMTENE IeKapCTBEHHOMO CpeacTBa C ykazaHMeM HauMeHOBaHUsS U
MEeCTOHaxXOXAeHUsi NPoM3BOAUTENSA NeKkapCTBEHHOro cpeactea (agpec, B TOM 4yucne cTpaHa u (Mnu)
MEeCTO NPOM3BOACTBA NEeKapCTBEHHOro CpeacTBa), a Takke O CpoKe rofHOCTU NeKapCTBEHHOro cpeacTsa
n 06 ycnoBusIx €ro XpaHeHus W MNepeBO3kM, Heobxoaumble npeaynpeauTenbHble Hagnucu u
MaHUNYNATOPHbIE 3HAKW.

11. Ha nepBWYHYl0 yNakoBKy M BTOPUYHYIO (MOTPEOUTENBLCKYIO) YNaKoBKY fleKapCTBEHHbLIX CPEACTB
ANSA BETepUHapHOro NpUMeHeHus AormkHa HaHOCUTbCA Haanuek: "[na BeTepuHapHOro NnpuMeHeHus".

12. Ha BTOpu4YHyl0 (MOTpPeOUTENBCKYKD) YMNakoBKY JIEKAPCTBEHHOro npenapara HaHoCUTCA
LUITPUXOBOW Kof.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB HA TEPPUTOPUIO
POCCUUCKOU ®ENEPALIMN U BbIBO3 JIEKAPCTBEHHbIX CPEICTB
C TEPPUTOPUUN POCCUUCKOU OEOEPALIUN

CtaTbs 47. lNopssigok BBO3a fneKapCTBEHHbIX CpeacTB Ha Tepputoputo Poccunckon deaepauumn m
BbIBO3a JIEKAPCTBEHHBIX CPpeacTB ¢ Tepputopun Poccuiickon ®epepavmm

1. BBO3 nekapCTBEHHbIX CpeacTB Ha Tepputopuio Poccuiickon Pepepauumn OCyLWECTBMSIETCS B
nopsigke, ycraHoeneHHom [lpasutenbctBom  Poccuiickon ®epepaummn, B  COOTBETCTBUM C
3akoHogartenbcTBOoM Poccuiickon deaepaumu.

2. BBo3umble Ha TeppuTtopuio Poccuiickon ®epepaumm nekapcrBeHHble cpeacTBa AOMKHbI ObiTb
BKITOYEHbI B rOCYAapCTBEHHbIN PEECTpP NeKapCTBEHHbIX CPEACTB.

3. [Honyckaetca BBO3 Ha Tepputoputo Poccuiickorn ®depepauum  KOHKPETHOM  MapTuu
He3aperucTpmMpoBaHHbIX NEeKapCTBEHHbIX CPeAcTB, NpeAHasHayeHHbIX Ans NPoBeAEHUs KIUHUYECKUX
nuccneaoBaHUM fNekapcTBEHHbIX MpenapaTtoB, MPOBEAEHUs 3KCNepTU3bl MNeKapCTBEHHbIX CpeacTB Ans
OCYLLIECTBMEHUSA TFOCY4apCTBEHHOW perucTpauun nekapcTBEHHbIX MpenapaTtoB Wnu Ans OKasaHud
MeAULIMHCKON MOMOLLM MO XU3HEHHbIM MOKa3aHUsM KOHKPETHOro nauueHTa Ha OCHOBaHMM paspeLleHus,
BblAaHHOIO YNONMHOMOYEHHbIM dhefeparnbHbIM OpraHOM WUCMNONHUTENBHOW BMACTU MO 3asBrEHUAM nuL,



yKasaHHbIX B cTaTtbe 48 HacTodawero PepepanbHOro 3akoHa. PaccmoTpeHue Takoro 3asiBleHust U
NPUHATME peLLeHNs O Bbldade paspelleHVsl Ha BBO3 KOHKPETHOW NapTUM He3apervcTpupoBaHHbIX
NeKapCTBEHHbIX CPeACTB, MNpedHasHayeHHbIX Ans  MNPOBEAEHUS  KNMHMYECKUX  UCCrenoBaHui
nekapCTBEHHbIX NpenapaTtoB, MPOBEAEHUsI 3KCMEePTU3bl JIEKAPCTBEHHbIX CPEACTB AfMs OCYLECTBMEHUS
rocygapCTBEHHOM perucTpauun NnekapcTBEHHbIX NpenapaTtoB Uiu Ans oKasaHUs MeAWLMHCKON MOMOLLM
MO >KW3HEHHbIM MOKa3aHUSAM KOHKPETHOro nauuveHTa nubo ob oTkase B BblAaye YKa3aHHOro paspeLueHus
npon3BoaATCA B CPOK, He npesblwawwmi natu paboyux aden. [lMnata 3a Bblgady ykasaHHOro
paspeLUeHns He B3umaeTcs.

4. Ha tepputopuio Poccuiickon deagepaLmm MOXHO BBO3UTb NEKapCTBEHHbIE CPEeACTBa, KavyecTBO
KOTOPbIX NOATBEPXOEHO CepTUMUKATOM MPOU3BOAUTENS NEKAPCTBEHHbLIX CPeacTB, YAOCTOBEPSOLLMM
COOTBETCTBME BBO3UMbIX J1€KAPCTBEHHbIX CpeAacTB TpeboBaHusM papmakonenHblx ctaten nmbo B
cnydae ux OTCyTCTBUS HOPMATUBHOW AOKYMEHTALMW U HOPMATMBHOIO AOKYMEHTA.

5. 3anpewaetca BB03 Ha Tepputoputo Poccuiickon ®egepaumm  danbcurLmMpoBaHHbIX
neKapCcTBEHHbIX  CpedcTB, HedoOpOKa4YeCTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcCTB,  KOHTpadaKTHbIX
rnekapCTBEHHbIX CPeacTB.

6. PanbcMduUMpoBaHHbIE NEeKapCTBEHHblE CPeACcTBa, HeAoOpOoKayeCTBEHHble JIEKapCTBEHHbIE
cpencTtBa nognexar M3bATUIO U NOCNeayrLWeMy YHUUTOXEHUIO UK BbIBO3Y C Tepputopumn Poccuiickon
dPepepaumm, KoHTpadakTHble NEKapCTBEHHbIE CPEACTBA - U3bATMIO U MOCMEAYOLWEMY YHUUTOXEHWIO.
YHu4TOXEHME wunu  BbIBO3 C  Tepputopum  Poccuiickon  ®epepauumn  danbCcunLMpOBaHHbIX
nekapCTBeHHbIX  CpefAcTB, HedoOpOKaYeCTBEHHbIX  MEeKapCTBEHHbIX  CPEACTB,  KOHTpadyaKTHbIX
nekapCTBEHHbIX CPeACTB OCYLIECTBNSETCS 3a CYyeT nuua, ocywecTBuBlIEero ux BBO3. [lopsgok
YHUMTOXEHNST M3BATBIX  PanbCUPULMPOBAHHBIX NEKAPCTBEHHbLIX CPeacTB, HenobpokavyeCTBEHHbIX
NeKapCTBEHHbIX CPEACTB, KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB yCcTaHaBnueaeTcs [paBuTensCcTBOM
Poccuitckon degepaumm.

7. Jlnua, ocywecTensoLwme BBO3 Ha TeppuToputo Poccunckon ®egepaunn danbcnmumnpoBaHHbIX
neKapCcTBEHHbIX  CpeAcTB, HeaoOpOoKaYeCTBEHHbIX  NEKAPCTBEHHbIX  CPEACTB,  KOHTpadaKTHbIX
neKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKoHOOATeNbCTBOM Poccuinckon
denepaumn.

8. BbiBO3 nekapcTBEHHLIX CpeAcTB ¢ TeppuTopun Poccuiickon Penepauun ocyulectensaetcs 6es
NPMMEHEHNS  OrpaHWYeHui, YCTaHOBMEHHbIX 3akoHogaTtenbcTBOM Poccuickon ®depepaumm o
rocygapCTBEHHOM perynupoBaHnM BHELLHETOProBOW AeATeNbLHOCTU. BbiBO3 nekapCcTBeHHbIX npenapaTos,
npegHasHaJYeHHbIX Ans rymMaHWTapHOW noMowm (COQewncTBUS) WM MOMOLLM MpU  Ype3BblYaMHbIX
cutyaumsix, ¢ Tepputopumn Poccuiickon ®epepauumn  oCylwlecTBNAETCa Ha OCHOBaHWW  peLleHust
MpaBuTtensctBa Poccuiickon Pegepaumm unu pelueHns opraHoB rocyaapCTBEHHOW BriacTn CybObekToB
Poccuiickon ®eagepaunn 06 okasaHWM NOMOLLY MHOCTPAHHOMY rocygapcTBy.

Cratba 48. HOpuguueckume nuua, KOTOpPbIM paspelleH BBO3 JIEKApCTBEHHbIX CPEACTB Ha
Tepputoputo Poccuiickon ®egepaumm

JlekapcTBeHHble cpeacTBa Ha TeppuTtoputo Poccuiickon ®enepaunm MoryT BBO3UTb:

1) npousBoOUTENW JlEeKApCTBEHHbIX CPeAcTB [Ans  uene’i CoOCTBEHHONO MPOU3BOACTBA
neKkapcTBEHHbIX CPeacTs;

2) VHOCTpaHHble pa3paboTuMkM NEKapCTBEHHbIX CPEeACTB W MHOCTPaHHble MNPOU3BOAMTENU
NeKapCTBEHHbIX CPEACTB UNWN Apyrve opuandeckme nuua no nopydeHnto paspaboTymnka nekapCTBEHHOro
cpeactBa Ansa nNpoBefeHust KIMHUYECKUX MCCnedoBaHui fneKkapCTBEHHOro npenapaTa, OCyLllecTBreHus
rocygapCcTBeHHOW  peructpaumn  fekapCTBEHHOro  npenapaTa, BKIYeHus  dpapmaueBTU4eCcKon
cybCcTaHuuM B rocyaapCTBEHHbIV PEECTP NIEKapCTBEHHbBIX CPEACTB, KOHTPOMS Ka4yecTBa JIEKAPCTBEHHbIX
CpeAcTB NpU HanuuuMm paspeLleHns ynonHOMOYEeHHOro defeparnbHOro opraHa UCNOMHUTENbHOW BracTu
Ha BBO3 KOHKPETHOM NapTUn nekapcTBEHHbIX CPeACTB;

3) opraHusauumn onToBOW TOProBNKN NeKapCTBEHHbIMN CpeacTBamu;

4) HaydHO-uccrefdoBaTenbCkMe opraHu3aumy, obpasoBaTerbHble  y4pexAeHus  BbICLUEro
npodeccuoHanbLHOro obpasoBaHMsl, NPOM3BOAMTENN JIEKAPCTBEHHbIX CPeacTB AN pa3paboTky,
nuccnenoBaHu, KOHTpons ©6e3onacHoOCTH, kavecTBa, 3(hEEKTMBHOCTM NEKapCTBEHHbIX CPEACTB MNpu
HanMyMmn paspeLleHmns YnonHOMOYEHHOro hefepansHOro opraHa UCNosTHUTENbHOM BacTy;

5) MmeguumMHCKMe opraHmM3aumm, UHble yKasaHHble B MyHKTax 1 - 4 HAcCToALWEN cTaTbM OpraHM3auum
ONS OKa3aHWst MEOMLMHCKOM MOMOLUM MO XXM3HEHHBIM MOKa3aHWsIM KOHKPETHOMo MaumeHTa npy Hanmyuum
paspelleHns ynorHOMOYEHHOro dyefdepansHOro opraHa UCMOMHUTENBHOW BNAcTU Ha BBO3 KOHKPETHOW
napTun nekapcTBEHHOro npenapaTa, BblAaHHOMO B YCTAHOBMNEHHOM nopsake B QOpMe 3fIeKTPOHHOro
OOKYMEHTa, NOANUCaHHOMO 3NIeKTPOHHON LMdPOBOM NOAMUCHIO.

Cratba 49. [lokyMmeHTbl, NpeAcTaBnsemMble B TaMOXeHHble opraHbl Poccuiickon depepaumu npu
BBO3€ IEKapCTBEHHbIX CPEACTB Ha TeppuToputo Poccuickon ®Pepepavmm



1. MNpwn BBO3e NekapCTBEHHbIX CPEeACTB Ha Tepputoputo Poccuiickon ®epepaunm B TaMOXEHHbIE
opraHbl Poccuiickon ®egepaunn Hapsgy C OOKYMeHTamu, npeacTaBrieHWe KOTOPbIX MpeayCcMOTPEHO
3akoHogarTenbcTBOM Poccuiickon deaepaumm, NpeacTaBnsioTCcsa Criegyowme OKYMEHThI:

1) cepTudmkaT nNpou3BOAUTENS NEKAPCTBEHHONO CPeACTBa, YOOCTOBEPSAKLWMA COOTBETCTBUE
BBO3VMMOIO JleKapCTBEHHOrO cpeactBa TpeboBaHMsAM dapmakonerHon ctaTbM nmMbo B criyyae ee
OTCYTCTBMS HOPMATUBHOW AOKYMEHTaLMN UM HOPMAaTUBHOIO JOKYMEHTA;

2) paspelueHne YnonHOMOYEHHOro dedepanbHOro opraHa WCNOMHUTENbHOW BMacTM Ha BBO3
KOHKPETHOW napTuM NeKapCTBEHHOrO0 CpeAcTBa B Cny4vasiX, YCTaHOBMEHHbIX 4YacTbto 3 cTatbn 47
HacToswero PenepansHOro 3akoHa.

2. [lokyMeHTbI, ykasaHHble B MyHkTax 1 M 2 yactu 1 HacTodwen cTaTbu, NPeacTaBnAlTCS B
TaMoXeHHble opraHbl Poccuiickon depepaumm npy npubbITUN NEKapCTBEHHbIX CPEACTB Ha TEPPUTOPUIO
Poccuiickon ®epepauuun.

Cratba 50. BB0O3 nekapCTBEHHbLIX MNpenapaToB Ha Tepputoputo Poccuiickon Pepepaunn ans
FINYHOTO NCMOMb30BaHUS U MHBIX HEKOMMEPYECKMX LIENen

1. JlekapcTBeHHble NpenapaTbl MOryT GbiTb BBE3€EHbLI Ha TeppuTopuio Poccunckon degepaumm 6e3
yyeTa TpeboBaHWA, MPeayCMOTPEHHbIX YacTamu 1 - 4 ctatbu 47, ctatbsmun 48 u 49 HacTosAwero
depnepanbHOro 3akoHa, ecrin OHU NpeaHasHayeHbl Ans:

1) AMYHOrO MCNONb30BaHUA PU3MYECKUMWU fMuamu, NPUBLIBLUMMKW Ha TeppuTopuio Poccumnckon
depepauymy;

2) wncnonb3oBaHus  paboTHMKaMy  OMNNOMAaTMYECKOro  Kopnyca wnu  npegcraBuTensiMu
MEeXAyHapOAHbIX OpraHu3aunn, akkpeanToBaHHbIX B Poccunckon denepauny;

3) neyeHMs MaccaxvpoB W UNEHOB 3KMMaXKen TPaHCMOPTHbIX CpPeacTB, MoesfHbix Opurag wu
BOAMTENEW TPaHCMNOPTHLIX CPeacTB, MPUbLIBLLMX Ha TeppuTopuio Poccuinckon depepauny;

4) neyeHMs y4aCTHMKOB MEXAYHAPOAHbIX KyNbTYPHbIX, CMOPTUBHBIX MEPOMPUATUA U Y4aCTHUKOB
MeXayHapOoAHbIX aKCneanumnin;

5) nevyeHns KOHKPETHbIX XMBOTHbIX B 300MapKkax, a TakKe >XMBOTHbIX, BBO3UMbIX HA TEPPUTOPUIO
Poccuickon ®egepaumm onsa y4actus B CNOPTUBHBIX U 3pENULLHBIX MEPONPUATUAX.

2. B cnyyasx, npeaycMOTPEHHbIX YacTblo 1 HacTosILen CTaTby, AONYCKAETCs BBO3 HA TEPPUTOPUIO
Poccuiickon ®egepauum nekapCTBEHHbIX MpenapaToB, He 3aperncTpupoBaHHbix B Poccuickon
depepaumm.

3. IlekapcTBeHHble NpenapaThbl, NpeAHa3HavYeHHble ANg ryMaHuTapHou noMoLm (CoaencTBnst) unm
NMOMOLLM NPK Ype3BblYariHbIX CUTYaLmnsX, BBO3ATCHA Ha TeppuTtopuio Poccuickon ®egepauun B nopsake,
ycTtaHoBneHHoMm [lpaButensctBoM Poccuiickon ®Pepepaummn. 3anpeliaeTcs BBO3 Ha TeppuTopuio
Poccuickon ®egepaumn Hes3apermcTpupoBaHHbIX NeKapCTBEHHbIX NpenapaToB, npegHasHadYeHHbIX Ans
ryMaHuTapHom NoMoLLm (CogencTasnst) UnNu NOMOLLM NMpu YpesBblYanHbIX CUTyauusaX.

Cratba 51. CoTpyaHuyecTBO dhefepanbHOro opraHa UCNONHUTENBHOW BNACTU, YNOMHOMOYEHHOro
B 00MnacTM TaMOXEHHOro dena, U ApPYrMx YMOJTHOMOYEHHbIX dedeparnbHbIX OpraHoB MCMOJTHUTENbHON
BRacTu

1. YnonHomoueHHble denepanbHble OpraHbl  WCMOMHUTENbHOW BMacTM MNpPeaoCTaBnsloT B
pacnopsbkeHve denepanbHOro opraHa WCMOMHUTENbHOW BMAcTW, YMNOMHOMOYEHHOro B obnactu
TaMOXEHHOro fena, rocyfapCTBEHHbIN PEECTP NEKapCTBEHHbIX CPeacTB, a Takke MHGOPMaLMIo O
BblAaHHbIX paspelleHnsix Ha BBO3 KOHKPETHOW MapTUM feKapCTBEHHbIX CPEACTB B  Cry4ask,
YCTaHOBIEHHbIX YacTbto 3 cTaTbk 47 HacTosiwero PefeparnbHOro 3akoHa.

2. ®epepanbHbIl OpraH WCMOMHUTENBHOW BIACTW, YMNOMHOMOYEHHBI B 00MacTM TamMOXEHHOro
aena, HdopMupyeT ykasaHHble B YacTu 1 HacTosILLEN CTaTbM YNOMHOMOYEHHbIE dheaepanbHble OpraHbl
WCMNOMHMTENBHOW BMacTu O BBO3e JIEKAapCTBEHHbLIX CPEACTB Ha TeppuToputo Poccuiickon Pepepaumm m
BbIBO3€ J1EKApPCTBEHHbIX CpeacTB c Tepputopun Poccuiickon ®epepauumn no dopme M B nopsiake,
KoTopble ycTaHoBneHbl [paBuTensctBoM Poccuiickon ®egepauuu.

naea 10. PAPMALEBTUYECKAA OEATENIbHOCTDb
Cratba 52. OcywecTtBnenne apmMaLeBTUYECKON OeATENBHOCTH

1. dapmaueBTUYECKas [OesATeNbHOCTb OCYLLECTBMNAETCA OpraHusauusiMM OMTOBOW TOProBMu
neKkapcTBEHHbIMW  CpeAcTBamMK,  anTe4YHbiMM  OpraHu3auusMu,  BeTepuHapHbIMKM  anTe4YHbIMM
opraHusaumsimMu, nHOMBMAYanNbHLIMM npeanpuvHUMaTensamu, “MeLLUMM NULEH3MI0 Ha
hapMaLeBTUYECKYD OEATENbHOCTb, MEOUUMHCKUMK OpraHu3auusiMy, MUMeWUMM NULEH3NIo  Ha
dhapMaLeBTUYECKYID [eATeNbHOCTb, U KX 060CcobneHHbIMU MoapasgeneHusiMu  (ambynaTopusivm,
denbalepckumn M enbalepcKo-akyLIePCKUMU  NyHKTaMK, LeHTpaMu (oTaeneHusiMu) oblieit



BpayebHOM (CEMEWNHOWM) NPaKTUKN), PACMOSIOXKEHHBIMU B CENbCKMX MOCENEHUAX, B KOTOPbLIX OTCYTCTBYIOT
anteyHble  opraHuM3aumM, W  BeTepuMHapHbIMU  OpraHuM3auusiMM, UMEeKLWMMU  JIMLEH3UI  Ha
apmaLeBTUHECKY0 OeATENbHOCTb.

2. ®usmyeckme nuua MOryT OCYLIECTBRATb (hapMaLeBTUYECKYH OESATENbHOCTb NPW Hanm4um
BbICLUEro Unm cpegHero hapmaueBTU4eckoro obpasoBaHnst 1 cepTudmkaTa creumanucTa, BblCLUEro unm
cpegHero BeTepvHapHoro obpasoBaHusi U cepTudmkaTa cneumanncTa, a Takke BbICLLEro Ui cpegHero
MeauumMHCKoro obpasoBaHus, cepTudmkata crneunanicta M [OMNONHUTENBHOr0 NpodeCCUOHaNbHOro
06pa3oBaHMs B HaCcTM PO3HWYHOW TOProBfM NEeKapCTBEHHbIMW MpenapaTtaMu Npu ycrioBun ux paboTbl B
060Cc06EHHbIX NOApa3AeneHnsax MeaUUMHCKUX OpraHn3aunil, ykasaHHbIX B 4acTu 1 HacTosILWen cTaTtbu.
(vacTb 2 B pen. PenepanbHoro 3akoHa ot 27.07.2010 N 192-03)

Cratba 53. lNpogaxa, nepefada nekapCTBEHHbIX CPEACTB OpraHuM3auusMu ONTOBOW TOProBMnu
neKkapcTBEHHbIMW CPeACTBaMM

OpraHusaumm ONTOBOW TOPrOBIM JEKAPCTBEHHBIMU CPEeACTBAMM MOTYT OCYLLECTBNATb MPOAaXy
NEeKapCTBEHHbIX CPeACTB WNU nepefaBatb UX B YCTAHOBMEHHOM 3aKOHOAATENbCTBOM Poccumnckon
depnepaumm nopsigke:

1) OpyrMm opraHn3aumsiMm ONTOBOW TOProBNN NEKapCTBEHHbIMI CpeacTBaMu;

2) Npon3BOAUTENSAM NEKapCTBEHHbIX CPEACTB ANs Lernen Npon3BoACTBa NEeKapCTBEHHbIX CPEACTB;

3) anTe4yHbIM OpraHn3aunsiMm N BeTepMHapPHbIM anTeYHbIM OpraHM3aLumsaMm;

4) Hay4yHO-MCCneaoBaTENbCKNM OpraHM3aumsam Ansi HayYHO-MccnegoBaTensckon paboThbl;

5) wHauBMAayanbHbIM MpPeanpUHUMATENSM, MMEKLWMM JUUEH3NK0 Ha  apmaueBTUYeCcKyto
OEATENbHOCTb UMK MULLEH3MIO HA MEAMLMHCKYO AeATENbHOCTb;

6) MeOMUUHCKMM OpraHM3aunsm, BETepUHapHbIM OpraHn3aumsam;

7) opraHm3auusamM, OCyLLEeCTBIAOWMM pa3BedeHne, BbipalluBaHNE U CogepKaHne XNBOTHbIX.

Cratbs 54. NpaBnna onToBOW TOProBnn NekapCTBEHHbIMU cpeacTBamMm

OnToBasi ToproBJiA NeKapCTBEHHbIMU cpencreamum ocyulecTBndeTCcd npon3sBognTeNAaMmn
NekapCTBeHHbIX Ccpeacts W opraHu3aumamm OonTOBOWN TOproein nekapCcTBeHHbIMW cCpencTtBaMum no
npasunam, YyTBepXaeHHbIM COOTBETCTByOLLMMU  YNOJTHOMOYEHHbIMU (pep,epaanbuvlvl opraHamum
WCMNONHUTENbHON BNacTu.

Cratba 55. [Nopsagok po3HUYHON TOProBnAM fieKapCTBEHHbIMY Npenapatamm

1. PosHMYHasa TOpProBns rekapCTBEHHbIMW MpenapataMyv B KONMYecTBax, HeobxoauMbIX Ans
BbIMONHEHNS BpadebHbIX (henbAliepcknx) HasHa4YeHWd WM HasHayeHun cneumanicToB B obnactu
BeTepuHapu1,  OCYLLECTBMAETCA  anTeYHbIMM  OpraHvM3auusMu,  BeTepuHapHbIMKW  anTevHbIMU
opraHu3aumsamu, VHAMBMAYanbHbIMU npeanpuHMMaTensmu, NMeroLLMMU nMUEeH3uno Ha
dapmaueBTUYECKY0 AeATeNbHOCTb, MeAUUMHCKMMMW OpraHuM3auusMv, UMELMMU  JULEH3NI0  Ha
dhapmaLeBTMYECKYl0 AeATenbHOCTb, W KX 060cobneHHbIMW nogpasgeneHnsmu  (ambynatopusamu,
denbalepckumn 1 - enbawepcKo-akylepckMMM  MyHKTaMu, LUeHTpamu  (oTaeneHusMmu)  obLuen
Bpa4yebHon (CeMenHOon) NPaKTUKK), pacnonoXeHHbIMU B CEMNbCKNX MOCENEHNsX, B KOTOPbIX OTCYTCTBYIOT
anteyHble  opraHuM3auuM, W  BeTepuMHapHbIMW  OpraHu3auusiMuM, UMeLWMMU  JNIULEH3U  Ha
hapmaLeBTMYEeCKYl0 AeATenbHOCTb. PaspelleHa po3HWYHAs TOProBrsi TOMbKO NEKapCTBEHHbIMU
npenapatamu, 3apermcTpupoBaHHbiMM B Poccuiickon degepauum unm n3roTOBMEHHbIMU anTeYHbIMU
opraHu3aumsamu, BEeTepUHapHbIMU anTeyHbIMK opraHv3aumsmu, NHAVBUAYanbHbIMU
npeanpuHMmMaTensaMu, UMeroLLMMN NMLEH3NI0 Ha dhapMaLeBTUYECKYH0 OeATENbHOCTb.

2. Bugbl anTeyHbiXx oOpraHu3auuii W npaBuna OTNycKa feKapCTBEHHbIX MpenapatoB Ans
MEOWNLMHCKOrO MNPYMEHEHUsT anTeYHbIMWU OpraHusaunsamMn, WHAVBUAYanbHbIMW NpeanpuHMMaTensamMu,
UMELWMMN  NUUEH3NI0 Ha apmaueBTUYeCKylo [OesTenbHOCTb, a Takke MpaBuna OTnycka
NeKapCTBEHHbIX MpenapaTtoB ANA MEeAWUMHCKOrO MpPUMEHEHMS MeOMLUMHCKMMU  OpraHmn3aumsvu,
UMELL MMM FIMLEH3MIO Ha hapMaLeBTUYECKYI0 AeATenbHOCTb, U X 060CO6NEeHHbIMY Nogpa3geneHnsamm
(ambynatopusimu,  benbawepckuMm U PEnbALIepCKo-aKylepCKUMn — MyHKTamu,  LeHTpamu
(oTmeneHuamMun) obwen BpavyebHOM (CEMENHON) NPaKTUKN), PacronoXeHHbIMU B CENbCKUX NOCENEHUsIX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, YTBEPXKAAKTCHA YMNOMHOMOYEHHbIM dedeparnbHbIM
OpraHoM UCMOMHUTENBHOW BNacTu.

3. MNMpaBnna oTnycka HapKOTUYECKUX CPeACTB M MCUXOTPOMHbIX BELECTB, 3aperMcTpupoBaHHbIX B
KayecTBe JleKapCTBEHHbIX NpenapaToB, IEeKapCTBEHHbIX MpenapaToB, COAepXaluMx HapKoTuyeckue
cpeacTtBa M MCUXOTPOMHble BELLECTBA, YTBEPXKAAIOTCA YMNONMHOMOYEHHbIM deaepanbHbiM  OpraHom
WCMONHWUTENBHON BriacTM Mo corfnacoBaHuWio C degepanbHblM OpraHoM WCMOMHUTENbHOW BRnacTy,
OCYLLECTBRSAWMM  yHKUMM NO BblpaboTke rocyAapCTBEHHOW MOMUTUKA, HOPMaTWBHO-NPaBOBOMY



perynupoBaHuio, KOHTPOMK WM Hag3opy B cdepe obopoTa HApPKOTUYECKUX CPEACTB, MCUMXOTPOMHbIX
BELLECTB U NX MPEKYPCOPOB, a Takke B 0611acTn NpoTMBOAENCTBUS X HE3AaKOHHOMY 0BOpOTY.

4. JlekapcTBeHHble nMpenapaTbl AN BETEPUHAPHOrO MPUMMEHEHUs MoanexaT  OTMyCKy
BETEPMHAPHbIMM anTeYHbIMU OpraHu3auMsMu, BeTEpPUHapHbIMKM OpraHuM3auusiMiM, WMHOUBUAYaNbHBIMU
npegnpuHMMaTensiMyM, UMeKLWMMN NIMLEH3NI0 HAa hapMaueBTUYECKyl0 AesTenbHoCTb. MpaBmna oTnycka
nekapCcTBEHHbIX MNpenapaToB Afs BETEPUHAPHOrO MPUMEHEHUS YTBEPXAAKTCA YNONHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMONHUTENBHOM BNacTu.

5. TllepeyeHb MeOMUMHCKMX OpraHuM3auun, UMEeLnX §UUEH3UI0 Ha dapmaLeBTUYEeCcKyto
OeATEenbHOCTb, U MX 000COBNeHHbIX NoapasgeneHnii (ambynatopun, denbawepckux u denbawepcko-
aKyLLEepCKUX MyHKTOB, LEeHTPOB (oTAeneHui) oblen BpayebHon (CeMenHOM) NPaKTUKKN), PACMONOXEHHbIX
B CENbCKMX MNOCEeneHusiX, B KOTOPbIX OTCYTCTBYIOT anTeyHble oOpraHusauuu, a Takke nepedeHb
nekapcTBEHHbIX npenapaTtoB (3a WCKNIOYEHUEM HAPKOTUMYECKMX FNeKapCTBEHHbIX MpenapaTtoB W
NCUXOTPOMHLIX JIEKAPCTBEHHBIX NpPenapaTtoB), Npoga)ka KOTOPbIX MOXET OCYLLEeCTBMAATHCA YKa3aHHbIMM
opraHmsaumMsamMum 1 ux  0bocobNeHHbIMM  NoAapasfeneHusMn,  yCTaHaBNMBAKOTCH  OpraHamu
NCNONHUTENBHOM BnacTtu cybbekToB Poccunckon ®egepaumn.

6. AnTeyHble opraHuM3auun, WHAMBMAYaNbHblE NpeanpuHUMaTeny, WMeLWne JMUEH3NI0 Ha
dapmaLeBTMYECKYlD OeATenbHOCTb, 00s3aHbl obecnedvBaTb YCTAHOBIEHHbIN  YNOMHOMOYEHHbIM
denepanbHbIM - OPraHoOM  MCMOMHWUTENBHOW BMAcTM  MUWHUMAIbHbIA  aCCOPTMMEHT  JNIEKAPCTBEHHbIX
npenapaToB, HEOBXOANMBIX AF1S1 OKa3aHMs MeOMULMHCKON MOMOLLIN.

7. AnTeyHble opraHuMsauuv, WHOUBMAYaAnbHblE MNPEeANnPUHUMATENW, UMELIUE FULEH3UIO Ha
dapMaLeBTUYECKYID OEATEeNbHOCTb, Hapsay C NeKapCTBEHHbIMM Mpenapatamm  UMEKT MpaBo
npuobpetatb M npogaBaTb M3OeNUss MEOMLMHCKOrO HasHaveHus, Oe3uHduumpylowme CcpeacTsaa,
npeameTbl U CpeacTBa NUYHOW TUIMEHbl, NMOCYAy ANs MEeAUUMHCKUX Lenen, npeameTbl U CpeacTea,
npefHasHadeHHble Ana yxoaa 3a 60MnbHbIMK, HOBOPOXAEHHBIMM U OETbMU, HE OOCTUMUMMK Bo3pacTa
Tpex IeT, OYKOBYIO OMTUKY M CpPeAcTBa yxoda 3a HeW, MuHeparbHble BOAbl, NPOAYKTbl nevebHoro,
AETCKOro M ANETUYECKOrO NMUTaHus, G1Monormyeckn akTMBHble obaBkn, napgoMepHbIe N KOCMETUYeCcKue
cpencTtea, MeAWLMHCKME UM CaHWTapHO-MPOCBETUTENbHbIE NevaTHble u3gaHusl, npegHasHadYeHHble Ans
nponaraHapbl 34OPOBOro 06pasa >U3HMW.

(B pea. PepepanbHoro 3akoHa oT 27.07.2010 N 192-$3)

8. JeATenbHOCTb anTeyHblX opraHusauun BoopyxeHHbix Cun Poccuickon ®egepauun, opyrux
BOWCK, BOMHCKUX (POPMMPOBAHUA M OpPraHoB, B KOTOPbIX 3akoHogaTenbCcTtBOM Poccunckon denepaumm
NpegyCMOTPEHO MPOXOXAEHWE BOEHHOW WNW NPaBOOXPAHUTENbHOW CNyXObl, pernameHTupyeTcs
HacTosAwmM deaepanbHbIM 3aKOHOM U YTBEPXAEHHBIMU COOTBETCTBYHOLWMMU dheaepanbHbIMU OpraHamu
WCMONHUTENBHOM Bractu nonoxeHumamu. KoHTponb 3a cobnogeHnem  ykasaHHbIMUM - anTeYHbIMU
opraHusaumMsiMy nonoXxeHun Hactosiwero degepanbHOro 3akoHa OCYLLECTBRSAETCS COOTBETCTBYHOLLMMU
denepanbHbIMU OpraHaMy UCNOSNHUTENBHOW BNACTM.

CrtaTtba 56. N3roToBneHne u oTnyck nekapcTBeHHbIX npenapaTtoB

1. W3roToBneHWe neKkapCTBEHHbIX MPenapaToB anTeyHblMU OpraHu3auusiMy, BETEepPUHaAPHBLIMU
anTeyHbIMU OpraHU3auusiMu, WHAMBUAYanNbHbIMW NPeanpUHUMAaTENsSMU, WUMEKLWMMA MULEH3NI0 Ha
hapmaLeBTMYECKYO AeATEeNbHOCTb, OCYLLUECTBMNAETCA MO peLentaM Ha fekapcTBeHHble npenaparbl, No
TpeboBaHNAM MEOULMHCKUX OpraHv3aLuunii, BeTEPUHAPHbIX OpraHuW3auMin B COOTBETCTBMU C MpaBunamu
M3roTOBMEHNS U  OTNyCKa JIEKAPCTBEHHbIX MpenapaToB, YTBEPXAEHHbIMU  YNONHOMOYEHHbIM
dheneparnbHbIM OpraHOM UCTONHUTENBbHOW BMACTW.

2. Mpn N3roToBNEHMN NEKAPCTBEHHbIX NpenapaToB anTeYHbIMU OpraHn3aunusMmn, BETEPUHAPHBIMU
anTeYyHbIMU OpraHU3auusiMu, WHAMBUAYanNbHbIMW NPeanpUHUMAaTENsSMU, WUMEKLMMA MULEH3NI0 Ha
cdhapmaLeBTUYECKYO [OesATENLHOCTb, WCMONb3ylTcs dapmaleBTUYeCckMe CybCcTaHUMKW, BKIHOYEHHbIE
COOTBETCTBEHHO B rOCYAapCTBEHHbIN PEECTP NEKAPCTBEHHBIX CPEACTB AN MEANLMHCKOrO NPUMEHEHUS U
rocy0apCTBEHHBI PEECTP NEKapCTBEHHbLIX CPEACTB ANs BETEPUHAPHOTO NPUMEHEHWS! B YCTaHOBMNEHHOM
nopsgke. He ponyckaeTcsi M3rotoBreHWe anTeYHbIMWM OpraHu3auusiMu, BEeTEePUHapHbIMU anTeYHbIMU

opraHusaumsamu, NHAMBMAYaNbHLIMU npeanpuHUMaTensMu, UMeLLUMM NULEH3UIO Ha
dhapmaueBTUYECKYD AeATEeNbHOCTb, NeKapCTBEHHbIX NpenapaToB, 3aperncTpupoBaHHbIX B Poccunckon
depepauymum.

3. MapkupoBka IneKapCTBEHHbIX MpenapaToB, W3rOTOBMEHHbLIX anTEYHbIMU  OpraHu3aunsamu,
BETEPMHAPHBIMU anTeYHbIMW OpraHu3auusaMu, UHOUBMAOYaAIbHbIMU NpeanpuHUMaTens Mn, MMeLMMn
NNUEH3NIO Ha apMaueBTUYECKYID [OEATEeNbHOCTb, U OQOPMIEHME Takux MpenapaToB LOIDKHbI
COOTBETCTBOBATb NpaBuiam, yka3aHHbIM B 4acTu 1 HacTosILLEen cTaTbu.

4. AnTeuyHble oOpraHusauuu, BeTepuHapHble anTeyHble OpraHv3auun, WHAMBUAOYanbHble
npegnpuHMMaTeny,  UMelWMe  NUMUEH3MI0  Ha  (bapmaueBTUYECKYD — OEATENbHOCTb,  HEcyT
OTBETCTBEHHOCTb 3a HecoOmnoaeHe NpaBui U3rOTOBMEHUS U OTMNyCKa fleKapCTBEHHbIX NMpenapaToB B
COOTBETCTBUKN C 3aKkoHoAdaTenbCcTBOM Poccuiickon ®epepaunn.



Cratba 57. 3anpewieHve npogaxu  anbCuUUMpPOBaHHbLIX  JIEKAPCTBEHHbLIX  CPeacTB,
HeJoOpOoKayeCTBEHHbIX JIEKapCTBEHHbIX CPEACTB, KOHTPaaKTHbIX NTIEKAPCTBEHHbBIX CPEACTB

Mpopaxa hanbCMULMPOBAHHBIX  JIEKAPCTBEHHbIX cpeacTs, Heno6poKa4YeCTBEHHbIX
nNeKkapcTBEHHbIX CPeACTB, KOHTPadhaKTHbIX JIeKapCTBEHHbIX CPeACTB 3anpeLlaeTcs.

CtaTtbsa 58. XpaHeHune nekapCTBEeHHbIX CPeaCcTB

1. XpaHeHne nekapCTBEHHbIX CPEACTB OCYLLECTBMASAETCA MNpOM3BOAUTENAMU NEKaPCTBEHHbIX
CcpeacTs, opraHmn3aumnammn OnTOBOM TOProBn NeKkapCcTBE€HHbIMU cpencrtesamMu, anTevyHbiMu
opraHm3aunamu, BeTepnHapHbIMU anTe4yHbIMU opraHm3aunamu, nHanenayanbHbIMU
npegnpnHnmatenaMmm, MMerwmnmMmn MMUeH3n0 Ha d)apmaueBqueCKyro AedaTenbHOCTb UM NTIMUEH3UKD Ha
MEOULMHCKYI OeATENbHOCTb, MEAWUMHCKUMW OpraHu3auusMy, BETEPUHApPHbIMW OpraHvM3aumusMum U
WHBIMW OpraHn3aLusaMm, OCyLLEeCTBASOLWMMN 06palleHne nekapCTBEHHbIX CPEACTB.

2. TlpaBuna XpaHeHWs  NeKapCTBEHHbIX CPEeACTB  yTBEpXOalTCs  COOTBETCTBYHOLLMM
YNONTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCNOMTHUTENBHON BRacTu.

3. XpaHeHne HapKOTUYECKMX NEKAPCTBEHHbIX CPEACTB, MCUXOTPOMHbLIX JIEKAapCTBEHHbIX CPEACTB,
pagnodapMaLeBTUYECKMX  fIeKapCTBEHHbIX  CPEeACTB  OCYLIECTBMSIETCS B COOTBETCTBMM  C
3akoHoaaTtenscTBoM Poccuiickon degepaumu.

Mnaea 11. YHUYTOXEHUE NNEKAPCTBEHHbIX CPEACTB
Cratbsa 59. OcHOBaHMA 1 NOPSAAOK YHUHTOXEHNS NeKapCTBEHHbBIX CPEACTB

1. HepobpokayecTBeHHble NeKapCTBEHHble cpeacTBa, hanbcuuuupoBaHHbIE NEeKapCTBEHHbIE
cpencTBa noanexaT U3bSATUIO U3 IpaKgaHCKOro obopoTa M YHUUTOXEHWIO B MOpsSiAKe, YCTaHOBIIEHHOM
MpasuTtensctBom Poccuiickon Pepepaumn. OCHOBaHMEM ANSl YHUUTOXEHMUS NEKapCTBEHHbIX CPEACTB
ABNAETCA  pelleHWe  Briagenbla  JIeKapCTBEHHbIX  CPeAcTB,  pELleHMe  COOTBETCTBYIOLLENO
YNOJSIHOMOYEHHOTO doejeparnbHOro opraHa UCNOIHUTENBHOWM BNacTu UK peLleHne cyaa.

2. KoHTpadakTHble nekapcTBEHHbIE CpeacTBa nognexar M3bATUI0 U3 rpaxgaHckoro obopoTta u
YHUYTOXEHUIO MO peleHnto cyga. Mopagok yHUYTOXEHWUS KOHTpadakTHbIX feKkapCTBEHHbIX CPeacTB
ycTaHaBnvBaetcs [NpaButensctsomM Poccuickon degepaumn.

3. Pacxogbl, CBfi3aHHbIE C  YHWYMTOXEHMEM KOHTpadakTHbIX NEeKapCTBEHHbIX CPeacTBs,
HeJobpoKayYeCTBEHHbIX NEeKapCTBEHHbIX CpeacTB, anbCudULMPOBaHHbBIX NEeKapCTBEHHbIX CPEeAcTB,
BO3MELLAKTCA NX BriagenbLem.

4. Bnageney nekapCTBEHHbIX CPEACTB LOIDKEH NPEeACTaBUTb B YNONIHOMOYEHHbIM heaepanbHbii
OpraH WCMOSMHWUTENBHOW BracTU OOKYMEHT WM 3aBEPEHHYD B YCTAHOBIIEHHOM MOPSAKE €ro Komuio,
noAateepxaatolimne hakT yHUHTOXEHUS NEKapPCTBEHHbIX CPEACTB.

5. CooTBETCTBYIOLMA YNONMHOMOYEHHbIN eaepanbHbIn - OpraH UCMOMHUTENbLHOW  BnacTu,
NPUHSABLIMIA pelleHne 06 YHUYTOXEHUM TEKAPCTBEHHbIX CPEACTB, OCYLIECTBISIET KOHTPOSb 3a WX
YHUYTOXEHNEM.

6. YHuYTOXEHMe neKapCTBEHHbIX CpeacTB MNPOM3BOAMTCA  OpraHuM3auusiMui, UMeLwuMm
COOTBETCTBYIOLLYHO NMLEH3MIO, Ha cneunanbHO 060pyaoBaHHbIX MOLWaakax, NoNnroHax u B cneumanbHO
060pyAoBaHHbIX NOMeELLEeHNsX ¢ cobnogeHnem TpebosaHui B ob6nacTn oxpaHbl OKpyKatoLen cpefbl B
COOTBETCTBMM C 3akoHoAaTenscTBOoM Poccuiickon degepaumm.

7. HapkoTuyeckune nekapCcTBEHHble CpPeAcTBa, MCUXOTPOMHbLIE JieKapCTBEHHbIE CpeacTsa,
pagnodapmMaleBTUYecKMe  NEeKapCTBEHHble  CPeACTBa  YHWYTOXAKTCA B COOTBETCTBUM  C
3akoHogaTenbcTBOM Poccuickon ®epepaunn.

Mnaea 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPENAPATbI AnA MEAUUMHCKOIO NPUMEHEHUA

Cratba 60. [locymapCTBEHHOe perynvpoBaHWe LEH Ha JleKapCTBEHHble npenapatbl  Ans
MeaULUMNHCKOro npuMeHeHuna

[ocymapCTBEHHOE perynMpoBaHME LieH Ha JeKkapCTBEHHble npernapaTtbl ANd MeOULUHCKOro
NPUMEHEHNST OCYLLIECTBIIAETCA NOCPEACTBOM:

1) yTBEPXOEHUSA MEePEeYHs] XU3HEHHO HEOOXOAMMbIX U BaXXHEWLUUX FEKAapPCTBEHHbIX MpenapaTos,
BKITIOYEHHBIX B TakoW nepeyeHb MO4 MEeXOYHapOAHbIMU HEMNaTeHTOBaHHLIMU WUAN  XMMUYECKMMM
HaVMEHOBaHUSIMW U COOTBETCTBYHOLLNX CNEAYIOLLMM KPUTEPUSIM:

a) NpYMEHEHME KOHKPETHOro riekapCTBEHHOro npenapata Ans AMarHOCTUMKWU, NPOdUNaKTUKK,
neyeHus 3abonesaHuii, B TOM 4ucrie npeobnagatrolimx B CTPYyKType 3aboneBaemMocTn B Poccuickom
denepaumu;



6) MpeMMyLLecTBO KOHKPETHOrO feKapCTBEHHOrO npenapata no CPaBHEHWIO C  ApYrumun
neKkapcTBeHHbIMM MpenapataMu Mpu  OonpeferneHHbiX 3aborneBaHuu, CUHAPOME WU KMUHWYECKOW
cuTyaumu;

B) TepaneBTUYecKass SKBMBANEHTHOCTb KOHKPETHOro NeKapCTBEHHOro npenapaTa fiekapcTBEHHbIM
npenaparam CO CXOXNM MeXaHW3MOM (hapMaKonormM4eckoro AencTBus;

2) yTBEpXKAEHVA METOAUKN YCTaHOBMEHWS NPOM3BOAUTENSAMU FeKapCTBEHHbIX MpenapaTos
npeaernbHbIX OTMYCKHbIX LEeH Ha fekapCcTBeHHble npenapaTtbl, BKMIOYEHHble B NepeyeHb XU3HEHHO
HeOBXOAMMbIX N BaXKHEWLUMX NeKkapCTBEHHbIX NpenapaTos;

3) rocyoapCTBEHHOMW  perucTpaumMm  YCTAHOBMEHHbLIX  MPOU3BOAUTENSAMU  NEKAPCTBEHHbIX
npenapaToB NpeaenbHbIX OTMYCKHbIX LIEH Ha NeKapCTBEHHble Mnpenapartbl, BKMYEHHbIE B NepeveHb
XWU3HEHHO HEOBXOAUMBIX N BaXXHENLLMX NEKapCTBEHHbIX NpenapaTos;

4) BedeHUs rocygapCTBEHHOrO peectpa npefernbHbiX OTMAYCKHbIX LUeH npoussogutTenen Ha
neKkapcTBeHHble MpenapaTbl, BKMIOYEHHble B MNepeyvYeHb XW3HEHHO HeobXoOAWMbIX W  BaXKHEeWWwmnx
neKkapCcTBEHHbIX Npenaparos;

5) yTBepXOeHus MeTOAMKM YCTaHOBMEHUS OpraHamMu WCMOMHUTENbHOW Bractu CyObekToB
Poccunckon ®epepaunn npegenbHblX pasMepoB ONTOBbIX HaabaBOK WM NpeAenbHbIX pasMepos
PO3HWYHbIX HaabaBOK K (PakTUYEeCKMM OTMYCKHbIM  LieHaM, YCTaHOBMIEHHbIM NPOM3BOAUTENSMM
neKapCcTBEHHbIX NpenapaToB, Ha MeKapCTBEHHble MpenapaThl, BKIOYEHHble B MepeyeHb >XU3HEHHO
HeOBXOAMMbIX U BaXKHEWLUMX NeKkapCTBEHHbIX NpenapaTos;

6) ycTaHOBNeHMs npegernbHbIX pa3sMepoB ONTOBbIX HaA6aBOK M NpedernbHbIX PpasMepoB PO3HUYHbBIX
HagbaBoOK K (PakTM4eCKMM OTMYCKHbIM LeHaM, YCTaHOBIEHHbIM MPOU3BOANTENSMU NEKAPCTBEHHbIX
npenapaToB, Ha fnekapCTBEHHble MnpenapaTbl, BKIIOYEHHbIE B MepevYeHb XU3HEHHO HeoBXOoOUMbIX U
BaXXHEWLLNX NeKapCTBEHHbIX NPenapaTtos;

7) yTBEpXAEHMSA nopsigka Bblgaun NpeanucaHui opraHam MCMOMHUTENbHOW BRacTM CyObekToB
Poccuickon degepauun o npMBeaeHnn B COOTBETCTBME C 3aKOoHOA4aTeNnbCTBOM Poccuiickon ®epepaunmn
pelweHnii o6 ycTaHOBMEHWW npedenbHbIX pa3MepoB OMTOBbIX HaAbaBOK M MpederibHbIX pa3MepoB
PO3HWYHbIX HaabaBOK K (PakTUYECKMM OTMYCKHbIM  LieHaM, YCTaHOBMIEHHbIM NPOM3BOAUTENSMM
neKapCTBEHHbIX NpenapaToB, Ha feKapCTBEHHble npenapaTbl, BKIOYEHHble B MepeyeHb >XU3HEHHO
HeoOXOAMMbIX W BaXHEWMLMX NeKapCTBEHHbIX MpenapaToB, €ClM OHU MPUHATbI C  HapyLueHWeMm
3akoHofatenscTBa Poccurickon ®epepaunun, B nopsgke, yctaHoBrneHHoM [paButensctBom Poccuiickon
depepauymy;

8) HanpaBneHns ynonHOMOYEHHbIM dyedeparnbHbiM OpraHOM MCMOMHUTENBHOW BriacTu OopraHam
ucnonHuTenbHoW Bractu cybbektoB Poccuiickon ®egepauun npegnucaHn o NpvBeOEHUN B
cooTBeTCTBME C 3akoHogatenbcTBoM  Poccuinckon  depepaumm  NpUHATBIX € HapylleHuem
3akoHofdaTtenbcTBa Poccuiickon ®Pepepaumm pelweHun o6 ycTaHOBNEHUW npegenbHbiX pas3MepoB
ONTOBbIX HagAbaBOK W npedernbHbIX PasMepoB PO3HUYHbIX HaAbaBOK K LEeHaM Ha fekapCTBeHHble
npenaparbl, BKMIOYEHHbIE B MEepevYeHb >KM3HEHHO HEeOOXOAUMbIX W BaXKHENLUX NeKapCTBEHHbIX
npenaparos;

9) ocyLlecTBneHWUs rocyqapCTBEHHONO KOHTPOMS 3a MPUMEHEHWeM LeH Ha JeKapCTBEeHHble
npenapaTbl B nopsake, yctaHosreHHoM [NpaBuTtensctBom Poccuiickon ®epepaumu;

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

10) npumeHeHus NpegyCMOTPEHHbIX 3akoHodaTenbcTBom Poccuickon ®depgepaunn  mep
OTBETCTBEHHOCTM 3a HapyLleHue nopsigka LeHoobpasoBaHUs Ha XU3HEHHO Heobxoanmble U BaKHenLwne
nekapCTBeHHble npenaparbl.

CraTtba 61. [ocymapcTBeHHasi permcTpaumsi YCTaHOBMEHHbIX MPOU3BOAUTENSIMU FEKaPCTBEHHbIX
npenapaTtoB npeAesbHbIX OTMYCKHbIX LEH Ha >XU3HEHHO HEOOXOAUMbIE U BaXXHEMLUME NeKapCTBEHHble
npenapatbl U KX Npoaaxa

1. YcTaHoBneHHble NpoM3BOAUTENAMU NEeKapCTBEHHbIX NpenapaToB NpeaenbHble OTNYCKHbIE LieHbI
Ha neKapCTBEHHble Npenaparbl, BKMOYEHHblE B MEPEYEHb >KU3HEHHO HEOoOXOAMMBIX W BaXKHEWMLUNX
nekapcTBeHHbIX MpenapaTos, noanexaT rocygapCTBeHHOW perncrTpaumm.

2. YcTaHoBneHHas Npon3BoAnNTENEM NeKapCTBEHHbIX NpenapaToB npefernbHasa OTMyckHas LieHa Ha
nekapCTBEHHbIV MpenapaT, BKIIOYEHHbI B MepeyYeHb >KU3HEHHO HeobXoOuMbIX W BaXKHEWLMX
nekapcTBeHHbIX MpenapaToB, MOANEXMUT roCyAapCTBEHHOW perncrpaumu, ecnu oHa He rpesbillaeT
pasmep LeHbl Ha AaHHbIN NeKapCTBEHHbIW npenapaTt, pacCYMTaHHbI B COOTBETCTBUM C YTBEPXAEHHON B
nopsigke, yctaHoBneHHom [lpaButensctBom Poccuiickon ®Pepepauun, MeTOAUKON YCTaHOBIEHUSI
NpoM3BOAMTENSIMUA NIEKAPCTBEHHbIX MpenapaTtoB npedenbHbiX OTMYCKHbIX LEH Ha NeKapCTBEHHbIe
npenapatbl, BK/OYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOOMMbBIX W BaXKHEMLIMX JEeKapCTBEHHbIX
npenapaToB. [laHHOW MeTOAMKON NpeaycMaTpuBaeTcs AN NeKapCTBEHHbIX NpenapaToB, HaXOASLWNXCH B
obpalleHnn Ha Tepputopumn Poccuiickon ®enepauun, pacyeT cpeaHeB3BeLIEHHON (hakTUYeCKOoW LieHbI
OTnycka, CpedHeB3BelUeHHON aKTUYeCKon LeHbl BBO3a fEeKapCTBEHHOro mnpenapaTta 3a roj,
npeawecTBylOWUN  AaTe NpeacTaBneHus npefenbHOW  OTMYCKHOM  LUeHbl  Mpou3BoAuUTEns  Ha



NEeKapCTBEHHbIA MpenapaTt Ha rocygapCTBEHHYIO perncTpauuio, a ans fiekapCTBEHHbIX NpenapaToB, He
nocTynaBwux B oOpaweHne Ha Tepputopum Poccuiickon degepaumm, M OnNs  OpPUTMHAsbHbIX
NEKapCTBEHHbIX MpenapaTtoB pacyeT POCCUMCKMMWU MPOU3BOAUTENSIMA JIEKAPCTBEHHbLIX MpenapaToB
pacxodoB, CBA3aHHbIX C pas3paboTkor, NPOW3BOACTBOM, peanusauueint fiekapCTBEHHOro mnpenapara,
yKasaHne MHOCTPaHHbIMW MPOM3BOANTENSAMWU pasMepa MUHUMANbHOW OTMYCKHOWM LieHbl MPOM3BOAUTENS
Ha neKapCTBEHHbI npenapaT B rocygapcTBe MpPOM3BOAWUTENST W OPYrMX rocygapcTBax, rae OH
3aperncTpupoBaH, C Y4eTOM pPacxodoB, CBSA3AHHbIX C TaMOXEHHbIM OdOpMIIEHUEM (TaMOXEHHOM
MOLLMMHBI U TAMOXEHHbIX COOPOB 3a TaMOXXeHHOe 0POpPMIEHME), U TPAHCNOPTHBIX PacxoaoB.

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

2.1. Tlpu npoBegeHuM pacyeTa npefenbHOW OTMYCKHOM LUeHbl Hapsgy €  AdaHHbIMUK,
NpPeaycMOTPEHHBIMU HYacCTbiO 2 HACTOALLEN CTaTby, Yy4MTbIBAETCS:

1) B OTHOLWIEHUN POCCUMCKOrO NPOM3BOAMTENS - LieHa Ha aHanornyHble (Mo MeXxagyHapooHOMY
HenaTeHTOBaHHOMY HaMMeEHOBaHWUIO, NIEKapCTBEHHOW hopMe M OO3NPOBKE) NekapCTBEHHbLIE NpenaparThl,
npousBeneHHble Ha Tepputopum Poccunckon dPepepauumu, nnbo B criydae MX OTCYTCTBMS LieHa Ha
aHanornyHble MHOCTPaHHblE NEKApPCTBEHHbIE MpenapaTbl, Haxodsawumecs B rpaxgaHckoM obopoTe Ha
Tepputopun Poccunckon ®egepaunu;

2) B OTHOLUEHUN WHOCTPAHHOIO MPOWU3BOAMTENS - LieHAa Ha aHanornyHble (Mo MexayHapogHoMy
HenaTeHTOBaHHOMY HaMMEHOBaHUIO, FIEKAPCTBEHHOW hopMe U O03UPOBKE) NIEKAapCTBEHHbIE NpenapaTbl,
HaxogsLmecs B rpaxxgaHckom obopoTe Ha Tepputopun Poccunckon ®egepaumn.

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

2.2. Ha ocHoBaHum nogaHHoro Ao 1 okTabps Kaxgoro roga 3asiBNEHUA  POCCUMIACKOrO
NPOn3BOAMTENSA NEKAPCTBEHHbIX MpenapaTtoB, BKIHOYEHHbIX B MEpPeYeHb XMU3HEHHO HEeOOXOAMMBIX U
BaXKHENLUNX JEeKapCTBEHHbIX MpenapartoB, 3aperucTpupoBaHHas npefenbHasa OTMNycKHas LuUeHa Ha
neKkapcTBEHHbIA NpenapaT B Crlydae U3MEHEHUS LEH Ha Cbipbe M MaTepuarbl, HaknagHbIX pacxodos, a
Takke uncxoOos M3 YCTAHOBMEHHOro dedepanbHbiM  3akOHOM O dedepanbHoM OrogpkeTe Ha
COOTBETCTBYIOLLNA (PUHAHCOBLIA Trog, M Ha MMaHOBbIA MEpPUOA MPOrHO3MPYEMOrO YPOBHS WMHMNSALMMK
MOXeT ObITb MepeperncTpupoBaHa, HO He 4alle YeM OAMH pa3 B KaneHgapHoOM rody B nopsiake,
YCTaHOBIIEHHOM YacTamu 2 1 2.1 HacTosILen cTaTbMy.

(vacTb 2.2 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-$3)

3. [lpogaxa nekapCTBEHHbIX MpenapatoB, KOTOPble BKMOYEHbI B MNEPEeYEHb XKU3HEHHO
HeobXoOMMBIX W BaXKHEWLUUX NEKApPCTBEHHbIX MpenapaTtoB WM Ha KOTOpble HEe 3apeructpupoBaHa
YCTaHOBMEHHAsA MNPOU3BOOMTENAMM FEKAPCTBEHHbIX MpenapaTtoB MpefenbHas OTMyCcKHas LeHa Ha
NeKapcTBEHHbIe Mpenapartbl, BKIIOYEHHbIE B MEPEYEHb >XU3HEHHO HEeODXOAWMBIX U BaXKHEMLUUX
nekapcTBEHHbIX NMpenapaToB, He JoMnyckaeTcs.

Cratbs 62. [ocymapCTBeHHbIt peecTp npedenbHbiX OTNYCKHbIX LieH Mpou3BoauTenen Ha
nekapcTBeHHble npenapaTbl, BKIIOYEHHble B MepeyYeHb >KU3HEHHO HEeOOXOAMMBIX W  BaXKHEWLIMX
nekapcTBEHHbIX NpenapaToB

1. 3aperncTpvpoBaHHble NpedenbHble OTMYCKHbIE LEHbl Ha JlekapCTBEHHble npenaparTsl,
BKITIOYEHHbIE B MEpPEeYEHb XM3HEHHO HEeobXOoOAMMBIX W BaXKHEWLIMX JIeKapCTBEHHbIX Npenaparos,
noasiexxaT BKMIOYEHUIO B FOCYAAPCTBEHHbIA PEECTP MNpedernbHbIX OTMYCKHbIX LlEeH NPOU3BOAMTENEN Ha
NeKkapcTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MNEPEYEHb >XXU3HEHHO HEOOXOAWMBIX U BaXKHENLUMX
nekapcTBEHHbIX MpenapaTos.

2. FocyaoapCTBEHHbIN peecTp NpeAenbHbIX OTMYCKHbIX LIeH MPOU3BOAMTENEN Ha NEeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNEpPeYeHb XXU3HEHHO HEOOXOAMMBIX W BaXKHENLWMX NEeKapCTBEHHbIX
npenapaToB, coaepXuT B cebe cneayoLyo MHdopmaumio:

1) HaumeHoBaHVe NPON3BOAUTENS NTEKaPCTBEHHOTO Npenapara;

2) HaMMeHOBaHME IeKapCTBEHHOro nMpenapaTta (MexayHapogHOe HenaTeHTOBaHHOE  Wnu
XMUMWYECKOE N TOProBOE HAUMEHOBAHWS);

3) HoOMep perncTpaLnoHHOro yAOCTOBEPEHUS NEKAPCTBEHHOMO Npenapara;

4) nekapcTBeHHas hopMa C ykasaHMeM J03MPOBKW NIEKapCTBEHHONO nMpenapaTa 1 ero konuyecTtsa
BO BTOPUYHOM (MOTPEOUTENBCKOW) YNAKOBKE;

5) 3apeructpupoBaHHas npeaenbHas OTNycKHas LeHa B pyonsx;

6) [arta rocygapCTBEHHOW peructpauum npefenbHOM OTMYCKHOM LEeHbl Ha JieKapCTBEHHblE
npenapaTbl, BKMOYEHHbIE B MEpeYeHb XXU3HEHHO HEOOXOAMMBIX W BaKHEMLWMX FNEeKapCTBEHHbIX
npenapaTos.

3. F'ocymapcTBeHHasa perucrpauus npedenbHbIX OTMYCKHbIX LEH Ha flekapCTBEHHbIE npenapatbl,
BKITIOYEHHbIE B NepeYeHb XN3HEHHO HEOBXOANMBIX Y BaXKHENLLUMX NEKAapPCTBEHHbLIX NpenapaToB, BeAeHne
rocygapCTBEHHONO peectpa MpefenbHbIX  OTMYCKHbIX LUEeH MpoM3BOAUTENEN Ha JIEKApPCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOOMMbBIX W BaXXKHEMLMX JEeKapCTBEHHbIX
npenapaToB, OCYLLECTBIAOTCS B NOPSAKe, ycTaHOBNeHHOM [MpaBuTtenbcTBom Poccuiickon ®egepaunn.



CraTtbsl 63. YcTaHOBNEHNE opraHamMu UCMONHUTENbHOW BriacTh cybbekToB Poccuiickon ®enepauum
npegernbHbIX pa3MepoB OMNTOBbIX HagbaBOK W MpederibHbIX pa3MepoB PO3HUYHbIX HagbaBoOK K
PaKTU4ECKNMM OTMYCKHBbIM LIEHAaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMU JNIEKAPCTBEHHbIX NMpenapaToB, Ha
rnekapcTBeHHble Npenaparbl 419 MeANLMHCKOro MPUMEHEHS

1. OpraHbl uMcnonHUTENbHOW Brnactu cyobektoB Poccuiickon Pepepaumm ycTaHaBnuBaroT
npegernbHble pasmepbl ONTOBbIX HagbaBoK W npedenbHble pasMepbl PO3HUYHBIX HagbaBoK K
PaKTUYECKNMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMU NEKAPCTBEHHbIX NpenapaTos, Ha
nekapcTBeHHble MpenapaTbl, BKMYEHHbIE B MNEepeYeHb XWU3HEHHO HeobXoAMMbIX U  BaKHEWLIMX
nekapCcTBEHHbIX MpenapatoB, B COOTBETCTBUM C YTBEPXOEHHOW B Mopsgke, YCTaHOBMEHHOM
MpaButenscteom Poccuiickon depepaumm, METOAMKON YCTAHOBMEHUSA OpraHamMv WCNONMHUTENBHON
Bnactu cybvektoB Poccuiickon depepaumm npefenbHbIX pa3MepoB ONTOBbIX HaabaBoOK U npeneribHbIX
pa3MepoB PO3HUYHbIX HAAbaBOK K (haKTUYECKMM OTMYCKHBbIM LieHaM, YCTaHOBIEHHbIM MPOU3BOAUTENAMMU
nekapCTBEHHbIX MpenapaToB, Ha IEKapCTBEHHble MpenapaTbl, BKMYEHHbIE B MEPEYEHb >KU3HEHHO
HEOOXOAMMbIX U BaXKHEWLUMX NIeKapCTBEHHbIX NpenapaTos.

2. OpraHvzaumy ONTOBOW TOProBnNM W (MNWM) anTedHble OpraHusauun, WHAMBWUAYanbHbIE
npegnpyHMMaTeny, WMerwmMe nMUEH3N0 Ha dapmMaueBTUYECKYD OEeSATEeNbHOCTb, OCYLLECTBAST
peanu3aumio NIEKapCTBEHHbIX MpenapaToB, BKIHOYEHHbIX B MEPEeYeHb XWU3HEHHO HEeOOXOAMMbIX |
BaXXHEWLWNX NEeKapCTBEHHbIX MNpenapatoB, MO LEHaM, YPOBEHb KOTOPbIX HE MpeBblaeT CyMMmy
PaKkTU4eCKOW OTMYCKHOWM LiEHbl, YCTAHOBMEHHOW MPOM3BOAUTENEM JeKapCTBEHHbIX MpenapaTtoB U He
NpeBbILAOLWEN 3aperMcTpMpoBaHHON MpeaeribHOM OTMYCKHOM LieHbl, U pasMep OMNTOBOW HagbaBku U
(vnn) pasmep po3HWYHOM HagbaBku, He NpeBbIWaloLLne COOTBETCTBEHHO pa3mepa npeaenbHON ONTOBOM
HagbaBku n (Mnn) pasmepa nNpeaenbHON PO3HUYHOM HaabaBku, YCTaHOBIEHHbIX B cybbekTe Poccuickon
denepaumn.

3. OpraHbl MUCMOMHUTENBHON BnactTu cybbekToB Poccunckon Pepepaumm pasmewialT B ceTu
"MIHTepHeT" unm onybnukoBbIBalOT MHGOPMaLUMIO O 3aperncTpupoOBaHHOM NpedenbHOM OTMYCKHOW LieHe
Ha neKapCTBEHHble Npenaparbl, BKMOYEHHblIE B MEPEYEHb >KU3HEHHO HEOOXOAMMBIX W BaXKHEWMLUNX
nekapCTBEHHbIX npenapaTtoB, 00 YyCTaHOBMEHHbIX B cybbekte Poccuiickon Pepepaumm pasmepe
npegensHON ONTOBON HaabaBkM U (UNK) pasmepe NpeaeribHON PO3HUYHOW HaAbaBKM K YCTAHOBIEHHbIM
Npon3BOAMTENSIMU NEKapPCTBEHHbIX NpenapaToB hakTUYECKMM OTMYCKHbIM LieHaM Ha NeKapCTBEHHble
npenapaTbl, BK/MIOYEHHbIE B MEPeYeHb >KU3HEHHO HEeOOXOAMMbIX W BaXHEMLWMWX feKapCTBEHHbIX
npenapaTtoB, U 006 ykasaHHOW B 4acTu 2 HacToswewn ctaTbn cymme. MHdopmaums, npegycmMoTpeHHas
HaCTOsILLEeN YacTblo, OO/MKHA pasMelatbCs Takke B anTeyHblX OpraHusauusx B AOCTYNHOW Ans
CcBeJeHus BCeX 3anHTepecoBaHHbIX NuL oopme 1 0BHOBRATLCA MO Mepe ee onybnnkoBaHus.

4. TpuHaTtble ¢ HapyleHuem 3akoHogaTenoctBa Poccuiickon ®depepaumm pelleHWss opraHoB
ucnonHuTeneHow Bnactn cybvekta Poccuiickon ®Penepaummn o6 ycTaHOBNEHUN NPeAEeNibHbIX Pa3MepoB
ONTOBbIX HaabaBoK W nNpefenbHbIX pPa3MepoB PO3HUYHBbIX HAOA0aBOK K 3aperncTpyMpoBaHHbLIM
npefernbHbIM OTMYCKHBIM LieHaM Ha JleKapCTBEHHblE MpenapaTbl, BKMOYEHHbIE B NepeveHb KU3HEHHO
HEeOOXOAMMbIX U BaXKHEWLUMX NleKapCTBEHHbIX NpenapaToB, NoanexaT oTMeHe B CyAeOHOM nopsiake.

naea 13. MOHUTOPUHI BE3OMNACHOCTMU JIEKAPCTBEHHbIX MPEMAPATOB,
HAXOOALWKMXCA B OBPALLEHNXN HA TEPPUTOPUU POCCUUCKOU ®EOEPALINA

Cratbsa 64. MoHWUTOPWHI 6€30NacHOCTM NeKapCTBEHHbIX NpenapaTos

1. JlekapcTBeHHble npenapaTtbl, Haxogswumecs B obOpaweHun Ha Tepputopum Poccumnckon
dPepepaummn, noanexar MOHUTOPUHTY Oe30MacHOCTU B LIENAX BbIBNEHUS BO3MOXHbLIX HeraTMBHbIX
nocrneacTBUN MX MPUMEHEHUS, NpeaynpexaeHns nauuveHToB M MX 3alnTbl OT NPUMEHEHUs Takux
npenapaTos.

2. MoHuTOpUHIr 6€e30MacHOCTM NeKapCTBEHHbIX NPenapaToB OCYLLECTBAETCS YMNOMHOMOYEHHbLIM
defepanbHbIM OpraHoM WCMONMHUTENbHOW BMacTM Ha BCEX 3dTanax WX oOOpalleHus Ha TeppuTopuu
Poccuinckon degepaumm.

3. CybObekTbl oOpalleHusi NeKapCTBEHHbIX CPeAcTB 00s3aHbl coobliaTtb B YCTAHOBIIEHHOM
YMONTHOMOYEHHbIM  befepanbHbiM  OpraHoOM MCMOMNHUTENBHOW BriacTu nopsgke obo Bcex cryyasix
NoOOYHbIX OENCTBMI, HE YKa3aHHbIX B WHCTPYKUUW MO MPUMEHEHUIO NEKAPCTBEHHOro npenapara, o
Cepbe3HbIX HeXenaTenbHbIX peakuusix, HenpeaBUAEHHbIX HexernaTenbHbIX peakuusx npyv npuMeHeHun
nekapCTBeHHbIX MpenapaToB, 06 OCOBGEHHOCTAX B3aMMOAEWNCTBUS JIEKapCTBEHHbIX NpenapatoB C
APYrMMK NeKapCTBEHHbIMU MpenapaTamu, KOTopble Obinv BbIIBNEHbI MPYM MPOBEAEHUM KITUHUYECKMX
nuccneaoBaHu U NPUMEHEHUN NeKkapCcTBEHHbIX NpenapaTos.

4. 3a HecooOLleHNe NN COKPbITUE CBELAEHWUIA, NPEeLYCMOTPEHHbIX YacTblo 3 HACTOSILLEN CTaTbM,
nMua, KOTOpbIM OHW CTanuM W3BEeCTHbl MO poay WX npodeccuoHanbHOM [OeATenbHOCTU, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenbCTBOM Poccunckon ®enepauun.



5. Tlopagok OCyWeCTBNeHWs MOHUTOPUHra Ge30MmacHOCTM JeKapCTBEHHbIX —MpenapaTos,
peructpaumMm nobGOYHbIX  OECTBUA, CEepbesHblX HeXenaTerbHbIX  peakuui, HenpeaBUOeHHbIX
HexenaTesibHbIX peakuuii Npu NPUMEHEHUN NEeKapCTBEHHbIX MPenapaToB, B TOM Yucre NpeacTaBrieHus
nHcpopMaumm o6 3ToM, yCTaHaBNMBAETCA YMNONHOMOYEHHBIM (deaeparibHbiM OpPraHOM UCMOSTHUTESbHO
BracTu.

CraTtba 65. NpuoctaHoBNeHWe NPUMEHEHNS NEKapCTBEHHOIO npenaparta

Mpn nonyyeHun wuHpoOpMaLMM O NOBOOYHbIX [OENCTBUSX, HE YKa3aHHbIX B WHCTPYKUUKM MO
NPUMEHEHNIO NEKAPCTBEHHOIO npenaparta, Cepbe3HbIX HeXenaTenbHbIX peakuusix, HenpeaBUAEHHbIX
HexenaTenbHbIX peakuusx Mpu MNPUMEHEHUU RNeKapCTBEHHOro npenaparta, o6 0coBeHHOCTAX ero
B3aMMOJENCTBUA C APYrMMU fEKapCTBEHHbIMWU MnpenapaTamMmu, KOTOpble MOryT NpeacTaBnsiTb Yrpo3sy
XW3HW WM 300pPOBbI0 MAUWEHTOB, a TakkKe CBeOEeHWA, He COOTBETCTBYHOLUMX CBEOEHUSIM O
rnekapCTBEHHOM MpenapaTte, COOEPXallMMCH B WHCTPYKUUW MO €ro MPUMEHEHMI0, YMNOJSTHOMOYEHHbIV
dedepanbHbI - OpraH  UCMOMHUTENbHOW  BMAacTM  paccMaTpvMBaeT BOMPOC O  BO3MOXHOCTM
NPUOCTaHOBIIEHNS TMNPUMEHEHNS TaKoro JeKapCTBEHHOro mnpenapata B MNopsiake, YCTaHOBIEHHOM
YMONTHOMOYEHHbIM pefieparnibHbIM OpraHoM UCNOSTHUTENBHON BRacTu.

CraTtbsa 66. NUHdopmauusa o pesynbTatax MOHUTOPUHIa 6e30NacHOCTU NeKapCTBEHHbIX NpenapaToB

YNonHOMOY€eHHbIN dheaepanbHbIfn OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBNSAOWNA MOHUTOPUHT
Be3onacHOCTN NekapCTBEHHbIX MpenapaToB, HaxOo4swWmMxcs B obpalleHun Ha TeppuTtopumn Poccuinckon
depgepaumm, nNo pesynbTaTam MOHUTOPWMHra pasmellaeT Ha CBOoeM oduuMansHOM canTe B CeTu
"MHTepHeT" wWHpOpMaUMI0O O NPUHATBIX PELUEHUSIX O BHECEHUN W3MEHEHUS] B WHCTPYKUMIO MO
NPMMEHEHNIO NIEKAPCTBEHHOrO Mpenapata, O MNPWOCTAHOBIEHUN MPUMEHEHNS  NEKapCTBEHHOIO
npenapata, 06 n3bATUM N3 OOpaLLeHUs NEKAapCTBEHHOro npenaparta UM 0 BO30OHOBNEHMN NPUMEHEHNS
nekapCTBEHHOrO npenapara.

Mnasa 14. UHPOPMALIUA O NEKAPCTBEHHbIX MPEMAPATAX
Cratba 67. IHdopmaums o nekapCTBEHHbIX Npenapartax

1. NHbopmaumss o nekapcTBeHHbIX npenapaTtax, OTnycKaeMbiX MO peuenTy Ha NeKkapCTBEHHbIN
npenapaTt, AOfKHa cogepXaTbCs TOMbKO B CMELMann3vpoBaHHbIX U34aHusX, NpegHasHavyeHHbIX A5s
MeOULMHCKUX, dapMaLeBTU4EeCKuX, BeTepuHapHbiX paboTHuKoB. WMHdopmauma o nekapCTBEHHbIX
npenaparax Ans cneumanuctoB B ob6nacTty obpalleHns nekapCcTBEHHbIX CPeACTB MOXET CcoaepXKaTbes B
MOHOrpagusx, CnpaBOYHMKAX, HayyHblX CTaTbsAX, B [AOKMadax Ha KoHrpeccax, KoHdepeHumsx,
CMMMO3NyMax, Hay4YHbIX COBETaX, a TaKKe B MHCTPYKLMAX MO NPUMEHEHMIO NIEKapCTBEHHbIX NpenapaTos.

2. NHdopmauus o nekapcTBEHHbIX Mpenapartax, oTnyckaembix 6e3 peuenTta Ha fekapCTBEHHbIN
npenapart, MOXeT cofepxXaTbCa B Nybnukaumax u oObsABREHWAX CpeacTB MaccoBOW WHdOpMauumM,
cneumanu3MpoBaHHbIX M OBWMX NeyaTHbIX W3AaHWAX, MHCTPYKUMAX MO MPUMEHEHUIO FeKapCTBEHHbIX
npenapaToB, UHbIX U3AaHUAX CybbeKkTOB obpalleHUs nekapcTBeHHbIX CpeacTB. PeknamHble matepuansl
O IekapcTBEHHOM mnpenapaTe, OTnyckaeMoM ©6e3 peuenTta Ha IeKapCTBEHHbIM npenapar, AOSPKHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHUIO NEeKapCTBEHHOMO npenapara.

3. [onyckaeTca ucnonb3oBaHWe mMobblX MaTepuanbHbIX HOCUMTENeW, MO3BOMSIOWMNX XPaHUTb,
nepegasaTb M UCMOMb30BaTh MHOPMALIMIO O NEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaxeHus.

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EQEPALIUM NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELWEHUE BPEOA, MPUYUHEHHOIO 300OPOBbLIO N'PAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHogaTtenbcTBa Poccuinckon degepaumm npu
oOpalleHn NekapcTBEHHbIX CPeACTB

HapyweHue 3akoHogaTenbctBa Poccunckon Pegepaumm npm obpalleHnm nekapcTBeHHbIX CPEACTB
BMneYeT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoAaTenbLCTBOM Poccuiickon ®egepaumn.

CraTtbsa 69. Bo3melleHue Bpena, Npu4nHEHHOro 340pPOBbI0 rpaXaaH BcCheactBne npuMeHeHusa
NeKapCTBEHHbIX NpenapaTtoB

1. npOI/I3BOD,I/|TeJ'Ib JNIeKapCTBEHHOIo npenaparta 06s13aH BO3MECTUTb Bpen, FIpI/I‘-II/IHeHHbIIZ
340pOBbIO rpaxgaH Bcneacrtene npMMeHeHuna nekapCTtBeHHOro npenaparta, ecrnin oka3aHo, 4YTo:



1) nekapCTBEHHbIA MpenapaT NPUMEHSNICA MO Ha3Ha4YeHU0 B COOTBETCTBMU C WHCTPYKUMEW MO
NPYMEHEHNIO NTEKapCTBEHHOrO npenapata 1 NpUYMHOM Bpeda SBUIICA BBO4 B rpaxgaHckum obopoT
HeJoOpOoKayeCTBEHHOO fiekapCTBEHHOMO Npenapara;

2) BpeAd 300pOBbI MPUYMHEH BCNeacTBME HELOCTOBEpHOW WHGOpMauuu, copepxalienca B
WHCTPYKUUW MO NMPUMEHEHMWIO NIEKapCTBEHHOrO npenapara, U3gaHHoOW Npov3BoAMTENEM NEeKapCTBEHHOIO
npenapara.

2. B cny4ae, ecnu Bpea 340POBbI0 rpaxaaH NPUYMHEH BCreACTBUE MPUMEHEHMUS NEKApPCTBEHHOIO
npenapara, NpuLeLero B HEerogHOCTb B pe3ynbTaTe HapylleHWsi NpaBuil XpaHeHUs feKapCTBEHHbIX
CpeacTB, NpaBui ONTOBOW TOProBNM NeKapCTBEHHbIMK MpenapaTaMu, NpaBui OTMycka NeKapCTBEHHbIX
npenapaToB, MpaBWil M3rOTOBMIEHUSI M OTNyCKa JeKapCTBEHHbIX MpenapaToB, BO3MelleHVWe Bpeaa
OCYLLIECTBMSIETCS COOTBETCTBEHHO OpraHu3auueln ONTOBOW TOProBNWM IeKapCTBEHHbIMU CpeacTBamu,
anTeyHon opraHusauuen, WHAMBUAYanbHbIM NpPeAnpuHUMaTeneM, KMEeWUMN JULEH3NI0  Ha
dapmaLeBTMHECKYD OeATENbHOCTb WM JIMLEH3U0 Ha MEAWLMHCKYI OesTeNbHOCTb, MEAMLUHCKON
opraHusauven, WMeroLWen IUUEH3VNIo0 Ha dapMaueBTUYeCKylo AeATenbHOCTb (ee 060CcoOneHHbIM
nogpasgenexHvem (ambynatopuen, enbalepckum n genbalepcKo-akylepCkMM MyHKTaMu, LEeHTPOM
(oToeneHnem) obwen BpayebHOW (CEMENHON) NPakTUKK), PacmnosiIOKEHHbIM B CENbCKOM MOCENeHun, B
KOTOPOM OTCYTCTBYeT anteyHas opraHusauus), OOMyCTMBLUMMW MPOAAXKY WM  OTAYCK Takoro
rnekapCTBEHHOro npenapara.

3. BosmeweHve Bpeda, nNPUYMHEHHOrO 300POBbLID  paxdaH BCNeaCcTBUME  MPUMEHEHMS
nekapCTBEHHbIX MpenapaTtoB WM COBepLUEeHUS NPOTUBOMNPAaBHbIX AEWCTBUMA CybbekTamu obpalieHus
NeKapCTBEHHbIX CPEACTB, OCYLUECTBMSIETCS B COOTBETCTBMM C 3akoHoAdaTenbcTBoM Poccuiickon
depepaumm.

Mnaea 16. SAKITIOYUTENBbHbIE NMOJIOXKEHUA

Cratba 70. O npusHaHWM yTpaTMBLUUMW CUNY OTAENbHbLIX 3aKOHOAATENbHbLIX aKTOB (MOJOXEHMWN
3akoHofaTenbHbIX akToB) Poccuiickon ®eagepauum

Mpu3HaTb yTpaTUBLLMMN CUNY:

1) ®epgepanbHbin 3akoH OT 22 wuoHa 1998 ropa N 86-®3 "O nekapcTBeHHbIX cpepcTeax”
(Cobpanue 3akoHogaTenbcTBa Poccuinckon depepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbiv 3akoH OT 2 aHBapsa 2000 roga N 5-03 "O BHeCEHMM N3MEHEHMS U OOMNOMHEHWI B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTBax" (CobpaHue 3akoHopgaTenbcTBa Poccuickon
depepaumm, 2000, N 2, cT. 126);

3) ctaTbto 40 ®epepanbHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-03 "O BHECEHUN U3MEHEHUI 1
OOMOSTHEHMI B HEKOTOpble 3akoHodaTenbHble akTbl Poccuiickon degepaumm B CBSA3UM C MPUHATUEM
depepanbHoro 3akoHa "O nWUEH3VpPOBaHMKM  OTAENbHbIX BuaoB gesAtenbHocTu" (CobpaHue
3akoHogatenbcTBa Poccuiickon ®enepauun, 2003, N 2, cT. 167);

4) ctatbto 31 ®epepansHoro 3akoHa oT 30 moHa 2003 roga N 86-®3 "O BHeCceHUN U3MEHEHUI U
OOMOJSIHEHUI B HEKOTOpPbIE 3akoHoAaTenbHble akTbl Poccuiickon ®egepauun, NpuU3HaHUM yTpaTUBLLNMHA
cuny OTAenbHbIX 3akoHopaTemnbHbIXx akToB Poccuiickon ®epepauun, nNpeaocTaBneHUMU OTAEMbHbIX
rapaHTMi COTpyOoHUKAM OPraHoB BHYTPEHHMX OeJl, OPraHoB MO KOHTPOM 3a 060POTOM HapPKOTUYECKUX
CPEACTB U MCUXOTPOMHbIX BELECTB M ynpasgHaembix defepanbHbiX OpraHoB HaroroBoW MonvuuMu B
CBA3N C OCYLLUECTBIIEHMEM Mep MO COBEPLUEHCTBOBAHMIO rocygapctBeHHoro ynpasneHus" (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 2003, N 27, c1. 2700);

5) ctratbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-93 "O BHeCEHUN N3MEHEHUI
B 3akoHogaTenbHble akTbl Poccunckon ®degepaumm U NpuU3HaAHUM YTPaTUBLUMMWU CUITY HEKOTOPbIX
3akoHogaTenbHbIX akToB Poccuiickon ®depepauum B CBA3M C NpuHATMEM defeparnbHbiX 3akoHoB "O
BHECEHUN W3MEHEHWA n aononHeHun B degepanbHbii 3akoH "O6 06LWMX NpuHUMNAX opraHusaumu
3aKoHoAdaTenNbHbIX (NPEACTaBUTENbHBLIX) W WCMOMHUTENbHBIX OPraHoB rOCY4ApCTBEHHOM BMacTu
cybwektoB Poccunckon ®Pegepaumm” n "O6 obwmux npuHUMnNax opraHu3aumMm MecTHOro caMmoynpasBneHus
B Poccuiickon ®epepaummn” (CobpaHue 3akoHopgatenbctBa Poccuiickon depepaunn, 2004, N 35, cr.
3607);

6) cTaTbio 28 PepepanbHoro 3akoHa ot 18 gekabpsa 2006 roga N 231-903 "O BBegeHwun B feCTBUE
yactTn uvetBepTon [paxpgaHckoro kogekca Poccunckon ®epepaummn” (CobpaHve 3akoHogaTenbCTBa
Poccuiickon ®epepauun, 2006, N 52, cT. 5497).

Cratba 71. Bctynnenue B cuny HacTosiwero degepanbHOro 3akoHa

1. Hactosiwmn ®eaepanbHbivi 3akoH BCTynaeT B cuny ¢ 1 ceHTabps 2010 ropa.

2. JlekapcTBEHHblE CPEeACTBa, 3aperucTpupoBaHHble 00 [OHSA BCTYMMEHUST B CUMY HACTOSILLEro
dPepnepanbHOro 3akoHa, NoAnexaT BKIMIOYEHUIO B rOCYAAPCTBEHHbIE PEECTPbl JIEKAPCTBEHHbLIX CPEACTB C
BHECEHMEM YKa3aHHbIX B 4YacTn 1 ctatbu 33 HacTosiwero defepanbHOro 3akoHa cBefeHuin 00 3Tux



nekapCcTBeHHbIX CpeAcTBax 0e3 NpPOXOXAEHUS BHOBb MNpoLeAypbl FOCYOapCTBEHHOW pervcrpauum
nekapCTBEHHbIX NpenapaTos.

3. locygapcTBeHHas perncTpaumns nekapCcTBEHHbIX NpenapaTtoB, 3@ UCKIIOYEHMEM MeKapCTBEHHbIX
npenapaToB ANd MeOULMHCKOrO MPUMMEHEHWS, NPEeACTaBIEHHbIX Ha YKa3aHHYK perncrpauuio 40 AOHS
BCTYMMEHNS B cuiy HacTosilero ®efepanbHOro 3akoHa, OCYLLLECTBNSIETCA B COOTBETCTBMU C HACTOALL MM
dPepepanbHbIM 3aKOHOM Ha OCHOBaHUWM AOKYMEHTOB W AaHHbIX, MpeAcTaBfeHHbIX 40 OHSA BCTYMNNEHUS B
cuny HacToswero PeaepanbHOro 3akoHa.

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

3.1. NocynapcTBeHHas perncrpaumns nekapCcTBEHHbIX NpenapaToB A58 MeAULUHCKOro NPUMEHEHUS,
NPeAcCTaBneHHbIX Ha roCyAapCTBEHHYK perucTpaumio A0 [OHS BCTYMNMEHUA B CUNY HacCTOSLLEro
depnepanbHOro  3akoHa, W rOCyAapCTBEHHas perncrpauus  nekapcTBEHHbIX —npenapaToB  Ans
MEOULMHCKOTO MNPUMEHEHUs, NPEeACTaBNEHHbIX Ha SKCNepTM3dy IeKapCTBEHHbIX CpeacTB A0 OHS
BCTYMMEHUS B cuny Hactosiwero ®egepansHOro 3akoHa B LensX MX Nocneayrollen rocygapCTBeHHON
peructpaumm, OCYLLECTBIISIOTCA Ha OCHOBaHWM [OOKYMEHTOB W [aHHbIX, NPeACTaBMEHHbIX A0 [AHS
BCTYMMEHNS B cuny Hacrtoswero degepanbHOro 3akoHa, a TakkKe 3asBlEeHWst O rocygapCTBEHHOMN
peructpaummM FeKapCTBEHHOro npenaparta, MpeacTaBNeHHOro MNpPOM3BOAMTENEM  fleKapCTBEHHbIX
npenapaToB UM YNOSTHOMOYEHHbIM MM FIMLOM B COOTBETCTBUM C HacToAwmm PegepanbHbiM 3aKOHOM B
YNOSTHOMOYEHHbIA  doegepanbHbIl  opraH wucnonHutensHon Bractv o 1 maprta 2011 roga, 6Ges
TpeboBaHWs ynnaTbl rocy4apCTBEHHOW MOLUMNWMHBI, NPeayCMOTPEHHON 3akoHoOaTenbCTBOM Poccunckom
®epgepaumm o Hanorax n cbopax.

(vactb 3.1 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.2. TllogTBepxaeHWe rocyaapCTBEHHOW peructpaumm fekapCTBeHHbIX npenapaToB  Ans
MEOVLIMHCKOro NPUMEHEHNs, NPeACTaBMNEHHbIX ANA NOATBEPKAEHUS rOCyAapCTBEHHON peructpauun oo
OHA BCTYNneHuWs B cuny HacTosiwero ®egepanbHOro 3akoHa, M MNOATBEPXAEHME TOCyAapCTBEHHOW
peructpaumm rekapCTBEHHbIX NpenapatoB AN MEOWUUMHCKOrO MNPUMEHEHWs!, NPEeACTaBMEHHbIX Ha
3KCNEepTM3Y NEKapCTBEHHbIX CPEACTB A0 OHA BCTYNIEHWUst B cuny Hactosiwero ®enepanbHOro 3akoHa B
uensax nocrefylowero MOATBEPXKAEHUA WX TOCYLapCTBEHHOW perncrpauun, OCYLLEeCTBASKTCA Ha
OCHOBaHUM [OKYMEHTOB W [aHHbIX, MPeACTaBiEeHHbIX OO0 [OHS BCTYMMEHWST B CUITY HacTOSLLEro
dPepepanbHOro 3akoHa, a Takke 3asiBfieHUs O MNOATBEPXAEHUM TOCYyAapCTBEHHOW permcrpaumm
nekapCTBEHHOro npenaparta, MNpeacTaBreHHOro NPou3BOAUTENEM EKapCTBEHHbIX MpenapaToB Wnu
YMNOMHOMOYEHHbBIM 1M NMLIOM B COOTBETCTBUM C HacTosiwmum deaepanbHbIM 3aKOHOM B YMOSTHOMOYEHHbIN
dedepanbHbI OopraH ucnonHutensHon Brnactu o 1 mapta 2011 roga, 6e3 TpebosaHua ynnathbl
rocyaapCTBEHHOW MOLUMMHbI, MPeAYCMOTPEHHOW 3akoHoaaTenbCcTBOM Poccuickon depepaumm o Hanorax
n cbopax.

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

3.3. TllpuHATME peleHuss O BHECEHWM U3MEHEHUA B [OOKYMEHTbl, cojepXawuecs B
pPErucTpauMoOHHOM [OCbe€ Ha 3apermcTpyMpoBaHHbIN JIEKAapCTBEHHbIA Npenapat Ans MeLULUHCKOro
NPMMEHEHNA U NMpeAcTaBMeHHble A0 OHSA BCTYMNEHUs B cuny Hactoswero ®enepanbHOro 3akoHa, U
NPUHATME PELLEHNS O BHECEHUUN N3MEHEHWI B AOKYMEHTLI, COAEPXKaLleecsi B permcTpaLMoHHOM 4OCbe Ha
3aperMcTpMpOBaHHbIN NIEKapCTBEHHbIV Npenapar Ans MegUUUHCKOro MPUMEHEHUS 1 NPeACTaBeHHbIE Ha
3KCNEepTM3y NEKapPCTBEHHbIX CPeACTB OO OHS1 BCTYMMEHUsA B cuny Hactoswero PenepanbHOro 3akoHa,
OCYLLIECTBMSAKTCA HAa OCHOBAHWM OOKYMEHTOB W AaHHbIX, MPEACTAaBMEHHbIX A0 OHSA BCTYMMEHMS B CUNy
HacToswero depepanbHOrO 3akoHa, a Tawkke 3asiBNEHUs O BHECEeHMU W3MEHEHUN B [OOKYMEHTHI,
cogepxalimecs B peructpauMoHHOM A0Cbe Ha 3aperncTpyMpoBaHHbIN MNEeKapCTBEHHbIN npenapaTt Angd
MEOULMHCKOTO MNPUMEHEHWs, NpeacTaBNeHHOro npou3BoaUTENEM JeKapCTBEHHbIX MpenapaTtoB Mmu
YMNOMHOMOYEHHbBIM MM fMLIOM B COOTBETCTBUM C HAacTosWwmnm PegepanbHbiM 3aKOHOM B YNONTHOMOYEHHbIV
defepanbHbIi opraH ucnonHuTenbHon Bnactu o 1 mapta 2011 roga, 6e3 TpeboBaHusA ynnatbl
rocygapCTBEHHOM MOLWNHBI, NPegyCMOTPEHHON 3akoHodaTenbcTBoM Poccurickon ®enepauun o Hanorax
n cbopax.

(vacTb 3.3 B peq. ®egepansHoro 3akoHa oT 29.11.2010 N 313-03)

3.4. Bblgaya paspelieHuii Ha MpPOBEAEHUE KIMHUYECKUX WCCNEeAOBaHWN  NEKapCTBEHHbIX
npenapaTtoB A MEAWULMHCKOrO MPUMEHEHMS MO 3asBNEHUSAM, NOAaHHbIM A0 AHSA BCTYMNMEHMs B cuny
HacToswero PenepanbHOro 3akoHa, a Takke Mo 3asABMeHUsIM, MOAAHHbLIM MOCIe AHSA BCTYNMEHUSA B CUNy
HacToswwero PegepanbHOro 3akoHa Ha OCHOBaHUW 3KCMEepPTU3, MPOBEAEHHbIX OO AHA BCTYMMAEHUS B CUITY
HacToswero degepanbHOro 3aKkoHa, OCYLLIECTBMSIETCA B COOTBETCTBMM C Hactoswmm PegepanbHbiM
3aKOHOM Ha OCHOBaHUW JOKYMEHTOB M JaHHbIX, MPEACTaBNEHHbIX UMW NOJTyYEHHbIX 40 AHS BCTYMMEHUS B
cuny Hacrtosiwero defepanbHOro 3akoHa, a Takke Ha OCHOBaHWM KOMWW MpeABapuTeribHOro AOroBopa
0653aTeNbHOr0 CTPaxoBaHWUS XXM3HW, 300POBbS NALMEHTOB, y4aCTBYIOLMUX B KITMHNYECKOM MCCeaoBaHWUm
nekapCTBEHHOro npenaparta Ans MeauuMHCKOrO MPUMEHEHMS, UKW KOMMM JorosBopa 00s3aTenbHoro
CTPaxoBaHUsl  XW3HW, 300POBbsi  MAUMEHTOB, YYaCTBYHLWMX B  KIMHWYECKOM  MUCCregoBaHUu
nekapCTBEHHOro npenapara ans MeauLMHCKOro MpuMeHeHusl, nMbo npeacTaBreHHOM Konuu LoroBopa
0653aTeNbHOr0 CTpaxoBaHWs, 3aKMOYEHHOTO B COOTBETCTBMM C TUMOBLIMY MpaBunamm obsizaTensHOro
CTpaxoBaHWUsl, C YyKasaHWeM npeaenbHOW YUCIEHHOCTU MNAUMEHTOB, YYacCTBYIOLMX B KIUHUYECKOM



nccnegoBaHMM NEKapCTBEHHOrO npenapaTta ansg MeauumMHCKOro npumeHeHusi, 6e3 TpeboBaHusa ynnarbl
rocyaapCTBEHHOW MOLUIMHbI, NPeAYCMOTPEHHOW 3akoHoaaTenbcTBoM Poccuickon ®enepauum o Hanorax
n cbopax.

(vactb 3.4 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apernctpvpoBaHHble B MHOCTPaAHHOW BamnkTe OO0 OHA BCTYMMEHMS B CWUY HacCTOSILLEro
degepanbHOro  3akoHa NpederibHble  OTMYCKHble  LEeHbl  MHOCTPaHHbIX  MpOM3BOAUTENEN  Ha
neKkapCcTBEHHble npenaparbl, BKMAOYEHHLIE B MNEPEYEHb XWU3HEHHO HEeoOXOOMMbIX U BaXKHEWLLIUX
nekapcTBeHHbIX NpenapaToB, noanexat nepecdeTty B pybnu no kypcy LieHTpansHoro 6aHka Poccuickom
depepaumm Ha gaty, yctaHoBrneHHywo [NMpaButenbctBoMm Poccuiickon ®epepauuun, 6e3 npeacraBneHust
3asBMNeHNst 0 NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYIOLLNX U3MEHEHUI B FOCYAapCTBEHHbIN peecTp
npeaenbHbIX OTMYCKHbIX LIeH NPOM3BOAUTENEN Ha NeKapCTBEHHbIE NpenapaTsl, BKMNOYEHHbIE B NepeYeHb
XXN3HEHHO HEOBXOOMMbIX U BaXKHEMLUNX NEeKapCTBEHHbIX NpenapaTos.

(4acTb 3.5 BBegeHa deaeparnbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.6. 3apernctpuvpoBaHHble OO0 [OHS BCTYMNEeHUs B cuny Hactosiwero ®egepanbHOro 3akoHa
npegenbHble  OTMNYCKHble LUEeHbl POCCUMIUCKMX MPOU3BOAUTENEN Ha JeKapCTBEHHble MpenaparTsl,
BKMIOYEHHbIE B MEPEYEHb >XM3HEHHO HEOOXOAMMbBIX W BaXXHEMWLWMX JEeKapCTBEHHbIX MpenapaTos,
nognexaTt wuHaekcaumm ¢ 1 Hosi6psi 2010 roga umcxogos M3 MPOTrHO3MPYEMOrO YPOBHS MHANALNUN,
ycTaHoBrneHHoro ®efepanbHbiM 3akoHOM OT 2 aekabpst 2009 roga N 308-93 "O deaepanbHom GrompkeTe
Ha 2010 roa v Ha nnaHoBbin nepuog 2011 n 2012 rogos" Ha 2011 rog.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

3.7. Mocne 1 mapTa 2011 roga He gonyckakTcsi NPOU3BOACTBO M BBO3 Ha Tepputoputo Poccumnckom
depepaumm nekapCTBEHHbIX NpenapaToB B YNakoBKax C MapKMpOBKOW, koTopasi Obinia HaHeceHa 00 OHS
BCTynneHna B cuny Hactosawero depepanbHOro 3akoHa. o MCTeYEHMU yKa3aHHOro cpoka [aHHble
nekapcTBeHHble MnpernapaTbl MOryT OTNyCKaTbCH, peanu3oBbiBaTbCs, NepeaaBaTbCa U NPUMEHSTLCS 00
NCTEYEHMS X CpOKa rogHOCTM.

(vacTb 3.7 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4. Co pHs BCTynneHust B cuny Hactosuwero ®epepanbHoro 3akoHa n no 30 anpens 2011 roga
BKMIOUMTENBHO  JOMyckaeTcs MNpPOBeOEeHNEe  SKCNepTu3bl  JIEKAPCTBEHHbLIX CPeacTB  aKcrnepTamu
9KCMEPTHOTO  Y4YPEXOAEHUS OO0 MNPOXOXAEHMS MMW  aTTecTauuMnm B NOpsiAke, YCTaHOBIIEHHOM
YNOMHOMOYEHHbIM (beepanbHbIM OpraHOM UCMOMHUTENBHOW BMNACTW.

5. Co gHA BCcTynneHusa B cuny HacToswero ®egepansHoro 3akoHa u no 31 gekabpsa 2013 roga
BKMIOYUTENBHO OCYLLECTBISAETCA NEpPexon K NPOU3BOACTBY fEKapCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaesunaMmym opraHusauum npon3BoACTBa U KOHTPOMS KavyecTBa NIeKapCTBEHHbIX CPEACTB, YKa3aHHbIMU B
yactm 1 cratem 45 Hactoswero PegepanbHOro 3akoHa, B MOnHoM ob6beme. Cpoku nepexopa
Npon3BOACTBa IEKAPCTBEHHbIX CPEACTB K WX MPOU3BOACTBY B COOTBETCTBUM C  KOHKPETHLIMU
TpeboBaHNSIMM AaHHbLIX NMPaBWI, BKIOYas CPOKM aTTecTaumm YNOoNMHOMOYEHHbIX NNL, YKa3aHHbIX B 4acTsX
6 n 7 ctatbn 45 HacTodwero degepanbHOro 3akoHa, yctaHasnueatoTcsa MpasutensctBoM Poccuiickon
degepaumn.

6. JluueH3nn Ha nNpoM3BOACTBO JEKApPCTBEHHbIX CPeacTB, BblAaHHble oo 1 aHBapsa 2014 roaa,
dencteytoT nocrie 1 aHBapsa 2014 roga 0o UCTEYEHUSA cpoka MX OeNCTBUSA NpU YCNOBUU COOTBETCTBUSA
nvueHsvaTa npaBunaM opraHuMsauuu NpouM3BOACTBA M KOHTPOMS KadecTBa JeKapCTBEHHbLIX CPeacTB,
ykasaHHbIM B YacTu 1 ctaTbm 45 HacToswero PegepanbHOro 3akoHa.

7. ®opmupoBaHME rOCYyOapCTBEHHOIO 3afdaHuMs Ha MpOBEAEHME 3KCMepTM3bl NEKapPCTBEHHbIX
cpeacTts defepanbHOMY rOCygapCTBEHHOMY OHOKETHOMY YUpPEXOEHWUO MO MPOBEAEHMIO SKCMEpPTU3bl
NeKapcTBEHHbIX CpeacTB n hnHaHcoBoe obecneveHne BbINONTHEHUS 3TOrO 3a4aHus OCYLLECTBIAIOTCA B
nopsiake, yctaHoBneHHom denepanbHbiM 3akoHOM 0T 12 aHBapsa 1996 roga N 7-d3 "O HekoMMepUYecKmx
opraHmsaumnax".

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM oT 29.11.2010 N 313-03)
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