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o1 13.07.2020 N 206-®3, o1 08.12.2020 N 429-®3, o1 22.12.2020 N 444-93,
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Fnasa 1. OBLLWUE NOJIOXKEHUA
Cratbsa 1. Mpepgmert perynuposaHua HacToswero ®egepasibHOro 3akoHa

1. Hactoawmin PepepanbHblii 3aKOH peryivpyeT OTHOLWEHMA, BO3HMKAlOWMe B CBA3M C obpalweHuem -
pa3paboTKoM,  AOKAMHUYECKMMM  UCCNEAO0BaHUAMM,  KAUHUYECKMMWU  UCCNeAOBaHUAMW,  SKCNEepTM3OM,
rocy4apCcTBEHHOWN perncrTpaumnei, co cTaHaapTM3aUmeit U ¢ KOHTPO1IeM KavecTsa, NPoM3BOACTBOM, U3TOTOBIEHUEM,
XpaHeHMeMm, nepeBo3Koi, BBO3oM B Poccuickyto Pepepaumto, BbiBo30M M3 Poccuiickoi Peaepaummn, peknamown,
OTMNYCKOM, peanunsauumen, nepegayeit, NPUMeHEHUEM, YHUUTOXKEHNEM IEKAaPCTBEHHbIX CPEACTB.

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

2. Hactoawmuii PepepanbHbii 3aKOH YCTaHaBAMBaeT MNPUOPUTET TOCYLAPCTBEHHOTO pPeryaMpoBaHus
6e30nacHOCTM, KayecTBa v 3GpGEKTUBHOCTM IEKaPCTBEHHbIX CPeACTB Npu UX 0bpaLLeHnu.
(8 pea. epepanbHOro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Chepa npumeHeHUA HacToawero depepanbHOro 3akoHa

HaCTOﬂLLI,I/Iﬁ dJep,epaanblf/'l 3dKOH nNpumeHAeTcA K OTHOWweHUAM, BO3HUKawoWwuMm npu o6pau.|,eHV|v|
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NeKapCTBEHHbIX CPEACTB Ha TeppuTopun Poccuiickoin eaepaunm.
CraTtbA 3. 3aKOHOAaTeNbCTBO 06 06palLeHMM IeKaPCTBEHHbIX CPeACTB

1. 3aKoHOZATENLCTBO 06 06pPALLEHMM NIEKAPCTBEHHbIX CPEACTB COCTOWUT M3 Hactoswero deaepanbHoro
3aKOHa, Apyrux deaepanbHbiX 3aKOHOB M MHbIX HOPMATMBHbIX MPaBOBbLIX aKTOB Poccuitickoit Peaepaumm.

1.1. 3akoHogaTenbcTBO 06 06pallEeHUN NEeKAPCTBEHHbIX CPEACTB B OTHOLIEHUW OPUAMYECKUX /UL, U
WUHOMBUAYANbHbIX NPeAnpPUHUMATENEN, OCYLLECTBAAIOLWMX AEATENbHOCTb Ha TEPPUTOPUM MEXKAYHapOoAHOro
MeAMUMHCKOro KaacTepa, NMPUMEHAETCA C y4eTOM OCOBeHHOCTel, yCTaHOBAEHHbIX PeaepanbHbiM 3akoHom "O
MEeXAyHapoOgHOM MEAMUMHCKOM K/aacTepe W BHECEHUMM M3MEHEHUIt B OTAeNbHble 3aKOHOAATE/NbHbIE aKTbl
Poccuiickon ®epepaumn”.

(4acTb 1.1 BBeaeHa degepanbHbiM 3akoHOM OT 29.06.2015 N 160-$3)

2. [JeictBue HacTtoAwero ®denepanbHOro 3aKOHa PacnpoCTpaHAeTcs Ha obpalyeHWe HapKOTUYECKUX
NEKapCTBEHHbIX CPEACTB M MCUMXOTPOMHbIX JIEKAPCTBEHHbIX CPEACTB C YYeTOM OCOBEHHOCTEM, YCTaHOBEHHbIX
3aKOHOZATENbCTBOM Poccuitickon depepaumm O HapKOTUYECKUX CPeacTBax, MCUMXOTPOMHbIX BELLECTBAX M 06 MX
npeKypcopax.

3.  [Oeirctene  Hactoswero  dPenepanbHOro  3aKoHa pacnpocTpaHsierca Ha  obpauweHune
pagnodapmMaLLeBTUYECKMX IEKAPCTBEHHbIX CPEACTB C y4eTOM 0COBEHHOCTEN, YCTaHOBNEHHbIX 3aKOHOAATENbCTBOM
Poccuiickoit Peaepaumn B ob6nactn obecnedeHns pagmaumoHHoi 6esonacHoCTy.

4. Ecnv mexayHapogHbiM A0roBopom Poccuitckoit depepauum yCTaHOB/IEHbI MHble MpaBu/a, Yem Te,
KOoTopble npeaycmoTpeHbl HacToAuwmum PeaepanbHbIM 3aKOHOM, MPUMEHAIOTCA MpasBuaa MeXAyHapoaHOro
fAorosopa.

4.1. PeweHMA MeXrocyaapCTBEHHbIX OPraHoB, MPWUHATbIE Ha OCHOBAHWUM MONOXKEHWN MEXAYHAPOAHbIX
porosopoB Poccuiickon ®depepaumm B UX  UCTONKOBaHMM, npoTuBopeyawem KoHcTuTyuum Poccuitckol
Pepepaumm, He noanexat ucnonHeHuto B Poccuiickon Pepepaumn. Takoe npoTuBopeune MoxKeT bbiTb
YCTaHOB/IEHO B NOPALKe, onpeaeneHHoM deaepanbHbIM KOHCTUTYLLMOHHbIM 3aKOHOM.

(4acTb 4.1 BBegeHa ®eaepanbHbiM 3akoHOM oT 08.12.2020 N 429-3)

5. B Poccuiickon Pepepaumm B COOTBETCTBMU C MeEXAYHAPOAHbIMK AoroBopamu Poccuiickon deaepaumm n
(nnKn) Ha ocHoBe NMpUHUMNA B3aMMHOCTM MPU3HAIOTCA Pe3yNbTaTbl KAMHUYECKUX UCCNEA0BaHUIA NEKAPCTBEHHbIX
npenapaToB AA8 MeAMUMHCKOTO MPUMEHEHUs, MNpPOBeAEHHbIX 3a npegenamu Tepputopun Poccuiickoi
depepaunu.

Cratba 4. OCHOBHbIe NOHATUA, UCNOJIb3yeMble B HaCTOALLEM Cbep,epaanOM 3dKOHe

Ona u.eneﬁ HacTtoAuwero CDep,epaanoro 3aKOHa NCNonb3yrTCA Cheayroume OCHOBHbIE MOHATUA!

1) NneKapcTBeHHble CPeacTBA - BELLeCTBA MW UX KOMOWHALMM, BCTyNalwowue B KOHTAKT C OpPraHM3mom
YesIoBEKA U/IN KMBOTHOTO, MPOHUKAIOLLME B OPraHbl, TKAHU OPraHU3ma YeNoBEKA MW KUBOTHOTO, MPUMEHAEMbIE
ANnA NpodUNaKTUKKU, AMATHOCTUKM (33 WUCKNIOYEHMEM BELLECTB WM MX KOMOMHALMMNA, HEe KOHTAKTUPYIOWMX C
OpraHM3MOM YesoBEeKa WAW  KMBOTHOIO), JledyeHWAa 3abonesBaHuda, peabunutaumu, ANA  COXPaHeEHUs,
npeAoTBPALLEHNA UAKN NPepbiBaHMA GepeMeHHOCTU U NONYYEHHbIE U3 KPOBW, N1a3Mbl KPOBU, U3 OPraHOB, TKAHEWN
OpraHM3ma YesioBeKa WM KMBOTHOIO, PACTEHWA, MWHEPANIOB METOAAMM CUHTE3a WAW C MNPUMEHEHUEM
6MoNOrMYeckux TexHoMorMin. K /ieKapcTBEHHbIM CpeacTBaM OTHOCATCS dapmaueBTMyeckMe cybcTaHummM U
NleKapCTBEHHble Npenaparthbl;

2) dapmaueBTMUecKana CcybCcTaHUMA - /JeKapcTBEHHOE CPeacTBO B BUAE OAHOMO MAW  HECKOJIbKUX
obnajatownx GapmMaKkoNOTMYEcKo aKTUBHOCTbIO OEeWCTBYIOLWMX BeLecTB BHE 3aBMCMMOCTM OT MPUPOAbI
NPOUCXOXKAEHUA, KOTOpOoe NpefHasHayeHo A8 MPOU3BOACTBA, WM3rOTOB/EHWA NIEKAaPCTBEHHbIX Npenapatos U
onpegennet nx apHeKTUBHOCTb;

(n. 2 B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) BcnomoraTtenbHble BELECTBA - BELLECTBA HEOPraHWYECKOro WM OPraHMYecKkoro MPOUCXOXAeHUA,
ncnonb3yemble B Mpolecce MNPOM3BOACTBA, M3rOTOBAEHUA JIEKAPCTBEHHbIX NpenapaTtoB AAA NpuaaHua UM
HeobxoAnMbIX PUINKO-XMMUYECKUX CBOWCTB;
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4) nekapcTBeHHble npenaparbl - eKapCTBEHHbIE CPeACTBAa B BUAE NEKAPCTBEHHbIX GOPM, NpUMeHAemble
ANA NPOOUNAKTUKM, AMATHOCTUKK, NedeHns 3aboneBaHus, peabunutaumm, ANA COXpaHeHWs, NpesoTBpaLLeHus
WK NpepbiBaHMA BepeMeHHOCTH;

5) nekapctBeHHas ¢opma - COCTOAHME JIeKapCTBEHHOro npenaparta, COOTBETCTBylollee cnocobam ero
BBEZEHMA U NPUMEHEHMUA 1 obecneynBatoLee 4OCTUNKEHME Heobxoanmoro neyebHoro spdekTa;

5.1) [O3MpOBKA - COAEP!KAHWE OOHOMO MM HECKO/IbKMX [AENCTBYIOWMX BELLeCTB B KONMUYECTBEHHOM
BbIPA)KEHUN HA eAMHULY [03bl, UAN eauHULy obbema, UAM eAMHULY MACCbl B COOTBETCTBMM C JIEKAPCTBEHHOM
dopmoit MMbo ANA HEKOTOPbIX BUAOB NEKAPCTBEHHbLIX GOPM KOIMYECTBO BbICBODOOXKAAEMOr0 U3 JIEKAPCTBEHHOM
dopMbl AEeNCTBYIOLLENO BELLLECTBA 32 €ANHULY BPEMEHMU;

(n. 5.1 BBeaeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

6) nepevyeHb XM3HEHHO HEOOXOAMMbIX W BAXKHEWLWWMX NEKAPCTBEHHbIX MNPEenapaToB - YTBEPXKAAEMbIN
MpasutensctBom Poccuitickolt  depepaumm nepevyeHb JIEKAPCTBEHHbIX MPEnapaToB  AnA  MeAMUMHCKOro
npUMeHeHus, obecneynBaloLLMX MNPUOPUTETHbIE MNOTPEOHOCTM 34PaBOOXPAHEHUA B LEAAX NPOGUNAKTUKU U
neyeHuna 3aboneBaHUin, B TOM yncse npeobnagatolmnx B CTpyKType 3abonesaemoctu B Poccuiickon ®epepaumm;

(8 pea. ®enepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble NeKapCTBeHHble npenapaTbl - JIeKAPCTBEHHble npenapatbl, NpegHasHayeHHble
WCKIOUUTENBHO A1 AMarHOCTUKM WM NATOreHETUYECKOro JieYyeHus (/1e4eHmns, HanpasIeHHOro Ha MeXaHU3Mm
pa3BuTMA 3aboneBaHnA) peaKux (opdaHHbIX) 3aboneBaHnit;

(n. 6.1 BBeaeH PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

6.2) 6uonorMyeckme NeKkapcTBeHHble MpenapaTbl - JIEKAPCTBEHHbIE MpenapaTsl, AeNcTByioLlee Bew,ecTBO
KOTOPbIX NPOW3BEAEHO WM BblAeNIEHO U3 BUONOTMYECKOrO UCTOYHUKA U ANA onpeseneHns CBOMCTB M KadvecTsa
KOTOpbIX HeobxoAMMa KOMOWHAUMA OMONOTUYECKMX WU  (UIUKO-XMMMYECKMX MeTogoB. K 6uonormyeckum
NIeKapCTBEHHbIM MpenapaTtam OTHOCATCA MMMyHOBMONOrMyeckne eKapCTBEHHble npenapaTbl, /IeKapCTBEHHbIe
npenapaTbl, MOJyYeHHbIE U3 KPOBU, MIa3Mbl KPOBU YE/IOBEKA U KMBOTHBIX (33 MCKIOYEHUEM LLe/IbHOM KPOBM),
6uoTEXHONOTNYECKME NeKapCTBEHHbIE NpenapaTbl, reHoTepaneBTUYEeCKUE IeKapCTBEHHbIe NpenaparThbl;

(n. 6.2 BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

7) MMMYHOBMOIOTUYECKME IeKapCTBEHHbIE MpenapaTbl - IEKapCTBEHHble npenapaTbl, NpegHasHayeHHble
ana GopMUPOBAHUA aKTUBHOIO MAM MACCMBHOTO MMMYHWUTETa AMBO AMArHOCTUKM HaAMuMA MMMyHMTETa WM
ANArHOCTUKK cneunduyeckoro NpnobpeTeHHOro U3MeHeHUss UMMYHOI0TMYECKOro OTBETA Ha anneprusupyrolime
BewecTBa. K MMMyHOBMONOrMYECKMM IeKapCTBEHHbIM MpenapaTaM OTHOCATCA BaKUWHbI, aHAaTOKCUHbI, TOKCUHbI,
CbIBOPOTKM, UMMYHOTFN06YANHBI M annepreHsi;

(n. 7 B peqn. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7.1) 6MOTEXHO/NIOTMYECKME NeKapCcTBEHHble MNpenapaTtbl - JIeKapCcTBEHHble nNpenapaTtbl, NPOWU3BOACTBO
KOTOPbIX OCYLLECTBAAETCA C MUCMOb30BaHMEM BMOTEXHONOMMYECKUX MpoLeccoB M meToaos (B Tom uucne OHK-
PEKOMOWMHAHTHON TEXHOIOTMU, TEXHO/IOTMN KOHTPOAMPYEMOI 3KCMPECCUU TEHOB, KOAMPYHOLWMX BMONOrnYeckm
AKTMBHble 6e/KM B NPOKAapMOTax U 3yKapuoTax, BKAOYAA U3MEHEHHbIE KAETKM MIEKONUTAIOLLMX), TMBPUAOMHOrO
MeTo4a U MeToAa MOHOK/IOHANbHbIX aHTUTEN;

(n. 7.1 BBeaeH ®eaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKME NIEKAPCTBEHHbIE MPEenapaTbl - IEKapCTBEHHbIe Npenapatsl, papmaLeBTUYecKas
CybCTaHLMA KOTOPbIX ABAAETCA PEKOMOBUHAHTHOM HYKNEUHOBOW KUCIOTOW MU BKNKOYAET B C€BA PEKOMBUHAHTHYO
HYKJIEMHOBYIO KWUCNOTY, MO3BOIAIOLWYIO OCYLLECTBAATL PEryiMpoBaHWe, penapaumio, 3ameHy, nobasneHve mau
yOaneHne reHeTMYECKOoM nociesoBaTeNbHOCTY;

(n. 7.2 BBeaeH ®eaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

8) HapKoTMYecKMe JfleKapCTBEHHble CPeacTBa - JIeKapCTBEHHble npenapatel M dapmaueBTUyeckme
cybCTaHUMM, cofep:Kalime HApKOTUYEeCKMe CcpeacTBa WM BKAKOYEHHble B [lepeyeHb HAPKOTMYECKUX CPEACTs,
NCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, Nog/exKallmx KOHTpoto B Poccuiickoit desepaunn, B COOTBETCTBUN C
3aKoHogaTenbcTBOM Poccuiickon degepaunn, mexayHapoaHbiMm gorosopamm Poccuiickoit ®epepaunm, B Tom
yncne EAMHOM KOHBEHLMEN O HAPKOTMYECKUX cpeacTBax 1961 roaa;

9) nNCUMXOTPOMHble J/leKapCTBEHHble CPeACTBA - JIEKapCTBEHHble nNpenapatbl UM dpapmaueBTUYecKue
cybCcTaHuMK, copepiKalime MNCUXOTPOMHble BelecTBa WM BKAlOYeHHble B [lepeyeHb HAPKOTMUYECKMX CPEeAcTs,
MCUXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, NOoANeXKaLLMX KOHTPOIo B Poccuiickoin deaepaumn, B COOTBETCTBUM C
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3aKoHoZaTebcTBOM Poccuiickont ®egepauunm, mexayHapogHbiMM goroBopamu Poccuiickon Pepepauunm, B Tom
yncne KoHBeHUMeN o NCUXOTPONHbIX BewecTBax 1971 roaa;

10) pagnodapmaL,eBTUHECKME NEeKAapPCTBEHHbIE CPeACTBa - IeKapCTBEHHbIE CPeAcTBa, KOTOpPble CoAepyKaT B
roToBOM ANs MCNoNb30BaHWA GopmMe OAMH PAGUOHYKAWA WUAN HECKONbKO PaAMOHYKAUAOB (paAMOaKTUBHBIX
M30TONOB);

10.1) opurMHanbHbLIN NEeKapCTBEHHbIA MNpenapaT - JEeKapCTBEHHbIM MpenapaT C HOBbIM AeWCTBYIOLMM
BELLLECTBOM, KOTOPbI/ NEepPBbIM 3aperncTpupoBaH B Poccuiickoi Peaepaumm Uan B MHOCTPAHHbIX rOCY4apcTBax Ha
OCHOBaHUMU Pe3ynbTaToB AOKAMHUYECKUX UCCNeA0BaHUI NEeKapCTBEHHbIX CPEACTB U KIMHUYECKUX UCCNen0BaHUi
NleKapCTBEHHbIX NPenapaTos, NOATBEPKAAOLWMX ero KayecTBo, 3pdeKTUBHOCTL M 6e30nacHOCTb;

(n. 10.1 BBegeH PenepanbHbim 3aKoHOM OT 27.12.2019 N 475-93)

11) pedepeHTHbI NeKapcTBEHHbIM NpenapaT - NEeKapCTBEHHbIM NpenapaTt, KOTopbli UCMoNb3yeTcas Ans
OLLEHKM OWO3KBUBANEHTHOCTM WM  TepaneBTUYECKON 3SKBMBANEHTHOCTM, KauyecTBa, 3OPEKTUBHOCTU U
6e30MacHOCTM  BOCMPOM3BEAEHHOIO JIEKAapCTBEHHOro npenapata uMAnM  6uoaHanorosoro (6Monogo6Horo)
NleKapcTBeHHoro npenapaTta (6uoaHanora). B KayecTBe pedepeHTHOro JIeKapCTBEHHOro npenapaTta A
MeAMLMHCKOro NPUMEHEHWUS UCNOJIb3YETCA OPUTMHA/bHbIV IeKapCTBEHHbIM NpenapaTt AMbo, ecan opUriMHaabHbIN
NIEeKapCTBEHHbIM NpenapaT He 3aperncTpMpoBaH MAM He HaxoauTcA B obopoTe B Poccuiickolt depepaunm n He
Haxoautca B 060OpOTe B WMHOCTPAHHbLIX TOCY[APCTBAX, BOCMPOM3BEAEHHbIN NIEKAPCTBEHHbIM npenapaT uau
61oaHanoroBbln (6MoNoA06HbIN) NekapCTBEHHbIM NpenapaT (bnoaHanor), KoTopbiid NEPBbIM 3apPErncTPUPOBaH M3
yucna Haxogawmxca B obopoTe B Poccuitickonn Pepepaumu, 6UMOIKBMBANEHTHOCTb WAWM TepaneBTUYECKan
SKBMBA/IEHTHOCTb, KayecTBO, 3GGEKTUBHOCTL M 6HE30MacCHOCTb KOTOPOro OLEeHMBA/NWUCL MO OTHOLUEHUIO K
OPUrMHANbHOMY JIeKapCTBEHHOMY MpenapaTty, a TaKXKe KayecTBo, 3GdEKTUBHOCTb M 6e30MacHOCTb KOTOpOoro
NOATBEPKAATCA pe3ynbTaTaMy  GapMaKoOHaZ30pa M MNPOBEPOK COOTBETCTBUA JIEKAPCTBEHHbIX CPeACTs,
HaXoAALLMXCA B rpaxkaaHCKOM 0bopoTe, ycTaHOBAEHHbIM TPeboBaHMAM K UX KayecTBy. B KauecTse pedepeHTHOro
NIeKapCTBEHHOro npenapaTta ANA BETEPUMHAPHONO MPUMEHEHMA MUCMONb3YETCA NEKAPCTBEHHbIM npenapaT Ans
BETEPMHAPHOIO MPUMEHEHMUA, 3apPerucTpuMpoBaHHbIM B Poccuiickoit depepaunm Ha OCHOBAHMM Pe3y/bTAToOB
OOK/NMHUYECKUX UCCNef0BaHUIA  NIEKAPCTBEHHbIX CPEACTB U KAMHWYECKUX WCCAeLO0BAaHUM  NEKapCTBEHHbIX
npenapaTos, NOATBEPKAAOLMX €r0 KauecTBO, 3¢PEeKTUBHOCTL M 6e30NacHOCTL;

(n. 11 B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

12) BOCMpoOU3BeAEHHbIV JIeKapCTBEHHbIN NpenapaTt - JIEKapCTBEHHbIM npenapaTt Ans MeaULUMHCKOro
NPUMEHEHMA, KOTOPbIN UMEET IKBMBANIEHTHbIN pedepeHTHOMY NeKapCTBEHHOMY NpenapaTy KayecTBEeHHbI COCTaB
M KO/NIMYECTBEHHbIN COCTaB [AEWNCTBYIOLIMX BELeCTB B 3KBMBANEHTHOW /ieKapcTBeHHOW d¢opme, nubBO
NeKapCTBEHHbI npenapaTt ANs BeTepMHAPHOro NPUMEHEHMS, KOTOPbIM MMeeT TaKue Ke, UYTo U pedepeHTHbIN
JIeKapCTBEHHbIV Npenapar, KaYecTBEHHbIM COCTaB U KOJIMYECTBEHHbIN COCTaB AEMCTBYHOLMX BELLECTB B TAKOMW e
NekapcTBeHHo  dopme,  OMOIKBMBANEHTHOCTb  WMAW  TepaneBTUMYECKAs  SKBMBANEHTHOCTb  KOTOPbIX
cooTseTcTBylOlWEMY pedepeHTHOMY  J/ieKapCTBEHHOMY  npenapaTty  MNOATBEPNKAEHA  COOTBETCTBYHOLMMU
nccnenoBaHNAMMU;

(n. 12 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTMYECKAsA 3SKBUBAJIEHTHOCTb JIEKAPCTBEHHbIX MPEnapaToB - JOCTUNKEHUE KAUHUYECKU
COMOCTaBMMbIX TepanesBTuyeckoro addekTa U nokasatener 3¢deKTMBHOCTM U He30macHOCTU NpPU NMPUMEHEHUN
NEKapCTBEHHbIX MPenapaTtoB  AnA  MeAMUMHCKOTO  MPUMEHEHMA, UMeKLWMUX OAHO  MeXAyHapoaHoe
HenaTeHTOBaHHOE (MU XMMMYECKOe, UK TPYNNUPOBOYHOE) HAaMMEHOBAHME, B 3KBMBANIEHTHbIX A03MPOBKax No
OAHWM U TEM Ke MOKa3aHMAM K NPUMEHEHUIO U NPU OAMHAKOBOM cnocobe BBeAEHUA Y OLHOWM U TOK e rpynnbl
60NbHbIX;

(n. 12.1 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-d3)

12.2) 6wuoaHanorosbii (6MONOAO6HLIA) NeKapCTBEHHbIV npenapaT (6buoaHanor) - 6HuonorMyeckui
NIeKapCTBEHHbIM NpenapaT, CXOXKMN No napameTpam KayecTBa, 3GHEKTUBHOCTU U 6e30nacHOCTU ¢ pedepeHTHbIM
6MONOrNYECKMM IEKAPCTBEHHbIM MpenapaTtoM B TaKOM Ke /JIeKapCTBeHHOW dopme U MMEWMn UAEHTUYHbLIN
cnocob BBeaeHUs;

(n. 12.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

12.3) B3aMMo3amMeHsieMblii NIeKapCTBEHHbIM MpenapaT - JIeKapCTBEHHbIM npenapaT C AOKa3aHHOWM
TepaneBTUYECKON 3KBMBANEHTHOCTbIO MAN BMO3KBMBANEHTHOCTbIO B OTHOLWEHMM pedepeHTHOro NeKapCTBEHHOMO
npenapaTta, MMeEIOLWMWA 3KBUBAJIEHTHbIE €My KauyeCTBEHHbI COCTaB M KOJMYECTBEHHbIA COCTaB AENCTBYOWMX
BELLLEeCTB, COCTAaB BCMOMOraTe/IbHbIX BELLECTB, JIeKapcTBeHHY0 dopmy M cnocob BBeaeHUS;
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(n. 12.3 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

12.4) 6MO3KBMBANEHTHOCTb JIEKAPCTBEHHbLIX MPenapaToB - [AOCTUXKEHME COMOCTAaBMMbIX MOKasaTenewn
CKOPOCTW BCACbIBaHWUA, CTENEHM MOCTYN/JIEHUA K MECTY AENCTBUA N CKOPOCTU BbIBEAEHWA OAHOTO UAN HECKObKUX
obnagatowmx GapMaKoONOrMYECKOlM aKTUMBHOCTbIO AEUCTBYHOWMX BELLECTB MPU MPUMEHEHUM JIEKAPCTBEHHbIX
npenapaToB Aaa MeAMLMHCKOTO MNPUMEHEHUA, MMEIWMX OAHO MeXKAyHapoaHoe HemnaTeHToBaHHoe (Mau
XMMWYECKOE, WU TPYNMUPOBOYHOE) HAMMEHOBAHME, B SKBMBANIEHTHbIX AO3MPOBKAX M NPU OAMHAKOBOM crocobe
BBEAEHUSA;

(n. 12.4 BBeaeH deaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-d3)

13) neKapcTBEHHOE pacTUTE/IbHOE Cbipbe - CBEXME WAM BbICYLIEHHblIE pPACTEHUA MO0 WX YacTw,
MCMNoJib3yemble A9 NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB OPraHU3aLMAMK - NPOU3BOAUTENAMMN NEKAPCTBEHHbIX
CPeACTB WAM  U3FOTOBJIEHUA NEKAPCTBEHHbIX MPEnapaToB anTeYHbIMW OpraHM3auMAMM, BETEPUHAPHBLIMM
anTe4yHbIMM  OpraHM3auMsaMK,  WHAMBUAYANbHbIMM  NPEANPUHUMATENAMM, UMEIOWMMU  IMLEH3UI  Ha
bapmaLeBTUUECKYIO AEATENBHOCTD;

14) neKkapcTBEHHbI pPacTUTENbHbIA NpenapaT - /IEKAapCTBEHHbIM npenapaTt, MPOW3BEeAEHHbIN WUAN
M3roTOB/IEHHbI M3 O4HOMO BMAA IEKAPCTBEHHOrO PacTUTE/IbHOTO CbiPbs MM HECKONbKMX BUAOB TAaKOrO Cbipbs U
peanunsyemblii B pacdacoBaHHOM BUAE BO BTOPUYHOM (NOTpebuTeNnbCKol) yNakoBKe;

15) romeonaTMyeckuii IeKapCTBEHHbIM npenapaT - JeKapCTBEHHbIM npenapaTt, NPOW3BeAeHHbI Wan
W3rOTOB/IEHHbIN M3 GapMaALEBTUYECKOW CYb6CTaHUMM UAM PapMaLLEBTUYECKMX CYOCTAHUMI B COOTBETCTBMM C
TpeboBaHUAMM 06WMX dapMaKonelHbIX cTaTel K romMeonaTMYecKMM JIeKapCTBEHHbIM npenapaTam WU B
COOTBETCTBUM C TpeboBaHMAMM GpapmaKonen CTpaHbl NPOU3BOAUTENA TAKOTO IEKAPCTBEHHOMO Npenapara;

(n. 15 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-¢3)

16) meayHapoAHoe HenaTeHTOBaHHOE HaMMEeHOBaHWE JIeKapCTBEHHOro CcpeAcTBa - HaMMeHOoBaHue
pevcteytowero BewectBa ¢GapmaLLeBTUYECKOM CybCTaHUMM, pPEeKoMeHAOBaHHOe BcemMupHOW opraHusaumen
34paBOOXPaHEHUS;

(8 pea. PepsepanbHOro 3akoHa o1 22.12.2014 N 429-03)

17) ToproBoe HaMMeEHOBaHME J/IEKAPCTBEHHOINO CPEACTBA - HAaMMEHOBaHMWE JIeKapCTBEHHOro CpPeAcTBa,
NPUCBOEHHOE €ro pa3paboTynMKom, AeprKaTenem WAM  BNAAENbLUEM PErncTPaLMoOHHOrO YAOCTOBEPEHMUS
JIeKapCTBEHHOro npenapara;

(8 pea. PenepanbHOro 3akoHa o1 22.12.2014 N 429-03)

17.1) rpynnuMpoBOYHOE HaMMeHOBaHWE JIeKAPCTBEHHOrO MpenapaTa - HaMMeHOBaHWe JeKapCTBEHHOTO
npenapaTta, He WMEIWEro MeXAyHapo4HOro HenaTeHTOBAaHHOr0 HaMMEHOBaHMA, WAW  KOMBMHaLuK
NIEKapCTBEHHbIX Npenapatos, UCNOJb3yeMoe B Lenax 06beaMHEHUs UX B TPYNNy Nog, eAMHbIM HauMeHOBaHUEM
ncxoas U3 OAMHAKOBOrO COCTaBa AEeNCTBYHOLMX BELLECTB;

(n. 17.1 BBegeH ®eaepanbHbim 3aKoHOM OT 22.12.2014 N 429-$3)

18) ob6wwan dapmakoneiiHas cTaTbaA - LOKYMEHT, YTBEPKAEHHbIN YNOAHOMOYEHHbIM deaepanbHbiM OpraHoM
MCNONHUTENLHOW BNACTU M COAEprKalLMii NepedeHb NoKasaTenei Kayectsa M (MAM) MeTOAOB KOHTPOA KayecTea
KOHKPETHOM JIeKapCTBEHHOW GOPMbI, /IeKAPCTBEHHOrO PacTUTENIbHOTO CbipbA, OMUCAHUA BUONOTUYECKMX,
BUOXMMUYECKUX, MUKPOBMONOTMYECKUX, DUBUKO-XUMUYECKUX, PU3MYECKUX, XUMUYECKMX W APYyrux MeToAoB
aHa/M3a NeKapCTBEHHOTO CPEACTBA, a TaKKe TPeboBaHMA K UCNO/Ib3yeMbIM B LLeNSX NPOBeAEeHUs AaHHOTO aHaAn3a
peaKkTMBam, TUTPOBAHHbIM PAacTBOPaM, MHAMKATOPaAM;

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

19) dapmakoneiHaa cTaTba - AOKYMEHT, YTBEPXAEHHbIA YNOAHOMOYEHHbIM depepanbHbIM OpraHoOM
UCMONHUTENBHOW BAAcTU U COAEPKAWMi MnepeveHb MOKasaTesel KayecTBa M METOL0B KOHTPOAS KauyecTBa
NeKapCTBEHHOTO CPeacTBa;

(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

19.1) ctaHgapTHble 06pasubl - BelecTsa, NOCPEACTBOM CPABHEHUA C KOTOPbIMWU OCYLLECTBAAETCA KOHTPO/Ib
KauecTBa MCCieAyeMblX NEeKAPCTBEHHbIX CPEACTB C NOMOLLbI0 GU3UKO-XMMUYECKUX U BUONOTUYECKUX METOL0B B
Lenax nNoATBEPKAEHUA COOTBETCTBMA JIeKAapPCTBEHHbIX CpeacTB TpeboBaHMAM HOPMATMBHOMN [AOKYMEHTAaLuM,
YCTaHOB/IEHHBIM MPU OCYLLECTB/IEHWUM TOCYAAaPCTBEHHON PErncTpaLMmn, U KoTopble NPUMEHAITCA A1A KannbpoBKK
CTaHAAPTHbIX 06Pa3L0B NPOM3BOANTENA IeKAPCTBEHHbIX CPEACTB, MCMO/b3YEeMbIX A8 KOHTPOA KAauyecTBa U MHbIX
uenei npu obpaLleHnn eKapCcTBEHHbIX CPeACTs;
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(n. 19.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19.2) papmaKonenHbI CTaHAAPTHBLIN 0bpasel, - cTaHAAPTHLIM 0bpasel, NPon3BeAeHHbIN B COOTBETCTBUM C
dbapmakoneriHol ctaTbel;
(n. 19.2 BBegeH ®enepanbHbim 3aKoHOM OT 22.12.2014 N 429-93)

20) HOpMaTMBHaA AOKYMEHTALMA - AOKYMEHT, COAEpKalmii nepeyeHb onpeaensiemblx Mo pesyabTaTam
COOTBETCTBYIOLMX IKCMEPTU3 NMOKasaTesleil KayecTBa NEKAPCTBEHHOIO CPeACTBa ANA MEANUMHCKOTO NPUMEHEHUA,
MEeTOZ0B KOHTPO/IA €ro KayecTBa U YCTaHOB/IEHHbI ero NpousBoauTenem;

21) HOPMATMBHbIA [AOKYMEHT - [AOKYMEHT, COAep:Kalluii nepevyeHb OMnpefensiemMbiX MO pesy/bTaTam
COOTBETCTBYIOLLMX IKCNEPTU3 NOKasaTesneil KayecTsa 1 (MM) MeToA0B KOHTPOIA KayecTBa IeKapCTBeHHOM GpopMmbl,
onucaHna  BUONOTMYECKUX, BUOXMMUYECKMX, MUKPOOMONOTMYECKUX,  DUIUKO-XUMUYECKUX,  U3MUYECKMX,
XMMUYECKMX U APYFMX METOA,0B aHa/IM3a NEeKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOro NpUMeEHeHUs, TpeboBaHmA K
MCNO/Ib3yeMbIM B LLENAX NPOBEAEHUA AAHHOrO aHanu3a peakTMBaM, TUTPOBAHHbIM PAcTBOPaM, MHAMKATOpPam M
YCTaHOB/IEHHbI/ €r0 NPOU3BOAUTENEM;

21.1) 06WMI TEXHUYECKUI LOKYMEHT - KOMMIEKT AOKYMEHTOB M MATEPMANoB, COCTOALWMMN U3 HECKObKUX
pa3fenos - AOKYMEHTaUMN afiMUHUCTPATMBHOIO XapaKTepa, XMMu4eckon, bapmaLesTMYeckon n Buonornyeckoi
JOKYMeHTaunn, $apmaKoNorMyeckom, TOKCUKONOTMYECKON [AOKYMEHTALMW, KAUHUYECKON [OKYMEHTaLuun W
npeacTaBnAemMblil OAHOBPEMEHHO C 3aABNEHWEM O FOCYAapCTBEHHON perncTpauumn NekapcTBEeHHOro npenapaTa
AN MEeAMUMHCKOTOo MpUMeHeHus B ¢dopmaTe, YCTAaHOBJIEHHOM YMNOJIHOMOYEHHbIM ¢deaepasibHbiM OpraHoM
WCMNONHUTENbHOM BAACTy;

(n. 21.1 BBegeH ®eaepanbHbim 3aKOHOM OT 22.12.2014 N 429-$3)

22) KayecTBO /IEKAPCTBEHHOro CPeACTBa - COOTBETCTBME JIEKAPCTBEHHOro cpeacTBa TpeboBaHUAM
dapmakonenHoin ctaTb MbBO B C/lyvyae ee OTCYTCTBUMA HOPMATUBHOM [LOKYMEHTAUUMM WAW HOPMATUBHOIO
OOKYMEHTa;

23) 6e3onacHoCcTb NEKapPCTBEHHOIO CpeacTBa - XapaKTEPUCTUKA NEKAPCTBEHHOIO CcpeacTtsa, OCHOBaHHaA Ha
CpaBHUTE/IbHOM aHau3e ero Qd)d)EKTVIBHOCTVI 1 PUCKa NpnYnHEHMA Bpeda 340P0BbIO;

24) 3¢ deKTUBHOCTb NEKAPCTBEHHOIO Npenaparta - XapaKTepUCTUKA CTeNeHW MOJOXKUTENbHOTO BAUSAHUA
NIeKapCTBEHHOrO npenapaTta Ha TeyeHue, NPOLO/IKUTENbHOCTL 3abosieBaHWs WAM ero npeaoTBpalleHue,
peabunnTaumio, Ha COXpaHeHue, NpesoTBPALLEHME UK NpepbiBaHNe BepeMeHHOCTH;

25) cepmna neKkapCrtBeHHOro cpeacrtea - KONMYECTBO J/1eKapCTBEeHHOro cpeAacrtsa, npoussegeHHoOe B
pe3ynbrate O4HOro TeEXHONIOrMYeCKOro UnKia ero nponssogunUTesiem,

26) perucTpauMoHHOE YAOCTOBEPEHME JSIeKAapCTBEHHOrO npenaparta - AOKYMEHT, MOATBEPXKAAWMN daKT
rocyapcTBeHHOM perncTpaummn 1eKapcTBeHHOro npenapara;

26.1) pepkaTenb WAW BRajenel, PerucTpaLyMoHHOrO YAO0CTOBEPEHWA JNleKapCTBEHHOro mnpenapata -
pa3paboTuMK NEKapPCTBEHHOrO CPeACTBa, NPOU3BOAUTENb IEKAPCTBEHHbIX CPEACTB UAN MHOE IOPUANYECKOE NLLO,
obnapatowiee MNpaBoM BALEHUA PErUCTPALMOHHBLIM YA0CTOBEPEHMEM, KOTOPble HECyT OTBETCTBEHHOCTb 3a
KayecTBo, 3¢ HeKTMBHOCTb M 6e30MaCHOCTb JIEKAPCTBEHHOTO NPENapaTa;

(n. 26.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

27) perucTpaumoHHbIit HOMep - KogoBoe 0603HaYeHne, NPUCBOEHHOE NEeKapCTBEHHOMY NpenapaTty npu ero
rocyapCTBeHHON perncrpauuu;

28) obpalleHne NeKapcTBEHHbIX CPeACcTB - pa3paboTka, AOKAMHUYECKME WCCeAoBaHUA, KAMHUYECKMe
MCCNefoBaHUA, 3KCMepTM3a, roCyAapCTBEHHasA peructpauumsa, CTaHAapTM3auMa M KOHTPO/b  KayecTsa,
NpPOM3BOACTBO, M3rOoTOB/AEHUE, XpaHeHWe, NnepeBo3Ka, BBO3 B Poccuitickyo degepaumnto, BbIBO3 M3 PoccuiicKol
denepaumu, peknama, oTNyCK, peannsaums, nepegaya, NpUMeHeH1e, YHUUTOXKEHWE NeKapCTBEHHbIX CPeaCTs;

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

29) cybbeKTbl 0bpalueHMa JeKapCTBEHHbIX CPeACTB - dU3MYecKne Anua, B TOM Yucie MHAMBUAOYANbHblE
npeanpuHUMaTeNn, U PUANYECcKMe NULQA, OCYLLECTBAAIWME AeATeNbHOCTb NpU 06palleHUn NeKapCTBEHHbIX
cpeacTs;

30) pa3paboTuMK JfleKapCTBEHHOrO CpeacTBa - OpraHusauus, obnajarowas npaBamMu Ha pesynbTaThl
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OOKNMHUYECKUX WCCNeAO0BaHWIA  IeKAPCTBEHHOMO CPeACTBA, KAMHUYECKMX UCCNef0BaHUI  NeKapCTBEHHOMO
npenapaTa 1 (Maun) Ha TEXHONOMMIO NPOM3BOACTBA 1IEKAPCTBEHHOIO CPeACTBa;
(8 pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

31) npon3BoAcCTBO /1IEKAPCTBEHHbIX CpeAcCTB - AOeATe/IbHOCTb NO NPou3BOoACTBY JiIeKapCTBEHHbIX CpeAacTB
OpraHunsauunaAmMmmn - nponssoanTenamm NeKapCTBeHHbIX CPeaAcCTB Ha O,EI,HOI‘/‘I CTaAnUn, HECKONbKUX NN BCEX CTaanAX
TEXHONI0rM4yecCkKoro npouecca, a TakXe no XxpaHeHUo U peannsaunmn nponsseeHHbIX 1eKapCTBEHHbIX CPeAcCTB,;

31.1) npou3BOACTBEHHAA NAOWAAKA - TePpPUTOPMaNbHO 060COB/NEHHbI KOMMIEKC Npou3BoauTens
NIeKapCTBEHHbIX CPeACTB, NpeAHa3HaYeHHbI ANs BbINOJIHEHUA BCEro npouecca NPOM3BOACTBA JIEKAPCTBEHHbIX
CPeAcCTB UK ero onpeseneHHoN cTaguuy;

(n. 31.1 BBegeH ®enepanbHbim 3aKoHOM OT 22.12.2014 N 429-93)

32) npounseoguTenb NeKapCTBEHHbIX Cpeacts - OpraHusauuAa, OocywecTeiadaolaa npoun3soacTso
NIEKAaPCTBEHHbIX CPeACTB B COOTBETCTBUMN C Tpe6OBaHVIHMVI HacToAuwero CDep,epaanoro 3aKOHa;

33) ¢dapmaueBTMYECKAnA [AEATENbHOCTb - [AeATeNbHOCTb, BK/loYalow,as B cebs ONTOBYD TOProsto
JIEKAPCTBEHHbIMM CPEACTBAMW, MX XPaHEHWe, NepeBO3Ky W (MM) PO3HMYHYIO TOPrOB/IO JIEKAPCTBEHHbLIMM
npenapatamv, B TOM 4YMUC/Ee AWCTAHUMOHHbIM CNocobom, WX OTNYCK, XPaHEHME, MEePEBO3KY, W3roTOB/EHUE
NIeKapCTBEHHbIX NPenapaTos;

(8 pea. ®PepnepanbHoro 3akoHa ot 03.04.2020 N 105-®3)

34) opraHu3aumMa OMNTOBOM TOPrOBAM NEKAPCTBEHHLIMWM CPEACTBAMM - OpraHM3aumaA, OCYLLEeCTBAAOWAn
ONTOBYIO TOPrOB/AIO /IEKAPCTBEHHbIMM CPEACTBAMM, MX XPaHEHME, NepeBO3Ky B COOTBETCTBMM C TpeboBaHMAMMU
HacToswero ®eaepanbHOro 3aKoHa;

35) anTe4yHas OpraHuM3auMa - OpraHM3auMa, CTPYKTYpPHOe noapasfeseHne MeAUUMHCKOW opraHusaumm,
OCYLLECTBNAIOLWME PO3HUYHYIO TOProB/IO JIEKAPCTBEHHbIMM Mpenapatamu, B TOM 4WUCAe AUCTAHLMOHHbLIM
cnocobom, XpaHeHWe, nepeBO3Ky, W3rOTOB/AEHWE W OTNYCK NEKAPCTBEHHbIX NPEnapaTtoB A1A MeAMLMHCKOro
NPUMEHEHUA B COOTBETCTBMM C TpeboBaHMAMM HacTosAwero PeanepasbHOro 3aKOHa;

(8 pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

36) BeTepMHapHas anTeyHasa OpraHM3auua - OpraHM3aums, CTPYKTYpHOe MnoAapasaeneHne BeTepuHapHOM
OpraHv3aLuK, OCYLLEeCTB/AIOWME PO3HUYHYIO TOPrOB/IO JIEKAPCTBEHHbIMU MpenapatamuM, B TOM 4ucie
ANCTAHLMOHHbLIM CNOCOBOM, XpaHEHWE, U3rOTOBJEHNE M OTMYCK JIEKAPCTBEHHbIX NPENnapaToB A1A BETEPUHAPHOIO
NPUMMEHeHNsA B COOTBETCTBUM C TpeboBaHMAMMK HacToAwero ®eaepanbHOro 3aKoHa;

(8 pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcMdnuMpoBaHHOE /IEKAPCTBEHHOE CPEACTBO - JIeKapCTBEHHOE CPeACTBO, COMPOBOMAAemoe
NNO’KHOW MH$OpMaLMeit 0 ero coctase u (Mamn) npoussoauTene;

38) Hepob6poKayecTBeHHOE /JIeKapCTBEHHOE CPeACTBO - JIeKapCTBEHHOE CPeacTBO, He COOTBETCTBylOLee
TpeboBaHMAM dapmaKkonenHomn cTaTbn AMBO B Cayvae ee OTCYTCTBUA TpeboBaHUAM HOPMATUBHOWN AOKYMeEHTauuu
WU HOPMATUBHOTO AOKYMEHT];

39) KoHTpadaKTHOe fleKapCTBEHHOE CPEeACTBO - JIeKApPCTBEHHOE CPeAcTBo, Haxogsuieeca B obopoTe C
HapyLIeHMEeM rpaXKAaHCKOro 3aKoHo4aTeNbCTBa;

40) pQOKAMHMYECKOe MCCaefoBaHME NeKapCTBEHHOro cpeacTsa - Buonorvyeckme, mMmkpobuonornyeckue,
MMMYHO/IOTUMECKME,  TOKCUKOJIOTMYecKme, dapmakonornyeckme, QuU3MYECKMe, XUMUYECKMe W apyrue
nccnenoBaHNA IeKapCTBEHHOro CpeacTBa MyTeM NPMMEHEHMA HayyHbIX METOLO0B OLEHOK B UenAX MosyvyeHus
[OKa3aTenbcTB 6e30MNacHOCTM, KavecTsa U 3GPpEeKTUBHOCTU IeKapCTBEHHOIO CPeaCTBa;

41) KAMHMYECKoe MUcCiefoBaHME IeKAapPCTBEHHOrO npenapaTta - M3ydeHWe AMarHOCTUYECKUX, fiedebHbIX,
npodunakTUyeckmx, GapmaKoNorMyecknx CBOWCTB NEKapCTBEHHOro npenapata B Npouecce ero NnpuMeHeHus y
YeNIoBEKa, KMBOTHOIO, B TOM YMC/le NPOLLECCOB BCACbIBAaHWA, pacnpeneneHuns, U3MeHeHUs v BbiBeAeHUA, NyTem
NPMMEHEHUA HayyHbIX METOAO0B OLEHOK B ULeAAxX MNoAyYeHMs [0Kas3aTenbcts 6e30MmacHOCTM, KayecTsa M
3bGEeKTMBHOCTM NEKapCTBEHHOro Mnpenapata, AaHHbIX O HeKenaTesbHbIX Peakuusax OpraHuM3ma 4enoBeKa,
XMBOTHOrO Ha MPUMEHEeHWe JleKapcTBeHHOro npenapata M 06 3ddekte ero B3aMMOAENCTBUA C APYTUMM
NeKapCTBEHHbIMM NpenapaTtamu 1 (Maun) NULLEBbIMM NPOAYKTaMMU, KOPMaMU;

42) MHOIoueHTpoBOe K/IMHUYEeCKOe wuccneanoBaHme nekapCtBeHHOro npenaparta Ana meguumHCKOro
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npumeHeHnAa - KJAWMHUYEeCKOoe wuccnegoBaHue NeKapCTBeHHOro npenapata Ana mMmeauumnHCKOro npumeHeHus,
nposognmoe paBpaﬁOTHMKOM NEeKapCTBEHHOrNo npenaparta B ABYX U 6onee MeANUNHCKUX OopraHnsaumnax no
eanHOMY NPOTOKONY KIMHNYECKOro nccneanoBaHMA NeKapCTtBeHHOro npenaparta;

43) mMexXayHapoagHoe MHOroueHTpoBoe KAMHUYEeCKoe uccneagoBaHue NeKapCTBEHHOro npenapata AnA
MeOANUUNHCKOro npuMmeHeHunAa - KAMHUYEeCKoe uccnenoBaHWe NeKapCTBEHHOro npenapata ana meaununHCKoro
npumeHeHuA, nposoammoe pa3pa6OT‘-IMKOM NEeKapCTBEHHOINo npenapata B Pas3/IMdHbIX CTpaHax No eanHoMmy
NPOTOKO/lY KAIMHNYECKOro nccneanoBaHmMAa N1eKapCTBeHHOro npenaparta;

44) NOCTPEerncTpaynoHHoe KAanMHm4yeckoe mccnegoBaHme NeKapCTBeHHOro npenapata gna meguumnmHCKoro
npuUMeHeHnAa - KANMHUYEeCKoe uccnenoBaHue JEeKapCTBEHHOrNo npenapata AnAa MeAUUMHCKOro npumeHeHwuA,
nposogmmoe npoussoanTenem NneKapCTtBeHHOro npenapara, Fp&)K,EI,GHCKVIVI O60pOT KOTOPOro ocyuiecrsaaeTcAa
nocne FOCYAapCTBEHHOVI perncrtpaummn, B Uenax AOONOJHUTENbHOro c60pa AaHHbLIX O ero 6e3onacHocTn U
3¢¢EKTVIBHOCTM, pacwmnpeHuna NoKasaHun K NMPUMEHEHUNI0 AaHHOIo NeKapCTBEHHOro npenapata, a TakKXkKe
BblAB/IEHUNA HeXXenaTe/ibHbIX peaKLI,MVI naunMeHTOB Ha ero p,eﬁcmme;

45) vuccnepoBaHve 6MO3KBMBANIEHTHOCTM NIEKAPCTBEHHOrO MpenapaTta - BUA, KAMHUYECKOro UCCeL0BaHUA
JIeKapCTBEHHOrO npenapaTta, NpoBeAeHUe KOTOPOro OCyLLeCTBAAETCA ANA onpeaeneHns CKOPOCTU BCACbIBAaHUA U
BbIBEEHUSA OLHOIO MAN HECKOJIbKMX obnafarowmx GpapmMaKkoaormMyeckon akTUBHOCTbIO AEUCTBYIOWMX BELLECTB,
KONMYecTBa NEeKapCTBEHHOro npenapaTa, [AOCTUraloLLero CUCTEMHOIO KpPOBOTOKA, M pe3yabTaTbl KOTOPOro
No3BONAIOT cAenaTb BbiBOL, O OWMO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOINO JIEKAPCTBEHHOrO npenapata B
onpegeneHHbIX JIEKApPCTBEHHOM dopmMe M [A03MPOBKE, COOTBETCTBYHOLWMX dopme U [03UpoBKe pedepeHTHOro
JIeKapCTBEHHOrO Npenapara;

(n. 45 B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

46) uccnepoBaHMe TEPaNeBTUYECKON 3KBUBANEHTHOCTM JIEKAPCTBEHHbIX MPenapaToB - BUA, KAMHUYECKOro
nccnenoBaHNA NEKAPCTBEHHDbIX NPenapaTtos, NPoBeAeHMEe KOTOPOro OCYLLECTBASETCA ANA BbIABAEHUA OANHAKOBbIX
CBOWCTB /IEKApPCTBEHHbIX NpenapaTtoB ONpeaeseHHON J/ieKapcTBeHHOW GOpMbl, a TaKKe Ha/MuuMA O4MHAKOBbIX
nokasaresieit 6€30NacHOCTU M 3GOEKTUBHOCTM SIEKAPCTBEHHbIX MPEnapaTos, OAMHAKOBbIX KAMHUYECKUX 3ddeKToB
NP1 UX NPUMEHEHWMK;

47) NPOTOKON K/MHUYECKOro wuccnegoBaHA NEeKapCTBEHHOro npenapata - AOOKYMEHT, B KOTOPOM
onpeaenakwTca uenu, d)OprI OopraHMsauunm wu metTogonorma nposeaeHMAa KAMHUYECKOro wuccnenoBaHuA,
CTaTUCTU4eCKme MmetToabl O6pa6OTKVI PEe3ynbTaTOB TAKOro nccnenosaHMA U Mmepbl No obecneyeHnto 6esonacHoOCTM
¢M3VI‘4€CKVIX 1y, y4acTByHOLWKMX B KIMHUYECKOM UCC1eA0BaHUN IEKAPCTBEHHOTO Npenaparta;

48) 6pouuopa nccnenosatena - CBOOHOE WU3JIOXKEHUE pPe3ynbTaToB OOK/IMHUYECKOro uccienoBaHuA
NeKapCTBeEHHOrNo cpeacrea U KAMHUYECKOro uccneaoBaHUA NeKapCTBEHHOro npenaparta ana meanmuyunHCKoro
npUMeHeHUA;

49) MHGOPMAUMOHHBIA NUCTOK MauMeHTa - [AOKYMEHT, B KOTOPOM cogepxKaTca B AoCTynHoi dopme
CBeAeHWA, Kacatolwmeca MNpPOBOSUMMOIO KAMHWYECKOrO UCCNeAOBaHMA J/IeKapCTBEHHOro mnpenapata, M B
nucbmeHHolt ¢dopme L06POBONBbHOE cOrnacMe NaUMeHTa Ha y4yacTMe B KJAMHUYECKOM UCCAefoBaHUM
NIeKapCTBEHHOro npenaparta nocie 03HaKOMNEHUA C OCOBEHHOCTAMM KAMHUYECKOTO UCCNEAO0BaHUA, UMEIOLLMMM
3HaueHWe A/1a BblipaXKEHMA TaKOTo COrNacus;

50) noboyHoe AeicTBME - peakums OpraHvM3ma, BO3HWKLLIAA B CBA3W C MPUMEHEHWEM JIeKapCTBEHHOrO
npenapaTa B 403aX, PEKOMEHAYEMbIX B MHCTPYKLMM MO €ro NpMMeHeHuto, ANa NpoouNakTUKWM, AMArHOCTMKM,
NeyeHns 3abonesaHna UK gna peabunntaunu;

50.1) HexenaTenbHas peaKkuus - HenpegHamepeHHaa HebnaronpuATHas peakuus opraHWsama, Kotopas
MOKET BbITb CBA3aHa C MPMMEHEHNEM JIEKAPCTBEHHOro Npenapara;
(n. 50.1 BBeaeH denepasbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

51) cepbe3Hasn HexenaTeNbHan Peakuma - HexenaTeNbHaa peakumsa opraHM3ma, CBa3aHHasA C MPUMMEHEHNEM
NleKapCcTBEHHOro npenaparta, npuBeawas K CMepTH, BPOMKAEHHbIM aHOMaAMAM MAW MOPOKaM pPa3BUTUA ANBO
npeacrasnAowan coboit yrposy XusHu, Tpebyloulias rocnuTaansauunm MAM npusBeAllasa K CTOMKOW yTpaTe
TPYAOCNOCOH6HOCTM U (MAN) MHBANUAHOCTY;

52) HenpeasunaeHHaA HeXenate/ibHaA peakunAa - HexXenaTte/ibHaAa peakuma opraHnama, KotTopaa CBA3aHa C
npumeHeHnem J/1eKapCTBEHHOrro npenapata B [A03aX, PeKomeHAayemMblX B MNPOTOKO/NE ero KAMHUYeCKOoro
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uccnenoBaHua, bpolwtope UcciegoBaTens, UAM € NPUMEHEHMEM NeKapCTBEHHOro npenapaTta B  A03aX,
PEeKOMEHAYEMbIX B MHCTPYKLMM NO ero NpuMeHeHuto ana npodunakTUKK, AUMArHOCTUKM, SiedeHuns 3aboneBaHun
UM MEeUUMHCKON peabuantauum NaumeHTa, M CYLLHOCTb, TAXECTb MM UCXOA KOTOPOW He COOTBEeTCTBYeT
MHbGOPMaLMN O NeKapCTBEHHOM MpenapaTe, COAeprKalienca B NPOTOKOME ero KAMHWMYECKOro UCCAefoBaHMs,
6poLtope nccnesoBaTena AN B MUHCTPYKL MU MO NPUMEHEHMIO NEKapCTBEHHOIO Npenapara;

(n. 52 B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

52.1) dapmakoHaZ30p - BUA AEATENbHOCTM NO  MOHWUTOPUHTY 3GGEKTUBHOCTM UM 6He3onacHoCTU
JIEKAPCTBEHHbIX NpenapaToB, HaNpaB/EHHbI Ha BbISBJIEHWE, OLEHKY M NpenoTBPalleHUe HeXKenaTesbHbIX
nocneacTBuit NPUMEHEHUS IEKAPCTBEHHbIX NPenapaTos;

(n. 52.1 BBegeH ®enepanbHbim 3aKoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHuWa puckamu - nogpobHoe onucaHue MeponpuATuiA no  dapmaKoHaa30py,
HanpaB/ieHHbIX Ha BbiABNEHWE, OLEHKY W npefoTBpalleHne WAW MUHMMMU3ALUMIO PUCKOB, CBA3AHHbLIX C
NIeKapCTBEHHbIMM NpenapaTamu, BKAOYan oLeHKY 3pdeKTUBHOCTU SaHHbBIX MEPOMNPUATUIA;

(n. 52.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-3)

KoHcynbTaHTlAtOC: NpyMmeYvaHme.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA M3MeHeHUA (©3 o1 30.12.2021 N 463-D3).

53) peuenT Ha NeKapcTBEHHbIN NPenapaT - MEANUNHCKUIA AOKYMEHT YCTaHOBEHHOW GopMmbl, coaepiKalLmi
Ha3HaYeHWe JIeKApCTBEHHOro npenapata Aaa MeAWUMHCKOrO MPUMEHEHUA, BbIAAHHLIA  MeAULMHCKUM
paboTHMKOM B LENAX OTNyCKa JIeKapCTBEHHOrO Npenapata WMAW ero WU3roToBAEHUA M OTNycKa Ha BymarkKHOm
HOCUTeNle UAM C COFNacuA MauMeHTa WAM ero 3aKOHHOro npeactaBuTens B GoOpme 3/NEeKTPOHHOFO [AOKYMEHTa,
NoAMNUCaHHOrO C WCMONAb30BaHUEM YCUIEHHOW KBaMPULMPOBAHHOM 3/IEKTPOHHON NOAMUCUM MEeAMULIMHCKOro
paboTHWKA, MO0 JOKYMEHT YCTaHOBNEHHOW GOpMbl, CoAepiKalLMi Ha3HAYeHMe NeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO MPUMEHEHMA, BbIAAHHBIM cneuManucTom B 06nacTM BeTepuMHapuUM B LEAax OTnycka
NIeKapCTBEHHOrO npenapaTa UaKn ero U3roToBaEHUA U OTNYCKa Ha ByMaXKHOM HocuTene;

(8 pea. PenepanbHbix 3aKkoHOB 0T 29.07.2017 N 242-d3, o1 02.08.2019 N 297-d3)

KoHcynbTaHTIAOC: NpumeyaHue.
C 01.03.2025 n. 54 cT. 4 n3naraetcs B HoBoM peaakumnm (d3 o1 30.12.2021 N 463-P3).

54) TpeboBaHWe MeAMUMHCKON OpraHM3auuu, BETEPUHAPHOM OpraHM3aumMM - AOKYMEHT YCTaHOB/IEHHOM
$OopMbI, KOTOPbIM BbiNMCAH MEAULNHCKMM PaboOTHUKOM UAK cnieunannctom B 061acTM BeTepuHapumu, UMerLWmMmm
Ha 3TO NPaBo, M COAEPKUT B NMCbMEHHOM GOpMe yKazaHue anTeuyHon opraHn3aumMm Ui BeTepuMHapHo anTeuyHom
opraHusaummn 06 OTNyCKe JIeKapCTBEHHOrO NpenapaTta Wau O ero U3roToBaeHnn M o6 oTnycke Ana obecneyeHus
NeyebHOro npouecca B MeaUUMHCKOW opraHM3aumnm, BeTepuHapHoO opraHu3aumuuy;

(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

55) KOMMNEKCHan OLLeHKa JIeKapCTBEHHOrO Mpenapata - OUEeHKa 3apermcTpMpoBaHHOrO JIeKapCTBEHHOrO
npenapaTa, BKAOYalOWas B ceba aHanM3 MHOOPMaUMM O CPABHUTENbHOW KAMHMYECKOW 3PGEKTUBHOCTM M
6€e30MacHOCTM NIeKapCTBEHHOMO Npenapara, OLEeHKY 3KOHOMMUYECKMX MOCNeACTBUIA ero NPUMEHEHMUA, U3yyeHue
AONONHUTENbHBIX MOCNEACTBUIA MNPUMEHEHMA NEKapCTBEHHOro npenapata B UEAAX MNPUHATUA pPeleHuit o
BO3MOXHOCTM BK/NHOYEHUA NIEKAPCTBEHHOrO npenapata B nepedyeHb MMU3HEHHO HEOBXOAMMbBIX W BayKHEWLWMX
NIEKapCTBEHHbIX MpenapaToB, HOPMaTUBHbIE MPABOBble aKTbl U UHble OOKYMEHTb, Onpegensiowme nopsaok
OKa3aHMA MeAULMHCKOM NOMOLLM, UNN UCKNKOYEHMA ero U3 YKa3aHHbIX MepeyHs, akToB U JOKYMEHTOB;

(n. 55 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

56) cuctema MOHWUTOPUHIA ABUMKEHUS JIEKAPCTBEHHbIX MpenapatoB A/ MeAWMUMHCKOTro MPUMEHEHUs -
denepanbHan rocyaapcTBeHHas MHGOPMALMOHHAA CUCTEMA MOHUTOPUHIA ABUKEHUA NEeKAPCTBEHHbIX NPenapaTos
AN MeAULMHCKOro NPMMEHEHMA OT NPOU3BOAMUTENS A0 KOHEYHOro NoTpebuTens ¢ MCNob30BaHMEM B OTHOLLEHUU
JIEKAPCTBEHHbIX NPenapaToB 418 MeANLNHCKOro NPUMEHEHUs cpeacTB naeHTMdmKaumm.

(n. 56 BBeaeH PepepanbHbiM 3akoHOM 0T 28.12.2017 N 425-93)

FnaBa 2. NOJIHOMOYUSA PEAEPA/IbHbIX OPTAHOB UCNONHUTENBHOM
B/JIACTWN, OPFTAHOB MCNOAHUTENbHOM BAACTU CYBbEKTOB POCCUMCKOMN
®EAEPALIMN NMPU OBPALLIEEHUW NIEKAPCTBEHHbIX CPEACTB
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CratbAa 5. [MNonHomouua deaepanbHbIX OPraHOB WCNONHUTENIbHOM BAAacTM nNpu  ob6palleHun
JIeKapCTBEHHbIX CPeAcTB

K nonHomoumam denepasibHbiX OPraHOB UCMONHUTENIbHOW BAACTM NpY 06paLLEHNN NEKAaPCTBEHHbIX CPEACTB
OTHOCATCA:

1) nposeseHune B Poccuiickoit depepaunn eanHon rocyfapcTBEHHOW NOAUTUMKKM B 0bnactu obecnedyeHun
NleKapCcTBEHHbIMM NpenapaTamu rpaxaaH B Poccuiickot ®epepaumu;
(8 pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepKaeHMe obwmx dapmaKkonerHbix cTatei, papmaKonerHbIX cTaTel, M3gaHue rocyaapcTBeHHOM
dbapmaKkoneu, cozpaHue v BegeHue peectpa dapmakoneiHblX CTaHAAPTHbIX 06pa3Los.;
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) ocywecTtBneHne ¢eaepanbHOro rocyfapcTBEHHOro KoOHTpons (Hagsopa) B coepe obpalweHun
JNIeKapCTBEHHbIX CPeacTs;
(B pea. ®enepanbHbix 3aKoHOB OT 25.06.2012 N 93-®3, o1 11.06.2021 N 170-3)

4) nMueH3MpoBaHMe NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB, B TOM uncsie denepanbHblii roCyAapCTBEHHbIN
JIMLLEH3NOHHbIN  KOHTPOJIb  AEATENIbHOCTM MO  MNPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB, MNepuoauyveckoe
noaTeepaeHne CoOOTBETCTBUA INLEH3MATA, UMEIOLLEro MLEH3MNI0 Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEeACTB, U
dapmaLeBTUYECKON AeATEeIbHOCTM B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoit ®eaepaunu;

(8 pea. ®PepnepanbHoro 3akoHa ot 11.06.2021 N 170-®3)

5) opraHM3auma 3KCNepPTU3bl IEKAPCTBEHHbIX CPEACTB, STUYECKOW IKCNEepTU3bl BO3MOXKHOCTU NpoBeaeHuA
KAMHUYECKOTO WCCNeAO0BaHMA J/IeKApCTBEHHOro npenapata And MeAWUMHCKOrO NPUMEHEHUA, 3KCnepTussbl
[OKYMEHTOB, NpeACTaB/leHHbIX A/1A OonpeaesieHUs BO3MOMKHOCTUM PacCMaTpuBaTh JIEKapPCTBEHHBIN Npenapat aas
MeAMLMHCKOTO NPUMEHEHMA MpU rocyAapCTBEHHOM peructpauuMum B KayectBe oOpdaHHOro /IeKapCTBEHHOro
npenapaTa;

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5.1) opraHu3auma nNpoBeAeHUs KOMMAEKCHOW OLLEHKM JIeKApCTBEHHOro npenapata B Lenax MNpuHATUA
pelweHnin 0 BO3MOXKHOCTM BKJIIOYEHMA NIEKAPCTBEHHOIO Npenapata B MepeyeHb KM3HEHHO HeobXoaMMbIX W
Ba*KHEMLMX NIeKapCTBEHHbIX NPenapaTos, HOPMATUBHbIE MPABOBbIE aKTbl U WHble AOKYMEHTbI, onpegensatowme
NopAAOK OKazaHMA MeAULMHCKON MOMOLLM UN UCKIOYEHUS €ro M3 YKA3aHHbIX NepeYyHs, akToB U LOKYMEHTOB;

(n. 5.1 BBeaeH ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

6) Bblgaya paspeleHnid Ha MpoBefAeHMEe KAMHWYECKUX WCCAef0BaHWU JIeKapCTBEHHbIX MpenapaTos,
BeAEeHMe peecTpa BblAaHHbIX PaspeleHnii Ha MNpPoBeAEHME KAMHUYECKUX WCCIeA0BaHUM NIeKapCTBEHHbIX
npenapaTos;

7) rocypapcTBeHHaA perncTpaums NeKapCTBEHHbIX NpenapaToB, BeAeHWe rOCyAapCTBEHHOrO peectpa
NEeKapPCTBEHHbIX CPEACTB;

KoHcynbTaHTlAOC: NprMeYyaHme.
C 01.09.2023 B n. 8 cT. 5 BHOCATCA n3meHeHusn (P3 ot 28.04.2023 N 171-d3). Cm. byayLiyto peaakumio.

8) opraHusaumsa u (Mam) nposeaeHMe MHCNEKTMPOBaHNA CyObeKToB 06paLLleHNa NeKapCTBEHHbIX CPeACTB Ha
COOTBETCTBME MNpPAaBWNAM Hag/exKalleld nabopaTopHOW MPAKTUKKM, MpaBuMAaM HaA/lexKallel KAMHUYECKOM
NPAKTVKK, NPaBUIaM HaA/IeXKallei NPaKTUKU XpaHEeHUAa U MepeBO3KM JIeKapCTBEHHbIX MPenapaToB, NpaBuiam
Haga/exallen AMCTPUBBIOTOPCKOM NPAKTUKK, MPaBMUAaM Had/exKallein anTeuyHoW NPaKTUKK;

(n. 8 B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHusaums v (Mam) nposeaeHME UHCNEKTUPOBAHUA CyObeKTOB 0bpaLLeHMs 1IeKapCTBEHHbIX CPeacTs
Ha cooTBeTcTBMe TpeboBaHMAM MpaBUA Hag/ieXallel NPOU3BOACTBEHHOM MNPAKTUKM, Bblgaya 3aKNOYEHUR o
COOTBETCTBMU NPOMU3BOANUTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpPaBUA Hag/exallel NPou3BOACTBEHHOM
NPAKTUKK;
(n. 8.1 BBeaeH ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
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8.2) ycTaHOBNEHMe NopsAfKa BeAEHUSA U BeLeHWe rocyapCcTBEHHOro peecTpa 3ak/alo4eHuin O COOTBETCTBUM
NPOV3BOAMTENA NEKAPCTBEHHbIX CPEACTB TPEOOBAHMAM NPaBUA Hag/exalleit NPOM3BOACTBEHHOW NPAKTUKK;
(n. 8.2 BBeaeH PeaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

9) rocygapcTBeHHas perncTpaumsa npegenbHbiX OTMAYCKHbIX LeH Mpou3BoauTeNneil Ha JeKapcTBeHHble
npenapaTbl, BK/AOYEHHbIE B MepeyeHb KU3HEHHO HeobBXOAMMBbIX U BaXKHEMLMX NIeKapCTBEHHbIX NpPenapaTos, U
BeLeHWe TrOCYyAapCTBEHHOro peecTpa npeaesbHbIX OTNYCKHbIX UEH NpPou3BOAMTeNel Ha JeKapCTBEHHble
npenapaTbl, BKAOYEHHbIE B NepeYeHb KU3HEHHO HEOBXOANMBIX U BayKHEWLWMX NEKAPCTBEHHbIX NPEnapaTos;

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHWe MPOEKTOB pPELIEHUI OpraHoOB WCMONHUTENbHOW BAacTM cybbekToB Poccuiickon
depepaumm 06 ycTaHOBAEHUM U (MAKN) U3MEHEHUM MpefesibHbIX Pa3MepoB ONTOBbIX HAAGABOK U MpesenbHbIX
pPa3mMepoB PO3HUYHbIX HaAOaBOK K GAKTUYECKMM OTMYCKHbIM LLEHAM, YCTaHOBJAEHHbIM NPOU3BOAUTENAMM
NIeKapCTBEHHbIX NPENapaToBs, HA SIEKAPCTBEHHbIE NPenapaThl, BK/AOYEHHbIE B NEPeYeHb KU3HEHHO HEOBXOANMBIX
N BayKHEMLUMX NEeKapCTBEHHbIX MPenapaTos;

(n. 9.1 BBeaeH ®eaepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

10) Bblgava, yCTaHOB/AEHME MOPAAKA BblAA4YM paspelleHMs Ha BBO3 KOHKPETHOW MapTUM IeKapCTBEHHOro
cpepcTea B Poccuinckyto Peaepaumio;
(n. 10 B pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblgaya, ycCTaHOB/AEHWE MoOpAAKa Bblgaun M GOpPMbl AOKYMEHTA, KOTOPbIM NOATBEP)KAAEeT, 4To
NPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata Ana MeAMUMHCKOro MPUMEHEHWUA OCYLLEeCTB/IEHO B COOTBETCTBUMU C
TpeboBaHMAMM NpPaBUA HagAeXKalein MNPoM3BOACTBEHHOW MNPAKTUKU MAM YTO JIEKAPCTBEHHbIW npenapaT 4And
BETEPUHAPHOro NPUMEHEHMA AoNyLLEeH K obpalleHuto B Poccuiickoii Peaepauumm, U NoanexuT npeacTaBNeHuno no
TpeboBaHMIO YNOJIHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3UTCA /IEKAPCTBEHHbIM Npenapar;

(n. 10.1 BBeaeH deaepanbHbim 3aKkoHOM OT 22.12.2014 N 429-03; B pea. PegepanbHoro 3akoHa ot 02.08.2019 N
297-03)

10.2) Bblgava, yCTaHOBAEHWE MOPSAAKa Bblaaum M GOpMbl AOKYMEHTA, COAEPIKALLEro CBeAeHUA O CTaguax
TEXHONIOTMYECKOro npouecca NPOM3BOACTBA /J1IEKAPCTBEHHOrO CPeacTBa ANA MEAUUMHCKOTO MNPUMEHEHMS,
OCYLLECTBAAEMbIX Ha TeppUTOpUKN EBPA3NIMCKOro 3IKOHOMMYECKOrO COL03a;

(n. 10.2 BBeaeH denepanbHbim 3aKoHOM OT 22.12.2014 N 429-03, B pea. PeaepanbHoro 3akoHa ot 13.07.2015 N
241-03)

11) co3paHMe COBETOB MO BOMNPOCAM, CBA3AHHbIM C 06paLLeHUeM NEeKapCTBEHHbIX CPEACTB;
12) aTTecTauma v cepTUdUKaLUA CNELLUANNCTOB;
13) ytpaTtua cuay ¢ 1 ceHTabpa 2013 roaa. - PesepanbHbliii 3akoH oT 02.07.2013 N 185-93;

14) ocywecTteneHne GapmaKkoHaa30pa;
(n. 14 B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

15) yqacTve B MeKayHapo4HOM COTPYAHUYECTBE;

16) nosnyyeHue no 3anpocam YMNoOJAHOMOYEHHOro ¢eaepanbHOro opraHa MCNOAHWTENbHOM BAacTU OT
OpPraHoOB WCMOJ/IHUTENbHOM BNAcTU cybbekToB Poccuiicko Pepepaummn, a Takke OT cybbeKkToB obpalieHus
NEeKapCTBEHHbIX CPeACTB A1 MeAMLMHCKOTO NPUMEHeHMA UHPOopMaLMM No BOMPOCAaM YCTAaHOBAEHMA MU
NPUMEHEHMA LLeH Ha NeKapCcTBEHHbIe NpenapaTbl U Hagb6aBoK K HUM;

17) npmeHeHMe mep OTBETCTBEHHOCTM 3a HapyLeHue 3aKoHodatenbctea Poccuiickoi ®egepauuu;

KoHcynbTaHTlAOC: NpuMmeYvaHue.
C01.09.2023 B n. 18 cT. 5 BHOCATCA M3MeHeHMA (D3 o1 28.04.2023 N 171-d3). Cm. byayLiyo peaakumio.

18) yTBep:KaeHWe MpaBuMA Haganexaleh nabopaTopHON NPAKTMKKM, NPaBU/A HagNexallend KAMHUYECKOM
NPAKTUKW, NPaBWA Haa/eXKallei Npou3BOACTBEHHOM MPAKTUMKM, MPABWUN HaA/eXKallei MNPaKTUKM XpaHeHUsA U
NepeBO3KM JIeKAapCTBEHHbIX NpPenapaTtoB, MNPaBUA HaA/e)allen AUCTPUOBIOTOPCKOM MPAKTUKK, MpaBun
Haga/ieXKallein anTeyHon NPaKTUKK, NPaBUA HagAexallel NPakTUKKU GapmaKkoHaa30pa IeKapCTBEHHbIX NpenapaTos


consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4AFD977F5A3AC10832E6C650A8DFF66C3D52EFB14639A63107427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A6360E427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4FF790775838C10832E6C650A8DFF66C3D52EFB14639A63105427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F690755E39C10832E6C650A8DFF66C3D52EFB14639A63107427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4AFC94715933C10832E6C650A8DFF66C3D52EFB14639A63105427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F79671523DC10832E6C650A8DFF66C3D52EFB14639A6310E427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A63705427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F79671523DC10832E6C650A8DFF66C3D52EFB14639A63206427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F49FC947E5E3DC10832E6C650A8DFF66C3D52EFB14639A63107427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F49FC947E5E3DC10832E6C650A8DFF66C3D52EFB14638A63307427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A63703427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4AFC94715933C10832E6C650A8DFF66C3D52EFB14639A63103427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4FF697775A38C10832E6C650A8DFF66C3D52EFB14638AE3406427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A63702427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4FF09077523CC10832E6C650A8DFF66C3D52EFB14639A63105427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4FF096745E3CC10832E6C650A8DFF66C3D52EFB1463EA53B53186C78C5377E06E5092C6C6C94o6z9H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F49F495705D3FC10832E6C650A8DFF66C3D52EFB14639A63106427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4AFD977F5A3AC10832E6C650A8DFF66C3D52EFB14639A63107427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F49F596715A32C10832E6C650A8DFF66C3D52EFB14639A63107427C7C8C627118E71F326672946A48oDz4H

ONA MeAULMHCKOro NpUMeHeHUs;
(n. 18 BBeaeH PegepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-$3)

19) yctraHoBneHue nopsafKka GOPMUPOBAHMA PErUCTPALLMOHHOTO [AOCbe Ha JIEKApPCTBEHHbIM npenapaTt M
TpeboBaHWM K LOKYMEHTaM B €ro COCTaBE;
(n. 19 BBeaeH dPepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

20) yTBepKAeHMe MpaBuA PaUMOHANbHOIO BblbOpa HAaMMEHOBaHWI NIeKapCTBEHHbIX MpenapaToB Ann
MeAMLUMHCKOro NPUMEHEeHUs;
(n. 20 BBeaeH dPepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBEpPXKAEHME NepeyHa HAaMMEHOBaHUI eKapcTBEHHbIX Gopm;
(n. 21 BBeaeH PepepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

22) ytpatun cuay ¢ 1 mapta 2020 roga. - PegepanbHblit 3aKoH o1 27.12.2019 N 475-03;

23) yTBepKAeHne TpeboBaHUI K MHCTPYKLMK NO MEANLMHCKOMY NMPUMEHEHMIO NEKAPCTBEHHbIX NPenapaTos
M K MHCTPYKLMM NO BETEPUHAPHOMY NPUMEHEHMIO IEKAPCTBEHHbIX NPEnapaTos;
(n. 23 BBeaeH PepepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

24) NPUHATUE PELUEHWUN, ABNAIOWMNXCA OCHOBAHUAMM ANA BKAOYEHUA AOMEHHbIX UMeH U (Man) yKasaTtenei
CTpaHUL, cailToB B MHOOPMALMOHHO-TENEKOMMYHUKALLMOHHOM ceTn "WHTepHeT", a TaK)Ke CeTeBblX aApecoB B
€OMHYI0 aBTOMATU3MPOBAHHYIO WMHOOPMAUMOHHYIO cucTemy "EAMHbIA peecTp AOMEHHbIX WMMEH, yKasaTenei
CTpaHUL, CalToB B WHPOPMALMOHHO-TENEKOMMYHUKALMOHHOW ceT "UHTepHeT" U CeTeBbIX afpecos,
NO3BONAOWMX MAEHTUOMLMPOBATL CalTbl B  WHPOPMALMOHHO-TENEKOMMYHUKAUMOHHOW ceTu "MHTepHeT",
cogepawme nHGopmaumio, pacnpocTpaHeHne KoTopol B Poccuitckon ®Pepepauun 3anpelieHo", B OTHOLWEHUMU
nHpopmaummn, cogepKalleit NnpeasoxKeHne 0 PO3HUYHON TOProBae JIeKapCTBEHHbIMU NpenapaTamu, B TOM Yucie
ANCTAaHUMOHHBIM CNOCO6OM, PO3HMYHAA TOPrOBAA KOTOPbIMM OFpaHMYeHa WKW 3anpelleHa B COOTBETCTBUM C
HacToalwmMm PeaepanbHbIM 3aKOHOM, U (MAK) MHPOPMaLMK, copepKaLlel Npes/oXKeHNe 0 PO3HUYHOM Toproe/e
NIeKapCTBEHHbIMM NpenapaTamu, B TOM YMC/Ie AUCTAHUMOHHBIM CNOCOBOM, MLLAMM, HE UMEIOWMMWN NNLEH3UN U
paspelleHnsa Ha OCyLLEeCTBAEHME TaKOW AeATeNIbHOCTU, ECAN NONYYEHWNE INLLEH3UN U Pa3peLleHnsa NPesyCMOTPEHO
3aKOHOAATENbCTBOM 06 06palLeHMM NeKAPCTBEHHbIX CPEeACTB;

(n. 24 B pea. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-3)

25) Bblgaya paspelleHuWid Ha BBOJA, B TPaXKAAHCKWUIA O0BOPOT MMMYHOOMONOTMYECKUX JIEKAaPCTBEHHbIX
npenapaTos.
(n. 25 BBeaeH PenepanbHbiM 3akoHOM 0T 28.11.2018 N 449-93)

KoHcynbTaHTlAtOC: NnprMmeYvaHme.

Cr. 5.1 pacnpocTpaHAeTcA Ha MO/JHOMOYMA, KOTOpble He nepefaHbl ANA OCYLWEeCTBAEHUA OpraHam
rocysapcTBeHHoOM Bnactu cybbektoB PP M opraHam MeCTHOrO CaMOYyMNpaB/NeHUA COOTBETCTBYHOLLMMMU
depepanbHbiMK 3aKkoHamm (P3 ot 13.07.2015 N 233-d3).

Cratba 5.1. Mepeaaua ocywecrsneHnA NoJIHOMOUYMI ¢peaepasibHbIX OPraHOB UCMNOIHUTENIbHOM BAACTU NpU
o6paLLeHnn NeKapcTBEHHbIX CPeACTB OpraHam UCNOJIHUTENbHOM BNacTu cy6bekToB Poccuiickoit depepauum
(sBepeHa ®epepanbHbim 3aKkoHOM OT 13.07.2015 N 233-93)

MonHomouna desepasnbHbiX OpPraHOB UCNOJMIHUTE/IbHON BAAcTM NP 06paLLEeHNN NEeKapCTBEHHbIX CPe/cCTs,
npenycMmoTpeHHble HacToAwmMm PegepanbHbiM 3aKOHOM, MOTYT nepeaaBaTbCA ANA OCYLWECTBAEHUA OpraHam
NCMNOIHUTEIbHON BacTM cybbekToB Poccuiickon Pepepaumm noctaHosneHuamu [pasBuTenbctBa Poccuitckoi
depepaumm B nopsaaKe, yctaHoBaeHHom defepasibHbIM 3aKOHOM OT 6 OKTABpa 1999 roga N 184-d3 "0O6 obuwmx
NPUHUMNAX OpraHmMsaLMm 3aKoHOA4ATE/bHbIX (MPeaACTaBUTENbHbIX) M UCMOJIHUTE/IbHBIX OPraHOB rocyAapCTBEHHOWN
B/1acTM cybbekToB Poccuitckon depepaunn'.

CratbAa 6. MonHOMOUMA OPraHOB MCNONHUTENbHOW BnacTM cybbekta Poccuitckon depgepauumn npu
06palleH1M 1IeKapCTBEHHDIX CPeacTB

K nonHOMOuYMAM OpraHoB WMCMONHWUTENbHOW BAacTu cybbekta Poccuiickoit deaepaunm npu obpalleHum
NeKapCTBEHHbIX CPEACTB OTHOCATCS:
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1) paspaboTka M peanusauma pPerMoHanbHbIX nNporpamm obecneyeHWs HacesieHUA JIeKapCTBEHHbIMU
npenapaTtamu;

2) ycTaHoB/eHMe npeaesbHbIX Pa3MepoB ONTOBbIX HAaAOAaBOK WM NpeaesbHbIX PasMepoB PO3HMYHbIX
HagbaBoOK K GaKTUUECKMM OTMYCKHbIM LeHaM, YCTaHOB/IEHHbIM MPOU3BOAMUTENAMM NIEKaPCTBEHHbIX NpPenaparos,
Ha 1IeKapCTBEHHbIE MPenapaTtbl, BKAOUYEHHbIE B MepeyeHb XN3HEHHO HEOBXOAMMBIX M BaXKHEMLUMNX JIEKAPCTBEHHbIX
npenapaTos;

3) ocylecTBneHME PErMOHANbHOIO FOCYAAaPCTBEHHOIO KOHTPOA 33 NPUMEHEHUEM LLEeH HA JIEKApCTBEHHbIE
npenapaTtbl, BKAIOYEHHblE B NepeyeHb KM3HEHHO HEeobXOoAMMbIX W BaXKHEMLMX NeKapCTBEHHbIX MpPenaparos,
OpraHM3auMsMM  ONTOBOM  TOProBAM  /IEKAPCTBEHHbIMM  CPEACTBAaMM,  anTeYHbIMM  OPraHM3aLMAMM,
WMHOMBUAYANbHBIMM  MPeanpUHUMATENAMU, WMMEIOWUMU  NIMLEH3MIO Ha (apMaLeBTUYECKYID AeATeNbHOCTb,
MeAULMHCKUMM  OpPraHM3auMAMM, UMEKLWMMU NNLEH3NIO Ha (GapMaLEeBTUYECKYID AeATENbHOCTb, U WX
060cobneHHbIMM  NoApa3aeneHuaMn  (ambynatopusmu, denbaluepckumn 1 - dbenbaepcKo-aKyLepCKUMM
NyHKTaMW, UeHTpamu (oTaeneHnsmun) obuiein BpayebHolM (cemenHON) NPaKTUKKM), PACMOIOKEHHbIMU B CE/IbCKUX
HaceneHHbIX NMYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4Hble OpraHu3aLum;

(B pea. ®enepanbHbix 3aKOHOB OT 25.06.2012 N 93-®3, 07 27.12.2019 N 475-03)

4) npuHATMe pelieHna o6 MCNoMb30BaHUKU Ha TeppuTopuM CybbekTa Poccuiickoint depepaumm Hapagy c
peuenTamMM Ha JIeKapCTBEHHble nNpenapaTtbl, OQPOPMIEHHbIMM HaA Oyma)KHOM HOCUTene, pPeLenToB Ha
JNIeKapcTBeHHble npenapaTbl, cCGOPMUPOBaAHHbIX B GOpPMeE 31eKTPOHHbIX AOKYMEHTOB.

(n. 4 BBeaeH PegepanbHbiM 3akoHOM OT 29.07.2017 N 242-$3)

Fnasa 3. TOCYOAPCTBEHHAA ®APMAKOINMEA
CraTtbA 7. Pa3paboTKa u U3gaHue rocysapcTBeHHon dpapmaKoneu, pasmeLleHUe AaHHbIX O Hel

1. Nop rocypapcTBeHHOM ¢apmakoneeit MNOHMMaeTcs CBOA 06WMXx dapmaKoneirHbix cTaTerd U
dapmakoneriHbIx cTaTen.

2. Pa3paboTtka obwmx papmaKkonerHbix ctate U GapMaKonemnHblx ctaTeld, B TOM yYncae GapmaKkonemnHbix
cTatelr Ha ¢apmaKkonelrHble CTaHAapTHble 06pasubl, M BKAOYEHME WX B TOCYAAPCTBEHHYIO dapmakoneto
OCYLLECTBIAIOTCA B NOPALKE, YCTAHOBNEHHOM YNOJHOMOYEHHbIM defepanbHbIM OPraHOM MUCMOSHUTENBHON
BaACTU.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. Pa3paboTka dpapmaKonenHol cTaTbM Ha pedepeHTHbI IeKAaPCTBEHHbIN MpenapaT U BK/OYEHME ee B
rocy4apcTBeHHy0 papmaKonelo B Te4eHUe CPoKa AEeNCTBUA 3aLLMTbl UCKIOYMTENbHOMO Npasa, YA0CTOBEPEeHHOro
NaTeHTOM Ha pedepeHTHbIN eKapCTBEHHbIM NpPenapaT, OCyLWeCTBAAKTCA C COrnacua ero paspaboTtyumnka.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4. TocypapctBeHHan dapmaKkonesa n3gaetca ynosaHOMOYeHHbIM defepasbHbiM OPraHOM UCMONHUTENbHOM
BJ1ACTU 3a cyeT cpeacts peepanbHOro boaKeTa U NOANENKUT NEPEN3JAHUAM HE peKe Yem OAMH pa3 B NATb J1eT, B
nepuoa, Mexay KOTOpPbIMM M34A0TCA NPUIOXKEHMA K rocyfapcTBeHHoW dapmaKkonee, coaepskawme obulume
dbapmaKoneriHble cTatbM U (Man) dapmakoneliHble CTaTbM, YTBEPXKAEHHbIE MOCAE U3AAHUA WAM Nepeu3faHusa
rocyaapcrseHHou dpapmakoneu.

5. YnonHomoueHHbli  denepanbHbli  OpraH  UCMONHUTENbHOW BNACTM  pasmellaeT  AaHHble O
rocygapcTeeHHon dapmakonee M MPUIOMKEHUAX K Hel Ha cBoem oduumanbHom caite B cetn "UHTepHeT" B
YCTaHOB/IEHHOM UM MOpAAKE.

Fnasa 4. TMUEH3UPOBAHUE NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB
U ®APMALIEBTUYECKOW AEATE/IbHOCTU, FOCYAAPCTBEHHbIA KOHTPO/b
(HAA30P) B COEPE OBPALLEHUA NEKAPCTBEHHbIX CPEACTB
(8 pea. ®epepanbHoro 3akoHa o1 11.06.2021 N 170-93)

CraTba 8. J/IuueHsnposaH1e NPOU3BOACTBA JIEKAPCTBEHHbIX CPeACTB U PpapmaL,eBTUUECKOI AeATeNbHOCTH

1. J/lMueH3MpoBaHMe NPOM3BOACTBA JIEKAPCTBEHHbIX CPeacT8 M dapMaueBTUYEeCKON AeATesIbHOCTU
OCYLLEeCTB/IAETCA B COOTBETCTBMM C 3aKOHOAATEIbCTBOM Poccuiickoit degepaumn.
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2. O6A3aTeslbHbIM YCNOBMEM MPEAOCTaBAEHUA JINLEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPeacTs
ABNAETCA MPUNOXKEHUE K 3aABJAEHUI0O COMCKATeNs JULLEH3UMM MNepeyHs JeKapCTBeHHbIX ¢opm u (Maun) BMAOB
bapmaLeBTMUECKMX CYBCTaHLMI, KOTOPbIE MPON3BOAMUTENb IeKAaPCTBEHHbIX CPeACTB HamMmepeH NPOU3BOAMTD.

3. B cnyyae HeobXoAMMOCTM paclIMpeHUs NPOWM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
NleKapcTBeHHbIX Popm 1 BUAOB PapMaLLEBTUUECKUX CYOCTaHLMI NPOM3BOAMUTENb IEKAPCTBEHHbIX CPEACTB AOKEH
nofaTb B JIMLEH3UPYIOWMI OpraH 3asB/EHWE O BHECEHUW U3MEHEHWW B peecTp AULEH3UI HA MPOM3BOACTBO
NIeKapCTBEHHbIX CPeacTB.

(8 pea. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-93, ot 11.06.2021 N 170-3)

4. JluueHsuMAa Ha NpPOU3BOACTBO JIEKAPCTBEHHbIX CpeacTB (dapmauesTMyeckon cybcTaHUMM cnvpTa
3TMNOBOTrO (3TaHONA) BbIAAETCA NPWU YCIOBUM HANUYMA Y OPraHM3aL MM Ha npaBe cO6CTBEHHOCTU, XO3AWCTBEHHOMO
BEAEHUA WAM ONEpaTMBHOIO YMNpPaBAEHUA OCHOBHOIO TEXHONOIMYecKoro obopyaoBaHMsA ANA NPOM3BOACTBA
3TWNOBOrO CMMPTA, 3aPErncTPUPOBAHHONO B COOTBETCTBMM CO cTaTbel 14.1 depepanbHOro 3akoHa oT 22 HoAbpA
1995 roga N 171-®3 "O rocygapCTBEHHOM peryanMpoBaHMM Mpou3BoAcTBa M ob6opoTa 3TMAOBOrO CNMpTa,
aNKOro/NIbHOM M CNUPTOCOAEPKALLEN MPOAYKUMM M 06 orpaHuyeHun notpebsieHUa (pacnutusa) anKkoronbHoOM
npoayKkumm".

(4acTb 4 BBegeHa PepepanbHbiM 3aKOHOM OT 27.12.2019 N 481-d3)

Cratba 8.1. Ocob6eHHOCTU NNLEH3UPOBAHUA NPOU3BOACTBA IeKAPCTBEHHbIX cpeacTs (bapmaueBTuyeckom
cyb6cTaHUMM cnupTa 3TUN0BOrO (3TaHONA)
(sBepgeHa ®epepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-93)

1. [eiicTBME NNLEH3MM Ha NPON3BOACTBO SIEKAPCTBEHHbIX CPEACTB (bapmaueBTUYecKoi cybCcTaHLMM cnnpTa
3TMNOBOro (3TaHONa) NMPUOCTAaHAB/AMBAETCA B YacTM MpaBa Ha NpPou3BOACTBO dapmaLeBTUYEecKon cybcTaHumm
CNUpTa 3TUAOBOTO (3TaHO/MA) NIMLEH3MPYIOWMM OPraHOM B C/yvasx, onpeaeneHHbiXx ctatbeit 20 degepanbHoro
3aKoHa oT 4 mas 2011 roga N 99-d3 "O nMLEH3NPOBAHUM OTAENbHbLIX BUAOB AEATENbHOCTU", @ TaKKe Ha CPOK
NPUOCTAHOBNEHUA  OENCTBUA  JINLUEH3MW  Ha  NPOU3BOACTBO  3TMJIOBOFO  CNMpTa A8  NPOM3BOACTBA
dbapmaLeBTMYECKON cybCTaHUMM CnUpTa 3TMAOBOrO (3TaHoNa), BblAAHHOW B COOTBETCTBUKU ¢ depepasbHbiM
3aKOHOM OT 22 HoAbps 1995 roga N 171-d3 "O rocyaapcCTBEHHOM peryiMpoBaHUM npoussBoacTea U obopoTa
3TUNIOBOTO CNWUPTA, a/JIKOFOJLHOM M CNMPTOCOAEP KaLLEe NPoAyKUUKN M 06 orpaHnyYeHMn noTpebaeHus (pacnutus)
a/IKOrosIbHOW NpoAayKumn'.

2. [leiAicTBME NULLEH3UN Ha NPOM3BOACTBO NEKAPCTBEHHbIX cpeacTs (bapmaLeBTUYEeCcKon cybcTaHumMm cnupTa
3TWNOBOrO (3TaHONA) B YacTM MNpaBa Ha MNPOM3BOACTBO dapmMaleBTUYECKOW CybCTaHLUMM CnupTa 3TUI0OBOrO
(sTaHONA) NpekpalLaeTca ANLEHIUPYIOLMM OPraHOM B C/ly4asX, onpeaeneHHbIX cTaTbei 20 degepanbHOro 3akoHa
oT 4 maa 2011 roga N 99-®3 "O nMUEH3NMPOBAHUM OTAENbHLIX BUAOB AeATEe/IbHOCTM", a TaKXe C AaTbl
NPeKpaLLeEHMA UM aHHYANPOBAHUA AEeNCTBUA NNLEH3MN HA NPOM3BOACTBO 3TU/IOBOrO CNMPTA ANA NPOU3BOACTBA
dbapmaueBTMYECKON cybCTaHUMM CnMpTa 3TUAOBOrO (3TaHoNa), BblAAHHOW B COOTBeTCTBMM ¢ depepanbHbiM
3aKOHOM OT 22 HosAbps 1995 roga N 171-d3 "O rocysapCTBEHHOM peryaMpoBaHUM npoussBoacTBa M obopoTa
3TUNIOBOrO CNMUPTA, A/IKOFOJIbHOM M CNMPTOCOAEPKALLLE NPOAYKLMM U 06 orpaHMyeHun notpebneHus (pacnutus)
aNKorosbHOM nNpoayKumn".

CratbAa 9. FlocyaapcTBeHHbIA KOHTPOb (Haa3op) B cdhepe 06paLLeHns NeKapcTBEHHbIX CpeacTB
(B pea. ®epepanbHoro 3akoHa ot 11.06.2021 N 170-$3)

1. TocyaapcTBEHHbIN KOHTPO/b (Hag3op) B chepe obpaleHns neKapCTBEHHbIX CPEeACTB OCYLLeCTBAAETCA
nocpeacteom deaepanbHOro rocyLapcTBEHHOrO KOHTpona (Hagsopa) B coepe obpalleHMA NeKapCTBEHHbIX
cpeacte M denepanbHOro rocyAapCTBEHHOro /IMLEH3MOHHOIO KOHTPO/A AEeATeNbHOCTM MO MPOU3BOACTBY
NEeKapCTBEHHbIX  CPeacTs,  OCywecTBasemblx  dpegepanbHbiMM - OpraHamn  MCMONHUTENbHOW  BAAcCTH,
ynosHomo4eHHbIMK Mpasutenscteom Poccuitickoin Peaepaunm.

2. Npepmetom dpenepancHOro rocyaapcTBeHHOro KOHTpoa (Hagsopa) B chepe obpalleHUs NeKapcTBEHHbIX
CpeacTs ABNAIOTCA:

1) cobntogeHme obaszaTenbHbIX TpeboBaHWi B chepe 0bpalleHNsa NeKapcTBEHHbIX CPeACTB, B TOM Yucae:

a) TpeboBaHUl K JOKAMHUYECKMM UCCNEL0BAaHUAM NIEKAPCTBEHHbIX CPEACTB, KAMHUYECKUM UCCNef0BaHUAM
NeKapCTBEHHbIX MPenapaTtos, M3roTOB/JEHWNIO, XPaHEHUIO, NepeBo3Ke, BBO3y B Poccuiickyto deaepaumio, OThyCKy,
peanusauuun, nepegaye, NPOAANKE JIEKAPCTBEHHbIX CPEACTB, MPUMEHEHUIO JIeKapCTBEHHbIX MNpenaparos,
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YHUUTOXKEHUIO /IeKAapPCTBEHHbIX CPEACTB, YCTAHOBAEHWUIO NMPOU3BOAUTENAMM NEKAPCTBEHHbIX NPenapaTos LeH Ha
NleKapCcTBeHHble Npenapatbl, BKAOYEHHbIE B NMepeyeHb KU3HEHHO HeoBXOAMMbIX U BarKHEMLUMX NIeKapCTBEHHbIX
npenapaTos;

6) TpeboBaHWI K COOTBETCTBMIO JIEKAPCTBEHHbIX CPEeACTB, HaxoAAwWwMXcA B obpalieHun, nokasaTenam
KayectBa, 3GdEKTMBHOCTM M 6e30nNacHOCTU, YCTAaHOBAEHHbIM B COOTBETCTBMM C HactoAwum PegepasbHbIM
3aKOHOM;

B) TpeboBaHMI K cobnogeHnio cybbekTamm obpalleHus NeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B yactu 1
cTaTbu 67.1 HacToAwero denepanbHOrO 3aKOHa, OrpaHUYEHUI, Hanaraemblx cTatbaMu 67.1 n 67.2 HacToAlero
depnepanbHOro 3aKOHa;

2) cobnogeHne NMLEH3MOHHbIX TPeBOBaHWUI K OCYLLECTBIeHUI0 GapMaL,eBTUYECKON AeATeNbHOCTH;

3) cobntopeHve TpeboBaHMI K NpPeAoCTaB/leHU0 CybbeKTamu 06paleHUs NeKapCTBEHHbIX CPeacTB
MHPOPMaLMM O NEKAPCTBEHHbBIX CPEACTBAX M (M) NIeKAaPCTBEHHbIX NpenapaTtax, NpesycCMOTPeHHoW cTaTbsimu 9.1,
52.1 n 64 HacToAwero ®eaepasbHOroO 3aKOHa;

KoHcynbTaHTlAtOC: NpuMmeYvaHme.
C01.03.2026 n. 4 4. 2 c1. 9 yTpaumsaet cuny (®3 ot 20.10.2022 N 405-P3).

4) cobnogeHre npeaycMOTPEHHbIX cTaTbel 55.1 HacToAwero dPeaepanbHoro 3akoHa TpeboBaHMI K
NPoOBEAEHNIO IKCMEPMMEHTA MO OCYLLECTB/IEHUIO PO3HMYHON TOProBAM JEKapCTBEHHbIMW Mpenapatamu Ana
MeAMUMHCKOTO NPUMEHEHUA, OTMNYCKaeMbiMW MO peLenTy Ha NeKapCTBEHHbIA npenapaTt, AUCTAaHUMOHHbIM
cnocobom.

(n. 4 BBepgeH ®eaepanbHbiM 3akoHOM oT 20.10.2022 N 405-$3)

3. Mpu ocyuwectBieHnn denepanbHOro rocyAapCTBEHHOrO KOHTPo/A (Haas3opa) B coepe obpalyeHus
NeKapCTBEHHbIX CPEACTB NPOBOAATCA CAeAytoLmMe BUAbI KOHTPO/IbHBIX (HaA30PHbIX) MEPONPUATHIA:

1) 4OKyMeHTapHaA NPOBEpPKa;

2) Bble3gHan NPOBEPKa;

3) BbIBOPOYUHBIN KOHTPOIb Ka4YecTBa;
4) KOHTPO/IbHAA 3aKyMKa;

5) MHCMEKUMOHHBIN BU3MUT;

6) HabnwogeHne 3a cobnogeHnem  obsA3aTenbHbix  TpeboBaHWA  (MOHWUTOPWMHT  He3onacHoCTH)
(dpapmakoHagzop).

4. OpraHusauma W ocywectsieHne deaepanbHOro rocyfapcTBEHHOrO KOHTpona (Hagsopa) B coepe
obpalLeHns NeKkapcTBEHHbIX CpeacTs peryampytotcs PeaepanbHbim 3akoHoM oT 31 mntona 2020 roga N 248-d3 "0
rocy4apcTBeHHOM KOHTpoAe (Hag3ope) U MyHULMNAAbHOM KOHTpone B Poccuitickolt Pepepaunmn’.

5. BHennaHoBbIM BbI60pOHHbIl‘/‘I KOHTPO/1Ib KayecTBa MposBoaAUTCA B TOM 4YnUCne Ha OCHOBaAaHUKU MPOrpammbl
npoBepPOK.

6. MnaHoBbIN BbIGOPOUHDBIA KOHTPO/Ib KAYeCTBa He NMPOBOAMTCA.

7. Mo pe3ynbTaTam BbIOOPOYHOrO KOHTPOAA KayecTBa Hapady C peweHuAMW, npeaycMoTPeHHbIMU
depepanbHbiMm 3akoHOM OT 31 utona 2020 roga N 248-d3 "O rocygapcTBeHHOM KOHTposie (Hagsope) u
MYHULMNANAbHOM KOHTpose B Poccuitickoit ®Pepgepaummn”, deaepanbHbiMM OpraHamv WUCMONHUTENbHOW BAACTH,
YNO/JIHOMOYEHHbBIMW HA OCYLLLECTB/IEHWE BbIOOPOYHOIO KOHTPO/IA KauecTBa, MPMHUMAIOTCA CAeAyolWme peleHns:

1) o panbHeWwem rpaxkgaHckom o6opoTe cepum, NapTUM COOTBETCTBYIOLWLErO N€KapPCTBEHHOrO CpeacTsa B
CNyyae MNOATBEPNKAEHUA MO pe3ynbTaTam MNPOBEAEHHbIX WMCMbITaHWUIA COOTBETCTBMA KayecTBa J1IEKapCTBEHHOTO
CpeacTBa YyCTaHOBAEHHbIM TpeboBaHUAM;
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2) 06 U3BATUM M3 rpaxkaaHCKOro obopoTa cepun, NapTUM COOTBETCTBYIOLLErO JIeKApPCTBEHHOMO CPeACTBa B
CNlyyae BbIABNEHMA MO pe3ynbTaTam MPOBEAEHHbIX WCMbITaHUA HEeCOOTBETCTBMA KayecTBa /1E€KapCTBEHHOMO
CpeacTBa YyCTaHOBAEHHbIM TpeboBaHUAM;

3) 0 nepeBoAe NEKAPCTBEHHOIO CPEeACTBA Ha NOCEPUITHbIIA BbIBOPOUHbIM KOHTPO/Ib KauecTBa IeKapCTBEHHbIX
CpeacTs B C/y4ae NOBTOPHOMO BbIsIBJIEHUA HECOOTBETCTBMA KAyecTBa JIEKapCTBEHHOrO CPeAcTBa YCTaHOB/AEHHbIM
TpeboBaHMAM U (NpyM HeobXxoaMMOCTM) O MpoBepKe cybbeKkTa obpalleHMs NeKapcTBEeHHbIX cpeacTs. Pacxoapl,
CBA3aHHble C NpoBeAEeHWEM MOCEPUMHOrO BbIBOPOYHOrO  KOHTPOAA, OMNAAYMBAOTCA MNPOM3BOAUTENEM
NEeKapCTBEHHOTO  cpeacTBa  /MBo  AepsKaTenem WAM  BAASENbLUEM  PErmcTpalMoOHHOrO  yAO0CTOBEpPEeHUs
NeKapCTBEHHOro Npenapara.

8. ®depepanbHbll  rOCYAAPCTBEHHbLIN  JIMLEH3MOHHLIM  KOHTPOJIb  AEATeNbHOCTM MO NPOM3BOACTBY
NIEeKapCTBEHHbIX CPEACTB OCYLLECTBNAAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickolt Depepaunu.

Cratba 9.1. NMporpamma npoBepok
(eBepgeHa ®eaepanbHbim 3aKkoHOM 0T 11.06.2021 N 170-93)

1. B uensx opraHusauMu BbIGOPOYHOrO KOHTPO/A KayecTBa JIEKAPCTBEHHbIX CPeAcTB dopmupyeTcs
nporpamma npoBepoK.

2. 0nAa uenei peannsaumm Nporpammbl NPOBEPOK NPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB U OpPraHu3aLmu,
OCyLLecTBAAIOWME BBO3 JIEKAPCTBEHHbIX cpeacTs B Poccuitckyio depepaumio, NpeaocTaBAsioT B OTHOLWEHUM
NIEKapCTBEHHbIX CPEACTB AN  MEAMUMHCKOTO MPUMEHEHUA B YMOJIHOMOYEHHbIN deaepanbHbii  OpraH
NCMOJTHUTENIbHOW BNACTU, OCYLWECTBAAOWMA GYHKUMM MO KOHTPOJIIO M Haa30py B chepe 34paBoOXpaHeHus, B
OTHOLLEHWUW /IEKAPCTBEHHBIX CPEACTB A1 BETEPUHAPHOTO NPUMEHEHMA B YNOJHOMOYEHHbIN deaepasibHblii OpraH
WCNONHUTENbHOW BAACTM, OCYLLECTBAAIOWMI GYHKLMM NO KOHTPOAKO W Haasopy B cdepe obpalieHua
NEeKapCTBEHHbIX CPeACTB A1 BETEPUHAPHOIO NPUMEHEHMUSA, CBEAEHUA O CEPUAX, NAPTUAX NEKAPCTBEHHbIX CPeACTB,
NOCTYNaloLWMX B rpaxKaaHcKkuii 06opoT B Poccuitickoit ®egepaumm, B NopsaaKe, cocTaBe n 0b6beme, YCTaHOBAEHHbIX
yKasaHHbIMKU deaepanbHbiMU OpraHamu WUCNONHWUTENBHOW B/IACTM B OTHOLUEHWUM NIEKAPCTBEHHbIX CPeacTB AnA
MEeOMUMHCKOrO MPUMEHEHUA UM B OTHOLWIEHWM JIEKAPCTBEHHbIX CPEACTB A/ BETePMHAPHOro MPUMEHEHUA
COOTBETCTBEHHO.

3. MNporpamma nposepok ¢dopmMmMpyeTca Ha KaneHaapHbli rog B cpok o 30 pekabpsa roaa,
npeaLwecTByOLWEro roay NpoBeAeHUa BbIBOPOYHOro KOHTPOAS.

4. B cnyvae HacTynieHuaA cobbiTUi, yKasaHHbIX B moAnyHKTax "6" 1 "B" nyHKTa 2 4acTu 6 HacToALLEeN CTaTbMy,
denepanbHbIM OPraHOM UCMOMHUTEIbHOW BNACTH, OCYLLECTBAAIOLWMM GYHKLMM NO KOHTPOIO U HaA30py B chepe
34paBooOXpaHeHnsn, degepanbHbIM OPraHOM UCMONHUTENbHOM BAACTU, OCYLLECTBAAOLLMM GYHKLUN NO KOHTPOIO U
Hag3opy B coepe obpalLeHUA NeKapcTBEHHbIX CPeACTB AN BETEPUHAPHOrO NMPUMEHEHMA, NPU HEOBXOAMMOCTHU
BHOCATCA COOTBETCTBYIOLLME USMEHEHMSA B MPOrpaMmmy nNpoBepPOK.

5. B nporpammy npoBepoK MOryT BK/AOUATLCA MEPONPUATUA C YHETOM HapPyLIEHWI, BbIABAEHHbIX B pPamKax
KOHTPO/IbHbIX (HAaZ30PHbIX) MEPONPUATUIA 33 NpeablAyLLMIA KaNeHAaPHbIM roa,.

6. Mporpamma NPOBEPOK COAEPKUT:

1) nepeyeHb NEKAPCTBEHHbIX CpPeacTs, OT60p 06pa3uOB KOTOPbIX BGyAeT OCYLLECTBAATLCA B pamMKax
BbIBOPOYHOrO KOHTPOAA, GOPMMPYEMBIN C yH4ETOM Pe3y/bTaToB roCyAapCTBEHHOro KOHTponA (Haasopa) B coepe
06palleHnn NeKapcTBEHHbIX CPeACTB 3a KaneHAapHbIA roj, npeawecTsyoWwmMin roay nposeaeHna BbiI6opoYHOro
KOHTpONSA;

2) yKasaHue Ha cobbiTMe, HacTynaeHMe KOTOPOro ABAAETCA OCHOBaHMEM A/1A OCYLLEeCTBAeHUS BbIEOPOUYHOro
KOHTpONSA:

a) nosyyeHue cCBeAEHWI, NpeacTaBAsEMbIX B COCTaBe U 06beme, yCTaHOBAEHHbIX deaepasibHbIM OpraHom
UCNONHUTENBHOW BNACTU, OCYLLECTBAAOWMM OYHKLUMM NO KOHTPOMO M Hagsopy B chepe 34paBoOOXpaHeHUs,
denepanbHbIM OPraHOM UCMONHUTENLHOW BNACTM, OCYLLECTBAAIOWMM GYHKLUMN NO KOHTPONO U Haa30py B coepe
06palleHNn NeKapCTBEHHbIX CPEeACTB ANA BETEPUMHAPHOrO NPUMEHEHMUS, O Cepuax, MapTUAX NEeKapCTBEHHbIX
cpeacTs, NOCTyNaloWMX B rparAaHCKMii obopoT B Poccuiickoi depepaumm, yKasaHHbIX B NyHKTe 1 HacTosLiedn
YacTW, OpraHM3aLMAMM, OCYLLLECTBAAIOLWMMMN NPOM3BOACTBO NEKAPCTBEHHbIX cpeacTs B Poccuitckoit depepaumm m
BBO3 JIeKapCTBEHHbIX cpeacTs B Poccuiickyro Peaepaumio;
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6) nonyyeHne nocTynatoweit B NopsaaAKe, YCTaHOBAEHHOM CTaTbeit 64 HacToswero ®enepanbHOro 3aKoHa,
nHbopmaLuun o0 NOBOYHBLIX [EWCTBUAX, HEXKeNaTesIbHbIX PeaKUMAX, CepbesHbIX HeXenaTenbHblX peakuusax,
HenpeABUAEHHbLIX  HeXenaTenbHblX peakuuax npu  NPUMEHEHUU  NleKapCTBEHHbIX npenapaTtoB, 06
WHOMBUAYANbHON HENEepPeHOCUMOCTH, OTCYTCTBUM 3DDEKTUBHOCTU NEKAPCTBEHHbIX MPenapaTos, a Takke 06 MHbIX
dakTax n obcroATenbCcTBaX, NPEACTaBAAOLWMX YrPO3y KMU3HU WUAM 340POBbI0 YesoBeKa ANBO KMBOTHOTO Npwm
NPUMEHEHNN NEKAPCTBEHHbIX MPENapPaToB U BbIABMIEHHbIX Ha BCex 3Tanax obpalleHnA 1eKapCcTBEHHbIX NPenapaTos
B Poccuiickol ®egepauun 1 gpyrux rocyaapcrsax;

B) nosydyeHue B cooTBeTCTBUM ¢ depepanbHbiM 3akoHom oT 31 uions 2020 roga N 248-d3 "O
rocygapCTBEHHOM KOHTpose (Haa3ope) U MyHMUMMANbHOM KOHTposie B Poccuiicko ®epepauun” ceegeHnin o
NPUYNHEHUN Bpesa UK 06 yrpo3e NPUUYNHEHUS BPeaa KU3HK, 300P0BbLI0 FParkaaH UK KUBOTHbIX.

CraTtbAa 9.2. FocyaapCcTBEeHHbIA KOHTPOAb (Hag3op) 3a peanusauueii opraHamyM UCNONHUTENIbHOW BAacTU
cybbektoB Poccuiickoii ®depepauuu nonHomouunii B chepe o06palieHUs NEeKapCTBEHHbIX CpPeacTB ANnA
MeAULMHCKOro NPUMeHeHuUA

(sBepgeHa ®eaepanbHbim 3aKkoHOM 0T 11.06.2021 N 170-93)

1. FocyaapcTBEHHbIM KOHTPOMb (Haa30p) 33 peanusaumein opraHamMm UCMONHUTENbHOW BAACTU Cy6beKToB
Poccuitckoh Pepepaumm nonHomoumin B coepe oOpalleHMA NEKApCTBEHHbIX CPeAacTB AfA MeAWULMHCKOro
NPUMEHEHNA  OCYLLECTBAAETCA YNOJHOMOYeHHbIM [lpaBuTenbctBOM  Poccuitickoh  depepauum  opraHom
NCMNONIHUTENbHOM BAACTM.

2. NpegMeTom rocyAapcTBEHHOro KOHTPOIA (Hag30pa) 3a peannsaumein opraHamm UCNONHUTENbHOW BAacTH
cybbektoB Poccuiickolt degepaumm  nonHomoumit B chepe o0OpallleHMA IeKAapCTBEHHbIX CPeacTB  Ans
MeAMLMHCKOTO NPUMEHEHUA ABASETCA CobaloAeHUe YNoSHOMOYEHHbIMU OpPraHamu WCNOSIHUTENbHOW BAACTU
cybbekToB Poccuiickoit depepauun MeTOAMKM YCTAaHOBNEHMSA MpefesibHbIX PasMepoB ONTOBbIX HaAbaBOK W
npegenbHbIX pPasMepoB PO3HUYHbIX HaZbaBoOK K (aKTMUYECKMM OTMNYCKHbIM  LEeHaM, YCTaHOBJAEHHbIM
NPOU3BOAMTENAMMN IEKAPCTBEHHbIX MPENnapaToB, Ha JIeKAapCTBEHHble MpenapaTbl, BK/OYEHHble B MNepeyeHb
U3HEHHO HEOBXOAMMbIX U BarKHEWLLIMX NEKAPCTBEHHbIX MPenapaTos.

3. Tlpu ocywecTBNEHUWM TOCYAAPCTBEHHOTO KOHTpOAs (Hag3opa) 3a peanusaumeit  opraHamu
MCMNONHUTENbHOM BnacTu cybbekToB Poccuiickon Pepepaumm nonHomounin B chepe obpalLleHNA NeKapCTBEHHbIX
CpeacTs AN MeAULMHCKOTO NPUMEHEHUSA NMPOBOAATCA CAeAyHOWME BUABI MEPONPUATUIA:

1) 4OKYMEHTapHble NPOBEPKY;
2) Bble3gHble NPOBEPKMU.

4. OpraHu3auma M OCYLLECTB/IEHUE TOCYZApPCTBEHHOIO KOHTpoAns (Hag3opa) 3a peanusaumelt opraHamu
WCMNONHUTENbHOM BNacTu cybbekToB Poccuitickon Pepepaumm noaHomoumnii B chepe obpalleHnsa NeKapCcTBEHHbIX
CpeacTs gNs MegMLMHCKOro NpumMmeHenus peryaupytotca PepepanbHbiM 3aKoHOM OT 6 oKTA6psA 1999 roga N 184-
®3 "06 06WMUX NPUHLMNAX OpraHM3aLMM 3aKOHOAATEeNbHbIX (NPeACcTaBUTENbHbIX) U UCMOAHUTENbHBIX OpPraHoB
rocyapcTBeHHOM BAacTu cybbekTos Poccuiickoit ®eaepauun’.

5. MNonoseHne O rocygapcTBEHHOM KOHTposie (Haa3ope) 3a peasnvsaumeit opraHamu MCMONHUTENbHOM
BNactTn cybvektoB Poccuiicko depepaumm nosHomoumit B chepe obpalueHUs NeKapCTBEHHbIX CPeacTs A/s
MeAMLMHCKOro NpUMeHeHus yTeepkaaeTca Npasutencteom Poccuitickoii ®eaepauum.

Cratba 9.3. PervMoHanNbHbI rOCYyAAPCTBEHHbIW KOHTPOAb (Hag30p) 3a nNpUMeHeHMEeM LeH Ha
JNIeKapcTBeHHble NpenapaThbl, BKAOYEHHbIE B NepeyeHb XM3HEHHO He06X04UMbIX U BaXKHEMLINX IeKapCTBEHHbIX
npenaparos

(sBeneHa depepanbHbim 3aKkoHOM 0T 11.06.2021 N 170-93)

1. PervoHanbHbI TFOCYAAPCTBEHHBIA KOHTPOAb (HaA30p) 3a MPUMEHEHMEeM LEeH Ha JIeKapCTBEHHble
npenapaTbl, BK/AOYEHHblE B MEPEYEHb KU3HEHHO HEOBXOAMMBIX W BaXKHEWLWMX NEeKapCTBEHHbIX MPEenapaTos,
OCYLLECTBNAETCA OPraHOM MWCMONHUTENbHOW BAacT cybbekTa Poccuiickon ®depepaumu, YnoNHOMOYEHHbBIM
BbICLUMM MCMOSIHUTE/IbHbIM OPraHOM rocyapCcTBEHHOM BNacTu cybbeKkTa Poccuiickoit Peaepaumu.

2. lMpeameToMm pPervoHasbHOrO roCy4apCTBEHHOTO KOHTPoAsA (Hagsopa) 3a MpUMEHeHWem LUeH Ha
NleKapCTBeHHble Npenapatbl, BKAOYEHHbIE B NMepeyeHb KU3HEHHO HeobXOAMMbIX U BarKHEMLUMX NIeKapCTBEHHbIX
npenapaToB, ABAseTcA cobaogeHMe OpraHusauuMsmn ONTOBOW TOProBAW JIEKAPCTBEHHBIMM  CPeACTBamMMU,
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anTe4yHbIMM  OpraHM3auMaAMKM,  WHAMBUAYANbHbIMU  NPEANPUHUMATENAMM, UMEIOLWMMKU  JINLEH3UIO  Ha
bapmaLeBTUUECKYIO  AeATeNbHOCTb,  MEAMUMHCKUMW  OpraHu3auvsamu,  UMELWMMKU  JIMLEH3UI0  Ha
bapmaLeBTUYECKYIO AeATENBHOCTb, U UX 060C061EHHBIMU NoAPasAeneHUAMM (ambynaTopuamn, dbenbaiepckumm
N PpenbaliepcKo-aKyLEPCKMMM NYHKTaMK, LEHTpamu (oTaeneHmamm) obuuiel BpayebHoW (cemenHoMn) NpakTUKu),
PaCMONOMKEHHbIMW B CENbCKMX HACe/NIeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, npu
peanusauumn NeKapCTBEHHbIX MNpenapaToB TpeboBaHWUI K MPMMEHEHUIO LEH, YPOBEHb KOTOPbIX HE [O/IKEH
npesbiWwaTb CyMmMy aKTMYECKOM OTNYCKHOM UeHbl, YCTAaHOB/JIEHHOW MNPOU3BOAMUTENEM JIEKAPCTBEHHbIX
npenapaTos, U KOTOPble He NPEBbLILLAIOT 3aPErncTPUPOBAHHbIX NPeAENbHbIX OTMYCKHbIX LEH, U pa3mepoB ONTOBbIX
HapbaBoK U (MKN) pasmepoB PO3HUYHBIX HaA0aBOK, HE MPEBbIWALWMX COOTBETCTBEHHO PAa3MepoB NpeaesbHbIX
ONTOBbIX HaAbaBoK M (MAM) pasmepoB nNpefesibHbIX PO3HWUYHBIX HAAOaBOK, YCTAHOBAEHHbIX B cCybbekTte
Poccuiickon degepaumu.

3. OpraHuM3aumMa W  OCYLLEeCTBNEHME PEermoHasbHOro rOoCyfapCTBEHHOrO KOHTpona (Haga3opa) 3a
NPUMEHEHMEM LLEH HA JIEKapCTBEHHble MpenapaTtbl, BK/OYEHHble B MNepeyeHb YKU3HEHHO HeobXoAUMBbIX U
Ba*KHEMLINX IEKAPCTBEHHbIX NpenapaTos, peryampytotcs ®eaepanbHbim 3akoHom oT 31 utons 2020 roga N 248-93
"O rocyaapCTBEHHOM KOHTpOJIe (HaA30pe) U MyHULMMNANbHOM KOHTposie B Poccuiickon depepaumn’.

4. ToNoXKeHne O pernoHaNbHOM T[OCYyAAapPCTBEHHOM KOHTposie (Haa3ope) 3a NMPUMEHEHMEM LEH Ha
JIeKapCTBEHHbIe MpPenapaTbl, BKAIOYEHHbIE B MNEpPeYeHb KMU3HEHHO HEOOXOAMMbIX WU Ba*KHEMNLUMX SIEKAaPCTBEHHbIX
npenapaTtos, YTBEP:KAAETCA BbICLUIMM UCMONHUTE/IbHBIM OPraHOM rocyAapCTBeHHOM BAacTn cybbekta Poccuinckoit
depepaumu.

CratbAa 9.4. ®eaepanbHblii rocysapcTBEHHbIA ANMLEH3UOHHDbI KOHTPOb AEATE/IbHOCTU NO NPOU3BOACTBY
NeKapCcTBEHHbIX cpeacTs
(sBeaeHa ®egepanbHbiM 3akoHOM 0T 11.06.2021 N 170-$3)

1. ®depepanbHbIil  rOCYAAPCTBEHHbIN  JIMLEH3UOHHbLIA  KOHTPOAb  AEeATe/IbHOCTM MO NPOW3BOACTBY
NEeKapCTBEHHbIX  CPeaCcTB  ocywecTBnsetcA  degepanbHbIMM - OpraHamu  UCMOAHWUTENbHOW  BAACTH,
ynosiHomo4eHHbIMK Mpasutenscteom Poccuitickoin Peaepaunu.

2. ®depepanbHbll  roCyAApPCTBEHHbLIN  JIMLEH3MOHHBIM  KOHTPOJIb  AEATeNbHOCTM N0  NPOM3BOACTBY
JNIeKapCTBEHHbIX CPeACcTB OCYLLEeCTBAAETCA B COOTBETCTBUM ¢ PenepanbHbiM 3akoHOM OT 4 maa 2011 roga N 99-93
"O NMUEH3MPOBaHUM OTAENbHBIX BUAOB AeATeNbHOCTU" 1 PesepanbHbiM 3akoHOM oT 31 mtona 2020 roga N 248-
@3 "O rocysapcTBEHHOM KOHTpOJIe (HaA30pe) U MyHUUUNANbHOM KOHTposie B Poccuitickoit ®@epepauun'. B pamkax
denepanbHOro rocyfapCTBEHHOIO JIMLEH3MOHHOTO KOHTPONA AEATE/IbHOCTM NO MPOW3BOACTBY JIEKAPCTBEHHbIX
CPeACTB MNAaHOBble KOHTPO/IbHble (HAZ30pHbIE) MEPONPUATUA He MNPOBOAATCA, NpPW 3TOM MPOBOAMUTCA
nepvoanyeckoe noATBepPKAEHME COOTBETCTBUS JIMLLEH3MATOB JIMUEH3MOHHbIM TpeboBaHMAM B COOTBETCTBUM C
depepanbHbiM 3akoHOM OT 4 masn 2011 roga N 99-d3 "O AnLEH3MPOBAHUKN OTAENbHbIX BUA0B AesATeslbHOCTH" .

Fnasa 5. PASPABOTKA, AOK/TUHNYECKUE UCCNTIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KTMHUYECKUE UCCNEOOBAHUA
NNEKAPCTBEHHbIX MPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

CratbA 10. Pa3paboTKa neKapCTBEeHHbIX CPeacTs

1. Pa3paboTKa /IeKapCTBEHHbIX CPEeACTB BK/OYaeT B cebA MOMCK HOBbIX (apMaKONOrMYECKM aKTUBHbIX
BELLECTB, MOCAEAYIOULEE M3YYEeHME MX /IEKAPCTBEHHbIX CBOWCTB, AOK/AMHWYECKME MUCCAeA0BaHMsA, pa3paboTky
TEXHONOrMIN NpoussoacTea GapmaLeBTMYECKMX CyBCTaHLMI, pa3paboTKy COCTaBOB M TEXHO/OIMMI NMPOM3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. ®uHaHcosoe obecneveHne pa3paboTKM 1eKapCTBEHHbIX CPEACTB OCYLLLECTBAAETCA 3a CYET:
1) cpepncts deaepanbHOro 6roaXKeTa;
2) cpeacTs pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeacTB Npou3BOAUTENEN NEKAaPCTBEHHbIX CPeACTB NPU BbINOAHEHUW HAyYHO-UCCNea0BaTeNbCKUX paboT
No AOroBOPY MEXKAY Pa3paboTUMKOM NeKapCTBEHHbIX CPEACTB U NPOM3BOANTEIEM IEKAPCTBEHHbIX CPeACTE;

4) MHbIX He 3anpeLLeHHbIX 3aKoHOAaTeNbCTBOM Poccuitckoi deaepaumnm UCTOYHMKOB.
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3. MNpasa pa3paboTumKa NeKapCTBEHHOIO CPEACTBA OXPaHAIOTCA rPaXK4aHCKMM 3aKOHOA4ATE/IbCTBOM.
CraTtba 11. [lOKAMHUYECKOe UCCNeA0BaHMe NEeKapPCTBEHHOIO CPeACTBA A1A MEAULMHCKOTO NPUMEHeHUA

1. lokKNnMHUYecKoe nccnenoBaHMe JIEKAPCTBEHHOMO CPEeACTBA A/19 MEANLNHCKOTo NPUMEHEHMA NPOBOAMUTCA
nyTeM MPUMEHEHMA HAYYHbIX METOZOB OLEHOK B LLeISX NOJyYeHUA A0Ka3aTenbcT8 6e30nmacHOCTM, KavecTBa U
3 PEeKTUBHOCTU NEKAPCTBEHHOIO CPEACTBa.

2. lOKNIMHMYEeCKoe 1ccenoBaHMe NEKAPCTBEHHOMO CPeACTBaA ANA MeANUMHCKOro NPUMeHeHMA NPoBOAUTCA
B COOTBETCTBUWM C MNpPaBWUNaMM Hagnexawel NabopaTopHOW NPAKTUKKM, YTBEPKAEHHLIMU YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCNONHUTENLHOM BAACTU.
(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

3. Ona opraHuvsauuMuM M NpoBeAeHUA AOKJAMHWYECKOrOo WCC/ef0BaHMA /IEKApPCTBEHHOMO CpeacTBa Ans
MeAMLMHCKOTO  MPUMEHEHUs  PaspaboTUMKM  NEKAPCTBEHHbIX  CPEACTB  MOTFyT  NPUBAEKaTb  Hay4yHo-
uccnefoBaTeNlbCKMe  OpraHu3auuu, obpas3oBaTenbHble OpraHM3auMu  Bbicliero o06pasoBaHuA, UMelolme
HeobXxoANMYI0 MaTepUasibHO-TEXHUYECKYIO 633y M KBAa/AMOUUMPOBAHHbLIX CMNELWANUCTOB B COOTBETCTBYIOLLEN
obnactn nccnepgoBaHua.

(8 pea. ®enepanbHoro 3akoHa ot 02.07.2013 N 185-d3)

4. [JOKNMHUYECKOe UccneaoBaHMe NIEKapPCTBEHHOIO CPeACcTBa ANA MeULMHCKOro NPUMEHEHNA NPoBOAMUTCA
no yrtBepXgeHHoOMY pa3p360T‘-{MKOM NeKapCTBeHHOro cpeacrtesa nNJaaHy C BeAeHMeEM MNPOTOKOJ1la 3TOro
nccnenoBaHMA U CoCtaBeHMEM OTHETA, B KOTOPOM COA4EPHKATCA pe3y/ibTaTbl 3TOr0 UCCaenoBaHUA U 3aK/IIO4YEHUE O
BO3MOXHOCTU npoBengeHnA KAUMHUYECKOro uccnenoBaHuA JeKapCTBEHHOrO npenaparta Ana meauuymnHCKoro
npuMmeHeHuAa.

5. MpoBeaeHe NpoBepok cobaoaeHna NpaBua Haasexalen NabopaTopHOM NPaKTUKKU U NPaBOBbIX HOPM
MCNONb30BAHUA KMBOTHbIX NPUM MNPOBEAEHUN AOKANHUYECKUX WCCNeAO0BaHMA NEeKapCTBEHHbIX CPeacTB AnsA
MeANUMHCKOrO NPUMEHEHMUA OCYLWECTBAAETCA YMNOJHOMOYEHHbIM defepasibHbiM OPraHOM MUCMOJHUTEIbHOM
BIaCTU.

(B pea. PenepanbHOro 3akoHa o1 22.12.2014 N 429-03)

6. Pe3ynbTaTbhl 4OKJAMHNYECKOrO UCCIeA0BaHMA NEKAapPCTBEHHOMO CpeacTBa AN1A MeUUMHCKOTO NPUMEHEeHNA
MOryT 6bITb npeacrasaieHbl B YI'IOI'IHOMOLIEHHbIl\/'I ¢e,u,epaanb|l7| opraH WCMOIHUTENIbHOM BNacTh B YCTaHOB/IEHHOM
nopAaake B uenax FOCYﬂ,apCTBEHHOVI perncTpaumnmn nekapCTtBeHHOro npenaparta.

Cratba 12. [loKAMHMYECKOe uccnefoBaHME NEeKAapCTBEHHOro cpeacTBa M KAMHUYECKoe uccnepoBaHue
NeKapcTBEHHOro npenapara AN BeTepUHAPHOro NpUMeHeHus

1. JloKAMHUYeCcKoe nccnegoBaHne NeKapCcTBEHHOrO CpeACcTBa ANA BETEPMHAPHOro NPMMeEHeHMA NPOBOAMUTCA
nytem npuMmeHeHMAa HaydHblX MEeTo40B OUEHOK B uUenAax nonayvyeHunAa O0Ka3aTe/1bCTB 6e3OI'IaCHOCTM, KayecTtBa u“
3¢¢EKTVIBHOCTVI NEeKapCTBeHHOro cpeacrtea, B TOM 4yucne onpepeneHna Cpoka ero BbiBeAeHUA U3 OpraHn3ma
XUBOTHOTO, B Lenax obecneyeHna HesonacHocTH npoAyKUMU XUBOTHOTO NPOUCXOXKAEHUA NOocCse NPpUMeHEeHUA
COOTBETCTBYHOLWEro 1eKapCTBeHHOro npenapara.

2. [oKanHun4yeckoe uccnegoBaHME  NEKApPCTBEHHOrNO  CPeactBa WM KAWMHMYECKOe  uccnegoBaHue
NeKapCTBEHHOIo npenapata ANA BeTeEPUHAPHOro npumeHeHunAa, nccneaoBaHune 6103KBMBANEHTHOCTH YKa3aHHOro
NEeKapCTBEHHOINoO npenapata nNpoBOoAATCA B COOTBETCTBUM C NMpaBuaaMM, yTBepXOAEHHbIMMU YNOJIHOMOYEHHbIM
cbep,epaanblm OpraHoOm WCMOZIHUTENIbHOM BNACTW.

3.  [OK/AMHMYEeCKoe WccnedoBaHWe  /IEKAapCTBEHHOrO  CPeacTBa M KAMHWYECKoe  UccnefoBaHue
NeKapCTBEHHOrO npenapaTa 419 BETePUHAPHOro NPMMEHEHMS NPOBOAATCA MO YTBEPKAEHHOMY pa3paboTimKom
NeKapCTBEHHOTO CPeacTBa MAaHy C BeAeHWeM MPOTOKO/IOB 3TUX UCCNeL0BaHUM U COCTaBNEHMEM OTYETOB, B
KOTOPbIX COAEPMKATCA Pe3yNbTaTbl 3TUX UCCeA0BaAHNA.

4. [na opraHvsauMm W NpoBeAeHUs [OKAMHUYECKOTO WCCNef0BaHUA NEeKAapCTBEHHOTO CpeacTsa M
KJMHUYECKOTO MCCNeA0BaHMA NEKapCTBEHHOro npenapata ANA BETEPUHAPHOrO MPUMEHeHUA pa3paboTumk
NeKapCTBEHHOIO CPeACcTBa MOMKET MPUB/EKaTb OpraHMsauMu, uMelowmne Heobxoaumylo MaTepuanbHo-
TEXHUYECKYo 6a3y U KBaIMOULMPOBAHHLIX CNELUANNCTOB B COOTBETCTBYHOLLEN 061acTU UCCNeL0BAHUS.

5. KaMHuyeckmne nccneoBaHMA NeKapcTBEHHbIX NpenapaToB ANA BeTepMHAPHOro NpuMeHeHnA NnposoaATcA
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B BETEPUHAPHbIX OpraHn3auunAax n B opraHnM3aumnAax, oCywecTtenaowmx pa3seaeHune, BbipalllmBaHme n cogepxaHme
XUBOTHbIX, B LLenax:

1) YCTaHOB/1EHNA NEPEHOCMMOCTU NEKAPCTBEHHbIX NPenapaToB 340P0BbIMUN XKUBOTHbIMMU,

2) noabopa oNnTMMaabHbIX A4O3MPOBOK JIEKAPCTBEHHbIX NPENAapaToB U Kypca Ie4eHnn Ha KOHKPETHOM rpynne
YKMBOTHbIX C onNpefeneHHbIM 3abonesaHnem;

3) yctaHoBneHusa 6e3onacHoCcTU U 3GPEeKTUBHOCTU NleKapCTBEHHOro npenapaTa, npegHasHayeHHoro AnA
neyeHua onpegenieHHbix 3aboneBaHWii KUBOTHbIX, MAM 3PDEKTUBHOCTM IeKapCTBEHHOTO npenapata A4nA
npodunakTMKM 3abonesaHnin 340POBbLIX }KUBOTHbIX;

4) uM3yyeHWMA BO3MONKHOCTEM paclIMPEHUs MNOKasaHUM K MNPUMEHEHUIO  3apPerMcTpupoBaHHOrNO
JIeKapCTBEHHOTrO NPenapaTa M BbifBJIEHUA paHee HEN3BECTHbIX NOHOYHbIX AeACTBUIA.

6. KnuHMyeckoe wuccnefoBaHMe JIEKAPCTBEHHOrO npenapata A/ BETEPUHAPHOIO  MPUMEHEHUA
OCYLLECTB/IAETCA 3a CYET CPeACTB pa3paboTumKa NEeKapCTBEHHOMO cpeacTBa.

7. OTyeTbl O pesynbTaTax AOKJAMHUYECKOTO WCCNEef0BaHWUA JIEKAPCTBEHHOTO CPEACTBA M KJAMHWYECKOrO
nccnesfoBaHUA /IEKAPCTBEHHOrO npenapaTa ANA BeTEPMHAPHOrO MPUMEHEHMA COCTaBAAKTCA pa3paboTyMKom
JIEKAPCTBEHHOIO CPEeACTBA C YYETOM 3aK/YEHWA OpraHM3auuii, NPUHUMaBLUMX y4vacTMe B OpraHu3auuMm wu
NpoBeAEHUN 3TUX UCCNEL0BAHUN.

8. KoHTponb 3a npoBeaeHVMEM AOKAMHUYECKMX UCCAEA0BAaHMIN NIeKAaPCTBEHHbIX CPeACTB M KAMHUYECKMX
nccnenoBaHUin NEKaPCTBEHHbIX NPEnapaToB AN BETEPUHAPHOMO NPMMEHEHMUA OCYLLLECTBAAETCA YNOAHOMOYEHHbIM
benepasibHbIM OPraHOM UCMOIHUTENBHOMN BAACTH.

nasa 6. OCYLLECTB/IEHWE FOCYAAPCTBEHHOM PETUCTPALUM
NEKAPCTBEHHDbIX NMPEMAPATOB

Cratba 13. FlocypapcTBeHHan perucrtpauma N1eKapcTBeHHbIX NpenapaTos
(B pea. epepanbHOro 3akoHa o1 22.12.2014 N 429-d3)

KoHcynbTaHTIAOC: NpumeyaHue.

Jonyckaetca NpUMeHeHne B MeAULIMHCKUX LeNaxX He 3aperncTpupoBaHHbix B PP nekapCcTBEHHbIX NpenapaTtos,
CcoZepKalumMx HapKOTUYECKMe CpeaCcTBa MM NMCUXOTPOMHbIE BELLEeCTBa, BBE3EHHbIX B PD B cooTBeTcTBUM C Y. 3.1
cT. 47 paHHoro aokymeHTa (n. 8 ¢1. 3 ®3 071 27.12.2019 N 475-93).

1. B Poccuiickoli depepaumnm gonycKatoTcs Npous3BOACTBO, M3FOTOBAEHWE, XPaHEHWE, NepeBO3Ka, BBO3 B
Poccuiickyio depepaumnio, BbiBO3 M3 Poccuiickoit depepaunun, peknama, OTNYCK, peanusaums, nepegaua,
NPUMEHEHME, YHUUTOMKEHWE JIEKApPCTBEHHbIX NPenapaToB, €CAM OHW 3apPerucTPpMpoBaHbl COOTBETCTBYHOLLMM
YNO/IHOMOY€EHHbIM desepanbHbIM OPraHOM UCMONHUTENIbHOM BNACTW.

(4acTb 1 B peg,. PepepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

2. FocyAapCTBEHHOW PerMcTpaLmmn nogseskar:
1) BCe NekapcTBeHHble NpenapaTbl, BNepsble Nognexalme sBoay B obpauieHue B Poccuiickoin ®egepaumu;

2) nekapcTBEHHble MpenapaTbl, 3aperucTPMPOBaHHbIE PaHee, HO MPOM3BEAEHHbIE B APYIUX NEKAPCTBEHHbIX
dbopmax B COOTBETCTBUWM C MNEpPeYHEM HAMMEHOBAHWWN JIEKAPCTBEHHbIX ¢opm, B HOBOW [03MPOBKE MpU
[,0Ka3aTeNIbCTBE e KAMHNYECKON 3HaUMMOCTU U 3GPEKTUBHOCTH;

3) HOBblE KOM6MHaLI,VIM 3apPermMcTpnpoBaHHbIX paHee /1IeKapCTBEHHbIX NPenapaToBs.

3. TlocypapcTBeHHas PEruvcTpauma J/IeKapCTBEHHbIX MpenapaToB  OCYLLEeCTBAAETCA NO  pesy/bTaTam
3KCMepTM3bl NIeKAapPCTBEHHbIX CPEACTB, @ roCyAapCTBEHHAA perncTpaumsa opdaHHbIX NEeKapCTBEHHbIX NpPenapaTos
OCYLLECTBNAETCA MO pe3y/bTaTaM 3KCMepPTU3bl SOKYMEHTOB, NPeACTaBAeHHbIX ANA onpeaeneHus BO3MOMKHOCTU
paccMaTpuBaTb  /IEKAPCTBEHHbIM  npenapat A48  MeOMUMHCKOTO  NMPUMEHEeHMA Mpu  OCYL,eCTBAEHUM
rocy4apcTBeHHOM perncTpauun B KayectBe OpPGhAHHOrO JIeKapCTBEHHOro npenapaTta, WM MO pesy/abTaTam
3KCMepTU3bl IEKAPCTBEHHbIX CPEeACTB.


consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A73000427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4FF69673523AC10832E6C650A8DFF66C3D52EFB14639A63906427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4AFC94715933C10832E6C650A8DFF66C3D52EFB14639A63102427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F49F495725D39C10832E6C650A8DFF66C3D52EFB14639A63107427C7C8C627118E71F326672946A48oDz4H

4. TocypapCTBEHHAsA pPerncTpaums JeKapCTBEHHOTO MpenapaTta  OCYLLEeCTBASETCA COOTBETCTBYHOLMM
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM UCNOJIHUTENbHOM BAACTU B CPOK, HE MPEBbLIWAIOWMIA CTA WEeCTUAECATH
paboumnx AHe co AHA NPUHATUA COOTBETCTBYIOLLErO 3aABEHMA O rOCYAAaPCTBEHHOW PErncTpaLLmMmM NeKapcTBEHHOrO
npenapata. B yKasaHHbI CPOK BKAKOYAETCA BpPemsa, HeobxoaMmoe A1A NOBTOPHOIO MPOBEAEHWUS 3KCMEepTU3bI
JIEKAapCTBEHHOTO CpeAcTBa B COOTBETCTBMM €O cTaTbel 25 Hactoawero ®epepanbHoro 3akoHa. Cpok
rocyapcTBeHHOM PerucTpaumnm NeKapCcTBEHHOTO MpenapaTta MCYUCASAETCA CO AHA MPUHATUA COOTBETCTBYHOLLMM
YNO/IHOMOYEHHbIM ~ beflepasbHbIM  OPraHOM  UCMONIHUTE/IbHOM  B/IACTM  COOTBETCTBYIOLLEIO  3asBJAEHUA O
rocy4apcTBeHHOM perucTpaLmnm 1eKapcTBEHHONO NpenapaTa ¢ NPUIoXKEHUEM HEOBXOAMMbIX OKYMEHTOB MO AEHb
BblAA4M PErMCTPALLMOHHOIO YAOCTOBEPEHMUA NEKAPCTBEHHOrO NpenapaTa. Bpems, HeobxoaMmoe Ans HanpasaeHun
YNONHOMOYEHHbIM desepanbHbIM OPraHOM MCMOJIHUTENIbHOW BAACTM 3anpoca O NpeAcTaBAeHUU HeobXoaMMbIx
MaTepuanoB 1 NpeacTaBAeHUA 3asBUTENIeM OTBETA Ha AaHHbIA 3aNpoc B COOTBETCTBMM CO cTaTbamu 16, 19 n 23
HacTosiwero ®efepanbHOro 3aKOHa, HE YYUTLIBAETCA MPU MCYUCIEHUM CPOKa FOCYAAPCTBEHHOM pPerucTpaumm
JIEKApCTBEHHOTO Npenapara.

5. FocynapcTBEHHOM perncTpaLmMm He noasexar:

KoHcynbTaHTlAtOC: NpyMmeYvaHme.
C01.03.2025 B n. 1 4. 5 cT. 13 BHOCATCA M3MeHeHMA (P3 o1 30.12.2021 N 463-3).

1) nekapcTBeHHble NpenapaTbl, U3roTOB/IEHHbIE aNTEYHbIMU OPraHM3aLMAMM, BETEPUHAPHBIMKU anTeYHbIMU
OpraHM3auuaMmn, UHANBUAYANbHBIMM NPEANPUHUMATENAMMU, KOTOPbIE UMEIOT IULLEH3NI0O Ha dapMaLEeBTUYECKYIO
OEeATeNbHOCTb, NO peLenTam Ha JleKapCTBEHHble MpenapaTtbl M TPeboBaHUAM MEAUUMHCKUX OpraHM3auumi,
BETEPUHAPHbIX OPraHU3aLmii;

2) neKkapcTBeHHble npenapatbl, NPUOBpeTeHHble (U3NYECKMMM AMUAMM 33 npedenammu Poccuitckoin
depepaumm 1 NpegHasHaYeHHble 418 IMYHOTO UCMOb30BAHUS;

3) neKkapcTBeHHble npenapaTtbl, BBO3UMble B Poccuiickylo ®Peaepaumio ANA OKa3aHMA MeAMLMHCKOM
MOMOLLM MO XM3HEHHbIM TMOKa3aHWAM KOHKPETHOro MnauueHTa Ha OCHOBaHMM pPa3spelleHus, BblAaHHOro
YMNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOJIHUTENbHOWN BNacTK;

4) neKapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickylo ®degepaumio Ha OCHOBaHWM  Bbl4AHHOMO
YNONHOMOYEHHbIM deaepanbHbIM OPraHoOM MCMONHUTE/IbHOM BAACTU paspelleHus W MnpeaHasHauyeHHble Ans
NPOBEAEHUNA KJIMHUYECKMX WCCIeA0BaHUA J/IeKapCTBEHHbIX MpenapaToB M (MaM) NpoBeaeHMA 3KCMNepTU3bl
NIeKapPCTBEHHbIX CPEACTB A1 OCYLLECTBAEHWNA rOCYAaPCTBEHHOMN PErncTpaLnmm NeKapcTBeHHbIX NpenapaTos;

5) dapmaueBTMYecKme cybcTaHumum;

6) pagnodapmaueBTUHECKME NleKAapPCTBEHHbIE NpenapaTtbl, W3roTOBAEHHble HENOCPeACTBEHHO B
MEANUMHCKMX OpraHM3aumMsax B MOpAgKe, YCTAaHOB/NEHHOM YMNOJHOMOYEHHbIM deaepasibHbiM  OpPraHom
WCMNONHUTENbHOM BNACTY;

7) nekapcTBeHHble NpenapaTbl, NPON3BOAMMbIE AN IKCNOpPTa.
6. He gonyckaeTcs rocyfapcTBeHHas permctpauus:

1) NeKapCTBEHHbIX NpenapatosB, OTAMNYaKOWMXCA APYyr OT Apyra KayeCTBeHHbIM COCTaBOM ,CI,EVICTBVIOLLI,MX
BewecTs, Nno4 OANHAKOBbIM TOProBbiM HaMMEHOBaHUEM;

2) ogHOro NeKkapcTBEHHOro NpenapaTa, NPeACcTaBeHHOro Ha FoCyAapCTBEHHYI0 PerncTpaLmio B OTHOLEHNUN
OZIHOTO U TOrO Ke AepyKaTena Wav Bnafesnbla PerucTpaLMoHHOro YA0CTOBEPEHMA IeKapCTBEHHOro npenaparta B
BMAe ABYX M 6onee feKapcTBEHHbIX MPenapaTos nog, pasinyHbIMU TOProBbIMM HaMMEHOBaHUAMM.,

(n. 2 B peq,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-3)

7. Mo 3anpocy (B 31eKTPOHHOM dopme UM Ha BymakHOM HocuTese) cybbeKTa 0bpalleHMA IeKapCTBEHHbIX
Cpeacts  COOTBETCTBYIOLWMM  YNOJHOMOYEHHbIM  deaepanbHbiM  OPraHOM  UCMOAHWUTE/NbHON  BAacTy,
OCYLLECTBAAWMM rOCyAapCTBEHHYIO PErMcTPauUMIO JIeKapCTBEHHbIX NPenapaTos, B YCTAHOB/EHHOM MM MOpsaKe
OCYLLECTB/IAGTCA Hay4HOe KOHCY/NbTUPOBaHME MO BOMNPOCaM, CBA3aHHbIM C MNPOBeAeHUEM AOKAMHUYECKUX
nccnenoBaHuii, KAMHUYECKUX UCCNef0BaHUIA IeKapCTBEHHbIX MPenapaToB, 3KCNEPTM3bl KauecTBa eKapCTBEHHbIX
cpepncts, 3GHEKTUBHOCTU M 6E30MacHOCTH, C OCYLLECTBAEHMEM TFOCYAapPCTBEHHOM PEerncTpauumn NeKkapCTBeHHbIX
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npenapaToB. KOHCYyNbTUPOBaHWE OCYLLLECTBASAETCA C NpuBaedeHnem deaepasibHbIX roCyAapCTBEHHbIX 6H0AKETHbIX
yupexaeHui, noase4OMCTBEHHbIX AaHHOMY deaepanbHOMY OpraHy UCMONHUTENbHOM BNACTU U He y4acTBYOLWMX B
OopraHu3sauMnM NPoOBEAEHUA 3IKCMepTU3bl KayecTBa JIeKapCTBEHHbIX CPeACcTB B LEAAX OCYLLeCTBAEHUA WX
rocyZapCTBEHHOMN PErUCTPaLLMM B COOTBETCTBMM CO CTaTbei 16 HacTosAwero PeaepanbHOro 3akoHa, B BUAE oTBeTa
B NMUCbMEHHON dopme ynoaHOMOYeHHOro deaepasbHOro opraHa MCMOAHUTENbHOW BAACTM Ha 3anpoc. Pasmep
B3MMaeMOW C 3aABUTENS NNATbl ONPeensieTca B COOTBETCTBUM C 3aKOHOAaTenbcTBOM Poccuiickoin Pepepaunn ob
OopraHusauuu nNpeaoCcTaBNeHUA FOCYHAPCTBEHHbIX M MYHUUMMNANbHBIX ycayr. MHbopmauma o6 ocyliectBaeHumn
Hay4YHOTO KOHCY/NIbTUPOBAHMA, B TOM YUCAe CTaTbM, 0630pbl, CNpPaBOYHblE MaTepuanbl U UHaAA MHPopmauma 06
OCYLLECTB/IEHUN HAYYHOTrO KOHCYNbTUPOBAHMUA, pPasmellaeTca Ha ooULMaNbHOM calTe YNOSIHOMOYEHHOrO
denepanbHOro opraHa WCNOAHWUTENbHOM BnactTm B cetn "UHTepHeT" c cobnogeHnem orpaHUYeHUN,
YCTaHOB/IEHHbIX 3aKOHOAATE/IbCTBOM O NEPCOHA/IbHbIX AAHHbIX, KOMMEPYECKOM U (M) rOCYAapCTBEHHOW TalHe.

8. locyaapcTBEHHAA perncTpaumns NekapcTBEHHbIX NPenapaTos, KOTOpPble NpeAHa3Ha4YeHbl g8 NPUMEHEHUA
B YC/IOBMAX BOEHHbIX [AENCTBUI, 4YPE3BblYAMHbIX CUTyaUWUi, npeaynpexXaeHua 4YpesBblYalHbIX CUTyaUUid,
NPodUNaKTUKM U NevyeHna 3aboseBaHW, NPeAcTaBAAOWMX OMACHOCTb ANA OKpyKatowmx, 3abonesaHuin u
MOPa*KEHWW, MNONYYEHHbIX B pe3y/nbTaTe BO3LEUCTBUA HeBNAronpuUATHLIX XUMUYECKUX, OUONOrMYECKUX,
pagMauMoHHbIX GaKTOpoB, M KoTopble paspaboTaHbl B TOM uucie MO 3afaHuto denepasnbHbiX OpPraHoB
WCMNOJIHUTENIbHON BNACTU, YNOJAHOMOYEHHbIX B 061aCTV 060pPOHbI CTPaHbl U 6€30NacHOCTM FOCYAapCTBa, a TaKKe
JIEKAPCTBEHHbIX CPEACTB B C/y4Yae ux AedeKkTypbl AN pPUCKa BO3SHUKHOBEHMA AedeKTypbl B CBA3W C BBEAEHMEM B
OTHoweHUn Poccuiickoit Pegepaunm OrpaHMUUTENbHBIX MEP 3KOHOMMYECKOrO XapaKTepa OCYLLeCTBAAETCA B
nopagkKe, yctaHosneHHom Mpasutensctsom Poccuiickon ®epepaumm.
(8 pea. PepepanbHbix 3akoHoB 0T 01.04.2020 N 98-93, o1 08.03.2022 N 46-93)

CratbAa 14. MpUHUMNbI 3KCNEpPTU3bl NEKAPCTBEHHbIX CPEeACTB
(B pea. epepanbHOro 3akoHa oT 22.12.2014 N 429-93)

1. 3KcnepTn3a NeKapCTBEHHbIX CPeaCcTB OCHOBbLIBAETCA Ha MPUHUMMAAX 3aKOHHOCTY, COﬁfIIOLI,EHMﬂ npas un
CBO60,£I, Ye/lIoBEKa W TpaxXgaHWHa, npas HWPUAUMYECKOro inuua, He3aBUCMMOCTU 3KCnepTa, 06BbEKTUBHOCTY,
BCECTOPOHHOCTU U NOJIHOTbI nccnepoBaHuim, npoBoAMMbIX C UCNO/Ib30BaHNEM COBPEMEHHbIX LOCTUXKEHUN HayKun un
TEXHUKKN, OTBETCTBEHHOCTU cbe,a,epaanoro rocyaapcrseHHOro 6I0,CI,)KETHOFO ydypexgeHna no nposeaneHuo
9KCNepPTU3bl IEKAPCTBEHHbIX CPeACTB U SKCNEePTOB 3a NpoBeaeHNE U Ka4eCTBO IKCNePTU3bl.

2. 3KcnepTr3a NeKapCTBEHHbIX NPenapaToB ANA MegULMHCKOTO NPMMEHEHMA BKAKOYAET B cebn:

1) 3KCNepTn3y AOKYMEHTOB, nNpeacCTtaBNEeHHbIX A41A onpeaeneHnAa BO3MOXHOCTM  pacCMaTpuBaTb
l]eKapCTBEHHbIl;'I npenapart ana meamynHCKoro npumeHeHuna npn ocyuwecrsneHnm I'OCV,CI,apCTBeHHOl;'I pernctpaumnm
B Ka4yecTBe Opd)aHHOFO NEeKapCTBEHHOIO npenapara;

2) 3KCNepTn3y npeanoxeHHbIX MeTo40B KOHTPO/IA KadecCTBa JIEKAPCTBEHHOro cCpeactBa WM KadecTBa
npeactaBaeHHbIX O6pa3LI,OB NeKapCTBeHHOro cpeacrtea C UCNO/b30BaHMEM 3TUX METOA0B (p,anee - 9KCNepTn3a
Ka4yecCTBa /IeKapCTBEHHOIO cpep,CTBa);

3) 3KCMepTM3y OTHOLWIEHUA OXWMAAEMOMN MNOMb3bl K BO3MOXKHOMY PWUCKY NPUMEHEHMSA NEKapCTBEHHOro
npenapara;

4) 3KcnepTM3y pPerncTpaumoHHOro [O0Cbe Ha JIeKapCTBEHHbIM npenapat B LenAx onpeseneHun
B3aMMO3aMEHAEMOCTU JIEKAPCTBEHHbIX NPENapaTos A1 MeAULMHCKOTO NPUMEHEHUS.
(n. 4 BBegeH PepepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

3. DKcnepTu3a sIeKapCTBEHHbIX NPenapaTos 4/ BETEPUHAPHOIO NPMMEHEHUA BKIOYaeT B cebn aKcnepTmay
KauecTBa /IeKapCTBEHHOMO CPEeACTBa M 3KCMEPTM3Yy OTHOLEHMA OXMAAEMON NO/b3bl K BO3MOXHOMY PUCKY
NPUMEHeHNA NeKapcTBEHHOro npenapara.

Cratba 15. depepanbHoe rocypsapcTBeHHoe 6loAXKeTHOe yupelKAeHuMe NOo NPOBeAeHUI0 3KCNepTusbl
JIeKapCTBEHHbIX CPeAcTB

JKCnepTM3a JfleKapCTBEeHHbIX CpeacTe nposoauTcs  denepasbHbIM  FOCYAAPCTBEHHbIM  BHOAMETHbLIM
yyperKaeHMem COOTBETCTBYIOLLErO YMNONHOMOYEHHOro ¢deaepasbHOrO OpraHa WCMOAHWUTENIbHOW  BAacTH,
Co34aHHbIM ans obecneyeHna UCMOHEHNA NOSHOMOUYNI 3Toro deaepasnbHOro opraHa no BblAade paspeLleHnii Ha
nposeaeHne KAMHUYECKMX UCCNeA0BaHMI IeKapCTBEHHbIX MPenapaTos M (MAn) No rocyAapCcTBeHHOM perncTpaumum
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NeKapCTBEHHbIX NPEenapaTos (fanee - 3KCNepTHOE yupexRaeHue).

CraTtbA 16. OpraHu3auus NnpoBeseHUs 3KCNepTU3bl 1EKAPCTBEHHDbIX CPeACTB
(8 pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. dKcnepTM3a NEKapCTBEHHbIX CPEeACTB MPOBOAUTCA KOMWUCCMEN 3SKCNEPTOB 3KCMEPTHOrO yuyperKaeHus,
Ha3Ha4YeHHOW ero pyKoBoAMTENEeM, Ha OCHOBaHMM 33aJaHWMA Ha MNpPoOBeAeHWe 3KCNepTU3bl JIEKAPCTBEHHOTrO
CpeAcTBa, BbIAAHHOTO YMOAHOMOYEHHbIM deaepanbHbiM OPraHOM MCMNOJIHUTENbHOW BAacTu. PykoBoauTenb
SKCNEepTHOro ydpexaeHua obecneumBaeT HagieKallee MNPOBEAEHME SKCNepTU3bl NEKAPCTBEHHbIX CPeacTs B
COOTBETCTBUM C 3aJaHWEM, BblAAHHbIM YNOJHOMOYEHHbIM denepanbHbIM OPraHOM WCMOAHUTENbHOM BNACTH, U
OpraHu3syeT NOArOTOBKY CBOAHOIO 3aKNOYEHWA 3TOM KomMUCcMM. B cocTtaB 3TOM KOMWUCCUM MO PELUEHWIO
PYKOBOAMTENA SKCNEPTHOrO yUYpeXRAeHUA MOTyT BbiTb BK/IOYEHbI B KayecTBe 3KCNepToB /MLa, He paboTatowme B
AAHHOM 3KCMEPTHOM YUYPEKAEHUU, CIU UX CreunanbHble 3HaHWUA HeobxoauMbl AN NPOBEAEHUA 3KCMepTUsbl U
TaKue 3KcnepTbl OTCYTCTBYIOT B AAHHOM 3KCMEPTHOM YUpPEXAEHNUN.

2. JKCNepToM NO MPOBEAEHMUIO IKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB ABAAETCA aTTeCTOBAaHHbIN PabOTHUK
SKCNEpPTHOro Y4YpexAeHUa, KOTOPbIM WMMeEeT Bbiclee MeAuuMHCKoe, dapmaleBTUyeckoe, BUonorMyeckoe,
BETEPMHAPHOE WM XMMMUYecKoe o06pasoBaHME WM MPOBOAUT IKCMEPTU3Y JIEKAPCTBEHHbIX CPEACTB B MNoOpsaKe
MCMONIHEHUSA CBOMX LO/MIKHOCTHbIX 06s3aHHOCTEN (fanee - aKCnepT).

3. Mpun npoBeaeHNN 3KCNepPTU3bl JIEKAPCTBEHHbIX CPEACTB IKCNepT He MOXKET HaxoAUTbCA B Kakon-nnbo
3aBUCMMOCTU OT /1UQ, Ha3HayuBleEro 3Ty 3KCNepTusy, pa3pa60THMKa NeKapCTBeHHOro cpeactsa UWan Opyrux
3anHTEepPeCOBaHHbIX B pe3y/ibTaTax aKCNepTu3bl NL.

4. Mpw NpoBeAEHUM IKCNEPTU3bl IEKAPCTBEHHbIX CPEACTB HE AOMNycKaeTca UcTpeboBaThb y 3aasutens anbo
WHbIX 1ML, MaTepuanbl, HeobxoaMmble ANA NPOBEAEHUA SKCNEPTU3bI. B cyvae HeQ0CTaTOYHOCTU NPeACTaBEHHbIX
3KCMepTy MaTepuanoB ANA Oaun 3aKAHYEHMA 3KCNepT CTaBUT BOMPOC O NpPeacTaB/eHUU emy HeobXxoaumbix
MaTepuanoB nepes PYKOBOAWUTENEM 3KCNEPTHOIO Y4YpexKAeHWs, KOoTopbli obpallaeTcs C COOTBETCTBYIOLMM
3anNpocom B YMOJIHOMOYEHHbIA denepanbHbli OpraH MCMONHUTENbHOM BANAcTM, BblAABWWIA 3adaHWe Ha
npoBeaeHNe 3KCNEPTU3bI SIEKAPCTBEHHOIO CpeacTBa. YKasaHHbIN defepasibHbli OpraH UCMONHUTENIbHOM BAAaCTK B
TeyeHue NATM pabounx AHel co AHA NOCTYNAEHWUS 3anNpoca PYKOBOAUTENA SKCMEPTHOIO YYPEKAEHMA HanpaBadeT
33ABUTE/IIO 3aMpoc O MNPeACcTaB/AeHUN HeobxoauMbIX maTepuanos. [aHHbIM 3anpoc MOXKeT ObiTb nepegaH
YNONHOMOYEHHOMY MPEeACTaBUTENI0 3aABUTENA IMYHO NOJA, PACMUCKY, HANpaBaeH MO No4yTe 3aKa3HbIM MUCbMOM
WAX nepefaH B 3/1eKTPOHHON ¢GopmMe MO TeNEeKOMMYHMKAUMOHHBLIM KaHanam ceA3W. B cnyyae HanpasnieHus
[AHHOro 3anpoca No no4yTe 3akasHbiM MMCbMOM OH CYMTAETCS MOJYYEHHbIM MO UCTEYEHUM LIECTU AHEN C AaThbl
HanpaB/IeHNA 3aKa3HOro NUcbma.
(4acTb 4 B pea. PeaepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTenb o06nA3aH NpeacTaBUTb OTBET Ha 3anpoc YMNo/JHOMOYEHHoro ¢eaepanbHOro opraHa
WCMNOJIHUTENIbHON BNAacTM B CPOK, He MNpeBblllalowmii aeBaHocTa paboynx AHel co AHA ero noJsiyyeHus.
YNONHOMOYEHHbIN deaepanbHblii OpraH MUCNONAHUTENbHOW BAAcTW, BbIAABLIMIA 33aflaHMe Ha npoBeAeHue
3KCMepTM3bl NEKAPCTBEHHOrO CPEeACTBa, B TeYeHne NaTn paboumnx AHeN co AHA NOCTYNAeHUs OT 3aAaBMTeNA oTBeTa
Ha [OaHHbIA 3anpoc HanpaBAAeT TaKOM OTBET B 3KCMEpTHOE y4yperKAaeHue. B cayyae HenpeacTaBAeHMA MO
NCTEYEHUN AeBAHOCTa pabouymx AHeKn 3asBUTEsIeM OTBETA Ha AaHHbIM 3anpoc YyNoJHOMOYEHHbIN deaepanbHbIi
opraH WCNoNIHUTENbHOM BAACTW, BbiAABLUMI 3afaHMe Ha MpPOBeAeHWe 3KCNepTU3bl NEeKapCTBEHHOro CpeacTBa, B
TeyeHue nATM paboumx AHel HanpaBAAeT B 3KCMNEPTHOE YyuypekAeHue yBegOMNEeHWe O HenpeacTaBAeHUU
3anABMTE/IeM OTBeTa Ha 3anpoc YyKasaHHOro opraHa. Bpema co AHA HanpaBiAeHWs 3anpoca 3KCNepTHOro
yUYpexKaeHun B YNONHOMOUYEHHbIV denepanbHbIit opraH UCNOAHUTENbHOW BNACTU A0 AHA MNONYYEHUA SKCMEepPTHbIM
yupeaeHuem oTBETa Ha 3anpoc WX YBeAOM/EHUA O Henpe/cTaB/ieHMM OTBETa Ha 3anpoc He yuuTbiBaeTca npu
NCYNCNEHUM CPOKa NPOBEAEHMA IKCNEPTM3bl 1eKapCTBEHHOIO CPeACTBa.

(4actb 4.1 BBegeHa PeaepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

4.2. Ecnm B cocTaBe pPerucTpaLMoOHHOIO A0Cbe Ha JIeKapCTBEHHbIM npenapaT Aaa MeauLMHCKOro
NPUMEHEHUA COAEPXKUTCA NpeaycMoTpeHHaa ctatbel 18, yactbto 1.1 ctatbm 30 M cTaTbeit 34 HacToALllero
dPenepanbHOro 3aKOHA KOMUA pelleHnsa YyNnoJIHOMOYEeHHOro defepasibHOro opraHa MCMNOAHUTENLHOM BAACTU O
NpoBeAeHUN MHCMEKTUPOBAHMA NPOU3BOAUTENA IEKAPCTBEHHbIX CPEACTB, IKCNEPTY A0 0GOPMNEHUA Pe3yNbTAaTOB
9KCMepTM3bl IEKAPCTBEHHOrO CpeAcTBa NpefocCTaBAAeTCA B MOPALKE U Ha yCN0BUAX, KOTOpble MpeaycMOTpeHbl
Yyactamu 4 un 4.3 HacToALWelN CTaTbM, KOMKUA 3aKJOYEHUA O COOTBETCTBUMN NPOU3BOAUTENSA NIEKAPCTBEHHbIX CPEACTB
TpeboBaHWMAM NPaBWUA Had/exallen NPOU3BOACTBEHHOM NPAKTUKM, BblAAHHOMO YNONHOMOYEHHbIM deaepasibHbIm
OpraHOM UCMNONIHUTENbHOM BNACTW.
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(4acTb 4.2 BBegeHa PeaepanbHbiM 3aKkoHOM OT 04.06.2018 N 140-93)

4.3. 3anaBuTenb 06A3aH NpeacTaBUTb B YNOJHOMOYEHHbIN denepanbHblit OpraH UCMOAHUTEIbHOW BAACTU
KOMUIO 3aK/IIOYEHNA O COOTBETCTBMM NPOM3BOAUTENSA NEKAPCTBEHHbIX CPEACTB TPeboBaHMAM NpaBuUa HagnexKalleln
NPOW3BOACTBEHHON MPAKTUKU B CPOK, HE MPEBbILAIOLWNIN CTa BOCbMUAECATU paboumnx AHEN Co AHA MoayyYeHus
3anpoca o0 ee nNpenocTaBAeHUU. YNOAHOMOYEHHbIM deaepanibHbli OpraH MCNOJIHUTE/IbHOM BAACTM, BblAaBLUNMA
3a/laHMe Ha NpoBeAEHME 3KCMepTU3bl JIeKAPCTBEHHOIO CPEeACTBa, B TeyeHWe nNATM paboumx AHen co AHA
NOCTyN/JIeHMA OT 3aABUTENA KOMUU 3aK/JOYEHWA O COOTBETCTBUM NPOU3BOAUTENA JIEKAPCTBEHHbIX CpPeacTB
TpeboBaHMAM NPABUA HaZNENXKALLEN NPOU3BOACTBEHHON NPAKTUKM, HAMPABAAET ee B IKCNEPTHOE yupexaeHune. B
C/ly4ae HenpeAacTaB/ieHUA 3asBUTENEM B YKa3aHHbIA CPOK KOMMM 3aK/OYEHUA O COOTBETCTBUW MpPOU3BOAUTENA
JIEKAPCTBEHHbIX CPeacTB TpeboBaHUAM NpPaBWU HaA/iexallel NPOU3BOACTBEHHOM MPAKTUKM YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNOJIHUTE/IbHOM BAACTH, BblAABLUUI 3343aHWE Ha NPOBELEHME SKCMEPTU3bl JIEKAPCTBEHHOIO
cpencTtBa, B TeyeHMe MATU pabouymx [AHeW HanpaBAfAeT B 3KCNEPTHOE YYperKAeHue yBeAOMIEHWE O
HenpeacTaB/NeHUN 3aABUTE/IEM KOMWUW 3aK/IOYEHMA O COOTBETCTBMM MPOM3BOAMUTENA JIEKAPCTBEHHbIX CPeacTs
TpeboBaHMAM NpPaBUA Hag/exallen NpPoOU3BOACTBEHHOW NPaKTUKU. Bpems co AHA HanpaBneHua 3anpoca
3KCNEPTHOrO YYPEeXKAEHMA B YNOJIHOMOYEHHbIN deaepanbHbIi OpraH UCNONHUTENIbHOW BAACTU 40 AHA NONYYeHUs
9KCMEPTHbIM y4YpeXKAEHUEM KOMUWU 3aKNHYEHUA O COOTBETCTBUM NPOU3BOAUTENA NEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBuA HaZ/exallell NPON3BOACTBEHHON NPAKTUKM UAN YBEAOMIEHUA O €€ HEMPEACTaBleHUM He
YYMTbIBAETCS NPU UCYUCIEHMM CPOKA NPOBEAEHUA IKCNEPTU3bl IEKAPCTBEHHOTO CPeACTBa.

(4acTb 4.3 BBeaeHa ®egepanbHbiMm 3akoHoM oT 04.06.2018 N 140-P3)

5. JKcnepT nNpu NpoBeAeHUU MOPYYEHHON eMy PYKOBOAWUTENEM 3KCMEPTHOrO YYpPEXKAEHMA 3KCnepTu3bl
NleKapCcTBEHHOro cpeacTea 06s3aH:

1) npoBecTn nNoJsiHoOe nccnegosaHne nNpeacrtaB/1I€HHbIX emy 061BEeKTOB, mMaTepuanos, 4aTtb 060CHOBaHHOE U
06bEKTUBHOE 3aK/YeHME MO MOCTaBJEHHbIM nepea HuUM BonpocCam UAN MOTUBUPOBaAHHOE 3aKaK4YeHue o
HEBO3MOXXHOCTU NpoBeaeHnA UM 3KCNepTU3bl 1IEKapCTBEHHOIO CpeacTBa, eCaim NOCTaB/iIeHHbIe BONPOCHI BbIXOOAT
3a npeaenbl cneunanbHbIX 3HaHUM JKCnepTa, 06BEKTHI nccnenoBaHuin u mMaTepuasibl HenpurogHbl wWAU
HeAOoCTaTO4YHbl AN1A npoBeaeHUA NccnegoBaHUM U gayvm 3aKNOYEHUA nmbo COBpF_‘MEHHbIﬁ YpOBEHb Pa3BUTUA HAaYKKN
HE NO3BONAET OTBETUTb Ha NMOCTaB/IEHHbIE BOMPOCHI;

2) He pasrnawaTtb CBEAEHWUSA, KOTOpble CTasM €My W3BECTHbl B CBA3W C MPOBEAEHWEM 3KCMepTu3bl
NeKapCTBEHHOMO CPeACTBa, a TaKXKe CBeAEeHMA, COCTaBAAOWME TOCYAAPCTBEHHYIO, KOMMEPYECKYIO WMAN MHYIO
OXPaHAEMYIO 3aKOHOM TaiHy;

3) obecneynTb COXPAHHOCTb NPeACTaBAEHHbIX 0OBbEKTOB UCCEA0BAHNIA U MATEPUANOB.
6. JKcnepT He BNpase:

1) nNpoBOAWUTL 3KCMEPTM3Y JIEKAPCTBEHHOIO CPeAcTBA MO OOpalLeHWt0 HEeNoCcpeacTBEHHO K  Hemy
OopraHusaumii Mnn GUsnNYecKux auL;

2) CaMOCTOATE/IbHO COGMpaTb MaTepuanbl onAa nposeaeHnA aKCNepTU3bl NEKAPCTBEHHOIO CPeacTBa;
3) npoBOAUTb 3KCNEPTU3Y NEKaPCTBEHHOIO CpeacTBa B Ka4eCTBe HerocyaapCrBeHHOro akcnepTa.

7. B cny4ae HEO6XO,EI,VIMOCTVI 3KCNepT BMNpaBe XO,D.aTa[/‘ICTBOBaTb nepen pykosogutesnem 3KCNepPTHOro
yypexgeHnAa o npusnevyeHnn K nposeaeHno sKCNepTn3bl 1IEKAapPCTBEHHOIO CPpeacTBa APYrnx aKCNepTos.

8. Kaxaplih aKcnepT, BXOAALLMIA B COCTaB KOMMUCCMM IKCMEPTOB, KOTOPOI NOPYYEHO NpoBeAEHME IKCNEepPTM3bI
NEeKapCTBEHHOrO CPeACcTBa, HE3aBUCMMO M CamMOCTOATE/IbHO NPOBOAMT MCCNEAOBaHMA, OLEHWBAET Pe3ynbTaThl,
NOJlyYeHHbIE UM JIMYHO U APYIMMU SKCepTamu, u GOpMyanpyeT BbiBOAbI OTHOCUTENBLHO MNOCTaB/EHHbIX BOMNPOCOB
B NpeAenax CBOMX CreumanbHbIX 3HaHUNA.

9. Pe3ynbTaTbl 3KCNEPTM3bI IEKAPCTBEHHOIO CpeacTBa 0POPMAAIOTCA 3aKNHOHEHNEM KOMUCCUM SKCMNepToB. B
3aK/OYEHUM KOMMCCUM 3KCMEPTOB YKasblBAlOTCA MNepeyeHb WUCCef0BaHWU, O0bbem NpPOBEeAEHHbIX KarKAbiM
3KCMePTOM MCCAeA0BaHMUM, YCTAHOBAEHHbIE KaXKAbIM M3 HUX (GaKTbl U caenaHHble B pesy/bTaTe UccienoBaHuii
BbIBOAbl. JKCMEPT, MHEHME KOTOPOro He COBMAZAEeT C pelleHneM KOMMCCUM SKCMepToBs, Brpase BblipasuTb CBOE
MHEeHMeE B MMCbMeHHOI Gopme, KOTopoe NPUOBLLAETCA K 3aKI0UYEHNIO KOMUCCUMM SKCNEepTOoB.

10. DKcnepTbl, BXOAALME B COCTaB KOMMUCCUM, Npeaynpexnatotca o6 oTBETCTBEHHOCTM B COOTBETCTBUM C
3aKoHoZaTenbcTBom Poccuitickoli depepauun 33 [ady 3ak/lOueHWs, CoAeprKallero HeobOCHOBaHHble WU
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CI)a}'IbCVICbVILJ,VIpOBaHHbIe BblBOAbl, O HEM OHWM OAKOT NOANMUCKY.

11. OnpepgeneHuve ypoBHA MNPodeccMOHaNbHOM NOAFOTOBKM 3KCMEPTOB W aTTectauMa MX Ha NpaBo
NPOBEeAEHNA  3KCNepTM3bl  JIEKAPCTBEHHbIX CPeACTB  OCYLLECTBAAOTCA  3KCMEPTHO-KBaMPUKALMOHHBIMMU
KOMUCCUAMM B NOPSAAKE, YCTAHOBNEHHOM COOTBETCTBYIOLMM YMNOJHOMOYEHHbIM deaepanbHbiM  OpraHom
WCMONHUTENbHOM BAacTU. YpoBeHb NPodecCMOoHaNbHOM MNOATOTOBKM  3KCMNEPTOB MNOANENKUT NepecMmoTpy
YKa3aHHbIMW KOMUCCUAMM HE peKe Yem OAMH pa3s B NATb JeT.

12. Mpaswuna NpoBeAeHUA 3KCMepTU3bl JIEKAPCTBEHHbIX CPEACTB U OCOBEHHOCTU 3KCMEPTU3bl OTAE/NbHbIX
BMAOB /NIEKAPCTBEHHbIX MpenapaToB (pedepeHTHbIX /NIeKapCTBEHHbIX MNpenapaToB, BOCMPOWU3BEAEHHbIX
NIeKapCTBEHHbIX MpenapaTtoB, GMONOTMYECKUX NIEKAPCTBEHHbIX NpenapaToB, 6WoaHanorosbix (6MONOA06HbIX)
NIeKapCTBEHHbIX NpenapaToB (6MoaHanoros), romeonaTUYECKUX JIEKAPCTBEHHbLIX MPEnapaToB, /E€KapPCTBEHHbIX
pacTUTENbHbIX NPENAPaTOB, KOMOUHALMI TeKAPCTBEHHbIX NpenapaTos), GOPMbl 3aKNOUYEHUI KOMUCCUN SKCNEPTOB
YCTaHaB/IMBAOTCA COOTBETCTBYOLWMM YNOJTHOMOYEHHbIM defepasbHbIM OPraHOM UCNONHUTENBHOM BAACTM.

(4acTb 12 B pea. GepepanbHOro 3akoHa oT 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NnpuMmeYvaHue.

[o 31.12.2023 pna npenapatos, Npou3BeneHHbIX B PO B Lenax MMnopTo3ameLleHuns, YyCTaHAaBANBAETCA PEXKUM
YCKOPEHHOW npoueaypbl rocperucrpaumm B cooTBeTcTBUM C [MoctaHoBneHvem [lpasutensctea PP ot
12.03.2022 N 353.

Cratba 17. Mopgaya M paccmoTpeHue 3aAB/IEHUMA O TFOCYAAPCTBEHHOM perncrpauum ieKapcTBeHHOro
npenapara g8 BeTepUMHapHOro NpUMeHeHus
(B pea. epepanbHOro 3akoHa oT 22.12.2014 N 429-93)

1. Ona rocyfapCTBEHHOM perucTpauMu NeKapCTBEHHOro npenapata ANs BETePMHAPHOro NPUMEHEHMUSA
pa3paboTumMK TaKOro JIeKapCTBEHHOrO MpenapaTa uan ynoJHOMOYEHHOE UM APYroe puauyYeckoe nnuo (aanee s
HacToALLEN cTaTbe - 3aABUTE/b) NPEACTABAAET B YNONHOMOUYEHHbIN defepasibHblil OpraH UCMOHUTENbHOMN BNACTy,
OCYLLECTBAWMIA  rOCYAApCTBEHHYIO  PErucTPaLMio  JIeKapCTBEHHbIX MNpPenapaTtos  ANs  BeTEPUHAPHOro
NMPUMEHEHWA, B 3/IEKTPOHHON hopme MM Ha BYMasKHOM HOCUTEsle 3asiBJIeHWEe O roCyAapCTBEHHOM perncTpauum
NeKapCTBEHHOrO npenapata [ANs BETEPUHAPHOTO MNPUMEHEHMA, a TaKKe B MopAfAKe, YCTaHOBJAEHHOM
COOTBETCTBYIOLMM YNOSHOMOYEHHbIM deaepasbHbIM OPraHOM UCMNOJIHUTE/IbHOW BAACTW, B 3/1EKTPOHHOW dopme
WAM Ha BYMaXKHOM HOcUTesle HeobXxoAMMble LOKYMEHTbI, U3 KOTOPbIX GOPMMUPYETCA PErUCTPALLMOHHOE AOChbe Ha
JIeKapCTBEHHbIN npenapar A/1s BeTEPMHAPHOro NPUMEHEHUS.

2. B 3anB/fieHMM O TOCYAAPCTBEHHON PErucTpauMu JeKapCTBEHHOro npenapata A8 BeTepuHapHOro
NPUMEHeHNA YKa3blBalOTCA:

1) HaMmeHoBaHMWe M aapec 3aABUTeNA, Pa3paboTinKa M NPOM3BOAUTENA JIEKAPCTBEHHOMO npenaparta 4ns
BETEPMHAPHOrO MPUMEHEHMA U aApec MecTa OCYLLEeCTBNEHUA MPOM3BOACTBA /IEKAPCTBEHHOrO npenapaTa Ans
BETEPUHAPHOrO NPUMEHEHMs (B CAy4Yae HaAMYMA HECKOJIbKMX YYACTHMKOB MPOLEecca NMpou3BOACTBA HEO6X0AMMO
YKa3aTb KaXKAoro us Hux);

2) HaMmeHOBaHME NEKAPCTBEHHOro npenapaTa AAA BETEPUMHAPHOro NpUMMeHeHus (MexxayHapogHoe
HenaTeHTOBaHHOE, MW TPYMNMUPOBOYHOE, MU XMMUYECKOE Y TOPrOBOE HaMEHOBaHUA);

3) nepeyeHb ,EI,EI‘;ICTBYIOLLI,VIX M BCNOMOTraTe/ibHbIX BeWw,eCTB, BXOAAWMNX B COCTAB JIEKApPCTBEHHOIO npenapata
ANA BETEPUHAPHOIo NpUMeHeHUA, C YKasaHnem Konnyecrtsa KaxXaoro nu3s HuX;

4) nekapcreeHHaa Gopma, 403MPOBKA, CNOCcobbl BBEAEHMA Y NPUMEHEHMSA, CPOK FOAHOCTU IEKAaPCTBEHHOMO
npenapaTa A1a BeTEPUHAPHOrO NPUMEHEHUS;

5) dapmakoTepanesTMUecKas rpynna;

6) HeobXxo0AMMOCTb NPUMEHEHMSA YCKOPEHHOW Npoueaypbl SKCNepTU3bl JeKapCTBEHHbIX CPEACTB B LEenax
rocy4apcTBeHHOM perncTpaummn 1eKapcTBEHHOro NpenapaTa;

7) KOnuu AOKYMEHTOB, MOATBEPKAAIOLMX YNAATY roCyAapCTBEHHOMN NOLWANHBI:

a) 3a nposeaeHune aKcnepTnu3bl Ka4yecCTBa IEKAPCTBEHHOTO CpeacTsa U 3KCNepPTU3bl OTHOLWEHUA omm,qaew\oﬁ
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No/b3bl K BO3MOXHOMY PUCKY MPUMEHEHWA NeKapCTBEHHOTO NpenapaTta N8 BeTePUHAPHOIo NPUMEHeHNUA Npu ero
rocy4apcTBeHHoOl perncrTpauuu;

6) 3a Bbl4aYy PErMCTPALLMOHHOIO YA0CTOBEPEHWNA NEKAPCTBEHHOrO Npenapara;

8) Hanuume cornacus, NPeaycMOTPEHHOro YacTblo 7 HACTOALWLEN CTaTbM, €C/IM C MOMEHTa perncrpauuu
pedepeHTHOro NeKapcTBEHHOro Npenapara 419 BeTePUHAPHOIO NPUMEHEHUA NPOLLIO MEHEE YeM LLECTb /1eT.
(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerucTpauMoHHOe focbe B LEeNAX 3KCNepTM3bl JIeKapCTBEHHOrO npenapaTta ANA BeTepUMHapHOro
npumeHeHnsa GopMMpPYETC U3 CeayoLLMX SOKYMEHTOB U CBEAEHWUIA:
(8 pen. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

1) cBepgeHuAa o pgaTe NpPeAoCTaB/NeHUMA U PErMCTPaLMOHHOM HOMEPEe /INLEH3MM Ha NPOU3BOACTBO
JIEKAPCTBEHHbIX CPeACTB, NPeAOCTaBNEHHOM NMPOM3BOAUTENIO PETUCTPUPYEMOrO JIEKAPCTBEHHOIO NpenapaTa And
BETEPUHAPHOrO NPUMEHEHUA, ANA POCCUNCKUX Npon3BOgUTENEN;

(B pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-d3)

2) cBegeHuMAa O pJaTte NpPefocTaBAEHUMA W PErucTpaLMOHHOM HOMEpe JIMUEH3UM HA NPOM3BOACTBO
NIEeKapCTBEHHbIX CPeaCTB, MPeAoCTaBNeHHOM npoussBoguTento dapmaueBTUYecKon cybcTaHLMKM, BxoaAllel B
COCTaB pPEerucTpmMpyemoro JIeKapCTBEHHOrO npenapaTta A8 BeTEPUHAPHOrO MNPUMEHEHUA, ANA POCCUNCKUX
npovssoauTenen;

(8 pea. PepepanbHbix 3akoHoB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-3)

2.1) KonuA AOKYMEHTa, BblAAHHOrO YMO/JHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAMTENS ANA KaXKAOM
NPOV3BOACTBEHHOMN NNOLAAKN PErUCTPUPYEMOTO IEKAPCTBEHHOIO NpenapaTa A41A BeTEPUHAPHOIO NPUMEHEHNA U
NOATBEPIKAAIOWEr0 COOTBETCTBME MNPOU3BOAUTENA  JIEKAPCTBEHHOTO npenapata TpeboBaHuAM  npasun
Hagnexallein nNpov3BOACTBEHHON MPAKTUKM, U ero nepeBof Ha PYCCKUA A3bIK, 3aBepeHHble B YCTAaHOB/NEHHOM
nopsaaKe, a TaKKe KOMWA 3aK/0YEHMA O COOTBETCTBMM MPOU3BOAUTENS NIEKAPCTBEHHbIX CPeacTB TpeboBaHUAM
NpaBWi Hagfnexalwen Npou3BOACTBEHHOM MNPAKTUKM, BbIAAHHOTO YMNOAHOMOYEHHbIM deaepasibHbiM OpraHom
WCNOJIHUTENIbHON BNACTU  ANA  Ka)KAOM NPOU3BOACTBEHHOM NAOWAAKN PErUCTPUPYEMOro N1eKapCTBEHHOTO
npenapata A/A BETEPUHAPHOIO MNPUMEHEHMUA, AMOO KOMWUA peleHuA O NPOoBeAEHWU WHCMEKTUPOBAHUSA
NPOV3BOAMTENA  JIEKAPCTBEHHbIX  CPeACTB, MNPUHATOrO  YNO/JIHOMOYEHHbIM  dedepanbHbIM  OPraHoOM
WCMONHUTENbHOM BNACTU ANA  KaXAOW NPOM3BOACTBEHHON MIOWAAKM PErUCTPUPYEMOrO NEKapCTBEHHOrO
npenapata AnA BETEPUMHAPHOrO MPUMMEHEHMA. YKasaHHble [AOKYMEHTbl NpeacTaBAAlOTCA B C/yyYae, ecau
NPOM3BOACTBO JIEKAPCTBEHHOTO NpenapaTa OCyLLecTBAAETCA 3a npeaenamu Poccuiickon Pepepaumu;

(n. 2.1 BBeaeH ®eaepanbHbiMm 3akoHoM 0T 04.06.2018 N 140-93)

2.2) KOMWMA  [OOKYMEHTa, BblZAHHOrO  YMOJHOMOYEHHbIM  OPraHOM  CTpaHbl  NPOU3BOAUTENSA
dapmMaueBTUYECKON CYBCTaHUMM U MOATBEP)KAANOWEro COOTBETCTBME Mpou3BoguTens ¢GapmaueBTUYecKon
cybcTaHuMKM, BXOAALLEN B COCTaB PEFMCTPUPYEMOTrO JIeKapCTBEHHOO NpenapaTta AN1A BETEPUHAPHOIO NPUMEHEHMUS,
TpeboBaHMAM NPaBWUA Haa/exKallen NPon3BOACTBEHHON NPAKTUKKU, N ero NepeBos Ha PYCCKUIA A3bIK, 3aBePeHHbIe
B YCTAaHOB/IEHHOM MOPSAKe, B CNyYae, eCAn NpoussoacTso GapmaLeBTUYECKONM CybCTaHLMM OCYLLEeCTBASETCA 3a
npegenamum Poccuiickoit Pepepaumm;

(n. 2.2 BBeaeH ®eaepanbHbim 3akoHoM 0T 04.06.2018 N 140-93)

3) NPOEKT HOPMATUBHOIO AOKYMEHTA Ha HEKapCTBeHHbIVI npenapar gnAa BeTepMHAPHOro NnpuMeHeHUA;

4) [OKYMEHT, cogepKawmin cnegyowyo uHPopmaumio o dapmauesBTMYecKon cybcTaHuum uam
bapmaueBTMUECKMX CYBCTAHUMAX, BXOAALWMX B COCTaB /IEKAapCTBEHHOro mnpenapata A4na BeTepUHapPHOro
NPUMEHeHUA:

a) HaumeHoBaHMe dpapmaLeBTUYECKOM cybcTaHLMK, ee CTPYKTypa, obwue cBOMCTBa (NPU rocyAapCTBEHHOM
perucrpayMm  MMMYyHOBMONOrMYECKMX  JIeKApPCTBEHHbIX MpenapaToB  AAAa  BETepPUMHApPHOro  MpPUMEHeHus
NPeacTaBAAlOTCA CBEAEHMA O LWTamme, BKAO4Yas ero HaMmeHoBaHWe, MHPOPMaUMIO O MPOUCXONKAEHUM, ero
CBOWCTBAX, XapaKTEPUCTUKAX U MecTe AeNOoHUPOBaHUA);

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) HaMMeHoBaHWe 1 aapec NPoOU3BOANTENS;

B) TeXHO0MMA NPOM3BOACTBA C ONMCaHWEM CTagui NMPOU3BOACTBA M METOAO0B KOHTPO/IA Ha BCEX CTagmAax
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nponssoAacTBa,

r) uHPopmauma o npumecax (He npeacTaBnAeTcA  NPU  TOCYHAPCTBEHHOW  perucrpauun
MMMYHOBMONOIMYECKMX IEKAaPCTBEHHbIX MPENapaToB AN BETEPUHAPHOIO NPUMEHEHUSA);
(8 pea. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

4) cneumouKkauma Ha dapmaueBTUYEcKylo cybcTaHuMIO (He npeacTaBAAeTcas MNpu  rocyAapCTBEHHOM
perncrpaumm MMMyHOBMONOrMYECKMX NIEKAPCTBEHHbIX MPENAPaTOB 419 BETEPUHAPHOTO NPUMEHEHMUA);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

€) onucaHMe MeToAMK KOHTPOA KayecTBa;

) pesynbTaTbl aHaM3a cepuii papmaL,eBTUYECKOW CybCTaHLMM (He NpeacTaBAATCA NPU rocyAapCTBEHHOM
perucTpaumm MUMMyHOBMONOrMYECKMX IEKAPCTBEHHbIX MPENapaToB A1 BETePUHAPHOro NPUMEHEHUSA);
(8 pea. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) nepeyeHb CTaHAAPTHbIX o6paau,03 UNAn BelecTs, UCNONb3yeMbIX NPU OCYLLECTB/IEHNUN KOHTPONA Ka4yeCTBa,;
M) OnncaHne XapakTepuctmk n CBOWCTB YNaKOBOYHbIX MaTepnanoB U YKYNOPOYHbIX CPeaCTB;

K) [OaHHble O cTabwunbHOCTM  (HEe  MpeAcTaBAAlOTCA  MPU  FOCYAAPCTBEHHOW  perucrpauuu
NMMYHOBMONOrMYECKMX NEKAPCTBEHHbIX MPENapaToB A1 BETEPUHAPHOIO NPUMEHeHUA);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

/1) CPOK FOAHOCTK, YCI0BUA XPaHEHUS;

KoHcynbTaHTlAOC: NnpumeYvaHue.

Mpn yCcKOpeHHOM npoueaype perucrpauumM BOCNPOU3BEAEHHOrO MpenapaTta AOMNycKaeTcs HenpeacraBaeHue
OMUCAHWUA METOA0B U UX LOKYMEHTA/IbHOTO NOATBEPKAEHMSA, MPU NUCbMEHHOM 06A3aTeNIbCTBE UX NPEeACTaBUTb
B TeyeHne 12 mecAues co aHA pernuctpaumn (MoctaHoseHue Mpasutenbctea PO ot 12.03.2022 N 353).

5) oT4eT O pesynbTaTax AOKAMHUYECKOrO MCCIeA0BaHWA /IEKapCTBEHHOrO CPeAcTBa A4/ BETePMHApPHOro
NPUMEHEHMA, BKAIOYAIOWIMA ONMCaHMEe METOA0B ONnpeAe/ieHNA OCTAaTOYHbIX KOIMYECTB AeNCTBYIOLLEro BeLLecTsa
(mencTBylOWNX BELLECTB), AOCTUraloOWEro (A0CTUraloWmMx) CUCTEMHOTO KPOBOTOKA, B MPOAYKUMM KUBOTHOFO
NMPOUCXOMKAEHMA MNOC/AEe MPUMEHEHUA TaKoro JIeKapCTBEHHOrO CPeACcTBa, a TaKXKe [JOKYMeHTa/bHoe
noaTeepskaeHue (Basnaaumsa) ykasaHHbIX METOA0B;

(8 pea. ®PepepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

6) OTYEeT O pe3y/ibTaTaX KAUMHUYECKOro uccnegoBaHuA NEeKapCTBEHHOro npenaparta ANA BeTepuHapHOro
NPUMEHEHUNA Y KaXXO0ro snaa XXMBOTHbIX, YKa3aHHbIX B MHCTPYKUMU NO BETEPUHAPHOMY NPUMEHEHUIO;

7) NPOEKT MHCTPYKLUMM NO BETePMHAPHOMY NPUMEHEHMIO J/IeKapCTBEHHOro npenapaTta, coAeprKalei
cnepyloune ceefeHus:

a) HaMMeHOBaHWe /NEeKapCTBEHHOro npenapata AR BeTEPUMHAPHOro MNpUMeHeHua (MerKayHapoaHoe
HenaTeHTOBaHHOE, MW TPYMNMUPOBOYHOE, MU XMMUYECKOE Y TOPrOBOE HaMMEHOBaHUA);

6) NeKapCTBeHHaA d>opma C YKa3aHhnem HAaMMEHOBaHWUI U KOJIMYECTBEHHOTO COCTaBa ,D,eVICTBy}OU.LMX Bewecrts
M Ka4eCTBEHHOIro CoOCTaBa BCNOMOratTe/ibHbIX BELWECTB,

B) OnuMcaHve BHELWHEero BMAa IeKapCTBEHHOro npenapara 4/19 BeTePUHAPHOIO NPUMEHeHUs;

r) dapmakoTepaneBTUYECKas rpynna JIeKapCTBEHHOro npenapaTta ANA BETEPUHAPHOrO MPUMEHEHUA UAU
YyKasaHue "romeonatnMyeckmnii nekapcTBeHHbIN npenapar"”;

4) dapmakogMHamMKa M GapMaKOKMHETMKa (33 MCKAYeHMeM (GapMaKOKMHETMKM FOMeonaTUYecKux
NeKapCTBEHHbIX NPenapaToB M PacTUTE/IbHbIX JIEKAPCTBEHHbIX NPEnapaTos) UM ONMcaHNe MMMYHOBMONOrMYECKMX
CBOWCTB /IeKapCTBEHHOrO Npenapara;

€) NokasaHuA gna NPUMeEHEHMS;
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) NPOTUBOMOKAa3aHUA ANA NPUMEHEHUS;
3) Mepbl NPeLOCTOPOKHOCTU NPU NPUMEHEHUH;

1) yKasaHuWe BO3MOXKHOCTU 1 0COBEHHOCTEN NPUMEHEHNA Y BEPEMEHHbIX }KUBOTHbIX, Y }XMBOTHbIX B Meproz,
NaKTauum1, y NOTOMCTBA KMUBOTHbIX;

K) pexnm A03npoBaHuA, cnocob BBeAeHNA U NpUuMeHeHunAa, npu H606X0,EIMMOCTM Bpema npuema
NNEKaPCTBEHHOIO NpenapaTta AN1A4 BeETEPUHAPHOIo NpUMeHeHUA, NPOAO/IXKUTENDBbHOCTb /Ie4EHUA;

/1) BO3MOXKHble MNOBGOYHbIE AEWCTBUA, HexenaTeNbHble peakuuMuM Npu MNPUMEHEHUW IeKapCTBEHHOro
npenapaTta AN BETEPUHAPHOIO NPUMEHEHUSA;

M) CUMNTOMbI NePeso3MPOBKKU, Mepbl NO OKa3aHMIO MOMOLLM NPU NePeso3NPOBKE;
H) B3auMoZAeNCTBME C APYTMMM IeKapCTBEHHbIMM NpenapaTamu 1 (Mamn) Kopmamu;
0) dopmbl BbINyCKa 1€KapCTBEHHOTO NpenapaTa A1 BETePMHAPHOro NPUMEHEHUS;

n) yKasaHue (Npu HeobxoguMMoCTM) oOcobeHHOCTel AelcTBUMA NeKapCTBEHHOro npenapata  Ans
BETEPMHAPHOTO NPUMEHEHMA NPU NepPBOM NPUEME AU NPU ero OTMEHE;

p) onucaHwe (Npu HeobxoaMMOCTWM) AelcTBMIA cneuuanncTa B 06/1acTM BeTepuHapuu, BRagesbla
KMBOTHOTO NPW NPOMYCKe Npuema OL4HOW UM HECKOJIbKUX [03 JIeKapCTBEHHOro npenapaTa A/ BeTepUHAPHOro
NPUMeHeHus;

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CPOK roagHOCTM W YyKasaHWe Ha 3anpeTr npumeHeHUA NeKapCTBEeHHOro npenapata ANnA BeTepuHapHOoOro
npumeHeHnA No NCTte4eHnm CPpoKa rogHoCTu,

T) yCnoBuA xpaHeHus;

Y) YKasaHue Ha HeobXoAMMOCTb XPaHEHWUA NEKAPCTBEHHOrO NpenapaTta 418 BETEPUHAPHOIO NPUMEHEHUS B
MecCTax, HeLOCTYMHbIX 415 AeTeNn;

¢) ykasaHve (npM HeoBXOAMMOCTM) cneumanbHbIX Mep MPeLOCTOPOKHOCTU MNPU  YHUUTOXKEHUU
HEeMcno/ib30BaHHbIX IEKAPCTBEHHbIX NPENapaTos A/ BETePUHAPHOTO NPUMEHEHNS;

X) CPOKM BO3MOXHOIF0O WUCNONb30BaHMA NPOAYKUUU XKUBOTHOIO MNPOUCXOXKAOEHMA Nocne BBeOEHUA
XUBOTHOMY /IEKAPCTBEHHOIO NpenapaTta ANA BeTePUHAPHOIro NpuMeHeHuA;

L) ycnoBuMA OTNYCKa;

'~I) HanMeHOBaHNA U agpeca NPouM3BOACTBEHHbIX NMAOWAAO0OK NPOU3BOAUTENNIA NEKAPCTBEHHOINO npenaparta
ANA BEeTEPUHAPHOIo NPUMEHEHUA;

W) HaMmMeHOBaHWe, afpec oOopraHu3auuu, YNOJIHOMOYEHHOW  gepKaTenemM WAW  BNAAeNbLeM
perucTpaLmoHHOro yA0CTOBEPEHMA NEKAPCTBEHHOMO NpenapaTta Ha NPUHATUE NPETEeH3UI OT NoTpebuTens;

8) NMpPOEeKTbl MaKeToB MepBMYHOM YMaKOBKM W BTOPUYHON YMNaKOBKM /IeKApCTBEHHOro npenapaTta Ana
BETEPMHAPHOIO NPUMEHEHUS;

9) cnepytolme cBeAEHUA O IeKapCTBEHHOM Npenapare A/11 BETEPUHAPHOIO NPUMEHeHUs:
a) onucaHue 1 coCcTaB JIEKaPCTBEHHOIO NpenapaTa 419 BeTEPUHAPHOTO NPUMEHEHUS;
6) onucaHne papmaLeBTMYECKOW pa3paboTKu;

B) onucaHuWe npouecca MPOM3BOACTBA M €ro KOHTPOAA, NoAnucaHHoe B MopAAKe, YCTaHOBAEHHOM B
COOTBETCTBUM C YacTbio 1 HacToALLEeN CTaTbuy;
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

I') OonncaHne KOHTPOA KPUTUYECKUX CTaAMVI npounssoacTea u npomemyTquoﬁ npoaykuuu, nognmcaHHoe B
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nopagKe, yCTaHOBAEHHOM B COOTBETCTBMM C YacTbio 1 HacToAwel cTaTby;
(8 pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) HaMMeHOBaHMA U agpeca pa3paboTumnka, AeprKaTens Uan Bnagesblia PerucTpaLMoHHOro yA0CTOBEPEHUA
JIeKApCTBEHHOrO npenapaTta, NPOM3BOACTBEHHbIX MAOWAAOK MPOM3BOAUTENNA NEKAPCTBEHHOro npenapaTta AnA
BETEPUHAPHOrO MPUMEHEHWUA C YKa3aHWEM CTagui  TEXHOIOTMYECKOro Mpouecca, OCyLWecTBAAEMbIX Ha
NPOM3BOACTBEHHbIX NAOLLAAKAX MPOU3BOAMUTENA NEKAPCTBEHHOrO NpenapaTa ANA BETEPUHAPHOTO NPUMEHEHWS;

(8 pea. PepepanbHbix 3akoHoB 0T 13.07.2015 N 241-93, ot 02.08.2019 N 297-d3)

e) bapmaLeBTMYECKan COBMECTUMOCTb;
) MUKPOBMONOTMYECKNE XapaKTEPUCTUKMY;
3) maTepuanbHbliit 6anaHc gna NPOM3BOACTBa CEPUM FOTOBOrO NPOAYKTa;

M) onMcaHMe XapaKTePUCTUK U CBOMCTB YNAKOBOYHbIX MAaTEPMAIOB U YKYMOPOYHbIX CPeaCTB;

KoHcynbTaHTlAtOC: NnpyMmeYvaHme.

Mpu  peructpauumM MO  YCKOPEHHOW npouedype  AOOMNyCKaeTcA  HenpeacTaBfeHWe  OOKYMEHTOB,
npeaycmoTpeHHbix nn. "K' n. 9 4. 3 c1. 17, npu ycaoBMM NUCbMEHHOrO 06A3aTesbCTBa MX NPeAoCTaBUTL B
TeyeHue 12 mecAues co gHA pernctpaunm (MoctaHoBneHune MpasuTtenbctea PO ot 12.03.2022 N 353).

K) AJOKYMEHTabHOE NoATBEPXKAEHME (Banngaums) npoLeccos 1 (Man) nx oueHKa;

N1) TpeboBaHMA K KayecTBy BCMOMOraTe/bHbIX BELLECTB (cepTUdMKAT, cneunduKkauma Ha BCnomoratesibHble
BeLLecTBa U UX 060CHOBaHME);

KoHcynbTaHTlNtOC: NnpumeYaHune.

Mpu  perucTpauMm NO  YCKOPEHHOM npoueaype  AOMNyCKAaeTca  HenpeacTtaBleHWe  LOKYMEHTOB,
npeaycmoTpeHHbIx nn. "m" n. 9 u. 3 ct1. 17, npu ycioBUM NUCbMEHHOro 06s3aTenbCcTBa MX NPesoCTaBUTb B
TeyeHue 12 mecaAues co gHA pernctpaunm (MoctaHoBneHue MpasuTtenbctea PO ot 12.03.2022 N 353).

M) aHaIUTU4yeCkne MeToamkun, ncnosibdyemolie npu ocyuwecTtBieHNMM KOHTPONA KayeCTBa BCNOMOraTe/IbHbIX
BELWEeCTB;

KoHcynbTaHTlAtOC: NnpyMmeYvaHme.

Mpu  peructpauum NO  YCKOPEHHOM  npoueaype  AONYyCKaeTcA  HenpeacTtaBAeHWe  LOKYMEHTOB,
npesycmMoTpeHHbix nn. "H" n. 9 u. 3 cT. 17, NpM ycnoBMM NUCbMEHHOro obA3aTenbCTBa UX NPeLoCTaBUTL B
TeueHue 12 mecAues co gHA pernctpaunm (MoctaHoBneHune MpasuTtenbctea PO ot 12.03.2022 N 353).

H) AOKYMeHTaNbHOe noATBep)KAeHWe (Banugauma) aHaNUTUYECKUMX MEeTOAMK, WCMOAb3yeMblX npu
OCYLLECTB/IEHUM KOHTPOIA KAYecTBa BCNOMOraTe IbHbIX BELLECTB;

0) uHbopmauma 06 WCNO/Nb30BaHUM BCMOMOraTe/bHbIX BELLECTB YENOBEYECKOrO W KUBOTHOTO
NPOUCXOXKAEHMSA;

n) ytpatua cuny. - ®eaepanbHblii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHMA K KauyecTBy NEKApCTBEHHOro npenapaTta 4/1A BETEPUHAPHOro npumeHeHusa (ceptuduKar,
cneunduKauma Ha NekapCTBEHHbIM NpenapaT U ux o60CHOBaHMeE);

C) aHaNUTMYecKMe MeTOAMKM, UCMO/b3yemble MPU OCYLLEeCTBIEHUM KOHTPO/IA KayecTBa JieKapCTBEHHOro
npenapaTa A1a BETEPMHAPHOro NPUMEHEHMS;

KoHcynbTaHTlAOC: NnpuMmeYvaHue.
Mpu  pernctpauuMm NO  YCKOPEHHOW  npoueaype  AOMYCKAeTcA  HenpeacTaBleHUMe  OOKYMEHTOB,
npeaycmoTpeHHbix nn. "1 n. 9 u. 3 c1. 17, Npu ycnoBuu NUCbMeHHOro obasatenbCTBa MX NPenoCcTaBUTb B
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TeyeHue 12 mecaAues co gHA pernctpaunm (MoctaHoBneHune MpasuTtenbctea PO ot 12.03.2022 N 353).

T) [AOKyYMeHTanbHOe noATBepXAeHWe (Bannpauuma) aHaNUTUYECKUMX METOAMK, MWCMOJib3yemMblX Mpu
OCYLLECTBNEHUN KOHTPO/ISi KaYecTBa JIEKaPCTBEHHOrO Npenapara A5 BETEPUHAPHOTO NPUMEHEHMUS;

y) AOKYMEHT, MOATBEP)KAALWMI KAuyecTBO /NIEKAapCTBEHHOrO npenapata Tpex MNPOMBbILLIEHHbIX Cepuit
(npoTokon aHanusa mamn cepTuduKaT aHanM3a), ogHa cepua KOTOPOro AO0J/IKHA COoBMajaTb C cepuelt obpasua
NleKapCTBEHHOro npenapaTta, NoAaHHOro Ha pPerncTpauuio;

) xapakTepucTrKa npumecei;

X) nepeyeHb CTaHAAPTHbIX 06pPa3LOB, MCMNOAb3yEeMbIX MNPU OCYLLECTBNIEHUM KOHTPO/AA KayecTea
JIeKapCTBEHHOTO Npenapara 4158 BETePUHAPHOrO NPUMEHEHUS;

KoHcynbTaHTlAOC: NnpuMmeYvaHue.

Mpn ycKOpeHHON npoueaype perucTpalmmM BOCNPOU3BEAEHHONO MpenapaTta AONYyCKAeTca HenpeacTaB/ieHune
cBegeHui, npegycmoTpeHHbix nn. "u" n. 9 4. 3 c1. 17, Nnpu nucbmeHHOM 0653aTenbCTBE UX NPeAoCTaBUTbL B
TeyeHue 12 mecaAues co gHA pernctpaunm (MoctaHoBneHune MpasuTtenbctea PO ot 12.03.2022 N 353).

L) AaHHble 0 CTabMNbHOCTU IEKAaPCTBEHHOIO Npenapara 418 BeTePUHAPHOro NPUMEHeHus;

10) KonuA AOKYMEHTA, coAep’Kawero MHGoOpmMaLmio 0 HaanuMM UAn 06 OTCYTCTBMM GAKTOB perncrpauumn
JIeKapCTBEHHOrO NpenapaTta 418 BeTEPUHAPHOIo NPUMEHEHUA 3a Npegenamm Poccuiickoit depepaumu;

11) cornacue B NMCbMeEHHOW hopme, MPesyCMOTPEHHOE YacTbio 7 HACTOSALLEN CTaTby, B CIy4Yae perncrpaLum
BOCMpPOU3BEAEHHOro IeKapCTBEHHOro Npenapara;
(8 pea. ®PenepanbHoro 3akoHa ot 13.07.2015 N 241-®3)

12) Konus OOKYMEHTA Ha PYCCKOM A3blKe, 3aBEPEHHOr0 B YCTAaHOBJEHHOM MOPAAKE U MOATBEPHKAAOLLErO
NPaBOMOYHOCTb 3aAB/IEHWUA O FOCYAapPCTBEHHOM PErncTpauuu fekapcTBeHHOro npenapaTta A48 BeTepUMHapHOro
NpPUMeHeHus (40BEePEHHOCTb);

KoHcynbTaHTlAIOC: NnpumeYdaHume.

[o 31.12.2023 poCCUNCKMM NPOU3BOSUTENAM Pa3peLlleHo He NpeacTaBaATb CBEAEHUA B COOTBETCTBMM C M. 13
4. 3 cr. 17 npu peructpaumm UMMYHOBMONOrMYECKMX NEKApPCTBEHHbIX npenapaTtoB (lMocTtaHoBneHWe
Mpasutenscrsa PO ot 12.03.2022 N 353).

13) cBeaeHMA O rocyfapCTBEHHOM PerucTpaumm reHHO-MHXeHepHO-MOAMOULMPOBAHHbBIX OPraHM3MOB,
npefHasHauyeHHbIX A/ BbIMYCKAa B OKPY)Kalolylo cpedy (Npy rocyAapCTBEHHOW Perucrpaumm JeKapcTBEHHbIX
npenapatoB A4NA BETEPUHAPHOrO  MNPUMEHEHMA, TMOAYYEeHHbIX C MPUMEHEHUEM  TEHHO-UHXXEHEepPHO-
MoANULMPOBAHHBIX OPraHU3MOB UM COAEPIKALLMUX TAKME OPraHU3Mbl).

(n. 13 BBeaeH PegepanbHbiMm 3akoHoM 0T 02.08.2019 N 297-93)

KoHcynbTaHTlAOC: NnpuMmeYvaHue.
C01.09.2023 B n. 4 cT. 17 BHOCATCA M3MeHeHuA (D3 o1 28.04.2023 N 171-d3). Cm. byayuLyto peaakLumio.

4. Mpu NpoBeAEHUN YCKOPEHHOW NMpoLeaypbl 3KCNepTM3bl 1IeKaPCTBEHHOTO NpenapaTta AN BeTepUHAPHOro
NPMMEHEHUA B LEAAX ero rocyAapCTBeHHOW peructpauum BMecTo oTyeTa paspaboTumMka o pesysbTaTax
AOKNMHMYECKOTO UCCNef0BaHUA /NIeKapCTBEHHOrO CPeacTBa AN BETEPUHAPHOrO0 MNPUMEHEHWs MOXKeT 6biTb
npeacTaBneH o0630p HayyHbiX paboT o0 pesynbTaTax [AOKAMHMYECKOro UCCNenoBaHWa pedepeHTHOro
NleKapCTBEHHOTO npenapaTta Ans BEeTEPUHAPHOTO NPMMEHEHMUS, @ BMECTO OTYyeTa O pesy/ibTaTax KAMHUYECKOro
nccnenoBaHNA leKapCcTBEHHOro npenapaTa 414 BeTePMHAPHOro NPMMEHEHUA OTYET O pesy/bTaTax UCcCae0BaHUiM
6103KBMBANEHTHOCTU BOCNPOM3BEAEHHOIO IeKapCTBEHHOrO nNpenapara 4/19 BETEPUHAPHOTO NPUMEHEHNS.

(4acTb 4 B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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KoHcynbTaHTlAOC: NnpuMmeYvaHue.
C01.09.2023 cT. 17 pononHsetcsa 4. 4.1 (d3 ot 28.04.2023 N 171-d3). Cm. byayLiyto peaakumio.

5. Ha aKcnepTM3y pasanyHbIX NEKAPCTBEHHbIX GOPM OAHOrO M TOTO Ke NeKapCTBEHHOro npenaparta gnan
BETEPMHAPHOIO NPUMEHEHMs 3anBUTENb MPEACTaBAAET OTAe/bHble 3aABAEHMA U PerncTpaumoHHble AoCbe Ha
KaXaylo nekapcreeHHyto ¢opmy. Mpu ycaoBUM oaHOBPEMEHHOM NOAAYN Ha IKCNEPTU3Y OAHOW NIeKapCTBEHHOM
$opMbl C pasMYHbIMKM A03MPOBKOW, KOHUEHTpauuen, obbeMom 3aaBuUTeNb NpeacTaBadeT OAHO 3asaBiAeHME U
pernucTpaLmMoHHOe [0Cbe C NPUIOKEHMEM MAKeTOB MepBUYHOMN YMAKOBKM M BTOPUYHOM YNaKoBKM. Ha makeTax
NepBMYHOM YMaKOBKU M BTOPWUYHOW YNAKOBKW YKasbiBalOTCA BCE NPOM3BOAMMbIE A03UPOBKMU, KOHLLEHTPaLMM,
06bEMbI M KOIMYECTBO A03 B YNaKOBKE JIEKAPCTBEHHOro nNpenapaTta A1 BETEPMHAPHOIO NPUMEHEHUA.

(8 pea. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B cnyyae HenpeacTaBNeHMA C 3aABJEHMEM O TOCYAAPCTBEHHOW PErncTpaLmnmn NeKapCcTBEHHOMO Npenaparta
0N BETEPUHAPHOIO MPUMEHEHUA [AOKYMEHTOB, MOATBEPKAAIOLWMX YNaaTy roCyfapCTBEHHOM MOLWAMHBI U
YKA3aHHbIX B MYHKTE 7 YacTU 2 HACTOALWLEN CTaTbM, CBEAEHUM O NNLEH3UAX, YKa3aHHbIX B NyHKTax 1 1 2 yactn 3
HacToAlLeN cTaTbW, a TaK¥Ke BblgaBaemblX (NpesocTaBAfeMblX) YNOJMHOMOYEHHbIMU deaepasnbHbIMU OpraHammu
WCMONIHUTENBHOM BNACTU AOKYMEHTOB (CBEAEHMI), YKasaHHbIX B MNyHKTe 2.1 4acTM 3 HacToAwel cTaTbw,
YNO/IHOMOYEHHbIN  deaepanbHbIil  OpraH WCMOMHUTENIBHOW BNACTU  3anpaluMBaeT YKas3aHHble AOKYMEHTbI
(cBepeHMA) B NopsaKe MeXKBELOMCTBEHHOTO MHGOPMALMOHHOIO B3aUMOAENCTBUSA.
(4acTb 6 B pea. PeaepanbHoro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaetcs MCNo/ib30BaHWE B KOMMEPYECKUX Lenax MHGopmauumn o pesynbTaTax AOKJIMHUYECKUX
MCCNeLlOBaHUIN NEKApCTBEHHbIX CPEACTB M KAWHWUYECKMX WCCNef0BaHWUIA JIEKApCTBEHHbIX NpenapaToB Ans
BETEPMHAPHOIO NPUMEHEHUSA, NPeACTaBEHHON 3aABUTENEeM A5 FOCYAAPCTBEHHON PEerncTpauumn nekapcTBeHHbIX
npenapaTtoB, 6e3 ero cornacua B TeYeHWe LECTU NeT C AaTbl rOCYAaPCTBEHHOW perucrpaumm pedepeHTHOro
NleKapcTBEeHHOro npenapaTa B Poccuiickoi depepaumu.

8. [epxatenb uAn BRagenel, perncTpaumMoHHOro YAOCTOBEPEHWA JIeKapCTBEHHOro npenapata Ana
BETEPUHAPHOro NPUMEHEHNA NPeACTaBAAET B YNOJHOMOYEHHbIM deaepanbHbli OpraH UCNOAHUTENIbHOW BAACTU
OT4YeT No pe3ynbTaTam papmaKkoHaA30pa O4MH Pa3 B WECTb MECALLEB B TeYEHUE ABYX /IeT Noc/e rocyaapcTBeHHOM
perncrTpaumm NekapcTBeHHOro npenaparta B Poccuiickolt Pegepaumm, 3aTem eXXerogHo B Te4eHMe NocieayoLmx
Tpex NeT 1 B Aa/ibHeNWem o4nH pa3 B TpU roga.

(4acTb 8 BBegeHa PepepanbHbim 3aKkoHOM oT 02.08.2019 N 297-d3)

Cratba 18. Mopgavya M paccmoTpeHue 3asBlE€HUMA O TFOCYAAPCTBEHHOW perucrpauum neKapcTBEHHOro
npenapara g1 MeAULUHCKOro NpuMeHeHus
(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. [na rocynapCTBEHHON perucTpauMm AeKapcTBEHHOro npenapata Ana MeAUUMHCKOro MpUMeHEeHUs
lopuandeckoe NMLo, AeNCTByowee B COBCTBEHHbIX MHTEpecax WAM YNOAHOMOYEHHOEe MpeacTaBAATb MHTEpecsl
APYroro pMAMYECKOro /iMua W 3asaBAAlOWEee NeKapCTBEHHbIM NnpenapaT Ha rocyAapCTBEHHY pernctpauuio
(manee B HacTofiLleM CTaTbe - 3aABWUTENb), NpPeACTaBAAeT B YNONHOMOYEHHbIM ¢deaepanbHbll  opraH
WCMNONHUTENbHOM BACTW, OCYLLECTBAAIOWMIN rocyAapCTBEHHYIO PErMcTpaLMio NIeKapCTBEHHbIX MpenapaTtoB Ans
MeAMLMHCKOro NPUMeEHEHUA, B 31EKTPOHHO dopme 1 Ha ByMarKHOM HOCuTesle 3asAB/IeHNE O rocyAapcTBEHHOM
peructpaumm nekapcTBeHHOro npenapaTa ANa MeAULMHCKOro NPUMEHEHUA, a TaKKe B NopsAaKe, YCTaHOBAEHHOM
yNoAHOMOUYEHHbIM deaepanbHbIM OPraHOM MCMOIHUTE/IbHOW BAacTW, B 3/1EKTPOHHOW dopme M Ha BymarkHOM
HocuTene HeobxoAMMble AOKYMEHTbI, M3 KOTOPbIX GOPMUPYETCA perncTpaumoHHOoe A0Cbe Ha NeKapCTBEHHbIN
npenapat g8 MeANLMHCKOro MPUMEHEHUA.

(4acTb 1 B pea,. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B 3aAsneHun o rOCV,D,apCTBeHHOﬁ perncTtpaumnn nekapCtBeHHOro npenaparta gna meaumuyunHCKoro
npuMmeHeHUA yKa3blBatloTCA:

1) HaumeHOBaHWe, aapec 3asBUTENA WM NPOU3BOAUTENA JIeKApPCTBEHHOro npenapaTta A8 MeAUUMHCKOro
nNpMMeHeHus, ceegeHua 06 MX perncTpauMu B KadecTse HasoronnatefbliMKa B CTpaHe peructpaumu (gns
POCCUINCKUX OPUANYECKUX AUL, - UOAEHTUOUKALMOHHBIA HOMep Hanoronnatenbwmka (MHH), 4ns MHoCTpaHHbIX
IOPMANYECKMX NNL, - CTPAHA PerncTpaumm, HaMmeHoBaHWe PErncTPUPYIOLLEro OpraHa, PerncTpaLMoHHbIA Homep,
KO HanoronaTesiblyKa B CTpaHe perucTpaumm (MHKopnopaunm) Uan ero aHaaor) 1 agpec MecTa OCyLLecTBeHNA
NPOW3BOACTBA JIeKAapCTBEHHOro npenapata (B C/lyyae HaAMuMA HECKONIbKMX YYACTHMKOB Mpouecca ero
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NPOM3BOACTBA HEOBXOAMMO YKasaTb KaXKAOro Y4YaCTHMKA B COOTBETCTBMM C OCYLLECTBASEMOW CTaauei
NpPou3BOACTBA);
(n. 1 B peq,. PepepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HanmeHOoBaHWME NEeKapCTBEHHOro npenapata Ana MeauuuHCKOro npumeHeHuAa (ME)K,CI,yHapOAHOE
HenaTeHTOBaHHOE, NN rpynnnMpPoBOYHOE, NN XUMHNYECKOe U TOprosoe HaVIMeHOBaHVIH);

3) nepeyeHb LI,EVICTBVIOLLI,VIX M BCNOMOTraTe/ibHbIX BelL,eCTB, BXOAAWMNX B COCTAaB JIEKAapPCTBEHHOIO npenaparta
Ana mMeanumMHCKOro npumeHeHua, C ykasaHnem Konnyecrtsa KaxXagoro n3 Hux;

4) nekapcreeHHaa Gopma, A03MPOBKA, CNOCObbl BBEAEHUA Y NMPUMEHEHMUSA, CPOK rOAHOCTM JIEKAPCTBEHHOTO
npenapaTa g1a MeguMUMHCKOro NPUMEHeHUs;

5) ¢dapmakoTepaneBTMYeCcKaa rpynna, Kog aHaTOMO-TEepPaneBTUYECKO-XMMMUYECKOW KnaccuduKaumm,
peKoMeHA0BaHHOW BcemMMpHONM opraHusaumelr 34paBOOXPAHEHWsA, 3asBASEeMble MOKa3aHWA ANs NPUMEHeHUs
leKapCcTBEHHOro npenapaTa 418 MeAULUMHCKOro NPUMEHEHUS;

6) oTcyTcTBME HEOobXOoAMMOCTM NPeLOCTaBNAEHUA OTYeTa O pe3ynbTaTax KAMHWMYECKOro MCCnenoBaHus,
nccnenoBaHMA  BMO3KBMBANEHTHOCTM  JIEKAPCTBEHHOrO  MpenapaTta, pPaspeleHHoro Ana  MeAMUMHCKOro
npumeHeHusa B Poccuiickoit depepaunn bonee ABagLaTU NeT, C YKa3saHMEM HOPMATMBHbIX NPaBOBbIX AKTOB,
NOATBEPKAAIOLWMX AaHHbIV CPOK NPUMEHEHUS;

7) HeobxoaumocTb 0bOpMEHNUA paspelleHns Ha BBO3 B Poccuiickyio Pepepaumio KOHKPETHOM naptum
3apPerncTpmMpoBaHHbIX W (MAM) He3aperncTPUpPOBaHHbLIX J/IEKAPCTBEHHbIX CPEACTB, NPeAHa3HAYeHHbIX A4aA
npoBeAeHNA IKCNepPTU3bl IEKAPCTBEHHbIX CPeACTB B LEAX rocyAapCcTBEHHON pernctpaumu;

8) HeobXxoAMMOCTb MNPOBEAEHWS 3KCMepTU3bl [LOKYMEHTOB, MPEACTaB/EHHbIX [ANA onpeaeneHus
BO3MOXHOCTM PacCMaTpMBaTb IEKAPCTBEHHbIN NpenapaT 4/1a MeAWULMHCKOro NPUMEHEHUA NPU OCYLL,ECTBAEHUN
rocy4apcTBeHHOM perncTpaumumn B Kayectse opdaHHOro IeKapcTBEHHOrO NpenapaTa;

9) HeobXx0AMMOCTb NPUMEHEHMA YCKOPEHHOW NpoLeaypbl SKCNepTU3bl JEKAPCTBEHHbIX CPEACTB B LEenax
rocyZapCcTBeHHOW perncTpaLmm 1eKapcTBeHHOro npenapara;

10) Konuu JOKYMEHTOB, MOATBEPKAAOLLMX YNAATY TOCYAaPCTBEHHON NOLW/IUHDbI:

a) 3a nposeaeHME 3KCMNEPTM3bl [AOKYMEHTOB, MNPeACTaBAEHHbIX ANA OnpedeneHus BO3MOMXKHOCTU
paccmaTpuBaTb  NI€KApPCTBEHHbIM  npenapaT AAA  MEAMUMHCKOrO  NPUMEHEeHMA MpuM  OCYLLEeCTBAEHUM
rocyapcTBeHHOM perncTpaumumn B Kayectse opdaHHOro 1eKapcTBEHHOro NpenapaTa;

6) 3a NpoBeaeHNe 3KCNepPTU3bl KAaYecTBa JIEKapCTBEHHOMO CPeACTBa M SKCNEPTU3bl OTHOLLEHMA OXKMAaeMoMn
Mo/Ib3bl K BO3MOMHOMY PUCKY MPUMEHEHMUS JIeKAapCTBEHHOrO npenapaTa, PaspeweHHoro Aasa MeAMLMHCKOro
npumeHeHnsa B Poccuiickoit ®depepauymn 6Gonee nABaauaTM NeT, NPU  OCYLLECTB/IEHWM TOCYAapCTBEHHOM
perncTpauumn NeKapcTBeHHOro npenapara;

B8) 33 NpoBeAeHMe 3KCNePTM3bl KaYecTBa JIeKapCTBEHHOMO CPEACTBA M SKCNEPTU3bl OTHOLWEHUA OXKUAAEMOW
MOJ/Ib3bl K BO3MOMKHOMY PUCKY MPUMEHEHUA JIeKapCTBEHHOTO Npenapara 4/ MeAUUMHCKOTO NMPUMEHEHUA MpUu ero
rocy4apCTBeHHOM perncrpauuu;

r) 3a NpoBeAeHMNe 3KCNepT3bl KAYeCTBA IEKAPCTBEHHOMO CPEACTBA M IKCMEPTU3bl OTHOLIEHUS OXMAAEMOM
No/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHMA /IeKapCTBEHHOro npenapata A48 MeAMUMHCKOro NPUMEHEHMUs, B
OTHOLUEHUN KOTOPOro MPOBEAEHbl MeXAYHapOAHble MHOrOLEHTPOBbIE KAMHMYECKME WUCCNedoBaHMA, YacTb U3
KOTOpbIx nposBegeHa B Poccuiickon ®degepaumu, npy  OCYLWECTBAEHUM [OCYAAPCTBEHHOW pPerucrpaummn
NIeKapCTBEHHOrO Npenapara;

11) HanunuvMe cornacus NPOWM3BOAMTENSA NEKapCTBEHHOro Mpenapata, NpPOM3BOACTBO  KOTOPOro
ocyuiectsaseTca 3a npegenamm Poccuitickoint degepauun, Ha NPoBeAeHNE UHCNEKTUPOBAHMA NPOU3BOAUTENA HA
cooTseTcTBME TPpebOBaHMAM NPaBUN HaaNeXKallLeh NPOM3BOACTBEHHON NPaKTUKY;

12) Hanuume cornacus, NPeaycMOTPEHHOTo YacTbtio 18 HacTosLel cTaTby;

13) yKasaHue BMAA NEKAPCTBEHHOro npenapaTta, NPEeACTaBNeHHOro Ha perucTpaumio (pedepeHTHbIN
NeKapCTBEHHbIV NpenapaT, BOCNPOM3BEAEHHbIW JIeKapPCTBEHHbIM NpenapaTt, 6UONOrMYECcKUiA NeKapCTBEHHbIN
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npenapat, 6uoaHanoroBbli (6MONOAOGHLIN) NIeKAapCTBEHHbLIM npenapatT (6uoaHanor), romeonaTUYeCcKUi
NIeKapCTBEHHbI NpenapaT, IeKapCTBEHHbIM PacTUTEbHbIN Npenapar).
(4acTb 2 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpauMoHHOe [AOCbe HA J/IeKAPCTBEHHbIM MpenapaT Aaa  MeAMLMHCKOro  NPUMEHeHUs
npegocTasaserca B popme ob6LLero TEXHNYECKOTO AOKYMEHTA.
(4acTb 3 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKYyMEHTauMn agMUHUCTPATUBHOIO XapaKTepa BK/IOYaEeT B cebs:

1) 3asBfeHME O TroCyAapPCTBEHHOW PerucTpauMyM eKapCcTBEHHOTO npenapata A4aa MeaUMUMHCKOro
NPUMEHEHUA B 3/1eKTPOHHOW popme M Ha BYMaXKHOM HoCUTeNE;

2) KOMWIO AOKYMEHTa Ha PYCCKOM A3blKe, 3aBEPEHHOr0 B YCTAHOB/JIEHHOM MOPAAKE M NOATBEPKAAIOLLErO
NPaBOMOYHOCTb 3aBUTENA NOLABaTb 3asB/IeHME O roCyAapCTBEHHOM pPerncTpauumn NeKapcTBeHHOro npenapara
ANA MeULMHCKOTo NpUMeHeHUA (40BEPEHHOCTb);

3) cBegeHuMa o pJaTte MpepocTaBAeHMA U PErncTpauMoHHOM HOMepe JIMLEH3MM Ha NPOU3BOACTBO
NIEKapCTBEHHbIX CPeaCTB WAM CBeAeHWA O AaTe NPefoCTaB/eHUA U PErncTPaLMOHHOM HOMEpEe 3aK/YEHUA O
COOTBETCTBMU NPOU3BOANUTENS JIEKAPCTBEHHbIX CPeacTB TPeboBaHMAM NPABWA HaaNexkKallel NPou3BOACTBEHHOM
NPaKTMKK, BblAaHHbIX (MpeaocTaBAEHHbIX) YNOAHOMOYEHHbIM deaepanbHbiM OpraHOM UCNOJHUTENbHOM BNacTU B
OTHOLIEHUN MPOU3BOACTBEHHOM TMJIOWAAKA PErUCTPUPYEMOrO JIEKAPCTBEHHOTO MpenapaTta, B C/yyae, ec/u
NPOV3BOACTBO JIEKAPCTBEHHOTO NpenapaTa ocyllecTnseTcs B Poccuiickolt depepaumu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-d3)

4) Konwuw nNpeaocTaBAeHHOW YMNOJHOMOYEHHbIM OPraHOM CTpaHbl NPOU3BOAUTENA JINLEH3UW Ha
NPOW3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee MepeBOf Ha PYCCKUIM A3blK, 3aBEPEHHble B YCTAHOB/IEHHOM
nopaaKe, a TAK¥Ke KOMUIO 3aK/OYEHUA O COOTBETCTBMWU MPOM3BOAMUTENS JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM
NnpaBuA Hagnexalwen npPou3BOACTBEHHON MNPAKTUKM, BblAAHHOTO YMNONHOMOYEHHbIM deaepasibHbIM OpPraHoOM
WUCNONHUTENIbBHON BANAacTM B OTHOWEHMW MPOU3BOACTBEHHOM NNOWAAKN PErUCTPUPYEMOrO NEeKApPCTBEHHOIO
npenapata, WAM KOMWUIO PeLIeHUs YMNOJIHOMOYEeHHOro d¢eaepanbHOro opraHa WCNOAHUTENBHOMW BAACTU O
NPOBeAEHUMN WHCMNEKTUPOBAHMA MNPOU3BOANTENA JIEKAPCTBEHHbIX CPEeACTB, B C/y4vae, eciM Npous3BoACTBO
JIeKapCTBEHHOTO NpenapaTta OCyLLecTBAseTCA 3a npeaenamm Poccuiickon Pepepaumm;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-d3, o1 27.12.2019 N 478-d3)

5) NPOEKT WMHCTPYKUMM NO MeAULMHCKOMY MPUMEHEHUI0 NEKapCTBEHHOro npenapaTta, coAep’kalyewn
cnefyloume ceefeHus:

a) HanmeHOoBaHWe NeKapCTBEHHOro npenapaTta (ME)K,CI,yHapO,CI,HOE HenaTeHToOBaHHOE, UK TPyNnnMpPoBOYHOE,
NUan Xxmummnyeckoe u Toproeoe HaMMEHOBaHMﬂ);

6) NeKapcTBeHHanA d)oplv\a C YKa3daHnem HaMMeHOBaHMM U KOIMYECTBEHHOrO COCTaBa AeﬁCTByIOLLI,MX Belwecrts
M  KayeCTBEHHOro COCTaBa BCNOMOratenbHbIX BeLWecTB (I'IpVI HeO6X0,CI,MMOCTM KONmn4yeCTBeHHOro CocCtaBa
BCNOMOraTe/ibHbIX BELLI,ECTB),'

B) ONM1CaHWe BHELWHEro BUAa IeKapCTBEHHOro npenapaTa A48 MeAULUMHCKOro NPUMEHEHUS;
r) dM3nKo-xmmmyeckre ceoicTea (419 pagnodapmaLeBTMYECKMX NEKAPCTBEHHbIX NPenapaTos);

A) dapmakoTepaneBTUYECKan rpynna, Kog NekapcTBEHHOro npenapaTa A8 MeAuLMHCKOTo NPMMEHEHUA No
AHATOMO-TEPANEBTUYECKO-XMMUNYECKONW  KnaccuduKaumu, peKomeHAoBaHHOW  BcemupHOM — opraHusauumen
3/1paBOOXPaHEHMA, UM YKa3aHMe "romeonaTUYeCcKnin NekapcTBEHHbIM npenapart";

e) dapmakoamMHamuMKa M papMaKOKMHETMKa (3a McKaloueHnem GapMaKOKMHETUKM FOMEeonaTUYecKmx
NeKapCTBEHHbIX NPENapaToB U PacTUTENbHbIX 1EKAPCTBEHHbIX MPenapaTos);

) NOKasaHMA AN NPUMEHEHUS;
3) NPOTUBOMNOKAa3aHNA ANA NPUMEHEHUS;

1) Mepbl NPEAOCTOPOXKHOCTU NPU NPUMEHEHUN;


consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A43302427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A43503427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F59F775D39C10832E6C650A8DFF66C3D52EFB14639A33300427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F39E735D39C10832E6C650A8DFF66C3D52EFB14639A73206427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4AFD977F5A3AC10832E6C650A8DFF66C3D52EFB14639A63107427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F49FD9F73593AC10832E6C650A8DFF66C3D52EFB14639A63205427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48FD92765A3AC10832E6C650A8DFF66C3D52EFB14639A73906427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4FF1977F5F33C10832E6C650A8DFF66C3D52EFB14639A53602427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F49FD9F73593AC10832E6C650A8DFF66C3D52EFB14639A63204427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48FD92765A3AC10832E6C650A8DFF66C3D52EFB14639A73905427C7C8C627118E71F326672946A48oDz4H

K) yKa3aHMe BO3MOMHOCTU M 0COBEHHOCTEN NPUMEHEHMUA IeKapCTBEHHOro npenapara 4as MeauLMHCKOro
NPUMeHeHUa 6epeMeHHbIMU  KEeHLWMHAMM, MKeHWMHaMM B Nepuos FpygHOro BCKAPMAMBAHWA, LEeTbMMU,
B3POC/bIMU, UMEIOLLMMU XPOHUYECKUE 3aboeBaHus;

N) pexum A03MpoBaHMA, cnocobbl BBEAEHUS WM MPUMEHEHUA, MPU HeobXoAMMOCTM Bpemsa npuema
NleKapCTBEHHOro npenapaTa 418 MeAULMHCKOro NPUMEHEHUS, MPOAO/IKUTENBHOCTb JIeYEHUs, B TOM YMC/e y LeTei
[0 1 Noc/e 04HOro roaa;

M) BO3MOMHbIE HEMKenaTesibHble peakuuu npuv  NPUMEHEHMM JIEKAPCTBEHHOrO npenapata And
MeOMNLMNHCKOTO MPUMEHEHWS;

H) CUMNTOMbI Mepeao3MpPOBKM, Mepbl MO OKa3aHMIO MOMOLLM MPU NEePeao3NPOBKE;
0) B3aMmogaeincTBme ¢ APYrMmMuM IeKapCTBEHHbIMM NpenapaTamm 1 (MaKn) NULLEBbIMU NPOAYKTaMU;
n) GbopMmbl BbIMyCKa JIeKapCTBEHHOrO Npenapara;

p) yKasaHue (npu HeobxoAMMOCTM) o0cobeHHOCTeN [AeNCTBMSA J/IEKApPCTBEHHOrO Mnpenapata  Ans
MeAMLMHCKOro NPUMEHEHUA Npu NEPBOM NpUeme UaN NPU ero OTMeHE;

) onucaHue (Npu HeobXxoANMMOCTM) AeicTBMI Bpada (dbenbawepa) v (Mam) naumeHTa Npu Nponycke npuema
OZHOI MM HECKO/IbKUX [103 IeKapCTBEHHOro npenapaTa 414 MeAMLUMHCKOro NPUMeHeHUs;

T) BO3MOXHO€E B/IMAHUE /N1€eKAPCTBEHHOro npenapata Ana MeguumnHCKOro npmmeHeHumAa Ha cnocobHocTb
YyNpaBaATb TPAHCNOPTHbIMU CPeaCTBaMU, MEXAaHU3IMaMU;

y) CPOK ToagHOCTU WU YKa3aHWe Ha 3anpetr NnpumMmeHeHUA NeKapCTBEHHOro npenapata 4aa meanmuunHCKoro
npumeHeHnA No NCTte4eHnm CpokKa rogHoCTH,

) ycnosusa xpaHeHus;

X) YKa3aHue Ha HeoBXOAMMOCTb XPaHEHMA NEKAPCTBEHHOro npenapaTta A8 MeSUUMHCKOrO NPUMEHEHUA B
MecTax, HeLOCTYNHbIX A5 AeTen;

U) VyKasaHue (NpM HeobXoAMMOCTM) cneuuanbHbIX Mep MNPefoCTOPOXKHOCTM  MPU  YHUUTOXKEHUU
HEeMcno/ib30BaHHbIX IEKAPCTBEHHbIX MPENapaToB A7 MeANLMHCKOrO NPUMEHEHUS;

4) ycnosus oTnycKa;
W) HAMMEHOBAHMSA U aapeca NPOM3BOACTBEHHDbIX N/IOLAA0K NPOU3BOAMTENA IEKAPCTBEHHOMO Npenapara;

) HaMmeHoBaHWe, aApec OpraHuM3auMu, YNOJIHOMOYEHHON  AepKaTenem WAM  BNaAebLem
PerncTpaLMoHHOro yA0CTOBEPEHMA JIEKAPCTBEHHOIO MpenapaTa 418 MeAWUMHCKOro NMPUMEHEHUs Ha NpUHATUE
npeTeH3ui oT noTpebuTens;

6) WHCTPYKUMIO MO MEAMUMHCKOMY TMNPUMEHEHMUIO WAM  KPaTKYI0 XapaKTepWUCTUKY NeKapCTBEHHOro
npenapaTa, yTBepKaeHHble B CTPaHe Npou3BoaAUTeNS;

7) NPOEKTbl MaKeToB MEepBUYHOM YMaKOBKM W BTOPWYHOM YMaKOBKM /leKAapCTBEHHOro npenapata Ans
MeAMLMHCKOro NPUMEHEHUS;

8) NPOeKT HOPMaTMBHOMN AOKYMEHTaLMWN UM HOPMATUBHOIO AOKYMEHTA Ha /IeKapCTBEHHbIN npenapar Ann
MeAMLMHCKOro NpumeHeHusa IMbo yKaszaHue cooTBeTCTByoWel GdapmaKoneiHon cTaTbu;

9) [AOKYMEHT, codepiKawuii MHPOPMaUUID O HanMuuMu uanm 06 OTCyTCTBMM aKTOB perncrpauum
NleKapCTBEHHOTO Npenapara AN8 MeAMLMHCKOro NpMMeHeHus 3a npeaenammu Poccuitickoi Gegepaunu;

10) KOMMK AOKYMEHTOB, 3aBEPEHHbIX B YCTAHOB/NIEHHOM NOPAAKE W MOATBEPKAAWMX GaKT perncrpaumm
NIeKapCTBEHHOTO NpenapaTta B MHOCTPaHHbIX roCyAapcTBaxX B KayecTse opdaHHOro NeKapCTBEHHOro Npenapara;

11) nnaH ynpasneHua puckamu AN 6MOOTMUYECKMX NIeKapCTBEHHbIX MPenapaTtos ANA MeAUUMHCKOro
NpUMeHeHus;



12) goKymeHT o cucTeme dapmMaKkoHaa30pa AeprKaTena Uamn Baage/bla PerncTpaLMoHHOro yaoCcToBepeHus
NleKapCTBEHHOro Npenapara;

13) AOKYMEHT, NOATBEPKAAOLMIA KAYeCTBO JIEKApCTBEHHOrO npenapaTa TPex MPOMbIWAEHHbIX Cepui
(npoTokon aHanusa man cepTuduKaT aHanM3a), ogHa cepua KOTOPOro A0J/IKHA COoBMNajaTb C cepuelt obpasua
JNIeKApCTBEHHOro npenapata  Aa1a MeAWMUMHCKOTO MNPUMEHEHUs, NpPeaCcTaB/AeHHOrO0 Ha  FOCYyAapCTBEHHYIO
peructpaumtio.

(4acTb 4 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumuyeckol, dapmaueBTUHECKOW M BMONOrMYECKON [OKYMEHTauMuM BKItoYaeT B ceba
OOKYMEHTbI, cofepyKawme nHoopmaumio o dpapmaLeBTUYECKOM CyOCTaHUMM M IeKapCTBEHHOM npenapate Ans
MeANUMNHCKOro NPUMEHEHUS, NPOLLECCE ero NPOM3BOACTBA M METOLAX KOHTPO/IA KAYecTBa, B TOM YMCAE:

1) Konuio AOKYMeHTa, coAep’Kallero cieaytollyto MHbopmaumio o dbapmalesTMYeckon cybcTaHuumn nam
dbapmaLeBTMYECKMX CyBCTaHLMAX, BXOSALLMX B COCTaB IEKAPCTBEHHOMO Npenapara, 3a UCKAYeHeM MHbOopMaLLMK
0 ¢dapmaLeBTMYECKMX CYBCTaHUMAX, BK/KOYEHHbIX B TFOCYAAPCTBEHHbIN pPeecTp /eKapCTBEHHbIX CPeACTB B
COOTBETCTBMM CO cTaTbel 34 HacToawero ®esepanbHOro 3aKoHa:

(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 462-03)

a) HaumeHoBaHMe dpapmaLEeBTUYECKON cybCTaHLMK, ee CTPYKTYpa, obLume CBOMCTBA;
6) HaMmeHoBaHMe N aapec NPON3BOAMNTENS;

B) TEXHOMOrMA NPOM3BOACTBA C ONMCaHMEM CTaaui NPOU3BOACTBA M METOA0B KOHTPO/A Ha BCex CTaguax
Npou3BOACTBA;

r) onncaHmne paspaboTKuM npouecca NPon3BOACTBa;

[1) onucaHue KOHTPOA KPUTUYECKMX CTaAaunit NPOM3BOACTBA M MPOMEXKYTOYHOMN NPOAYKLUW;
€) AOKYMeHTalbHoe NoATBePKAeHMe (Bannaauma) npoLeccos 1 (Mn) UX OLLEHKa;

) CBOWCTBA U CTPYKTYpa AENCTBYIOLLMX BELLECTB;

3) XapaKTepucTnKa npumeceit;

n) cneundukauma Ha papmaLeBTUYECKYIo cybCcTaHUMIO U ee 06OCHOBaHUE;

K) aHanUTMYEeCKMe METOAMUKM, UCNO/b3yeMble MPU OCYLLECTBAEHUM KOHTPONA KayecTBa ¢papmMaL,eBTUYeCKom
cybcTaHumu;

N)  AOKYMEHTa/NbHOE TNOATBEPKAEeHWe (Banngauma) aHaiuTUYECKMX METOAMK, WCNOob3yemblX npwu
OCYLLECTB/IEHUM KOHTPO/IA KavecTsa papmaLeBTMYeCcKoi cybcTaHumm;

M) pe3sy/ibTaTbl aHaM3a cepuii papmaLeBTUYecKol cybcTaHumy;

H) nepeyeHb cTaHAApPTHbIX 06pPa3s’LOB MM BELLeCTB, WCMOb3YEMbIX MPM OCYLIECTBNEHUN KOHTPONA
KayecTsa;

0) oMMcaHMe XapaKTePUCTUK 1 CBOMCTB YNAaKOBOYHbIX MaTeEPUANOB M YKYNOPOUHbIX CPEACTS;
n) AaHHble 0 cTabuabHOCTU hapMaLLeBTUYECKOM CybCTaHLmMK;
p) CPOK rofHOCTH;

1.1) B oTHOWeHMN dapMaLLeBTMYECKMX CYBCTaHLMI, BXOOAWMX B COCTaB /IEKapCTBEHHOro npenaparta M
BKJ/IIOYEHHbIX B FOCYZAapCTBEHHbIA PeecTp JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTbel 34 HacTosLLero
denepanbHOro 3aKoHa, - KONWA AOKYMEHTa, CoAeprKalLero caeayroLyo MHGopmaLumio:

a) HaMmeHoBaHMe papMaLLEBTMYECKOM CyOCTaHLMK, ee CTPYKTYpa, obme CBOWCTBA;

6) HaMmeHoOBaHMe 1 aapec NPOU3BOANTENS;
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B) pe3y/abTaTbl aHanM3a cepuit dapmaleBTUYeCcKon cybcTaHLmu;

r) CPOK rogAHOCTY;
(n. 1.1 BBeseH PepepanbHbiM 3aKOHOM OT 27.12.2019 N 462-d3)

2) OOKYMEHT, coaeprKaluii creaylolmMe CBeAEeHWA O JIeKapCTBEHHOM Mnpenapate AnA MegULMHCKOro
NpUMeHeHun:

a) OonncaHmne n CoCtaB 1eKapPCTBEHHOIO NpenapaTa ANnAa MeaAnUnHCKOro npuMeHeHusa;

6) onucaHue dapmauesBTUYecKol paspaboTku (obocHoBaHWe BbiGOpa COCTaBa, MEPBMYHOM YMAKOBKU M
WHOTO0);

B) TEXHOMOrMA NPOM3BOACTBA C ONMCaHWEM CTagaui NPOU3BOACTBA M METOA0B KOHTPO/AA Ha BCex CTagusax
Npou3BOACTBA;

r) onncaHMe KOHTPOAA KPUTUUYECKMX CTagMIM NpoLLecca Npon3BOACTBA M NPOMENKYTOUHON NPOAYKLMK;

) HaumeHoBaHMe W agpec MecTa OCYLWEeCTBJEHMA MNPOM3BOACTBA JIEKAPCTBEHHOro npenapaTta Ana
MeAMLMHCKOro NMPMMEHEHMA (B Cllyyae Ha/MuMA HECKOMbKMX YY4aCcTHMKOB MpoLecca Npou3BoACcTBa HEO6XoAMMO
yKasaTb KaXK4oro U3 Hux);

e) bapmaLeBTMYECKaA COBMECTMMOCTb;

) MUKPOBMONOTMYECKNE XapaKTEPUCTUKMY;

3) MmaTepuanbHblii 6anaHc gna NPOM3BOACTBa CEPUM FOTOBOrO NPOAYKTa;

1) onucaHme XxapaKTEPUCTUK M CBOMCTB YNaKOBOYHbIX MaTEPMasoB M YKYNOPOYHbIX CPEACTB;

K) AOKYMeHTanbHOe NoaTBepKAeHMe (Bannaaums) NpoL,eccos NPOn3BOACTBA U (MAKM) UX OLLEHKa;

N) TpeboBaHMA K KayecTBy BCMOMOraTe/bHbIX BelecTs (cepTudumkat, cneundmkayma Ha BCnomoraTesibHble
BeLLecTBa U UX 060CHOBaHME);

M) adaHaIUTU4eCkne MeToamkun, ncnosibdyemoblie npu ocywecTBieHNM KOHTPONA KayeCTBa BCNOMOraTe/ibHbIX
BELWEeCTB;

H) AOKYMeHTa/NbHOe MoATBep)KAeHWe (Bannpauma) aHaNUTUYECKUX MEeTOAMK, WCMONb3yeEMbIX MNpu
OCYLLECTB/IEHUM KOHTPOIA KAYecTBa BCMOMOraTe IbHbIX BELLECTB;

0) uHbopmauma 06 WCNO/Nb30BaHUM BCMOMOTaTe/bHbIX BELLECTB YENOBEYECKOrO W KUBOTHOTO
NPOUCXOXKAEHMSA;

I'I) MHd)OpMaLI,MFI 06 MCN0Nb30BaHUKN HOBbIX BCMOMOTraTeNbHbIX BelwecTs,

p) TpeboBaHMA K KayecTBy NeKapCTBEHHOro npenapata ANf MeAMLMHCKOro NpumeHeHusa (cepTUduKart,
cneumduKauma Ha NeKapcTBEHHbIN NpenapaT u ux 0bocHoBaHMe);

C) dHa/IMTU4eCKkne MeToaunKKU, UCnonb3yemble NpPU OCyleCTB/IEHUN KOHTPONA Ka4vecCTBa /JIEKAPCTBEHHOTO
npenaparta Ana meamunHCKoro npuMmeHeHusA;

T) [AOKyMeHTanbHOe noATBepXAeHue (Bannpauma) aHaNUTUYECKUMX METOAMK, MWCMNOJib3yembiX Mpu
OCYLLLECTB/IEHNM KOHTPOJIA KauecTsa IeKapCTBEHHOro npenapara 419 MeANLMHCKOro NPUMEHEHUS;

y) pe3ynbTaTbl aHa/IM30B CEPUI NeKapCTBEHHOTO npenapaTa 4na MeAnULMHCKOro NpUMeHeHMs;
) xapaKTepucTnKa npumecei;

X) nepedyeHb CTaHAAPTHbIX 06pPa3LOB, MCMNO/Ab3yeMblX MNPU OCYLLECTB/IEHUM KOHTPOAA KayecTea
NeKapCTBEHHOTO NpenapaTa 4158 MeAMLUMHCKOTO NPUMEHEHUS;

L) AaHHble 0 CTabMAbHOCTU IeKaPCTBEHHOIO Npenapara 411 MeANLMHCKOro NpUMeHeHMs.
yacTb 5 B pea. PeaepanbHOro 3akoHa ot 22.12. -
( 5 ) 22.12.2014 N 429-®3)
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6. Pasgen ©¢apmMaKoNOrMYecKoM, TOKCUMKOJIOTMYECKOM [AOKYMEeHTauun BK/IOYaeT B cebs oTyeTbl O
pe3ynbTaTax AOKJAMHUYECKMX UCCNEAO0BaHUI NEeKapCTBEHHOIO CPeacTBa A1 MeAULMHCKOTO NPUMEHEHUA, B TOM
yucne:

1) oTyeT 0 papmaKogMHAMUYECKMX UCCNEL0BAHMAX;
2) oTyeT 0 GapMaKOKNMHETUYECKUX UCCIeA0BaAHUAX;

3) OTYET O TOKCMKO/IOTUYECKUX UCCAeL0BAHUAX.
(4acTb 6 B peg,. PepepanbHoro 3akoHa or 22.12.2014 N 429-93)

7. Pasgen KAMHWYECKON [AOKYMeHTauMW BKAoYaeT B ceba oOT4eTbl O pe3ynbTaTax KAMHUYECKMUX
nccnefoBaHUIM NekapcTBEHHOro NpenapaTa AN8 MegULUMHCKOTrO NPUMEHEHUS, B TOM Ynche:

1) oTyeTbl 06 MccnenoBaHMAX BMOAOCTYNHOCTU U BMOIKBUBANEHTHOCTM, UCCAEA0BAHMAX, YCTAHABIUBAIOLLMX
Koppenaumo pesyibTaToB, NONYYEHHbIX B YCIOBUAX in Vitro v in vivo;

2) oTyeTbl 0 GapMaKOKNMHETUYECKUX NCCNEA0BAHUSAX;
3) oTyeTbl 0 papMaKOAMHAMUYECKUX UCCNEA0BAHUSAX;
4) oTYeTbI O KIMHNYECKUX NccenoBaHUAX 3 dEKTUBHOCTM M Be30MacHoCTY;

5) oT4eT 0 NOCTPErncTPaLMOHHOM ONbITe MPUMEHEHUA (NPU HANUYMK).
(4acTb 7 BBeaeHa PegepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

8. TpeboBaHUA K 0b6beMy WHbOpMaLMK, MPeLOCTaBNAEMON B COCTaBE PErvcTpaLMOHHOro Aocbe, ANA
OTAENbHbIX BUAOB JIEKAPCTBEHHbIX MPenapatoB AAA  MEeAMUMHCKOro MNPUMEHEHWA  YCTaHaBAWBAlOTCA
YNO/IHOMOY€EHHbIM denepanbHbIM OPraHOM UCMONHUTENIbHOM BNACTW.

(4acTb 8 BBegeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

9. B OTHOWEHWM NeKapCTBEHHbIX MNPenapaToB, paspelleHHbIX A8 MEeAUUMHCKOro MNPUMEHEHUA B
Poccuitckoit Pepepaumm 6onee aBaaLaTV NET U B OTHOLWEHMM KOTOPbIX HEBO3MOXHO NpoBeAeHMe UccneoBaHuUiM
X OWO3KBMBANIEHTHOCTU (33 UCKIOYEHMEM OWMONOTMYECKMX JIeKapCTBEHHbIX MpenapaTos), JAOMycKaeTcs
BKIOYEHME B COCTaB pa3aena ¢bapMaKoI0rMyecKon, TOKCMKONOrMYECKOW OKYMEHTaUUN U pa3gena KAMHUYEeCKOM
OOKYMEHTaLUMM BMeCTO oT4yeTa paspaboTymka O pesynbTaTax COOCTBEHHbIX AOKAMHUYECKUX WCCAeAO0BaHWUM
NIEKAPCTBEHHbIX CPeACTB W KAMHWYECKUX WCCNeAO0BaHWI JIEKAPCTBEHHbLIX MNPEenapaToB A8 MeAULMHCKOro
npMmeHeHuna o63opa Hay4HbIX PaboT O pesynbTaTax LOKAMHUYECKUX UCCNEeLO0BaHWUI NIeKapCTBEHHbIX CPEACTB U
KAMHWUYECKUX WUCCNef0BaHUMA  [aHHbIX JIEKAapCTBEHHbIX MpenapaTtoB, B TOM 4YMUC/Ae BKAKYaA ONbIT WX
NOCTPErucTPaLUOHHOIO MPUMEHEHUA.

(4acTb 9 BBeaeHa denepasibHbiM 3aKOHOM 0T 22.12.2014 N 429-d3; B pea. PenepanbHoro 3akoHa ot 27.12.2019 N
475-93)

10. Mpu rocyfsapCTBEHHOW perucTpauMuM  BOCNPOM3BEAEHHbIX JIeKApPCTBEHHbIX MpenapaTtoB  ANf
MeAMUMHCKOrO  NPUMMEHEHMsA  OOMYCKAaeTCca  BKAKOYEeHMe B COCTaB  pasgena  GapmaKoNorMyeckow,
TOKCUKO/IOTMYECKOW AO0KYMEHTALUUW U pa3gena KAMHUYECKOW AOKYMeHTauuu BMecTo oTdyeTa paspaboTyumka o
pe3ynbTaTax COBCTBEHHbIX [AOKAMHUYECKUX UCCNENOBaHUIN NEKapCTBEHHbIX CPeacTB 0630pa HayyHbIXx paboT o
pesynbTaTax LOKAMHUYECKUX UCCe0BaHUI pedepeHTHOro NeKapCTBEHHOTO NpenapaTta U NpeacTaBieHne BMecTo
KJIMHUYECKUX NCCNeJOBaHUI B NOJHOM 06beMe, YCTaHOBNIEHHOM Pa3fAe/ioM KJAMHUYECKON OOKYMEHTALMK, OTYEeTa
0 pesynbTaTax WcCienoBaHUn BGMO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOIO /NEKApCTBEHHOro npenapaTta Ans
MeaMUMHCKOro npumeHeHus. He TpebyeTcA npeacTaBneHWe oT4eTa O pesyabTaTax  MCCAeAO0BaHUM
6MO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOMO JIEKapCTBEHHOrO MNpenapaTta 414 MeAUUMHCKOTO NPUMEHEHUA, ecnu
PerncTpupyoTcs BOCNPOM3BeAeHHbIe NeKapCTBEHHbIE NpenapaTbl 418 MeAULMHCKOro NPMMEHEHUs, KoTopble:

1) npepHasHayeHbl ANA  NaPeHTepPanbHoro  (MOAKOMKHOro, BHYTPUMMbBIWEYHOTO, BHYTPWBEHHOrO,
BHYTPWINA3HOIO, BHYTPMUMO/IOCTHOrO, BHYTPMCYCTaBHOIo, BHYTPUKOPOHAPHOro) BBEAEHMA M NPeacTaBaaoT coboit
BOAHbIE PACTBOPbI;

2) npeAacTaBAsatoT coboi pPacTBOPbI 414 NepopanbHOro NPUMEHEHUS;

3) nponsBeaeHbl B Gopme MOPOLIKOB UAM MOPUAN3ATOB AN NPUFOTOBNEHUA PACTBOPOB;
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4) ABnAOTCA razamu;

5) ABAAIOTCA YIWWHbIMM UM FNa3HbIMM NEKAPCTBEHHbIMM Npenapatamu, NPoM3BeAeHHbIMK B popMe BOAHbIX
pacTBoOpOB;

6) NnpegHa3HayeHbl 4N MECTHOTO MPUMEHEHMA U NPUTrOTOB/IEHbI B GOpMeE BOAHbIX PacTBOPOB;

7) npeacTaBaAlT coboii BOAHble PAcTBOPbl ANA WMCNO/b30BaHUA B GOpPME WHMANALMI C NOMOLLbIO
Hebynalizepa UK B KAYECTBE Ha3a/bHbIX CNPeeB, MPUMEHSAEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(4acTtb 10 BBeaeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

11. AnAa cnyyaes, yKasaHHbIX B NyHKTax 1 - 3, 5 - 7 yactu 10 HacToswel cTaTbM, BOCNPOU3BEAEHHbIN
NIEeKapCTBEHHbIM NpenapaTt ANA MEeAMUMHCKOrO MPUMEHEHUA AO/KEH CoAepyKaTb TaKUe Ke BCromoraTesibHble
BEWECTBA B TaKMX Ke KO/MMYecTBax, KaK W pedepeHTHbll JIeKapCTBEHHbIM npenapaTt. Ecam cocTasbl
BCMOMOraTe/ibHbIX BELeCTB Pa3/iMyaloTCA, 3aaBUTENIb OO/MKEH MpeAcTaBuTb [AOKas3aTeNbCTBa TOro, 4TO
MCMONb3yeMble B AaHHbIX KOHLLEHTPaLMAX BCMOMOraTe/ibHble BELLeCTBa He BAMAIOT Ha 6e3onacHocTb M (Maun)
3¢ PeKTUBHOCTb /IEKAPCTBEHHOrO MNpenapaTa 418 MeAWUMHCKOro NpumeHeHuA. B ciydyae, ecnn 3aaButens He
MOXXET NPeACTaBUTb TaKMe A0Ka3aTesIbcTBa U (MM) HEe MMEeT JOCTyNa K COOTBETCTBYIOLLMM AAHHbBIM, OH AOJXKeEH
NPoBECTU COOTBETCTBYIOLIME UCCNE0BaHUA ANA A0KAa3aTeNbCTBa OTCYTCTBMA BAMAHUA Pa3HbIX BCMOMOraTe/bHbIX
BELLECTB UM BCMOMOTaTe/IbHbIX YCTPOMCTB Ha 6e3onacHoCTb U (Man) 3ddeKTUBHOCTb IeKapCTBEHHOMO NpenapaTa
ANA  MEeAWUMHCKOrO MNPUMEHEHMA B COOTBETCTBMM C aKTamMu, COCTaBAAWWMMMKM npaBo EBpaswuiickoro
9KOHOMMYECKOro COoo3a.

(4actb 11 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. PesepanbHoro 3akoHa ot 22.12.2020
N 444-03)

12. MNpu rocyaapCTBEHHOW PeruvcTpaumMmM KOMOMHAUWMA paHee 3apermcTPUpPOBaHHbLIX JIEKAPCTBEHHbIX
npenapaToB A1 MeAULMHCKOrO NMPUMEHEHMA AOMYCKAaeTCA BKAOYEHWEe B COCTaB pa3gena papMaKosormiyeckou,
TOKCMKOJIOTMYECKOW [AOKYMEHTaLUMWU U pasfena KAWMHUYECKOM AOKYMEHTauuM BMEecTo oTyeTa pas3paboTtumKa o
pe3ynbTaTax COBCTBEHHbIX AOKIMHUYECKUX UCCNeAOBaHWI NleKapCTBEHHbIX cpeAcTB 063opa HayyHbix paboTt o
pe3ynbTaTax OOKAMHUYECKUX UCCNefoBaHUMA pedepeHTHbIX NeKapCTBEHHbIX MpenapaToB, BXOAALLMX B COCTaB
KOMBMHALMM NeKapCTBEHHbIX NpenapaTos, M 06 OTCYTCTBMM UX B3aUMOLENCTBUA B OLHOM IeKapCTBEHHON dopme.
(4acTb 12 BBepeHa PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

13. Ha aKkcnepTnsy passiMyHbIX IeKAPCTBEHHbIX GOPM OAHOrO M TOrO Ke SIeKapCTBEHHOro npenaparta gna
MEOMLUNHCKOTO MPUMEHEHUA 3aABUTENb MPEeACTaBAAET OTAEe/IbHble 3aAB/IEHUA U PErucTpauvoHHbIe A0Cbe Ha
KaXKayto nexkapcTeeHHyto ¢opmy. Mpu ycnosBun oLHOBPEMEHHON MOAAYM HA IKCMEPTU3Yy OAHOW NeKapCTBEHHOW
dopMbl C pPasnUYHbIMU [03MPOBKOM, KOHUEHTpauuel, o6bemom 3asBUTENb MNPeACTaB/AseT OAHO 3aABJEHUE U
pPEerncTpaumMoHHOe A0Cbe C NPUIOKEHMEM MAKETOB YNAKOBOK HA KaXKAyrt A03MPOBKY, KarKAyl0 KOHUEHTpaLumio,
KaXKabli 06beM U KaxK[0e KONNYecTBO 03 B YyNaKoBKe.

(4acTb 13 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpw rocyAapcTBEHHOM perncTpaumm opdaHHOro NeKapCcTBEHHOrO NpenapaTta 3asBuUTeNb NpeacTasaseT
nHpopmaumio, Heobxoaumyro ana GopMMpPOBaHUA pasgena  KAMHUYECKOW [JOKyMeHTaumu, B obbeme,
YCTaHOB/NIEHHOM YMNOJIHOMOYEHHbIM desiepaibHbIM OPraHOM UCMONHUTENIbHOM BAACTM.

(4acTb 14 BBepeHa PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

15. Mpu peructpaumm 6UOIOrMUYECKOro JIEKAPCTBEHHOIO Npenaparta, NoJy4eHHOro M3 KPOBU, Maa3mMbl KPOBM
YyeNoBEKa, B COCTaBe PErmcTpauMOHHOrO A0Cbe Ha JIeKapCTBEHHbIM Npenapat A48 MeAULMHCKOro NpUMeHeHMs
AO/MKHbI BbITb NPeACTaBAEHbl 4ONONHNUTE/IbHO:

1) B pasgene AOKYMEHTaUMM agMUHUCTPATUBHOIO XapaKTepa [AOKYMEHT, cofepKalimii nHdopmaumio o
cybbeKTax obpalieHusa AOHOPCKOW KPoBM U (MM) ee KOMNOHEHTOB, O TOM, rae bblia ocywecTBneHa AoHaLMs
(KpoBM M (MM) NAasmbl KPOBM), a TaKXKe JAaHHble 00 WHPEKUMOHHbIX 3abosneBaHUAX, NepeaatoLmxcs
napeHTepasibHbIM nyTem, MHPopmaLma o cybbekTax obpalleHua AOHOPCKON KPOBU M (MIM) ee KOMMNOHEHTOB, B
OTHOLLIEHNWN KOTOPbIX OCYLLECTBAACTCA KOHTPO/Ib IOHOPCKOMN KPOBU U (UIN) ee KOMMNOHEHTOB;

2) B pa3gene xumudeckon, papmaLeBTUYECcKoi 1 B1oNorMYeckon JoKyMeHTaumu:

a) KpuTepuum U crnocobbl OTOOpa, TPAHCMOPTUPOBAHWUS W XPaAHEHWUA [LOHOPCKOM KpoBU U (Man) ee
KOMMOHEHTOB;
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6) pe3ynbTaTbl UCCNeA0BaHUN OTOBPaHHbIX AOHOPCKOW KPOBU M (MAK) Naa3mMbl KPOBM U MYNOB HA HaaMune
BO3byauTenei nHdeKunin, BKAOYaas MHPopmaumio 06 MCNONb30BaHHbIX METOAMKAX WCCNefoBaHUM U B Ciyyae
nuccnengoBaHMA  My/JOB  MNas3mbl  KPOBWM  pe3ynbTaTbl  AOKYMEHTA/IbHOTO  MOATBEPXKAEHMA  (Banvaauumu)
MCMNOJIb30BaHHbIX METOAMK;

B) TEXHMYECKNE XapPaKTEPUCTUKN YNAKOBKU 418 0T6Opa AOHOPCKOM KPOBM M (M) NAasmbl KPOBM, BK/OYas
nHdopmaLmio 06 UCNONb30BAHHbIX PACTBOPAX aHTUKOATYSHTOB.
(4acTb 15 BBegeHa PeaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

16. KnnHunyeckne nccnegoBaHUA IeKapCTBEHHOMO NpenapaTta 419 MeANLMHCKOTo NPUMEHEHMA B LLeNAX ero
rocyaapCTBEHHON pernctpaumm nposoaAatcs B Poccuinckon ®epepaumm B nopsake, yCTaHOBAEHHOM CcTaTbamM 38 -
44 HacTosAwero ®enepanbHOro 3akoHa. OTYET O MPOBEAEHHbIX MCCAEAOBAHMAX BKKOYAETCA B COCTAB pasjesna
KAMHUYECKON [AOKYMEHTAUMW PEerncTpaumMoHHOro AOCbe Ha JIeKApCTBEHHbIM Npenapat Aaa MeAUUMHCKOro
npumeHeHua. [na nekapcTBEHHbIX MpPenapaTtoB ANA MeAUUMHCKOro NPUMEHEHWA, B OTHOLIEHWW KOTOPbIX B
pe3ynbTaTe 3KCMepTMU3bl [OKYMEHTOB, NpeACTaB/EHHbIX [ANA OnpefeneHns BO3MOXKHOCTM pPaccmMaTpuBaTtb
NIeKapCTBEHHbIM npenapaT Ana MeaULMHCKOro NPUMEHEHMA B KavyecTBe opdaHHOro NeKapcTBEHHOro npenapaTa,
TaKaA BO3MOXKHOCTb MPM3HAHA U B OTHOLUEHWUWN KOTOPbIX MPOBEAEHbI KANMHUYECKME UCCNEL0BAHMA, BbINOIHEHHbIE
3a npegenamun Poccuitickoit Pepepalmm B COOTBETCTBMM C MPaBUIaMM Hagnexallel n1abopaTopHOM NPaKTUKK U
npaBuIaMn HaZfiexKalled KAMHUYECKOM NPaKTUKW, AONYCKAaeTCA BK/AKOYEHME B COCTaB pasfena KAMHWYECKoM
JOKYMEHTALMM BMECTO OT4eTa O pe3ynbTaTaX KJAMHUYECKMX WCCNef0BaHWI JIeKAapCTBEHHOro npenapata AnAa
MeZNUMHCKOro NpUMeHeHuA, npoBefeHHbix B Poccuiickon depepaumun, oTyeta O pesynbTaTax KAMHUYECKUX
nccnenoBaHUM, BbINOAHEHHbIX 33 Npeaenamn Poccuninickon deaepaunu.

(4acTb 16 BBegeHa PeaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

17. B cnyy4ae HenpeactaB/eHMA C 3afAB/IEHMEM O TFOCYAAPCTBEHHOW pPerucTpauum JIeKapCTBEHHOIO
npenaparta Ana MeANUMHCKOro NPUMEHEHNS AOKYMEHTOB, NOATBEPKAAIOLWMX YNAATYy rocy4apCTBEHHON MOWAUHbI
M YKasaHHbIX B MNyHKTe 10 yacTM 2 HacToAlWeM CcTaTbM, a TaKXKe BblgaBaembiX (MpeaocTaBnAembix)
YNOJIHOMOYEHHbIMU deaepanbHbIMU OpraHaMy UCMNOJIHUTENIbHOM BNAaCTU AOKYMEHTOB (CBeAeHWin), yKa3aHHbIX B
NyHKTax 3 M 4 vactu 4 HacToAwel cTaTb, YNOSIHOMOYEHHbIN deaepasnbHbid OpraH MCMNONHUTENbHON BAACTM
3anpalWuBaeT YKasaHHble [OO0KYMEHTbl (cBeAeHuAa) B MNOpAAKE MEKBEAOMCTBEHHOrO MHGOPMALMOHHOIO
B3aUMOAENCTBUA.

(4acTb 17 B pea. ®eanepanbHOro 3akoHa ot 27.12.2019 N 478-03)

18. He ponycKaeTcs UCNo/b30BaHWE B KOMMEPYECKUX LLeNsX MHGOPMALMKM O pe3y/ibTaTax AOKJAUHUYECKUX
nccnenoBaHUA  NEKAPCTBEHHbBIX CPeACTB U KAWMHUYECKUX WCCNefoBaHUIA  NIeKapCTBEHHbIX MpenapaTtoB AnA
MeANUMHCKOro NPUMEHEeHUs, NPeaCcTaBleHHOM 3aaBUTeNeM A5 TOCYAaPCTBEHHON PEerMcTpauum eKapcTBEHHOro
npenapata, 6e3 ero cornacuMa B TeyeHue LECTU NeT C AaTbl FrOCYAapCTBEHHOW peructpauun pedepeHTHOro
NlekapcTBEeHHOro npenapaTta B Poccuiickon Pepepaumu.

(4acTb 18 BBepeHa PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

19. [OepkaTtenb wAuM BAageneLl, PerncTpaluMoHHOrO YAOCTOBEPEHUA JIEKAapCTBEHHOrO npenapaTa Ha
6MOTEXHONOTNYECKMI UM OpdaHHbIA NeKapCTBEHHbIN NpenapaT 06A3aH NpefoCcTaBAATb HAa BO3ME3AHOM OCHOBe
06pasupl pedpepeHTHOro NeKapCcTBEHHOroO NpenapaTta 3asaBUTENAM ANA NPOBEAEHUA KAMHUYECKUX UCCAeL0BaHNN.
CroumocTb 06pa3ua pedepeHTHOro /NIeKapCTBEHHOrO NpenapaTta, BK/AKOYEHHOr0 B MNepeyeHb U3HEHHO
HEeO6XOAMMbBIX U BaXKHEMLWMX NEKapCTBEHHbIX MpPenapaToB, He AOJ/KHA NPEBbIWATb 3aPEerucTpUpoBaHHYHO
npesenbHy OTNYCKHYH LeHY Ha pedepeHTHbIN IeKapCTBEHHbIN NpenapaT Uan LLeHy Ha IeKapCTBEHHbIM NpenapaT
B CTpaHe Npou3BoauTens.

(4acTb 19 BBepeHa PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

20. 3anAB/reHMEe O rOCyAapCTBEHHOMN perncTpauumu BOCMPOU3BEAEHHOIO NEKAapCTBEHHOrO npenapata Ans
MeAMUNHCKOTO NMPUMEHEHMA MOXKeT ObiTb NoAaHO B YNOJHOMOYEHHbIN deaepanbHblii opraH UCNOAHUTENbHOM
BJ1aCTU, OCYLLLECTBAAOLWMNIA FOCYAaPCTBEHHYIO PErMCTPALMIO NEKAPCTBEHHbIX MPEnapaTos, N0 UCTEYEHUN YeTbipex
NIeT ¢ gaTbl rocyfapcTBEHHOM perncTpaunm pedepeHTHOro NekapcTBeHHOro npenapara B Poccuiickoli depepauuu.
(4acTb 20 BBepeHa PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

21. 3asBneHMe O TOCY[APCTBEHHON perucTpauum 6uoaHanorosoro (6nonogo6HOro) NekapCTBEHHOro
npenapata (buoaHanora) moxeT 6biTb NOAAHO B YNONHOMOUYEHHbIV deaepasibHbli OpraH UCNONHUTEIbHOM BNaCTH,
OCYLLECTBAIOLWMI rOCYAaPCTBEHHYIO PErmcTpaLmio eKapCcTBEHHbIX MPEnapaTos, N0 UCTEYEHMM Tpex JieT ¢ AaTbl
rocyaapcTBeHHOM peructpaumnm pedepeHTHOro IeKapcTBEHHOro npenapara B Poccuitckon ®eaepaumu.

(4acTb 21 BBepeHa PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)
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22. [epsaTenb WAM  Bnagenel, PerucTpaumMoHHOro YAOCTOBEPEHUA JfleKapCTBEHHOro npenapaTa
npeacTaBAAeT B YNOAHOMOYEHHbIN deaepanbHblil OpraH UCNONHUTENbHOW BNACTU, OCYLWECTBAAIOLWMI GYHKLMM NO
KOHTPO/IIO M Hag3opy B cdepe 34paBOOXPAHEHUA, OTYET NO pesynbTaTam GapMaKkoHaA30pa OAMH pa3 B WeCTb
MecALEeB B TeYeHWe ABYX NeT Noc/ie rocyfapcTBEHHON perucTpaumm NeKapcTBeHHOro npenapaTta B Poccuitckol
depepaumm, exxerogHo B TeYeHue nocneayowmx Tpex et U B aNbHenwem o4MH pas B NATb NeT.

(4acTb 22 BBEeaeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 19. MpuHATME peleHUA O Bblgauye 3KCNEePTHOMY YYPEXAEHUIO 33afaHMA Ha npoBeAeHue
3KCNepTU3bl NeKapPCTBEHHOrO CPeacTBa
(B pea. depepanbHOro 3akoHa oT 22.12.2014 N 429-93)

1. B TeyeHne pecATM paboumx AHEN CO AHA MNPUHATUA 3aABAEHMA O TOCYAAPCTBEHHOM perncrpauuu
JIeKapCTBEHHOro npenapaTta COOTBETCTBYIOLWMI YNOJHOMOYEHHbIV defepanbHbIil OpraH UCNONHUTENBHON BAACTU
NPOBOAUT MPOBEPKY MNOJHOTLI, AOCTOBEPHOCTM W MPaBUIbHOCTM OGOPMIEHUA NPeACTaBAEHHbIX AOKYMEHTOB
perucTpaLMoHHOrO [0Cbe Ha JIeKapCTBEHHbIM MNpenapaTt M NpPUHUMMAET pelleHMe O Bblgaye 3afaHuA Ha
nposefeHue:

1) 9KCNepTn3bl AOKYMEHTOB, nMNMpeactaB/ieHHbIX AnAa onpeaeneHnA BO3MOXXHOCTM  pPaCCMaTpuBaTb
HEKapCTBeHHbIVI npenapar ana meamynHCKoOro npumeHeHunAa npn ocywecrsBneHnm FOCVﬂ,apCTBeHHOVI perncTtpaummn
B Ka4yecTBe Opd)aHHOFO NEKapPCTBEHHOIO npenapara;

2) 3KCNepTU3bl NEKAPCTBEHHOrNo CpeactBa B 4aCTh 3KCNEPTU3bl KayecCTBa /1IEKAPCTBEHHOro cpeactsa u
9KCNepTU3bl OTHOLWEHNA 0XXMAaeMon Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHNA NEKAPCTBEHHOIO NpenapaTta anAa
MeaANUNHCKOro NnpumeHeHunaA,;

3) 3KCNepTU3bl NEKAPCTBEHHOrNo CpeacrtBa B 4aCTh 3KCNEPTU3bl KayeCTBa J1IEKAPCTBEHHOIO cpeacrtea U
9KCNepTU3bl OTHOLWEHNA oXKngaemomn nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHNA NEKAPCTBEHHOIO NpenapaTta gnAa
MeaANUUNHCKOro npumeHeHMA B NopAagKe YCKOpeHHOVI npoueaypbl aKCNepTU3bl J/1eKapCTBEHHbIX Cpeacts B
COOTBETCTBMM CO CTAaTbeN 26 HACTOALLErO CDe,a,epaanoro 3aKOHa;

4) 3KCNepPTU3bl NEKAPCTBEHHOIO CpeacTtBa B OTHOWEHUN NEeKapCTBEHHOIO npenapaTta 4714 BETEPUHAPHOTO
npuMmeHeHuA.

2. YNONHOMOYEHHbIN peaepanbHblii OpraH UCNOAHUTENbHOW BNACTU YBEAOMAAET B 3/1EKTPOHHOM dopme
WM Ha ByMaxKHOM HOCUTE/Ie 3asiIBUTENA U SKCMEPTHOE YUYPEKAEHME O NPUHATOM PeELIEHUN O Bblaaye 3a4aHui Ha
npoBeAeHWe 3KCNepTM3, NPeayCMOTPEHHbIX YacTblo 1 HacToAlel cTaTbu, U B Cy4ae HeobXoAMMOCTU O Bblaaye
pa3speweHnna Ha BBO3 B Poccuitickyto Pepepalmio KOHKPETHOM NAapTUKM, CepuM 3aperMcTpuMpoBaHHbIX U (KMaum)
He3aperMcTpMpoBaHHbIX IEKAPCTBEHHbIX CPEACTB UM 06 OTKase B NPOBEAEHMMU NPEeLYyCMOTPEHHbIX SKCNEPTU3 C
yKasaHMeMm MPUYMH TAaKOro OTKa3a.

3. B cayyae BbiABAEHMA OTCYTCTBUA WAM  HELOCTOBEPHOCTM MHPOpMauMKM, CoAeprKalleinca B
MPeACTaB/ieHHbIX 3aABUTENEM AOKYMEHTaX, YNONHOMOYEHHbIM deaepasnbHblii opraH WUCMOJHUTEIbHON BAacTu
Hanpas/feT 3aABUTEN0 3anpoc 06 YTOYHeHWM 3Toi uHbopmauuu (ganee - 3anpoc YNOAHOMOYEHHOro
denepanbHOro opraHa WCMOAHWUTENbHOM BNAcTU), KOTOPbIA MOXKeT 6biTb nepeaaH YNoJHOMOYEHHOMY
NpeacTaBUTENIO 3aABMTENA JIMYHO NOA, PACcMMCKy, HanpasieH MO Mo4yTe 3aKasHbiIM MUCbMOM MAWM NepejaH B
3N1eKTPOHHOM dopme No TeNEeKOMMYHMKALMOHHbIM KaHanam CBA3W. B caydae HanpasieHua 3anpoca
YyNO/IHOMOYEHHOro desepanbHOro opraHa MCNOAHUTENbHOW BAACTM MO NOYTE 3aKasHbIM MUCbMOM OH CYMTaEeTCA
MOJIYYEHHbIM MO UCTEYEHUN LIECTM AHEN C AaTbl HAMNPaB/AEHMWA 3aKa3HOTro MMCbMa.

4. 3assutenb 06s3aH NpeACTaBUTb OTBET Ha 3anpoc  YMNo/JHOMOYEHHOro ¢enepasbHOro OpraHa
MCNONHUTENBHOW BNACTM B CPOK, HE NpeBblwalowmii 4essaHocTa pabounx aHel co AHA ero noaydeHus. Cpok,
YyKasaHHbIM B YacT 1 HacToswel CcTaTbM, MPUOCTAaHABAMBAETCA CO AHA Hanpas/JeHWA 3aABWTE/Nl0 3anpoca
YNO/IHOMOYEHHOro ¢efiepasbHOro OpraHa MCMOAHUTENbHOM BAAcTU 40 OHA MOJYYEHUA MM COOTBETCTBYIOLLErO
oTBeTa.

5. OCHOBaHMEM [ANA OTKa3a B OPraHM3aLMK 3KCNepTUs, NpefyCMOTPEHHbIX YacTbio 1 HacTosLeNn cTaTby,
ABNSAETCA NpeACTaBAeHNe He0BX0ANUMbIX A4/1A NPOBEAEHNA NPEAYCMOTPEHHbIX IKCMEPTU3 AOKYMEHTOB B HEMO/IHOM
obbeme MAM HenpeacTaBNeHME 3anBMTE/NEM B YCTAHOBJ/IEHHbIM CPOK OTBETa Ha 3anpoc YMNo/JHOMOYEHHOro
denepanbHOrO opraHa MWCMOAHWUTENbHOM BAAcTM, a TaKkKe NpeAcTaBleHWe [AOKYMEHTOB, He CoAepyKalimx
McYepnbIBatoLWLEro nepeyHs HeobxoaMMbIX CBeAEHUN.
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6. Mpu oTKase B OpraHW3aLMK 3KCNEPTU3bI, NPEesyCMOTPEHHON MyHKTOM 4 yacTu 1 HacToAulel cTaTbM,
JOKYMEHTbI, BXOAAWME B COCTaB PErncTpauMOHHOrO A0Cbe Ha JIEKApCTBEHHbIM MpenapaT AlA BEeTEPUHAPHOro
NPUMEHEHUA, MOryT 6bITb BO3BPALLEHbI 3aABMTE/II0 HA OCHOBAHMM €ro NMUCbMEHHOro 3amnpoca, HanpaBAeHHOro B
YNONHOMOYEHHbIN deaepanbHbli OpraH MCNOJHUTENBHOW BNACTM B TeYeHWe TpMALaTM paboumx AHen co AHA
NPUHATUA YNOJIHOMOYEHHbIM deaepasbHbIM  OPraHOM WCMONHUTENbHOW B/IACTU  pelleHMA o6 OoTKase B
OpraHu3aLMM TaKon 3KcnepTM3bl. YNOJHOMOYEHHbIN denepanbHblit OpraH UCNOJIHUTENbHOM BAIACTM BO3BpPALLAET
33ABUTE/IO YKa3aHHble AOKYMEHTbl B TeYyeHue AecATU paboumx AHeW cOo AHA MOJIYYEHWS COOTBETCTBYHOLLENO
3anpoca 3anaBuTens.

(4acTb 6 BBeaeHa PegepanbHbiM 3akoHoM 0T 02.08.2019 N 297-93)

CratbAa 20. IKcnepTU3a AOKYMEHTOB, NPEACTaBAEHHbIX ANA ONpeAeneHUs BO3MOXKHOCTU paccMaTpuBaTb
NIeKapCTBEHHbIM npenapat AAA  MeAUULMHCKOrO MNPUMEHEHMA MNpU  OCYLLEeCTB/IEHMM rOCYAapCTBEHHOM
peructpaumm B Kauectse oppaHHOro IeKapCTBEHHOro Npenapara

(B pea. ®epepanbHOro 3akoHa o1 22.12.2014 N 429-d3)

1. 3KcnepTv3a [AOKYMEHTOB, nNpeacTaB/AEHHbIX AnAa onpeaeneHna  BO3MOMKHOCTM  PAcCMaTpMBaTb
JIEKAPCTBEHHbIN NpenapaT Aas MeAULMHCKOro NPpMMEHEHMA MPU OCYLLECTBAIEHWUM TOCYAAPCTBEHHOM perucTpaumm
B KayecTBe Op¢GaHHOro /NeKapCTBEHHOro npenapaTta, COCTaB/IEeHWE KOMMCCMEN 3KCMEepTOB 3aK/AloyYeHua o
BO3MOHOCTM MM HEBO3MOXHOCTM PAcCMaTPMBaTb NIEKAPCTBEHHbIN NpenapaTt Aas MeanUMHCKOro NpuMeHeHus
NMpW OCYLECTB/IEHUM TOCYAAPCTBEHHOM perucTpauum B KadecTBe oOpdaHHOro NeKapCTBEHHOro npenapata U
Hanpas/sieHWe [aHHOro 3aK/OYEHWS B YMNOJIHOMOYEHHbIN ¢denepanbHblii OpraH WCMOJHUTENBHON BAACTU
OCYLLECTB/IAOTCA B CPOK, He MPEBbIWAKWMA TpUauatM pabounmx AHeW CO AHA NOJlYyYEHUA SKCMNEPTHbIM
yypexaeHnem 3a4aHuA ynosHOMOYEeHHOro ¢eaepanbHOro opraHa MCNOAHUTENIbHOM BAACTU M B 3NEKTPOHHOM
dopme uan Ha BymakKHbIX HOCUTENsX HEOBXOAMMbBIX AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactn 4 u B
yactu 7 ctaTbm 18 HacToawero ®eaepaibHOro 3aKOHa.

2. [JOKyMeHTbI, coaeprKalLmecs B PerMcTpaLlmMoHHOM A0CbEe Ha IeKAapPCTBEHHbIM NpenapaTt U NOCTYyNMBLLME Ha
B6YMa’KHbIX HOCUTE/IAX B IKCMEPTHOE YYpexAeHuWe AAA OCYLLECTBAEHWA WX 3IKCNepTusbl A48 OnpeseseHvs
BO3MOXHOCTM paccMaTpMBaTh JIEKaPCTBEHHbIM NpenapaT 418 MeAUUMHCKOro NPpMMEHeHNA B KayecTse opdaHHOro
NeKapCTBEHHOro Npenaparta, NoA/ieXKaT BO3BpPaTy B YNONHOMOYEHHbIN deaepanbHblit OopraH WUCNOSHUTENbHOW
BN1ACTV OAHOBPEMEHHO C 3aK/I0UYEHUAMM COOTBETCTBYHIOLLMX IKCNEPTH3.

Cratba 21. PeweHne O BO3MOXKHOCTM paccMaTpuBaThb JIeKAapCTBEHHbIN NpenapaTt Npu OCyLLeCcTBAEHUU
rocyapcTBeHHO perucTpaumnm B Kayectse opdpaHHOro IeKapcTBEHHOro Npenapara
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He npeBblWwatoWwmii NATM pPabounx AHEW CO AHA NOAYYEHWMA 3aKNOYEHMS, YKa3aHHOro B Yactu 1
ctaTbm 20 HacToAwero denepanbHOrO 3aKOHa, YNOAHOMOUYEHHbIN deaepanbHblit opraH UCMONHUTENBHOW BAACTU
OCYLLECTBAAET OLLEHKY NOJIyYEHHOrO 3aK/lYeHna AN onpeaeneHusa ero COOTBETCTBUA 3a4aHUI0 Ha NpoBeaeHne
COOTBETCTBYIOLLEN IKCMEPTU3bl U YBEAOMAAET 3asBUTENA B 3/IEKTPOHHON dopme MAM Ha BymaxkKHOM HocuTene o
pesynbTaTax MNPOBEAEHHOM 3KCNEepTU3bl C MPUIONKEHMEM KOMUWM 3KCMEPTHOTO 3aK/louveHus (C CcoxpaHeHuem
KOHPMAEHLMANbHOCTM MHOOPMALMM O COCTaBE IKCMEPTHOM KOMMUCCMM) U O BO3MOXKHOCTU MU HEBO3MOMKHOCTU
paccmaTpuBaTb  NE€KApPCTBEHHbIM  npenapaT A4  MEAMUMHCKOrO  NPUMEHEeHMA  MpU  OCYLLEeCTBAEHUM
rocyapcTBeHHOM perncTpaLmm B Kayectse opdaHHOro eKapcTBEHHOro npenapara.

2. MNpn BbIHECEHMM KOMMCCUEN IKCMEPTOB 3aKNHOYEHMA O BO3MOMKHOCTM PaccMaTpuBaTb JIeKapCTBEHHbIN
npenapaTt OA8 MeOMUMHCKOrO MPUMEHEHUA MPW OCYLLECTB/IEHUM TOCYAapCTBEHHON Perncrpauum B Kadecrse
opdaHHOro NeKapCTBEHHOrO NpenapaTa YyNno/JHOMOYEHHbIN dpenepanbHblil OpraH UCNONHUTEIbHOM BNACTU B CPOK,
He MPEeBbILALWMI NATU pabounx AHEN CO AHA MNOJYYEHUA AAHHOIO 3aK/HYEHMs, MPMHMMAET pPeLleHne O Bblgave
33[aHUA Ha NpoBeAeHME IKCNEePTU3bl Ka4ecTBa IEKapPCTBEHHOrO CPEACTBa M 3KCNEPTU3 bl OTHOLIEHWUA OXKMAAEMON
No/b3bl K BO3MOMHOMY PUCKY MPUMEHEHMS NIeKapCTBEHHOro npenapaTta 448 MeAMUMHCKOro MPUMEHeHua B
NopagKe YCKOPEHHOW Mpoueaypbl 3KCMepTU3bl J/IeKapCTBEHHOrO CpeacTBa B COOTBETCTBMM CO CTaTbei 26
HacTosero ®eaepanbHOro 3aKoHa.

3. B cayyae NpuHATMA pelleHMs O HEeBO3MOMKHOCTU PacCMATpMBaThb JIEKAPCTBEHHbLIM NpenapaTt Ans
MeOMUMHCKOrO MPUMEHEHUA NpW TOCYAapCTBEHHOW peructpaumMm B Kadectse oOpdaHHOrO J/IeKapCTBEHHOro
npenapaTta Yno/IHOMOYEHHbIN deaepanbHblii  OpraH WCMNOAHUTENbHOW BAACTU NpeKpalwaer npoueaypy
rocy4apcTBeHHOM perucTpaunm NeKapcTBeHHOro npenaparta. 3asaButenb Bnpase 06paTUTLCA B PErMCTPUPYHOLWMIA
OpraH c 3asBNeHMEeM O roCcylapCTBEHHOM PerncTpauum yKasaHHOro IeKapCTBEHHOTO NpenapaTta B COOTBETCTBMM CO
cTaTbelt 18 HacToAwero ®eaepanbHOro 3akoHa.
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Cratba 22. YTpatuna cuny c 1 nona 2015 roga. - PegepanbHblii 3akoH o1 22.12.2014 N 429-93.

CratbA 23. JKCMepTM3a KauyecTBa NI€KapCTBEHHOTrO CPEeACTBa M 3KCMNEpTU3a OTHOLIEHUA OXKUAAeMoW
NoNb3bl K BOSMOXXHOMY PUCKY NPUMEHEHUA IEKapCTBEHHOrO NpenapaTta An8 MeAULMHCKOro NPUMeHeHuUs
(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-d3)

1. 3KcnepTU3a KayecTBa NIEKAPCTBEHHOrO CPeACTBA M 3IKCNEPTU3a OTHOLWIEHMA OXMAAEMOM MOMb3bl K
BO3MOHOMY PWUCKY MPUMEHEHUA NEKAPCTBEHHOro npenapaTta Aaa MeauuMHCKOro NPUMEHEHUA, COCTaB/ieHue
KOMMUCCUAMM IKCMEPTOB 3aK/IIOYEHUI NO pe3y/ibTaTaM NPOBeAEeHHbIX SKCMEePTMU3 U HamnpaB/ieHUe 3TUX 3aK0UYEHNN
B YMNONHOMOYEHHbIW desepanbHblii OpraH UCNOJIHUTE/IbHOM B1ACTM OCYLLECTB/SAIOTCA B CPOK, HE MPEBbILWAOLLNN
CTa AecAtTM paboumx [Hel Cco AHA NOJlYYEHMA 3SKCNEPTHLIM YYPEKAEHWEM COOTBETCTBYHOLLErO 3aJaHusA
YNo/IHOMOY€eHHOro desiepasibHOro opraHa UCNOJIHUTENIbHOM BAACTU U HEOBXOAMMbBIX LOKYMEHTOB B 3/IEKTPOHHOM
dopme Unm Ha BymarKHbIX HOCUTENAX.

KoHcynbTaHTlAOC: NnpuMmeYvaHue.

Mo 3asBneHuto, nogaHHomy B MwuH3gpas Poccun go 11.04.2022, npu HEBO3MOMKHOCTM NpoOBeAeHMuA
SKCNEepTM3bl KauyecTBa JIEKAPCTBEHHbIX CPEACTB B IKCMEPTHOM YYpexaeHuUW, AOMyCKaeTca ee npoBeAeHue
nocpeacTBOM AUCTAHLUMOHHOIO B3aMMOAENCTBUS, NMOPALOK U GOPMbl KOTOPOrO ONpenenatoTca 3KCMepTHbIM
yupexAeHWeM Mo CornacoBaHuto ¢ 3aasuTenamu (MoctaHosneHue Mpasutensctsa PO ot 05.04.2022 N 593).

2. B TeueHue aeBsHOCTa AHEN CO OHA MOJYYEHMA PELEeHWUs YNOoJHOMOYEHHOro ¢eaepanbHOro opraHa
MCNONHUTENBHOW BAACTM O NPOBEAEHWMM IKCMEePTU3, NPeAyCMOTPEHHbIX YacTbio 1 HacToALel CTaTbM, 3aaBUTENb
NPeACTaBifAeT B 3KCMNEPTHOE yypexaeHue AaA NpoBeAeHMA SKCMepTM3bl KayecTBa /IEKAPCTBEHHOrO CpeAacTsa
06pasubl NEeKApCTBEHHOro Mpenapata A48 MeAUUMHCKOTO MPUMEHEHUs, NPOU3BEAEHHOTO B COOTBETCTBMM C
TpebOoBaHUAMM  OMbITHO-NMPOMBILJIEHHOrO M (MAK)  MPOMBIW/IEHHOTO  PEraMeHTOB,  YTBEPXAEHHbIX
pYKOBOAMTENEM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB, @ TaKXe B COOTBETCTBYIOLWMX C/aydasx ob6pasupl
bapmaLeBTMUECKON CyBCTaHUMM, TecT-WTamma MWUKPOOPraHM3MOB, KyAbTypbl KAeTOK, 06pasupl BELLECTB,
NPUMEHAEMbIX A1 KOHTPO/AA KayecTBa JIeKapCTBEHHOrO CPeAcTBa NYTEM CPABHEHMA C HUMMK UCCIAeAyemoro
NeKapCTBEHHOTO CPeacTBa, B KOIMYECTBAX, HEOBXOAMMbIX AN BOCNPOM3BELEHNA METOA0B KOHTPOA KavecTsa.

3. Mpwn nonyvyeHnn obpasLOB NEKAPCTBEHHOro npenapata U dapmaueBTUYecKon cybCcTaHUMM aKcnepTHoe
yypexgeHue BblaaeT 3aaBUTE/I0 AOKYMEHT, NMOATBEPKAAOWMIN NofyyeHme yKasaHHbIX 06pasLoB, U B CPOK, He
npesblWaoLWmi Tpex pabounx aHeK, yBeAOMAAET B 3/1eKTPOHHON dopme MM Ha BymarKHOM HocuTene 06 3Tom
YNONHOMOYEHHbIN peaepanbHbIi OpraH UCNOAHUTENbHOM BAACTW.

4. YKasaHHble B 4YacTax 2 M 3 HacTOALEN CTaTbM CPOK AN NpeacTaBieHuA 3assuTesem 06pasuos
NIeKapCcTBEHHOro npenapata U GapmMaLeBTMYeCKON CyBCTaHLMM U CPOK YBEAOM/IEHUSA IKCMEPTHLIM YUpeRaeHneM
06 3TOM Ha byMa)KHOM HocuTene YNOoJAHOMOYEHHOro denepanbHOro opraHa WCMNOAHUTENbHOW BAACTM He
BKJ/IKOYAIOTCA B CPOK NPOBEAEHUA IKCNEPTU3, NPedyCMOTPEHHbIX YacTbio 1 HacToAWelN cTaTby.

5. [JOKyMeHTbl, NOCTYNUBLUME B SKCMEPTHOE yUYpeKAeHne ANa NPoBeaeHMA SKCNepTU3, NpesyCMOTPEHHbIX
yacTblo 1 HacToALLei CTaTbM, MOAENKAT BO3BPATY B YNOJHOMOYEHHbIN deaepanbHblii OpraH MCNOAHWUTEbHOM
B/1IACTU OAHOBPEMEHHO C 3aK/II0UYEHUAMM, MOYYEHHbIMM MO Pe3y/ibTaTaM COOTBETCTBYIOLLMX SKCMNEepPTH3.

Cratba 24. JKcnepTu3a KavecTBa /IEKAPCTBEHHOrO CpeAcTBa M 3KCNepTusa OTHOLIEHUA omup,aemoﬁ
NoNb3bl K BOSMOXHOMY PUCKY NPUMeEHEeHNA NeKapCTBEHHOro npenapaTta ANAAa BeTepUuHapHOro npumeHeHuaA

1. JKcnepTM3a KayecTBa /JIEKAPCTBEHHOrO CPEACTBA M IKCMEpPTU3a OTHOLIEHMA OXMWAAeMOoM Moab3bl K
BO3MOXKHOMY PUCKY NMPUMEHEHWUs IeKapCTBEHHOro npenapaTta AAs BeTePMHApPHOro NPUMEHEHMUs, COCTaB/ieHue
KOMMUCCUAMM SKCMEPTOB 3aK/OYEHWUI NO Pe3y/IbTaTaM YKa3aHHbIX 3KCNEPTU3 M HaNpaB/ieHNE TaKMUX 3aK/0YEeHUI B
YMNOJ/IHOMOYEHHbIN denepanbHblit OpraH UCMOHUTE/IbHOW BNACTU OCYLLECTBAAIOTCA B CPOK, HE MPEBbIWALWLMIA CTa
[ecATn paboumx AHen co AHA NOAYYEHUA SKCNEPTHbLIM yUupexaeHuemM 3a4aHus ynoaHomouyeHHoro dbeaepasibHOro
opraHa MCNOAHUTENbHOM BAAacTM C AOKYMEHTaMM, YKa3aHHbIMU B YacTu 3 cTaTbk 17 HacTosAwero deaepasbHOro
3aKOHa.

(8 pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-d3)

2. B TeyeHue TpuALATK paboumx OHeN cO AHA NOJIyYeHWUs pelleHWa ynoJHOMouYeHHoro deaepanbHOro
opraHa MCMNOJ/IHUTENbHOW BAACTU O MPOBEAEHUM YKa3aHHbIX B YacTM 1 HacToAleh CTaTbM 3KCMepTU3 3aABUTESb
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npeacTaBAAeT B 3KCNEPTHOE yypexaeHuWe ANA NPOBEAEHUA 3KCMEepTU3bl KayecTBa JIeKapCTBEHHOrO cpeacTsa
06pasubl JeKapCTBEHHOrO NpenapaTta 414 BeTepMHApPHOro MPUMEHEeHWA, NPOU3BEAEHHOTO B COOTBETCTBUM C
TpeboBaHMAMM TEXHONOTMYECKUX PErNAaMEHTOB, YTBEPKAEHHbIX PYKOBOAMTENEM NPOU3BOAUTENA NEKAPCTBEHHbIX
CPeAcTB, a TaKKe B COOTBETCTBYHOLIMX CAYyYaAX TeCT-LUTaMMbl MWKPOOPraHWM3MOB, KY/IbTypbl KNETOK, 06pasLbl
dapmauesTMyeckon cybcTtaHuMM, obpasubl BELLECTB, NPUMEHAEMble A/1A KOHTPOAA KayecTBa JIeKapCTBEHHOTrO
cpeacTBa, B KOAMYecTBax, HeobxoanmbIx ANA BOCNPOU3BEAEHUA METOL0B KOHTPO/IA KayecTsa.

(8 pea. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. Mpu nonyyeHnn obpasLOB /IEKAPCTBEHHOrO npenapata U gapmaLeBTUYecKon cybcTaHLMKM 3KCnepTHoe
yypexgeHve BblAaeT 3aABUTE/I0 AOKYMEHT, NMOATBEPKAAIOWMIN NoNyYeHNE YKa3aHHbIX 06pasLoB, U B CPOK, He
NnpeBblWaOWNN  Tpex pabounx AHel, yBegoMAAeT B NUCbMeHHON d¢opme 06 3TOM  YNOJIHOMOYEHHbIN
denepanbHbi OpraH UCNONHUTENBHOM BNACTW.

4. CpoKk 4/ npeacTas/ieHUs 3assuTenem ob6pasLoB /E€KapCTBEHHOro npenapata M dapmaueBTUYecKon
CybCTaHLMM M CPOK YBEAOMIEHUA KCMEPTHLIM yupexRaeHnem 06 3ToM B NMCbMEHHOM Gopme YNoJHOMOYEHHOTO
denepanbHOro opraHa UCNOAHWUTEIbHOM BNACTK, YKa3aHHbIe B YacTAX 2 M 3 HACTOAWEN CTaTbW, HE BKAHOYAIOTCA B
CPOK MPOBEAEHNA YKa3aHHbIX B 4aCTM 1 HACTOALLEN CTaTbM IKCNEPTUS.

5. JOKYMEHTbI, NOCTYNMBLUME B SKCMEPTHOE YUpEXKAEHNE A4 NPOBEAEHNA YKa3aHHbIX B YacTu 1 HacToALwei
CTaTbM 3KCMEpPTM3, NOANEXKAT BO3BPATY B YNOJHOMOYEHHbIN denepasnbHblii OpraH WMCNONHUTENbHON BAACTU
OZHOBPEMEHHO C 3aKNHOYEHUAMM NO Pe3yNbTaTaM YKa3aHHbIX IKCNepTMs3.

Cratbsa 25. MNoBTOpHOE NpoBeAeHMUE IKCNEPTU3bI IEKAPCTBEHHbIX CPeaCcTB
(8 pea. PenepanbHOro 3akoHa o1 22.12.2014 N 429-03)

1. B cnyyanx HeAOCTaTOYHON 06OCHOBAHHOCTM MM HEMNOJTHOTLI 3aK/1HOYEHMUA KOMUCCUMM SKCNEPTOB, HaMNMYMUA
B HEM NPOTMBOPEUMBLIX AAHHbIX, GanbCUPUKALMM BbIBOLOB SKCNEPTM3bI IEKAPCTBEHHOTO CPEACTBA, COKPbLITUA OT
ynosIHOMOYeHHOro $eaepasbHOro opraHa UCNONHUTE/IbHOM BAACTX OCHOBaHWIA 418 OTBOAA 3KCNepTa BCAeACTBUE
€ro 3auMHTEePEeCOBAHHOCTM B pe3y/bTaTax COOTBETCTBYIOWEN 3KCNEPTWU3bl, HAaAMYMA AAHHbIX O MNPAMOM K60
KOCBEHHOM BMeLUaTENbCTBE B NPOLECC COOTBETCTBYHOLLEN IKCNEPTM3bI JIL, HE YYACTBYHOLLMX B €€ NPOBEeAEHUU, HO
OKa3aBLUMX B/IMSIHME Ha MPOLLECC M pe3ynbTaTbl ee MPOBeAEHUs, YNOJHOMOYEHHbIM ¢deaepaibHbiM OpraHoOM
WCMOJTHUTENBHOW B/IAaCTM HA3HaA4yaeTcs MOBTOPHas 3KCMepTM3a JIeKapCTBEHHOrO cpeactsa M (MM) 3Tuyeckas
aKCnepTU3a.
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. MNoBTOpHaA 3KcnepTM3a J/IeKapCTBEHHOrO cpeacTBa MNPOBOAMTCA C Y4YEeTOM pe3y/nbTaToB paHee
NpoBefeHHOM 3KCNepTusbl B CPOK, YCTAaHOB/IEHHbIV YNONHOMOYEHHbIM delepasbHbiM OPraHOM UCMOIHUTE/IbHOM
BJ1ACTU M He NPEeBbIALWNA TPUALATU PaboUumnx AHEN CO AHA NOAYYEHUA SKCMEPTHbIM yYpesKAeHMeM 3a4aHna Ha
nposeaeHve NOBTOPHOM IKCNEPTU3bI IeKaPCTBEHHOMO CPeACTBa.

(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. ®uHaHcoBoe ob6ecneyeHne BLIMOAHEHMA 3aJaHMA Ha MpoBedeHME MNOBTOPHON  3KCMEepTU3bl
NIeKapCTBEHHOro CpeAacTBa He OCyLecTBaAneTCA.
(8 pea. ®epsepanbHOro 3akoHa o1 22.12.2014 N 429-03)

CtaTtbA 26. YcKOpeHHas npoueaypa 3KCnepTUsbl N1eKapcTBEHHbIX CPeACTB

KoHcynbTaHTlAOC: NprMeYyaHme.
C 01.09.2023 B 4. 1 cT. 26 BHOCATCA nameHeHus (P3 ot 28.04.2023 N 171-d3). Cm. byayLiyto peaakumio.

1. YckopeHHas npoueaypa 3KCNepTUsbl €KAapPCTBEHHbIX CPeACTB B LeNsAX rocyAapCTBEHHOW perncrpauum
JIEKAPCTBEHHbIX NPenapaToB NPUMEHAETCA B OTHOLWEHUM opdaHHbIX IEKAPCTBEHHbIX NPEenapaTos, NepPBbIX TPeX
JIEKAPCTBEHHbIX MpenapaTtoB, pernctpupyembix B Poccuitickoit ®degepauum B KayecTBe BOCNPOU3BEAEHHbIX
JIEKAPCTBEHHbIX NpenapaTos, o4epeaHOCTb KOTOPbIX onpeaenseTca B COOTBETCTBMM C HOMEPOM M AATOWN BXOAALWMX
3aAB/IEHUIN O rOCyAapCTBEHHOM PerucTpauum NeKkapCTBeHHbIX NpenapaToB B pamKax OAHOrMo MeXAyHapoaHOoro
HenaTeHTOBaHHOr0 HaMMEHOBaHMA JIeKapCTBEHHOro npenapata  WAWM  TPYNNUPOBOYHOrO HaMMEHOBaHMUA
JIeKapCTBEHHOTO npenapaTta, U IeKapCTBEHHbIX NpenapaTos, NpeAHa3HaYeHHbIX UCKAYNTENbHO AN NPUMEHEHMUA
HeCOBepLIEHHONETHUMU rpaxKaaHaMu.

(8 pen. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, ot 13.07.2015 N 241-d3)


consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F79671523DC10832E6C650A8DFF66C3D52EFB14639A63505427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A23004427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A23002427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A23001427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A23000427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4FF09077523CC10832E6C650A8DFF66C3D52EFB14639A6310F427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4FF096745E3CC10832E6C650A8DFF66C3D52EFB1463EA03B53186C78C5377E06E5092C6C6C94o6z9H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F48F094775A3DC10832E6C650A8DFF66C3D52EFB14639A2300E427C7C8C627118E71F326672946A48oDz4H
consultantplus://offline/ref=BAC39C473421F944C37C8E604B304D5F4AFC94715933C10832E6C650A8DFF66C3D52EFB14639A63204427C7C8C627118E71F326672946A48oDz4H

2. YcKOpeHHan npoueaypa 3KCNepTM3bl JeKapCTBEHHbIX CPeACTB B Le/AX roCyAapCTBEHHOW perucrpauumn
NeKapCTBEHHbIX NPENapaToB He MPUMEHAETCA B OTHOLWEHUN:

1) 6uoaHanorosbix (6MONOA06HbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX IeKapCTBEHHbIX MPenapaToB (3a UckatoyeHnem opdaHHbIX 1EKAaPCTBEHHbIX NPenapaTos);

KoHcynbTaHTlAtOC: NnpyMeYvaHme.
C 01.09.2023 B n. 3 4. 2 CT. 26 BHOCATCA M3MeHeHuA (D3 oT 28.04.2023 N 171-$3). Cm. byayLiyto pesakumio.

KoHcynbTaHTlAlOC: NpyMmeYvaHme.

o 01.09.2023 poCCUMIACKMM NPOU3BOAUTENAM JIEKAPCTBEHHbIX NPenapaToB A1 BETEPUHAPHOrO NPUMEHEHUS
pa3spelleHo nogaBaTb PErMcTPaLMOHHOE AOCbE MO YCKOPEHHOM npoueaype 6e3 yyeta TpeboBaHuii n. 3 4. 2 CT.
26 (MocTaHoBneHue MpaButenbctea PP ot 12.03.2022 N 353).

3) BOCMNpPOM3BEAEHHbIX /IEKAPCTBEHHbIX MPenapaToB (3a MCKAUYEHWEeM NEPBbIX TPEX PerncTpupyembix B
Poccuiickoit depepauuy B KayecTBe BOCMPOM3BEAEHHbLIX JIEKAPCTBEHHbLIX MPenapaTtoB M NEKAPCTBEHHbIX
npenapaTos, NpeAHa3HaYeHHbIX UCKAOUYUTENbHO A1 MTPUMEHEHNA HECOBEPLUEHHONETHUMM FpasKaaHamm);

4) HOBbIX KOMBMHALMI 3apPErncTPMPOBAHHbLIX PaHEE IeKapPCTBEHHbIX NPenapaTos;

5) neKkapcTBeHHbIX NPENapaToB, 3aperMcTPMPOBAHHbIX PaHee, HO NPOU3BEAEHHbIX B APYIMX TEKAPCTBEHHbIX
dbopmax B COOTBETCTBUM C NepeYHEeM HAMMEHOBAHWNIN NeKapcTBEHHbIX GOPM U B HOBOM A03UPOBKeE.
(4acTb 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlNtOC: NpumeYaHume.
C 01.09.2023 u. 2 cT. 26 gononHsetca n. 6 (P3 ot 28.04.2023 N 171-d3). Cm. byayLlyto peaakumio.

3. YcKOpeHHasa npoueaypa 3SKCNepTU3bl JEKAPCTBEHHbIX CPeacTB  MPOBOAUTCA MO PELUEHUH
COOTBETCTBYIOLLErO YNONHOMOYEHHOro deaepanbHOro opraHa UCNONHUTENbHOM BNACTU HA OCHOBAHWU 3aAB/IEHUA
3aABUTENA B CPOK, He MpeBblWaloWMi BOCbMUAECATN pabounx aHel. Mpu 3TOM 3KCNepTM3a LOKYMEHTOB,
COLEPKALLNXCA B PErUCTPALMOHHOM AOCbE Ha JIEKAapPCTBEHHbIM NpenapaT, NPOBOANUTCA B CPOK, HE NMPEBbIWatoLwmi
pecAtTn pabounx OHeW, 3KCnepTM3a KayecTBa JIEKAPCTBEHHOIO CPeACTBa M 3KCNEepTM3a OTHOLIEHUA OXKUAAeMoWn
Mo/ib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapaTta NpoBOAATCA B CPOK, HE MPEBbILLAMOLLNIA
WwectTnaecaTm paboumx gHen.

(4acTb 3 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oTHOWweHUN opdaHHbIX NEKAPCTBEHHbIX MPEenapaTtoB MOryT ObiTb NpPeACTaBAeHbl pPe3ynbTaTbl
OOKNMHUYECKUX UCCNef0BaHUA  NEKapCTBEHHbIX CPeACTB UM KAMHWYECKUX WCCAefOBaHUM  NeKapCTBEHHbIX
npenapaToB A1A MeAMUMHCKOrO NPUMEHEHUs, BbIMOJNHEHHbIX 3a npegenamu Poccuiickort depepaummn B
COOTBETCTBMM C NpaBWUIaMKW Hagnexawei NabopaTopHOM MPAKTUKM M NPaBUAaAMKU HaZNerKalweh KAMHUYECKOW
NPaKTUKMW.

(4actb 3.1 BBegeHa GeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

4. YCKOpeHHaa npoleaypa sKCnepTusbl IEKAPCTBEHHbIX CPeacTB NPOBOAUTCA B NOpPALKe, YCTaHOBAEHHOM
ctatbammn 17 - 20, 23 un 24 HacTtoawero desepasbHOrO 3aKOHa, M He O3HAYaeT CHUKEeHMA TpeboBaHUI K
6e3onacHocTU, KayecTsy 1 3hOEKTUBHOCTM NEKAPCTBEHHbIX NPenapaTos.

CraTtbA 27. PewweHune o rocyapCcTBEHHOM PerncTpaLmMm eKapcTBeHHOro npenapara

1. B CpOK, He NpeBbllIaOLWMI AecATU paboumx AHEeW CO AHA NONYYEHUA 3aKAYEHUA KOMUCCUM SKCNepToB
no pe3y/bTaTam 3KCNepTU3bl KAYecTBa IeKapCTBEHHOTO CPeACTBA U IKCNEePTU3bl OTHOLIEHWA OXKMAAEMOMN NOMb3bl K
BO3MOXHOMY PUCKY NPWMEHEHUS JIeKapCTBEHHOro npenapaTta, COOTBETCTBYIOLMIMA  YNONHOMOYEHHbIN
denepasbHbI OpraH UCNONHUTENbHOM BNACTH:
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) pasmeLiaeT Ha cBoem opuLManbHOM cainTe B ceTu "MIHTepHeT" COOTBETCTBYOLIME 3aKAHOUYEHUA KOMUCCUU
3KCNepTOB M OCYLLLECTBAAET UX OLEHKY AR ONpeaeNeHna COOTBETCTBMA 3a4aHMNI0 HA NPOBeAEHNE 3TUX IKCNEPTUS;
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(n. 1 B peq,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

2) NpUHMMaET pelleHMe O rocyAapCTBEHHOW perucTpauMy fekapcTBeHHOro npenapata wau ob oTkase B
rocy4apCTBeHHOM perncTpaummn 1eKapcTBEHHOro npenapara;

3) BHOCUT NpU NPUHATUN PeLLEeHMA O FOCYLapPCTBEHHOW perncTpaumymn NeKapcTBEHHOro npenaparta AaHHble o
3aperncTpMpoBaHHOM IEKAPCTBEHHOM NpenapaTte, B TOM Yucae o dapmaueBTUUECKOW CybCTaHLMM, BXOAALWEN B
COCTaB /JIEKapCTBEHHOIO NpenapaTta, B rOCYAapCTBEHHbIV PeecTp NeKapCTBEHHbIX CPEeACTB W BblAaeT 3asaBUTENIO
perucTpaLMoHHOe  yOOCTOBEPEHWE  JIeKapCTBEHHOro  npenapata, ¢Gopma  KOTOporo  yTBepKAaaeTcs
YNO/IHOMOYEHHbIM  deaepasbHbIM  OPraHOM  UCMNOJIHUTE/IbHOM  BNACTW,  COTM/IACOBAHHbIE  HOPMATUBHYIO
AOKYMEHTaLMIO, HOPMATUBHbIN AOKYMEHT, MHCTPYKLUMIO NO NMPUMEHEHUIO IEKAPCTBEHHOTO NMpenapaTta M MaKeTbl
NepBMYHOM YNaKOBKN M BTOPUYHOM (NOTPebUTeNbCKOM) YNAaKOBKM C yKa3aHMEM Ha HUX HOMepa PerncTpaLMoHHOro
YAOCTOBEPEHMA IEKAPCTBEHHOrO NpenapaTta U AaTbl ero rocyAapCTBEHHON PerncTpauymn Uam B cayyae npuHATUA
pelweHna ob oTKase B rocyAapCTBEHHOM perucTpalMu JeKapCTBEHHOIO NpenapaTta yBeAOMAET B NUCbMEHHOWM
bopme 3asBUTENA 06 3TOM C YKasaHMEM MPUYMH TaKOro OTKAa3a. 3a Bblgadvy PerncTpaumoHHOro yA0CTOBEPEHUS
NIeKapCTBEHHOro npenapaTa B3MMAeTCA rOCYAapPCTBEHHAA MNOWJ/MHA B COOTBETCTBUM C 33aKOHOAATE/NIbCTBOM
Poccuiickon ®epepaunn o Hanorax n cbopax.

(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. OcHOBaHMeM [ANA OTKasa B rOCYJapCTBEHHOM perucTpauMu J/1eKapCcTBEHHOro npenapata  Ans
MeNUMHCKOro NPUMEHEHMUA ABNAETCA 3aK/I0YEHNE COOTBETCTBYHOLLErO YNONHOMOYEHHOTo deaepanbHOro opraHa
WCMONIHUTENbHOM BNACTU O TOM, YTO KayectBO W (M) 3bPEKTUBHOCTb PErUCTPUPYEMOrO NIEKAPCTBEHHOIO
npenapata Ana MeOUUMHCKOTO MNPUMEHEHMA He MOoATBEepPXAEHbl MOJIYYEHHbBIMU AaHHBIMM WAUM YTO PUCK
NPUYMHEHUA Bpeda 340pPOBblO YesloBeKa BCNeACTBME MPUEMa JIeKapCTBEHHOro npenaparta Aaa MeAMUUHCKOro
NPUMeHeHus npesblwaeT 3PPEeKTUBHOCTb €0 NPUMEHEHMA.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

3. [oBTOopHOEe npeAacTaB/fieHWEe B COOTBETCTBYHOLMM  YNOJHOMOYEHHbIM  denepanbHbIi  opraH
WCMNOJIHUTENbHOM BNACTU NIeKaPCTBEHHOTNO NpenapaTta, B OTHOLIEHWM KOTOPOFrO MOJly4eH OTKa3 B rocyAapCTBEHHOM
peructpauuMm u KOTOpbIA BMOCAEACTBUW MOABEPICA M3MEHEHWI0O B 4acTW ero CoCTaBa, PaccMaTpMBaeTCA Kak
npeacTaB/JieHMe HOBOrO JIEKAapPCTBEHHOrO Mpenapata Ha ero rocyAapCTBEHHYKO PerucTpaumio He3aBuCMMO OT
COXpaHeHMA ero NepBMYHOro HAMMEHOBaHUA.

(4acTb 3 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. MNpwn NpeaocTaBAeHNN 3aABUTEIEM B COCTABE PErMCTPALMOHHOIO A0Cbe HA IEKAPCTBEHHbIM Npenapar 4Ana
BETEPUHAPHOrO NPUMEHEHMA KOMUU PELLeHUs YNOJIHOMOYEHHOro ¢peaepasibHOro opraHa UCMOJIHUTE/IbHOW BNACTU
O NpoBeAEeHUN UHCMEKTUPOBAHMA MNPOU3BOANTENA JIEKAPCTBEHHbIX CPeACTB CPOK MPUHATMA pelleHnsa o
rocyfapcTBeHHOM perucrpaumm NleKapCTBEHHOro npenapara ans BETEPMHAPHOro npumeHeHun
NPUOCTaHaBAMBAETCA CO AHA NONAYYEHUS 3aKAOYEHMMN, YKa3aHHbIX B YacTU 1 HacTosWwen cTaTbM, 40 AHA NPUHATUA
YNoJ/IHOMOY€EHHbIM deaepasibHbiM OpPraHOM MUCNOJIHUTE/IbHOM BNACTU PeLleHMA O Bbigade uam ob oTkase B Bblgaye
3aK/IIOYEHNSA O COOTBETCTBUM MPOU3BOAMUTENS JIEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM NpaBWUA HaanexKaluen
NPO13BOACTBEHHOW MPAKTUKK, HO He boslee YemM Ha CTO BOCeMbAECAT pabounx aHeN.

(4acTb 4 BBegeHa PenepanbHbiMm 3aKoHOM oT 04.06.2018 N 140-d3)

5. OcHoBaHMeM pA/asa OTKa3a B TOCYAApPCTBEHHOM pernctpaumMm JIeKapCTBEHHOro npenapaTta And
BETEPUHAPHOro NPMMEHEHMA ABNAETCA 3aKN0YeHMe YNOAHOMOYEHHOTO deaepanbHOro opraHa MCNOAHUTENbHOM
BNacTM O TOM, 4YTO KauyecTBo W (Mnn) 3PpPeKTUBHOCTb PerncTpupyemoro /NeKapcTBEHHOro npenapata Ana
BETEPUHAPHOIO NMPUMEHEHMA He MNOATBEPXAEHbl NMOJIYYEHHbIMU AAHHBIMU UM YTO PUCK NPUUUHEHMA Bpeaa
3[10POBbI0 KMBOTHOIrO BCAEACTBME MNpMema JIEKApCTBEHHOro npenapaTa A1 BETEPMHAPHOrO MNpPUMEHEHUA
npesbiwaeT 3PpPEKTUBHOCTb €ro NPUMEHEHMA, OTKA3 YNOJHOMOYEHHOTO deaepasibHOro opraHa UCMOIHUTE/IbHOM
B/1IAaCTM B BblZaye 3aKNHOYEHUA O COOTBETCTBUM NMPOU3BOAMUTENA NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npasun
HagnexKalwen npPoM3BOACTBEHHOM MPAKTUKU ANA KarKgoW NpPoOu3BOACTBEHHOW MN/OWAAKM PerucTpupyemoro
NIeKapCTBEHHOro npenaparta AnA BeTePUHAPHOro NPUMEHEeHMA B Cayyae, ecau MNpPou3BOACTBO JIEKAPCTBEHHOIO
npenapata Ana BETEPMHAPHOro MNPUMEHEeHUA OcCyLlecTBAseTca 3a npeaenamm Poccuitickon Pepepaumm, unm
OTCYTCTBME TAKOTO 3aK/I0YeHUA.

(4acTb 5 BBeaeHa PegepanbHbiM 3akoHOM 0T 04.06.2018 N 140-$3)

KoHcynbTaHTlAtOC: NnpyMmeYvaHme.
O nopagke W Ccpokax onpegeneHnsa B3aMMO3aMEHAEMOCTU JIeKapCTB 1eKApCTBEHHbIX MpenapaTtos,
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3apernctpmpoBaHHbix 40 01.03.2020, cm. c1. 3 3 07 27.12.2019 N 475-03.

CratbAa 27.1. B3aumo3amMeHAEMOCTb JIeKapCTBEHHbIX NPenapaToB ANA MeAULUHCKOro NpUumMeHeHUs
(B pea. ®epepanbHOro 3akoHa oT 27.12.2019 N 475-93)

1. B3anMMo3amMeHAEMOCTb /IEKAPCTBEHHbIX NPEnapaToB A1A MeAMLMHCKOTO NMpUMEHEHUs onpeaenseTcs
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOAHUTENbHOM BAACTW, OCYLLECTBAAIOWMM TOCYAapCTBEHHYHO
perucTpaLmio 1eKapCTBEHHbIX NPENAPATOB A7 MEANULUMHCKOIO NPUMEHEHWS, B PAMKaX O4HOIr0 MeXAYyHapOoAHOro
HenaTeHTOBAHHOrO (MM XMMUYECKOro, UK TPYNMMPOBOYHOr0) HAMMEHOBaAHMA Ha OCHOBE 3aK/IOYEHUS KOMUCCUMU
3KCMepTOB 3KCMEPTHOrO YYPEKAEHMA O B3aMMO3aMEHAEMOCTU JIEKAPCTBEHHOrO npenapaTta Ans MeauvuMHCKOro
NPUMeEHeHUs 6o O TOM, YTO JIEKAPCTBEHHbIN Npenapat 418 MeAMLMHCKOTro MNPUMEHEHMA He ABAAeTcA
B3aMMo3ameHAeMbIiM. [lopAagoK onpegeneHuna B3aMMO3aMEHAEMOCTM  JIEKAPCTBEHHbLIX MNpenapaTtoB  Ans
MeAMLMHCKOTO NpUMeHeHUs U  dopma 3aKNOYEHWA KOMWMCCMM IKCMEPTOB 3IKCMEPTHOrO YYpeXgeHua o
B3aMMO3aMEHAEMOCTN JIEKAPCTBEHHbIX MNpenapaToB AAA MEeOMUMHCKOrO NpPUMEHeHUMs AnMbo o TOM, 4TO
JIEKAPCTBEHHbIN NpenapaT ANa MegULMHCKOTo NPUMEHEHUA He ABNAETCA B3aMMO3aMeHAEMbIM, YCTaHABNBAKOTCA
Mpasutenscteom Poccuiickon Pegepavmu.

2. KomwucecuA IKCMEPTOB  3IKCMEPTHOTO  YYpeAeHMA [aeT 3aK/lyeHue O B3aMMO3aMEeHAEeMOCTH
NIleKapCcTBEHHOro npenapaTa A/l1d MeAMUMHCKOro NnpumeHeHus nnbo o TOM, YTO JIeKapCTBEHHbIM mpenapat A
MEAMUMHCKOrO MNPUMEHEHMS He ABNAETCA B3aMMO3aMEHAEMbIM, Ha OCHOBAHWM CAeAyloWMX KpuTepues
(xapakTepucTuK):

1) aKkBMBaANeHTHOCTb (g 6GMoaHanoroBbix (6MONOAOC6HbIX) NIEKAPCTBEHHbIX NpenapaToB (6uoaHanoros) -
COMOCTaBMMOCTb) KAYeCTBEHHbIX W KO/JIMYECTBEHHbIX XapaKTEPUCTUK GapMaLeBTUYECKMX CyBCTaHUMi Uau
COMOCTaBMMOCTb aHTMIEHHOro COCTaBa BaKUMH. Mcnosb3oBaHMe pPasAuyHbIX cosiei, 3GUPOB, KOMMIEKCOB,
N30MEPOB, KPUCTaNNMYECKMX GOPM W APYrMX MPOU3BOAHLIX OLHOMO M TOrO Ke AENCTBYIOWEro BellecTBa He
ABAAETCA MPEenAaTCTBMEM A/A ONpesesieHuUs B3aMMO3aMeHAEMOCTM JIeKapCTBEHHbIX MpenapaTtos, ecau npwu
npoBeAeHWM  UCCAeaoBaHMA  BMOIKBMBANIEHTHOCTM  JIEKAPCTBEHHOrO  Mpenapata WM UCCAeA0oBaHUSA
TepaneBTUYECKOW IKBMBANEHTHOCTM /IEKAPCTBEHHOMO NpenapaTta A0Ka3aHO OTCYTCTBME KAMHWUYECKM 3HAYMMbIX
pasnnMunii - papMakoKMHETUKM U (Man) 3PPeKTMBHOCTM M 6e30MacHOCTM NIeKapCTBEHHOro npenapata A4aa
MeAMNLUMHCKOro NPUMEHEHUs;

2) 3KBMBANEHTHOCTb NeKapcTBeHHOW ¢opmbl. oA 3KBMBANEHTHbIMW  NIEKAPCTBEHHbIMU  dopmamu
MOHMMAIOTCA PasHble IeKapCTBEHHble GOPMbI, UMetoLLIMe OAMHAKOBble CNocob BBeAeHUA U cnocob npumeHeHus,
obnagatowme conoctaBumbiMm GapPMaKOKUHETUYECKMMU XapPaKTEPUCTUKAMMU U GAaPMAKOOTMYECKUM AeACTBUEM U
obecneunBaloLne TaKkKe AOCTUNKEHME HeobXoANMMOro KAnHWYeckoro addekTa. Pasnnumna nekapcreeHHbIXx dopm
He ABNAIOTCA NPenATCTBMEM ANA OnpeaeneHus B3aMMO3aMEeHAEMOCTU JIEKAPCTBEHHbIX MpPenapaTos, ec/iv Mpu
NPoOBeAeHUN  WUCCNefOBaHUA  OMOIKBMBANEHTHOCTM  JIEKAPCTBEHHOrO  Npenapata WAW  UCCNef0BaHUA
TepaneBTUYECKON 3KBMBANEHTHOCTM JIEKAPCTBEHHOIO Npenaparta A0Ka3aHO OTCYTCTBME KAMHWUYECKM 3HAYMMbIX
pa3nnumii  GapMaKoOKMHETUKM U (nan) 3dPeKTMBHOCTM M 6e30MacHOCTM J/IeKAapCTBEHHOro mnpenapata A
MeANUMNHCKOTO NPUMEHEHUS;

3) 3KBMBaNEHTHOCTb UJ/IM COMOCTaBUMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB JIEKAPCTBEHHOro npenapara
ANA MeANUMHCKOro NpumeHeHus. PasnmMuma coctaBa BCMOMOraTe/lbHbIX BELLECTB JIEKAPCTBEHHOMO Npenaparta He
ABNAIOTCA NpPEenATCTBMEM [ANA OnpefefieHna B3aMMO3aMEHSAEeMOCTM JIEKApPCTBEHHbIX NPenapaTos, ecan npwm
NpoBeAeHUN  UCCNefoBaHUA  OMOIKBMBANEHTHOCTM  /IEKAPCTBEHHOTO  Npenapata WAW  UCCAefoBaHUA
TepaneBTUYECKON 3KBMBANEHTHOCTWM JIEKAPCTBEHHOTO NpenapaTta AO0Ka3aHO OTCYTCTBME KAMHUYECKU 3HAYMMBIX
pa3nnumii  GapMaKOKMHETUKM U (nan) 3dPeKTMBHOCTM M 6e30MacHOCTM J/IeKAapCTBEHHOro mnpenapata A
MEAMLMHCKOrO npumeHeHus. Mpu HaAMuMU KAMHWYECKU 3HAYMMbIX PasAvunii GapMaKOKUHETUKM U (Mau)
3bdEeKTMBHOCTM M 6e30NacHOCTM  JIEKAPCTBEHHOrO  Mnpenapata  A4aa  MeAUUMHCKOro  MpUMeHeHus
B3aMMO3aMeHAEMOCTb ONpesenneTca C YyKasaHMeM Ha UCKIOYEHME OTAENbHbIX FPYNN NALUEHTOB;

4) naeHTUYHOCTL cnocoba BBeAEeHNA M cnocoba NPUMEHEHUS;

5) cooTBeTcTBME NPOM3BOAUTENA JIEKAPCTBEHHOrO cCpeacTBa TpPeboBaHMAM MpPaBWA  Hag/exKallen
NPON3BOACTBEHHOMN NPAKTUKMN.

3. OnpegeneHve B3aMMO3aMEHAEMOCTM  BOCMPOM3BEAEHHbIX /IeKApCTBEHHbIX MpenapaTtos  Ajs
MeAMUMHCKOrO MpUMEHeHWs, YKasaHHbIXx B 4actu 10 ctatbuM 18 Hactoswero ®deaepanbHOro 3aKoHa,
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ocyuwiecTsnaeTca 6es HeOGXOAMMOCTM AO0Ka3aTenbCTBa UX 6103KBMBANEHTHOCTU.

4. OcobeHHOCTU onpeaeneHUa B3aMMO3aMEHAEMOCTU OMONOrMUYECKMX JNIEKAPCTBEHHbIX NPEnapaTos,
KOMBMHMPOBAHHbIX JIEKAPCTBEHHbIX MPenapaToB (cogepraWmx KombuHauuioo AByx M 6osnee [eWCTBYIOLLMX
BELLECTB), /IEKAPCTBEHHbIX MPEnapaToB A/ MapPeHTepPasbHOro MUTAaHUA W HEeLO03UPOBAHHbLIX JIEKAPCTBEHHbIX
npenapaTos ycTaHaBauBatoTcA Mpasutenbcteom Poccuiickon Pepepauum.

5. OnpepeneHne B3aMMO3aMEHAEMOCTM HE OCYLLECTBNAETCA B OTHOLIEHUM NeKAPCTBEHHbIX PaCTUTENbHbIX
npenapatos, romeonaTnu4eCKkMUX NeKapCTBeHHbIX NpenapaTos.

6. (DOpMVIpOBaHVIe nepeyHA B3aMMO3aMeHAEeMbIX /NeKapPCTBEHHbLIX nMNpenapatoB ANA MeaAUUMHCKOro
npuMmeHeHnA OCYWEeCTBNAETCA 3SKCNEepTHbIM Yy4ypexageHnem nocpeacrsom 06be,CIMHEHVIH NEeKapCTBEHHbIX
npenapatos B OTAe/ibHble Trpynnbl, B Ka)+<p,of/'| M3  KOTOPbIX JNeKapCTBEHHble MNpenapaTtbl ABAAKOTCA
B3aMMO3amMeHAEMbIMUA.

7. B cnyyae BKAKOYEHUA B MHCTPYKLUMIO MO MEAULUHCKOMY MPUMEHEHUIO IEKAPCTBEHHOrO npenapaTta Ha
OCHOBaHUWM pe3ynbTaTOB COOTBETCTBYIOWMX UCCNEA0BAHUIN MOKa3aHUM o158 NPUMEHEHUA, KOTOPbIE OT/IMYatoTCA OT
MOKa3aHWM ANA NPUMEHEHUA APYTUX NEKAPCTBEHHbIX NPENAPATOB M3 FPYNMbl B3aMMO33aMEHAEMbIX JIEKAPCTBEHHbIX
npenapaToB, B MepevyHe B3aMMO3aMEHSEMbIX JIEKAPCTBEHHbIX MpernapaToB ANs MEeAMUMHCKOrO NPUMEHEHUA
A0/IXKHa BbITb YKa3aHa CoOTBETCTBYIOLWANA MHPopMaLms.

8. TllepeyeHb B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MpPenapaToB A1 MeAUUMHCKOTO MpUMEHeHMUs
pa3smelaeTca YNosHOMOYeHHbIM  denepasbHbIM  OPraHOM  WUCMNONHUTENbHOM  BAACTW, OCYLLECTBASIOLLMM
roCyZapCTBEHHYIO PEruMcTpaLuio NeKapCTBEHHbIX MPEnapaToB ANs MeAMLMHCKOTO NPUMEHEHMUs, Ha CBOEM
obuumanbHom cante B cetm "UHTepHeT". UHbopmauma B nepeyHe B3aMMO3AMEHAEMbIX JEKAPCTBEHHbIX
npenapaToB A1A MeAULMHCKOro NPUMEHEHNA OBHOBNAETCA YKa3aHHbIM defepanbHbiM OPraHOM UCMONHUTENBHOM
BJ1ACTU C Y4ETOM HOBbIX 3aPErmcTPMPOBAHHbIX IEKAPCTBEHHbIX NPEnapaToB AN MEeAWUMHCKOrO MPUMEHEHUs U
BHECEHHbIX W3MEHEHUIN B [OKYMEHTbl, COAEeprKallMecs B PEerncTpaLMOHHbIX [OCbe Ha 3aperucTpupoBaHHble
NleKapCTBeHHble NpenapaThbl 418 MeAULMHCKOTO NPUMEHEHUA.

9. MopAagoK Mcnonb3oBaHWA MHGOPMaLMM O B3aMMO3aMEHSEMbIX JIEKAPCTBEHHbIX npenapaTax Ans
MeAMUMHCKOro NPUMEHEHMA U NOPAJOK AaYM PasbACHEHMI NO BONPOCAaM B3aMMO3aMEHAEMOCTU JIEKAaPCTBEHHbIX
npenapaTos 418 MeAULMHCKOro NpUMeHeHus ycTaHasamBeatoTea MNpasuTtenbctBom Poccuitickoit Geaepaumu.

KoHcynbTaHTlAtOC: NnprMmeYvaHme.

CpOoK perncrpaumm fekapcTBEeHHOro npenaparta gAsa BETepPMHApPHOro NpMMeHeHus, uctekatowmin ¢ 14.03.2022
no 31.12.2022, a Takxke B 2023 roay, npoaseH Ha 12 mecAues (MoctaHoBneHue [pasutesnbctea PO ot
12.03.2022 N 353).

CratbAa 28. PeructpaumMoHHOe ya0CTOBEepEeHUE 1eKapCTBEHHOro npenapara

1. PernctpaumoHHoe yaoCTOBEpeHWe /IeKapCTBEHHOro npenapaTa C yKasaHWem NeKapCTBEeHHbIX Gopm M
[O3VPOBOK BblAaeTcs 6eccpoYyHO, 33 MCKAOYEHMEM PErMcTPaLMOHHOIO  YAOCTOBEPEHWUA JIeKapCTBEHHOrO
npenapata, Bbl4aBaEMOro CO CPOKOM AENCTBMA NATb JIET, Ha Bnepsble peructpupyemslie B Poccuiickoin degepaumm
NleKapcTBeHHble npenaparsbl.

2. Mo ucTeyeHMM yKa3aHHOro B YacTu 1 HacToALLel cTaTb CPOKa BblaaeTca 6eccpoyHoe perncTpaLmoHHoe
y40CTOBEPEHME /IeKAaPCTBEHHOTO NpenapaTa Npu yCA0BUM NOATBEPIKAEHNA €r0 roCyAapCTBEHHOM perncTpaumm.

3. B cnyyae BHeceHus B cootBeTcTBMM co cTaTbsamu 30 1 31 HacToswero PeaepanbHOro 3aKOHA U3MEHEHUI
B coAep’Kalimecs B perMcTpaumoHHOM A0Cbe Ha 3apPerncTpupoBaHHbIA IeKAapCTBEHHbIM NpenapaT AOKYMEHTbI,
3aTparvMBaloWmX CBeAEeHMA, OTPaKeHHble B PEerucTpauMoHHOM YyAOCTOBEPEHMWU JIEKAPCTBEHHOro Mpenapara,
YNONHOMOYEHHbIN  deaepanbHbIi  OpraH  MUCNOAHUTENIbHOM  BAACTM  BblAAeT HOBOE  PEerncrpalmoHHoe
YAOCTOBEPEHME NEKAPCTBEHHOrO Npenapara, CoAep Kallee BHECEHHbIE B HEr0 M3MEHEHMUA.
(4acTb 3 BBeaeHa PegepanbHbiM 3aKoOHOM 0T 22.12.2014 N 429-93)

4. B cnyyae yTpaTbl AW NOBPEXKAEHWUA PErMcTPaLMOHHOIO YAOCTOBEPEHUA NEKapCTBEHHOro npenapara no
3aB/IEHUI0 B MNUCbMEHHOW Gopme aepskaTena WAM  BNafenbla PEerucTpauMoHHOro  yAOCTOBEpEeHMS
NIeKapCTBEHHOro npenaparta WMAW YNOAHOMOYEHHOroO MMK APYroro PUAMYECKOro Auua o Bblgade aybsivKata
PerncTpaLMoHHOrO YAOCTOBEPEHMSA NIeKapCTBEHHOro npenapaTta  YNno/JHOMOYEHHbI deaepanbHbiii  opraH
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MCNONHUTENBLHOW BAACTM B CPOK, He MPEBbILAOWMI AecATU pabounx AHeN co AHA MOCTYMNAEHWA 3anBAeHUs,
BbloaeT AybAMKaAT perucTpauMoHHOro yAO0CTOBEpPeHUA NeKapCTBEHHOro npenapaTta. 3a Bblgady Ayb6suKaTa
PerncTpaLMoHHOTO YA0CTOBEPEHUA NIeKapCTBEHHOro npenapata B3WMaeTcA rOCyAapCTBEHHAs MOW/AMHA B
COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuitickoit deaepaumm o Hanorax u cbopax.

(4acTb 4 BBegeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlAOC: NnpuMmeYvaHue.

CpOK permcrpaumm fIeKapCTBEHHOro NpenapaTta gAsa BETEPUHAPHOrO NpUMMeHeHUsA, ucTekatowmin ¢ 14.03.2022
no 31.12.2022, a Takxe B 2023 roay, npoaseH Ha 12 mecsaues (MoctaHoBneHue lMpaButenbctea PO ot
12.03.2022 N 353).

CraTtba 29. MoAaTBepKAEHUE rOCYAaPCTBEHHOM PerncTpaLumn IeKapcTBeHHOro npenapara
(B pean. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. MNoaTBep:KAeHMe TroCyAapCTBEHHOM PEerucTpaumMM NeKapcTBEHHOro npenapaTta ocywecTBaAseTca npu
BblAaye 6eCcCpPOYHOro PerncTpaumoHHOro yAoCTOBEPEHMA NEeKapCTBEHHOro npenaparta B C/yyYae, yKasaHHOM B
yactu 2 cTatby 28 HacToAwwero ®enepanbHOro 3aKOHa, B CPOK, HE MPEBbLILLAIOWMKN WeCTUAECATU pabounx aHel co
OHA  NOMYYEHUS COOTBETCTBYIOLMM YMNOSHOMOYEHHbIM deaepaNbHbiM  OPraHOM WCMNONHUTENbHOW BAAaCTU
3aAB/IEHUA O MOATBEPKAEHUMU rOCyAapCTBEHHOW perucTpauum eKapcTBeHHOro npenaparta. He ocyulecteaserca
NOATBEPIKAEHNE roCyAapCTBEHHOMN perncTpaumm B OTHOLLIEHUN NeKapCTBEHHOMO npenapara, He HaxoAmBLLEerocs B
obpalleHun B Poccuitickoit depepaumm B TeyeHue Tpex u 6onee feT, a TakKe B OTHOLIEHUMU SIEKaPCTBEHHOrO
cpeacTBa, NPOU3BEAEHHOrO C HapylleHuem TpeboBaHWA, YCTaHOBAEHHOro 4acTbto 3.7 ctaTb 71 HacToAuiero
denepanbHOro 3akoHa.

2. 3asABneHMe O TOATBEPKAEHUM FOCYAAPCTBEHHOM perncTpaLuu JfekapCTBEHHOro npenapaTta  And
MeANUMHCKOrO MNPUMEHEHUA NpeacTaBAAeTCA B COOTBETCTBYHOLMI YNOJAHOMOYEHHbIN deaepanbHbll OpraH
WUCNOJIHUTENIBHON BNacTM He paHee Yem 3a CTO BOCEMbAECAT [AHEN [0 WCTeYeHUA CpOKa AencTBuA
PEerncTpaLMoHHOro yA0CTOBEPEHUA NEKAPCTBEHHOIO NpenapaTta 419 MeAULMHCKOrO NPpMMEHEHUA.

(8 pea. PepnepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

2.1. 3asBieHMe O MNOATBEPXKAEHUM TOCYLAPCTBEHHON perncTpaummM NeKapCTBEHHOro npenapata AnA
BETEPUHAPHOIO MNPUMEHEHUA NPeACTaBAAETCs B COOTBETCTBYHOLWMMA YMNOJHOMOYEHHbIM ¢deaepanbHbli OpraH
WUCNONHUTENIBHOW BNACTM He paHee 4Yem 33 CTO BOCEMbAECAT AHEeM [0 WCTeYeHUs CPOKa Aencreus
PEerncTpaLmMoHHOro ya0CTOBEPEHUA NIEKAPCTBEHHOMO NpenapaTa AJ1A BETEPUHAPHOIOo NPUMEHEHMA U He no3aHee
OKOHYaHMA CPOKa ero gencraums.

(4acTb 2.1 BBeaeHa ®eaepanbHbiMm 3akoHoM oT 02.08.2019 N 297-93)

3. lNoarsepkaeHue FOCY,EI,apCTBeHHOlji perncTtpaunnm nekapCtBeHHOro npenaparta ocyuwecTBaAaeTca no
pe3ynbratam 3KCNepTu3bl OTHOLWEHNA OXKMaaemon nonb3bl K BO3MOXHOMY PUCKY NpUMeHeHUA NeKapCTBEHHOIo
npenapata Ha OCHOBAHUWU pPe3y/sIbTaTOB MOHUTOPUHIA 3¢¢EKTVIBHOCTVI M 6esonacHocTH NEeKapCTBEHHOIo
npenaparta, NpoBOAMMOro aep»xkartenem unn snagenbuem perncTtpauMoHHOro yagoctoBepeHuA NeKapCTBEHHOro
npenapata nmbo YNO/THOMOYEHHbIM MU HOPNONYECKUM NIMLOM, a TaKXXe COOTBETCTBYHOLWMM YNO/IHOMOYEHHbIM
cbep,epaanblm opraHom WCNO/IHNTE/IbHOM BNAACTU B COOTBETCTBUM C Tp86OBaHMﬂMVI CcTaTbu 64 HacToAwero
cD(‘.‘,CI,(‘.‘}:):’:U’]bHOFO 3adKOHa.

4. K 3aABneHuto o noarsepXxXaeHnu I'OCV,CI,apCTBEHHOﬁ perncTpaummnm neKkapcCreBeHHoro npenapata AnAa
MeANUUNHCKOro NnpuMeHeHNA NpuaarakoTca:

1) AOKYMeHTbI, cogepsKallme pesy/bTaTbl MOHUTOPUHIA 3GGEKTUBHOCTM U 6E30MacCHOCTM NEeKAPCTBEHHOTO
npenapaTa 414 MeAULMHCKOro NPUMEHEHUA, NPOBEAEHHOro AepyKaTenem Wau Bnagesbuem PerncTpaumMoHHOro
YyAOCTOBEPEHMS NEKAapCTBEHHOrO npenapata ANs MeAMUMHCKOTO MNPUMEHEHMS ANMB0 YNONHOMOYEHHbIM KM
IOPUAMYECKUM NULOM, MO GOpMe, YTBEPKAEHHON YNOAHOMOYEHHbIM defepanbHbiM OPraHOM MCMONHUTENbHOM
BNACTU;

2) cBepeHuAs O JaTe MNpenocTaB/ieHWA WM PErMcTpauMoOHHOM HOMepe JIMUEH3WM Ha MpPOW3BOACTBO
NeKapCTBEHHbIX CPeACTB WM CBeAEHWA O AaTe NpefoCTaBleHUA U PerMcTpaumoHHOM HOMEpe 3aK/YeHus O
COOTBETCTBMM NPOM3BOANUTENA JIEKAPCTBEHHbIX CpeacTe TpeboBaHMAM NpaBua Hagnexallen NpousBoACTBEHHON
NPAKTUKK, NPeSOCTaBAEHHbIX YNONHOMOYEHHbIM deaepasibHbIM OPraHOM UCMONHUTENbHOW BAACTU B OTHOLLEHUM
NPOW3BOACTBEHHOM N/IOLWAAKM NIeKAapPCTBEHHOrO NpenapaTta 418 MeAWLMHCKOro NPUMEHEHUs, rocyapCcTBeHHas
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perncTpauua KoTOporo MOATBEPKOAETCA B C/yyae, eciM NPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Agna
MeAMLMHCKOro NpUmeHeHus ocyliecTeaseTcs B Poccuiickoit ®eaepaumu;
(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

3) Konua npefocTaBAEHHOM YMNOJHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOAUTENS NULEH3UM  HA
NPOW3BOACTBO JIEKAPCTBEHHOTFO Mpenapata 418 MeAUUMHCKOrO MPUMEHEHMA U ee MepeBos Ha PYCCKUI A3bIK,
3aBepeHHble B YCTAaHOB/NEHHOM MNOPAAKEe, a TaKXKe KOMuA 3aK/JYeHUA O COOTBETCTBUM MpPOM3BOAUTENA
NIEKapCTBEHHbIX CpeacTs TpeboBaHMAM MpPaBUA  HaZNeXKawel MNpPOU3BOACTBEHHON MPAKTUKKM, BbIAAHHOIO
YNOAHOMOYEHHbIM deaepasibHbIM OPFraHOM UCMONHUTENbHOM BAACTU B OTHOLEHMM NPOU3BOACTBEHHOM MAOLAAKM
JIeKapCcTBEHHOro npenapaTa A4AA MeAMUMHCKOrO MNPUMEHEHMA, [OCYAApCTBEHHAA perucrpauma  KoToporo
NnoATBEPKAAETCA, WKW KOMWA pelleHua YNoJHOMOYEHHOrO ¢denepasibHOro opraHa MCMNOAHUTENbHOW BAAcTUM O
NPoBeAEHNUN MHCNEKTUPOBAHMA MPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB B C/y4ae, €C/iM MNPOM3BOACTBO
JIeKApCTBEHHOro npenapata Ans MeAUMUMHCKOro MPUMEHEHUA OCYyLecTBAAeTCcA 33 npegenamu Poccuiickoin
depepaumu.

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)
(4acTb 4 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B OTHOWEHUN BUONOTNYECKUX SIEKAPCTBEHHbIX NPENapaToB A7 MeAULMHCKOro NPUMEHEHUA 3aABUTE/b
[OMNONIHUTENIbHO NPeACTaBAAET pPe3y/bTaTbl MEPONPUATUN, NPeAyCMOTPEHHbIX MJAHOM YMNPaB/iEHUA PUCKaMK,
YTBEPXKAEHHBIM YMNOSIHOMOYEHHbIM defepasibHbiM OPraHOM MWCMOJHUTENIbHOM BAACcTU MPU  OCYLLECTBAEHUMU
rocysapCTBEHHON pPerncTpaLnmn N1eKapcTBEHHOro npenaparta 414 MegULMHCKOTO NPUMEHEHUA.

(4acTb 4.1 BBegeHa GeaepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.2. K 3aABNEHUI0 O NOATBEPMKAEHMM TOCYAAPCTBEHHOM PEerncTpaumm NekapcTBeHHOro npenapata ans
BETEPUHAPHOrO NPUMEHEHMUA MPUIAFatOTCA AOKYMEHTbI, COAEP KaLLME pe3ybTaTbl MOHUTOPUHIA 3QPEKTUBHOCTH
1 6e30nacHOCT IeKapCTBEHHOrO NpenapaTa Ans BETEPUHAPHOIO NPUMEHEHUS, NPOBOANUMOrO AEpKaTeNeM Umn
B/lageNbLeM PErMcTpauMoHHOro yAOCTOBEPEHUS NEKAPCTBEHHOrO npenapaTta AN BETEPUHAPHOro NpPMMEHEHUs
B0 YNONHOMOYEHHbBIM UM HOPUAMYECKUM ULOM, N0 GOpMe, YTBEPKAEHHOW YNOAHOMOUYEHHbIM desepanbHbIM
OpraHOM MCNOMIHUTE/NIbHOM B/IaCTU, U AOKYMEHTbI, YKa3aHHble B NyHKTax 1, 2 - 2.2, nognyHkTax "a", "6", "k", "n"
nyHKkTa 4 yactm 3 crtatbu 17 Hactoswero ®PepepanbHOro 3aKoHa. B OTHOWEHUM MMMYHOBMONOTUYECKUX
NIeKapCTBEHHbIX MpPenapaTtoB AN BETEPUHAPHOIO MPUMEHEHUA He MPeACTaBNAIOTCA CBeAEHMA, YKa3aHHble B
nognyHkte "K" nyHKTa 4 yactn 3 ctaTbu 17 HactosAwero denepanbHOro 3aKkoHa. B oTHOWEHMU NeKapCTBEHHbIX
npenapatoB A4AA BETEPUHAPHOrO  MNPUMEHEHMUA, TMOJYYEHHbIX C MPUMEHEHUEM  TEHHO-UHXXEHEepPHO-
MOANDULMPOBAHHbBIX OPraHM3MOB WAWN COAEP)KAWMX TaKMe OpraHM3mbl, AOMONAHUTENbHO NpPeACTaBAAlTCA
cBeAeHUA, yKasaHHble B NyHKTe 13 yacTu 3 cTaTbu 17 HacTosiwero PeaepanbHOro 3aKoHa.

(4acTb 4.2 BBeaeHa degepanbHbim 3akoHom oT 04.06.2018 N 140-93; B pen. GeaepanbHoro 3akoHa ot 02.08.2019

N 297-03)

4.3. 3aABuTeNb BhpaBe MNPeACTaBUTb C 3aABNEHMEM O MOATBEP)KAEHUW FOCYAAaPCTBEHHOW perncrpauum
NIeKapCTBEHHOrO npenapaTa Konuio AOKYMEHTa, MNOATBEPKAAMOLWEro ynaaty rocyfapCTBEHHOW MOWAWMHbLI 3a
noATBepKAEHUE TOCYAAPCTBEHHOM  PErucTpauuM  NIeKapCTBEHHOro npenapaTta, a TaKXe BblAaBaemble
(npepocTaBnsemble) ynoaHomouyeHHbIMM denepanbHbIMW  OpraHamu  UCNONHUTENBHON BNACTU  AOKYMEHTbI
(cBepgeHuA), yKasaHHble B MyHKTax 2 M 3 yacTM 4 HacToAwel cTaTbM. B cayyae ux HenpeacTaBaeHuA
YNONHOMOYEHHbIN deaepanbHbli  OpraH MWCNONHUTENbHOW BAACcTU  3anpaluMBaeT YKasaHHble [AOKYMEHTbI
(cBEAEHMA) B NOpsAAKe MeXBELOMCTBEHHOTO MHPOPMALLMOHHOTO B3aMMOENCTBUS.

(4acTb 4.3 B pea. deagepanbHOro 3akoHa ot 27.12.2019 N 478-d3)

5. B TeyeHune pgecatu paboumx gHen co AHA MPUHATUA 3aABAEHWUA O MOATBEPNKAEHWM rOCYAapCTBEHHOWM
perncTpaLuun NeKapCcTBEHHOTo NpenapaTa U AOKYMEHTOB, COAepKaLLMX Pe3yNbTaTbl MOHUTOPUHIA 3G HEKTUBHOCTM
M 6e30MacHOCTM NIeKapCTBEHHOro Mpenaparta, NPOBOAMMOrO Aep:KaTesieM WM BRajesbLeM PerncTpalMoHHOro
YOOCTOBEPEHUS  /IeKapCTBEHHOro  npenapata /M60  YNONHOMOYEHHBIM UMW HOPUANYECKMM  JIMLOM,
YNOJ/IHOMOYEHHbIN pesepasbHblii OpraH UCMOJHUTE/IbHOM BNACTH:

1) npoBOAMT NPOBEPKY NOJHOTbI CBEAEHUM, COAEPKALLMXCA B NPEACTaBNEHHbIX 3aABUTENEM AOKYMEHTaX;

2) NPUHUMAET peLleHne o NpoBeAeHUU UAKN 06 OTKase B NPOBEAEHUN SKCNEPTU3bl OTHOLLEHUA OXKUAAEMON
No/Ib3bl K BO3SMOXHOMY PUCKY NPUMEHEHMSA IEKaPCTBEHHOrO NpenapaTa Ha OCHOBAHUK Pe3y/bTaToB MOHUTOPUHTa
addpeKTMBHOCTM M 6e30MacHOCTM /IeKapCTBEHHOro npenaparta, NPOBOAMMOrO AepXKaTenem WAW BAagenblem
PerncTpaLMoHHOrO YAOCTOBEPEHMS NeKapCTBEHHOro npenapaTta /Mbo YNOAHOMOYEHHLIM MMU HOPUANYECKUM
NMUOM, a TakKe deaepanbHbIM OPraHOM WMCMONHUTENbHOW BAACTU B COOTBETCTBMM C TpeboBaHMAMM CTaTbk 64
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HacToAuwero ¢'ep,epaanoro 3aKOHa;

3) yBeLOMNAET B 3NEKTPOHHOW GOpMe UM NUCbMEHHOW GOpMe 3aABUTENSA U IKCMEPTHOE yupexKaeHue o
NPUHATOM PeLLleHnn AMBOo B C/lyYae NPUHATUA peLleHnn 0b oTKase B NPOBEAEHUMN IKCNEPTU3bI YKa3biBAeT NPUUYNHBI
TaKoro oTKasa.

6. B cnyyae BbIABNEHUA HELOCTOBEPHOCTU U (MAKM) HEOOCTAaTOYHOCTM MHbOPMaLUK, coAep:Kalleics B
NPeACTaBNeHHbIX 3asBUTENEM [OKYMEHTaX, YNOJHOMOYEHHbIN deaepanbHblit OpraH WCNOAHWUTENbHOM BNAcTU
HanpasnseT 3aABUTENtO0 3anpoc 06 YTOYHEHWM YKasaHHOM WHPopmauMK. 3anpoc  YNOJHOMOYEHHOIO
befepanbHOrO opraHa MCMONHWUTENbHOM BAACTM MOXKET b6biTb nepefaH YNoOJHOMOYEHHOMY MpPeACTaBUTENIO
3aABUTENIA IMYHO NOZA, PACMMCKY, HaNpaB/eH No NoYTe 3aKasHbIM MMCbMOM UK NepeaaH B 3/1eKTPOHHOW dopme no
TE/IEKOMMYHUKALMOHHBIM KaHanam cBf3u. B ciyyae HanpasieHWs 3anpoca yno/JIHOMOYEHHOro ¢denepasnbHOro
OpraHa MUCMONHUTENbHOM BNACTM NO MOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCA MNOJIYYEHHBIM MO UCTEYEHUMU LLECTU
AHel ¢ paTbl HanpasBaeHMA 3aKa3HOro NMCbMa.

7. 3asButenb o06A3aH npeacTaBMTb OTBET HA 3anpoc  YMNO/JHOMOYEHHOro deaepasbHOro opraHa
WCMNOJIHUTENIBHON BNACTU B CPOK, He MpeBblWatowmi aesaHocTa pabounx aHeil co AHA ero nonyyeHusa. Cpok,
YKA3aHHbIA B 4YacTM 5 HacToAwen cTaTbM, NPUOCTAHAB/AMBAETCA CO [AHA HaNpaB/eHUs 3aABMTENO 3anpoca
YNoJ/IHOMOY€EHHOro ¢deaepanbHOro opraHa MCNOJHUTENbHOW BNAacTM A0 AHA MOJiyYEHWA UM COOTBETCTBYHOLLENO
OTBETa W He Y4YMTbIBaeTCA MPU  WCYUCIEHUN CPOKA MOATBEPKAEHUSA rOCyAapCTBEHHOW perMcrpaumnu
JIeKapCTBEHHOro npenapara.

8. OcHoBaHMEM A1 OTKasa B NPOBEAEHUM IKCMNEPTM3bl OTHOLWEHUA OXKMAAEMOWN MOb3bl K BO3MOMKHOMY
PWCKY NPMMEHEHUA NEKaPCTBEHHOMO Npenapara ABAAeTCA NPeACTaBNeHne AOKYMEHTOB, COAEpXKaLuuUX pe3y/ibTaThl
MOHUTOPMHTa 3P HEKTUBHOCTM M 6e30NacCHOCTN NEKAPCTBEHHOro Npenapara, U (Maun) B OTHOWEHUN BUONOTNYECKUX
NeKapCTBEHHbIX NpenapaToB pe3ynbTaToB OCYLLECTBNEHUSA MEPONPUATUIA B COOTBETCTBUM C NAAHOM ynpas/ieHus
pPUCKaMK, YTBEPXKAEHHbLIM  YNONHOMOYEHHbIM  deaepasnbHbiM  OPraHOM  WUCMONHUTENbHOW BAACTM  MpM
OCYLLECTB/IEHUN TOCYAAPCTBEHHOW PErucTpaumM SeKapcTBEHHOro npenapaTa, B HENoAHOM obbeme, OTCyTCTBUE
nHbopmaumn, NoaTBEPKAAIOLWEN GAKT YNaaTbl rOCYAaPCTBEHHOM MOLIMHBI 33 NOATBEPXKAEHME rOCYAaPCTBEHHOMN
perucTpaLumn NekapcTBeHHOro npenapara, AMMbo HenpeacTaBieHue 3aaBUTE/IEM B YCTaHOBJ/IEHHbIN CPOK OTBETA Ha
YKa3aHHbI B 4YacTM 6 HacToslel CTaTbM 3anpoc YNoJAHOMOYEHHOro defepanbHOro OpraHa MCMOJHUTE/IbHOM
B/1IACTU, @ TaKKe OTCYTCTBME B YKA3aHHbIX 4OKYMeHTax MHGOPMALMM, KOTOPan AO/IKHA ObITb B HUX OTPaXKeHa.

9. JKcnepTusa OTHOLWEHMA OXKMaaemon nosb3bl K BO3MOXHOMY PUCKY NpuUMeHeHUA NeKapCTBEHHOro
npenapata B UENAX NOATBEPXAEHUA FOCY,D,apCTBeHHOl‘/‘I perncTpaunn nekapCrBeHHOro npenaparta nposoauTcA
Komuccuen 9KCNepPTOB 3KCNEPTHOro y4ypexgeHna B CPOK, HE I'IpeBbILIJaPOLLI,VIVI COpPOKa pa60lw|x ,El,Hef;I.

10. B cnyyae HepOCTaTOMHOCTM MPEACTABAEHHbIX 3KCMEepPTy MaTepuasnos A/1A Aadyu 3aK/YeHUs IKcrnepT
0b6pallaeTca K PYKOBOAMTENIO IKCMEPTHOrO YUYPEeXKAEHUA O MPesocTaBNeHUMM emy HeobXoaumbIX MaTepuanos.
PyKoBOAMTENb 3JKCMEPTHOrO YyypexaeHus obpaliaetcd C COOTBETCTBYIOLMM 3anNpoCOM B YMNOAHOMOYEHHbIN
denepasibHbI OpraH UCMNONHWUTENIbHOW BAACTW, BbIAABLWIMI 3ajaHWe Ha NPOBEAEHME IKCMEepPTM3bl OTHOLIEHWA
OKMAAEMOMN NOAb3bl K BO3MOXHOMY PUCKY MPUMEHEHUA SIEKAapCTBEHHOrO npenapara Ha OCHOBAaHUM AOKYMEHTa,
COAEPKaLLEro pesyibTaTbl MOHUTOPUHTA 3GPEKTUBHOCTM M 6e30NacHOCTU SIeKapCTBEHHOrO npenapaTa. B TeyeHue
nATM paboumx AgHel co AHA MNOCTYN/AEeHUA 3anpoca PYKOBOAMTENA 3SKCMNEPTHOTO YYPEKAEHWUA YKasaHHbIN
denepanbHbIi OpraH UCNOAHUTENbHOM BNACTM HanpaBAseT 3asBMTEN0 3anpoc O NPeacTaBNeHUM HeobXOoaUMbIX
MaTepunanos, KOTOPbI MOKET bbITb NepeaaH yNoAHOMOYEHHOMY NPeaCcTaBUTENtO 3aABUTENA IMYHO NOA, PACMUCKY,
HanpasAeH MO NoYTe 3aKasHbIM MUCbMOM WAM NepefaH B 3NEKTPOHHON Gopme Mo TeNeKOMMYHMKALMOHHbBIM
KaHanam cBf3W. B ciyyae Hanpae/ieHMs 3anpoca YNoAHOMOYEHHOro deaepanbHOro opraHa WMCMoSHUTENbHOM
B/1aCTW MO MOYTE 3aKa3HbIM MUCbMOM OH CHMTAETCA MOJIYYEHHbIM MO UCTEYEHWUM LIECTM AHEN C AaTbl Hanpas/ieHUs
3aKa3HOro nucbma.

11. 3asBuTenb 06A3aH NpeacTaBUTb OTBET Ha 3anpoc YMNOJAHOMOYEHHOro ¢enepanbHOro opraHa
WCMNOJIHUTENbHOM BNACTU B CPOK, HE MPEBbILIAIOWMNIA WeCTMAEeCATU pabounx AHen co AHA NONYyYeHUA YKa3aHHOro
3anpoca. YNo/HOMOYeHHbI deaepanbHbll OpraH UCNOHUTENBHOM BNACTK, BblAaBLUMI 334aHMe Ha NpoBeAeHMe
3KCNepTU3bl OTHOLLEHUA OXUOAEMOM NOb3bl K BO3MOXKHOMY PUCKY NMPUMEHEHUA SIeKapCTBEHHOIO NpenapaTta Ha
OCHOBaHMM  [AOKYMEHTa, CcoAep)Kallero pesynbTaTbl MOHWUTOpWHra addeKkTBHOCTM U HesonacHocTH
NleKapCTBEHHOro npenapara, B TeyeHne NATU paboumx AHel Co AHA NOCTYNAeHMA OT 3aABUTeNA OTBETA Ha 3anpoc
ynonHomo4yeHHoro ¢enepanbHOro OpraHa WCNONHUTENbHOW BAACTM HaMpaBAseT 3TOT OTBET B 3KCMepTHoe
yyupexgeHve. B cnydae HenpeacTaBAeHMA MO UCTEYEHUWM LLIECTUAECATU paboumx gHeW 3asBMTenem OTBeTa Ha
YKa3aHHbIA 3anpoc YNoAHOMOYEHHbIN ¢enepanbHblit OopraH UCNONHUTENIbHOM BAACTW, BblAaBLUIMA 3aJaHME Ha



npoBeAeHWe 3KCNepTU3bl OTHOLEHMSA OXKMAAEMOW MONb3bl K BOSMOXHOMY PUCKY NMPUMEHEHWUS NEeKapCTBEHHOIO
npenapaTa Ha OCHOBaHUW AOKYMEHTA, COAEPKaLLEro pesybTaTbl MOHUTOPUHIA 3 dEKTUBHOCTM U Be3onacHOCTH
NleKapCTBEHHOro npenapaTta, B TeueHue NAaTu paboumx AHel HanpasaseT B IKCNEPTHOE yUpexaeHe yBegoMNeH e
0 HenpeacTaBAeHUM 3asBUTENIEM OTBETA Ha 3anpocC yKasaHHOro opraHa. Bpemsa co AHA HanpasneHusa 3anpoca
3KCMEePTHOrO YyUYPEKAEHNA B YNONHOMOYEHHbIVW denepasibHbli OpraH UCNOSHUTE/IbHOM BNACTU A0 AHA NOJyYeHUs
3KCMEepTHbIM YyYpexKAeHMeM OTBeTa Ha 3anpoc WKW YyBEAOMJIEHMA O HENpeAcTaB/lieHMM OTBETA HA 3anpoc He
YUYMTbIBAETCA MPU UCUYUCIEHUM CPOKA NPOBEAEHUA IKCNEPTU3bl OTHOLWEHUA OXUAAEMOM MO/b3bl K BO3SMOXHOMY
PUCKY MNPUMEHEHUA NEeKapCTBEHHOrO npenapata Ha OCHOBAHUM [OKYMEHTa, COAep)Kaliero pesyabTaTbl
MOHUTOPUHIA 3GPEKTUBHOCTU M HE30MACHOCTM SIEKAPCTBEHHOTO Npenapara.

12. B cpoK, He npeBbiWwatowWwmii AecaTm paboumx AHEen co AHA NOAYYEHUA 3aKA0YEHUA KOMUCCUWN SKCMEPTOB
No pesynbTaTamM 3KCMepTM3bl OTHOWEHUA OXWAAEMOW MOJb3bl K BO3MOMKHOMY PUCKY MPUMEHeHUsA
JIeKapCTBEHHOTO NpenapaTta, COOTBETCTBYIOLWMI YNONHOMOYEHHbIN defepanbHbIi OpraH UCMOTHUTE/IbHOW BAACTU:

1) ocyLLecTBAAET OLEHKY 3TOro 3aK/J0UEeHUs A4 onpeaeneHusa ero COOTBETCTBMA 334aHUI0 Ha NpoBeaeHue
yKa3aHHOW 3KCnepTum3bl;

2) NPUHMMAET peLLeHne O NOATBEPKAEHUN rOCYyAaPCTBEHHOMN PErucTpaLLMmM IEKAPCTBEHHOrO Npenapara uam
06 OTKase B NOATBEPKAEHUMN FOCYAAPCTBEHHOMN PErucTpaLLMm 1eKapcTBEHHOrO Npenapara;

3) BHOCMT NpWU MNPUHATUM PELUEHMA O NOATBEPKAEHUWU TOCYAAPCTBEHHOW PErMcTpaumm NeKapCTBEHHOro
npenapaTta CBeAeHWA B rOCYZLAPCTBEHHbIA PEECTp JIeKapCTBEHHbIX CPeACTB M BblaaeT 3assutento 6eccpoyHoe
peruMcTpaLMoHHoe yA0CTOBEPEHWE SIeKapCTBEHHOrOo npenapara.

13. OcHoBaHWeM AnA 0TKa3a B NOATBEPKAEHUMN FOCYAaPCTBEHHON PErMCTPALLMM IEKApPCTBEHHOIO NpenapaTa
ABNAETCA 3aK/A0YEHME COOTBETCTBYIOLWLErO YNOJIHOMOYEHHOro ¢defepanbHOro opraHa MCMOMIHUTENbHOM BNACTU O
TOM, YTO PUCK NMPUUYMHEHMA Bpena 340POBbI0 YEe/N0BEKA WM KMBOTHOIO BCAEACTBME NMPUEMA JIEKAapCTBEHHOro
npenapata npesbiwaeT 3GGEeKTUBHOCTb €ro MPUMEHEHMUS.

(8 pea. ®PenepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

14. B nepuopg npoBegeHua npoLeaypbl NOATBEPXKAEHUA TOCYAaPCTBEHHOW PerncTpauumn neKkapcTBeHHOro
npenapaTa ero obpauieHue B Poccuitickoit deaepaumnm He NpMocTaHaBIMBaETCA.

15. lonyckaeTtca obpalleHne NeKapCTBEHHbIX NPenapaTos A0 UCTEYEHUS CPOKA FOAHOCTH, NPOU3BEAEHHbIX
B TE€YeHMe CTa BOCbMMAECATM KaNeHAApHbIX AHeil nocne paTbl MPUHATMA YNONHOMOYEHHbIM ¢eaepanbHbiM
OpPraHoOM WUCMONHUTENbHOM BNACTU peLleHUs O NOATBEPNKAEHNW rOCy4apCTBEHHOM perncTpaLmm, B COOTBETCTBUN C
nHbopmaumell, cogepallencs B AOKYMEHTaX PerncTpaLMoHHOIO A0Cbe Ha NEeKapCTBEHHbIM npenapat 4o AaTbl
NPUHATMA TAKOTO peLleHns.
(8 pea. ®PepepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

Cratba 30. BHeceHMe WM3MEHEHUIi B AOKYMEHTbl, COAep’Kawmeca B PerucTtpauMoHHOM p[AOCbe Ha
3aperncTpMpoBaHHbIi IeKaPCTBEHHbIA NpenapaT Ana MeAULMHCKOrO NPUMEHEeHUA

1. B uenax BHeCEeHWA W3MEHEHW B [OKYMEHTbl, COAEpP’KaliMeca B PerncTpaluMoHHOM [OCbe Ha
3apPerncTpMpoBaHHbIN /IeKapCTBEHHbIM NpenapaTt A48 MeAMLMHCKOro NpUMEeHeHusa, AeprKaTefb WAM Bhageney,
PerncTpaLMoHHOIO yA0CTOBEPEHMs JIeKapCTBEHHOTO NpenapaTa MW YyNoJHOMOYEHHOE UM ApYyroe iopuamyeckoe
/muo (panee B HacTosAWel cTaTbe - 3afBUTE/b) MNpeacTaBAseT B YNOJAHOMOYEHHbIV deaepanbHblii opraH
MCNOJTHUTENBHOW BNIACTU 33as1B/IeHNE O BHECEHUU TaKMUX M3MEHEHWI No popme, YCTaHOBNIEHHOM YNOJHOMOYEHHbIM
benepanbHbIM OPraHOM UCMONHUTENBHOM BAACTH, U NMPUAaraemble K HeMy U3MEHEHUSA B YKa3aHHbIe JOKYMEHTbI, a
TaK}Ke LOKYMEHTbI, NoATBEPKAatoLwme HeobX0AMMOCTb BHECEHMA TaKMX U3MEHEHWIA.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-03, ot 04.06.2018 N 140-d3)

1.1. Mpn HeobXoAMMOCTM BHECEHMA B AOKYMEHTbl, COAepralimMecsd B PEerucTpauMoHHOM AO0Cbe Ha
3aperncTpMpoBaHHbIN NEeKapCTBEHHbIVM npenapaT 1A MeSUUMHCKOTO MPUMEHEHWs, U3MEHEHUM, YKasaHHbIX B
MYHKTe 3 YacTW 2 HacTosAwel cTaTbM U TPebyloWwmx NPoBeAeHUA IKCNEPTM3bl KauyecTBa IEKAaPCTBEHHbIX CPeAaCTs,
3a8BMTe/Ib AOMOHUTENbHO MNPeACTaBAseT B YNOJHOMOYEHHbIA denepanbHblit opraH MCMNOAHUTENLHOW BAACTU
cBefeHua O gaTte MpeaocTaB/ieHUs M PermcTpaumMoHHOM HOMepe /IMLEH3UM Ha NPOM3BOACTBO NEKAPCTBEHHbIX
Cpeacte MAM CBeAgHMA O AdaTe NpPeAoCTaB/leHMA UM PErucTPauMoOHHOM HOMEepe 3aK/lYeHWA O COOTBETCTBUM
NPOU3BOAMUTENA NIeKAapCTBEHHbIX CpeacTB TpeboBaHMAM NpPaBUA HaA/eXallei NpPOU3BOACTBEHHOM MpPaKTUKMY,
BblAAHHbIX (MpPefocTaBNAEHHbIX) YNONHOMOYEHHbIM deaepanbHbIM  OPraHOM  WMCMNOJIHUTENbHOW BAacTM B
OTHOLEHUN U3MEHEHHOMN U (MAKn) AONOSHEHHOW NPOM3BOACTBEHHOW NJIOLWAAKM NIeKapCTBEHHOrO npenapaTa, B
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C/ly4ae, ecau Npou3BOACTBO JIeKAPCTBEHHOro npenapaTta ocyuwectsnsetrca B Poccuitickon Pepepaumm, nmbo
cBeAeHMA O AaTte NpefoCTaB/eHUs U PErncTPaLMoOHHOM HOMepe BblAAaHHOW YNOAHOMOYEHHbIM OpPraHOM CTPaHbl
Npov3BOAMTENA NULEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHOrO MNpenapata M ee NepeBoj, Ha PYCCKUI A3bIK,
3aBepeHHble B YCTAHOB/IEHHOM NOPAAKE, a TaKXKe CBeJeHUA 0 AaTe NpeaoCcTaB/leHMA U PerncTpaLMoHHOM Homepe
3aK/IIOYEHUS O COOTBETCTBUM MPOM3BOAMUTENA JIEKAPCTBEHHbIX CPeAcTB TPeboBaHMAM NpaBua HaAfexallen
NPOn3BOACTBEHHON NPAKTUKU, BbIAAHHOIO YNOJHOMOYEHHbIM deaepasbHbIM OPFraHOM UCNOJIHATE/IbHOM BIACTU B
OTHOLUEHUN U3MEHEHHOI U (MAKN) AONONHEHHOM NPON3BOACTBEHHOW NJIOLWLAAKM 1EKAPCTBEHHOro npenapara, uau
CBeZleHMA O [aTe NpeaocTaB/IeEHUA U PErUCTPALMOHHOM HOMEpPE pelleHUsA YNoJHOMOYEHHoOro denepanbHOro
OopraHa WMCNO/SIHUTENbHON BAACTU O NPOBEAEHUN WHCMEKTUPOBAHWUA MPOU3BOAUTENS NIEKAPCTBEHHbIX CPeaCTB B
C/lyyae, ecnv NPomn3BOACTBO IEKAPCTBEHHOrO NpenapaTa ocylecTsaseTca 3a npegenamu Poccuitickon Pepepaumm.
(4actb 1.1 BBeaeHa dPegepanbHbim 3akoHom oT 04.06.2018 N 140-03; B pes. GeaepanbHoro 3akoHa ot 27.12.2019
N 478-d3)

1.2. Mpn HeobXooMMOCTM BHECEHWs B LOKYMEHTbl, COAeprKallMecs B PErncTpauMoOHHOM [OCbe Ha
3apErucTpMpOBaHHbIN NIEKAPCTBEHHbIM NpenapaT Al MeAMUMHCKOTO MPUMEHEHUA, U3MEHEHWUN, YKa3aHHbIX B
NMyHKTE 4 4acTu 2 HaCTOALLEN CTaTbM U TPebyHLNX NPOBEAEHNS SKCMEepPTM3bl KaYecTBa JIeKaPCTBEHHbIX CPEACTB,
3anBUTE/Ib AOMNOJIHUTE/IbHO MpPeACTaBAseT B YNOJHOMOYEHHbIA denepanbHblit OpraH WCMOHUTE/IbHOW BAAacTU
CcBeAeHUA O AaTe NpenocTaBAeHUA U PErucTpauMoHHOM HOMepe JIMLLEH3UM Ha NPOM3BOACTBO J1EKAPCTBEHHbIX
CPeAcTB WM CBeAEHMA O AaTe NpenoCTaB/eHUs U PEerucTpaLMOHHOM HOMepe 3aK/IHYEHUA O COOTBETCTBUM
NPOuU3BOAMUTENA NIEKAPCTBEHHbIX CPeAcTB TPebOoBaHMAM MNPaBUA HagleXKallel NpPou3BOACTBEHHON MPAKTUKM,
BblAaHHbIX (NPeAoCTaB/NeHHbIX) YMNONHOMOYEHHbIM ¢deaepaNbHbIM  OPraHOM MCMOJIHUTENbHOW BNAcTM B
OTHOLWEHUM NPOM3BOACTBEHHOM MNNOLWAAKM JIEKAPCTBEHHOrO MpenapaTta, B C/Ay4ae, eCAuM NPOM3BOACTBO
JIeKapCTBEHHOro npenapara ocyuiectsaseTca B Poccuiickon depepaumm, nnbo ceegeHns o gate npenoctaBieHUn
N PerncTpaymMoHHOM HOMepe BblAAHHOM YNO/NHOMOYEHHbIM OpPraHOM CTPaHbl NPOW3BOAMTENS JIMLEH3UW Ha
NPoOM3BOACTBO JIEKAPCTBEHHOrO MnpenapaTta M ee nepeBod, Ha PYCCKUN A3blK, 3aBepPeHHble B YCTaHOBAEHHOM
nopsagKe, a TakKe CBeAEHUA O Aate NpefoCTaBfeHUA U PErUCTPALUOHHOM HOMEpPE 3aK/IHYEeHUs O COOTBETCTBUM
NPOMU3BOAMUTENA NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpaBUA Haglerkawein npousBOACTBEHHON MPAKTUKM,
BblJAHHOTO  YMOJHOMOYEHHbIM  defepasbHbIM  OPraHOM  WUCMOJIHATENIbHOM  BAACTM B OTHOLLEHWUU
NpPoM3BOACTBEHHON N/AOWAAKM JIeKapCTBEHHOrO Mpenapata, WAW CcBegeHMAa O AaTe NpPeaocTaB/ieHUA U
PErncTpaumMoHHOM HOMEpe pelleHna YNo/JIHOMOYEHHOro denepasbHOro opraHa WMCNOAHUTENIbHOW BAacTM o
NPoOBeAEHUM WMHCNEKTUPOBAHMA NPOU3BOAUTENA JIEKAPCTBEHHOrO CPeacTBa B C/lyvae, €CAM NpPou3BOACTBO
JNIeKapCTBEHHOroO NpenapaTa OCyLLecTBAAETCA 3a Npeaenamm Poccuitckon Pegepaunn.

(4acTb 1.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93; B pea. PesepanbHOro 3akoHa ot 27.12.2019
N 478-®3)

1.3. MNpuHATUE peLleHnAa O BHECEHUU U3MEHEHUI MU 06 OTKase BO BHECEHUW U3MEHEHWUI B AOKYMEHTbI,
cofepiKalmeca B PEerucTpaLMoHHOM [O0Cbe Ha 3aperncTpUpoBaHHbIA  IEKAPCTBEHHbIM npenapaT  Ans
MeAMLMHCKOrO MPUMEHEHMUA, B C/lydae HeobXoAMMOCTM MpOBEAEHMA 3IKCNepTU3bl KauyecTBa JIEKAPCTBEHHbIX
CpPeAcTB U (MAK) 3KCNepTU3bl OTHOLEHMUSA OXKMUAAEMOM NONb3bl K BO3MOKHOMY PUCKY MPUMEHEHMA NEKapCTBEHHOIO
npenapata gna MeAULMHCKOTO NMPUMEHEHUA OCYLLECTBAAETCA B CPOK, He MpeBblaloWwmii AeBaHocTa paboumx
OHEeN, a B OCTaJibHbIX C/y4yasx B CPOK, He MpeBbllatowmii TpuauatM paboumx AHeiln co AHA MpUHATUA
YNO/IHOMOY€EHHbIM defepanbHbIM OPraHOM UCMONHUTENbHOM BNACTW 3aABNEHNA O BHECEHUU TAaKUX U3MEHEHN.
(4actb 1.3 BBegeHa GeaepanbHbim 3akoHOM 0T 04.06.2018 N 140-$3)

1.4. YNONHOMOYEHHbIN deaepanbHblii OpraH WCNOAHWUTENbHOMW BNACTM C  y4eTOM pesynbTaToB
dbapmaKkoHaz30pa M NPOBEPOK COOTBETCTBUA JIEKAPCTBEHHbIX CPEACTB, HAXOAAWMXCA B rparK4aHCKom obopoTe,
YCTaHOBNEHHbIM TpPeboBaHMAM K MX KayecTBy B TeyeHue JecATM paboumx AHel co AHA NOCTynieHus
cooTseTcTBylOWEN MHOOPMALMM pasmelaeT Ha cBoeM oduuManbHoOm caiTe B cetn "MHTepHeT" cBegeHus o
HeobX0AMMOCTU BHECEHMSA B WHCTPYKUMIO MO MEAWLMHCKOMY MNPUMEHEHUIO /NEeKapCTBEHHOro npenapata
N3MEHEHUN B OTHOLUEHWM CBEAEHMI O MOKAa3aHWMAX A1A NPUMEHEHUA U NPOTMBOMOKA3aHMAX ONA MPUMEHEHUA
NIeKapCTBEHHOrO npenaparta, BbiAB/AEHHbIX NOBOYHbIX AENCTBUAX, HeXKenaTeNbHblX Peakuuax Mpu npumeHeHun
JIeKapCTBEHHOro npenapata M yBegomasaeT o6 3TOM B 3/1€KTPOHHOW ¢opme WAM NUCbMeHHoW ¢opme (Ha
H6YMaXKHOM HOCUTeNe) AeprKaTena UAn BAageNbla PerncTpaLMoHHOro yA0CTOBEPEHNA NEKapCTBEHHOTO Npenapara
(nam ynonHomoueHHoe UM Apyroe lopuUaMYeckoe ML), a TaKKe AeprKaTeneil UAn BnajeNbLes PermcTpaLmoHHbIX
YAOCTOBEPEHMIN NEKAPCTBEHHbIX NPenapaTos (MAM YNOAHOMOYEHHbIX UMM APYIUX HOPUAMYECKMX /ULL), KOTOpble
ABNAOTCA B3aMMO3aMeEHAEMbIMMU,

(4acTb 1.4 BBegeHa GeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. [lepxkaTenb UAM BRagenel, pPerncTpalMoHHOrO ya0CTOBEPEeHNA IeKapcTBEHHOrO npenaparta, a Takxke
Aep)KaTenu WAM  BNajenblbl  PErucTpauMOHHbIX  YAOCTOBEPEHUI  JIeKAapCTBEHHbIX Npenapatos  (Man
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YNONHOMOYEHHbIE UMW Apyrve opuanYeckMe nuua), KoTopble ABAAIOTCA B3aMMO3aMeHsemMbiMM, 06A3aHbI
NpeacTaBUTb B YNOJHOMOYEHHbIV denepanbHblit OpraH MWCMNOAHUTENIbHON BAACTU 33ABNEHUA O BHECEHWUM
M3MEHEHUIN B AOKYMEHTbI, COAEPKALLMECA B PErMCTPALMOHHbBIX AOCbE HA 3apEerncTPUpPOBaHHbIE IeKAPCTBEHHbIE
npenapatbl ANA MEAUUMHCKOrO MNPUMEHEHMA, B OTHOLIEHWWU CBEAEHWM, YKA3aHHbIX B MWHCTPYKUMM MO
MeANUNHCKOMY NPUMEHEHUIO NEKAPCTBEHHbIX NPENAPaTOB, B TEYEHME COPOKa Paboumnx gHEN CO AHA pasMeLLeHUA
YNO/IHOMOYEHHbIM denepanbHbiM OPraHOM MCNONHUTENLHOM BAACTM WHbOpPMaLMK, yKasaHHOW B yactn 1.4
HacToAwen cTaTtbu. [aHHoe TpeboBaHME He pPaCnNPOCTPAHAETCA Ha C/y4au BHECEHMA B MHCTPYKLMIO MO
MeANUMHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOIO Npenapata M3MeHEeHU B OTHOLIEHWW HOBbIX NOKA3aHWI AnA
NPUMEHEHUA IeKapCTBEHHOro NpenapaTa Ha OCHOBAHMM Pe3y/IbTaTOB COOTBETCTBYIOLWMX UCCe0BaAHUN.

(4acTb 1.5 BBegeHa PeaepanbHbIM 3aKOHOM OT 27.12.2019 N 475-93)

2. DKCNepTM3a NEeKapCTBEHHbIX CPEeACTB B YAacTU IKCMEPTM3bl KayecTBa JIeKapCTBEHHOrO cpeactsa u (Mnu)
3KCMepTM3bl OTHOLIEHUA OXKMAAEMOW MOJIb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHONO Npenaparta 4/
MeANUMHCKOrO MNMPUMEHEHUA NPOBOAWUTCA B CAyvyae BHECEHUA M3MEHEHUIM B AOKYMEHTbl, cCoAeprKalimecs B
perncTpaLMoHHOM A0Cbe Ha 3aPerncTpMPOBaHHbIN TIEKAPCTBEHHbIM NpenapaT, B OTHOLEHWUHU:

1) cBeaeHMI, YKa3aHHbIX B UHCTPYKLMKN NO MeAULIMHCKOMY NPUMEHEHMIO 1EKAPCTBEHHOrO Npenapara:

a) nekapcTeeHHan Gopma C yKazaHMemM HaMMeHOBAHWIA U KOIMYECTBEHHOrO COCTaBa AelCTBYIOLLMX BELLEeCTB
M KauyeCTBEHHOro COCTaBa BCMOMOraTe/bHbIX BeLECTB (NpM HEobXO0AMMOCTM KOAMYECTBEHHOrO COCTaBa
BCMOMOTaTe/IbHbIX BELLECTB);

6) dapmakoaMHammnka M papmaKOKMHETMKA (3a MCKAloueHnem GapMaKOKMHETUKM TFOMEONaTUYecKmnx
JIEKAPCTBEHHbIX NPENapaToB U PaCTUTE/bHbIX JIEKAPCTBEHHbIX MPEnapaTos);

B) NOKasaHMA ANA NPUMEHEHUSR;

r) NPOTUBONOKa3aHNA A1s NPUMEHEHUS;

4) Mepbl NPeSOCTOPONKHOCTU NPU NMPUMEHEHWUN;

€) yKasaHue BO3MOMKHOCTM U 0COBEeHHOCTEN NMPUMEHEHUA IeKapcTBEHHOro NpenapaTa 414 MeauuUMHCKOro
NPUMEHEHNA BGEPEMEHHBIMM MEHLMHAMM, MEHWMHAaMM B Mepuos TPyAHOro BCKAapM/IMBAHWUA, AETbMMU,

B3pOC/ibIMU, UMELWLNMUN XPOHNYECKNE 3a6OI'IEBaHMFI;

)K) pexmnm [o3npoBaHUA, cnocobsl BBeAeHNA WU NpUMeHeHUA, npu HeO6XO,D,MMOCTM Bpema npuema
NEeKapCTBEHHOIO npenapata, NPpoa0/IXKUTE/IbHOCTb 1e4eHUA, B TOM Ynucney ,u.eTe17| A0 hn nocne ogHoOro roaa,

3) BO3MOXHble NO6OYHbIE AEWCTBMA M HEKenaTesibHble peakuuu Mnpu MNPUMEHEHUM JIeKapCTBEHHOrOo
npenapara;

1) CUMNTOMbI NEPEeS03NPOBKM, MEPDLI MO OKA3aHMIO MOMOLLM NPU NEPEAO3UPOBKE;
K) B3aMMOAENCTBME C APYTMMM NEeKaPCTBEHHbIMKW NpenapaTtamu U (Maun) NULWEeBbIMU NPOAYKTaMU;
1) GopMbl BbINyCKa IeKapcTBEHHOrO NpenapaTa;

M) yKasaHue (npu HeobXxoaMmocTM) ocOBeHHOCTE AEeNCTBMA JIeKapCTBEHHOro mpenapara npy nepsom
npueme UAKW NPU ro OTMeHe;

H) cBELEHMA O BO3MOXHOM BAMAHUWM NIeKapCTBEHHOro npenaparta Ana MegUUMHCKOrO MpUMEHEHMA Ha
CMOCOBHOCTL YNPaBAATL TPAHCMOPTHLIMU CPEACTBAMM, MEXAHU3MAMMW;

0) CPOK ro4HOCTM W yKasaHWe Ha 3anpeT NPMMEHEHWs NeKapCTBEHHOro npenapaTta Nno UCTeYeHMM CPOoKa
roLHOCTY;

M) YCNOBUA XpaHEHUS;
p) ycnosusa oTnycKa;
2) cocTaBa 1IeKapCTBEHHOTO Npenapara AN MeAULMHCKOTo NPUMEHEHUS;

3) M3meHeHnA mecTa NPOM3BOACTBA IEKAPCTBEHHOrO Npenapara 418 MeAULMHCKOro NPUMEHEHUS;
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4) n3meHeHMA NoKasaTenei KayecTBa IEKAPCTBEHHOIO NpenapaTa 41 MeguuMHCKOro NpUMeHeHus 1 (unm)
MEeTO/ZL0B KOHTPO/IA KauecTBa JIeKapCTBEHHOrO NpenapaTa 414 MeAULMHCKOro NPUMEHEHUS;

5) U3MEeHEeHUA CPOKa rogHOCTUN NeKAPCTBEHHOTIO NpenapaTta Ana mMeanMumnHCKOro npuMeHeHusa;

6) cBeAeHUI O HeobXOAMMOCTM BHECEHWS WHbIX WM3MEHEHMM B WMHCTPYKUMIO MO  MeAMLMHCKOMY
NPUMEHEHUIO NIeKapCTBEHHOMO MNpernapaTa, a TakXKe B MHble AOKYMEHTbl, CoAep’Kalimeca B PerncrpaumoHHOM
[0Cbe Ha 3aperncTpMpOBaHHbIN JIEKAPCTBEHHbIM npenapaT. Mpu 3ToM peleHMe O MNPOBEAEHUWU 3KCepTusbl
KauyecTBa JIEKAPCTBEHHbIX CPeACTB U (MAK) 3KCNepTU3bl OTHOLLEHWUA OXMAAEMOM MOMb3bl K BO3SMOXHOMY PUCKY
NPUMEHEHUS NIEKAapCTBEHHOrO npenapata Al MeAMUMHCKOTO MPUMEHEHUA MPUHUMAETCA B COOTBETCTBUMU C
YTBEPXKAEHHOM  YNONHOMOYEHHbIM  defepanbHbiIM  OPraHOM  UCMONHUTENbHOW  BNacTM  KnaccuduKaumei
W3MEHEHWUIN, BHOCUMbIX B [OKYMEHTbI, COAEpKallMeca B PErncTpaumMoHHOM [0Cbe Ha 3aperMcTpupoOBaHHbIN
NIeKapCTBEHHbI Npenapar.

(4acTb 2 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. 3asBuTenb BnpaBe MNPeACTaBUTb MO COOCTBEHHOW WHMUMATMBE BMECTE C 3aAB/IEHWEM O BHECEHWUU
U3MEHEHWUIN B JOKYMEHTbI, COAEPIKALLMECA B PETUCTPALUMOHHOM A0CbE Ha 3aperncTpUpPOBaHHbIA JIEKAPCTBEHHbIN
npenapat Ana MeAVUMHCKOrO MPUMEHEHUS, KOMUW AOKYMEHTOB, MOATBEPKAAOLWMX YNAATy rocyAapCTBEHHOWN
MOLWJ/IMHBLI 33 BHECEHWEe B [AOKYMEHTbl, COAEpKalimeca B PerucTpauMoHHOM [O0Cbe Ha 3aperucTpMpOBaHHbIN
JIeKApCTBEHHbIN NpenapaT Ana MeAMUUHCKOro NPUMEHEeHUs, USMEeHEHUN, Tpebylowmnx NPoBeAEHMUA SKCNepTU3bI
JIEKAPCTBEHHbIX CPeACTB B YaCTM 3KCNEepTM3bl KAYeCcTBa 1IEKaPCTBEHHONO CpeacTBa M (Mn) sSKCNepTU3bl OTHOLLEHUS
OMOAeMOM NOoAb3bl K BO3MOMHOMY PUCKY MNPUMEHEHWA NEeKApPCTBEHHOro npenapata Aas MegUMUMHCKOro
NPUMEHEHUS, TOCYAaPCTBEHHOM MOLW/IMHbI 338 BHECEHUE B LOKYMEHTbI, COAEPrKaLLMECs B PErMcTpaLmoHHOM A0Cbe
Ha 3aperncTPUpPOBaAHHbIN IEKAPCTBEHHbIV NpenapaT 158 MeAUUNHCKOTO MPUMEHEHWS, USMEHEHUN, He TpebyroLwmnx
NPOBeAEHNA  3KCMNepTU3bl  NEeKAapCTBEHHOrO CpPeacTBa, a TaKXKe BblgaBaemble  (NpegocTaBisemble)
YNOJIHOMOYEHHbIMU defiepasibHbIMU OpraHaMu UCMONHUTENbHOW BNAcTU AOKYMEHTbI (CBeAeHMA), yKa3aHHble B
yactax 1.1 mn 1.2 HactosAwel cTtaTbl. B cnyvae mx HenpeacTaBAeHMA YNOJHOMOYEHHbIN depepanbHbIi opraH
WCMNOJIHATE/IbHON BNacTM 3anpaluBaeT YyKasaHHble AOKYMEHTbl (CBeAeHWs) B NOpsAAKe MEXKBEeAOMCTBEHHOrO
MHGOPMALIMOHHOIO B3aMMOAEeNCTBUA.

(4acTb 3 B peg,. PepepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B TeyeHune pecATM paboumx AHENW CO AHA MOCTYNJIEHMA YKA3aHHOIO B 4YacT 1 HacToswel cTaTbu
3aAB/1IEHNA U HEOBXOAMMbBIX AOKYMEHTOB YNOJHOMOYEHHbIW deaepanbHbli OpraH UCMOTHUTE/IbHOW BNACTU:

1) npoBoANT NPOBEPKY MNOJIHOTbI U OO0CTOBEPHOCTU cBeAeHun, coaepxawumnxca B npeancrtaB/ieHHbIX
3aABUTENIEM MaTepUanax;

2) NpUMHMMaeT pelleHMe O MNPOBEAEHUM YKa3aHHbIX B 4YacTM 2 HacToAWel CTaTbM COOTBETCTBYHOLLMX
3KCNepTM3 IeKAPCTBEHHOTO CPeACTBa UK 06 OTKase B UX NPOBEAEHMUM;

3) yBefoMAsieT B 3/1eKTPOHHON UM NUCbMEHHON dopme 3asBUTENA O NPUHATOM PELIEHUN UAKN B C/lyvae
NPUHATUA pelleHns 06 oTKase B NPOBEAEHMUM COOTBETCTBYIOLLEN IKCNEePTU3bl C yKasaHMeM NPUUYMH TaKoro oTKasa.
(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbiABNEHUA HENOCTOBEPHOCTU CBEAEHWUM, COAEPKALLMXCA B MPeACTaBNEHHbIX 3aABUTENEM
MaTepuanax, ynoaHOMOYEHHbIN defepanbHbIi OpraH UCNONHUTENbHOM BNACTM HanpaBAaAeT 3aABUTe0 3anpoc 06
YTOYHEHMMU YKasaHHbIX cBegeHui. [aHHblA 3anpoc MoxeT 6biTb nepegaH YNnoAHOMOYEHHOMY NpeacTaBuUTesto
33ABUTENA IMYHO NOZ PACMMCKY, HANPaBAEH MO NOYTE 3aKa3HbIM MUCbMOM UM NepesaH B 3/1eKTPOHHON popme no
TENIEKOMMYHUKALMOHHbIM KaHanam cBfA3un. B ciyyae HanpaBaeHMA AaHHOrO 3anpoca No noyte 3aka3HbIM MUCbMOM
OH CYMTAETCA NOJYYEHHbIM MO UCTEYEHUU LLIECTU AHEWN C AATbl HANPABNEHUA 3aKa3HOMo NMCbMa.

(4acTb 4.1 BBegeHa GeaepanbHbiM 3aKOHOM OT 25.11.2013 N 317-93)

4.2. 3asBuTenb o6s3aH NpeacTaBMTb OTBET HA 3amMpoc YMNOJIHOMOYEHHOro d¢enepanbHOro opraHa
WUCNONHUTENIbHOW BNACTU B CPOK, He MpeBbllaloWwmMii AeBAHOCTa pabounmx AHeW co AHA NONyYeHUA AAHHOro
3anpoca. CpoK, YKasaHHbI B YacTK 4 HacToALWelN CTaTbM, NPUOCTAHABAIMBAEGTCA CO AHA HANpPaBAEHUA 3aABUTENIO
3anpoca ynojHoMo4YeHHoro ¢enepanbHOro opraHa UCNONHUTENbHOM BNAacTU A0 AHA MNOJy4YeHUs MM OTBETa Ha
OAHHbIN 3anNpoc M He YYUTbIBAETCA MPU MCYUCNEHUU CPOKA MPUHATMA pelleHUss O BHECEHUW WU3MEHEHUN B
OOKYMEHTbI, COAEprKalLMecs B PErmcTpaLMOHHOM A0Cbe Ha 3aperncTpUpPOBaHHbIMA J1IeKapCTBEHHbIM NpenapaTt Ans
MEeAMNLMNHCKOTO MPUMEHEHUSA.

(4acTb 4.2 BBegeHa PeaepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)
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5. OcHOBaHMEM A4/1A OTKasa B NPOBEAEHMM YKa3aHHbIX B 4acTW 2 HACTOALWLEN CTaTbM 3KCNEPTU3 ABAAETCA
npeacTaBieHWe OOKYMEHTOB, MNepeyuc/ieHHblX B YacTax 1 M 3 HacToAweil cTaTbM, B HenoAHOM obbeme,
HenpeAcCTaBNeHWe 3asBUTE/NIeM B YCTAHOBJ/IEHHbIM CPOK OTBETa Ha YKas3aHHbIM B YacTu 4.1 HacTosALen cTaTbu
3anpoc  YNo/HOMOYEHHOTO ¢deaepanbHOrO  OpraHa WCMNOMIHUTENbHOW BAACTM, a TaKkKe OTCyTCTBME B
NpeAcTaB/ieHHbIX AOKYMEHTaxX A0CTaTOYHbIX CBeAEHWNM, NOATBEPKAAOLWNX HEOBXOAMMOCTb BHECEHMA U3MEHEHWI,
WAK oTcyTCTBUE MHPOPMaLUMKM, NOATBEPKAAOLWEN GaKT ynaaTbl rocyAapCTBEHHbIX MOLWAWH, YKa3aHHbIX B 4acTu 3
HacToALLeN CTaTbM.

(B pea. PenepanbHbix 3aKoHOB 0T 25.11.2013 N 317-®3, 01 22.12.2014 N 429-d3)

6. YKa3aHHble B YacTu 2 HacToALLEN CTaTbM 3KCNEepPTM3bl NPOBOAATCA B NOPAAKE, YCTAHOBAEHHOM CTaTbei 23
HacTtoslero ®eaepanbHOro 3akoHa.

7. B CpOK, He NpeBbIWAOWMi AecaTn pabounx AHeN Co AHA NOYYEHUA 3aKIOYEHUI KOMUCCUIA SKCNEpPTOB
Mo pe3y/ibTaTaM YKasaHHbIX B YaCTM 2 HACTOAWEN CTaTbM IKCNEPTU3, YNOJIHOMOYEHHbIN denepanbHbii opraH
WCMONIHUTENbHOM BAACTU:
(8 pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) NpMHMMaET pelleHne 0 BHECEHUN U3MEHEHMUI B AOKYMEHTbI, COAEPXKALLMECA B PErMCTPALMOHHOM A0Cbe
Ha 3aperncTpMpPOBaHHbII IEKAPCTBEHHbIM NpenapaT A8 MeAULNHCKOrO MPUMEHEHUA, UK 06 OTKa3e BO BHECEHUM
TaKUX USMEHEHUN;

2) BHOCUT B I'OCV,CI,apCTBEHHbIﬁ peecTp NeKapCTBeHHbIX CpeactB Ha OCHOBaHUKU pelleHMA O BHEeCeHUU
U3MEHEHUN B AOKYMEHTbI, coaepKawmneca B permctpaynoHHOM A0Cbe Ha 3apeFVICTpVIpOBaHHbIl7I HEKapCTBeHHbIVI
npenapart 4na meanunHCKoro npumeHeHus, HeO6XO,£I,VIMbIe U3IMEHEHUA N BO3BPALWLAET UX 3aABUTEJIIO;

3) BblgaeT 3aABUTENIO HOBOE PErncTpaLMOHHOE YAO0CTOBEPEHWE NEKAapCTBEHHOrO Mpenapata B cayyae
N3MEHEHUs CBEAEHUN, COAEPKALMXCA B HEM.
(n. 3 BBegeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

8. OcHoBaHMeM AnAa OTKasa BO BHECEHUMU U3MEHEHU B AOKYMEHTbI, coaepxaumeca B permctpaynoHHOmM
AoCbe Ha 3aperMCTpMpOBaHHbIVI I'IEKapCTBEHHbIﬁ npenapar gna mMeguunHCKOro npumeHeHua, ABANAETCA
3aKn4eHne ynoaHOMOYEHHOro cbe,a,epaanoro OopraHa WUCNONHUTENbHON BNAaCTU O BO3MOXHOCTU CHUMKEHMA
6e30MacHOCTH, KayecTBa, 3¢¢EKTVIBHOCTVI NNeKapCTBEHHOIO CpeacTea B C1y4ae BHECEHUA TaKUX N3MEHEHUN.

9. JonyckaeTtca obpalleHne NIeKapCTBEHHbIX NPEnapaToB ANA MeAULMHCKOIOo NPUMEHEHUA A0 UCTeYeHuA
CpPOKa rogHoOCTU, NPOMN3BEAEHHbIX B TeYeHMEe CTa BOCbMUAECATM AHEN nocae Aatbl NPUHATUA YNONHOMOYEHHbIM
denepanbHbIM  OPraHOM WMCNONAHUTENBHOW BAACTM  pPelleHMA O BHECEHUM WU3MEHEHUA B  LOKYMEHTbI,
cofeprkalmecs B PerncTpauMoHHOM [0Cbe, B COOTBETCTBUMM C MHbOpMaLMeN, copep:Kalenca B AOKYMeEHTax
pPerucTpaLMoHHOro A0Cbe Ha SIEKAaPCTBEHHbIN NpenapaT 40 AaTbl MPUHATUA TAKOTO PeLUeHMA.

(4acTb 9 B pea. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

10. MpasuTtenbctBo Poccuiickon depepauymm BrnpaBe YyCTaHOBUTb OCOOEHHOCTM BHECEHUA WM3MEHEHWNA B
[OKYMEHTbI, cogepKalmecsa B PerMcTpaLMoHHOM A0Cbe HA 3aPEernmcTpMpoBaHHbIA NeKApCTBEHHbIN NpenapaTt Ana
MEAMUMHCKOTO MNPUMEHEHUA, B caydae gedeKkTypbl UAM PUCKA BO3HMKHOBEHWMA AedeKTypbl IeKapCTBEHHbIX
npenapaToB B CBSA3M C BBeAEHMEM B OTHOLEHUN Poccuiickon degepalmm orpaHUYUTENbHBIX MEP 3KOHOMMUYECKOTO
XapakTepa.

(4acTb 10 BBeaeHa PeaepanbHbim 3akoHom oT 08.03.2022 N 46-3)

Cratba 31. BHeceHMe M3MeHeHMA B [OKYMEHTbI, coaepiKalmeca B PEructpauuoHHOM A0Cbe Ha
3aperucTpuMpoBaHHbI IeKapCTBEHHbIM NpenapaT Ala BeTepUHapHOro NnpumMeHeHus

1. B uenax BHECEeHWA MW3IMeHeHU B [OKYMEHTbl, COoAepXKaliMeca B PeructpauyMoHHOM [0Cbe Ha
3aperncTpMpoBaHHbIN IeKapCTBEHHbIM NpenapaTt Ana BeTepMHAPHOro NMPUMEHEHUn, AepXaTenb WAW BRagenel,
pernucTpaLMoHHOro yA0CTOBEPEHUA IeKaPCTBEHHOrO NpenapaTta Wau yrnoJHOMOYeHHOe UM Apyroe topuanyeckoe
Muo (Aanee B HacToAwel cTaTbe - 3aABUTE/Ib) MPeACTaBAAeT B YMNO/JHOMOYEHHbIN ¢enepanbHbIi opraH
NCMNONHUTENbHOM BNACTM 3aBIEHME O BHECEHUWN TaKUX M3MEHeHMI no Gopme, YCTaHOBAEHHOMN YNOSTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENbHOM BNACTH, U NPUAaraemble K HeMy U3MEHEHMSA B YKa3aHHbIe JOKYMEHTbI, a
TaKe [OOKYMEHTbl, MoATBep)aalolwmne HeobXOAMMOCTb BHECEHMA TakKuX M3MeHeHWin. Mpu HeobxoammocTu
BHECEHMA W3MEHEeHWI B AOKYMEHTbl, coAeprKaliMecs B PernmcTpauuMoHHOM A0Cbe Ha 3aperncTpUpOBaHHbIN
NIeKapCTBeHHbIM npenapat ANs BeTepMHapHOro NPUMEHeHMs, B CAyYasxX M3MeHeHua W (Man) AononHeHun
NPOM3BOACTBEHHON NAOWAAKM NEeKapCTBEHHOrO CpeacTBa, a TaKKe M3MeHeHMA MoKasaTenell KavecTBa
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NeKapCTBEHHOro npenapaTa A9 BETePUMHAPHOro MNPUMEHeHUa W (MAM) MeToAoB KOHTPOAA  KauyecTBa
NeKapCTBEHHOTO npenapaTa A/lf BeTepMHApPHOro NPUMEHEHUs 3afBWUTeNb OO0MOJHUTENbHO NpeacTaBaseT B
YNOJIHOMOYEHHbIN pesepasbHbIi OpraH UCNONHUTENIbHOM BNACTU Caeaytolime 4OKYMEHTbI (cBeaeHus):

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

1) cBeseHus o pgaTe NpPeLOCTaBNAEHUSA W PErmcTpaLMoOHHOM HOMEpPe JULEH3UW Ha MPOU3BOACTBO
NeKapCTBEHHbIX CPeACTB, NPeaoCTaBAEHHOW MPOWM3BOAMTENIO NEKAPCTBEHHOrO npenaparta ANA BeTepUMHaApPHOro
NPUMeHeHun, oA POCCUNCKUX NPOM3BOANUTENEN;

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

2) cBegeHuAa O paTte NpPeaocTaBAEHUMA W PErucTpaLMOHHOM HOMEpe JIMUEH3UMM HA NPOM3BOACTBO
JIEKAPCTBEHHbIX CPeacTB, NPeAoCTaB/leHHON npousBoguTento dapmaueBTUYeckoin cybcTaHumM, BxoasAwein B
COCTaB JIEKAPCTBEHHOIO Npenapara 4/19 BEeTePUHaPHOro NPUMEHEHUsA, A1 POCCUNCKUX NPOU3BOAUTENEN;

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

3) KonusA [OKYMEHTa, BblAAHHOMO YMNOJIHOMOYEHHbIM OPraHOM CTPaHbl NPOM3BOAMUTENA O/1A KaXKaoM
NPOW3BOACTBEHHON  M/IOWAAKM  /IEKAapCTBEHHOrO  npenapata A/ BETEPUHAPHOro  MPUMEHEHMS U
NOATBEP’KAAIOLLIErO0 COOTBETCTBME MNPOM3BOAMUTENS  JIEKAPCTBEHHOrO npenapata TpeboBaHMAM  MNpasun
Hag/ieXKallen NpPousBOACTBEHHOW NPAKTUKKW, M €ro NepeBof Ha PYCCKUW A3bIK, 3aBepeHHble B YCTaHOBNEHHOM
nopagKe, a TaKXKe KOMUA 3aK/YeHMA O COOTBETCTBMM MPOM3BOAWTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHMAM
NpaBun Hagnexawen NPoU3BOACTBEHHOW MNPAKTUKW, BbIAAHHOMO YNOAHOMOYEHHbIM deaepasbHbIM OPraHoOM
WCNONHUTENLHOW BAACTU  ANA  KaKAOM NPOM3BOACTBEHHOW MNIOWAAKM /IeKapCTBEHHOrO npenapata  Ans
BETEPUHAPHOTO MNpPUMeHeHusi, B0 KOMMA peweHus O MPOBEeAEHMM WHCNEKTUPOBAHMA MNPOM3BOAUTENS
NIeKapCTBEHHbIX CPeACTB, MPUHATOrO YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOAHUTENbHOM BAacTu gnn
KaX40i Npon3BoACTBEHHOW NIOLWAAKM 1EKAaPCTBEHHOTO NpenapaTta AN BETEPMHAPHOIO NPUMEHeHUA. YKasaHHble
AOKYMEHTbI NPeaCTaBAAlTCA B CAydae, ecinm MNpPou3BOACTBO JIEKAPCTBEHHOrO npenaparta ANs BeTepuHapHOro
NPUMMEHeHNA OCYLLLeCTBAAETCA 3a Npeaenammn Poccuitckoit Peaepaunu;

4) KonuA SOKYMEHTA, BblAAHHOrO YNO/HOMOYEHHBIM OPraHOM CTpaHbl NpoussoauTens GapmaLeBTUYECKOM
cybCTaHUMM M NoaTBEpPKAAOLWEro COOTBETCTBME NpousBoauTena dapmaueBTUYecKon cybcTaHLMK, BXoasallelh B
COCTaB JIEKAPCTBEHHOrO npenapata A/ BETEPUMHAPHOrO MNPUMEHEHMA, TPebOBaHUAM MNpPaBUA Haa/exalen
NPOW3BOACTBEHHON MPAKTUKKU, U €ro NepeBoj, Ha PYCCKUIA A3bIK, 3aBEPEHHble B YCTAHOB/NIEHHOM MOpAAKe, B
c/ly4ae, ecnn NpousBOACTBO dapMaueBTUUECKOM cybCcTaHUMKM ocyllecTBaseTca 33 npegenamu Poccuiickoin
depepaumu.

(4actb 1 B pea. PeaepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae M3MeHeHua U (Min) JOoNOAHEHUS NPOU3BOACTBEHHOM MIOWAAKM JIEKapCTBEHHOMO CpeacTBa
JOKYMEHTbI, YKa3aHHble B 4acTW 1 HAcToALLelN CTaTbM, NPeACTaBAAOTCA 3aABUTENIEM B OTHOLIEHUM N3MEHAEMON U
(nnun) mononHaemon NPoM3BOACTBEHHOM NAOLLAAKMN IEKAPCTBEHHOIO CpeacTea. PeweHne o BHECEHUM U3MEHEHUM
B LOKYMEHTbI, COZEepKaLLMeca B perucTpaLMoOHHOM A0Cbe Ha 3aperMcTPUpPOBaHHbIV NEKAPCTBEHHbIM NpenapaT ana
BETEPMHAPHOIO NPUMEHEHMA, UM 06 OTKa3e B UX BHECEHUM NPUHMMAETCA B C/ly4ae HEOOXOANMMOCTU NPoBeLEHUS
3KCNepTM3bl IEKAPCTBEHHOIO CPEACTBA B CPOK, He NpEeBbIWAOWMI AeBAHOCTA pabounx AgHeW, a B OCTafbHbIX
CNy4anx B CPOK, He MPEBbILAOLNN TPUALATM Paboumx gHelN co AHA NPUHATUS YNOJHOMOYEHHbIM deaepaibHbIM
OpPraHOM UCMOIHUTE/IbHOM BNACTU 3aAB/IEHUSA O BHECEHUM TaKUX USMEHEHUNA.

(4actb 1.1 BBegeHa GeaepanbHbim 3akoHOM OT 04.06.2018 N 140-93)

1.2. B cayyae peopraHvM3auumu aepkaTens WAM  BAadenbla PerucTpaumMoHHOro  yAOCTOBEPEHUS
NIeKapCTBEHHOrO  npemapata A4S  BETEPUHAPHOrO  MPUMEHeHWs, pas3paboTunka WAM  nNpousBoauTeNs
NIeKapCTBEHHOTO Npenapara 4/ BETePUHaPHOTO NMPUMEHEHUSA B 3aBJIEHUN O BHECEHUMN U3MEHEHMI B LOKYMEHTBI,
cofepsKalMecs B PErucTpauMoHHOM [0Cbe Ha 3aperMcTpUMPOBAHHbLIA  IEKAapPCTBEHHbIM  npenapaTt  Aas
BETEPMHAPHOTO NPMMEHEHMA, YKa3blBaloTCA AaHHble AOKYMEHTa, MOATBEP KAAIOLLIErO BHECEHME COOTBETCTBYOLMX
N3MeHeHUN B EAMHbIN rocyAapCTBEHHbIM PeecTp pUanNYeckux aul (a1a opraHusaumin, 3aperncTpupoBaHHbIX Ha
Tepputopun  Poccuiickoit  dPegepaumu), WAM  MHOTO  OOKYMEHTA, MNOATBEPXKAAMOWEro peopraHM3aumio
IOpMAMYECKOro Avua (A4nA opraHM3aumii, He 3aperMcTpupoBaHHbIX Ha TeppuTopumn Poccuitckoin depepauun).
3asBNeHWe O BHECEeHWM W3MEHeHW B [OKYMEHTbl, CoJeprKaliMecs B PErucTpauMoOHHOM JOCbe Ha
3aperncTpMpoBaHHbIN IEKAPCTBEHHbIM Npenapat Ans BeTEePUHAPHOTO NPUMEHEHUS, W Mpuiaraemble K Hemy
[OKYMEHTbI NPeACTaBAATCA B YNOHOMOUYEHHbIV deaepasnbHblii opraH UCNONHUTENbHOW BNACTM He NO3A4HEe Yem
yepes TpuAauaTb paboumx AHeN CO AHA BHECEHWA COOTBETCTBYIOWMX M3MeHeHWI B EAMHbIA rocyLapCTBEHHbIN
peecTp pPUANYECKUX ANl (N8 OpraHM3aumii, 3aperncTprpPoBaHHbIX Ha TeppuTopuKn Poccuitickoin deaepaunn) nam
CO AHA NPUHATUA COOTBETCTBYIOLLErO AOKYMEHTa, NOATBEPKAAIOWEr0 PEOpraHn3aLmio lpuanMieckoro anmua (aas
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OpraHu3aumii, He 3aperucTPMpPOBaAHHbLIX Ha TeppuTopumn Poccuiickoii Pepepaumun). B ciyyae peopraHusaumm
AeprKaTensa UAW Bnajenbla PerucTpauMoHHOro yA0CTOBEPEHMA IeKapCTBEHHOMO NpenapaTta ANs BETEPUHAPHOMO
NPUMeHeHNsa 3anBJeHNe O BHECEHUU U3MEHEHMUI B AOKYMEHTbI, COAeprKalumMeca B PerncTpauMoHHOM AOCbe Ha
3apPerncTpMpoBaHHbIN JIeKAapPCTBEHHbIM NpenapaTt Ana BeTEePUHAPHOTO MPUMEHEHMA, NOJAETCA PUANYECKUM
NIMLOM, KOTOPOMY B XOZe peopraHusauMu nepesaHo MpaBo  BAALEHWMA TaKUM  PErmcTpaLyMoHHbIM
YAOCTOBEPEHUEM.

(4acTb 1.2 BBeaeHa degepanbHbiMm 3akoHom oT 02.08.2019 N 297-93)

2. B cnyyae BHeCEHWs M3MEHEHUW B [OKYMEHTbl, COAEP’KallMecs B PErncTpaLMoHHOM [0Cbe Ha
3apEerncTpMpPOBaAHHbIN IEKAPCTBEHHbIA NpenapaTt A/lA BETEPUHAPHOIO NPUMEHEHMUA, B OTHOLUEHUW CBEAEHWN,
YKa3aHHbIX B nognyHkrtax "e", "x", "k", "a", "H", "c", "x" nyHKTa 7 yactn 3 ctatbm 17 HacToAwero PeaepanbHoro
3aKOHa, U3MEHeHUa U (MAKn) AONOAHEHMA NPOU3BOACTBEHHOM M/OWAAKM NEKAPCTBEHHOrO CPEACTBa, a TaK¥Ke B
C/ly4ae U3MeHeHMA NoKasaTesel KayecTBa JIeKapCTBEHHOro npenapaTa AN BeTEPUHAPHOIo NPUMEHeHUs u (uam)
METOA0B KOHTPO/A KayecTBa JIEKAPCTBEHHOrO nNpenapata A8 BETEPUMHAPHOrO MPUMEHEHMA MPOBOAMTCA
3KCNepTM3a NEeKapCTBEHHOrO CPeacTBa 4J/1A BETEPUMHAPHOIO NMpUMeEHeHUs. B cnyyae HeobxoaMmocTu BHeceHuA
MHbIX W3MEHEHWI B [AOKYMEHTbl, COAEp’KallMecs B PEerucTpaLMoOHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NIEKapCTBEHHbIM MpenapaT AnA BeTEPUMHAPHOrO MNPUMEHEHMUs, 3KCMepTU3a NEeKapCTBEHHOro cpeacTsa  Ans
BETEPUHAPHOrO NPUMEHEHMUA HE NPOBOAMUTCA.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.10.2014 N 313-d3, 01 22.12.2014 N 429-03)

3. 3aABuTenb BNpaBe NpeacTaBUTb MO COBCTBEHHOW WHUUMATMBE BMeECTe C 3afABNEHWEM O BHECEHWUU
U3MEHEHWUIN B JOKYMEHTbI, COAEPKALLMECA B PErMCTPALMOHHOM A0Cbe Ha 3aperncTpupOBaHHbIA IEKAPCTBEHHbIN
npenapat gnAa BEeTEPUHAPHOrO NMPUMEHEHMUA, KONUU AOKYMEHTOB, MOATBEPXKAAIOLWMX YNAATy rocyaapCTBEHHOWN
MOLW/IMHbI 33 BHECEHME B [AOKYMEHTbl, coAeprKaliMeca B PErncTpaumMoHHOM [0Cbe Ha 3aperncTpMpOBaHHbIM
JIEKAPCTBEHHbIN NpenapaT 419 BETEPUHAPHOIO NPUMEHEHUA, U3MEHEHUI, TPEOYOWMX NPOBEAEHMA IKCNEPTU3bI
NIeKapCTBEHHOrO CPeAcTBa, UM U3MEHEHUN, He TPebyoLWNX NPOoBeAEeHNA SKCNePTU3bl JIeKaPCTBEHHOTO CPeacTBa.
B cnyyae HeobxooMMOCTM W3MEHEHWA CBeAEHWW, COAEPNKALMXCA B PErucTpaLMoOHHOM YA0CTOBEPEHUM
JIeKapCTBEHHOTrO npenapata A8 BETEPMHAPHOIO NMPUMEHEHUSA, C 3aABIEHMEM, YKa3aHHbIM B YacTu 1 HacToAwwen
CTaTbM, 3aABUTENb BNpaBe MNpPeacTaBUTb NO COOCTBEHHOM MHMLMATMBE KOMUIO AOKYMEHTA, MOATBEPXKAAOLLErO
YyNAaTy rocyaapCTBEHHOM NOLWMHBI 33 BblAayy PErMcTpauMoHHOro yAOCTOBEPEHUA NIEKApPCTBEHHOrO nMpenapara.
3anaBuTeNb BNpaBe NPeacTaBUTb N0 COBCTBEHHOW MHULIMATUBE CBEAEHUA O IMLLEH3UAX, YKa3aHHble B NMyHKTax 1 n 2
Yacth 1 HacToAwWwen cTaTbM, a TaKXKe BblAaBaeMble YMNOJHOMOYEHHbIMU  deaepanbHbIMU  OpraHamu
WCMOJIHUTENIbHON B/IAaCTM  AOKYMEHTbI, YKas3aHHble B MNyHKTe 3 4actu 1 HactoAwen ctatbM. B cayyae
HenpeaCcTaBNeHNA YKa3aHHbIX JOKYMEHTOB (CBELEHMIA) YNIONHOMOYEHHbIN desepanbHbIli OpraH UCMONHUTEIbHOM
BJ1aCTU 3anpaluMBaeT yKasaHHble AOKYMEHTbl (CBeAeHMA) B MOPsSAKE MeXBEeAOMCTBEHHOrO MHGOPMALMOHHOIO
B3aMMOZENCTBUA.

(4acTb 3 B pea. PeaepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B CpOK, He NpeBbIlWaowWwmii aecati pabounx AHer co AHA NOCTYNAeHUA yKazaHHOro B Yactu 1 HacToAwei
CTaTbM 3afABNIEHUA U HEOOXOAUMbIX [AOKYMEHTOB, YMO/JHOMOYEHHbI deaepanbHbIi OpraH WMCNOAHUTENbHOWN
B/1ACTU:

1) npoBoANT MNPOBEPKY MNOJIHOTbI U OO0CTOBEPHOCTU cBeaeHun, coaepXxawumnxca B npeacrtaB/ieHHbIX
3aABUTENIEM JOKYMEHTAX;

2) nNpUYHUMaET pelleHVWe O MPOBEAEHWM 3SKCMepTU3bl NEKAPCTBEHHOTO CPeacTBa AN BETEPUHAPHOro
npumeHeHna unan o6 oTKase B ee NpoBeaeHUM;

3) yBegomnsaeT B NMUCbMEHHOW Gpopme 3aaBUTENA O NMPUHATOM PeLUEeHUN UAK B CAyYae MPUHATUA pelleHus
06 OTKase B NPOBEAEHMM IKCMEPTU3bl IEKAPCTBEHHOIO CPEACTBA AN BETEPUHAPHOIO NMPUMEHEHUA C yKa3aHMEM
MPUYMH TaKOro OTKasa.

4.1. B cnyyae BbIABAEHUA HeAOCTOBEPHOCTM M (MAM) HEAOCTAaTOYHOCTM CBEAEHWI, COAEepMKalMXCA B
NpeAcTaBNeHHbIX 3asBUTENeM AOKYMEHTax, YNOJHOMOYEHHbIN deaepanbHblii opraH MCNONHUTENbHOM BAAcTU
HanpaBnseT 3asBUTEN0 3anpoc 06 YTOYHEHWM YKa3aHHbIX CcBeAeHuli. 3anpoc MoxeT 6biTb NepesaH
YNO/IHOMOYEHHOMY NpeACTaBUTeNO 3asBUTENA MOJ PACNWCKy, HanpaBieH MO Mo4yTe 3aKasHbIM MUCbMOM UK
nepegaH B 3N1E€KTPOHHOM Gpopme Mo TeNeKOMMYHMKALMOHHbIM KaHasam cBasW. B cnyyae HanpassieHua 3anpoca 06
YTOYHEHUM YKa3aHHbIX CBEAEHWUI NO MoYyTe 3aKa3HbIM MUCbMOM OH CYMTAETCA MOJYYEHHbIM NO UCTEYEHUM LIEeCTH
AHeW ¢ AaTbl HanpaBaeHWA 3aKa3HOro NUMCcbma.

(4acTb 4.1 BBegeHa GeaepanbHbim 3akoHoM OT 04.06.2018 N 140-93)
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4.2. 3assutenb o06nA3aH NpPeACTaBUTb OTBET Ha 3anpoc YMno/JHOMOYEHHOro deaepanbHOro opraHa
WCNONHUTENBLHOW BAAcTU B CPOK, He NpeBblWaloWmii AeBAHOCTA paboynx AHeN co AHA NOAYYEHUSA AAHHOro
3anpoca. CpokM, yKasaHHble B 4YacTv 1.1 HacToswWwel CcTaTb, MPUOCTAHABAMBAIOTCA CO AHA HanpasieHuA
3aABMTE/II0 3aMpPoca YNoAHOMOYEHHOro deaepasbHOro opraHa UCNOJIHUTEIbHOM BNACTU A0 AHA NOJlyYeHUs OTBEeTa
Ha fOaHHbIA 3aNpPoC U He YUYUTbLIBAIOTCA NPWU UCYUCIEHUM CPOKA MPUHATUA pelleHUs O BHECEHWUU U3MEHEHUI B
AOKYMEHTbI, COZep Kallmeca B PerucTpaLMoOHHOM A0Cbe Ha 3aperncTpUpoBaHHbIN IeKapCTBEHHbIN NpenapaT Ans
BETEPMHAPHOIO NPUMEHEHMUA.

(4acTb 4.2 BBeaeHa ®egepanbHbiMm 3akoHoM oT 04.06.2018 N 140-$3)

5. OcHoBaHMeM AN OTKasa B MPOBEAEHWW IKCMEepTU3bl NEKAPCTBEHHOINO CPeAcTBa AN BETEPUHAPHOro
NPUMEHEHNA ABNAETCA NpeAcTaBleHne AOKYMEHTOB, YKa3aHHbIX B YacTAx 1 u 3 HacToAwel cTaTbk, B HEMOJIHOM
obbeme WM OTCYTCTBME B NPeACTaBAEHHbIX [LOKYMEHTax JAOCTaTOYHbIX CBeAEHUW, MOATBEPXKAAOLWMNX
Heo6XxoANMOCTb BHECEHUA U3MeHeHUI, Ainbo HenpeacTaBaeHUe 3aABUTENEM B YCTAHOBJIEHHbI CPOK OTBETa Ha
YKa3aHHbIA B YacTu 4.1 HacToAwen cTaTbM 3anpoc YnoJIHOMOYEHHOro denepasbHOro opraHa MCMOHUTENIbHON
BaaCTU.

(8 pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. JKCNepTM3a IeKaPCTBEHHOIO CPEACTBA 4J/17 BETEPUHAPHOTO NPUMEHEHUSA B LENsAX BHECEHUA U3MEHEHUI B
OOKYMEHTbI, COAEep KalLMeca B PermcTpaLMOHHOM A0Cbe Ha 3aperncTPUPOBAHHbLIA NEKAPCTBEHHDBIM NpenapaT Ans
BETEPUMHAPHOIO TMPUMEHEHWUA, OCYLLECTBAAETCA B MOPAAKE, YCTAHOBNEHHOM CcTaTbei 24  HacTosLLero
denepanbHOro 3aKoHa.

6.1. B CpOK, He NpeBbIWaOWMIA 4eCATU PABOUMX SHEN CO AHA NONYYEHUA 3aKAOUYEHUA KOMUCCUN IKCNEPTOB
Mo pe3y/bTaTam YKa3aHHOW B YacTU 2 HaCTOALLEN CTAaTbW IKCMEPTM3bl, YNOJHOMOYEHHbIN dedepanbHblii opraH
MCNOJTHUTENIbHOW BNACTH:
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

1) NPUHMUMaET pelleHne o BHeCeHUn M3MEHEeHU B AOOKYMeHTbI, cogepXawmneca B permctpauMoHHOM A0Cbe
Ha BGDGFMCTpMpOBaHHbIVI I'IEKapCTBEHHbIﬁ npenapat AnAa BETEPUHAPHOIoO nNpuMMeHeHNA, naun 06 oTKaze BO
BHECEHUW TaKUX USMEHEHUI;

2) BHOCUT B FOCYﬂ,apCTBEHHbIﬁ peecTtp NeKapCTBEHHbIX CpeacTtB Ha OCHOBAaHMKU peleHMA O BHECEeHUU
N3MEHEHWUI B AOKYMEeHTbI, coaepXawmneca B permcTtpaynoHHOM AoCbe Ha 3aperMCTpMpOBaHHbIVI I'IEKapCTBEHHbIl;'I
npenapat AnAa BEeTEPUHAPHOIo MnpuMeHeHUA, HeO6XO,£I,VIMbIe M3IMEHEHMA U BO3BpaWaeT 3TN AOKYMEHTbI
3aABUTENIO;

3) BblgaeT 3aABUTEN0 HOBOE PEervcTpauMoHHOE YAOCTOBEPEeHWE /NeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO MNPUMEHEHMA B C/iydae HeobXOAMMOCTU W3MEHEHUA CBEeAEHWN, COAepXaluxca B Hem, C
COXpaHeHMeM Homepa paHee BblAAHHOrO PEervcTpauMoHHOro yAO0CTOBEPEeHUA /IeKapCTBEHHOro npenapaTta AnAa
BETEPUHAPHOIO NPUMEHEHUA.

(n. 3 BBeaeH PepepanbHbiM 3akoHOM 0T 02.08.2019 N 297-93)
(4acTb 6.1 BBeaeHa ®eaepanbHbiM 3aKoHOM 0T 22.10.2014 N 313-93)

6.2. B cnyyae BHeCeHUAs WM3MEHEHWI B [AOKYMEHTbl, COAep’KallMecs B PErucTpaLMoHHOM [O0Cbe Ha
3apPEerncTpupoBaHHbIA IEKApCTBEHHbIM NpenapaTt AAs BeTepUHApPHOro MPUMMEHEHMA, B 4acTW, Kacatouwenca
M3MeHeHua 1 (MAn) [ONONHEHUA NPOM3BOACTBEHHOM NNOLWAAKM NeKapCTBEHHOro Npenapara, Npy NpeacTaBaAeHUm
3aABUTE/IEM B COOTBETCTBMM C MYHKTOM 3 4acTM 1 HACTOALWEN CTaTbM KOMWUU pPEeLUeHUs YMNONHOMOYEHHOTO
denepanbHOrO OpraHa WMCMONIHUTENbHOM BAAaCTM O MNPOBEAEHUM  MHCMEKTUPOBAHUA  MPOU3BOAMTENA
JIEKApPCTBEHHbIX CPeACTB CPOK, YKa3aHHbIM B 4acTu 6.1 HacToAwen cTaTbM, NPUOCTAHAB/IMBAETCA CO AHA MNOJyYeHUA
3aK/IO4EHUA KOMUCCUMM IKCNEPTOB A0 AHA NPUHATMA YNOJAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNONHUTENIbHOMN
B/1ACTM pelleHns o Bblgade unm o6 oTKase B BblAaye 3aK/l04eHMA O COOTBETCTBMMU NPOM3BOANUTENS IEKAPCTBEHHbIX
cpeacTB TpeboBaHMAM NPaBMA HaaNeKallel NPOU3BOACTBEHHOM NPAKTUKKM, HO He bosiee Yem Ha CTO BOCEMbAECAT
pabounx gHei.

(4acTb 6.2 BBegeHa PeaepanbHbiM 3aKoHOM 0T 04.06.2018 N 140-93)

7. OcHOBaHWeM Ana OTKasa BO BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAeprKallmMecs B PerucTpaLuyoHHOM
[0Cbe Ha 3aperncTpupoBaHHbIA JIeKapCTBEHHbIN npenapaTt ANA BETEePUHAPHOrO MPUMEHEHUA, B C/ayvasX, He
TpebyloWwmx npoBeAeHNA 3IKCNepTU3bl NEKApCTBEHHOrO CPeACTBa, ABAAETCA NpeACTaB/ieHVe AO0KYMEHTOB,
YKasaHHbIX B 4YacTAx 1 M 3 HacTosAwel cTaTbW, B HEMNoONHOM obbeme MAW OTCYTCTBME B NpeacTaBieHHbIX
[OKYMEHTax CBeAeHWI, KoTopble AOMKHbI 6biTb B HUX OTPa)keHbl, MO0 HenpeacTaBieHWe 3asABUTENEM B
YCTaHOB/IEHHbIN CPOK OTBETa HA YKas3aHHbIM B 4YacTM 4.1 HacToAWeil CcTaTbM 3anpoc YNOJHOMOYEHHOro
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denepanbHOro opraHa UCNONHUTEIbHOW BNACTMU.
(4acTb 7 B pea. PeaepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

7.1. OcHOoBaHMEM A8 0TKa3a BO BHECEHUM M3MEHEHWUIN B AOKYMEHTbI, COAEP KALLMECH B PErMCTPALLUOHHOM
[OCbe Ha 3aperucTpuMpoBaHHbIN JIEKAPCTBEHHbIM Mpenapat ANA BETEPUHAPHOrO MNPUMEHEHMA, B C/y4asnx,
TpebyowWwmx npoBeneHUs 3KCNepTU3bl JIEKAPCTBEHHONO CPeACTBa, ABMAAETCA 3aK/OYEHME YNONHOMOYEHHOTO
denepanbHOro opraHa WCMOAHUTENbHOW B/IACTU O BO3MOXKHOCTM CHUMMKEHMA 6e3onacHOCTM, KayecTea,
3¢ PEeKTUBHOCTN NEKAaPCTBEHHOrO NMpenapaTta BCAeACTBUE BHECEHUA M3MEHEHWUI B yKa3aHHble O0KYMEHTbI, OTKa3
YNoOJIHOMOYEHHOIo ¢eaepasbHOro opraHa MCMNONHUTENbHOW B/ACTM B Bblgaye 3aKAHOYEHUS O COOTBETCTBMMU
NPou3BOAMTENA NEKAPCTBEHHbIX CPeACTB TPebOoBaHWAM MpaBUA HaANeXKallel NPou3BOACTBEHHON MPAKTUKKU B
c/y4ae M3MeHeHuMa u (M) [OoNOoNHEeHUA MPOU3BOACTBEHHOW MNJIOLWAAKM NIeKapCTBEHHOTO Mpenaparta, ecau
NPOM3BOACTBO JIEKAPCTBEHHOrO MpenapaTta A/1a BeTepUHAPHOro MPMMEHEHUA OCYLLEeCTBAAETCA 3a npeaesiamu
Poccuiickoint ®epepaunu, nam oTCyTCTBME ITOFO 3aK/IOUYEHUA.

(4acTtb 7.1 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-$3)

8. [lonyckaeTca obpalieHe NeKapCTBEHHbIX NpenapaToB A/ BETEPUHAPHOrO NPUMEHEHUA 40 UCTEYEHUSA
CpOKa rogHOCTU, NPOM3BEAEHHbIX B TEYEHWE CTa BOCbMWUAECATU AHEWN MOcC/e AaTbl NPUHATUA YNOJHOMOYEHHbIM
denepanbHbiIM  OPraHOM WCMOJIHUTE/IbHON BNACTU  pPELIEHMA O BHECEHUM U3MEHEHUUA B  AOKYMEHTDI,
cofepiKalimeca B PErncTpalMoHHOM A0Cbe Ha JIeKAPCTBEHHbIM MpenapaTt, B COOTBETCTBUWU C WMHPOpMaumei,
cofepKallenca B JOKYMEHTaX PerncTpaLMoHHOro A0Cbe Ha IeKapCTBEHHbIM nNpenapaT 40 AaTbl MPUHATMA TaKoro
pelieHuA.

(4acTb 8 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CratbA 32. OTMeHa rocyAapCcTBeHHOW perucTpaLum 1eKapcTBEHHOro npenapara

PeweHne 06 OTMEHe rOCYZAapCTBEHHON perncTpauum JIeKapCTBEHHOrO Mpenapata W UCKAOYEeHUM
JIeKapCTBEHHOrO  Mpenapata W3  FOCYAApCTBEHHOrO  PEeecTpa  JIeKapCTBEHHbIX  CPeACTB  MPUHMMaeTcs
YNO/IHOMOYEHHbIM desepanbHbIM OPraHOM UCMNOJIHUTENLHOW BAACTU B CAyYae:

1) npeacrtaBieHnA cCooTBeTCTBYHOWMM YNO/IHOMOYEHHbIM cbe,a,epaanblM OopraHom WCNOJTHATENbHOM BNACTU
3aKNI04YEHNA O pPUCKE WU 06 yrpose 340pO0BbH, XWU3HWU 4YenoBeka WINM XKUBOTHOIO MNMpu nNpuMeHeHUu
NNEKApCTBEHHOIO npenaparta, npeBblWakoWwnx ero 3¢¢EKTVIBHOCTI>, no pe3ynabtatam OCywecTtBnaemoro umm
MOHUTOPUHIA 6e3onacHocTH NEKapPCTBEHHOIO nNpenapaTa;

2) nodaumn aepkatenem uau Bnagenblem PerncTpaluoHHOro ya0CTOBEPeHUA IeKapCcTBEHHOro npenapara
WAW YNONHOMOYEHHbIM UM APYTUM HOPUONYECKUM IMLLOM 3aABAEHUA 06 OTMeHe rocyAapCTBEHHOMN perncTpauun
NleKapCcTBEHHOro nNpenaparTa;
(8 pea. ®epsepanbHOro 3akoHa o1 22.12.2014 N 429-03)

3) HenoATBEPXKAEHUA TOCYAapCTBEHHON perncTpauumn 1eKapcTBEHHOro npenapata Mo MCTeYeHUM CPOKa
AeNCTBUA PerucTpaLmMoHHOro yaA0CTOBEPEHMS, BbIAAHHOMO Ha NATb NET;

4) HenpeacTaB/ieHWA 3asBUTeNEeM MHOOPMaLMK, KOTOpas MOMKEeT Mosjedyb 33 coboil HeobxoaMmMocCTb
BHECEHUA WM3MEHEHWW B [JOKYMEHTbl, COAEprKaliMecs B PerucTpaLMoOHHOM [O0Cbe Ha 3aperncTprpoBaHHbIN
NeKapcTBeHHbIM Npenapart, B TeueHWe TpUALATU paboumnx AHel co AHA HACTYNAeHNUsA 3TUX USMEHEHNIA;

5) ocyuwiecTBneHMAa TrOCyAapCTBEHHOW perncTpauMu  NeKapCTBEHHOro npenapaTta MNo4 TOProsbiM
HanMMeHOBaHMEM 3apPerncTPMPOBaHHOTO paHee Nog, 3TUM TOProBbIM HAMMEHOBAHMEM JIEKAPCTBEHHOTO Npenapara,
OT/INYAIOLLErOCA KayeCTBEHHbIM COCTaBOM AEMCTBYHOLUX BELLECTB;

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) oOCyLLeCTB/IEHNA rOCYAapCTBEHHON PEerncTpauunm OAHOTO M TOro e JIeKapCTBEHHOro npenaparta B
OTHOLLEHNN OAHOTO M TOTO Ke AeprKaTens WAU BNafenbla PerncTpauyMoHHOro yAO0CTOBEpeHUA IeKapCTBEHHOro
npenapaTa B BUAe ABYyX U 6osiee NeKapCTBEHHbIX NpenapaToB NoA, PasIMyHbIMU TOProBbIMU HAUMEHOBaHUAMMK;

(n. 6 B peq,. PepepanbHoro 3akoHa ot 04.06.2018 N 140-3)

7) BblHECEHMA CYAOM peleHWMs O HapylleHMM npaB npasoobnagatens O6BLEKTOB WHTENNEKTYyaNbHOM
COBCTBEHHOCTU NP 0bpaLLeHNN eKapCTBEHHbIX CPeaCTs;

8) oTcyTCTBMA IeKapCcTBEHHOro Npenapata B obpalleHnn B Poccuiickoli deaepauun B TedeHue Tpex 1 bonee
net;
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(n. 8 BBeaeH PegepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

9) HeBbINONHEHUA AepiKaTesieM WAM BAALENbLEM PErncTPauyoHHOro YAOCTOBEPEHWUA NeKapCTBEHHOIO
npenapata An60 YNOJHOMOYEHHBIM UMW APYIMM HOPUAUYECKMM JIMLOM Meponpuatuii no obecnevyeHuto
6€30MacHOCTM  JIEKAPCTBEHHbIX MNPENapaToB, YCTAHOB/AEHHbIX YMNOJHOMOYEHHbIM ¢deaepasbHbIM  OpPraHoOM
WCMNOJIHUTE/IbHOMN BNACTU B COOTBETCTBMMU C YacTAMU 3 1 4 cTaTbu 64 HacToswero PenepanbHOro 3aKoHa, B pamKax
ocyuiecTeneHna ¢apmakoHaa3opa;

(n. 9 BBeaeH PegepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

10) oTkasa gep)kaTena MAM BAALENbLA PErucTpalMOHHOIO YAOCTOBEPEHWUA /IeKapCTBEHHOrO npenapaTa
Mbo YNONHOMOYEHHOIO MMM LPYroro HPUAMYECKOrO SNMLA OT BHECEHWS W3MEHEHWUA B WHCTPYKLMIO MO
NPUMEHEHUI0 NEeKapCTBEHHOro npenapaTa, KacaloWMXCA HOBbIX MOATBEPMKAEHHbIX AAHHbIX O TOM, YTO PUCK
NPUYMHEHUA Bpeda 340pPOBbI0 Ye/i0BEeKA WAM KMBOTHOTO BCNeACTBME MpUeMa JIeKapCTBEHHOro npenapaTta
npesbiwaeT 3GPEeKTUBHOCTb €ro NPUMEHEHUA.
(n. 10 BBeaeH PepepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

KoHcynbTaHTlAtOC: NnpyMmeYvaHme.
C 01.01.2026 cT1. 32 pononHsetca n. 11 (®3 o1 27.12.2019 N 475-$3).

Cratba 33. locypapcTBEHHDbIM peecTp IeKapCTBEHHbIX CPeacTB

1. TocyapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEeACTB COAEPNKMT MepeyeHb JIeKapCTBEHHbIX Npenapartos,
npoweaLmnx rocyaapcTBEHHYHO PerucTpaumio, nepedyeHo ¢apmaueBTUYECKUX CYBCTaHUMIA, BXOAALWMX B COCTaB
NeKapCTBEHHbIX NPENapaTos, U cieayoLyo nHbopmaLmio:

1) B OTHOLUEHUWN NEKAPCTBEHHbIX MPENapaTos:

a) HaMMeHOBaHWe NIEKaPCTBEHHOTO Npenaparta (MexayHapoAHOe HENATEHTOBAHHOE, WY FPYNMUMPOBOYHOE,
WU XMMMYECKOE M TOProBoe HaMMeHOoBaHuA);
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) nekapctBeHHasa ¢opma C yKasaHWem A03MPOBKM IEKAPCTBEHHOrO nNpenapata M ero Ko/juyecTsa B
noTpebuTeNbCKOW YNaKoBKE;

B) HaMMeHOBaHWe JeprKaTeNd WAM BNALENbLA PErncTpauMoHHOTO YAOCTOBEPEHUS NIeKapCTBEHHOMO
npenapata M CBeAEHUA O perucTpauuu Jepkatens WAM BAafenbla PerucTpauyMoHHOro yA0CTOBEPEeHUA
JIEKapCTBEHHOTO Mpenapata Ana MeAWLMHCKOrO NPUMEHeHWs B KayecTBe Ha/oronjatesibliMKa B CTpaHe
peructpauum (4na poCCUMCKUX IOPUANYECKMX UL, - UAEHTUPUKALMOHHBIM HOMep Hanoronaatensumka (MHH), ans
MHOCTPaHHbIX OPUANYECKMX AWML, - CTpaHa perncTpauMu, HaMMeHOBaHWE PEerucTpUpyHoLWEro OpraHa,
PerncTpaLMoHHbIA HOMEpP, KoA HanoronnaTesbWwmKa B CTpaHe peructTpaumm (MHKopnopawumm) Uam ero aHanor);

(nn. "8" B pea. PeaepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaumeHoBaHMe W aapec MNPOU3BOAUTENA NEKAPCTBEHHOro npenapaTa WM CBeAEHUA O pPerucTpauuu
Npo13BOAMTENA NIeKapCTBEHHOro NpenapaTta 414 MeAMLMHCKOro NPUMEHEHMA B KayecTBe Hasoroniatenblinka B
CTpaHe pernctpauuun (Ona pocCUMCKUX HOPUANYECKUX AU, - UAEHTUOMKALMOHHBIN HOMEp HanoronnaTtenblimKa
(MHH), AnAa MHOCTPaHHbIX PUAUYECKUX AULL - CTPaHa perncTpauun, HauMeHoBaHMe PEerncTpUpyIoLLEro opraHa,
perucTpaLmoHHbIii Homep, KoA HanoronaaTtenblinka B CTpaHe perncTpaunmn (MHKoprnopaumm) Uamn ero aHanor);

(nn. "r" B pea. PeaepanbHoro 3akoHa ot 28.12.2017 N 425-03)

4) dapmakoTepaneBTUUecKkas rpynna, Koj, /JIeKapCTBEHHOro npenapata Mo aHaToOMO-TepaneBTUYecKo-
XMMUYECKOM KnaccudmKaumm, pekomeHa40BaHHON BcemnpHoO opraHmsaumeit 34paBooXpaHeHns;
(nn."a" B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

€) NoKasaHMA 1 NPOTUBONOKA3aHMUA K MPUMEHEHMIO JIeKapPCTBEHHOrO Npenapara;
) N06OYHbIe AeNCTBUA NEeKapCTBEHHOTO NpenapaTa;
3) CPOK roAHOCTU NeKapCTBEHHOrO NpenapaTa;

I/I) YCN0BUA XPaHEHNA NeKapCTBEHHOIO nNpenapaTta,
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K) yCN0oBMA OTMNYCKa JIeKapCTBEHHOro Npenapara;

) Homep dapmaKonenHon cTaTbl UAW B C/ly4ae ee OTCYTCTBUSA HOMEpP HOPMATMBHOW AOKyMeHTauMm nnbo
HOPMaTMBHOIO AOKYMEHTa;

M) [iaTa rocyfapcTBEeHHOM perncTpaumymn AekapcTBEHHOro Npenaparta v ero PermcTpaumoHHblii Homep, AaTta
3aMeHbl PEerucTPaLMoOHHOrO YyAOCTOBEPEHUA NEKAPCTBEHHOrO npenapaTa Ha 6eccpoyHoe perncTpalmoHHoe
y4OCTOBEpPEHME JIeKapCTBEHHOrO npenapaTta, fgaTa Mo4auyu 3asaB/leHWA O MOATBEPNKAEHWM rOCYAaPCTBEHHOW
perncTpauum NeKkapcTBEHHOro npenapaTta, fata OTMEHbl FOCYAapCTBEHHOW pPerncTpauuu NeKapCcTBeHHOro
npenapaTa;

(B pea. ®PenepanbHOro 3akoHa o1 22.12.2014 N 429-03)

H) KauyecTBEHHbIN COCTaB M KO/JMYECTBEHHbIA COCTAB AENCTBYIOLMX BELECTB M KayeCTBEHHbI COCTaB
BCMOMOraTe/IbHbIX BELLLECTB JIEKAPCTBEHHOMO NpenapaTa;
(nn. "H" BBeaeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

0) UHPopmaLma 060 Bcex paspeLleHHbIX BUAAxX BTOPUYHOM (NOTpebuTenbCcKo) YyNakoBKY;
(nn. "o" BBegeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

n) Apata nNPUHATMA pPelleHMA O BO3MOXHOCTM pPacCMaTpMBaTb /IEKAPCTBEHHbIM npenapat npu
rocyfapCTBEHHOM perucTpaunm B KayectBe OPdaHHOro /eKapcTBEHHOro npenapata (4ns NeKapcTBEeHHbIX
npenapaToB AN MeAULMHCKOrO NPpUMEHEHNA);

(nn. "n" sBepgeH PepgepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93; B pes. PegepanbHoro 3akoHa ot 27.12.2019 N
475-03)

p) HanUUKMe NeKapCTBEHHOrO NpenapaTa B NepeyHe XU3HEHHO HEOBXOANMBIX M BaXKHENLUNX IeKAaPCTBEHHbIX
npenapaToB (414 NeKapCTBEHHbIX NPEenapaTos A4 MeAULMHCKOro NpUMeHeHuA);
(nn. "p" BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. PepepanbHoro 3akoHa ot 27.12.2019 N
475-03)

C) Hannuve B NEKApCTBEHHOM MNpenapaTte HaPKOTMYECKUX CPeACTB, MCUXOTPOMHbLIX BEWEeCTB M WX
NPEeKypcopoB, noAnexalimx KOHTpoato B Poccuiickoit ®depepauuun, B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuitickoit depepaunn, mexxayHapoaHbiMM goroBopamu Poccuiickoit depepaumn, B Tom uucne EguHoit
KOHBEHLMEN 0 HapKoTMYecKnx cpeacTtsax 1961 roga u KoHBeHLMEN 0 NCUXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBegeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

T) nHbopmaumsa 0 TOM, ABNAETCA AN AaHHbIA NeKapcTBeHHbIM npenapaT pedepeHTHbIM SIeKapcTBEHHbIM
npenapaTom;

(nn. "7" BBeaeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

\/) cBegeHnAa O nojgade 3aABAeHnA O BHeCeHUU U3MEHEHUI B AOKYMEHTbI, cogepxauwmeca B
perncTtpaumoHHOM ocCbe Ha HEKapCTBEHHbII‘;i npenapar,

(nn. "y" BBegeH ®eaepanbHbim 3aKoHOM OT 22.12.2014 N 429-$3)
) ytpatun cuny ¢ 1 mapta 2020 roaa. - PegepanbHblit 3aKoH 0T 27.12.2019 N 475-03;

X) CPOK BBeAEHMA IeKapPCTBEHHOrO Npenapara B rpaxAaHcKuii 060poT;
(nn. "x" BBeaeH ®eaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-®3)

2) B oTHOWeEHUN hapmaLeBTUUYECKUX CyBCTaHLMIA:

a) HaumeHoBaHMe dapmaleBTMUYeCKOon CybBCcTaHUMKM  (MexayHapoaHoe HenaTeHTOBaHHOe, Wau
rpPynnMpoBOYHOE, UM XMMUYECKOEe U TOProBoe HaMMeHOoBaHUA);
(8 pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) HaMmeHoBaHMe ¥ agpec NpoussoanTens GdapmaleBTUYecKor cybcTaHumu;
B) CPOK rogHoCTM dapMaLeBTUYECKOM cybcTaHumu;
r) ycnoBus xpaHeHuA GpapmaueBTUYECKON CyBCTaHLMK;

4) Homep dapmaKonenHom cTaTbM MK B C/lyYyae ee OTCYTCTBMA HOMEP HOPMAaTUBHOM AOKYMeHTauun ambo
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HOPMAaTUBHOIO OKYMEHTAQ;

e) Hannume papmaueBTUYECKOM CybCTaHLMM B NepeyHe HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U
WX MPEKYPCOpPOB, NOANENKALLUX KOHTpoao B Poccuiickon Pepepaumu, B COOTBETCTBUMM C 3aKOHOAATE/NbCTBOM
Poccuiickon ®epepaumu, mexayHapogHbiMuM poroBopamm Poccuitickolt degepaunmun, B Tom uucne EamHown
KOHBEHLMeEN 0 HapKOTUYeCcKnx cpeacteax 1961 roga n KoHBeHUMen o NcMxoTponHbIx Bewectsax 1971 roaa.
(nn. "e" BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

2. dapmauesTMyeckas CcybCTaHUMA, NPOU3BEAEHHAA AO1A peanusauuu, MOXKeT OblTb BK/AOYEHA B
roCy4apCTBEHHbIA PeecTp NeKAPCTBEHHbIX CPEACTB HA OCHOBAHWM 3asAB/eHMA pa3paboTyMKa Wan NpousBoauTENs
JIEKApCTBEHHOIO CpeacTBa /MO0 YNOSIHOMOYEHHOTO WMMMU HOPUANYECKOTO /MLU@ NpU YC0BUM MNPOBEAEHUs B
OTHOWEHUN TaKoW ¢apmMauLeBTUYECKOM CyOCTAHUMM 3KCNepTusbl KavecTBa ¢apmaleBTUYeckoin cybcTaHumu B
nopsafke, yctaHoBAeHHOM cTatbel 34 Hactoswero PepepanbHOro 3akoHa. B oTHoweHMM dapmaueBTUHECKUX
cybCTaHLMi, NPON3BEAEHHDbIX 418 Peann3aumu, B rocy4apcTBEHHOM PeecTpe SIeKAPCTBEHHbIX CPeACTB COAEPKUTCA
cnegyouwas nHpopmauma:

1) HaumeHoBaHWe ¢apMaueBTUYECKON  CcybCTaHUMM  (MeXAyHapo4HOe  HenmaTeHTOBaHHOe, UAu
rPYNNMPOBOYHOE, NIM XMMMYECKOE M TOProBOe HaMMeHOBaHuUsA);

2) HaMmeHoOBaHWe, agpec npousBoguTens dapmaueBTUYecKoW cybCTaHUMKM, a TaKKe B OTHOLIEHMM
NIEKapCTBEHHbIX CPEACTB ANA  MEeAUUMHCKOrO MpPUMEHEeHUA CBegeHUsa O peructpauuu npousBoguTens
bapmaLeBTMUECKON CybCTaHUMM B KayecTBe HanoronaTtesibliyka B CTpaHe perucrpauuun (ons pOoCCUIMCKUX
IOPUANYECKUX NNL, - MAEHTUOMKALMOHHBIN HOMep Hanoronnatenbwuka (MHH), ana MHOCTPaHHbIX OPUANYECKUX
ML, - CTpaHa peructpauuu, HauMeHOBaHME PErucTPUPYIOWEro OpraHa, PervcTpauMoHHbIA HOMep, Kopa
Ha/foronnaTenblUMKa B CTPaHe perncTpaummn (MHKopnopawmmn) uam ero aHanor);

(n. 2 B peqn. PepepanbHoOro 3akoHa ot 28.12.2017 N 425-03)

3) cpok roaHoCcTM dpapmaLeBTMYECcKoW cybcTaHumu;
4) ycnoBua xpaHeHua dbapmaLeBTUYECKOM cybCcTaHLmm;

5) Homep dapmakoneHoi cTaTbm MBO B CAyyYae ee OTCYTCTBUA HOMEP HOPMATUBHOW AOKYMEHTaLMUM UK
HOPMaTUBHOIO JOKYMEHTa;

6) Hannume dapmaLeBTUYECKOM CYBCTaHLUKN B NepeyHe HapPKOTUYECKUX CPELCTB, NCUXOTPOMHbIX BELLECTB U
MX NPEKYPCOPOB, Nogjexalimx KOoHTpoato B Poccuitickon Pepepaumu, B COOTBETCTBUM C 3aKOHOAATE/NbCTBOM
Poccuiickon Pepepaumum, mexayHapogHbiMM goroBopamm Poccuitickolt degepaunmun, B Tom uyucne EamHown
KOHBEHLMel 0 HapKoTUYecknx cpeacteax 1961 roga n KoHBeHUmMen o NcMxoTponHbix Bewectsax 1971 roaa;

7) paTa BKAoUYeHMA dapmaL,eBTUYECKON CybCTaHLMM B rOCyAapCTBEHHbIN peecTp eKapCTBEHHbIX CPeACTB,
[aTa BHECEHWUS U3MEHEHUI B IOKYMEHTbI hapmaLueBTUYecKon cybcTaHUMK, AaTa UCKAOYEHUA dapmaLeBTUUYECKOM
cybCcTaHU MM U3 rocyAapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPeacTB.
(4acTb 2 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. MopAaoK BeAEHMA roCyLapCTBEHHOMO PEecTpa JeKapCTBEHHbIX CPEeACTB 418 MEeANLMHCKOTO NPUMEHEHMA
M NOPAAOK BedeHWA rocyAapCTBEHHOrO PEeecTpa /IeKapCTBEHHbIX CPeAcTB A/1A BETEPUHAPHOIO MPUMEHEHUS
YTBEPXKAAIOTCA COOTBETCTBYHOLMM YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMNOHUTENbHOM BAACTU.

Cratba 34. BKAlOYeHMe B TrOCYyAApCTBEHHbIN peecTp JIeKapCTBEHHbIX CPEeACTB M UCKAOYeHue wu3
rocyAapCTBEeHHOrO peecTpa /JeKApCTBEHHbIX CPeAcTB ¢apmaueBTUYECKOor cyb6cTaHuuuM, NpousBeAeHHOW AnA
peanusauuu
(8 pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Ans BrNtoYeHUA papmaL,eBTUYECKOM cybCTaHLMK, NPOM3BEAEHHOW ANA peannsaumnm, B rocyaapCcTBeHHbIN
peecTp NeKapCTBEHHbIX CPeACTB, NPOBOAUTCA IKCNEPTM3A ee KayecTsa.
(8 pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. DKcnepTusa KayecTBa YKasaHHOM B YacTu 1 HacToswwel cTaTbM dapmaleBTUYecKon cybcTaHumy,
COCTaB/ieHMEe KOMMWCCMEN 3KCMepTOB 3aK/OYeHWd Mo pesy/ibTaTaM 3TOM 3KCMepTUsbl M WMX HanpasfieHue B
YNONIHOMOYEHHbIN deaepanbHblii OpraH MCNONHUTENLHON BAACTM OCYLLECTBAAIOTCA B CPOK, He MpeBblluatowmii
wectnaecatn pabounmx AHeW CO AHA NOJyYeHUA SKCMEPTHbIM YYpeXkAeHMeM COOTBETCTBYIOLLEro 3adaHuA
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YyNoNIHOMOYEHHOro dpefepanbHOro opraHa UCMONHUTENbHOM BNACTU U CNeayloLLmMX 4OKYMEHTOB (cBeAeHWUN):
(8 pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

1) cBepeHus o pgaTe NpPefoOCTaBAEHUS W PErmcTpaLMoOHHOM HOMEpPEe J/IULEH3UW Ha NpPOU3BOACTBO
JIEKAPCTBEHHbIX CPEeACTB WU/IM CBEAEHMA O AaTe MpefoCTaB/NeHUs U PEerucTpaLMoOHHOM HOMEPE 3aK/0YEHUA O
COOTBETCTBUWN NMPOM3BOAUTENA IEKAPCTBEHHbIX CPeACTB TpeboBaHUAM MpPaBMA HageXKallel Npou3BOLCTBEHHOM
NPaKTUKK, BblAaHHbIX (NPefocTaBAeHHbIX) YNOJHOMOYEHHbIM defepanbHbIM OPraHOM MCNOIHUTE/IbHOWN BAacTH, B
c/lyyae, ecnm NPon3BOACTBO IEKAPCTBEHHOTO CPeACTBa ocyLecTsaneTca B Poccuiickon Pepepaumu;

(8 pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-3)

2) KonusA OOKYMEHTa, BblAAHHOMO YMO/JHOMOYEHHbIM OPraHOM CTPaHbl MPOW3BOAMTENA NEKAPCTBEHHOIO
CpeAcTBa M NOATBEPKAAIOLLEro paspelleHre NPon3BOACTBA IEKAPCTBEHHOIO CPeACTBa, M ero NepeBos Ha PYCCKUM
A3blK, 3aBEpPEHHble B YCTAHOB/JEHHOM MOPSAAKE, a TaKKe KOMUA 3aK/lYeHWa O COOTBETCTBUWM MPOU3BOAMTENA
NEeKapCTBEHHbIX CPeacTB TpeboBaHWAM NpaBuA  HaA/eXallei NpPOM3BOACTBEHHOM MPaKTUKKM, BblAAHHOMO
YNO/IHOMOYEHHbIM defepanbHbiM OPraHOM MCMOAHWUTENbHOM BAACTM, AMBO KONWA pelleHus YNOAHOMOYEHHOro
denepanbHOro opraHa  MCMOAHWUTENbHOM BAAacTM O  MNPOBEAEHMM  WMHCMEKTUPOBAHWA  MpoM3BoAUTENA
NIeKapCTBEHHOro cpeactBa. YKasaHHble  AOKYMEHTbl MNPeAcTaBAAlOTCA B C/lyyae, eciM  NpPOU3BOACTBO
JleKapCTBEHHOro CpeacTBa OCyLEecTBAAETCA 3a npegenammn Poccuiickoit degepaunu;

(n. 2 B peq. PeaepanbHoro 3akoHa ot 04.06.2018 N 140-$3)

3) AOKYMEHT, coAeprKalinin cneaytolime ceeaeHuns o bapmaleBTMYeckon cybcTaHumm:
a) HaumeHoBaHWe dpapmaLeBTMYECcKol cybCcTaHL MK, ee CTPYKTypa, obLine CBOUCTBa;
6) HaMmeHOoBaHME N aapec NPON3BOAMNTENS;

B) TexXHo0orma nponssoacrtea C onMCaHMEM CcTaauni nponssoactea U MeToA0B KOHTPONA Ha BCeX CTaaunAax
nponsBoAacTBa,

r) onncanune pa3paboTKuM npoLecca NPou3BoOACTBa;

[1) ONMCaHNe KOHTPOA KPUTUYECKMX CTaAMi npoL.ecca Npoun3BoACTBa Y NMPOMENKYTOUYHOMN NPOAYKLMK;
€) AOKYMeHTalbHoe NoATBePKAeHMe (Bannaauma) npoLeccos 1 (MIM) UX OLLeHKa;

) CBOMCTBA U CTPYKTYpa AeNCTBYIOLLMX BELLECTB;

3) XapaKTepucTMKa npumeceit;

1) cneumduKauma Ha GapmaL,eBTUYECKYIo cybcTaHLUMIo U ee 060CHOBaHME;

K) aHanUTMYeCcKne MeToAMUKM, UCNOb3yeMble MPU OCYLLECTBAEHMM KOHTPOAA KayecTBa GpapmMaL,eBTUYECKOM
cybcTaHumu;

N)  AOKYMEHTa/NbHOE TNOATBEPKAEeHWe (Banngauma) aHaiuTUYECKMX METOAMK, WCNOob3yemblX npwu
OCYLLECTB/IEHUM KOHTPO/IA KayecTBa papmaLeBTMHecKoi cybcTaHumy;

M) pe3ynbTaTbl aHann3a cepuit papmauesTUIYecKol cybcTaHumnm;

H) nepevyeHb CTaHAAPTHbIX O6pa3LI,OB nnn Bewects, UCNOJIib3yembliX Npun OcCcywecCTBEeEHUN KOHTPOAA
Ka4yecCTBa,

0) onncaHue XapaKTepUCTUK U CBOMCTB YNaKoOBOYHbIX MaTEPMaNOB U YKYNOPOUHbIX CPEeACTB;
n) AaHHble 0 CTabUAbHOCTM hapMaLLEBTUYECKOW CyOCTaHUMK;
p) cpok roaHocTy;

4) DOKYMEHT, COAeprKalluMi CcBefeHWA O perucTpaumMyM nNpou3BOAWUTENA JIeKAapCTBEHHbIX CPeacTB Ans
MeOMUMHCKOrO MPUMEHEHMA B KadyecTBe HajoronnaTesibliyka B CTpaHe peructpaumm (ana  pocCUMincKux
IOPUANYECKMX UL, - MAEHTUOUKALMOHHBIM HOMep Hanoronaatenbwmka (MHH), 4n8 MHOCTPaHHbIX HOPUANYECKMX
NNU, - CTpaHa perncrpaumu, HaMMeHOBaHWe PerncTPUpyoWero opraHa, PernmcTpauMoHHbIA Homep, Koa
HasoronnaTenblUMKa B CTpaHe perncrpaummn (MHKopnopawumn) uam ero aHanor).
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(n. 4 BBegeH PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)
(4acTb 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. Ana npoBefeHUA 3KCMepTM3bl KayecTBa YKasaHHOM B 4YacTu 1 HacToAwein cTatbh dapmaleBTUHECKON
cybcTaHL MM 3aaBMTe/Ib NPEACTAaBAAET B YNONHOMOYEHHbIN peaepanbHblii OpraH UCMOAHUTENbHOM BAACTK:

1) 3asBneHMe O BK/AOYEHWMM B TOCYAAPCTBEHHbIN pPEecTp /NEeKapCTBEHHbIX CPeACTB  OaHHOM
dapmaueBTUYECKON cybCcTaHLMK;

2) KomuA [OKYMeHTa, NOATBEPNKAAMOLWEro YNaaTy rocyAapCTBEHHOW MOW/MHbI 33 BK/OYEHME B
rOCyapCTBEHHbIA pPeecTp NeKapCTBEHHbIX cpeacT8 ¢GapMaLeBTUYECKOW CyOCTaHUMM, MNPOU3BEAEHHOW ANA
peanusauumn, AnM60 nNo CoBCTBEHHOM WMHWMUMATMBE YKasaHHbIA [AOKYMeHT. B cinyyae ero HenpenctaB/ieHWs
3aABUTENIEM YNONHOMOYEHHbIM defepanbHblit OpraH WUCNONHUTENbHOW BAAcTM npoBepseT GaKT  ynaathl
rocyfapCTBEHHON MOLW/UHbI 3afBUTENEM C WCNO/Ab30BaHMEM WHOpMauun o6 ynnate rocyfapCTBeHHOM
MOW/MHbI, coaeprkawernca B [OCyfapCTBEHHOW WHPOPMALMOHHOM CUCTEME O T[OCYAAPCTBEHHbIX WU
MYHULMNAAbHBIX NaTeXax, Ha OCHOBAHWW NpPeACTaBAEHHOM 3aABUTENIeEM KOMUU JOKYMEHTA, NOATBEPKAAIOLLEro
ynnaTy rocyAapcTBEHHOM NOLW/INHbI;

(n. 2 B peq. PeaepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3) AOKYMEHTbI, YKa3aHHbIe B YaCTW 2 HACTOSLLLEN CTaTby;
(8 pea. ®PenepanbHOro 3akoHa o1 22.12.2014 N 429-03)

4) 3asBneHVMe O BblJaye paspelleHuMs Ha BBO3 B Pocculickyto ®depepaumio KOHKPETHOM MapTum
He3aperMcTpMpoBaHHOrO  NIEeKApCTBEHHOrO  CpeacTBa, MNpeAHa3HAaYeHHOro ANnA NpOBeAEeHMA  YKa3aHHOW
3KCMnepTm3bl.

(n. 4 BBeaeH PegepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

3.1. B cnyyae HenpeacTaBieHNA C 3asBJIEHMEM O BK/IHOYEHUMU B FOCYAAPCTBEHHbIA PEECTP /IEKAPCTBEHHbIX
cpeacTs GpapmaLeBTUYECKOM cybCcTaHUMM AOKYMEHTOB, MOATBEPKAAIOLWMX YNAATy roCyAapCTBEHHOW MOWAWHbLI U
YKa3aHHbIX B NMyHKTE 2 4acTu 3 HaCTOALLEN CTaTbM, a TaKKe BblAaBaeMbIX (MpeaocTaBAsiemMbixX) YNOJAHOMOYEHHbIMM
deaepanbHbIMM OpraHaMm UCMONHUTENIbHOM BNAacTU AOKYMEHTOB (CBeAeHUI), yKasaHHbIX B NyHKTax 1 n 2 yactu 2
HacToALWel CTaTbM, YNOJHOMOYEHHbIN deaepasnbHbld OpraH UCNOAHUTENIbHOM BNACTM 3anpalliMBaeT yKasaHHble
AOKYMEHTbI (cBegeHMA) B NOPAAKE MEKBEAOMCTBEHHOMO MHGOPMALMOHHOIO B3aMMOLENCTBUA.

(4acTb 3.1 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 27.12.2019 N 478-93)

4. B TeyeHue aecAatu paboumx OHEN CO AHA NPUHATUA 3aABNEHUA O BKIHOYEHUW YyKa3aHHOM B 4actu 1
HacTosllen ctaTbu dapmaLeBTUYecKon cybCTaHUMM B rOCYAapCTBEHHbIA PeecTp /NeKapCTBEHHbIX CPeacTs U
[OKYMEHTOB, Nepeymnc/ieHHblX B 4acTh 1 1 nNyHKTe 2 4acTu 3 HacToALLel cTaTbK, YNONHOMOYEHHbIN deaepasbHblit
opraH UCNONHUTENbHOM BAACTU:

(8 pea. PepsepanbHOro 3akoHa o1 22.12.2014 N 429-03)

1) NnpoBOAUT NPOBEPKY MOJHOTbI U AOCTOBEPHOCTU AAHHbIX, COAEPHKALLMUXCA B NPEACTaBAEHHbIX 3afBUTENEM
AOKYMeHTaXx;
(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHUMMaET peleHMe O HanpaB/JAeHUM B IKCNEPTHOE yupexaeHue 3aaHna Ha NpoBeAeHMEe SKCNepTM3bl
KayecTBa YKasaHHOWM B 4YacTu 1 HacTosleil cTaTbu dapmaleBTUYECKOW CybCcTaHLuMM MAM 06 OTKase B TaKOM
HanpasneHuu;

3) yBeaomMAAeT B 3/1EKTPOHHON UAN NUCbMEHHON dopMe 3aABUTENA O NPUHATOM PELIEHUN AU B Clyyae
OTKasa C yKasaHMeMm NPUYMH TaKoro oTKasa.
(8 pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbiAB/AEHWA HEOOCTOBEPHOCTU CBEAEHMI, COAEPMKALUMXCA B NPeacTaB/eHHbIX 3asBuUTesemM
MaTepuanax, ynoJHOMOYEHHbIN denepanbHblit opraH UCNONHUTENBHOW BAACTM HanpasAaseT 3asaBUTeo 3anpoc ob
YTOYHEHMM YKasaHHbIX cBefeHWl. [JaHHblM 3anpoc MOXKeT 6biTb nepeAaH YNnoJHOMOYEHHOMY MpPeacTaBUTENtO
3a8BUTENA IMYHO MOA, PACNMCKY, HAaNpaB/aeH Mo NoyTe 3aKasHbIM NUCbMOM UK NepesaH B 3NEKTPOHHOM dopme no
Te/IeKOMMYHMUKALMOHHbIM KaHafam cBA3W. B ciyyae HanpaBaeHMsA SaHHOro 3anpoca Mo noyTe 3aKasHbIM MMCbMOM
OH CYMTAETCA NOAYHEHHBIM MO UCTEYEHUM LIECTU AHEN C AaTbl HAaNPaBAEHWA 3aKa3HOro NUCbMa.

(4acTb 4.1 BBegeHa GeaepanbHbiM 3aKOHOM OT 25.11.2013 N 317-93)
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4.2. 3asBuTenb o06nA3aH NpeacTaBUMTb OTBET Ha 3anpoc YNoJHOMOYEHHOro ¢eaepanbHOro opraHa
WCMNONIHUTENbHOM BAACTM B CPOK, HE NPEBbIWAOWUA AeBAHOCTa pabounx AHeN co AHA NOAYYEHUA AAHHOro
3anpoca. CpoK, yKasaHHbIM B 4acTM 4 HACTOALLEN CTaTbM, NPUOCTAHABAMBAETCA CO AHA HaNPaBAEHWUA 3aABUTENIO
3anpoca Yyno/iHOMOYEHHOro desepanbHOro opraHa WUCMONHUTENbHOW BNACTU A0 AHA MOAYYEeHUs MM OTBETa Ha
[AaHHbIN 3aMpOC M He YYUTLIBAETCA MPU UCUUCTIEHMM CPOKA SKCNEPTU3bl KavyecTBa papmaLeBTUHECKON cybcTaHLmu,
HEeMcnonb3yeMon Npu NPOn3BOACTBE IEKAPCTBEHHbIX NPENapaToB..

(4acTb 4.2 BBeaeHa deaepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHWeM p/18 OTKasa B HaMNpaB/feHUW B IKCNEPTHOE YYPEeXKAEHME 33[aHUA Ha MnpoBeneHue
SKCNepTM3bl KayecTBa YKa3aHHOM B 4acTM 1 HacToAwen craTbn dapmaueBTUYECKOW cybcTaHuMW aBnseTca
HenpeAacTaB/leHNWe [OKYMEHTOB, YKAa3aHHbIX B 4YacTM 2 HACTOAWLElM CcTaTbM, OTCyTCTBME WHPopmauuuy,
noaTeepKAaaroleit ¢GakT ynnaTbl rocyaapCTBEHHON MOLW/MHbBI 3@ BKJAOYEHWEe ¢dapMaLLeBTUYECKOM cybCTaHUMM,
NPou3BEAEHHON ANA peanusauuu, B rOCYAAPCTBEHHbIA PeecTp NEeKAapPCTBEHHbIX CPeacTB, HenpeacTaB/ieHue
33ABUTE/IEM B YCTAaHOBJ/IEHHbI CPOK OTBETa Ha YKa3aHHbIMW B 4actu 4.1 HacToAwein cTaTbM 3anpoc
YNONHOMOYEHHOro ¢deaepanbHOro opraHa WCNONAHWUTENbHOM BAACTU WAM NpeAcTaBAeHMEe [OKYMEHTOB, He
copepKaLLMX UCHEPNBIBAIOLLETO NEPEYHS HEODOXOANUMBIX CBEAEHUIA.

(4acTb 5 B pea. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHMe nNATHaAZLUATU Pabounx AHEW CO AHA NOJYYEHMS pelleHUs YNoJIHOMOYEHHOoro deaepanbHOro
opraHa UCMOAHWUTENbHOM BAACTM O HaNPaB/JEHUN B SKCMEPTHOE yupexKaeHNe 3a4aHNA Ha NPoBeaeHME SKCNepTH3bl
KauecTBa yKasaHHOW B 4YacTu 1 HacToAwel ctaTbM dpapmaueBTUyecKoi cybcTaHuMM 3asBMTeb NpeacTaBaseT B
3KCMepTHOE yupexpeHue ANA NpoBefeHWA LaHHOM 3KcnepTusbl 06pasubl dapmauesBTUYecKon cybcTaHuuu B
Ko/NM4yecTse, HEOBXOAMMOM A1A BOCNPOM3BEAEHNA METOAOB KOHTPO/IA KayecTBa. JKCNepTHOE yyperkaeHue npu
nosy4yeHnn obpasL,oB YKa3aHHOM B 4acTM 1 HacTosALLEN CcTaTby papmaLEeBTUYECKOW CyBCTaHL MM BbIAAET 3aABUTENIO
[OKYMEHT, NMOATBEPKAALWMIA NoJlyyeHUe 3TUX 06pasLoB, M B CPOK, He MpeBbIAOWUIA Tpex pabounx aHen,
YBEOOMAAET B 3J/IEKTPOHHON MAM NUCbMeHHON ¢opme 06 3TOM YMNOSHOMOYEHHbIN denepanbHbIit OpraH
MCNOJTHUTENBHOW BNACTU. ITU CPOKM He BKJTHOYAIOTCA B CPOK MPOBEAEHUA AaHHOM 3KCNepTM3bl.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7. JOKYMEHTbI, NOCTYNMBLUME B SKCNEPTHOE yUpeXAeHUe 417 NPOBEeAEHUA SKCNepTU3bl KauecTBa YKasaHHOM
B Yactm 1 HactoAwei ctaTbu PapmaueBTUyeckon cybcTaHuuKM, noanexaT BO3BPATy B YMNOJHOMOYEHHbIN
denepanbHbIA OpraH UCNONHUTENbHONM BNACTM OAHOBPEMEHHO C 3aKNIOYEHMAMM NO pesynbTaTaM NPoBeAeHHOW
aKCnepTm3bl.

8. B CpPOK, He NpeBbIWAOLWMIA NATU Pabounx AHEN CO AHA NONYYEHUA 3aKIOUYEHUA KOMUCCUU IKCNEPTOB No
pesy/ibTaTam 3KCMepTM3bl KayecTBa YKasaHHOM B yacTv 1 HacTosAwen cTaTeu dapmauesBTMHecKol cybcTaHumu,
YNONHOMOYEHHbIN deaepanbHblil opraH UCNOHUTENbHOM BAACTU:

1) ocylecTBAET OLEHKY TaKoro 3aK/Il04eHns A4/18 ONpeaeeHns ero COOTBETCTBUA 3a4aHuIo Ha NpoBeaeHne
[AaHHOW 3KCnepTu3bl;

2) NpuYHMMaeT pelleHWe O BK/AOYEHUWM YKa3aHHOM B 4acTM 1 HacTosAwen craTbM dapmaueBTUYECcKoM
cy6CTaHLMM B rOCYaPCTBEHHbIN PEECTP JIeKAapCTBEHHbIX CPEACTB MW pelleHre 06 OTKase B TaKOM BK/OYEHUK;

3) BHOCUT nMpU NPUHATAM pPeLlleHMA O BKAIOYEHUM YKa3aHHOM B uact 1 HacToAuleid craTbu
dbapmaLeBTMYECKON CybCTaHL MM B FOCYAaPCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB NPeAyCMOTPEHHYIO YacTbio 2
ctatbM 33 HacTtoAwero ®deaepanbHOro 3akoHa WHPOpMaLMIO U yBeAOMAAET 06 3TOM B 3/1EKTPOHHOU Wau
nMcbmeHHOM popme 3asBUTENS.

(8 pea. PeanepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 27.12.2019 N 462-d3)

9. OcHOBaHMEM A/si OTKasa BO BK/IOYEHUWM YKA3aHHOM B 4acTM 1 HacToAwel cTaTbM dapmaLeBTUHECKOM
cybCTaHUMM B FOCYAAPCTBEHHbIM PEEecTp NeKAPCTBEHHbIX CPEeACTB ABNAETCA 3aK/HYEHME COOTBETCTBYHOLLENO
YNo/IHOMOYEHHOro ¢eaepasbHOro opraHa MCMOAHUTENbHOW BAAcTM O TOM, YTO KayecTBO ¢dapmaLeBTUYECKOMN
cybCTaHUMM He NOATBEPKAEHO MOMYYEHHBIMU AaHHbIMU.

(4acTb 9 BBeaeHa denepanbHbim 3aKoHOM 0T 22.10.2014 N 313-d3; B pea. PenepanbHoro 3akoHa ot 04.06.2018 N
140-d3)

10. He [ponyckaetca BK/OYEHME B TOCYAAPCTBEHHbIN pPEecTp /IeKapCTBEHHbIX CPeacT8 OAHOWM
bapmaueBTMUECKON CybCTaHUMM, NPOM3BEAEHHOM ANA peanMsauuu M BbIMYCKAaeMoOM OAHMM U Tem ke
npoussoauTenem, B BuAe AByX U 6onee peecTpoBbiX 3anmcei.

(4acTb 10 BBepeHa PeaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)
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11. BHeceHMe W3MEHEHWM B AOKYMEHTbl Ha ¢dapmMaLeBTUYECKY0 cybcTaHUMIO, NpousBedeHHYlo AanA
peannsaunmn U BKAKOYEHHYIO B FOCYAAPCTBEHHbIM PeecTp JIeKapCTBEHHbIX CPEACTB, OCYLLECTBAAETCA B MOPALKE,
yCcTaHoB/MEHHOM cTaTbaAmMM 30 M 31 HacToswero ®enepanbHOro 3aKOHa, € YNAaToM rocyAapCcTBEHHOM MOLAUHDI,
npeaycMoTpPeHHOW 3aKoHo4aTeNbCTBOM Poccuiickoi deaepaunm o Hanorax u cbopax.

(4acTtb 11 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. [donyckaeTca obpaweHue dapmaueBTUYECKMX CybCTaHLUMA, MPOM3BELAEHHbIX ANA peanvsaumun, B
TeYeHMe CTa BOCbMUAECATU JHEW [0 WM Nocne MNPUHATUMA YNOJHOMOYEHHbIM defepasbHbIM  OpraHoOM
WCMONIHUTENbHOM BAACTU PELIEHUS O BHECEHUU U3IMEHEHUW B AOKYMEHTbl Ha dbapmaLeBTUYecKyr CybcTaHLmIo,
Npouv3BeAEeHHYIO 41A Peannsaummn 1 BKAOYEHHYIO B rOCYyAapCTBEHHbIN PEECTp NIEKAapPCTBEHHbIX CPEACTB.

(4acTb 12 BBEeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHune 06 UCKNHOYEHUM M3 FrOCYAaPCTBEHHOIO PeecTpa JIeKapCTBEHHbIX CPeACTB dpapmaLeBTUYeCcKon
cybCcTaHUMKM, NPOU3BEAEHHON ANA peanvsaumu, NPUHUMAETCA YNONHOMOYEHHbIM deaepanbHbIM  OpraHoOM
MCNONHUTENBHOW BAACTU B CAyYae:

1) npeacTaBneHNs COOTBETCTBYIOWMUM YNOIHOMOYEHHbIM desepasibHbIM OPraHOM MUCMOHUTEIbHOW BAACTK
3aK/IIOYEHUS O pPUCKE MM 06 yrpo3e KU3HU WAM 340POBbI0 YesloBeKa SINB60 KUBOTHOTO NPU UCMONb30BAHUM
NIeKapCTBEHHOro CPeacTBa;

2) nogaun paspaboTUMKOM JIEKAPCTBEHHOTO CPEACTBA WMAM MPOM3BOAWUTENEM NEKAPCTBEHHOrO CPeacTBa
MBO YNONHOMOYEHHbBIM UMW APYTUM IOPUANHECKMM JIMLOM 3aAB/IeHNA 06 MCK/IOYEHUM U3 TOCYAaPCTBEHHOrO
peecTpa 1eKapCTBEHHbIX CPeACTB papMaLeBTUYECKOM cybCcTaHLMK, NPOM3BEAEHHOMN ANA peanv3aumm;

3) otcytcTBUA dapmaLeBTMYECKON CybCTaHUUKM, NPOU3BEAEHHOW Ans peanusaumu, B obpalleHuu B
Poccuiickont degepaumu B TeueHue Tpex 1 bonee ner.
(4acTb 13 BBeaeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuay c 1 uiona 2015 roaa. - ®egepanbHblii 3akoH o1 22.12.2014 N 429-93.

Cratba 36. O6)kanoBaHue peweHns o6 oTKase B BbiAaye pa3pelleHUs Ha NPOBeAEeHUe KAUHUYECKOro
UCCNef0BaHMA IEKApCTBEHHOrO NpenapaTta, peweHns o6 oOTKase B rocyAapCTBEHHOW perucrpauumu
NeKapcTBEeHHOro npenaparta, 3aKAlYeHUA KOMUCCUM SKCMEPTOB 3KCMNEPTHOro YYperKAeHUA UM 3aKNouYeHUuA
coBeTa no 3TuKe

(B pea. epepanbHOro 3akoHa o1 22.12.2014 N 429-d3)

PewweHre cOOTBETCTBYIOLLENO YNOAHOMOYEHHOrO dpeepanbHOro opraHa UCNoiHMTeNbHOM BAacTh o6 oTKase
B BblJaye paspelleHMA Ha npoBedeHME KAMHUYECKOro MCCeoBaHMA NIeKapCTBEHHOro npenapata, pelleHue
yKaszaHHoro ¢eaepanbHOro opraHa WCNOMHUTENbHOW BnacTM 06 OTKase B rocyAapCTBEHHOW perucrpaLmm
IeKapCTBEHHOro npenapaTta, 3aKAlo4eHMe KOMMUCCUMM 3KCMEepPTOB 3KCMEPTHOrO YUYpeXKAeHWA WAM 3aKaldeHue
coBeTa MO 3TMKE MOXeT bbiTb 06’KanoBaHO B MopAAKe, YCTaHOB/MEHHOM 3aKOHOAATeNbCTBOM Poccuitckoi
depepaumn. 3aKNOYEHME KOMMUCCUM  IKCMEPTOB  3KCMEPTHOTO  y4YperKAeHMs O  B3aMMO3aMeHSeMOCTU
NeKapCTBEHHbIX MpenapaToB A8 MEeAUUMHCKOrO MPUMEHEHMA NMB0 O TOM, YTO /IeKapCTBEHHbIM npenapaT gnn
MeAMLMHCKOTO NPUMEHEHUSA He ABAAETCA B3aMMO3aMeHAEMbIM, MOXEeT bbiTb 063KafoBaHO Aep’kaTenem Wau
BAaAe/IbLLeM PErncTpaLMoOHHOro yA0CTOBEPEHNA NEKAapPCTBEHHOro npenaparta B YNOAHOMOYEHHbI deaepasbHbii
opraH UCNONHUTENbHOM BNACTU, KOTOPbIA MPUBEKAET K PaCCMOTPEHMIO YKa3aHHOM Kanobbl NoABeA0MCTBEHHbIE
eMy HayyHble opraHusauuMum u obpasoBaTesibHble OpraHM3auuu Bbicliero o6pa3oBaHMA, OCyLLECTBAAIOLLME
[eATeNnbHOCTb B chepe 06paLleHUsa NIeKapCTBEHHbIX CPeAcTB. 3aK/aloyeHMe KOMWMCCUMM 3KCMNepTOB SKCMNepTHOro
yupexaeHusa, obopmneHHoe No MToram nepecmoTpa O063Ka/NoBaHHOrO 3aKNHOUYEHMA 3KCNepTa, MOXKeT bbiTb
OCMOpPEHO AeprKaTenem MW BNafenblem pPerucTpaumoHHOro yAOoCTOBEPEeHMS NIeKapCTBEHHOro npenapata AnMbo
YNONHOMOYEHHbIM UMK NLLOM B NOPAAKE, YCTaHOBAEHHOM 3aKoHOZaTenbCTBOM Poccuiickoit ®epepaumn. Mpu
06)Kan0BaHMM pelleHUsa YnoNHOMOYeHHoro d¢eaepanbHOro opraHa WCMOAHUTENbHOW BAACTW, 3aKAlYeHus
3KcnepTa WM KOMMCCUM IKCMEPTOB 3KCMNEPTHOro yUYperkKAeHWs, 3aK/loYeHUA COBeTa Mo 3TUKe Aep’KaTenb uau
BAajeniel, PerncTpaLmoHHOro yaoCTOBEPEHNA IeKapCTBEHHOro npenapaTta AM60 YNOAHOMOYEHHOE MMM SIMLO
BnpaBe MpeacCTaBUTb pPe3y/ibTaTbl 3KCMEPTM3bl NEKAapCTBEHHOro npenaparta, MPOTOKO/bl  MOYYEHHbIX
aKKPeAUTOBAHHbIMU UCNbITaTeIbHbIMKU NabopaTopuamMM (LeHTpamm) pe3ynbTaToB UCCNeA0BaAHUMI, UCMbITAHUNA.
(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

CratbAa 37. UHPopmaLms, cBA3AHHAA C OCYLLECTB/IEHUEM rOCYyAapCTBEHHOWU PerncTpaumumn 1eKapCcTBeHHbIX
npenaparos, MHGOPMaALIUA O 3aperMcCTPUPOBAHHbIX 1IEKAPCTBEHHbIX NpenapaTax U IeKapCcTBEeHHbIX Npenaparax,
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UCK/TIOYEHHDbIX U3 TOCYyAapPCTBEHHOIO peecTtpa /1IeKapCTBEeHHbIX CpeAacTs

1. CooTBETCTBYIOLWMIA YNONHOMOYEHHDBIN deaepanbHbli OpraH MCNONHUTE/NbHOW BAACTW pasmeliaeT Ha
cBoem oduumanbHom caiTe B cetu "MHTepHeT" MHbOpMaLMIo, CBA3AHHYIO C OCYLLECTBIEHUEM FOCYAAPCTBEHHOM
perucTpaLmm NIeKapCTBEHHbIX MPEnapaTtoB, B TOM 4YMUC/ie NPOBEAEHMEM 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB
(BKNtOYas pesynbTaTbl ee NPoBeAeHUA), UHPOPMALMIO O 3apPerncTPMPOBAHHBIX JIEKAPCTBEHHbIX NpenapaTtax U
JIEKAPCTBEHHbIX MpenapaTtax, UCKIYEHHbIX U3 FOCYAapCTBEHHOMO PeecTpa JIeKapCTBEHHbIX CPEACTB, He no3aHee
yem yepes nATb paboumx gHel co AHA NoJyYeHUA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMNOJHUTENbHOM
B/J1aCTU COOTBETCTBYIOLWEN MHOOPMALUN.

(8 pea. PenepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, ot 02.08.2019 N 297-d3)

2. CPOKM U NOopAAOK pasmelleHMA YKa3aHHOM B YacTu 1 HacToAwewn cTaTbm MHGOPMaLMM yYCTaHaBANBAIOTCA
YNO/IHOMOYEHHbIM denepasbHbIM OPraHOM WCMONHUTENbHOW BrAactu. WMHPopmauma, yKasaHHas B 4actn 1
HacToAWeN CTaTbM, ABAAETCA OTKPbLITOM M O6LeAOCTYNHON W NPefoCTaBAAETCA 3aUHTEPECcOBaHHbIM /ML AM B
COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit depepaumm.

(8 pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Fnasa 7. KNINHNYECKUE UCCNNEAOBAHNA NEKAPCTBEHHbIX
NPENAPATOB AN MEAULIMHCKOIO NPUMEHEHUA, 4OITOBOP
OB UX NPOBEAEHWNU, NPABA NALMUEHTOB, YHACTBYIOLLIUX
B 3TUX NCCNNEAOBAHUAX

CratbAa 38. KaMHMuyeckue uccnenoBaHMA NI€EKapCTBEHHbIX NPenapaTos ANA MeAULMHCKOro NpuMeHeHusa

1. KnMHMYeckne nccnegoBaHuna NeKapcTBEHHbIX NPenapaTos 414 MeAUMUMHCKOTO NPUMEHEHMS, B TOM YMcie
MeXyHapoAHbleE MHOTOLEHTPOBbIE, MHOIOLEHTPOBbIE, MOCTPErNCTPALMOHHbIE, MNPOBOAATCA B OAHOW WU
HECKOMIbKMX MEAMUMHCKUX OpraHu3aumsax B COOTBETCTBMM C MpPaBUIaMM HaZNeKalel KAMHUYECKOW NPaKTUKW,
YTBEPKAEHHBIMU  YNOJIHOMOYEHHbIM  deflepasbHbIM OPraHOM MUCMONIHUTE/IbHON BNAcTW, COOTBETCTBEHHO B
cneayowmx Lenax:

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) ycraHoB/ieHuWe 6e30NacHOCTM NEKAPCTBEHHbIX NpPenapaToB A8 340pO0BbiX H06poBo/bueB M (MAK)
NepeHoCMMOCTM KX 340POBbIMU A06POBO/bLAMM, 33 MCKAOYEHMEM TaKUX WUCCNEAOBAHWUIA JIEKAPCTBEHHbIX
npenapaTos, NPou3BeAeHHbIX 3a npeaenamu Poccuiickoit deaepauuu;

2) no,a,6op ONTUMaA/IbHbIX AO03UPOBOK N€KAapPCTBEHHOrO npenapata U KypCa neyvyeHunAa AnAa naulUeHToB C
onpeaeneHHbIMm 3360ﬂeBaHMEM, ONTUManbHbIX 4003 U CXem BaKUMHaUnNmn MMMyH06VIOfIOFVI‘-IeCKVIMVI
NEeKapPCTBEHHbIMU MNMpenapaTtamun 340P0BbIX ,D.O6p0B0l'IbLl,eB,'

3) ycraHoBneHve 6e30NacHOCTM JIEKAPCTBEHHOrO npenapata M ero 3¢GpQeKTUBHOCTM AN MaLUMEHTOB C
onpeaeneHHbiM 3abonesaHvem, npodunakTMyeckon 3GGEKTUBHOCTM MMMYHOBMONOMMYECKMX NEKAPCTBEHHbIX
npenapaTos 414 340P0BbIX 406POBONLLEB;

4) n3yyeHme BO3MOXHOCTU paclimpeHuna MoKasaHui Aana meamunHCKoro npumeHeHunAa un BblABIEHNA paHee
HEen3BeCTHbIX NOBOYHbIX ,CI,El;'ICTBMl‘/‘I 3apPerncTpmnpoBaHHbIX NeKapPCTBEHHbIX MNPenapaTos.

2. B OTHOLWIEHMM BOCMNPOU3BEAEHHbIX NEKAPCTBEHHbIX MpenapaTtoB AN MeAULMHCKOro npUMeHeHUs
NPOBOAATCA WCCNeAoBaHWA OMOIKBUBANIEHTHOCTM U (MAKM) TepaneBTMYECKON 3KBUBAJIEHTHOCTM B MOPAAKE,
YCTaHOB/IEHHOM YMOJIHOMOYEHHbBIM pefepasbHbiM OPraHOM UCMOIHUTENbHOW BAACTY.

3. OpraHu3aumio NpoBefeHNa KIMHUYECKUX UCCNe0BaHNIM NeKapCTBEHHOTO Npenaparta AN MeauLMHCKOro
NPUMMEHeHuA Bnpase OCyLLeCTBAATb:

1) pa3paboTuMK NEeKapCTBEHHOTO NpenapaTta Uan YNoJHOMOYEHHOE UM NLLO;

2) obpasoBaTenbHble OpraHu3auMM  BbiCWero 06pPa3oBaHMA, OpraHWsauMM  AONOJIHUTENIbHOTO
npodeccnoHanbHOro o6pasoBaHuUs;
(n. 2 B pen,. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-UccnegosatenbCkne opraHnsauunn.
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4. KnuHUyeckne nccneaoBaHmsa NeKapcTBEHHOro npenaparta Ana MeauUMHCKOro NpuMeHeHMa npoBoaAaTca
Ha OCHOBaHWW paspelleHns Ha npoBeAeHWe KAMHUYECKOro MuccienoBaHWUA J/IeKapCTBEHHOro mnpenapara,
BblAAHHOTO  YMOJAHOMOYEHHbIM  deaepanbHbIM  OPraHOM  WUCMOAHWUTENbHOMW  BAAacTU.  YNOJAHOMOYEHHbIN
denepanbHbIt OpraH WCNONHUTENbHOW BAAcTM BedeT pPeecTp BblAaHHbIX paspelleHuid Ha nposedeHue
KAMHWYECKMX UCCNeAOoBaHMI NEeKapCTBEHHOro npenaparta, COoAepKallMii yKasaHMe Ha MX Luenb WAKU uenun, B
YCTaHOB/ZIEHHOM 3TUM OPraHOM MOpPAAKeE.
(B pea. PenepanbHbix 3aKOHOB 0T 22.12.2014 N 429-d3, o1 13.07.2015 N 241-d3)

5. Ytpatun cuny ¢ 1 niona 2015 roga. - PepepancHblil 3aKoH 0T 22.12.2014 N 429-3.

6. K opraHusaumm nposeneHna  KAMHUYECKUX MCCﬂep,OBaHMl)‘I NeKapCTBeEHHOro npenapata A4nAa
MeaANUUNHCKOro npumeHeHunA pa3pa6OT‘WIKOM NIEKAPCTBEHHOIO nNpenapata MOryT npueBaeKkaTbCA punanyvyeckue
nnua nobon Opl'aHVIBaLI,MOHHO-I'IpaBOBOf;I d)OprI npun ycnosuun obecneyeHMa COOTBETCTBUA 3TUX MCC!'IE,CI,OBaHMVI
TpE6OBaHMHM HacToAuwero d>ep,epaanoro 3aKOHa.

KoHcynbTaHTlAlOC: NpyMmeYvaHme.

B HacToAwee Bpems [OeNCTBYIOWMM 3aKOHOAATE/NIbCTBOM HE YCTAaHOB/IEH MOPSAAOK aKKpeauTauuu
MeOMLMNHCKUX OPraHM3aLnii Ha NPaBo NPOBEAEHUA KINHUYECKUX UCCNeA0BaHNIM NEKAPCTBEHHbIX MPEnapaTos
LA MeguUMHCKoro npumeHenusa. [o 01.01.2021 peiictBoBano [loctaHoBneHuwe [pasutenbctea PP ot
03.09.2010 N 683.

7. KnuHUYeckne mnccnenoBaHMA IEKapCTBEHHbIX NPenapaToB 418 MeAULMHCKOro NPMMEHEHUSA NPOBOAATCA
B MEAMLMHCKUX OPraHM3aumax, akKkpeamuToBaHHbIX YNOJHOMOYEHHbIM deaepasbHbIM OpraHOM MCMOIHUTE/IbHOM
B/1IACTU B NOPALKE, yCTaHOBAEHHOM MpasuTenbcTBom Poccuiickoi degepaumm.

8. MNepeyeHb MeEAMLMHCKUX OPraHM3auui, UMEIOLWMX MNPaBo NPOBOAUTb KAMHWYECKWE WCCieAoBaHUA
NIeKapCTBEHHbIX NPenapaTos ANA MeANLMHCKOrO NPUMEHEHUSA, U PeecTp BblAAaHHbIX pa3pelleHnii Ha npoBeaeHue
KJMHUYECKUX MCCNe0BaHMI IeKapCTBEHHbIX NpenapaTos ony6/1MKOBbIBAIOTCA M Pa3MeLLatoTcA YNOJHOMOYEHHbIM
desepanbHbIM OpraHOM UCMONHUTENbHOM BAACTU B YCTAHOBJIEHHOM UM NOPAJKe Ha CBOEM OPULMANIBHOM caiTe B
cetn "NHTepHeT".

Cratba 39. PeweHue O NpoBeAEHUU KAMHUYECKOrO MUCCNeAO0BaHMA NIeKapCTBEHHOro npenapata Aansa
MeAULIMHCKOrO NpUMeHeHusa
(B pea. ®epepanbHOro 3akoHa o1 22.12.2014 N 429-d3)

1. KnnHuyeckoe nccnepoBaHMe IEKAPCTBEHHOMO npenapaTa 4158 MeAULMHCKOro NpMMeHeHUs NpoBOAUTCS
Ha OCHOBaHWW paspelleHns Ha npoBeAeHME KAMHUYECKOrO WCCNefOBaHMA JNIeKapCTBEHHOro npenaparta,
BbIAAHHOTO YNOAHOMOYEHHbIM deaepasbHbIM OPraHOM MCMOMHUTENIbHOW BAACTU NO pe3y/bTaTaM 3KCNepTU3bl
OOKYMEHTOB, HeobXoAMMbIX A1A MOJYyYeHWUA pPaspelleHns Ha NpoBeAeHWe KAMHWYECKOro ucciefoBaHuA
NleKapCTBEHHOro npenapaTa U 3TUYECKOMN 3KCNepTU3bI.

2. s nonyyveHuA paspeLleHns Ha NpoBeAeHMe KNAMHUYECKOro UCCAe0BaHNA NeKAapPCTBEHHOrO Npenaparta
AN MeOMUMHCKOTO MPUMEHEHUA 3anaBUTE/Nb NpeacTaBAseT B YNOJHOMOYEHHbIM deaepanbHbii  OpraH
NCMNONHUTENBHOM BNACTU:

1) 3asBfeHWe O Bblgaye paspelleHns Ha NpoBeAeHMEe KAMHUYECKOro WCCNef0BaHWMA NEeKapCTBEHHOrO
npenaparta 419 MegULUMHCKOTO NPUMEHEHMS;

2) KOMWM OOKYMEHTOB, MOATBEPNKAAIOLWMX YNAaTy rocyaapCTBEHHON MOLW/NHBI 338 NPOBeAeHME STUYECKON
3KCMepTM3bl, SKCNEPTM3bl 4OKYMEHTOB Ha JIeKapCTBEHHbIN Npenapar 414 No/yyeHna paspelleHuns Ha nposegeHne
KJMHUYECKOTO UCCAeA0BaHUA J/IeKapCTBEHHOro npenapata A48 MeAMUMHCKOTO MNPUMEHEHMs, 3a Bblgady
paspelleHns Ha NpoBeAeHWe KAMHUYECKOro WCCNefOBaHMA JIeKapCTBEHHOro npenaparta Ans MeauLMHCKOro
NpUMMeHeHus, 3a NpoBeAeHME IKCNePTU3bl JOKYMEHTOB Ha IEKAPCTBEHHbIV NpenapaT A1a NoJyYeHUs paspeLleHns
Ha NpoBefeHNe MeXAYHapo4HOro MHOMOL,EHTPOBOrO KJAMHUYECKOrO UCCNeA0BaHMA IeKapCTBEHHOro npenapaTa
ANA MeOMUMHCKOTO NMPUMEHeHMn, 3a BblJauy paspelleHnn Ha nposejeHue MeXAyHapoA4HOro MHOFOLEHTPOBOro
KJMHUYECKOTO MCCNeA0BaHUA JIeKapCTBEHHOro npenaparta Ala MeAWMUMHCKOro MpUMMEHeHWs, 3a nposegeHue
3TMYECKOMN 3KCNEPTM3bl, IKCMEPTU3bl LOKYMEHTOB Ha NIEKAPCTBEHHbIM npenapart Aaa nojyyYeHns paspelleHns Ha
nposefeHve  NOCTPErMCTPALMOHHOIO  K/AMHMYECKOTO  WCC/AeAOBaHWMA  JIeKapCTBEHHOro  npenapata  AaA
MeAMUMHCKOro MpUMEHEHWA, 33 BblAayy paspelleHus Ha npoBefeHMe MOCTPErucTPaLMOHHOTO KAMHUYECKOro
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nccnenoBaHNA NeKapcTBEHHOMO NpenapaTa 4asa MeauuUMHCKOro NpUMeHeHus;
(8 pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

3) NPOTOKON KAMHMUYECKOTO UCCNeA0BaHNA 1IEKapCTBEHHOIO npenapara 419 MeAULMHCKOro NPUMEHEHUS;
4) 6powtopy uccneposaTens;
5) MHPOPMALIMOHHBIN NINCTOK NaLUEHTa;

6) cBepeHua o6 onbiTe paboTbl MccnegoBaTeneld MO COOTBETCTBYIOWIMM CMeLManbHOCTAM M MX OMbiTe
paboTbl N0 NPOBEAEHMIO KIMHUYECKUX UCCNEA0BaHNN;

7) cBegeHMA O MEAMUMHCKUX OpraHM3auumsax, B KOTOPbIX MpeAnofaraerca npoBeAeHWe KAMHWMYECKOro
MCCNefioBaHUA JIeKApCTBEHHOro npenapata A4 MeAMLMHCKOTO NpUMeHeHUsa (nosHoe W COKpalleHHoe
HauMeHOBaHMWA, OPraHM3aLLMOHHO-NPaBOBaA GOPMA, MECTO HAXOMKAEHUSA U MECTO OCYLLECTBIEHUSA AeATe/bHOCTH,
TenedoH, Tenedakc, aApec 3NeKTPOHHOMN NOYTbI KaKa40N MeAULMHCKOM opraHu3aumm);

8) cBefeHMA O npepnosiaraemblX CPOKax MNPOBEAEHUA KAMHWUYECKOTO WCCAef0BaHWUA JIEKAPCTBEHHOMO
npenapaTta 418 MeguLMHCKOro NPUMEHEHUS;

9) KON aorosopa o0b6A3aTenbHOro CTpaxoBaHMA, 3aK/IIOYEHHOTO B COOTBETCTBUKU C TUNOBbIMU NMpaBniamu
obAzaTenbHoro CTpaxoBaHUA, C YKa3daHUeM npep,eanoﬁ YNCNEHHOCTU NaUMeHTOoB, y4acCTBYOWMNUX B KTUHUYECKOM
nccnenoBaHMM ekapCTBeHHOro npenapata Ana meanuynHCKOro npumMmeHeHua;

10) uHdopmaLMio 0 coCTaBe NIEKAPCTBEHHOO NpenapaTa 4/ MeALUMHCKOro NMPUMEHEHUS;

11) AOKYMEHT, COCTaB/IEHHbIN nponssoguTenem NeKapCTtBeHHOro npenapata 414 mMeaununHCKoro
npumeHeHnAa n cop,epmaLu,Mﬁ noKa3saTtenu (XapaKTepMCTVIKVI), a TaKXXe cBeaeHnA O N1eKapCTBeHHOM npenaparte gna
MeaANUUNHCKOro npuMmeHeHuna, nponssegeHHOM 014 npoBeaeHNA KIMHNYECKUX MCCHEAOBaHMVI;

12) cBefseHus o paTe NpepoCTaBAEHMA W PErucTpaLMOHHOM HOMEepe /ULEH3UM Ha NPOW3BOACTBO
NleKapCcTBEHHbIX CPeacTB B C/1y4ae, ec/i NPOU3BOACTBO IEKAPCTBEHHOIO NpenapaTa ocylwecTsanetca B Poccuiickoi
depepaumn, N cBedeHNs O AaTe NPenoCTaBAEHUs U PErucTPaLMoOHHOM HOMeEpPE 3aK/IHOYEHUA O COOTBETCTBUM
NpousBoAUTENA NIeKapCTBEHHOrO npenapaTa TpeboBaHMAM NpaBUA HaA/NeXalen NPoU3BOACTBEHHON MPaKTUKMY,
npesocTaBAeHHOro yNo/JIHOMOYEHHbIM OpPraHOM CTPaHbl MPOM3BOANTENA NEKAPCTBEHHOIO NpenaparTa.

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-d3)

2.1. B cnyyae HenpeacTaB/ieHMA C 3aAB/IeHWEM O Bblaye paspelleHMA Ha NpoBefeHue KIMHUYECKOro
UCCNefioBaHUA  NIeKapCTBEHHOro npenapata  Aas  MEeAMUMHCKOro MNpUMeHeHMA [OKYMEHTOB (cBegeHwit),
NnoATBEPKAAOLWMX YNAATY rOCYAaPCTBEHHOM MOLWWJ/IMHBI M YKa3aHHbIX B MyHKTe 2 YacTu 2 HacToAwen cTaTbM, a
TaK¥Ke BblgaBaemMbIx (MpefocTaBAsfeMbIX) YNOAHOMOYEHHbIMU denepanbHbIMU OPraHaMmn UCMONHUTEIbHOM BAACTH
OOKYMEHTOB (CBeZleHWiM), yKasaHHbIX B MyHKTe 12 yacTu 2 HacToAleil CTaTbW, YNONHOMOYEHHbIV deaepanbHbii
OpraH UCMOJIHUTE/IbHOM BNIACTM 3anpallnBaeT YKasaHHble JOKYMEHTbI (CBeAeHUsA) B NOPALKE MEKBELOMCTBEHHOMO
MHPOPMALMOHHOrO B3aMMOAENCTBUA.

(4acTb 2.1 BBegeHa GeaepanbHbiM 3aKOHOM OT 27.12.2019 N 478-93)

3. B cpok, He npesbllatowmii NATM pabounx OHEW CO AHA MPUHATUA yKasaHHoOro B nyHKTe 1 vactm 2
HacToAWeN CcTaTbM 3aABAEHMA W  HEOBXOAMMbIX [OKYMEHTOB, YMOJHOMOYEHHbIN deaepanbHblii  opraH
UCMOJIHUTENBbHOMN BAACTK:

1) npoBoANT MNPOBEPKY MNOJIHOTbI U OO0CTOBEPHOCTU cBeaeHun, coaepXxawunxca B npeacrtaB/ieHHbIX
3aABUTENIEM JOKYMEHTAX;

2) NPUHMUMaET peweHne O npoBeaeHUN 3SKCNepTusbl AOOKYMEHTOB AO/14 NONyYeHUA paspeleHna Ha
nposeaeHne KAWHUYECKOro wuccneanoBaHMA J1eKapCTBEeHHOro npenapata Ana meauumnmHCKoro npumeHeHua u
3TUYECKOM 9KCNepTU3bl UAN 06 oTKase B nposeaeHNn yKa3daHHbIX SKCNepTus;

3) yBe4OMAAET B 3/IEKTPOHHOI popmMe NAn Ha ByMarKHOM HOCUTEeNE 3aABUTEA O MPUHATOM peLleHnn IMbo
B C/ly4Yae NPUHATUA pelleHns 06 OTKase TaKKe C yKasaHMeMm MPUYMH TaKoro 0TKa3a;

4) NnoAroTaBAMBAET M HaMpPaBAAET B SKCNEPTHOE yUYpeKAeHWe M COBET Mo 3TUKe 3aJaHue Ha nposBeaeHue
COOTBETCTBYHOLLMX IKCNEepPTU3.
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4. B cnyyae BbIIBEHUA HENOSHOTbI W (MAKM) HEeLOCTOBEPHOCTM MHOOPMALMK, coaepikalleinca B
NPeAcTaBNeHHbIX 3asBUTENEM [OKYMEHTaX, YNOJHOMOYEHHbIN deaepanbHbli OpraH MCNOAHUTENIbHOW BAACTU
HanpasAseT 3asaBUTENI0 3anNpoc 06 YTOUHEHUWM yKa3aHHON MHbopmauun. [JaHHbIl 3anpoc MOXKeT bbiTb nepesaH
YNOAHOMOYEHHOMY NPeACTaBUTE/NO 3aABUTENSA IMYHO NOA, PACNUCKY, HanpasBaeH MO NoYTe 3aKasHbIM MUCbMOM
WAN nepefaH B 3NEKTPOHHOW ¢popme Mo TeNeKOMMYHMKaLMOHHbIM KaHasnam cBA3u. B cnyyae HanpasieHua
[AHHOrO 3anpoca No No4yTe 3aKasHblM MUCbMOM OH CYMUTAETCA MOJIYYEHHbIM MO UCTEYEHUWN LIECTU AHEWN C AaTbl
Hanpas/ieHWA 3aKa3HOro nucbMa. 3asBuTeNb 00f3aH NpPeacTaBUTb OTBET Ha 3anpoc  YNOJIHOMOYEHHOrO
denepanbHOro opraHa UCNOJIHUTE/IbHOM BAACTU B CPOK, HE MpPEBbIWAOWMIA AeBAHOCTa pabounx AHel co AHA ero
nony4yeHun. CpoK, yKasaHHbIW B 4acTM 3 HACTOALLEW CTaTbM, NPUOCTAHABAMBAETCA CO AHA HaNpPaB/eHUA 3aABUTENIO
3anpoca YnosHOMOYEHHOro ¢GeaepasbHOro OpraHa WCMAONHWUTENbHOM BAACTU A0 OHA  MOAYYEHUA UM
COOTBETCTBYIOLLErO OTBETA U HE YYUTLIBAETCA NPU UCHUCIEHUN CPOKA NPUHATUA YNOJHOMOYEHHbIM deaepasibHbIM
OpPraHOM MCMOJIHUTE/IbHOM BIACTU PELLEHMA O NPOBEAEHUM IKCNEPTMU3bl LOKYMEHTOB A/1A NOJYYEHUA paspeLleHns
Ha NpoBeAeHNe KIMHUYECKOTO UCCIeA0BAHMNA IEKAPCTBEHHOIO NpenapaTta Aaa MegULMHCKOIo NPpUMEHEHMA.

5. OcHOBaHMeM A/iA OTKasa B MPOBEAEHUW IKCNepTU3bl AOKYMEHTOB AR MOJAyYeHWA paspelleHusa Ha
NpoBeAeHNEe KAWMHUYECKOrO WCCNeAOBaHUA NIEKAPCTBEHHOrO npenapaTta Ans MeAUMUMHCKOTO MPUMEHEHUA WU
3TUYECKOMN 3KCNEePTU3bl ABAAETCA NPeaCcTaBAeHNe AOKYMEHTOB, NPeAyCMOTPEHHbIX YaCTbio 2 HACTOALLEN CTaTby, B
HenosHoM obbeme, HenpeacTaBAeHMe 3aABUTE/NIeM B YCTAaHOB/IEHHbIW CPOK OTBETA Ha yKasaHHbIA B 4yactu 4
HacTosLLeN cTaTbM 3anpocC YNoJHOMOUYEHHOTo defepanbHOro opraHa UCNOHUTENBHOW BACTUM 1MBO OTCYTCTBUE B
NPeACTaB/NeHHbIX AOKYMEHTaX MCYepnbiBAOWEro nepeyHsa HeobxoAuMON MWHPOpMaLMKM MAM UHPOPMaLMM,
KOTOpas A0/KHA ObITb OTpajkeHa B HUX, a TaKXKe OTCyTCTBME MHObOpMauuu, noaTsepKpatowein dakT ynnatbl
rocyZapCTBEHHOM NOLW/IMHBI 32 NPOBEAEHNE STUYECKOM IKCMEPTU3bI, IKCNEPTU3bI AOKYMEHTOB Ha IEKAPCTBEHHbIM
npenapaTt 418 NoJyYeHuA paspeLlleHnsa Ha NPoBeAeHNe KNMHUYECKOrO UCCIef0BaHMA IeKapCTBEHHOrO Npenapara
ANA MeAUUMHCKOro MPUMEHEHWA, 3a Bblgavyy pa3spelleHnss Ha NpoBeAeHWe KAMHWYECKOTOo WCCief0BaHMA
NIeKapCTBEHHOro npenapaTa AN MeSMUMHCKOrO NMPUMEHEHWsA, 33 NpOoBeAeHWe 3KCMepTU3bl AOKYMEHTOB Ha
JIEKApCTBEHHbIV NpenapaT Aas MNOJYYEHUs paspelleHus Ha MpoBefeHWEe MEeXAYHapoOHOro MHOMOLEHTPOBOTO
KAMHWYECKOTO WCCNEeL0BaHUA JIeKapCTBEHHOTO npenapaTa 418 MeAUUMHCKOTO MpUMEHeHMs, 3a Bblaavy
paspeLleHns Ha NPoBeAEHNE MEXAYHAPOAHOTO MHOTOLEHTPOBOIO KIMHUYECKOTO UCC/Ie40BaHNA IEKAPCTBEHHOTO
npenapaTta 411 MeAULMHCKOrO NPUMEHEHUA, 33 NPoBeAEHMNE STUYECKOM IKCNEPTU3bI, IKCNEPTU3bl JOKYMEHTOB Ha
NIeKapCTBEHHbI NpenapaT s NoayvyeHua paspelleHusa Ha NpoBefeHWe MOCTPEerncTPaumoHHOro KAMHUYECKOTO
MCCNefl0BaHUA JIeKApCTBEHHOro npenapaTta A8 MeAMLMHCKOrO NPUMEHEHWA, 3a BblAayy paspelleHva Ha
npoBeAeHWe  MOCTPErncTPaALMOHHOIO  KJAMHWYECKOrO  WMCCAEAO0BaHWA  IeKAPCTBEHHOro  npenapata  Ans
MeAMLMHCKOro NPUMEHEHMA.

6. MNpoBegeHne 3KCNepTU3bl AOKYMEHTOB ANA MOJyYEHMA paspelleHna Ha MpoBeAeHWe KIAUHUYECKOro
nuccnenoBaHMA NIEKAPCTBEHHOMO npenapata AnAa MeOMLUMHCKOTO MNPUMEHEHUA W 3TUYECKOM 3KCNepTusbl,
COCTaBNAEHNE KOMWMCCMEN 3KCNEpPTOB WM COBETOM MO 3TUKE 3aK/OYEHUIM O BO3MOXKHOCTU WAN HEBO3MOXKHOCTU
NpoBefEeHNA TAKOro KJAMHWYECKOTO MWCCAefOBaHWMA W HanpaB/ieHWMe 3TUX 3aKJYEHUN B YNOJIHOMOYEHHbIN
denepanbHbI OpraH UCNONHWUTENBHON BAACTU OCYLLECTBAAIOTCA B CPOK, HE NPEBbIWAWNA TpUaLaTM pabounx
OHEN CO AHA MONYyYeHMA SKCMEPTHbIM y4ypexaeHMemM 33[aHuA YNOJHOMOYEHHOro deaepasbHOro opraHa
WCMNOJIHATE/IbHON BNACTU C MPU/IOKEHMEM OOKYMEHTOB, YKa3aHHbIX B NyHKTax 3, 4, 10 1 11 yactn 2 HacToALweM
CTaTbW, U COBETOM MO 3TUKE 33[aHWA YMNOJHOMOYEHHOro denepasbHOro OopraHa MCNONHUTENbHOM BAacTu C
NPUNOXKEHMEM LOKYMEHTOB, YKa3aHHbIX B MYHKTax 3 - 6, 8 1 9 4yacTu 2 HacCTOALLEN CTATbM.

7. B CpOK, He npesblWaoWwmnin NATM pabounx AHEe CO AHA NONYYEHUA 3aKNOUYEHWUIN, YKa3aHHbIX B 4acTu 6
HacToALLeN CTaTbM, YNOJHOMOYEHHbIN desepanbHbIi OpraH UCNOHUTENbHOM BACTH:

1) ocywecTBNAeT OUEHKY MOCTYNUBLUMX 3aK/AOYEHUI ONA onpeneneHns MX COOTBETCTBUA 3aJaHuMAM Ha
npoBeAeHne COOTBETCTBYHOLLMX IKCMEPTU3;

2) npuHMMaeT peweHne O Bblaavye paspewleHnAa Ha npoBeaeHne K/AMHUYECKOro wuccnenoBaHuA
NEeKapCTBEHHOIO npenapata ana meaununHCKOro npumeHeHna nnm 06 oTKase B BblAa4e YKa3aHHOro paspeweHunsa;

3) BblaaeT paspelleHMe Ha MpoBeAeHMEe KAMHMYECKOro WMCCNeAOBaHWMA /IEKapCTBEHHOro npenapaTta Ans
MeAMLUMHCKOrO NPUMEHEHUA WU pelleHne 06 OTKase B BblAaye YKa3aHHOro paspelleHus C YKasaHMem NpPUYnH
OTKa3a.

8. OcHoBaHMemM [AnAa OTKasa B Bblgaye paspelweHnA Ha nposBedeHue K/AMHUMYECKOro uccaenosaHua
NeKapCTBeEHHOro npenapata Ana meauMuunHCKOoro npumeHeHunAa ABAAeTCA Ha/indme 3aKA4YeHUA KOMUCCUU
3KCNepToB WU 3aKNK4YeHUA coBeTa NO 3TUKe O HEeBO3MOXHOCTU nposBeaeHUnA KAMHUYECKOro uccneaoBaHuA
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NEeKapCTBeEHHOINo npenapata A4Ana MeauumnMHCKOro npumeHeHunAa no pe3ynbTaTaM NpoBeAeHHbIX 3KCnepTus,
npeaycMOTPEHHbIX YacTblo 6 HaCTOFILLI,eﬁ CTaTbu.

9. PeweHne 06 OTKase B MpoBeAEHWMM IKCMEPTM3bl [AOKYMEHTOB A/A NOJydYeHuAa paspeleHns Ha
NpoBedeHNe KJMHUYECKOrO MCCAe0BaHUA JIeKApPCTBEHHOTO npenaparta 418 MeAUUMHCKOTO MNPUMEHEHUS W
3TMYECKOMN 3KCMEepTU3bl U B BblAaye paspeleHns Ha NpoBedeHMe KANMHMYECKOro UCC/eA0BaHNA IEKapCTBEHHOMO
npenapata Ana MeAULUMHCKOrO MpPUMEHEeHMA MOXKeT O6biTb 063KasoBaHO B MOPAAKe, YCTaHOBAEHHOM
3aKoHOAaTeNbCTBOM Poccuiickoli ®egepaunn.

Cratba 39.1. 3TnyecKasn skcnepTusa
(eBeaeHa ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

1. 3TuMyecKas 3KCNepTU3a MNPOBOAMTCA COBETOM MO 3TUKE, CO34aHHbIM B MNOPAAKE, YCTAHOBAEHHOM
YNO/IHOMOY€EHHbIM dpeaepasibHbIM OPraHOM UCMOIHUTENbHOW BAACTH, B LLEAX BblAauM 3aKN04EHMA 06 3TUYECKON
060CHOBaHHOCTM BO3MOMKHOCTU MNPOBEAEHUS KAMHUYECKOro WUCC/ef0oBaHMA NEeKapCTBEHHOro npenapata Agns
MEANUMHCKOTO NPUMEHEHMUS.

2. JKcneptamu coBeTa MO 3TMKE MOryT ObiTb NpeacTaBuUTENN MEAMUMHCKUX OpraHu3auui, Hay4yHbIX
opraHusaumii, obpasoBaTesibHbIX OpraHM3aunin Bbiclero obpa3oBaHUA, a TaKKe npeacTaBuTeNn obLEecTBEHHbIX
OpraHu3auuii, PennurmosHbiXx opraHM3auMii U cpeacts maccoBol MHbopmaumn. [aHHble 3KCNepTbl He AO0/KHbI
HaxoAMTbCA B KaKoOM-MBO 3aBUCMMOCTM OT Pa3paboTUMKOB /NIEKAPCTBEHHbIX MPenapaTtoB W Apyrux auu,
3aMHTEPeCcOBaHHbIX B pPe3y/bTaTax 3TUYECKOM 3KCNepTU3bl.

3. OnnaTta ycnyr aKCNepToB COBETa MO 3TMKE OCYLLECTBASETCA Ha OCHOBAHWW [0roBOpa, 3aK/HYEHHOro
MeXAY YNONHOMOYEHHbIM desepasbHbiM OPraHOM UCMOJIHUTE/IbHOW BIACTU, KOTOPbIM CO34aH COBET MO 3TUKE, U
3KCMepTOM COBeTa MO 3TMKE, 3a cyeT O6lAMKEeTHbIX aCcCUrHOBaHWK, NpPeayCMOTPEHHbIX YMNOJHOMOYEHHOMY
denepanbHOMY OpraHy UCMOIHUTENbHOW B1ACTU, KOTOPbIM CO34aH COBET MO 3TUKe, B dedepanbHOM broaskeTe Ha
COOTBETCTBYIOWMA rog Ha obecneyeHne ero AeATeNbHOCTM, B pasmepax, YCTaHOBAEHHbIX [paBUTENbCTBOM
Poccuiickon ®epepaunu.

4. JKcnepTbl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMW C 3aKOHOAATENbCTBOM Poccuiickoi
depepaumu.

5. CocTaB coBeTa MO 3TUKe, MOJIOXKeHWe 06 3TOM coBeTe, MOPAAOK €ro AeATesbHOCTM, TpeboBaHMA K
KBaAMdMKauMmM M onbiTy paboTbl MO 3KCMEPTHON OLEHKE Hay4HbIX, MEAUUMHCKUX M ISTUYECKUX acreKkToB
KJIMHUYECKUX UCCNeA0BaHUIN NEKapCTBEHHbIX NPenapaTtos 418 MEeAULMHCKOro NPUMEHEHUSA, NpeabaBasemble K
JKCnepTam cCoBeTa Mo 3TUKe, NMOPAAOK OPraHM3aLmMu 1 NPOBEAEHMA STUYECKOW IKCnepTusbl, Gopma 3ak/oueHus
coBeTa MO 3TUKe YCTAaHAB/AMBAKOTCA YNONHOMOYEHHbIM deaepasbHbIM OPraHOM WUCMOAHUTENbHOM BAACTU. Yncno
npeacTaButeseil MeAMUMHCKMX OpraHM3aumMii He MOXKeT MNpeBbllWwaTb MNOMOBMHY OT OOLEro YMcaa 3KCNepToB
coBerTa Mo 3TUKe.

6. MHPopMaLmAa 0 cocTaBe coBeTa MO 3TUKE, NAaHax ero PaboTbl U TEKyLLEeW AeATeNbHOCTU PAa3MELLLAeTCA Ha
oduuManbHOM caliTe YNOJHOMOYEHHOro ¢eaepanbHOro opraHa UCMOAHUTENbHOW BAacTu B cetn "UHTepHeT" B
YCTaHOBAEHHOM UM MOPSAKeE.

Cratba 40. MpoBeaeHNe KAMHUYECKOrO UCCNEeA0BaHUA NEKAapCTBEHHOro npenapara Ana meauumuHCKOro
npumeHeHua

1. PyKkoBOoAWUTENb MEAMUMHCKOM OpraHu3auuMuW, KOTopas MpPOBOAMT K/AMHUMYECKOe UcciefoBaHue
JIeKApCTBEHHOro npenapata Aa8 MeAUUMHCKOTrO MPUMEHEHWs, Ha3HayaeT MCCefoBaTesnis, OTBETCTBEHHOrO 3a
npoBeAeHWe TaKoro UCCNefoBaHUA U MMetoWero fevyebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO NPOBOAMMOMY
KAMHUYECKOMY MCCIef0BaHMUIO NEKAPCTBEHHOrO MnpenapaTa, Co CTa)Kem paboTbl NO NPOrpammam KAMHUYECKMX
MCCNefoBaHUIM NIeKApPCTBEHHbIX MpenapaToB He MeHee 4YeM TpU roga U MO ero NpesJsoXKeHWto HasHayaer
covccnenoBaTenei U3 Ymcaa Bpadent aTon MeanLMHCKOM opraHm3aumu.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. WccheposaTenb ocywecTsaset Bbl60p nauneHToB, KOTOpble NO MeANUNHCKUM NOKa3aHNAM MOTyT 6bITb
npusnevyeHbl K Yy4aCTUlO B KAUWHUYECKOM WUCCnedoBaHUWUM NeKapCTBEHHOro npenapata Aaa meauunHCKoro
npumeHeHuA.

3. Mccneposatens u couccnenosaTenn AONXKHbI 6bITb 03HAKOMAEHbI C pe3ynbtaTamn AOKANHUYECKOro
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nccnenoBaHmMA nNekapCrBeHHOro cpencrtea, coaepXawnmmumca B 6pou.|rope nccnenosartena, NPOEKTom NPOTOKONa
K/IMHNUYECKOro unccneaoBaHMA NeKapCTBEHHOro npenaparta Ana mMmeguumnmHCKOro npumeHeHwus, pa3pa60TaHHbIM
pa3pa60T‘4MKOM NEeKapCTBEHHOIo npenapata Uan UHbiMm LOPUONYECKMM IMLOM, NPUBNEKAEMbIM K OpraHn3auunm
nposeaeHNA KAUMHUYECKOTO UcCCneaoBaHMA NeKapCTBEHHOrNO npenapata Ana MmeauuuHCKOro npumeHeHuAa, u
APYrMMU MmaTepmranamMmuy Takoro nccnenosaHumA.

3.1. PyKoBoauTeNb MEOMULMHCKON OpraHM3auun B CPOK, HE MPEBbILAIOWMA TPeX paboumx AHeN co AHA
Hayana NPoBeAeHUA KNMHUYECKOrO UCCef0BaHUA IEKapCTBEHHOrO NpenapaTta 4a1a MeaULLMHCKOro NPUMEHEHMS,
coobuiaet 06 3TOM B YNONHOMOUYEHHbIN deaepanbHbli OpraH UCNONHUTENbHOW BNACTW, BblAABLIMIA paspelleHmne
Ha NpoBeAeHMeE TaKOro UCCef0BaHMA, MO YCTAHOBAEHHOW UM dopme.

(4acTb 3.1 BBeaeHa degepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHusaumMW, OCYWECTBAAKOWME OPraHM3aumio  NPOBEAEHMA  KAWMHWYECKOro  MCCAefoBaHMA
NIeKapCTBEHHOro npenapata 414 MegUUMHCKOrO MPUMMEHEHMA W YKasaHHble B YacTy 3 cTaTbu 38 HacToAWero
denepanbHOro 3aKoHa, B c/lydae HEOBX04MMOCTU BHECEHUA U3MEHEHUIT B MPOTOKON KAMHUYECKOTO UCCef0BaHUA
NIeKapCTBEHHOro npenapata Aas MeAMLMHCKOTO NpUMeEHeHMA coobwatoT 06 3TOM B YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCNOJIHUTEIbHOM B/IACTH, BbIAABLUMI pa3pelleHne Ha NPoBEAEHNE TaKOro MCCAeA0BaHMA, MO
YyCTaHOBAEHHOW UM popme.

(8 pea. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

4.1. d)opma C006LLI,EHMF| 0 BHECEHUM U3MEHEHUN B NMPOTOKON KAMHN4YeCKOoro nccnegosaHna NekapCcrtBeHHOro
npenapaTta Ana meamunHCKoro npumeHeHnAa A0/1XKHa coaepaTb cneayroume cesegeHna:

1) HaMmeHoBaHWe, NAEHTUGUKALMOHHBI HOMEpP W AaTa NPOTOKO/1a KNMHUYECKOro NCCeA0BaHus;
2) pata BHECEHWUS U3MEHEHWI B NPOTOKO/ KJAMHNUYECKOTo UCCNeA0BaHUS;
3) HaMMeHOBaHUE M MECTO HaXOXAeHUA 3aABUTENS;

4) HaumeHOBaHME OpraHM3aumMu, MPUBAEYEHHOM Pa3paboTUMKOM NEKAPCTBEHHOro npenapata K
OpraHM3aLumn NPoBeaeHUA KAMHUYECKOro UCCeA0BaHMA (NPU HaAnYKK);

5) HAMMEHOBaHMA M MECTa HaXOXAEHUA MEANLMHCKMX OPraHn3aumii, B KOTOPbIX MPOBOAUTCA KANHUYECKOE
nccnefoBaHue;

6) AaTa BblAa4un pa3pelleHnA Ha nposegeHne KAInMHM4YeCKoro nccnegoBaHma 1 HOMep 3Toro paspelleHunn;

7) U3meHeHus, BHOCMMbIE B MPOTOKO/ KAMHUYECKOrO UCCNeA0BaHUA.
(4acTb 4.1 BBegeHa GeaepanbHbiM 3akoHoM 0T 11.10.2010 N 271-93)

5. B cpoK, He npeBblWwatoLmMii TpMaLaTM pabounx AHel co AHA NOoAyYeHUA YKa3aHHOro B 4acTu 4 HacToAllen
CTaTbM COOBLLEHUA, YMNOSHOMOYEHHbIW deaepanbHblii OopraH WCNOAHUTENbHOW BAAcTU paccmaTpuBaeT 3TO
coobuieHMe B YCTaHOBJEHHOM MM MOPSAKE W MPUHUMMAET pelleHMe O BHECEHUM W3MEHEHW B MPOTOKON
KAMHUYECKOro MUCCeA0BaHUA IeKapCTBEHHOro npenaparta Ana MeAMLMHCKOro npumeHeHus mau ob oTKase BO
BHECEHUWN TaKuUX M3MeHeHui. pu paccmoTpeHun coobleHns O HeobXOAMMOCTU BHECEHWA M3MEHeHWI B
MPOTOKON KAWHWUYECKOro MCCNeA0BaHUA NEeKapCTBEHHOro npenapaTta 418 MeAULMHCKOro MPUMEHEHUA B Lensax
OlUEeHKM 060CHOBAHHOCTM nNpeasiaraemblX M3MEHEHMI W onpeaeneHua CTeneHu pPucka AnA MNauueHTos,
NPUHMMAKOLWMX yYyacTUe B  KAWMHUYECKMX WCCAeA0BaHUAX, YMNOAHOMOYEHHbIM deaepanbHbIM  OpPraHOM
NCMONHUTENbHOM BAACTU MOTYT NPUBAEKATbCA SKCNEPTbl COBETA MO 3TUKE.

(8 pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

6. KnnHnyeckoe nccnegosaHme NeKapCcTBEHHOro npenaparta Ana MeguumHCKOro npumMmeHeHna MoXKeT 6biTb
NPMOCTaHOBAEHO MW MPEKPaLLeHo, eCcAn B MPOLECCe ero nposBedeHna OBHapy)KeHa OMacHOCTb ANA XU3HMU,
300pOBbA MaUMEHTOB. B cnyyae BO3HMKHOBEHMS ONACHOCTM ANS PKU3HW, 340POBbA NALMEHTa, y4acTBYHOLLEro B
KJMHUYECKOM WCCNeOBaHUM NeKAapCTBEHHOrO npenapaTta ANS MeAWMLMHCKOrO MPUMEHEHUs, WUcciefoBaTenu
06s3aHbl NPOUHGOPMUPOBATL 06 3TOM PYKOBOAMUTENSA MEAULMHCKON OpraHn3aumMm U OpraHusaLmio, NoayYnsLLyo
paspelieHre yrnoaHOMOYeHHoro ¢eaepanbHOro opraHa UCMOHUMTENbHOM BAACTU Ha OpraHM3aumio NposeaeHus
KJMHUYECKOTO MCCAe0BaHMA JIeKapCTBEHHOro npenaparta. PeweHne O NPUMOCTAaHOBAEHUM KAUHWMYECKOTO
nccnenoBaHWA /IeKapCTBEHHOro npenapata  ANA  MeAMUMHCKOTO MNPMMEHEHMS MNPUHMMAIOT  PYKOBOAMTENb
MeaMUMHCKOW opraHM3auumn u (Mamn) opraHMsaumsa, NoAyYMBLIAA paspelleHne yrnoaHomodYeHHoro degepanbHOro
opraHa WCNONHWUTENbHOM BNAACTW Ha OPraHU3aUMIo NMPOBEAEHUA KAMHUYECKOrO UCCAeL0BaHUA JIeKapCTBEHHOMO
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npenapata Ona MeguumnMHCKOro npumeHeHuAa, peweHue O npeKkpaweHuUn TaKoro muccnegoBaHuAa NpUHUMaeT
yﬂOﬂHOMOHEHHbIVI d)ep,epaanblﬁ opraH WUCNONIHUTE/NIbHOM BNAacTM Ha OCHOBaHMMU COO6LLI,EHVIH B MUCbMEHHOM
¢OpM€ pykosogutena ME,CI,MLJ,VIHCKOVI opraHunsauuun nnn OopraHnsauuA, nonyvyunseilan pa3pewieHne
YNONHOMOYEHHOIo cbe,u,epaanoro opraHa WCMNONHUTENIbHOM BNAaCTU Ha OopraHuM3sauuto nposegeHUA KIMHNUYECKOTo
nccnenoBaHMA NeKapCTBEHHONo npenapata A41a MeguuuHCKOro npuMmeHeHuA.

7. B cpok, He npesblwawowWwmii nNAaTM paboumx AHeN cO AHA 3aBepLIeHWA, MPUOCTAHOBNEHMA WAU
NPeKpaLleHna KAMHUYECKOTO WCCeA0BaHUA NeKapCTBEHHOrO npenapaTa AaA MeAMUMHCKOro NpUMEHEeHMs,
coobleHre 06 3TOM HanpaBAAeTCA OpraHU3aLMAMM, YKasaHHbIMK B YacTK 3 cTaTbu 38 HacToAwero PeaepanbHOro
3aKOHa, B YNOJIHOMOYEHHbIV PpefepanbHblit OpraH UCNONHUTENBHOWM BAACTM NO YCTAHOB/IEHHOM UM dopme.

8. ®opma coobuieHNs 0 3aBepLUEHUN, NMPUOCTAHOBAEHUN UM NPEKPALLEHUN KIMHUYECKOTO MCCAeL0BaHMA
NleKapCcTBEHHOro npenapaTa 418 MeAMLMHCKOro NPUMEHEHMUA SO/IKHA COAepKaTb:

1) nHpopmaumnio 0 MeAMLMHCKON OpraHU3aLMn UAU MeANLMHCKUX OpraHM3aumsax, NPoBoAMBLIMX AaHHOe
nccnefoBaHue;

2) onucaHuMe A4aHHOro NccaefoBaHus;

3) paHHble uccnegoBatena (dpamuana, MmMA, OTYeCTBO, MecTo paboTbl, 3aHMMaemas OO/KHOCTb,
CNeumanbHOCTb, CTaXX paboTbl MO MPOrpaMmam KJAMHUYECKUX WCCNeNOBaHUM JIEKAapCTBEHHbIX MNpenapaTtos,
nepeyeHb KAMHUYECKUX UCCNedO0BaHUI NeKapCTBEHHbIX NpenapaToB, B KOTOPbIX OH MPMHUMMAaN y4acTme (nepuoabl
yyacTvA) B KauecTBe UCCea0BaTeNs AN COUCCNeaoBaTens);

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

4) pesynbTaT AaHHOIO WCCNeAoBaHWs (3aBeplueHWe, NPUOCTAHOBAEHWE WAM NPEeKpaleHWe [aHHOro
nuccnenoBaHMA C YKasaHMEM WX MPUYMH U BAWAHUA HA OLEHKY ero pesysibTaToB, OOLLYI0 OLLEHKY PUCKA U
OXMAAEMOMW MONb3bl OT NMPUMEHEHUA WCCEeAYyEeMOro JIeKapCTBEHHOro npenapaTta, a TaKXKe npeanosiaraemble
hanbHelnwne aencrems).

8.1. Mpwn BbiABAEHUN deaepanbHbIM OPraHOM WCMONHUTENbHOW BAACTWU, OCYLLECTBAAKOLWMM GYHKUUKM MO
KOHTPOJIIO 1 Hag3opy B chepe 34paBOOXPaAHEHUSA, HAPYLIEHUI MPAaBUA HagNeXKaLLel KIMHMYECKOW NPaKTUKKU Npu
NPOBEeAEHUN KAMHUYECKOTO MUCCNeAO0BaHMA JIeKapCTBEHHOro mnpenapaTta, BAWAIOWMX Ha NOAHOTY W (uawn)
[AOCTOBEPHOCTb AaHHOTO KAMHUYECKOTo UCCNeA0BaHMUSA, YKa3aHHbIN ¢pedepanbHblii opraH UCNOHUTENbHON BAacTu
NPUOCTAHABANBAET NPOBEAEHWE AAHHOTO KIMHWUYECKOrO UCCNEA0BAHMUA U BbIHOCUT MEANLMHCKOW OpraHMsaLumm, B
KOTOPON NpPOBOAWUTCA [aHHOE K/AWHWYECKOe WccaefoBaHWe, npeanucaHue 06 YCTPaHEHUW BbIABAEHHbIX
HapyweHuii. Mpu HeycTpaHeHUU MeAMLMHCKON OpraHu3auMen BblfBJEHHbLIX HapyleHWA B YCTAHOB/IEHHbIN B
NpeanucaHnmM CPOK YKasaHHbl  denepanbHbli OpraH WCMOAHWUTENbHOM BNACTU MPUHUMAET pelleHne o
NpeKpalleHnn npoBeAeHUA KAMHUYECKOro WCCNefoBaHUA J/IeKapCTBEHHOro npenapata W HanpasnseT B
denepanbHbii OpraH WCMOJIHATE/NIbHON BAAaCTM, OCYWECTBAAWMIA GYHKUMM Mo BblpaboTke M peanusauum
rocyZapCTBEHHOMN NOMUTUKN U HOPMATMBHO-NPABOBOMY PEryanpoBaHuio B chepe 34paBoOXPaHEHUS, 3aKN0UEHNe
O BbIBNEHUM NPU NPOBEAEHMU [AAHHOTO KJAMHUYECKOTrO MWCCNef0BAaHWMA HApYLIEHWM nNpaBuA Haaaexaluen
KAMHUYECKON NPAKTUKKN ANA NPUHATUA peleHns ob oTMeHe paspelleHusa Ha opraHM3aLumio NpoBeaeHua AaHHOTo
KAMHWUYECKOTO WCCNEeA0BaHMA C AaTbl NPUHATUA peleHuUA O NPUOCTAHOBJEHUMU MNPOBEAEHWUS KAMHUYECKOrO
nccnef,0BaHWUA IEKAaPCTBEHHOTO Npenapara.

(4acTb 8.1 B pea. deaepanbHOro 3akoHa ot 13.07.2015 N 241-d3)

9. Yno/sHOMOYEeHHbIN deaepanbHblit opraH UCMOAHWUTENbHOW BAAacTM OMy6/IMKOBbIBAET M pasmellaeT Ha
csoem opuuManbHOM caiTe B ceTh "MHTepHeT" cooblieHMe 0 3aBepLUEHUN, NPUOCTAHOBAEHUM UK NPEKPALLEHMM
KJMHUYECKOTO WCCNeAO0BaHNA /IEeKapCTBEHHOrO npenapata ANA MeAMUMHCKOrO MNPMMEHEHWA B CPOK, He
NpeBbILIAOWMIA NATM paboumnx gHel co AHA ero NoJyyeHus, B yCTaHOBAEHHOM UM MOpPAAKe.

10. YnonHomoYeHHbIN denepanbHbii OpraH UCNONHUTE/NbHOW BAACTW OCYLLECTBASET BeAeHUe peecTpa
uccnefoBartenei, NPOBOSALLNX UAWN NPOBOAMUBLLIMX KAMHUYECKME UCCNEA0BaHUA IEKAPCTBEHHbIX NPenapaTos ANs
MeAMLMHCKOIO MPUMEHEHWA, B COOTBETCTBUM C YTBEPKAEHHBIMM MM MPaBMAAMW U PA3MELLAET ero Ha CBOEM
odpuumanbHom calite B cetT "MHTepHeT" B YCTAaHOBAEHHOM WM nopaaKe. YKasaHHbIA pPeectp COAEPKUT
nHdopMaLMio, NPeayCMOTPEHHYIO MYHKTOM 3 YacTh 8 HACTOALLEN CTATbM.

11. OT4eT 0 pesynbTaTax KAMHUYECKOTO UCCNEefOBaHWUA NIEKapCTBEHHOro npenapata Ans MeguuUHCKOro
NPUMEHeHNA COCTaBAETCA OpraHM3aLmen, yKasaHHoM B YacTu 3 ctaTbm 38 HacToswero PegepanbHoOro 3akoHa, Ha
OCHOBAHMM 3aK/OYEHUA MeOMUMHCKMX OpraHusaumii, NpPoBOAMBLUMX 3TO MCCAeLOBaHME, U MpeacTaBasetca B
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yl'lOI'IHOMOHeHHbIVI dDEﬂ,epaﬂbeIVI opraH NCNOJIHUTENbHOM BNacTH, Bbl,ﬂ,aBUJVIVI pa3peweHne Ha nposegeHune aToro
nccnenosaHnAa, B CpoK, He FlpeBbIUJaIOLIJ,VIf;i Tpex mecaueB CO AHA ero 3asepuweHuAa, NpUocTtaHOBAEHUA UIU
npekpaweHuna, B nopaagke, yCtTaHOBJ1IEHHOM YNO/THOMOYEHHbIM Cbe,ﬂ,epafleblM OpraHom WCNONHUTENbHOM BNaCTU.

12. HapyweHue npaBua HaaexKallen KAMHUYECKOM NPaKTUKK, danbcuduKkauma pesynbTaToB KAMHUYECKOTO
nccnefoBaHUA NeKapcTBEHHOTro NpenapaTta Aas MeaUUMHCKOro NPUMEHEHUs BAEKYT 32 Cob0i OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccuitickoii deaepaumn.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

13. Mpu NpoBeAeHUN KANHUYECKOTO MWCCNEAO0BaHUA JIEKAPCTBEHHOrO npenapaTta Ans MeaUUMHCKOro
NpYMeHeHUn aonyckaeTca 3abop y nauneHToB 6MoN0rMYeckmMx matepnanos (06pasubl GUONOTUYECKUX KULKOCTEN,
TKaHeW, CEeKPETOB U NPOAYKTOB KU3HEAEeATENIbHOCTU YeNoBeKa, GU3N0IOTMYECKUX U MATONOTMYECKUX BblLEeNEHUN,
Ma3KOoB, COCKO6OB, CMbIBOB, MUKPOOPraHM3mMoB, GWMOMNCUINHLIA MmaTepuan) ANA UX M3yyeHua B Poccuickoi
depepaumn 1 (nnum) 3a npegenamm Poccuiickoit eaepauum.

(8 pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

14. Mopapok BBO3a B Poccuitickyio dPepepaumio M BbiBo3a 3a npegensl Poccuiickor deaepauun
61MONOTNYECKMX MATEPUANoB, MOJYYEHHbIX MPU MNPOBELEHUU KAMHUYECKOrO WCCNen0BaHMA JIEKAapCTBEHHOO
npenaparta 419 MmeguUMHCKOro NPpMMEHEHMs, ycTaHaBanBaeTca MpaButenbcTBom Poccuiickon degepaumm.

(8 pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 41. [loroBop O NpPOBeAEHMM KANHUYECKOrOo MUCCNen0BaHUA NIeKAapCTBEHHOrO npenapara AnAa
MeAUUUHCKOro npumeHeHuA

1. KnnHMueckoe nccnenoBaHme SIeKapCTBEHHOTO nNpenapaTa 418 MeAMLMHCKOro NPUMEHEHUA NPOBOANUTCA B
COOTBETCTBUM C [AOrOBOPOM O MPOBEAEHUU KAUHUYECKOTO WCCNeA0BaHUA NeKapCTBEHHOro npenaparta Ans
MeAMLMHCKOro NPUMEHEHMSA, 3aK10HaeMbIM MKy OpraHu3aumeit, NnoayYymsLLIei paspelleHne ynoaHOMOYEHHOro
denepanbHOro opraHa WCMOMIHUTENbHOW BAACTM Ha OpraHM3auMio MpPoBeAeHWA TaKoro uccaedoBaHuA, W
MeAMLMHCKON oOpraHM3almen, ocyLecTBAALLEel NPoBeAeHMe TaKkoro UCCNea0BaHus.

2. Jorosop 0 npoBefeHUN KAMHUYECKOro UccaefoBaHMA NeKapCTBEHHOro npenaparta Aaa MeauUUHCKOro
npumeHeHnA AoNXKeH coaepKaTb:

1) ycnosuAa n CPOKKM nposegeHnAa AaHHOINro nccnegoBsaHuA,

2) onpegeneHne obuweid CTOMMOCTM NPOrpamMmMbl  AaHHOTO WCCNEAOBaHWA C  yKa3aHWeM CyMMbl,
npegHasHavatoLenca Ana BbinaaT UCCNeaoBaTeNaM, COUCCIeA0BaTENAM;

3) onpegeneHne ¢opmbl NpeacTaBAeHWA Pe3yNbTaTOB AAHHOMO MCCNef0oBaHMA B YNONHOMOYEHHbIN
denepasnbHbI OpraH UCNONHUTENbHOM BNACTW.

Cratba 42. ®uHaHcoBoe obecneyeHue KAMHUYECKOro uccnenosaHnAa NeKapCcTtBeHHOro npenapata AnAa
MeaAUUUHCKOro npumeHeHuna

durHaHcoBoe obecneyeHne KAMHUYECKOrO nccnenoBaHMA NeKapCTtBeHHOro npenaparta Ana meanmumHCKoro
NPUMEeHEeHNA OCyLLeCTB/IAETCA 3a CHET:

1) cpeacTs depepanbHoro broaxeTa;

2) cpeacTs Opl'aHM3aLI,Ml‘/‘I, nonyynBlWmnx paspelieHne Ha opraHMsauunio nposeaeHna gaHHOro nccnenosaHuA,
B COOTBETCTBUU C yCNnoBUAMM 0OroBOpPa O ero nposegeHuun,;

3) MHbIX He 3anpeLLeHHbIX 3aKoHoAaTeNbcTBOM Poccuitickon deaepaumm UCTOYHUKOB.

CraTtba 43. MNpaBa NaLUeHTOB, YYACTBYIOWMX B KIMHUYECKOM MCCAeA0BaHMM NeKapCTBEHHOro npenapara
ANA MeAULMHCKOTo NPUMeHeHUA

1. Yyactne naumeHTOB B KJAWMHUYECKOM MCCAeA0BaHUMW NEeKapCTBEHHOro npenapaTta Ana MeauuMHCKOro
npumeHeHnA ABnaeTca ,Cl,O6pOBOJ'IbeIM.

2. MaumMeHT MK ero 3aKOHHbIN NpeacTaBuTE b A0NKEH BbiTb MHPOPMUMPOBAH B NUCbMEHHOMN dopme:
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1) o nekapcTBEHHOM MpenapaTte 419 MeAULMHCKOTO NPUMEHEHMUA U CYLLHOCTU KIMHUYECKOTo NCCAe0BaHmA
3TOro fIeKapCTBEHHOrO Npenapara;

2) o 6e30MacHOCTM /IeKAapCTBEHHOrO Npenapata A1 MeAUUMHCKOrO NPUMEHEHUA, €ro OXKMAaemou
3 PEeKTUBHOCTU U CTENEHW PUCKA 414 NALMEHT];

3) 06 ycnoBuAX yyacTUs NaUMeHTa B KAMHWYECKOM WCCAeA0BaHWWM JIEKAapCTBEHHOro npenaparta Ans
MeAMLMHCKOIo NPUMEHEHUS;

4) 0 Uenu UNKU Lensx U NPoAo/IKUTENbHOCTU KIMHUYECKOTO UCCNeA0BaHMA IEKAPCTBEHHOrO Npenaparta 4
MeOMLMNHCKOTO MPUMEHEHWS;

5) o AencTBUAX NauMeHTa B Ciyyae HenpeaBUAEeHHbIX 3GDEKTOB BAUAHUA NeKapCTBEHHOrO npenapaTa Ans
MeOMUMHCKOro NPUMEHEHMA Ha COCTOSIHME ero 340P0BbA;

6) 06 ycnoBuAx 0653aTe/IbHOrO CTPAXOBAHMA ¥KU3HM, 340PO0BbA NALMEHTA;

7) 0 rapaHTUAX KOHOUAEHUMANBHOCTN Y4acTUA NALMEHTA B KAMHUYECKOM WUCCIELO0BAaHUMN NIeKAPCTBEHHOMO
npenapaTta 418 MeguLMHCKOro NPUMEHeHUS.

3. ,D,O6p0BOI'IbHO€ cornacme nauueHta Ha y4dyactMe B K/JIMHUYECKOM UuccienoBaHMnM nNeKapCrBeHHOro
npenapata Ana mMeauMuunHCKOro npumeHeHumA noareepXaaetca ero noanmcbio UaM noaAnnCbko ero 3akKOHHOro
npeacrtaBuTenA Ha VIHd)OpMaLI,MOHHOM NNCTKe NayuneHTa.

4. NaumeHT uam ero 3aKOHHbIM npeacraBuTesib MMEET NPaBO OTKAa3aTbCA OT Yy4aCTUA B KJAMHUYECKOM
nccnenoBaHMM nNekapCTtBeHHOro npenapata Ana meamunHCKoro npnmeHeHuAa Ha nobon CTaaunn nposeaeHuA
TaKOro nccneanoBaHuA.

5. MpoBeaeHMe KAMHUYECKOro UCCAeA0BaHNA IeKapCTBEHHOro npenapara A8 MeAULMHCKOro NpUMeHeHMs
C y4acTMem B KayecTBe MaUMEHTOB AeTei JoMnycKaeTca TO/IbKO C COoriacusa B MUCbMEHHOM Gopme ux poauTenei,
yCbiHOBUTENEN. [leTM MOryT paccmaTpuBaTbCA B KayecTBe MOTEHLMA/bHbIX NALMEHTOB TAaKOro MCCNeAoBaHus,
TO/IbKO €C/iM ero nposeaeHMe HeobXoAMMO ANA YKPenaeHMA 340Pp0BbA AeTeil AU NPOPUNAKTUKU MHOEKLMOH HbIX
3aboneBaHNn B AeTCKOM Bo3pacTe Anb6o ecan Lenbio TaKoro MCCAeaoBaHMA ABAAETCA MOJyYeHMe AaHHbIX O
Hauaydllen A03MPOBKE NEeKapCTBEHHOro npenapaTta AnA nedeHua aeTtei. B aTUX ciyyasx Takomy McCieaoBaHUIo
OOMIKHO NpeaLecTsoBaTb K/AMHUMYECKOE WCCNeAoBaHME /NeKapCTBEHHOro npenapata 418 MeAMUMHCKOro
NPUMEHEHUNA Ha COBEPLUEHHONETHMX FpaXKaaHax, 3a UCKNOYEHNEM CYYaEeB, €CNN UCCAeAyEeMbli NeKapCTBEHHbIN
npenapat Aaa  MEeAMUMHCKOrO  MPUMEHEHMA  MpeAHasHayeH  UCKAUYUTENbHO  AAA  MCNO/Ib30BaHMA
HeCcoBepLIEHHONETHUMM TpaXKaaHamMu.
(8 pea. PenepanbHOro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpe|.|.|,aeTc;'-| nposegeHne KAIMHNM4YeCKOro nccnenoBsaHMA NekapCTtBeHHOro npenapata gna meagnumHCKoro
npumeHeHuA C y4yactuem B KavyecTse NauMeHTOB!:

1) peTeir-cMpPOT M AeTel, ocTaBlumMxca 6e3 noneyeHns poauTenen;

2) KeHWMH B nepuog 6epeMeHHOCTH, KEeHLMH B Nepuos rpyaHoro BCKapM/MBaHMA, 3a UCKAOYEHUEM
CNyyaes, ecav NPOBOOMTCA KAMHUYECKOE WUCCiefoBaHWe NEeKapCTBEHHOro npenapaTa, npefHasHauyeHHOoro Ans
YKa3aHHbIX KEHLMH, NpU YCNOBUM HEoBXOAMMOCTM nonydyeHua MHOOPMaLUKM TONbKO BO BPems MNpoBeAeHMA
COOTBETCTBYIOWMNX KAUHUYECKUX UCCNeAOBaHUI U NPUHATMA BCEX HEObXOAMMbIX Mep MO MCKAYEHUIO PUCKa
HaHeceHuA Bpeaa KeHLWuHe B nepmog 6epeMeHHOCTH, KeHLWMHE B NEPUOA rPYAHOr0 BCKAaPMAMBAHMWSA, NAo4Y UK
pebeHKy;

3) BOEHHOC/Y}KALUMX, 38 UCKNIOYEHMEM C/IyYaeB NPOBeAEeHNA KAMHUYECKOro UCCe40BaHUA 1IEKapCTBEHHOro
npenapaTa, cneuuanbHO pa3paboTaHHOrO ANA MPUMEHEHUS B YCNOBUAX BOEHHbIX AeWCTBUM, 4Ype3BbluaiHbIX
cUTyaumin, NpodUNakTUKM U neveHUs 3ab0NeBaHUI U MOPAXKEHWI, MONYYEHHbIX B pe3ynbTaTe BO34ENCTBUSA
Heb1aronpUATHLIX XMMUYECKUX, BUONOTMUYECKNX, PaANaLMOHHbIX GaKTOPOB. KAMHUYECKoe uccaegoBaHne Takoro
NeKapCTBEHHOrO Mpenaparta MOMeT MNPOBOAMTLCA C yyacTMem B KayecTBe MauMeHTOB BOEHHOC/AYMKaliMX, 3a
WCKAIOYEHMEM BOEHHOCAYMKALLMX, MNPOXOAALMX BOEHHYH CAyXby mno npusbiey, ¢ cobaogeHnem TpebosaHuit,
YCTaHOB/IEHHBIX HacToAWMM DesiepasbHbIM 3aKOHOM B OTHOLLIEHUU FPAXKAAHCKUX UL,

4) cOTPYAHWMKOB NPaBOOXPaHWUTE/IbHbIX OPraHOB;
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5) nuu, oTbbiBalOWMX HaKa3aHWe B MeCTax /IMLLEeHNA cBO6OAbI, a TaKKe /UL, HAX04AWMXCA Noa CTpaxKen B
CNefCTBEHHbIX U30N1ATOPAX.

7. ﬂ,OI'IyCKaETCH nposegeHne KIMHNYECKOro nccneaoBaHMA NeKapCTBeHHOro npenaparta ana megnumHCKoro
npumeHeHuna, npeagHasHa4eHHOro gnAa nevyeHMA NCUXUYECKUX 3a6OHEBaHVIl7I, C y4actmem B KayecCTBe NauuneHToB
g € NCnXn4ecknumu 3a60neBaHMﬂMM, NPU3HAHHbIX He,EI,GECI'IOCO6HbIMVI B nopAagKe, YCTaHOBNEHHOM
3aKOHO4aTeNbCTBOM Poccuiickom cl)e,CI,(:.‘paLJ,I/IM. KnnHunyeckoe nccneposaHune NNEKApPCTBEHHOIO npenapata B 3TOM
C/ly4ae npoBoAnUTCA NpPU HaIMYNUKU Ccornacna B NUCbMEHHOM cbopme 3adKOHHbIX I'Ipe,CI,CTaBMTEI'Ieﬁ YKa3aHHbIX nu.

CratbAa 44. O6A3aTenbHOe CTPaxOBaHWUE KU3HM, 3A0POBbA NALMEHTA, YYacCTBYIOLWLEro B KJAMHUYECKOM
uccnep0BaHUU IEeKAPCTBEHHOTO NpenapaTa AN1a MeAULUHCKOTo NPpMMeHeHUa
(B pea. depepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

1. OpraHu3auusa, NoayyMBlUaA paspelleHne Ha OpraHu3aLuio MpPoBeAeHUA KAMHUYECKOTro UCC/efoBaHuA
NeKapCcTBEHHOro npenapaTa A1a MegUUMHCKOro NpumMeHeHus, 0bA3aHa B Ka4ecTBe CTPaxoBaTeNs CTPaxoBaTb PUCK
NMPUUYMHEHUA BpEeAa KW3HW, 3[0POBbID MAUMEHTA B pe3y/ibTaTe MPOBEAEHWUA K/MHUYECKOTO MWCCIeA0BaHUA
NeKapcTBEHHOro MnpenapaTta Ana MeAMUMHCKOrO MPUMEHEHWA 3a CBOW CYeT MyTem 3aK/lYeHUs [0roBopa
06q3aTeIbHOrO CTPaxoBaHMUA.

2. O6beKkToM 0653aTe/IbHOrO CTPAXOBAHMA ABAAETCA MMYLLECTBEHHbIN MHTEpPEeC MauMeHTa, CBA3AHHbINA C
NPUYMHEHMEM BpeAa €ro KM3HW MAW 300POBbI0 B pesy/ibTaTe NPOBeAEHMA KAMHWYECKOro wuccienoBaHua
NeKapCTBEHHOTO NpenapaTa AN8 MeAMLMHCKOTo NPUMEHEHUS.

3. CrtpaxoBbiM cCny4aem Mo [Orosopy 06A3aTeNbHOro CTpaxoBaHUA ABNAAETCA CMepPTb NauueHTa wuan
yxyaweHue ero 3aoposbA, B TOM 4YucCse BEKyWee 3a cobol yCTaHOB/1IEHNE WHBANANMOHOCTU, NPU HaAN4ynUu
I'IpM‘-IMHHO-CI'Ie,D,CTBEHHOI‘;i CBA3UN meXAay HactynaeHmem 3Toro cobbiTnA U ydyacthem naumeHtTa B KAUHUYECKOM
nccnenoBaHMM nekapCTtBeHHOro npenaparta.

4, TDE6OBaHMH O BO3mMmelWweHnn spena, NPUYNHEHHOTO XKU3HU AN 300PO0BbIO NaUMNEHTa, NPeabABAAOTCA B
Te4eHune CpoKoB MCKOBOW A3aBHOCTU, YCTAHOB/IEHHbIX TPAXOAHCKUM 3aKOHO4aTENNbCTBOM.

5. Paamep CTanOBOl‘;I BbINAaTbl MO 40TroBOPY o0b6sa3aTenbHOro CTpaxoBaHUA COCTaB/IAET!

1) B C/ayyae CmMepTu nauneHtTa AgBa MUIJZIMOHaA py6nel71 Ha KaXAaoro nauyneHTa, y4yactBOoBaBLIEro B
K/IMHUYECKOM nccnegoBaHMM N€KapCTBEHHOIO npenaparta,

2) Nnpu yxyAWeHUW 340Pp0BbA NaLMeHTa:

a) nosnekuem 3a cobo YCTaHOBAEHME UHBANMAHOCTK | rpynnbl, OA4MH MUAAMOH NATLCOT ThICAY py6ne17| Ha
KaXXA4o0ro nauneHTa, yd4acrtesoBaslero B KAIMHM4YECKOM UccnegoBaHUM NeKapCTBEHHOIO npenaparta;

6) nosnekwem 3a coboi ycTtaHOBAEHME WMHBAAMAHOCTM |l rpynnbl, O4MH MUAAMOH pPy6aeit Ha KaKaoro
MaLMeHTa, y4acTBOBaBLUIErO B KJAMHUYECKOM MUCCIeA0BaHMM JIeKapCTBEHHOro Npenapara;

B) nosnekwem 3a coboil yctaHoBaeHWe MHBAaAUAHOCTM |l rpynnbl, NATLCOT TbicAY py6/ei Ha Kaxaoro
NauMeHTa, y4acTBOBaBLUEro B KAMHNUYECKOM UCCNEA0BaHMM IeKapCTBEHHOro npenapara;

r) He nosfeKwem 3a coboi yCTaHOBAEHUA UHBANUAHOCTU, He Boaee Yem TPUCTA TbiCAY pybaiei Ha KaxKaoro
nauMeHTa, y4acTBOBABLUErO B KJAMHUYECKOM UCCNENOBAHWUM IeKapCTBEHHOrO Npenaparta, ucxoas M3 HOpMaTUBOB,
OTParKaloWMX XapaKTep U CcTeneHb MOBPEKAEHUA 340pPOBbA, a TaKKe (GAaKTUYECKM MNOHECEHHbIX MauMeHTOM
Pacxo40B, Bbl3BaHHbIX MOBPEXAEHUEM 340PO0BbA, HA MEAMLMHCKYIO NOMOLb, NpMobpeTeHne NeKapCTBEHHbIX
npenapaTos.

(nn. "r" B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuay ¢ 1 nons 2015 roaa. - PeaepanvHbiii 3aKoH 0T 22.12.2014 N 429-03.

7. Cpok porosopa obnAsaTenbHOro CTpaxoBaHUA He MOXeT ObITb MeHee, 4Yem CPOK npoBeaeHnA
KIMHNYECKOro nccnegoBaHmMA NeKapCrBeHHOro npenapara.

8. YcnoBuaA porosopa 06s3aTeNbHOro CTpaxoBaHWsA, B TOM YMC/e CTpaxoBble Tapuobl No 06sa3aTenbHOMYy
CTpaxoBaHWIO, NepeyeHb HEOBXOAMMbIX [AOKYMEHTOB [JNS OCYLLeCTBJEHWA CTPaxOoBOM BbIMAaTbl, NOPAAOK
YCTaHOB/IEHUA  CTpaxoBaTeNem  MHAMBMAYANbHOMO  MAEHTUOMKAUMOHHOIO  Koda  MNaumeHta, NopAAoK
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MHOOPMMPOBAHMA  CTPaxoBaTeNleM CTPAxOBLWMKA O MPUB/AEYEHHbIX K  KAMHUYECKOMY MCCAef0BaHWUIo
NeKapCTBEHHOrO npenapaTa 414 MeAULMHCKOro NPMMEHEHUA NaumeHTax, NopsagoK ynaaTbl CTPAxoBOM Npemuu,
NopagoK peanusauumn onpeseneHHbIXx Hactoawmnm GeaepanbHbiM 3aKOHOM U ApYrMmn degepanbHbIMU 3aKOHamMM
npas M 06A3aHHOCTEN CTOPOH MO A0roBopy 06A3aTe/IbHOTO CTPAxoBaHWA, a TaKKe HOPMaTWUBbLI, OTpaKalolme
XapaKkTep M CTeneHb MNOBPEKAEHUA 340POBbA, YCTAHABAMBAOTCA TUMOBbLIMM MNpaBuMnamm ob6a3aTesibHOro
CTpaxoBaHwus.

(8 pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

9. B cnyyae npuuMHEHMA BpeAa KM3HM MNALMEHTa, Y4acTBOBABLUErO B KAMHUMYECKOM WCCef0BaHWUU
NleKapCTBEHHOro npenapaTa, BbirogonpuobpetaTenaMm No AOroBopy 06A3aTe/NIbHOrO CTPaxoBaHUA ABAAIOTCA
rpaxkaaHe, UMeloLLMe NPaBo Ha BO3MeLLeHWe Bpeaa B Cly4ae CMePTM KOPMM/IbLLIA B COOTBETCTBUM C FParkaaHCKUM
3aKOHOZATENLCTBOM, MpPU  OTCYTCTBUM TaKWUX TpaxkgaH - poauTenu, cynpyr, LeTWu ymepLllero nauueHTa,
Y4YaCTBOBaBLUEIO B KAMHWMYECKOM MWCCef0BaHWM JIEKAPCTBEHHOrO npenapaTa, B C/y4ae CMepTU NaLMeHTa,
Y4YaCTBOBABLUErO B K/AMHMYECKOM UCCNEeA0BaHMM NEKapCTBEHHOro npenapaTa U He MMEBLLEro CaMOCTOATE/IbHOIO
JOoXo4a, - Tpa)KAaaHe, HAa WMKAMBEHUM KOTOPbIX OH HAxo4M/CA, B OTHOLIEHUMM BO3MELLEHMA PACXOAOB Ha
norpebeHne nauMeHTa, y4aCTBOBaBLUEIO B KAMHUYECKOM WCCAeL0BaHWWM NEKApCTBEHHOro npenapaTta, - Auuo,
noHecLee Takue pacxoapl.

10. CTanOBaH BbiNNaTa B CYET BO3MelleHNA Bpeda, NPUYNHEHHOTO XXU3HWU NauneHTa, y4acCcTBOBaBLIEroO B
K/IMHNYEeCKOM WUnccnenosaHUM NeKapCTBEHHOro npenaparta, pacnpeaenAaeTca mexay BbII'O,CI,Oﬂpl/IO6p9TaTEI'IF|MM
nponopunoHanbHO UX KOTMYECTBY B PaBHbIX 40ONAX.

11. Mpu HacTynaeHUM CTPaxoBOro C/Ayyas MaUMEHT, Y4acTBOBAaBILUMIA B KJAMHUYECKOM WCCAEA0BaHUM
JIeKapCTBEHHOrO Mpenapata, BbirogonpuobperaTesib BrnpaBe MNPeAbABUTb HEMOCPEACTBEHHO CTPaXOBLUMKY
TpeboBaHMEe O BO3MELLEHUM NPUYMHEHHOro Bpeda. CTpaxoBas BbiMjaTa OCYLWECTBAAETCA CTPaxXOBUIMKOM B
TeyeHue TPMALATM AHEeN CO AHA NpeAcTaB/ieHUs HeobxoAuMMbIX AOKYMeHTOB. [lauMeHT, y4acTBOBaBLIWIA B
KAMHUYECKOM UCCNedoBaHMM /leKapCcTBEHHOro npenapata, WMAW Bbirogonpuobpertatesb 06sA3aH coobunTtb
CTPaxOBLINKY ANA OCYLIECTBJAEHMA CTPax0BOW BbIMAATbl MHAMBUAYANbHLIA UAEHTUOUKALUMOHHBIN KOA MauueHTa,
YCTaHOB/IEHHbI CTPaxoBaTe/IeM B COOTBETCTBMM C TUMOBbIMU NpaBMaammn 06a3aTeNbHOro CTpaxoBaHUA.

12. o noaHOro onpeaeneHua pasmepa noajnexallero BoO3MeLlLeHUI0 Bpeda CTPaxOBLMK MO 3aABAEHUIO0
nauneHTa, y4yactBoBaBWwero B KJAUWHWYECKOM WUCCneaoBaHUU NeKapCTBEHHONo npenaparta, WAKM 3aAB/IEHUIO
BbII'O,EI,Oﬂpl/IO6p6TaTEI'IFI BNpase OCyWeCTBUTb 4YacCTb CTanOBOﬁ BbiN/aTbl, COOTBETCTBYHOLLYIO d)aKTl/I‘-lECKVI
Oﬂpep,EI'IEHHOI‘;I 4aCT NPpU4YNHEHHOIO Bpeda.

13. CTanOBaﬂ BbiNnaTa B COOTBETCTBUM C O0roBopom obAsaTenbHoro CTpaxoBaHNA OCyLWlecTBaAeTCA
HE3aBUCMMO OT BbIiNNaT, NPUYUTAOWKUXCA NO APYTMM BUAAM CTPaxoBaHUA.

14. He ponyckaetca y4yacTMe nNauMeHTa B MNPOBEAEHUM KAMHUYECKOrO MCCNef0BaHWMA NEeKapCTBEHHOrO
npenaparta Nnpu OTCyTCTBUU A0roBopa 0653aTeNIbHOrO CTpaxoBaHUA.

15. KoHTponb 3a McnonHeHnem opraHM3aume171, I'IOJ'IyLIVIBLIJEI‘/II pa3peweHne Ha opraHnsauno nposegeHunA
KIMHNYECKOro uccnegoBaHnA NeKapCTBeEHHOro npenapata Ana mMeaumumHCKoOro npumeHeHwus, yCTaHOBHEHHOVI
HacTosweNn cTaTbel 06A3aHHOCTM MO o6ﬂ3aTeanomy CTPaxXoBaHUKO XWN3HU, 340p0BbA MauneHTa, yd4acTeyrowero
(yHaCTBOBaBLUEFO) B KNUHNYECKOM nccnenosaHnn NeKapCTBeHHOro npenaparta, ocyuiecTsnAaeTca
YNONHOMOYEHHbIM d)e,u,epaanblM OopraHom WCMONHUTENIbHOM BNACTY, BblJaBWKMM pa3pelleHne Ha nposeneHue
K/IMHNYECKUX MCCﬂe,D,OBaHVIVI NNeKapCTBEHHbIX NpenapaTos ANA MeANUUHCKOTo NpuMeHeHUA.

Fnasa 8. NPON3BOACTBO U MAPKUPOBKA NEKAPCTBEHHbIX CPEACTB
CratbA 45. Npon3BoACTBO 1€KAPCTBEHHbIX CPeAcTB

1. MNpor3BOACTBO NIEKAPCTBEHHbIX CPEACTB AO0KHO COOTBETCTBOBATb TPEOOBAHMAM NpPaBUA Hag/ierallein
NPOU3BOACTBEHHON MPAKTUKK, YTBEPKAEHHbIM YNOAHOMOYEHHbIM denepanbHbiM OpPraHOM MUCMONHUTE/IbHOM
BnactTM. OcobeHHOCTM nepexona MPOU3BOACTBA OTAENbHbIX JIEKAPCTBEHHbIX CPeAcTB K WX MPOWM3BOACTBY B
COOTBETCTBMM C TpebOBaHUAMM MpaBUA Haglexaleil MNpPOU3BOACTBEHHOM MpPaKTMKM  yCTaHaB/AMBAOTCA
Mpasutenbcteom Poccuiickoit Peaepaunn. Boigaya 3akaoueHnin 0 COOTBETCTBMM NPOM3BOANTENA SIEKAPCTBEHHbIX
cpeacte TpeboBaHMAM MNPaBUA Hag/exalleil NpPOu3BOACTBEHHOM MPAKTUKM OCYLLECTBAAETCA MO pesy/bTaTam
WHCMEKTMPOBAHNA MPOM3BOANTENEN JIeKAapPCTBEHHbIX CPeacTB B MopAdKe, ycTaHoB/leHHOM [lpaBuTesbCTBOM
Poccuiickoit depepaumn. Pasmep naatbl 3a BblAady 3aKk/104YeHUA O COOTBETCTBUM NPOU3BOAMUTENSA NEKAPCTBEHHbIX
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cpeacTs TpeboBaHUAM MpPaBMA HaaNe)alield NPoU3BOACTBEHHON MPaKTUKKM ycTaHasausaeTca [1paBUTENbCTBOM
Poccuitickoih  ®epepaumun. [opAOoOK oOpraHMs3auMM W NpoBeAEHMA  MHCMEKTUMPOBaAHMA nNpou3BoauTenei
NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM NpPaBMA HaANe)Kalleld NPOU3BOACTBEHHOW MPaKTUKK
ycTaHaBnusaeTtca MpaBuTenscTBom Poccuiickoit degepaumu.

(B pea. ®enepanbHbix 3aKOHOB OT 25.06.2012 N 93-d3, 07 22.10.2014 N 313-®3, 07 22.12.2014 N 429-3)

2. Mpoun3BOACTBO NEeKAPCTBEHHbIX cpeacTB B Poccuiickoli deaepaumm oCyLwecTBAAETCA NpoM3BOAUTENAMU
NIEKapCTBEHHbIX CPeACTB, MMEIOWUMM IMLEH3UIO Ha NPOM3BOACTBO JIEKAPCTBEHHbIX cpeacTs. oaTBepKaeHue
COOTBETCTBUA J/IMLLEH3MATA MpaBuIaM Hag/exallei Npou3BOACTBEHHOM MPAKTUKM OCYLLECTBAAETCA B pamMKax
JNIMLEH3MOHHOIO KOHTPO/IA B COOTBETCTBMM C 3aKOHOAATeNnbCTBOom Poccuiickon ®depepauumn ¢ yyetom
0CcO0b6EeHHOCTEN, YKa3aHHbIX B YacTU 1 HacToALWeln cTaTbM.

(B pea. PenepanbHbix 3aKoHOB 0T 22.10.2014 N 313-d3, 01 22.12.2014 N 429-d3)

2.1. Ona uenei AMUEH3MPOBAHMA NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB ANA MEeAMULMHCKOTO NPUMEHEHUA
MU WHCNEKTUPOBaHUA CyObEKTOB OOpaLLEHMA JIEKAPCTBEHHbIX CPEeACTB HAa COOTBETCTBME TPebOoBaHWMAM MpaBu
Hagnexallen Npou3BOACTBEHHOW MPaKTUKKU denepanbHbli OpraH UCMOAHUTENbHOM BAACTW, OCYLLECTBAAIOLLMMA
roCyJapCTBEHHYIO PErMcTpaLmio NEKAPCTBEHHbIX NPEnapaTos ANA MEeAMULMHCKOrO NPUMEHEHMUA, NPeaoCcTaBaseT
denepanbHOMy OpraHy MCNONHUTENbHOM BNACTH, ocywecTBaslowemy denepanbHbii  rOCySapCTBEHHbIN
JIMLLEH3MOHHbINA  KOHTPO/Nb AEATeNbHOCTUM MO NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB AN  MeAULMHCKOro
NPUMEHEHUSA, MO ero 3anpocy B pamKax MeKBeAOMCTBEHHOIO UHHOPMALMOHHOIO B3aMMOLENCTBUA B MOPALKE,
ycTaHOBNeHHOM deaepasbHbIM  OpPraHOM WCMNOJIHATENBHOM BAACTW, OCYLULECTBAAKOWMM  JIMLEH3UPOBAHUE
NPOU3BOACTBA /NIEKAPCTBEHHbIX CPEeACTB ANA MeAWMUMHCKOro npumeHeHusa, U denepasibHbiM  OpraHom
WCNOJIHUTENIbHON BIAaCTH, OCYLLECTBAAIOWMM FOCYAAPCTBEHHYIO PErucTpauymio J1IeKapCcTBEHHbIX NpenapaTos A/A
MeANUMHCKOro NPUMEHEHUA, CBEAEHMA O SIEKAPCTBEHHbIX CPEACTBAX, YKAa3aHHbIe B YacTn 5 cTaTbu 18 HacToAwero
depnepanbHOro 3aKoHa, B TOM YMCe B C/lyYae, eCAN TaKMe CBEAEHUA COCTAB/SOT KOMMEPYECKYIO TalHY.
(4acTb 2.1 BBeaeHa ®eaepanbHbiM 3akoHOM OT 14.07.2022 N 311-$3)

3. Npon3BoACTBO IEKAPCTBEHHbIX CPeACTB OCYLLECTBAAETCA C CO6I'IIO,EI,€HVI€M Tpe6OBaHMl‘/‘I NPOMbIWNIEHHOTO
pernameHTa, KOTOprl‘;I yTBEPXKAAETCA pyKoBoAUTENNIEM NPOU3BOAUTENA NNEKAPCTBEHHbLIX CPeACTB U BKNKOYAET B cebsn
nepevyeHb NCNOJIb3yeMblX d)apMaLI,EBTVI‘-IECKVIX C\/6CTaHLI,Ml7I M BCNOMOraTte/ibHbIX BeWweCTB C YKadaHMemM Konnyecrtsa
KaXaoro U3 Hux, AaHHble 06 McnoJsib3yemom O60p\/LI,OBaHVIVI, onncaHmne TeXxHonormM4ecKoro npouecca n metToaos
KOHTPOA Ha BCEX 3Tanax Npon3BoACTBa IEKAPCTBEHHbIX CPeACTB.

4. MNpw Npon3BOACTBE NIEKAPCTBEHHbIX CPEACTB MCNO/b3YyoTCA PpapmaLeBTUYecKMe cybcTaHuun, cBeeHna o
KOTOPbIX COAEPKATCA B rOCYapCTBEHHOM PeecTpe SIeKapPCTBEHHbIX CPEACTB, 3a UCKAYeHUEM GapMaLLEBTUYECKUX
cybCTaHLUMIi, NPOU3BOAUMbBIX ANA NPOBEAEHUA KAMHUYECKMX UCCnedoBaHuMi u pna skcnopta. K npoueccy
npoussoacTBa dapmaLeBTUYECKOM cybCTaHUMM OTHOCATCA Ntobble  CTagMuM  TEXHONOTMYECKOro MpoLecca,
NMO3BO/IAOLIME MOAYYUTb FOTOBbIA MPOAYKT, COOTBETCTBYHOWMA TpeboBaHMAM dapmaKoneinHol CcTaTbu, B TOM
yncne depmeHTaLMA, IKCTPAKLMUA, OYUCTKA, BblAENIEHWNE, MEPEKPUCTANNM3ALNA, BbICYLUMBAHUE, U3MenbYeHue. B
c/ly4ae Heobxo4MMOCTU UCMONb30BaHUA 3TUAOBOrO CNMPTA, B TOM Yncine GpapmaueBTUYecKol cybcTaHumm cnmpTta
3TMNOBOro (3TaHoNa), NpW TMNPOU3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KAyecTBe AeWcTeylowero u (uam)
BCMOMOraTe/IbHOrO BELLECTBA, A TAKKE B WMHbIX TEXHO/MOTMYECKUX LEeNsx A0/KHA 6blTb MCNOAb30BaHA TONbKO
dapmavuesTMyeckasn cybcTaHUmMA cnMpTa 3TUNOBOTO (3TaHoA).

(B pea. ®enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-®P3, 0T 27.12.2019 N 481-D3)

4.1. MNMepeyeHb NEKAPCTBEHHbIX MPenapaToB ANA MeAULMHCKOTO MPUMEHEHMA, B OTHOLIEHUU KOTOPbIX
yCTaHaBAMBalOTCA TpeboBaHMA K 06bemy Tapbl, YNaKOBKE M KOMMAEKTHOCTW, MepedyeHb NeKapCTBEHHbIX
npenapaToB AN BETEPUHAPHOIO NPUMEHEHUS, B OTHOLUEHMM KOTOPbIX YCTaHaBAMBAIOTCA TpeboBaHUA K 0bbemy
Tapbl, a Takke TpeboBaHMA K 0b6bEMY Tapbl, YNaKOBKE U KOMIMIEKTHOCTU JIEKAPCTBEHHbIX MNpenapatos A/s
MeAMLMHCKOro MpuUMeHeHus, TpeboBaHMA K o06bemMy Tapbl /IEKAapCTBEHHbIX NpenapaTtoB ANA BETEPUHAPHOro
NPUMEHeHUs  ONpedensAlTCas  COOTBETCTBYHOLWMMM  YNOAHOMOYEHHbIMW  depepanbHbiMM  OpraHamu
MCNONHUTENBLHOW BNACTU B MOPAAKE, yCTaHOBAEHHOM MpaBuTenbcTBoM Pocculickoi ®epepauuu.

(4acTb 4.1 B pean. depnepanbHOro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumn, OCyLLeCcTBASIOLIME NPOU3BOACTBO PpapMaueBTUYECKOW CybCTaHLMM CnupTa 3TUIOBOrO
(sTaHONA) ANA NpousBOACTBA CMMPTOCOAEPIKALMX NEKAPCTBEHHbIX Npenapatos, 06A3aHbl OCYLLEeCTBAATL yYeT B
nopagKe, yctaHoBneHHOM cTaTbsmn 8 n 14 depepanbHOro 3akoHa ot 22 Hoabps 1995 roga N 171-03 "O
rocysapCTBEHHOM  peryiMpoBaHWM  Npou3BoAcTBa WM obopoTa  3TUAIOBOFO  CNMPTA,  a/JKOTO/NbHOM W
cnupTocodepXawen npoaykumm u o6 orpaHuyeHum notpebneHua (pacnuTusa) ankorosibHoOW npoayKumm'.
Mpon3BoAcTBO PpapMaLLeBTUYECKONM CyBCTaHLMM CNMPTA 3TUAOBOrO (3TaHONA) AONYCKAETCA TOIbKO OpraHu3aunen,
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OCYLLECTBAIOLWEN MPOU3BOACTBO PEKTUGUKOBAHHOTO 3TUAOBOFO CNMPTa M3 MULLEBOTO CblPbsi HA OCHOBAHUMU
NIMLEH3MM Ha MpPOM3BOACTBO 3TW/IOBOFO ChMpTa ANA Npou3BOACTBa dapmaLeBTUYecKon cybcTaHummn cnupta
3TUN0BOrO (3TaHOMa) B COOTBETCTBUM C TpeboBaHUAMU DesepasibHOro 3akoHa oT 22 Hoabps 1995 roga N 171-03
"O rocypapCTBEHHOM  peryiMpoBaHUM NpoussoacTBa M obopoTa 3TUAOBOTO  CMWMPTA, a/IKOFOJAbHOW U
cnupTocoZepskalien npoaykumm u o6 orpaHuyeHUn noTpebneHns (pacnuTua) ankorosbHoOW npogyKumu'",
MeTO40M Pa3BeAeHMA BOLOMN OUYMLLEHHOM TAaKOro 3TUIOBOTO CNUpPTa, NPOM3BEAEHHOrO AJAHHOW OpraHusaumen no
MECTYy OCYyLLLeCTBNEHMA NPOU3BOACTBA papMaLLeBTUYECKOM CybCTaHLMM CNMpTa 3TUAOBOTO (3TaHOAa).

(4acTb 4.2 BBegeHa PegepanbHbiMm 3akoHoM oT 03.07.2016 N 261-93; B pea. GesepanbHOro 3akoHa ot 27.12.2019
N 481-93)

4.3. WHaMBMAyanbHble NpeanpuHUMATENN W LOPUAMYECKME /IMLA, OCYLLECTBAAIOWME 3aKYMKy W
MCnonb3oBaHMe ¢apMaLeBTMUEeCKOW CcybCTaHUMM CcnupTa 3TWAOBOrO (3TaHONa), a TaKXKe MPOM3BOACTBO,
nsroTossieHne u (Unn) obopoT (3a UCKAOYEHMEM PO3HMYHOW MPOAANKM) CMUPTOCOAEPIHKALLMX JEKAPCTBEHHbIX
npenapaTos, 06A3aHbl OCYLWECTBAATb UX YYET U AeKNapupoBaHMe B MOpPAAKe, YCTAHOBAEHHOM CTaTbsimu 8 u 14
depnepanbHOro 3akoHa ot 22 Hoabpsa 1995 roga N 171-d3 "O rocyaapcTBEHHOM PEryAMpPOBaHMM NPOU3BOACTBA U
060poTa 3TU/IOBOrO CNMPTA, a/IKOrO/IbHOW M CNnpTOoCcoAep Kallei NpoAyKuMM U 06 orpaHuyYeHun notpebneHus
(pacnutua) ankoronbHoOM NpoayKumun'.

(4acTb 4.3 BBeaeHa deaepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

4.4. Mpu nNpous3BOACTBE JIEKAPCTBEHHbIX MPenapaTtoB AN BETEPUMHAPHOro MNPUMEHEHUA AOMNycKaeTca
MCMNO/Ib30BaHWE MNPOM3BEAEHHbIX AN  peannsaumm  GapmaleBTUYECKMX Cyb6CTaHUMM, BK/AKOYEHHbIX B
rocyAapCTBEHHbIA pPeecTp NIeKapCTBEHHbIX CPeACTB YNONHOMOYEHHbIM deaepasibHbiM OPraHOM MUCMOIHUTENbHOM
B/1ACTM, OCYLLECTBAAIOLWMM BeAEHWE TOCYAapCTBEHHOrO peecTpa JIeKAPCTBEHHbIX CPeACTB ANA MeAMUMHCKOro
npUMeHeHuA.

(4acTb 4.4 BBeaeHa ®egepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpewaeTca npon3BoacCTBO:

1) NneKkapcTBEHHbIX CPeACTB, HE BK/IOYEHHbIX B rOCYLAPCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeacTs, 3a
WCK/IIOYEHNEM JIEKAPCTBEHHbIX CPEACTB, NMPOWU3BOAMMbBIX ANA NPOBEAEHMA KAMHUYECKUX UCCNeA0oBaHUA U ana
3KCNopTa;

2) banbcuUUMPOBAHHbBIX IEKAPCTBEHHbIX CPEACTB;
3) nekapcTBEHHbIX cpeacTs 6e3 AMLEeH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTS;

4) NEeKapCTBEHHbIX CPeacTB C HapyweHuem npasusl opraHn3daumn npom3soacTBa U KOHTPONA KadecTBa
NeKapCTBEHHbIX CPeacTB,;

5) yTpaTtua cuny. - PeaepanbHblii 3aKoH oT 27.12.2019 N 481-93;

6) cnupTocOoAEep)KaLMX NEKApPCTBEHHbIX MpernapaToB MO MeCTy OCYLWEeCTBIeHUs  NPOU3BOACTBA
bapmaLeBTMUECKON CyBCTaHLMKM CNMPTa 3TUIOBOTO (3TaHO/MA) M (UIM) NO MECTy OCYLLeCTBAEHUS MPOU3BOACTBA
3TUNI0BOTO CNMPTa;

(n. 6 BBeaeH ®eaepanbHbiM 3aKOHOM OT 27.12.2019 N 481-$3)

KoHcynbTaHTlAtOC: NnprMmeYaHme.
depnepanbHbiMm 3aKoHOM OT 22.12.2020 N 436-d3 ct. 14.1 3 ot 22.11.1995 N 171-$3 n3noxkeHa B HOBOM
pefakumm, Hopma n. 1.1 c1. 14.1 ctapoii pegakummn ®3 cootseTcTByeT Hopme M. 2 cT. 14.1 HoBOM peaaKkunu.

7) dapmaueBTuyeckolr cybcTaHUMM  cnupTa  3TUAOBOro  (3TaHona) UM (MAM)  cnupToCoAEp)KalUMX
NIeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TeXHO/MOrMYecKom o6opyAoBaHWM ANA NPOWU3BOACTBA 3TUNOBOTO
cnupTa, yKasaHHOM B nyHKTe 1.1 ctatbu 14.1 depepanbHOro 3akoHa oT 22 Hosbpa 1995 roga N 171-d3 "O
rocyfapCTBEHHOM  pPeryinMpoBaHUMM  NPOM3BOACTBA W 06OpOTa  3TUNIOBOrO  CMWUPTA, AJIKOTONIbHOW U
cnupTocoAep:Kalen NpoayKumMM U 06 orpaHnyeHumn notpebaeHms (pacnuTma) aIkoroibHOM NpoayKummn'.

(n. 7 BBeaeH PepepanbHbiM 3aKoHOM OT 27.12.2019 N 481-93)

6. Mpv BBOAE NEKAPCTBEHHbIX CPEACTB B PaXKAAHCKMIA 0BOPOT YyNOJHOMOYEHHOE NNLLO NPOU3BOAUTENS
NeKapCTBEHHbIX CPeaCTB OCYLecTBAAeT NOATBEPXAEHME COOTBETCTBMA JIEKAPCTBEHHbIX CPEACTB TpeboBaHuAM,
YCTaHOB/IEHHbIM MPU WX TFOCYAAPCTBEHHOW perncrpauuu, M rapaHTUMpPyeT, 4YTO JieKapCTBEHHble CpeacTsa
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npounsBeseHbl B COOTBETCTBUM C TPEBOBAHUAMM NPABUA HAANEXKALLEel NPOM3BOACTBEHHOM NPAKTUKK.
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7. YNOAHOMOYEHHbIM J/IMLOM TNPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB ABAAETCA ero PaboTHUK,
aTTeCcTOBaHHbIM B YCTAHOBNEHHOM YMOJHOMOYEHHbIM dpeaepanbHbIM OPraHOM UCNOIHUTENbHOM BAACTU NOpALKe U
MMelWwMmnii cTaxk paboTbl He MeHee 4Yem nNATb neT B 06s1acTM NpousBOACTBA M (MAM) KOHTPOAA KayecTsa
NeKapCTBEHHbIX CPEACTB, Bbicllee 06pa3oBaHMe COOTBETCTBEHHO NO O4HOM U3 cneumansHocTen u (Maun) ogHomy U3
HanpaBNeHUI MOAroTOBKWU: 6uonorna, 6UMoTexHoNoruMa, BeTepuHapwsa, BeTepUHapPHO-CaHWTApHAA 3KCNepTusa,
KJMHUYECKas MeguuMHa, paguaLMoHHan, XMMMYeckas U buonornyeckas sawmra, papmauma, dyHaaMeHTanbHan
MeaMUMHA, XMMMYECKan TEXHONOTUA, XUMUA.

(B pea. PenepanbHbix 3aKoHOB oT 22.10.2014 N 313-d3, o1 02.08.2019 N 297-d3)

8. MpounsBoanuTenn NeKapCTBEHHbIX CPeacTB (3a MCKAoYeHMeM dapmaLeBTMYECKOW cybCcTaHLMKM cnupTa
3TMNOBOrO (3TaHONA) MOryT OCYLLEeCTBAATb MPOAANKY JIEKAPCTBEHHbIX CPeACTB MAM NepejasaTb WMX B
YCTaHOB/JIEHHOM 3aKOHOZaTeNbCTBOM Poccuiickoit ®egepaumm nopagge:

(8 pen. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npou3BOAUTENSAM NIEKAPCTBEHHbIX CPEACTB AN NPOM3BOACTBA IEKAPCTBEHHbIX CPEACTB;
2) opraHM3aLmaAmM ONTOBOW TOProOBAMN IEKAPCTBEHHbIMW CPEACTBAMMU;

3) anTeuyHbIM  OpraHM3auuAM, BETEPUMHAPHbLIM  anTeYHbIM  OpPraHuU3auMaM,  MHOAVBUAYAbHbIM
npeanpuHUMaTeNaM, WMEIOWMM JINLEH3NI0O Ha (apMaLLeBTUYECKYI0 AeATENbHOCTb WAM  /IMLEH3UIO Ha
MeAMLMHCKYIO AeATeNbHOCTb;

4) Hay4YHO-UccnepgosaTeNbCKMM OpraHnUsaumam ana Hay‘-IHO-VICCllep,OBaTEJ'IbCKOl;'I pa60TbI;
5) MeaANUNHCKUM OpraHn3aumnam n BETEPUHAPHbIM OPraHnU3aunam,

6) opraHusauMAM M MHAMBUAYANbHbIM  NPeANPUHUMATENAM,  OCYLLECTBAAIOWMM  pa3BefeHue,
BblpalMBaHWE U COAEPKAHME KUBOTHbLIX (32 UCKAOYEHMEM MPOAAKM UM hapMaL,eBTUYECKUX CyBCTaHUMN Uan nx
nepegaun).

(n. 6 B peq. PeaepanbHoro 3akoHa ot 02.08.2019 N 297-93)

9. MNpowussoanTenn dapmaLeBTUYECKON cybCcTaHUMKM CNMPTa 3TUAOBOrO (3TaHOMa) 06A3aHbl OCYLLEeCTBAATb
peanusauuio (nepepjayy B YCTAHOBNEHHOM  3aKoHoAaTenbcTBOM  Poccuiickoit  ®degepauuu  nopagxe)
dapmaueBTMYECKON cybCTaHUMM CNMpPTa 3TUNOBOrO (3TaHONA) MPOU3BOAUTENAM NEKapCTBEHHbIX CPeacTB AnA
NPOM3BOACTBA /IEKAPCTBEHHbIX CPEeACTB, MNPOM3BOAMTENAM (M3roTOBUTENAM) MEAUUMHCKUMX U3aenuini ans
NPOM3BOACTBA U U3rOTOBNEHUA MEANLMUHCKUX U3AeNnii B eMKoCTAX ob6bemom He 6onee 1 anMTpa u (Man) He meHee
1000 nnTpoB, a OpraHn3aLMaM, yKasaHHbIM B MYHKTax 3 - 5 4acTu 8 HacToslLel CcTaTbK, B Tape o6bemom He 6onee
1 nntpa.

(4acTb 9 BBEAEHa PenepanbHbiM 3aKoHOM OT 29.07.2017 N 278-03; B pea. ®enepanbHbix 3aKoHoB oT 27.12.2019
N 481-®3, 07 22.12.2020 N 444-®3)

10. Peanusauusa (nepepaya B YCTaHOB/NEHHOM 3aKoHOZaTe/bCTBOM Poccuiickoii Penepaunn nopsake)
dbapmaLeBTMYECKON cybCTaHLMM CNMPTa 3TUIOBOTO (3TaHO/a) OpraHM3aunaM ONTOBOM TOPTroB/N IEKAaPCTBEHHbIMMU
cpencTBaMm He fONYCKaeTcA.

(4acTb 10 BBegeHa PeaepanbHbiM 3aKkoHOM 0T 27.12.2019 N 481-93)

11. TMepeBo3kn dapmaLeBTUYECKON CybCTaHUMKM CNMpTa 3TWAOBOrO (3TaHONa) OCYLWECTBAAOTCA C
cobnoaeHnem TpeboBaHMUI, yCTaHOBAEHHbIX ab3auem YeTBepTbIM NYHKTA 3 cTaTbk 9 depepasbHOro 3akoHa ot 22
Hos6pA 1995 roga N 171-®3 "O rocygapcTBEHHOM peryanmpoBaHUM Npoun3BoAcTBa U 0b6opoTa 3TUAOBOro CNMpPTa,
aNKOroNIbHOM M CNMpTOCOAEepIKallleld NpoAyKUuMn M 06 orpaHuyeHun notpebneHua (pacnutusa) ankoronbHoM
npoaykumn".

(4acTb 11 BBegeHa PegepanbHbiM 3aKoHOM 0T 27.12.2019 N 481-93)

Cratba 46. MapKupoBKa IeKapCTBEHHbIX CPEACTB
1. lekapcTBeHHble NpenapaTbl, 3a UCKAOYEHNEM NNEKAPCTBEHHbIX NPENapPaToB, U3rOTOBMIEHHbIX aNTeYHbIMU

OpraHu3auMaMM, BETEPUHAPHbLIMKM anTeYHbIMM OPraHM3aUMAMM, WHAMBUAYANAbHBIMM MPEANPUHUMATENAMMU,
NMEIOLLMMM INLEH3NIO Ha GapMaLEeBTUYECKYIO AeATeIbHOCTb, A0/IKHbI MOCTYNaTh B 0bpalleHune, ecau:
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1) Ha WX MepPBMYHOIN YyNaKoBKEe (3a MCKAOYEHMEM MEPBMYHOW YMAKOBKMU NIEKAPCTBEHHbIX PaCTUTE/IbHbIX
npenapaToB) XOPOLIO YMTaeMbiM WPUGTOM Ha PYCCKOM A3bIKE YKas3aHbl HaMMeHOBaHWE /NeKapCTBEHHOro
npenapaTta (MexAyHapogHOe HenaTeHTOBaHHOe, WAW TPYNNMPOBOYHOE, WM XMMUYECKOEe, WAM TOProsoe
HaMMeHOBaHMWE), HOMep cepuu, AaTa BbiNycKa (418 MMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX MPenapaTos), CPOK
roAHOCTH, A03MPOBKA UM KOHLLEHTPALMA, 06beM, aKTUBHOCTb B €4MHUL,AX AEUCTBUA UM KONIMYECTBO A03;

(B pea. PenepanbHbix 3akoHoB oT 11.10.2010 N 271-d3, o1 22.12.2014 N 429-d3)

2) Ha uX BTOpPMYHON (NOTPEBUTENbCKOM) YNaKOBKE XOPOLWO YUTAEMbIM LWPUPTOM Ha PYCCKOM A3blKe
yKasaHbl HQMMEHOBaHMWeE IeKAaPCTBEHHOTO NpenapaTa (MeXayHapoaHoe HeNaTeHTOBAHHOE, UK FPYNNUPOBOYHOE,
WUAW XMMUYECKOE W TOProBOE HAaMMEHOBAHWA), HaMMeHOBaHME NPOU3BOAWUTENA JIEKAPCTBEHHOIO Npenapara,
HOmMep cepuu, pJaTa BbiNycKa (419 MMMYHOBMONONMYECKUX NIEKApPCTBEHHbIX MNpenapaTtos), Homep
PerucTpaLmMoHHOro YA0CTOBEPEHMSA, CPOK FOL4HOCTM, CNOCO6 NPUMEHEHMS, [03MPOBKA UM KOHLLEHTPaLMA, 0bbem,
AKTUBHOCTb B €AMHMULAX AENCTBUA MO0 KONMYECTBO 403 B YNaKOBKe, IEKApCTBEHHaA ¢dopma, yCI0BUA OTMYCKa,
YC/I0BUS XpaHeHUsA, NpeaynpeauTesibHble HaAnucu.

(8 pea. PepepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, o1 22.12.2014 N 429-d3)

2. ®apmaueBTUYECKMe cybCTaHUMM LOMKHBI NOCTYyNaTb B OOpallleHne, ecim Ha UX NEePBUYHOMN YNaKoOBKe
XOpOLWO YuTaeMbiM WPUPTOM Ha PYCCKOM A3bIKE YKa3aHbl HaMMeHOoBaHWe ¢dapmaueBTUYECKON CcybCcTaHumMK
(mexkayHapoaHoe HenaTeHTOBaHHOE, WAWM TPYNMNUPOBOYHOE, UM XMMMYECKOe W TOProBoe HaMMeHOBaHMs),
HanmeHoBaHWe NpoussoauTens GbapmaLeBTUYECKON CybCTaHLMM, HOMEP CEPUN U AATa U3TOTOBAEHUSA, KOIMYECTBO
B YNAKOBKE M eAMHULbl U3MEPEHUA KOZIMYECTBA, CPOK FOAHOCTU U YCIOBUA XPaHEHWUA.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. MEKapCTBEHHbIe cpeactBa B KayecCcTBe CbIBOPOTOK AOJIXKHbl NOCTYyNaTb B o6paLu,eHv1e C YKa3aHuem
XUBOTHOTO, N3 KPOBU, N1a3Mbl KPOBU, OPraHOB U TKaHel KOTOPOro OHM NOJIy4Y€eHbl.

4. Ha BTOpMYHYtO (NOTPebUTENbCKYIO) YNaKOBKY NEKAPCTBEHHbIX CPEACTB, NOYYEHHbIX U3 KPOBM, M1a3mbl
KPOBW, OPraHOB M TKaHEN YeNoBeKa, A0/IKHA HAHOCUTbLCA Haanuck: "AHTUTena K BUY-1, BUY-2, K Bupycy renatuTa
C ¥ NOBEPXHOCTHbIM aHTUreH BUpYyca renatuta B oTcytcTBytoT".

5. Ha nepBuYHyl0 YMNaKOBKY W BTOPUYHYIO (NOTPeBUTENbCKYI) YNaKoBKy paavodapmaLeBTUYeCKUX
NeKapCTBEHHbIX CPEACTB A0J/IKEH HAHOCUTLCA 3HAK PAAMALMOHHON ONACHOCTH.

6. Ha BTOpMYHYylO (NOTPeBbUTENbCKYIO) YNaKOBKY FrOMeoNaTUYECKUX /IEKAPCTBEHHbIX NpenapaToB A0JIXKHA
HaHOCUTbCA Hagnuck: "TomeonaTnyeckmin'.

7. Ha BTOpuYHYlO (NOTPEBUTENbCKYIO) YNAKOBKY /EKApCTBEHHbIX PacTUTE/bHbIX MPenapaTtoB A0/KHa
HaHOCUTBLCA Hagnuch: "MpoAayKUMA NPoLAa PAaAUALMOHHbBIA KOHTPOAb".

8. Ha nepBMYHYylO YyNaKoBKy (ecnu Ans 3TOro Cyw,ecTByeT TeXHMYeCKas BO3MOMKHOCTb) M BTOPUYHYIO
(noTpebuTenbcKylo) ynakoBKy NeKapcTBEHHbIX NpenapaTos, npeaHasHaYeHHbIX AN KAUHUYECKUX UCCAea0BaHUM,
[OKHA HAHOCUTLCA Haanuch: "ONA KAMHUYECKUX UccnesoBaHnn".

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

9. YNaKoBKa /IeKapCTBEHHbIX CPeacTs, NpegHasHauYeHHbIX UCKAOUUTENBHO A4 3KCMOpTa, MapKuUpyeTcs B
COOTBETCTBMM C TPEHOBAHMAMM CTPaHbI-UMMoOpTEpPa.

10. Ha TpaHCMOpPTHylO Tapy, KOTOpasa He npegHasHayeHa AN notpebuteneir U B KOTOPYH MNOMELLEHO
NIeKapCTBEHHOE CPeACTBO, A0/KHA HAHOCUTLCA MHPOPMALMA O HAMMEHOBAHUW, CEPUMN NEKAPCTBEHHOMO CPEACTBA,
JaTe BbIMyCKa, KOAMYECTBE BTOPUYHbIX (MOTPeBUTENbCKMX) YNAaKOBOK IEKapCTBEHHOMO CPeacTBa, NpousBoauTese
NIEKapCTBEHHOTO CPeACTBa C YKa3aHWEM HaUMEHOBAHMA U MECTOHAXOMKAEHWUA NPOU3BOAUTENA JIEKaPCTBEHHOIO
cpeacTsa (agpec, B TOM Yncne cTpaHa M (MM) MecTo NPoM3BOACTBA JIEKAPCTBEHHOMO CPEACTBA), @ TaK¥Ke O CPoKe
FOAHOCTM /IeKapCTBEHHOro cpeactBa M 06 YCNOBMAX €ro  XpaHeHMa W MepesBo3KM, Heobxoammble
npeaynpeamTesibHble HaANUCU U MaHUNYAATOPHbIE 3HAKMU.

11. Ha nepBMYHYIO YNaKOBKY M BTOPMYHYIO (MOTPEBUTENLCKYIO) YNAaKOBKY /IEKAPCTBEHHbIX CPeACTB AN
BETEPWHAPHOTO NPUMEHEHUA A0/KHA HAHOCUTLCA Hagnuck: "Ona BeTepUHapHOro NpumeHeHus".

12. Ha BTOpUYHYIO (MOTPebUTeNbCKYO) YNaKoBKY NEKaPCTBEHHOTO NpenapaTta HaHOCUTCA WTPUXOBOM KoA,

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
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B POCCUMCKYIO ®ELEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUIMCKOW ®EAEPAL NN
(B pea. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MopAaoK BBO3a IeKApCTBEHHbIX cpeacTB B Poccuiickyto ®depepaumio U BbiBO3a NEKAPCTBEHHDIX
cpeactB u3 Poccuiickoin Pepgepauyun
(8 pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1. BBO3 /ieKapcTBEHHbIX CpeacTB B Poccuiickylo Pesepaumio ocyLLeCTBAAETCA B NOPSAAKE, YCTAHOBEHHOM
MpasutenbctBom Poccuiickoit Pesepaunn, B COOTBETCTBUM C TAMOMKEHHbIM 3aKOHOAATENbCTBOM TaMOMKEHHOro
coto3a B pamkax EBpA33C (aanee - TamorKeHHbI coto3) U (M1M) 3aKOHOAATeNbCTBOM Poccuiickolt depepaumm o
TaMOKEHHOM aene.

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

KoHcynbTaHTlAOC: NnpuMmeYvaHue.

Jo 31.12.2023 poOCCUMIACKMM NPOM3BOAUTENAM pPa3pelieH0 B YBEAOMMUTENbHOM MNOpAAKe BBO3UTb He
BHECEHHble B peecTp dapmaLeBTMUeckMe cybCTaHUMM ANA BETEPUMHAPHOIO MPUMEHEHMA ANA NPOW3BOACTBA
3aperncTpMpoBaHHbIX 1€KAPCTBEHHbIX cpeacTB (MocTaHoBneHue Mpasutenbctea PP ot 12.03.2022 N 353).

2. BBo3umble B Poccuiickylo ®Pepepauuio  NeKapCTBEHHble CPeAcTBa  [AOJ/IKHbI - COAEpKaTbCA B
rocyZapCTBEHHOM peecTpe SIeKAPCTBEHHbIX CPeACTB.
(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-03, o1 27.12.2019 N 462-3)

3. [OonyckaetcAa BBO3 B Poccuiickyio deaepaumio KOHKPETHOW MapTUM 3aperucTpuMpoBaHHbIX U (Mau)
HE3aperMcTPUPOBAHHbIX  JIEKAPCTBEHHbIX  CPEACTB, MNpPeAHa3HAYeHHbIX A/A MNPOBeAEHUA  KAMHUYECKUX
nccnenoBaHWM  NEKAPCTBEHHbIX MpPenapaTtoB, MNPOBEAEHUA IKCMepTU3bl JIEKAPCTBEHHbIX CPeacTB  Ans
OCYLLECTBNEHUA TOCYAAPCTBEHHOW PErncTpauMm NeKapCTBEHHbIX NPEenapaToB MAM AN OKa3aHMA MegULMHCKOM
MOMOLWLM NO KM3HEHHbIM MOKA3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHMW paspelleHus, BblAAHHOro
YNONHOMOYEHHbIM PeaepanbHbIM OPraHOM UCMOIHUTENbHOM BAACTU MO 3aABIEHMAM UL, YKa3aHHbIX B cTaTbe 48
HacToAwero ®depepasbHOrO 3aKoHA. PaccmoTpeHMe TaKOro 3afaB/feHMA W MPUHATUME peleHuAa O Bblgadve
paspelleHnsa Ha BBO3 KOHKPETHOWM NapTMM 3aperucTpUpoBaHHbIX U (MAK) HE3apPEerucTPMPOBAHHbIX JIEKAPCTBEHHbIX
CpeacTs, npeaHa3HAYeHHbIX A1A MNPOBEAEHMA KAMHUYECKUX UCCNEeLOBaHUW NEeKapCTBEHHbIX MpPenapaTtos,
NpoBeAEHN 3KCMEepPTU3bl JIEKAPCTBEHHbIX CPEACTB A/  OCYLECTB/IEHUS TOCYAapCTBEHHON perncrpauum
NIeKapCTBEHHbIX NPenapaToB UAN ANA OKa3aHUA MeAULUMHCKOM NOMOLM NO KU3HEHHbIM NOKa3aHUAM KOHKPETHOro
nauMeHTa Mb6o 06 OTKase B Bblgaye YKa3aHHOro paspelleHus NpPou3BOAATCA B CPOK, He NpeBbllalowmii Natu
pabounx aHel. MnaTa 3a BblAayy YKa3zaHHOro paspelleHns He B3MMaeTcs.

(8 pea. PepnepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

KoHcynbTaHTlAtOC: NnprMmeYvaHme.
C01.01.2024 4. 3.1 cT. 47 yTpaumnsaet cuny (3 o1 27.12.2019 N 475-$3).

3.1. [Oonyckaetca BBO3 B Poccuiickylo ®deaepaumio KOHKPETHOW NapTMM  He3aperncTpuMpoBaHHbIX
NIeKapCTBEHHbIX NPenapaToB, COAEpPMKaLLMX HAPKOTUYECKMEe CPeacTBa UM MCUXOTPOMHbIE BELLECTBA, B MOPAAKE,
ycTaHoBneHHOM lMpaButenscTBom Poccuinckoit deaepaunn, o8 OKa3aHUS MeAULMHCKOMW NOMOLLM MO KU3HEHHbIM
MOKa3aHUAM KOHKPETHOro MauuMeHTa MAM rpynnbl NALMEHTOB B C/y4ae, €C/iM UMEEeTCA pelueHWe BpadyebHow
KOMUCCUN MEAULMHCKOM OpraHusauum o HesheKTUBHOCTU UM HEBO3MOMKHOCTU NPUMEHEHMUA Y KOHKPETHOro
NMaumeHTa WHbIX 3apPerucTpuMpoBaHHbIX NIEKAPCTBEHHbLIX MpernapaToB, B TOM YWUCNE COAEPAWMUX apyrue
AeNCTBytoWMe BELLECTBA, U O HEOBXOAMMOCTM BBO3a OMNpeaesIeHHOro He3aperMcTpupoBaHHOIO J1IeKAaPCTBEHHOrO
npenapaTa C YKasaHWeM ero MeXxAyHapoAHOro HenaTeHTOBAHHOrO (MM XMMUYECKOTO, UAW TPYNNMPOBOYHOrO)
HaumeHoBaHWA, Gopmbl BbiNycka M KosuvectBa. llepeyeHb 3abosneBaHUMA U COCTOAHWA W COOTBETCTBYHOLLMX
NIEeKapCTBEHHbIX MNPEnapaToB, COAEpP)KallMX HAPKOTUYECKMe CcpencTBa W MNCUXOTPOMHble BELWEeCTBa, B LEnAx
OCYLLECTB/IEHUA UX BBO3a B COOTBETCTBMM C TpebOBaHMAMM HACTOALWEN YACTU YTBEPKAAETCA YNONHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOJIHUTEIbHOW BNACTU.

(4actb 3.1 BBegeHa GeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-03)

3.2. [lo 31 pekabpsa 2024 roaa AonycKaloTcsA BBO3 Ha Tepputopumio Poccuiickoit Pegepaunn n obpalieHue B
Poccuiickon Pepepaumm ¢ yyeTom ocobeHHOCTel, ycTaHoBAeHHbIX MpaButenbctBom Poccuiickoii ®eaepauuuy,
3apPEerncTPMpPOBaAHHbIX  JIEKAPCTBEHHbIX MPenapaTtoB ANA  MeOUUMHCKOTO  MNPUMMEHEHWs B YMaKOBKaXx,
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npefHasHayeHHbIX ANA obpalleHUa B MHOCTPaHHbLIX rOCyAapcTBax, B ciayvyae JedpeKTypbl JIeKapCTBEHHbIX
npenapaToB WAM pUCKa ee BO3HUKHOBEHMA B CBA3W C BBeAEHUEM B OTHoweHuu Poccuiickon Pepepauun
OrPaHUYUTENbHBIX Mep 3KOHOMMYECKOro XapaKTepa Mpu YCNOBUW COOTBETCTBUA BBO3MMbBIX N1€KAPCTBEHHbIX
npenapaToB TpeboBaHUAM, YCTAHOBNAEHHbIM MPU UX PErncTpaLymun, 3a UCKIHeHUeM TpeboBaHWUI K MepBUYHOMN
YNaKOBKe, BTOPUYHOW (NOTPebUTENbCKOM) ynaKoBKe, a TaKXKe Mpu Ha/lMuMu Ha BTOPUYHOW (NOTpPebuTenbcKom)
YNAKOBKe JIeKapCTBEHHbIX MPEnapaToB, HAaXOAALWMXCA B OOPALLEHUM, CAMOKNEALLENCA 3TUKETKM, CoAeprKallein
NMHbOPMaLMIO O NEKAPCTBEHHOM MpenapaTe Ha PYCCKOM fA3bIKe.

(4acTb 3.2 BBeaeHa depepanbHbiM 3aKoHOM OT 26.03.2022 N 64-d3; B pea. PegepanbHoro 3akoHa ot 19.12.2022
N 519-3)

4. B Poccuiickyto Defepalmio MOXKHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAYECTBO KOTOPbLIX NMOATBEPHKAEHO
cepTMdMKAaTOM NpPOM3BOAMUTENS  NIEKAPCTBEHHbIX CPeAacTB, YAOCTOBEPAIOWMM  COOTBETCTBME  BBO3MMbIX
JNIeKapCTBEHHbIX cpeacTs TpeboBaHuam dapmaKkonelHbix cTtaTeld AMBO B C/y4ae MX OTCYTCTBMA HOPMATMBHOW
AOKYMEHTaLMM UM HOPMATUBHOTO LLOKYMEHTa.

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

5. 3anpewaetca BB0O3 B Poccuiickylo Peaepaumio GanbcrdULUMPOBAHHBIX NEKAPCTBEHHbIX CPEeACTs,
HeL06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX 1IEKAPCTBEHHbIX CPEACTB.
(8 pea. ®esepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. ®anbcMonUMpPOBaHHbIE NIEKAPCTBEHHbIE CpeacTBa, Heg0bpOKayecTBEHHblE JIeKapCTBEHHble CPeacTBa
noa/iexkar U3bATUIO U NOCNeayIOWEMY YHUUTOKEHMIO UK BbIBO3Y M3 Poccuiickoin Peaepaumn, KOHTpadaKTHbIe
JIEKapCTBEHHbIE CPEACTBA - U3BATUIO U NOCAEAYIOWEMY YHUUTOXKEHUIO. YHUUTOXKEHME UK BbIBO3 M3 PoccuiicKoim
depepaunm danbcndULMPOBaAHHBIX JIEKAPCTBEHHBIX CPEACTB, Hef0OPOKAUYECTBEHHbIX JIEKAPCTBEHHbLIX CPEACTB,
KOHTPAhaKTHbIX JIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a CYET /MLA, OCYLLEeCTBMBLUETO UX BBO3. [lopAnoK
YHUUTOXKEHNA U3BATbIX GanbCOULMPOBAHHBIX JEKAPCTBEHHbIX CPeACTB, Heg0bPOKaUYeCTBEHHbIX NEKAPCTBEHHbIX
CpeacTB, KOHTPadaKTHbLIX NEKAPCTBEHHbIX CPEACTB ycTaHaBAuBaeTcs MpasuTtenbcTBom Poccuiickon ®epepaumu.

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

7. Nvua, ocywectBnaowme BBo3 B Poccuiickyto ®Pegepaumnio danbCcULUMPOBAHHBIX NEKAPCTBEHHbIX
cpencts, HeAObOPOKAYECTBEHHbIX JIEKAPCTBEHHbLIX CPEACTB, KOHTPadaKTHbIX JIEKAPCTBEHHbIX CPeAcTs, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TAaMOXKEHHbIM 3aKOHOAATENbCTBOM TaMOMEHHOro cotos3a M (uam)
3aKoHOZaTeNbCcTBOM Poccuitickolt deaepaumnm o TaMOXKEHHOM Aene.

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

8. BblBO3 NeKapcTBeHHbIX CpeacTB M3 Poccuiickon depepaunm  ocywiecTsaseTca 6e3 nNpumMeHeHus
OrpaHUYeHWW,  YCTAHOBJ/IEHHbIX TAMOMEHHbIM  3aKOHOAATE/NIbCTBOM  TaMOMKEHHOro cot3a U (uawm)
3aKoHoZaTenbcTtBom  Poccuiickoit  depepaumm 0 roCyfapCTBEHHOM — PEry/IMPOBAaHUM  BHELWHETOProBOWM
AEeATeNbHOCTH.

(8 pea. epepanbHbix 3akoHoB 0T 06.12.2011 N 409-3, o1 25.11.2013 N 317-d3, 01 22.12.2014 N 429-93)

9. BBOZ, B rpa)kAaHCKMM 060POT IEKAPCTBEHHbIX NPENAPATOB A1 MeSULUMHCKOTO NPUMEHEHUA, BBE3EHHbIX
B Poccuiickylo ®egpepauuio, ocylwectsnsetca ¢ cobnogeHvem TpeboBaHWI, YCTaHOBAEHHbIX cTaTbel 52.1
HacToAwero PenepanbHOro 3aKoHa.
(4acTb 9 BBepeHa PegepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlAOC: NprMeYyaHme.
C 01.09.2023 cT. 47 pononHsetca 4. 10 (@3 o1 02.07.2021 N 317-P3). Cm. GyayLLyio peaaKkumio.

Cratba 48. Opuauuyeckue nuua, KOTOpPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CpeacTB B PoccuiicKyto
depepauyuto
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTsa B Poccuiickyto ®egepaLmio MOryT BBO3UTD:
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npousBoAMTeNN /IeKAPCTBEHHbIX CPEeACTB AN Ueneit coBCTBEeHHOro npPOM3BOACTBA /1EKAPCTBEHHbIX
cpeacTs;

2) MHOCTpaHHble pPa3paboTUMKM IeKAaPCTBEHHbIX CPeACTB U MHOCTPaHHbIE NMPOU3BOAMTENIN SIEKAPCTBEHHbIX
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Ccpeacts UAWM  Apyrue lopuanyeckne avua Mo NopydYyeHuto paspaboTyMKa NeKapCTBEHHOro cpeacTsa Ans
npoBefeHWA KAMHUYECKMX WCCNeaoBaHWiA  NIEKapCTBEHHOro npenapaTta, OCYWeCTBAEHUS [ocyAapCTBEHHOM
perncTpauumn NekapcTBeHHOro npenapaTa, BKAlOYeHMs dapmMaleBTMYeCcKoM cybCTaHUMM B rOCYAapCTBEHHBIN
peecTp /NeKapCTBEHHbIX CPEeACTB, KOHTPO/IA KauyecTBa JIEKAPCTBEHHbIX CPEACTB MPW Ha/NMYMK  paspelleHus
yno/sIHOMO4YeHHOro deaepanbHOro opraHa UCMOIHUTE/IbHOM BNACTU Ha BBO3 KOHKPETHOW MapTUM IEKapCTBEHHbIX
cpeacTs;

3) opraHM3aLmm ONTOBOM TOProB/IM IEKAPCTBEHHLIMW CPEACTBAMY;

4) HayyHoO-uUcCnedoBaTeNbCKME OpraHu3aumn, obpasoBaTesibHble OpraHM3auMKM Bbiclero o6pasoBaHus,
NPOM3BOAMTENN IEKAPCTBEHHbIX CPeACTB ANA pa3paboTKu, nccnenoBaHWii, KOHTpons 6e30MacHOCTH, KadvecTsa,
3$HEKTUBHOCTM NIEKAPCTBEHHbIX CPEACTB MPU HANNYMKM paspelleHnn YynoNHOMOYEeHHoro ¢eaepanbHOro opraHa
NCNONHUTENBHOW BNACTH;

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

5) mMegMUMHCKME OpraHu3auuMKn, WHble YKasaHHble B MyHKTax 1 - 4 HacToAweWn CTaTbM OpraHusaumun anaa
OKa3aHMA MeANLMHCKOM NOMOLLM MO KU3HEHHbIM NOKa3aHMAM KOHKPETHOIO MaumMeHTa Npu Hanuumn paspeLleHmsn
YNo/IHOMOY€EeHHOro defepasibHOro opraHa UCMOIHUTE/IbHOM BAACTM Ha BBO3 KOHKPETHOM MapTUM IEKAPCTBEHHOIO
npenapaTa, BblAAHHOIO B YCTAHOBNEHHOM MOpsALKe B GOpMe 3/1eKTPOHHOTO AOKYMEHTA, NOANMCAHHOIO YCUNEHHOM
KBaNIMPULMPOBAHHOM 3/IEKTPOHHOM NOANUCHIO;

(8 pea. epepanbHoro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTlNtOC: NnpumedaHme.
C01.01.2024 n. 6 cT. 48 yTpaumaeT cuay (P3 o1 27.12.2019 N 475-P3).

6) rocynapCTBeHHble YHWUTApHble MPeanpuATUs, MMYLLECTBO KOTOpbIX Haxoautca B  deaepasbHom
cobctBeHHOCTH, onpeaensemble [MpasuTtenbctBom Poccuitickonn Pepepaumm, B YacTM BBO3a B Poccuiickyro
dPepepaumio He3aperncTpMpPOBaHHbIX JIEKAPCTBEHHbIX NPEnapaToB, COAEPKALLMX HAPKOTUYECKMe cpeacTBa UAU
MCUXOTPOMHbIE BELLECTBA, A5 OKa3aHWA MEeLMLMHCKOM MOMOLWM MO PKU3HEHHbIM MOKA3aHUAM KOHKPETHOro
nauneHTa uan rpynnbl NaLMEHTOB B COOTBETCTBMM C YacTbto 3.1 ctatbum 47 HacToAwero PenepanbHOro 3akoHa.

(n. 6 BBeaeH PegepanbHbiM 3aKoHOM OT 27.12.2019 N 475-93)

Cratba 49. [loKymeHTbl, NpeacTaBaseMble B TaMOXeHHble opraHbl Poccuiickoit depepauumn npu Beose
JIeKapCcTBEHHbIX cpeacTs B Poccuiickyio Pepepauuio
(8 pea. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

1. Mpu BBO3e NEKApPCTBEHHbIX CPeAcTB B Poccuiickylo Penepauymio B TaMOXKeHHble opraHbl Poccuiickoi
depepaumm  Hapagy € OOKYMEHTaMu,  NpeacTaBleHMe  KOTOPbIX  MPeAyCMOTPEHO  TaMOMEHHbIM
3aKOHOZATeNbCTBOM TaMOXKEHHOro cot3a M (Man) 3akoHoaaTenbctBom Poccuiickoit ®egepaunm 0 TaMOXKEHHOM
Aene, NpeacTaBAAOTCA Ceayowmne LOKYMEHTbI:

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

1) cepTuduKaT Npou3BOAUTENSA NIEKAPCTBEHHOIO CPEeACTBa, YAOCTOBEPAIOWMI COOTBETCTBME BBO3MMOIO
NeKapcTBeHHOro cpeactea TpeboBaHMAM dapmaKkoneinHon ctaTbu AMbBO B Caydae ee OTCYTCTBMSA HOPMAaTMBHOWM
AOKYMEHTAL MU MY HOPMATUBHOTO AOKYMEHTa;

2) paspelleHne ynosHOMOYeHHOro deaepasbHOro opraHa MCNOAHWUTENbHOM BNACTM Ha BBO3 KOHKPETHOWM
MapTMKU NIEKAapCTBEHHOIO CPEACTBAa B CAyYasX, YCTAHOBJEHHbIX 4YacTbio 3 ctatbi 47 Hactoswero PegepasibHOro
3aKoHa.

2. [IOKyMeHTbl, YKa3aHHble B MyHKTax 1 n 2 yactu 1 HacToAulel CTaTbM, NPEACTaBAAIOTCA B TAMOMKEHHbIE
opraHbl Poccuiickoit ®eaepaumm npy NnpubbITUK NeKapcTBEHHbIX CpeacTs B Poccuiickyto ®eaepauuto.
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CratbAa 50. BBO3 IeKapCcTBEHHDbIX NpenapaToB B Poccuiickyto Pepepaumio 4Ns IMHHOTO UCNOIb30BAHUA U
MHbIX HEKOMMEPUYECKUX LeNel, a TaKKe AN UCNONb30BAHUA Ha TEPPUTOPUU MEXKAYHAPOAHOIo MegULMHCKOro
Knacrepa
(8 pea. epepanbHbix 3akoHoB 0T 06.12.2011 N 409-03, o1 29.06.2015 N 160-3)
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1. NlekapcTBeHHble NpenapaTbl MOryT 6bITb BBE3eHbl B Poccuiickyto ®enepauunto 6e3 yyeta TpebosaHuM,
npeaycMmoTpeHHbIX Yactammn 1 - 4 ctatbn 47, ctatbAMn 48 n 49 HacTtoswero ®eaepanbHOro 3aKoHa, €CAu OHU
npeaHasHavyeHbl ANA:

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

1) AMYHOro MCNOb30BaHUA GUIMYECKUMM AnLAMK, NPMbbIBLIMMK B Pocculickytlo Peaepaumio. Mpu atom
BBO3 B Poccuitickyto Penepaumio NeKapcTBEHHbIX MPenapaToB, CoAepXKalumMx CuUabHoAeNCTBYOWME U (Man)
A00BUTblE BELLEeCTBA, BK/OYEHHbIE COOTBETCTBEHHO B CMAMCOK CWU/IbHOAENCTBYIOWMX BELWECTB AAA Lenen
YroN0BHOMO 3aKoHoAaTesbcTBa Poccuiickolt depepaumm M B CNUCOK AAOBUTbIX BELLECTB A/1A Lefiei Yrosl0BHOMo
3aKoHopaTenbcTBa Poccuiickoi  ®depepaumn, yTBepKaeHHble [paButenbctBom Poccuitickont  depepauun,
OCYLLECTBAAETCA NPU HANNYUU LOKYMEHTOB (3aBEPEHHbIX KOMWIM LOKYMEHTOB MW 3aBEPEHHbIX BbIMUCOK U3 HUX),
NOATBEPKAAIOWMX Ha3HaYeHne GU3MYECKOMY NIMLY YKa3aHHbIX JIeKapCTBEHHbIX MpenapaToB (3a MCKAlYeHuem
JIeKApCTBEHHbIX MpenapaToB, 3aperncTpupoBaHHbIX B Poccuiickon ®Pepepaumm mn oTnyckaembix B Poccuiickoi
depepaumm 6e3 peuenTta Ha eKapCTBEHHbIV nNpenapart). MNoaTBep:Kaatowme AOKYMEHTbI (MX 3aBepeHHble Konuu
WY 3aBEPEHHbIE BbIMUCKU U3 HUX) AO/IXKHbI COAEPKATb CBEAEHNA O HAMMEHOBAHUN U KONNMYECTBE HAa3HAYEeHHOro
NleKapCTBEHHOro npenapata. B cnyvyae, ecnn noaTesepKpatlolime AOKYMEHTbl (MX 3aBEpPEeHHble KOonuu Waun
3aBepeHHbIE BbIMUCKM M3 HUX) COCTaB/IEHbI HA MHOCTPAHHOM fA3bIKe, K HUM NpUiaraeTca HoTapuaabHO 3aBePEHHbIN
nepesos Ha PYCCKUI A3bIK;
(n. 1 B pea. PeaepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) MCcnonb3oBaHUA PaboOTHMKAMM AMNIOMATUYECKOrO Kopnyca WAM NPeacTaBUTENAMU MEKAYHaPOAHbIX
opraHM3aLmin, akkpeamMToBaHHbIX B Poccuickon Peaepaumu;

3) nNeyeHMs NAcCa’KMPOB W YNEHOB 3KMUMAXKel TPAHCMOPTHbIX CPEACTB, Noe3gHbiXx bpurag v BoauTenen
TPAHCNOPTHbIX CPeACTB, NpMbbIBLWNX B Poccuitckyto Pepepaumio;
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHMA YYACTHUKOB MENKAYHAPOAOHbIX KYAbTYPHbIX, CMNOPTMBHbLIX MEPOMPUATUI U  YYACTHWUKOB
MeAYHapPOAHbIX 3KCNeanLumii;

5) NneyeHMA KOHKPETHbIX KMBOTHbIX B 300MapKax, 300Cafax, UMpKax, OKeaHapuymax, AenbduHapuax,
NIEYEHNA AUMKUX KMUBOTHbIX, MOCTOAHHO WM BPEMEHHO Hacenawlwmx TeppuToputo Poccuiickon depepauunn,
HaXOAALLMXCS B COCTOAHUMN €CTECTBEHHOM CBOBOALI U MPUHAANENKALMX K BUAAM, 3aHECEHHbIM B KpacHyto KHUry
Poccuitickoit degepaummn M (MAKn) KpacHble KHUTM Cyb6beKToB Poccuiickoit depepaunn, a TaKKe KMBOTHbIX,
BBO3MMbIX B Poccuitckyto ®egepaumto s yyactma B CNOPTUBHbIX U 3PE/INLLHBIX MEPONPUATURAX;

(8 pea. PeanepanbHbix 3aKkoHoB 0T 06.12.2011 N 409-d3, ot 02.08.2019 N 297-d3)

6) MCNONIb30BAHMA Ha TEPPUTOPUUN MEKAYHAPOLAHOTO MEAMULMHCKOTO KaacTepa.
(n. 6 BBeaeH PegepanbHbiM 3akoHOM OT 29.06.2015 N 160-P3)

2. B cnyyanx, npeaycMOTPEHHbIX YacTblo 1 HacTosLLeN cTaTby, fonycKaeTcs BBO3 B Poccuiickyto Pesepaumio
NeKapCTBEHHbIX NPenapaTos, He 3aperncTpPMpoBaHHbIX B Poccuiickoit deaepaumu.
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble npenapaTbl, NpegHa3HaYeHHble 4N TYMaHUTapHOW NOMOLM (COaenCcTBUA) MM NOMOLM
Npu YpesBblYaMHbIX CUTyaLMAX, BBO3ATCA B Poccuiickyto Pesepaumio B NopsaKe, yCTaHOBeHHOM [1paBUTENbCTBOM
Poccuiickoli Penepaunun. 3anpewaeTcs BBo3 B Poccuiickyio ®enepaLmio HesaperncTpupoBaHHbIX NEKAPCTBEHHbIX
npenapaTos, NpeaHasHa4YeHHbIX ANA YMaHWTapHOM NOMOLWM (COAEMCTBMA) MAM NOMOLM NPU YpesBblYaliHbIX
CUTyaumnax.
(8 pen. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

Cratba 51. CoTpygHuuectBo ¢epepasibHOro OpraHa MWCMOJIHUTENIbHOM BAAcTU, YNOJIHOMOYEHHOTO B
obnacTn TamoXKeHHOro aena, u APYrux ynoHOMOo4Y€eHHbIX pepepanbHbIX OPraHOB UCMONHUTENbHOM BAacTU

1. YnonHomoueHHble denepanbHble OpraHbl UCMOAHUTENbHOM BNACTU NPeAoCTaBAAT B pacnopsKeHue
benepanbHOro opraHa WCMNONHUTENbHOW  BAACTM, YMNOJAHOMOYEHHOTO B 06/1acTM  TamOMKEHHOro Aena,
roCy4apCTBeHHbI PeecTp NeKapCTBEHHbIX CPEACTB, a TakKe MHOGOPMALMI0 O BblAaHHbIX Pa3pelleHnsax Ha BBO3
KOHKPETHOM NapTMM NEKapCTBEHHbIX CPEeACTB B CAyYasX, YCTAaHOBAEHHbIX 4acTblo 3 cTaTbM 47 HaAcTOALLEro
denepanbHOro 3aKoHa.

2. ¢>ep,epaanb|171 opraH WCMOJIHUTEIbHON BNACTY, ynOJ’IHOMOHGHHbIVI B 061acTM TamMOMKeHHOro Aena,
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MHPOPMUPYET yKasaHHble B 4acTW 1 HacToALWEN CTaTbW YNOAHOMOYEHHble deaepanbHble OpraHbl UCMOAHUTENBHOM
BJ1aCTM O BBO3€e JIEKAPCTBEHHbIX cpeacts B Poccuiickylo Pepepaumio U BbiBO3e NIEKAPCTBEHHbIX CPeacTB M3
Poccuitickot depepaumm no ¢dopme M B NOpsAAKe, KOTOpble YcCTaHOBAEHbl [lpaBuTenbcTBOM Poccuiickoi
depepaumu.

(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

Fnhasa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
CratbA 52. OcywecrieHne papmaLeBTUHECKON AeATe/IbHOCTU

1. ®dapmaueBTMYECKaa  OeATeNbHOCTb  OCYLLEeCTB/IAETCA  OpraHMsauMsmMu  ONTOBOM  TOProeau
NIeKapCTBEHHbIMW  CPEeACTBaMM, aNTEYHbIMU OPraHM3aUUAMK, BETEPUMHAPHLIMM aANTEYHbIMM OPraHMU3aLUAMM,
WMHOMBUAYANbHBIMM  MPeanpUHUMATENAMU, WMMEIOWUMU  IULEH3UI0 Ha (GapMaueBTUYECKY0 LeATe/IbHOCTb,
MEAMULMHCKUMK  OpraHM3auMaAMKM, MWMEIWMMU NNLEH3MIO Ha (GapMaLeBTUYECKYI0 OeATeNbHOCTb, U WX
060cobneHHbIMM  MogpasgeneHuamn  (ambynatopusamu, denbaluepckummn  u - benbaepcKo-aKyLepCcKUmm
NyHKTaMW, LUeHTpamu (oTaeneHnsmun) obuiein BpayebHoOM (CemMenHON) NPaKTUKKM), PACNONOKEHHbIMU B CENbCKUX
HacefleHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHvM3auuu, M BEeTEPUHAPHLIMU OpPraHM3aUUAMM,
UMEIOLLMMM NLEH3UNI0 Ha GapMaLLEBTUYECKYIO AeATENbHOCTD.

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

KoHcynbTaHTlNtOC: NnpumedaHune.

Y. 2 cT. 52 (B pea. 3 ot 28.04.2023 N 149-d3) B YaCTV aKKpeAUTALMKN CNELMANINCTOB C BbICLUMM WU CPeaHUM
BETEPMHAPHbIM 06pa3oBaHMEM, OCYLLECTBAAIOWMX GapMaLEeBTUYECKYIO AeATe/IbHOCTb, NPUMEHAETCA C
01.03.2026. CepTnduKaTbl TaKMM nLAM BblgatoTca no 28.02.2026 n aelcTByIOT He 6onee 5 neT.

2. dusnyeckne aMua MoryT oCyLLecTBAATb GapMaLLEBTUYECKYHO AEATEIbHOCTb MPU HANANYMU BbICLLIETO UK
cpegHero dapmaueBTuyeckoro obpasoBaHMA U cepTudMKaTa cneumanucta AmMb6o NPoONLEeHHON aKKpeauTaumu
cneumanncTa, BbICWIErO WAW CPedHero BeTepuHapHoro obpasoBaHMA M cepTUdMKaTa cneumanucta nmbo
NPoONAeHHON aKKpeguTauMM ChneuManncta, a TaKKe BbICIIEero WAM cpegHero MeamuuHCKoro obpasoBaHus,
ceptuduMKaTa cneumanucta ambo  NPONAEHHOW  aKKpeauTauuu  cneumanucta W AONOAHUTENbHOrO
npodeccuoHanbHOro o06pa3oBaHMA B 4YacTM PO3HMYHOW TOPrOB/AM JIEKAPCTBEHHbIMM Mpenapatamu  Aanaa
MEANUMHCKOrO MPUMEHEHMA MpU ycaoBuM uX paboTbl B 060CO6GNEHHbIX MOAPA3LENEHUAX MEANUMHCKUX
OpraHusaLmii, yKasaHHbIX B 4acTu 1 HacTosALWwen CTaTbu.

(4acTb 2 B pea,. PepepanbHoro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlAOC: NnpuMmeYvaHue.

JlekapcTBeHHble npenapaTbl 418 MeAUMUMHCKOTO MPUMEHEHMUA, BBEAEHHble B TpakAaHCKMi obopoT ao
29.11.2019, nognexkaT XpaHeHUto, NepeBO3Ke, OTMYCKY, peaansaummn, nepegaye, NPUMEHEHU0 A0 UCTeYyeHUs
cpoKa ux rogHocTh (3 ot 28.11.2018 N 449-03).

CratbA 52.1. BBOA, B rpaXKAaHCKuUii 060pOT NeKapCTBEHHbIX NPenapaToB 418 MeAULUHCKOro NpuMmeHeHus
(sBeaeHa ®eaepanbHbiM 3aKOHOM OT 28.11.2018 N 449-d3)

1. Mepes BBOAOM B rPa)KAAHCKMIA 06OPOT KaAOW CEpUM WAM KaKAOW MapTMM MNpoOU3BELEHHOro B
Poccuiickoit depepaumn NeKapcTBEHHOrO npenapata A48 MeAMUMHCKOTO MPUMMEHEHMA, 33 MUCKAYeHuem
MMMYHOBMONOMMYECKMX /IEKAPCTBEHHbIX MpenapaToB, MNPOM3BOAMUTENb TaKOro JiIeKapCTBEHHOro npenapaTa
npeacTtasnfet 8 ¢deaepanbHbli OpraH MCNOAHUTENbHON BAACTM, OCYLLECTBAAOWMIA GYHKUMM MO KOHTPOA U
Hagsopy B chepe 34paBOOXPAHEHUA, AOKYMEHT NPOM3BOAMUTENA NEKAPCTBEHHOrO CPeacTsa, NOATBEPXKAAOLWMIA
KauecTBO /IeKapCTBEHHOro npenapata, W NOATBEP)KAEHUE YNOJHOMOYEHHOro /iMua  Mpou3BOAUTENS
NeKapCTBEHHbIX CPEeACTB COOTBETCTBMA JieKapCTBEHHOro npenapata TpeboBaHWAM, YCTAaHOB/JEHHbIM MpPU ero
rocy4apcTBeHHOM perncrpayuu.

2. Mepen BBOAOM B rpakAaHCKUM 0BOPOT KarKAoM CepUU UAM KarKaoh napTuM BBO3MMOro B Poccuiickyto
depepaumio  NeKapCTBEHHOro  npenapata  ANA  MEAUUMHCKOTO  NPUMEHEHMA, 32  WUCKNHOYEeHUEM
MMMYHOBMONOIMYECKMX JIEKAPCTBEHHbIX MPEnapaTos, OPraHW3auMA, OCYLLECTBAAKOLWAA BBO3 J1IEKAPCTBEHHOO
npenapata B Poccuitickyio Pepepaumio, npeactasnser B denepasnbHblii OpraH MCNOAHUTENbHOW BAacTH,
OCYLLECTBAAOLWMI GYHKLUMM MO KOHTPOO U Hagsopy B cdepe 34paBOOXpaHeHUA, cepTuduKaT npoussoauTens
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NeKapCTBEHHOTO CPeACTBa, YAOCTOBEPAIOLLMI COOTBETCTBUE BBO3MMOTIO IeKapCTBEHHOro Npenaparta TpebosaHMAM
dapmakonenHon crtaTbM, a B C/y4yae OTCYTCTBUS dapmakonerlHoW cTaTbu TpeboBaHMAM HOPMATUMBHOW
AOKYMEHTaLMKn, U NOATBEpP)KAEHUE NpeacTaBUTeNs OpraHM3auuu, OCYLWEeCTBAAIOWEN BBO3 JIEKAPCTBEHHOMO
npenapaTta B Poccuiickylo Peasepaumio M yNnoNHOMOYEHHOW MHOCTPAHHbLIM MPOM3BOAMTENEM JIEKAPCTBEHHbIX
CpPeAcTB, COOTBETCTBMA BBO3MMOFO JIEKAPCTBEHHOro npenapaTa TpeboBaHMAM, YCTAHOBJAEHHbIM NPU  €ro
rocyfapCTBEHHON perncrpauuu.

3. NopsafoK NpeacTaBieHNA B COOTBETCTBUM € YacTAMK 1 1 2 HacToAlel CTaTbW LOKYMEHTOB M CBEAEHUI O
JIEKAPCTBEHHbIX NpenapaTtax, BBOAMMbIX B rPa*KAaHCKUn obopoT, ycTaHaBansaeTca MNpaButenbctBom Poccuiickoi
depepaumn.

4. B OTHOLUIEHUWN NEPBbIX TPEX CEPUIA UAWN NapPTUA IeKapPCTBEHHOIO NpenapaTa, Brnepsble NPOM3BEAEHHOIO B
Poccuitickoit ®depepaummn vMan Bhnepsble BBO3MMOro B Poccuitickyio Pepepaumio, B deaepanbHbll opraH
WCMONIHUTENbHOM BNACTU, OCYLLECTBAAIOWMI GYHKLMM NO KOHTPOJIKO M Haa3opy B cdhepe 34paBOOXpaHEHMS,
AOMONHUTENbHO MNPEACTaBASAETCA MPOTOKO/ MUCMbITAHWM O COOTBETCTBUM CEPUM WAW MAPTUM JIEKAPCTBEHHOTO
npenapata A4 MeAMUMHCKOrO TMNPUMEHEHWs TOoKasaTeNAM KayecTBa, MpPeayCMOTPEHHbIM HOPMaTUBHOM
OOKYMeHTaumen (Janee - NPOTOKON UCNbITaHWIA), NPOBOAUMbBIX aKKPEAUTOBAHHbIMM B COOTBETCTBUMM C
3aKoHOZaTeNbcTBOM Poccuiickon depepaumm 06 aKKpeauTauym B HAUMOHANbHOW CUCTEME aKKpeauTauuu
denepanbHbIMU  FOCYAAPCTBEHHBIMU  BIOAKETHBIMU  yUYpPEXAEHUAMM, NOABEAOMCTBEHHbIMU deaepanbHOMY
OopraHy MCNONHUTENbHOM BAACTU, ocyliecTBAsAOWwemMy GYHKUUM NO BbipaboTKe M peannsaummn rocysapcrBeHHoOM
NONNTUKU U HOPMATMBHO-MPABOBOMY PEry/MpoBaHui0 B chepe 34paBOOXPaHEHUA, U dedepanbHOMY OpraHy
WCMONIHUTENbHOM BIACTW, OCyWecTBAAOWEMY GYHKUMW MO KOHTPOAKD M HaA30py B cdhepe 34paBOOXPAHEHMSA.
MopAaoK BblAAYM YKa3aHHbIMK deaepanbHbIMU FOCYAAPCTBEHHBIMU BIOAKETHBIMU YUPEKAEHUAMWU [AAHHOMO
NPOTOKONA U pa3mep NAaThbl 3a €ro BblAgadvy yctaHaBamBatoTcA MNpaButenbcTBom Poccuiickol ®epepaunn.

5. ExerogHo He nosgHee 1 ¢espans NPOM3BOAUTENN NIEKAPCTBEHHbIX CPEACTB WAW OpraHv3auumu,
OCyLLEeCTBAAOWME BBO3 /IeKapPCTBEHHbIX Npenapatos B Poccuiickyio dPeaepaumio, npeactasnsaioT B GpeaepanbHblii
opraH UCMOIHUTENbHOM BNACTU, OCYLLECTBAAIOLMIA GYHKLMM NO KOHTPOJIIO U HaA30py B chepe 34paBOOXpaHEHUS,
MPOTOKO/ WCMbITaHWIA MNOCTYNMBLUErO B TeYEHME roAa B rpaKAaHCKMii o60opOT /leKapCTBEHHOro npenapara
KOHKPETHOro npou3BoauTens (Ha O4HY CEepuio KaxKAoro TOProBoro HavMeHOBAHWA C YYETOM JIeKapCTBEHHOW
bopMbl M A03MPOBKM), MPOBOAUMBIX AKKPEAWUTOBAHHLIMU B COOTBETCTBMM C 3aKOHOAATE/NLCTBOM Poccuiickoi
depepaumm 06 aKKkpeaUTaUMM B HAUMOHAJbHON CUCTEME aKKpeauTauuu WCMbiTaTesibHbIMM nabopatopusamu
(ueHTpamm).

6. MponsBoANUTENN NEKAPCTBEHHbIX CPEACTB WM OPraHM3aLuKn, OCYLLECTBAAIOWME BBO3 JIEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyto ®epepaumio, He MeHee YeM 3a OAMH roA A0 NAaHUPYeMbIX MPUOCTAHOBAEHUA UK
npekpaLLeHns NPon3BOACTBA JIEKAPCTBEHHbIX NPENapaToB UAM Ux BBO3a B Poccuiickyto Pepepaumio yBeaomaaoT
06 3Tom desepanbHbli OpraH UCMOAHUTENBHOW BAACTW, OCYLLECTBAAOWMIA GYHKLMM MO KOHTPOO M Hag30py B
cbdepe 34paBooxpaHeHUA U deaepanbHbii OpraH WCNOAHWUTENbHOW BAACTU, OCYLLECTBAAKOWMN GYHKUMM no
JIMLLEH3MPOBAHMIO NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

7. BBog B rpaxAaHCKMii 060POT KaxkaoW Cepunm WAW  KaKaoM napTMM  MMMYHOBMOI0rMYEecKoro
NIeKapCTBEHHOro MpenapaTa, npoussegeHHoro B Poccuiickoit degepaumn mav BBO3MMOrO B Poccuiickyto
depepaumio, OCyLWECTBAAETCA Ha OCHOBAaHMK pa3peLleHus, BblAaHHOro deaepanbHbiM OPraHOM UCMOHUTEIbHOM
BNACTW, OCYLLECTBAAIOWMM GYHKUMUM MO KOHTPOIK W Hag3opy B chepe 34paBOOXPAHEHMA, HA OCHOBAHWUM
Bbl4AaHHOTO deaepanbHbIMU  FOCYAAPCTBEHHbIMU  BIOAMKETHLIMU  YUPEKAEHUAMM, YKa3aHHbIMM B 4actn 4
HacToALLEeN CTaTbW, 3aK/AOYEHUA O COOTBETCTBMM CEPUM WAM MaPTUM MMMYHOBMONOTMYECKOro /IeKapCTBEHHOro
npenapata TpeboBaHMAM, YCTAaHOBAEHHbIM MNPW €ro rocyAapcTBeHHoM perucTpauuun. [opsagoK  Bblgaum
paspelleHns Ha BBOA B rPaXAaHCKWM 06OPOT cepuu MAM MapTUM MMMYHOBMONOMMYECKOrO /IEKapCTBEHHOMO
npenapata, a TakXKe MopALOK Bbl4auM YKa3aHHOro 3aK/l0YEHUA U pasmep NAaTbl 3a ero BbiAavy yCTaHaBAMBaKOTCA
MpasutenscTBom Poccuiickoit depepavmu.

8. 3a HenpeacTaBfeHWe UM HECBOEBPEMEHHOe NpeAacTaBlAeHMe [AOKYMEHTOB U  CBeAeHUMd,
npeaycMoTpeHHbIX Yactammn 1, 2, 4, 5 u 6 HacToAwWweN CTaTbW, NPOU3BOAMTENN JIEKAPCTBEHHbIX CPeacTs M
OpraHu3aLuK, OcyllecTBiAlOWMe BBO3 JIEKAPCTBEHHbIX NpenapaTtoB B Poccuiickyto ®depepauuio, HecyTt
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATEeIbCTBOM Poccuitickoit desepaumm.

9. MpepacTaBneHWe OOKYMEHTOB W CBeAEHWN, NPesyCMOTPEHHbIX YacTamn 1, 2 U 4 HacTosleNn cTaTbu, U
nojsyyeHne NPeaycCMOTPEHHOro 4acTblo 7 HacCToAWEeW CTaTby paspelleHMs Ha BBOL MMMYHOBMON0rMYyeckoro
NIeKapCTBEHHOrO Npenaparta B rpax4aHCcKMit 060poT He TpebyloTcA B OTHOLUEHWUM JIeKapCTBEHHbIX Npenaparos,
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npegHasHayeHHbIX ANA NPOBeAEHUA KAMHUYECKUX WUCCNEeAOBaHUIN /IEKAPCTBEHHbIX MpenapaToB, MpoBefeHuUA
SKCNepTU3bl /IEKAPCTBEHHbLIX CPEACTB AJ/1A OCYLLECTBAEHUA FOCYAapCTBEHHOW perncrTpaumm NeKkapCcTBEHHbIX
npenapaTos, a TakXe B OTHOLWEHUU He3aperMcTPUpPOBaHHbIX NeKapCTBEHHbIX NPenapaTos, NpeAHa3HaYeHHbIX ANA
OKa3aHWA MeAUUMHCKOW MOMOLLUM MO U3HEHHbIM MOKa3aHUAM KOHKPETHOro MauyeHTa UaW Frpynnbl NaLUeHTos,
BBO3MMbIX B Poccuitckyto Pepepaumio B cooTBeTcTBMM € YacTamu 3 u 3.1 ctatbu 47 HacTtoawero ®PeaepanbHoro
3aKoHa.

(8 pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

10. Mpw BbIABNEHUM B FPaXKAAHCKOM 060pOTE CEPUN AN NAPTUM NEKAPCTBEHHOTO NpenapaTa, 4OKYMEHTbI U
CBeAEHMA O KOTOPbIX, NPeayCcMOTPEHHble YacTAMKM 1, 2 1 4 HacTosALLEN CTaTbK, He NpeacTaBAeHbl B deaepanbHbIi
OpraH UCMNOJIHUTENIbHOW BNACTU, OCYLLECTBAAIOWMIA GYHKLMU NO KOHTPOJIIO U HaA30py B chepe 34paBOOXPaAHEHMS,
nmbo cepun aM NAapTUNM UMMYHOBMOIOrMYECKOrO JIEKAaPCTBEHHOIO NpenapaTa, He UMEOLWMX pa3peLleHma Ha BBOS,
B rpaAaHCKMM 060pOoT, NpeaycMOTPEHHOIO YacTblo 7 HACTOALLEN CTAaTbU, peaepasnbHbI OpraH UCNOJHUTEIbHOM
BNACTW, OCYLLECTBAAKOWMA OYHKLMM MO KOHTPOIO M Hag3opy B cdepe 34paBOOXPAHEHUA, B MNOPALKe,
yCTaHoB/IeEHHOM [MpasuTenbcTBOM Poccuiickolt Pepepaunn, NPUHUMAET PELLEHNE O NPEKPALLEHUMN TPAKLAHCKOTO
060poTa TaKMX CEPUM MW NapTUM L0 NPEeACTaBNEHMA YKa3aHHbIX AOKYMEHTOB M CBeAeHWn nnbo nonyyeHus
YyKa3aHHOro paspeLueHus.

KoHcynbTaHTlNtOC: NnpumeYaHune.
C 01.09.2023 AOKYMEHT gonosHaAeTca cT. 52.2 ($3 o1 02.07.2021 N 317-$3). Cm. byayLiyto peaakumio.

Cratba 53. T[lpopa)ka, nepepaya NeKapCTBEHHbIX CPEACTB OpraHM3auMamu ONTOBOW TOProBAU
NleKapcTBEHHbIMU CpeaCcTBaMuU

1. OpraHusaumm ONTOBOM TOPrOB/AW JIEKAPCTBEHHbIMWM CPeACTBaMM MOTYT OCYLLECTBAATb MNPOAAXKy
NIEKApCTBEHHbIX CPeACcTB MM nepefaBaTb UX B YCTaHOB/MIEHHOM 3aKoHogaTtenbcTBOm Poccuiickon Pepepaumm
nopsaake (3a uckitoueHnem dapmaLeBTUYECKOM cybCcTaHUMM cnnpTa 3TUOBOIO (3TaHONA):

(8 pea. PenepanbHOro 3akoHa ot 27.12.2019 N 481-03)

1) ApyrMm opraHn3aLMam ONTOBOM TOProOB/IM IEKAPCTBEHHLIMW CPEACTBAMMU;

2) NpoOM3BOAMUTENAM SIEKAPCTBEHHbIX CPEACTB A1 Liesiel NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHU3aUMAM U BETEPUHAPHbIM anTeYHbIM OPraHU3aLUaMm;

4) Hay4yHO-MUCCNef0BaATENbCKMM OpraHM3aLmMam 411 HayYHO-UccneaoBaTeIbCKon paboTbl;

5) MHAMBMAYaNbHLIM NpPeAnpPUHMMATENAM, MUMEIOLWMM NULEH3UIO Ha dapMaLeBTUYECKY0 AeATeNbHOCTb
WU INLLEH3MIO HA MeAMULMHCKYIO AeATEeNbHOCTb;

6) MegMUMHCKMM OpraHusaumam, B TOM 4YMC/le CO3LaHHbIM W 3apermcTpMpoBaHHbIM B COOTBETCTBMM C
3aKOHOZATe/IbCTBOM MHOCTPAHHOIO TOCyAapcTBa - uneHa OpraHvM3auum 3KOHOMWMYECKOro CcoTpyaHu4YecTBa W
Pa3sBUTMA MHOCTPAHHbLIM  OPUANYECKUM  IMUAM, WHOMBUAYaNbHbIM  MNpeanpUHUMMATENAM, ABAAIOLMMCA
YYaCTHUKaMM NPOEKTa B COOTBETCTBUU ¢ PesiepasibHbiM 3aKOHOM "O MeXAYHapoOAHOM MeANLMHCKOM KaacTepe U
BHECEHMW W3MEHEHMI B OTAe/bHble 3aKoHOAaTesnbHble aKTbl Poccuiickon depepauun”, n BeTepUHAPHbLIM
OpraHu3aLuam;

(8 pen. PepepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHMsaumMam M MHAMBUAYANbHbIM  NPeAnPUHUMATENsAM, OCYLLECTBAAKLWMM  pasBeaeHue,
BblpalLMBaHME N COAEPIKAHME KMUBOTHbBIX (33 UCK/OYEHNEM NPOAaKM UM GapMaLEeBTUHECKUX CYBCTaHUMIA AN UX
nepeaaiu).

(n. 7 B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3aumMy ONTOBOM TOProBAW NEKapCTBEHHbIMM CPEeACTBaMM HEe BMpaBe OCYLLECTBATb MPOAaKy
(nepegayy B ycTaHOB/AEHHOM 3akKoHoAaTenbcTBOM Poccuiickon Pepepaumm nopsake) dapmaveBTUYECKON
cybcTaHUmMmM cnupTa 3TUA0BOrO (3TaHoa).

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 27.12.2019 N 481-93)

CraTtba 54. NpaBuia oNToBOM TOProB/aN NEeKapCTBEHHbIMU CPeACTBaMM
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KoHcynbTaHTlAOC: NnpuMmeYvaHue.
C 01.09.2023 B 4. 1 cT. 54 BHOCcATCA nameHeHus (P3 ot 28.04.2023 N 171-d3). Cm. byayLiyto peaakumio.

1. OnToBan TOProBAsA NEKAPCTBEHHbIMU CPEeACTBAMM OCYLLECTB/AETCA NPOU3BOAUTENSAMU NEKAPCTBEHHbIX
CpeAcTB M OpraHM3auMAMM ONTOBOWM TOPrOB/AM JIEKAPCTBEHHbIMM CPEACTBAMM NO MpaBUIaM HagjexKallen
ANCTPUOBIOTOPCKOM MPAKTUKM M MNpaBuaaM HagNexaleh NPaKTUKU XPaHEHUs UM NepeBO3KU JIEKAPCTBEHHbIX
npenapaToB,  YTBEPXKAEHHbIM  COOTBETCTBYIOLMMMU  YNOJHOMOYEHHbIMM  deAepanbHbIMKM  OpraHamu
WCMNOJIHUTE/IbHOMN BNACTU.

(8 pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. OpraHusauma onToBOW TOProB/IM IEKAPCTBEHHbIMM CpeacTBaMmn 065A3aHa cobt0aaTb NpesesibHble CPOKU
OTrPY3KM 3aTpeboBaHHbIX aNnTEYHOM OpraHM3aLMen IeKaPCTBEHHbIX NPENAPaToB ANA MEAULMHCKOrO NPUMEHEHUSA
M He BNpaBe OTKa3blBaTb anTe4HOM OPraHM3auMu, C KOTOPOM Yy Hee 3aK/YeH COOTBETCTBYIOLWMI [OrOBOp O
NMOCTaBKax JIEKAaPCTBEHHbIX NPenapaTos A8 MeAULMHCKOro NPMMEHEHMA, B MOCTaBKe IEKAapCTBEHHbIX NpenapaTos
AN MeAUUMHCKOTO NMPUMEHEHUS NPU HanuumMm 3aTpeboBaHHbIX JIEKAPCTBEHHbIX NPENAPaTOB AN MeAULMHCKOro
NPUMEHEHUA Yy OPraHM3auuM ONTOBOM TOPrOB/M JIEKAPCTBEHHbIMU cpeacTBamu. MpenencHble CPOKM OTIPy3KMU
3aTpeboBaHHbIX aNTeYHOW oOpraHM3auMen NEeKapCTBEHHbIX NPenapaToB A1 MEeAWULMHCKOrO MPUMEHEHUA B
33aBMCUMMOCTU OT PACMOJIOKEHUA MeCTa OTIPY3KM JIEKAPCTBEHHbIX NpenapaToB AAA MEeAUUMHCKOro NpUMeHeHUs
YCTaHaB/AMBAIOTCA YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMONHUTENIbHOWN BNACTU.

(4acTb 2 BBeaeHa PegepanbHbiM 3akoHOM OT 26.03.2022 N 64-3)

Cratba 55. MopAA0K PO3HMYHOW TOProB/IN IEKAPCTBEHHbIMM NpenapaTamm

1. PO3HMYHasA TOProBAsA NEKAPCTBEHHbIMU MpenapaTamMn B KOAMYECTBaX, HEOBXOAUMbBIX ANA BbINOJHEHUN
BpauebHbix (denbaliepckux) HasHaYeHWn WAW  Ha3HavyeHWin chneumannuctos B 0651aCTM  BeTepMHapuuy,
OCYLLLECTBAAETCA anTeYHbIMU OpraHM3aUMAMKU, BETEPUHAPHBLIMW anTeYHbIMM OpPraHM3aLMAMMU, MHAMBUAYANbHBIMK
npeanpuHUMaTENaIMU, UMEIOWMMM  NULEH3MIO Ha  dapmaueBTUYECKYID AeATeNbHOCTb, MeAULMHCKUMM
OpraHM3auMsaMKn, MUMEILMMU IMLEH3MI0 Ha (apmMaueBTUYECKYD AeATeNbHOCTb, U KX 060c061eHHbIMK
nogpasgaeneHmamu (ambynatopuamu, denbawepckumm u denbaluepcKo-aKylepCcKUMU MYyHKTaMK, LeHTpamu
(oTaeneHuamM) obueit BpauebHoM (cemeiiHo) NPaKTUKKM), PacnoOXKEHHbIMU B CE/IbCKUX HACENEHHbIX NMYHKTaxX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHW3auuun, U BETePUHAPHbIMW OPraHM3aLUAMM, UMEIOWNMU INLEHIUIO Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb. PaspelleHa PO3HMYHAA TOProBAA TOJIbLKO J/IeKApCTBEHHbIMW Mpenapatamu,
3aperncTpmMpoBaHHbiMM B Poccuiickot ®degepalun  MAUM  M3FOTOBAEHHLIMM  anTeYHbIMM  OpraHM3auuamMM,
BETEPMHAPHbLIMM anTeYHbIMM OPraHM3aLMAMKN, UHANBUAYANbHBIMU NPeAnpPUHUMATENAMU, UMEIOLLUMU IULLEH3UIO
Ha papmMaLLeBTUYECKYIO AeATe/bHOCTb. PO3HMYHAA TOPros/a NeKapcTBEHHbIMM NpenapataMmm OCyLLecTBAAeTCA No
npaBuaamM Hagaexallei anTeyHoi MNPaKTUKWU, YTBEP)KAEHHbIM YMNOJHOMOYEHHbIM deaepanbHbIM OpraHoOM
NCMNONHUTENbHOM BAACTM.

(8 pea. PeasepanbHbix 3aKoHOB OT 25.11.2013 N 317-®3, 01 22.12.2014 N 429-d3)

1.1. Po3HMYHaA TOProBAA /NEKAPCTBEHHbIMW Npenapatamv ANA  MeAULMHCKOro npumeHeHusa (3a
WCK/IIOYEHUEM  JIEKAPCTBEHHbIX TMPEenapaToB, OTMYCKaeMblX MO Peuenty Ha JIeKapCTBEHHbIM npenapar,
HAapPKOTMYECKUX /NIEKApPCTBEHHbIX MPEenapaToB W MCUXOTPOMHbLIX /IEKAPCTBEHHbIX MpenapaTtoB, a TaKXe
CNMPTOCOAEPIKALLMX JIeKAPCTBEHHbIX NPenapaToB ¢ 06beMHOM 40Nei 3TUAOBOro CNupTa CBbile 25 NpoueHToB)
MOXET OCYWEeCTBAATLCA anTeYHbIMM OpraHU3auUMAMKU  OUCTAHLMOHHBLIM CNOCOB6OM. PO3HWUYHYIO TOProBAtO
NEeKapCTBEHHbIMM  Npenapatamv  Ana  MeSMUMHCKOTO MPUMEHEHUA  AUCTAaHUMOHHbIM - cnocobom  moryT
OCYLLEeCTBNATb anTeyHble OpraHuMsauuu, UMelwme AUULEeH3NI0 Ha GapMaueBTUYECKYD AeATe/bHOCTb W
COOTBETCTBYIOWEE pa3pelleHne dpenepanbHOro opraHa MCNOHUTEIbHOW BAACTU, OCyLLecTBAAOWEro GyHKUUMU No
KOHTPO/IIO ¥ Hag3opy B chepe 3apaBooxpaHeHuns. MopaaoK BblAauM paspelleHna Ha OCYLLecTBAeHne PO3HUYHON
TOProB/IM NIeKapCTBEHHbIMU NpenapaTaMn AUCTaHUMOHHbIM CNOCcObom, TpeboBaHUA K anTeYHbIM OpraHMU3aLMAaAMm,
KOTOpble MOTYT OCYLIeCTBAATb TaKyl TOProB/IO, U MOPAAOK €e OCYLLEeCTB/eHWsA, a TaKyKe MNpaBuaa A0CTaBKU
NeKapCTBEHHbIX MpenapaToB rpaskaaHam ycTaHaBAuBatoTca [paBuTenbcTBoM  Poccuiickont  ®epepaumu.
NHbopmaums 06 onnayeHHbIX (OTMYLLEHHbIX) M MOAYYEHHbIX /IeKAapCTBEHHbIX NpenapaTtax BHOCMTCA B CUCTEMY
MOHWTOPMHIA ABMXEHWA JIeKAapPCTBEHHbIX MpenapaTtoB AA8 MeAMUMHCKOTO MNpUMEHeHua B MNopsake,
npeaycMoTPEeHHOM YacTbio 7 cTaTbM 67 HacToawero PeaepasnbHOro 3aKoHa.

(4actb 1.1 BBegeHa ®eaepanbHbim 3akoHom oT 03.04.2020 N 105-$3)

2. Buapl anTeyHbiX OpraHuW3auMit M NpaBuia OTMNYCKA JIEKAPCTBEHHbIX NPenapaTtoB A8 MeAMUMHCKOro
NPUMEHeHNA anTeYHbIMU OPraHU3aLUAMM, MHAMBUAYAAbHBIMM NPEANPUHMMATENAMM, UMEIOWMMMU NNLEH3UIO Ha
bapmMaLLeBTMUECKYIO AEATENbHOCTb, @ TaK)Ke NpaBu/ia OTMYCKa JIeKapCTBEHHbIX NPenapatos Ana MeauUMHCKOro
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NPUMEHEeHNA MeAULMHCKMMM OPraHU3aUMAMU, UMEIOLLMMU NNLLEH3MIO Ha GapMaLLeBTUYECKYIO AeATeNbHOCTb, U
nx 060cob6NeHHbIMM NogpasaeneHnsmu (ambynatopuamm, odenbalepckummn n  denbalepcKko-aKyLwepcKMmm
NyHKTaMW, UeHTpamu (oTaeneHnsmun) obuiein BpayebHol (cemenHoON) NPaKTUKK), PACNOIOXKEHHbIMU B CE/IbCKUX
HacefeHHbIX MYHKTaXx, B KOTOPbIX OTCYTCTBYIOT anTeyHble OPraHuW3auuu, YTBEP:KAAITCA YNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCNONHUTENLHOM BAACTU.

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

3. MNpaBuia oTNyCKa HAPKOTUYECKMX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3aPErMCTPUPOBAHHDLIX B KayecTse
NIEeKapCTBEHHbIX MpernapaToB, JIEKAPCTBEHHbIX MPenapaToB, CoAepXKallMx HapKOTUYECKME Ccpeactsa MU
MCUXOTPOMHbIE BELLECTBA, YTBEPKAAIOTCA YNOJHOMOYEHHbIM deaepasibHbiM OPraHOM UCMOAHUTENBbHOM BNACTU NO
cornacoBaHuto ¢ peaepasibHbIM OPraHOM UCNOIHUTE/IbHOM BNACTU, YNOTHOMOYEHHbIM B chepe BHYTPEHHUX L.
(8 pea. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-®3)

4. JlekapcTBeHHble npenapaTbl ANA BETEPUHAPHOIO MNPUMEHEHWS MOANEeXKAT OTNYCKy BeTepuHapHbIMM
anTeYHbIMM OpPraHM3auMAMM, BETEPUHAPHLIMM OPraHU3aUMAMM, UHOMBUAYASbHBIMU NPEAnPUHUMATENAMM,
UMELMMMN  NNLEH3UI0 Ha dapMaueBTUYECKYD AeAaTenbHocTb. OTNYCK NeKapCTBEHHbIX NpenapaToB  Ans
BETEPMHAPHOIO NPUMEHEHMA OCYLLECTBAAETCA B COOTBETCTBMM C MPaBUAaMK HaA/eXKalle anTeyHoM MPaKTUKK
NIEeKapCTBEHHbIX NPEenapaTtoB AAA  BETEPUMHAPHOTO  NPUMEHEHUs, YTBEePXAEHHbIMU  YNONHOMOYEHHbIM
denepanbHbIM OPraHOM UCMNONHUTENbHOM BAACTMU.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. NepeyeHb MeAULMHCKMX OpraHn3aumii, UMeIoLWMX INLEH3MIO Ha GpapMaLeBTUYECKYIO AeATeNbHOCTb, U UX
060cobneHHbIX noapasaeneHuii (ambynatopuii, penbawepckux u GpenballepcKo-akyWepcKMx NyHKTOB, LEHTPOB
(oTaeneHuit) obuwieir BpayebHoW (cemeliHOM) NPAKTUKKM), PACMONOKEHHbIX B CENbCKMX HACeNeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3aumu, a TakxKe nepeyeHb IeKapcTBEHHbIX NpenapaTos, NpogaxKa KoTopbIX
MOYKET  OCYLLEeCTBAATbCA  YKa3aHHbIMM  OpraHMsauMamm M UX  060COBNEHHBIMM  MNOAPA3LENEHUAMM,
YCTaHaB/NMBAOTCA OpraHaMm UCNONHUTENBHOW BAacTu cybbeKToB Poccuiickon deaepaumu.

(8 pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

6. AnTeyHble OpraHuWsauuu, UWHAMBUAYyaNbHble NpeanpuHMMATeNM, UMeWMe JIMLEH3UIO  Ha
dbapmaueBTMUECKYIO OeATeNbHOCTb, 00A3aHbl obecneumBaTtb YTBEPXKAEHHbIM [lpaBuTenbcTtBom Poccuitckomn
dPepepaumm 1 GopmMUpyemMblii B YCTAaHOBAEHHOM MM MOPAAKE MWHUMANbHbIA aCCOPTUMEHT JIEKAapPCTBEHHbIX
npenapaToB, HEOBXOAUMbIX A1 OKa3aHMA MeAMULMHCKON NOMOLLN.

(4acTb 6 B pea. PeaepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble oOpraHuMsauuM, UHAMBUAyaNbHble nNpeanpUHMMATENM, UMeWMe JIMUEH3MIO Ha
dapMaLeBTUYECKYIO AEeATENbHOCTb, HapsAdy C JeKapCTBEHHbIMW Mpenapatamu MMmerT npaBo npuobpeTtaTb U
npogasaTb, B TOM 4YMC/AEe AMUCTaHUMOHHbIM Cnocobom, meauUMHCKME U3aenuns, AesvHouuMpyolwme cpeacTea,
npeametbl W CcpeacTBa JIMYHOM TUTUEHbl, MNocyay A8 MeAUUMHCKMX Uenel, npeamerbl M cpeacTsa,
npefHasHayeHHble ANs yxoAa 3a 60nbHbIMKW, HOBOPOXKAEHHbIMU U AETbMW, HE AOCTUTLIMMM BO3pacTa Tpex JeT,
OYKOBYIO ONTUKY U CPeACTBA yX04a 3a Hell, MUHepasibHble BOAbl, MPOAYKTbl N1e4ebHOro, AeTCKOro U AMeTUYecKoro
NUTaHWs, BMONIOTMYECKM aKTUBHble A006aBKM, nNapdroMepHble M KOCMETUYECKME CPeacTBa, MeAUUMHCKUE WU
CaHWUTAPHO-NPOCBETUTE/IbHbIE MeYyaTHble U34aHUSA, NpeAHa3HaYeHHble 414 NponaraHabl 340p0BOro ob6pasa KUsHM.
(8 pea. ®PeasepanbHbix 3aKoHoOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-®3, o1 03.04.2020 N 105-®3)

8. [leaTenbHoCTb anTeyHblX opraHMsauuii BoopykeHHbix Cun Poccuitckoit ®epepaumum, Opyrvx BOWMCK,
BOMHCKMX GOPMMPOBAHUI M OPraHOB, B KOTOPbIX 3aKOHOZaTenbcTeom Poccuiickoit Pegepaumm npesycmoTpeHo
MPOXOXAEHME  BOEHHOM  CAyKbbl  wan  denepasbHONM  rocyaapCTBEHHOW  CAyXObl,  CBA3AHHOM C
NPaBOOXPAHUTENIbHON  OEeATeNIbHOCTbIO,  perlameHTUpyeTcs  Hactoswum  dPeaepasbHbiM - 3aKOHOM U
YTBEPKAEHHBIMU  COOTBETCTBYIOLMMK  defepaNbHbIMU  OPraHaMM  UCMOJIHUTE/IbHOM BNACTU  NOJIONKEHUAMM.
KoHTposib 33 cob/oaeHremM yKasaHHbIMW anTeYHbIMW OPraHM3auMaAMM NOJOXKEHWU HacToAwero degepanbHOro
3aKOHa OCYLLEeCTB/AETCA COOTBETCTBYIOWMMM deaepanbHbiMU OpraHamm UCNOHUTENbHOM BNACTU.

(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Y1patun cuay ¢ 1 anBapa 2021 roga. - PegepanbHblii 3akoH oT 03.04.2020 N 105-93.

KoHcynbTaHTlAOC: NnpuMmeYvaHue.
C 01.03.2026 cT. 55.1 ytpaumsaet cuny (®3 ot 20.10.2022 N 405-P3).
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Cratba 55.1. MopAAOK OCyLeCTBAEHUA PO3HUYHOW TOProBAN JNIeKAapCTBEHHbIMKU MNpenapatamu Ans
MeAMLUHCKOrO NPUMEHeHUs, OTNYCKaemMbiMMU MO peuenTy Ha JIeKapCTBEHHbIA npenapaTt, AUCTaHLUOHHbIM
cnoco6om

(sBepgeHa ®eaepanbHbiM 3aKkoHOM 0T 20.10.2022 N 405-93)

1. B nepuog c 1 mapTta 2023 roga fo 1 mapta 2026 ropa B ropose denepanbHoOro 3HavyeHna MockBe, B
Benropoackolt u MoOCKOBCKOM 0b6nacTax (ganee B HacToAwel cTatbe - cybbekTbl Poccuitickon depepaumn)
npeAycMaTpUBaEeTCa MPOBEAEHME 3SKCMEPUMEHTA MO OCYLLECTBAIEHUIO PO3HWYHOM TOProBAU NEKAPCTBEHHbLIMMU
npenapatamu gaa MeAMUMHCKOrO MPUMEHEHWA, OTMNYCKAaeMbIMM MO PeLenTy Ha JeKapCcTBEHHbIM npenapar,
OVCTaHUMOHHbIM cnocobom (aanee - aKCNepMMEHT).

2. B pamkax sKCNepuUMeHTa ero y4aCTHUKM BRpaBe AUCTAHLMOHHbIM CMOCOBOM OCYLLECTBAATD PO3HUYHYIO
TOProB/IlO JIEKAPCTBEHHbIMM Npenapatamn Aaa MegMUMHCKOro NPUMEHEHUA, OTMYCKaeMbiMM NO peuenTy Ha
NleKapCTBeHHbIM npenapat (B Tom uyncne chopmMMpoBaHHOMY B GOPME 3/1EKTPOHHOTO AOKYMEHTa B JIMYHOM
KabuHeTe rpaxgaHuHa B ¢eaepasbHOM rocyAapCTBEHHON WHPOPMaLMOHHOW cucteme "EAMHbIA  nopTan
rocy4apCTBEHHbIX MU MYHUUMNAAbHbIX ycnyr (GyHKUmiA)" 1 (M1M) Ha perrnoHanbHbIX NOPTanax rocyAapCcTBEHHbIX U
MYHULIMNAAbHBIX YCAYT) U BKNOYEHHBIMU B MepevyeHb NeKapCTBEHHbIX NpenapaTos M $apmaKkoTepaneBTUYECKUX
rpynn NeKapcTBEHHbIX MPenapaToB, PaspelleHHbIX K peannsauun B pPamKax 3KCMepuMeHTa, YTBepXKAEeHHbIN
YNO/IHOMOYEHHbIM  deflepanbHbIM  OPraHOM WCMOJIHUTENBHOW BAAcTU (3@  WCK/IOYEHWEM  JIEKAPCTBEHHBIX
npenapaToB, COAEPKaLLMX HAPKOTUYECKMUE CPELCTBA, NCUXOTPOMHbIE BELLECTBA U UX MPEKYPCOPbI, IEKAPCTBEHHbIX
npenapaToB, COAEp’KallMX CUAbHOZENCTByloWMe BeWecTsa, pagnodapMaLeBTUYECKUX  JIeKAapPCTBEHHbIX
npenapaToB, UMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX MPEMNapaToB, A TaKXKe JIeKapCTBEHHbIX MpenapaTos, A/A
KOTOPbIX B COOTBETCTBUM C WHCTPYKUMEW NO MPUMEHEHWMIO JIEKAPCTBEHHOrO npenapaTa YCTaHOBJ/EH
TEMNEPATYPHbIN pexxnuM XpaHeHus Huxke 15 rpagycos Lienbcua, cnnpTocoaepikalumx eKapCcTBEHHbIX NPenapaTos
C 06bbeMHON fonelt 3TUAOBOrO CNMPTA CBbilwe 25 MPOLEHTOB M JIEKAPCTBEHHbIX MPEnapaToB, M3roTOBNEHHbIX
anTeyHbIMM OpraHusauuamun). Kputepum BKAKOYEHUA NEKapCTBEHHbIX MpenapaTtoB M ¢papmakoTepaneBTUYECKUX
rPynn JIeKapCTBEHHbIX MNPernapaToB B YKa3aHHbIM nepeyeHb yCTaHaBAuBatoTcs [paBuTenbcTBOM Poccuiickoi
depepaumn. NMonoKeHN HacToAWEN CTaTbU HE PACMPOCTPAHAOTCA Ha NeKapCTBEHHbIE NpenapaTbl, OTNYCKaemble
6ecnaaTHO MM CO CKUAKOW rparkAaHam, MMEWMM NpaBo Ha obecnevyeHne NeKapcTBEHHbIMK NpenapaTamu 3a
cyeT cpeacTs 6HOAKETHbIX accurHoBaHui depepanbHoro 6broaxetra M bGrogKeToB cybbekToB Poccuitckom
depepaumnu.

3. YYacTHMKamMM 3KCNepmrMeHTa ABAAIOTCA YNOJHOMOUYEHHbIN dpeaepanbHblit opraH MCNONHUTENbHOM BNACTH,
YNONHOMOYEHHbIE OpraHbl MCMOJMIHUTE/IbHOW BAAacTM cybbekToB Poccuiickoit depepaumu, MeauuUMHCKKE
OpraHuM3auMmM M anTeyHble OpraHuMsauuMu, COOTBETCTByHOWME TPebOoBaHMAM, YCTaHOB/NEHHbIM B COOTBETCTBUM C
YacTbio 4 HacTosALLEN CTaTby.

4. TlonoxeHne O nopagKe NPOBeAEHMA 3KCMEPUMEHTa, B TOM 4ucie TpeboBaHMA K MeaUUMHCKUM
OpraHM3auuMaM M anTeYHbIM OPraHM3aumMaM, ABIAIOWMMCA YHaCTHUKAMM SKCNEPUMEHTA, MOPALOK OCYLLECTBNEHUS
PO3HWYHOI TOProB/IM /IEKAPCTBEHHbIMM MpenapaTammn OA8 MEeAULMHCKOrO MNPUMEHEHMA, OTMYCKaeMbIMU MO
peuenTy Ha SIeKapCTBEHHbIM Npenapar, AMCTaHUMOHHbIM CNocoboMm, TpeboBaHMA K A0CTaBKE TaKMX IeKAaPCTBEHHbIX
npenapaToB rpaxgaHam, npaBuaa BblgayM paspelleHns Ha  OCYLLEeCTBJeHWe PO3HWYHOM  TOProBAM
NeKapCTBEHHbIMK NpenapaTammn NS MegUUMHCKOrO NPUMEHEHMA, OTNYCKaeMbIMM N0 PeLenTy Ha IeKapCTBEHHbIN
npenapaTt, AUCTaHUMOHHbIM cnocobom, yTeepaaeTca MNpasutenncteom Poccuiickoit Pegepaummn. TpebosaHua K
anTeyHbIM OpPraHM3auuam, ABAAIOWMMCA YYaCTHUKAMKU 3KCMEPUMEHTa, He MOoryT 6biTb HUKe TpeboBaHWiA,
YCTAHOB/IEHHbIX K anTeYyHbIM OpraHM3aumMam B COOTBETCTBUM C YacTbio 1.1 ctatbu 55 HacToAwero PegepasbHOro
3aKoHa.

5. YnonHomoueHHbIN peaepanbHbiit OpraH MCNOAHUTENbHOM BAACTU:

1) ocyLiecTBAAET MeTOANYECKOE CONPOBOXKAEHNE IKCNEePUMEHTa, BKIOYaA METOANYECKOE CONPOBOXKAEHNE
AeATeNbHOCTM MeAMUMHCKMX OpraHM3aumMii M anTeyHbIX OpraHusauuii, y4yacTBYIOLWMX B 3KCMEPUMEHTe, no
0bOPMNEHMIO, WCMONb30BAHMIO M XPaHEHWIO pPeuenToB Ha JeKapCTBEHHbIM npenapat, B TOM u4ucne
chOPMUPOBaHHBIX B pOPME 3NEKTPOHHbBIX JOKYMEHTOB;

2) npeacTaBnsaeT B MpaButenbctBo Poccuiickoin degepaunn npeasaputenbHblt (B nepuog nposeaeHua
3KCNepMMeHTa, HO He Mo3aHee YeM 3a ABa MecALa 10 UCTEYEHUA CPOKA NPOBEeAEeHNA SKCMEPUMEHTA) U UTOrOBbIN
(N0 OKOHYaHMM 3KCMEPUMEHTA, HO He Mo3gHee Yyem 4yepes ABa MecAua Nocie UCTEeYEHUN CPOKa NpoBeLeHUs
3KCNepMMeHTa) JOoKNaAbl O pe3ynbTaTax NPOBeAeHUs IKCMEPUMEHTA U NPeaNOKEHUA O BHECEHUWU U3MEHEHUI B
3aKOHOAATENbCTBO 06 06paLLEHUN NEKAPCTBEHHbIX CPEACTB.
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6. YNONHOMOYEHHbIN OpraH UCMOJIHUTENbHOM BlacTM cybbekTa Poccuiickon ®epepaunu:
1) BnpaBe ycTaHOBUTb OCOBEHHOCTU NPOBEAEHMUA IKCNEPUMEHTA;

2) yTBEpKAaeT nopsadoK oTbopa MeAMULMHCKMX OpraHvM3auMi M anTedHbiX OpraHuM3auui Aia ydactva B
3KCNepUMEHTE, a TaKKe NPOBOAMT TaKON OTOOP U YTBEPKAAET NepeyeHb MeANLMHCKUX OpraH13aLmnii U nepeyeHb
anTeyHbIX OpraHM3aLmnii, COOTBETCTBYIOLWMX TPEOOBAHUAM, YCTAHOBEHHbIM B COOTBETCTBUM C YaCTbiO 4 HACTOALLEMN
CTaTbM, U ABNAIOLLUXCA Y4aCTHUKAMU SKCNEPUMEHTA;

3) ocywectBaAeT MOHUTOPUHI MNPOBEAEHMA 3KCNEPUMMEHTa W NpeacTaBAseT ero pesynbtaTbl B
YNO/IHOMOYEHHbIN pesepanbHbli OpraH UCMOJHUTENbHOW BACTY;

4) obecneumBaeT MHOOPMALMOHHO-TEXHUYECKOE ObecneyeHne MPoBeAEeHUA SKCNEPUMEHTA NOCPEeACTBOM
MCMNO/Ib30BaHMA FOCYyAapCTBEHHON MHPOPMALMOHHOM cucTembl B chepe 34paBooxpaHeHma cybbekTa Poccuiickoi
depepaumm n  (MAM) MESULMHCKMX MHGPOPMALMOHHBIX CUCTEM MEAMUMHCKUMX OpraHv3auui, ABAAIOLWMXCA
YYACTHUKAMM 3KCMEPUMEHTA, U UX B3aUMOLENCTBUA C €4MHOM rocyAapCTBEHHOW MHPOPMALMOHHOW CUCTEMON B
chepe 34paBoOOXPAHEHUSA.

7. MeAMUMHCKME OpraHM3aLmMn M anTeyHble OpraHn3aumMmn BnpaBe OTKa3aTbCA OT y4acTUA B SKCNEPUMEHTE,
noAas B YNOJHOMOYEHHbI OpraH UCMONHUTENbHOM BAacTh cybbekTa Poccuitickoint Pepepauum cooTBETCTBYOLEE
obpalueHue B nucbmeHHOM dpopme.

8. AnTeyHble oOpraHuM3auuu, ABAAIOWMECA YYACTHUKAMW 3SKCNEepUMEHTa, 06A3aHbI npn npopgaxe
ANCTaHUNOHHbIM cnocobom NNeKapCTBEHHOro npenaparta ana mMmeamumnHCKoro npuMmeHeHuAa, OoTnyCcKkaemoro no
peuenTty Ha /'IEI'(apCTBEHHbIﬁ npenapart, obecneunTb npun ocyuwecrtsneHnn OoCTaBkKU VI,CI,EHTVId)MKaLI,VIlO JIMYHOCTU
rpaxXaaHuHa, nonyvyakowero TaKoM HEKapCTBeHHbIVI npenapart, B UeNAX yCTaHOB/IEHNA COOTBETCTBUNA €ro IMYHOCTU
M nnuda, yKasaHHOro B peuente Ha ﬂeKapCTBEHHbIVI npenapart (ero 3aKOHHOTO I'Ipe,El,CTaBVITeI'Iﬂ), nmbo nuda,
YNO/THOMOYEHHOIO NINLLOM, YKa3aHHbIM B peuenTe Ha HEKapCTBEHHbIVI npenapart (ero 3adKOHHbIM I'Ipe,CI,CTaBVITe.I'IEM),
Ha nojsiy4yeHne NneKapCrBeHHOro npenaparta (,u,anee B HacToALLEN CTaTbe - MLO, YKa3aHHOEe B peuenTte (3aKOHHbIl‘;1
npeacrtaBuTesib, ynoJlHOMo4yeHHoOe J'IVILI,O).

9. /lnuo, ocylecTsastollee OOCTaBKY JIEKAPCTBEHHOrO npenapaTta ANs MEeAMUMHCKOro MpUMEHEHUA,
OTMYCKaeMOoro Mo peLenTy Ha /SIeKapCTBEHHbIM Npenapat, 06s3aHO noTpeboBaThb y rparKAaHWHa, NOJyyatolero
TAKOW SIeKapCTBEHHbIN NpenapaT, NpeabABUTb SOKYMEHT, YAOCTOBEPAOLWMI €ro IMYHOCTb, ANA NaeHTMdMKaLmm
JIMYHOCTM 3TOrO rpaxgaHWHA W YCTAHOBNEHWUA COOTBETCTBMA €ro JIMYHOCTM WM /IMLA, YKa3aHHOro B pelente
(3aKoHHOrO npepacTaBUTENs, YNOJAHOMOYEHHOro /uua). B cnyyae BbIABNAEHUSA HECOBMAZEHWA JIMYHOCTU
rpa)kA4aHWHa, MO/yYaloLlero /feKapcTBEHHbIM npenapaT, W  AMLA, YKa3aHHOro B peuente (3aKOHHOro
npeacTaBUTeNs, YNONHOMOYEHHOrO /IMLA), A TaK}Ke B C/lydae OTKA3a rpakAaHWHa, No/yYatoLero 1eKapcTBeHHbIN
npenapat, NpPeabABUTb [AOKYMEHT, YAOCTOBEPAWLWMA €ro JIMYHOCTb, JINLO, OCYLECTBAAIOWEE [AOCTaBKY
JIEKApCTBEHHOro npenapata 418 MegMLUMHCKOTO NMPUMEHEHMsA, OTMYCKAeMoro Nno peLenTy Ha JIeKapCTBEHHbIN
npenapaT, 06A3aHO BepHYTb TAaKOW JIeKapCTBEHHbIV NpenapaT B anTeYHyo opraHu3aumio.

10. MNoaTteepxaeHnem ¢akTa nepesaynm NeKapCTBEHHOro npenapaTta ANS MEAWULMHCKOrO MpPUMEHeHus,
OTNYyCKaeMoro Mo peuenTy Ha /eKapCTBEHHbIM npenapaT, Auuy, YKasaHHOMYy B peuente (3aKOHHOMY
NpeAcTaBuTesio, YNONHOMOYEHHOMY AWLY), ABAAIOTCA KAcCOBbI YeK M NOAMNUCL JWLA, MOJYYMBLUErO TaKoM
NIeKapCTBEHHbIN MpenapaTt, Ha [AOKYMEHTE O MOJIyYEHMM TaKOro JIeKapCTBEHHOro npenapata no ¢opme,
YTBEPXKAAEMON  YNOJHOMOYEHHbIM deaepasibHbiM  OPraHOM MCMOJIHUTENbHOW BnacTu. [ocie nepepaun
NeKapCTBEHHOTO Npenapara AuLy, yKasaHHOMY B peuenTe (3aKoHHOMY NpeacTaBuTeNto, ynoJHOMOYEHHOMY AnLLy),
3TOT AOKYMEHT nepesaeTca NMLOM, OCYL,eCTBMBLUMM AOCTAaBKY TaKOro JIeKapCTBEHHOrO npenapara, B anTeyHyto
OpraHM3aLmio, OCyLEeCTBMBLUYIO OTNYCK /IieKapCTBEHHOro npenapara. B ciyyae BbiABAeHUA NpU nepegade auuy,
yKasaHHOMY B peuenTe (3aKOHHOMY NpeAcTaBMTeNto, YNOAHOMOUYEHHOMY AWUY), NeKapCTBEHHOro npenaparta
($aKTOB MeXaHMYECKOro NOBPEXKAEHNA ero UK ero yrnakoBKM TaKoM IeKapCTBEHHbIN Npenapat JIMLOM, YKa3aHHbIM
B peuenTe (3aKOHHbIM MpeacTaBUTENEM, YNOJHOMOYEHHbIM IMLLOM), HE MPUHUMAETCA U BO3BpaLLaeTca 6e3 ero
onnaTbl /MUY, OCYLEeCTBMBLUEMY AOCTaBKY /IeKapCTBEHHOro npenapaTta M obecneynBatowemy ero BO3BpaT B
anTeyHyto opraHusaumio.

11. 3a HapyweHua 3akoHoaaTenbctBa Poccuiickorr depepauuu, coBeplleHHble MpuM  MNpoBeAeHUU
3KCMEepUMEHTa, €ro Y4YaCTHUKM HeCyT OTBETCTBEHHOCTb, YCTAaHOBJIEHHYID 3aKOHOZaTe/bCTBOM PoccuitcKol
depepaumu.

12. KOHTpOANb 33 UCNONHEHMEM TDE6OBaHMﬁ, CBA3aHHbIX C npoBeAeHNeEM 3KCNepmnmeHTa, OCyLlecTBnaeTcAa
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denepanbHbIM OPraHOM UCMONHUTE/IbHOW BNACTH, OCYLLECTBAAIOWMM GYHKLMM MO KOHTPOIO U HaA30py B chepe
3/1paBOOXpPaHEHMA, B NopsaKe, ycTaHoBNeHHOM degepanbHbiMm 3akoHom oT 31 uwons 2020 roga N 248-d3 "O
rocy4apCTBEHHOM KOHTpOJIe (Haa30pe) U MyHULMMNANbHOM KOHTposie B Poccuiickon degepaumn’.

Cratba 56. U3roToBAeHUE M OTNYCK IEKapPCTBEHHbIX NpenapaTos

KoHcynbTaHTlAOC: NnpumeYvaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCATCA nameHeHus (P3 ot 30.12.2021 N 463-P3).

KoHcynbTaHTlAOC: NnpuMmeYvaHue.
C 01.09.2023 B u. 1 cT. 56 BHOCATCA M3meHeHus (P3 o1 05.12.2022 N 502-d3). Cm. byayLLyto peaaKkLumio.

1. U3roToBAEHME NEKAPCTBEHHbIX MPEenapaToB anTeYyHbIMU OPraHM3aunAMM, BETEPUHAPHBIMU anTeuyHbIMK
OpraHu3auMAMMK, WHOMBUAYANbHBIMU NPeaNPUHUMATENAMM, UMEIOWMMN NULEH3UI0 Ha dapMaueBTUYECKYIO
AeATeNbHOCTb, OCYLEeCTBAAETCA NO pelentaM Ha NeKapcTBeHHble npenapaTbl, No TpeboBaHUAM MeaULMHCKUX
OpraHu3auuii, BETEPMHAPHbIX OpraHusauMii B COOTBETCTBMM C MpaBMAaMM  U3rOTOB/EHMA M OTNYCKa
NIEKApPCTBEHHbIX MPenapaTtos, YTBEPXKAEHHbIMM YMNONHOMOYEHHbIM deaepanbHbIM OpPraHOM WCMOJHUTEIbHOWM
B/1ACTW.

KoHcynbTaHTlAOC: NnprMeYyaHue.
C 01.09.2023 u. 2 cT. 56 usnaraetcsa B HoBon pegakumm (43 ot 05.12.2022 N 502-d3). Cm. byayLLyto peaakumio.

2. MMpu M3roTOBNAEHUWM NEKAPCTBEHHbIX NPENapaToB anTeYHbIMM OpraHM3aUMAMMK, BETEPUHAPHbLIMM
anTeYHbIMM  OPraHU3auMAMM,  UHOMBUAYANbHLIMM  MPEANPUHMMAETENAMM, UMEIOWMMU  JINLEH3MIO  Ha
bapMaLLeBTMUECKYIO AeATENbHOCTb, UCMO/b3YIOTCA GpapmMaLeBTUYECcKne CybCTaHLMM, BKIOUYEHHbIE COOTBETCTBEHHO
B rOCY4apCTBEHHbIN PEECTP NeKAPCTBEHHbIX CPEACTB ANA MEANULIMHCKOrO MPUMEHEHMA U TOCYAapPCTBEHHbIN peecTp
NEeKapCTBEHHbIX CPeACTB A1A BETEePMHAPHOrO NPMMEHEHMA B YCTaHOB/JEHHOM mnopagke. He pgonyckaetca
M3roToB/IEHWE aNTeYHbIMW OPraHM3aLMAMU, BETEPUHAPHLIMM anTEYHbIMW OPraHM3aLMaMU, UHAUBUAYANbHLIMU
NPeanpuHUMaTeNiiMmM, MWMEWUMM  MUEH3NI0  Ha (GapMaueBTUYECKYD AeATeNbHOCTb, JIEKapCTBEHHbIX
npenapaTos, 3aperncTpMpoBaHHbIX B Poccuiickoin ®egepauum.

KoHcynbTaHTlAtOC: NpyMmeYvaHme.
C 01.09.2023 B 4. 3 cT. 56 BHOCcATCA nameHeHus (P3 o1 05.12.2022 N 502-P3). Cm. byayLiyto peaakumio.

3. MapkunposkKa NeKapCTBEHHbIX npenapaTos, MU3roTOBJ/IEHHbIX anTe4yHbIMKU OpraHn3aunamm,
BETEPUHAPHbIMU aNTe€YHbIMU OPraHn3aunammn, MHONBUAYabHbIMUN NpeanpuHnmaTenamm, Mmeruwmmmn nnueH3no
Ha d)apMaLI,EBTMHECKyPO AeATeNnbHOCTb, U Od)OpMI'IEHMe TaKUX NpenapaTtoB A0/1XKHbl COOTBETCTBOBATb NMpaBUIam,
YKa3aHHbIM B 4aCTH 1 HaCTOFlLLI,Eﬁ CTaTbW.

KoHcynbTaHTlAOC: NnpuMmeYvaHue.
C 01.09.2023 B u. 4 cT. 56 BHOCATCA n3ameHeHus (P3 o1 05.12.2022 N 502-$3). Cm. GyayLLyto peaaKkumio.

4. AnTeyHble opraHM3aunn, BeTepMHapHbIe anTeyHble OpraHM3aunn, HAUBMAYaAbHblE NpeanpUHUMaTENN,
MMeloLWmne NNLEH3NI Ha GapmaLeBTUYECKYO [eATe/IbHOCTb, HEeCyT OTBETCTBEHHOCTb 3a HecobatogeHre npasun
W3rOTOB/IEHUA W OTNYCKa JIeKAPCTBEHHbIX NpPenapaToB B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuitckoi
depepaumm.

Cratba 57. 3anpelieHue npoAaaxu danbcnPpurumpoBaHHbIX NeKapCTBEHHbIX cpeacTs,
HeA06pPOKaYeCTBEHHDIX JIEKAaPCTBEHHbIX CPeACTB, KOHTPAdaKTHbIX IEKaPCTBEHHbIX CPeacTB

Mpogaxa ¢GanbCMOUUMPOBAHHbLIX JIEKAPCTBEHHbIX CPeacTs, HeAO06POKaYeCTBEHHbIX J/IeKapCTBEHHbIX
CpeacTs, KOHTPadaKTHLIX NEKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

Cratba 58. XpaHeHMe neKapCcTBEeHHbIX cpeacTs
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1. XpaHeHMe NeKapCTBEHHbIX CPeacTB OCYLWECTBASETCA NPOU3BOAUTENAMU JIEKAPCTBEHHbIX CPEACTB,
OpraHu3aLMaMM ONTOBOM TOPrOBAWN NIEKAPCTBEHHbIMU CPeACTBAaMM, anTeYHbIMW OPraH13aLMaMK, BETEPUHAPHBIMU
anTeYHbIMM  OpraHu3auMAMM,  UHAMBUAYANbHLIMM  NPEANPUHMMATENAMM, WMEOLWMMU  JIULEH3NI0  HA
bapmaLeBTUUECKYIO OeATeNbHOCTb  WAW  JIMLEH3UIO Ha MeAMUMHCKYI  AeATeNbHOCTb, MeAULMHCKMMMU
OpraHM3auusaMMn, BETEPUHAPHLIMW OPraHM3auMAMM U MHBIMU OPraHU3aLMAMM, OCYLLECTBAAIOWMMNU obpalieHue
NIeKapCTBEHHbIX CPeACTB. XpaHeHWe NeKapCTBEHHbIX CPeACTB A/1A BEeTEPMHAPHOIO NPUMEHEHUS OpraHU3aumammn u
WMHAMBUAYANbHBIMM NPEeANPUHUMATENSMWN B C/TYYanX, €CIN OHU UCMONb3YIOTCA UCKAIOUYUTENIbHO NPU Pa3BedeHUN,
BbIPALLMBAHMUM, COAEPMKAHUM W JIEYEHUM MKMBOTHbIX, MOMKET OCYLLECTBAATLCA 6e3 NOJAyYeHUA NULEH3UM Ha
bapMaLLeBTUYECKYIO AeATENbHOCTb.

(8 pen. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MpaBuna XpaHEHWA NEKapCTBEHHbIX CPeACTB YTBEP)KAAIOTCA COOTBETCTBYHOLMM YMNOJHOMOYEHHbBIM
denepanbHbIM OPraHOM UCNONIHUTENBHON BAACTH.

3. XpaHeHWe HapPKOTMYECKUX JIEKAPCTBEHHbIX CPEACTB, MCUXOTPOMHbLIX JIEKAPCTBEHHbLIX CPEACTB,
pagmodapMaLeBTUYECKUX JIEKAPCTBEHHbIX CPEACTB OCYLECTBAAETCA B COOTBETCTBMM C 3aKOHOAATE/NIbCTBOM
Poccuiickon ®epepaumu.

Cratba 58.1. [MpeAMETHO-KONMYECTBEHHDbIN Y4eT JIeKapCTBEHHbIX CPeacTB AN  MeAULMHCKOro
npUMMeHeHUA
(sBepgeHa ®epepanbHbiM 3aKOHOM OT 25.12.2012 N 262-93)

1. I'Iepequb NEeKapCTBEHHbIX Cpeacts AnAa MeguuuMHCKOro npumeHeHua, nognexXawmnx npegmetHO-
KONMM4YeCTBEHHOMY YYETY, YTBEPXKAAETCA YNO/THOMOYEHHbIM d)e,u,epaanblM OopraHoOm WCMNOJIHUTENIbHOMN BNACTU.

2. TopAgOK BKAKOYEHUA JIEKAPCTBEHHbIX CPeACTB AN MEeAMUMHCKOTO MPUMEHEHUA B MNepeyeHb
NIEKapCTBEHHbIX CPeACTB A8 MEAULMHCKOro MPUMEHeHUs, Noajieskalnx npeameTHO-KOMYEeCTBEHHOMY YyYeTy,
yCTaHaB/MBAETCA YMOJHOMOYEHHbIM deaepasbHbiM OPraHOM WCMONHUTEIbHOW BNAcTU MO COrNacoBaHUIO C
denepanbHbIM OPraHOM UCMOJIHUTE/IbHOM BNACTU, YNIOIHOMOYEHHbBIM B Chepe BHYTPEHHUX Ae.

(8 pea. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-®3)

3. MNpeaMeTHO-KONNYECTBEHHbIN yYeT NeKapCTBEHHbIX CPeACTB A8 MEeOUUMHCKOro NMpUMeHeHua BeayT
NPOW3BOAMTENIN IEKAPCTBEHHbIX CPEACTB, OPraHM3auMuM ONTOBOM TOProB/AM /IEKAPCTBEHHbLIMKM CpeacTBamM,
anTeyHble opraHM3auuMu, UHAMBUAYA/bHbIE NPEANPUHMMATENM, UMEIOLME ANLEH3MIO Ha dapmaueBTUYeCKyo
[eATeNIbHOCTb UM IMLEH3UIO Ha MEAULMHCKYIO AeATeIbHOCTb, U MeANLMHCKME OpPraHU3aLmMm, OcyLLecTBAsALLmMe
obpallieHne NeKapCcTBEHHbIX CPeACTB ANA MEeAULMHCKOTO NPUMEHEHUS, NyTEM PerncTpaummn ntobbix CBA3aHHbIX C
nx obpalieHMem onepauuii, NP KOTOPbIX M3MEHSAETCA WX KOAMYECTBO WU (MAKM) cOCTosHME, B cheumanbHbIX
ypHanax ydeTa onepaumit, cBA3aHHbIX C 0bpalLeHem NeKapCTBEHHbIX CPEACTB 418 MeAULMHCKOro npumeHeHus
(nanee - cneumanbHble KypHanbl).

4. TMpasuna perncTpauMu onepaumii, cBasaHHbIX C oObpalleHMem /IeKapCTBEHHbIX CPeACTB  ANA
MeOMLUMHCKOro NMPUMEHEHWA, BKAIOYEHHBIX B NepeyeHb IEKapCTBEHHbIX CPEACTB A1 MEANULMHCKOTO NPUMEHEHMS,
noa/iexxalmx npeameTHO-KOJIMYECTBEHHOMY YUYeTy, B CMeuMasbHbIX KypHaaax U npasuia BeAeHUs U XpaHeHUs
CneumanbHbIX }KYPHaN0B YyTBEPKAAOTCA YNONHOMOUYEHHbIM dpegepanbHbiM OPraHOM UCMNONHUTENbHOW BAACTU.

5. KoHTponb 3a cobntogeHnem npasma perucTpaLmMm onepaumin, cBAsaHHbIX ¢ 0bpalLeHMem nekapcTBEHHbIX
CcpeacTs AN MeAULMHCKOTO NPUMEHEHMUA, BKAIOYEHHbIX B MepeyYeHb IEKaPCTBEHHbIX CPeACTB A1 MeAULMHCKOro
NPUMEHEHUs, NOANEXKALUMX MNPeLMETHO-KOMYECTBEHHOMY YYeTy, B CreuuanbHbIX KypHanax, a TaKkKe 3a
cobnloaeHnem nNpaBua BeAEHUA W XPAaHEHUA CNeLManbHbIX KYPHA/JOB BO31araeTcs Ha YNOJIHOMOYEHHble
denepanbHble OpraHbl UCMONAHUTENBHOMW BAACTU M OpraHbl UCMOAHUTENBHOW BRacTU cybbekToB Poccuitckomn
depepaumm, ocylecTBAAOWME NNLEH3UPOBAHME NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB, dapmaueBTUYECKON
AEeATENbHOCTU U MeAMULMHCKOM AEATENBHOCTU, U OCYLLECTBAAETCA B PAMKaX IMLEH3NOHHOTO KOHTPOIA.

Fnasa 11. YHUMTOXKEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA N NOPAAOK YHUUTOXKEHUA NEKAPCTBEHHbIX CpeAacTB

1. HepgobpoKayecTBeHHble neKapcTBeHHble cpeacTsa, danbcudUuUMpPoBaHHbIE /IeKapCTBEHHbIE CpPeAacTBa
noasiekar M3bATUIO M3 06paLLeHMA M YHUUTOXKEHMIO B MOPAAKe, yCTaHOoBAEHHOM [lpaBuTenbctBom Poccuitckoi
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depepaumm. OcHOBaHMEM ANA  YHUUTOXKEHMA /IEKApPCTBEHHbIX CPeacTB  ABAAETCA pelleHue Bragenbua
NEeKapCTBEHHbIX  CPeACTB,  pelleHWe  COOTBETCTBYIOLLEro  YMOJHOMOYEHHOro  defepanbHOro  opraHa
MCNONHUTENBLHOW BNACTU UK peLleHne cyaa.

(8 pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadaKTHble NeKapcTBeHHble CPeACTBa MNoA/eKaT M3bATUIO M3 06palleHUa U YHUUTONKEHWUIO MO
peweHnto cyda. [MoOpALOK YHUUTOMKEHMA KOHTPadaKTHbIX JIeKApCTBEHHbIX CPeAcTB  YCTaHAB/AMBAETCA
MpasutenbcTeom Poccuiickoit degepaumu.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogbl, CBA3AHHbIE C YHUUTOXKEHMEM KOHTPadaKTHbIX IeKaPCTBEHHbIX CPEACTB, Hef0b6poKauYecTBEHHbIX
JIEKAPCTBEHHbIX CPeacTB, GanbcuPUUMPOBAHHbBIX IEKAPCTBEHHbIX CPEACTB, BOSMELLLAKOTCA UX BIAAENbLEM.

4. Bnapgeneu, NeKapCTBEHHbIX CPEACTB AO0/KEH MPEeACTaBUTb B YNOAHOMOYEHHbIN deaepanbHbii opraH
NCNOTHUTENIbHOWM BNACTU AOKYMEHT MM 3aBEPEHHYIO B YCTAaHOB/NIEHHOM MOPAAKE €ro KOMuio, NoATBepaatome
baKT YHUUTOXKEHMSA IEKAaPCTBEHHbIX CPeACTB.

5. CoOTBETCTBYIOWMIA YNONHOMOYEHHbIN deaepasnbHblii OpraH WMCNOAHUTENbHON BAACTU, NPUHABLUMIA
peweHne 06 YHUUTOXKEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAET KOHTPO/Ib 3@ UX YHUUTOXKEHUEM.

6. YHUUTOXKEHME NEeKapPCTBEHHbIX CPEACTB MPOM3BOAMUTCA OPraHM3auUnaMN, UMEKOLWMMIN COOTBETCTBYIOLLLYHO
JIMUEH3MIO, Ha chneuManbHO 060pyAOBaHHbLIX MNAOWAAKAX, MOJMIOHAX W B CheuuasbHo 060pyAO0BaHHbIX
nomelleHmax c cobnogeHnem TpeboBaHMM B 06/1aCTM OXpaHbl OKpyXKalowehd cpeapl B COOTBETCTBUM C
3aKoHogaTenbcTBOM Poccuiickoit Peaepaymn.

7. HapKoTuyeckMe  NeKapCTBEHHble  CPeACTBa,  MNCUMXOTPOMHblE  JIeKAPCTBEHHbIE  CPeACTBa,
pagnodapmaLleBTUUECKME JIEKAPCTBEHHbIE CPEACTBA YHUUYTOXKAIOTCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumu.

Fnasa 12. TOCYAAPCTBEHHOE PEITYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbBIE NPEMNAPATbI 4NA MEANUUHCKOTIO NPUMEHEHNA

Cratba 60. FocyaapcTBeHHOe peryanpoBaHWe LieH Ha JIeKapCTBEHHble npenapaTbl ANA MeAULMHCKOro
npuMeHeHus

1. TocypapcTBEHHOE PEryiMpoBaHMe LeH Ha JIeKapcTBEHHble Npenapatbl AN MeAULMHCKOro NPUMEHEHUS
OCYLLEeCTBAAETCA NOCPEACTBOM:
(8 pea. epepanbHOro 3akoHa ot 26.03.2020 N 67-93)

1) yrtBepsaeHus [pasutenbctsom Poccuiickoit ®depepaumm nepeyHs KU3HEHHO HeobXoAMMbIX U
Ba)KHEWLWMX /IeKApPCTBEHHbIX MpPenapaTtoB, KoTopbiii dopmMupyeTcs W He pexe OJHOro pasa B roj
nepecmaTpuBaeTca B yCTaHOBAEHHOM MM MOPAZAKE HAa OCHOBE KOMIM/IEKCHOW OLLEHKM NeKapCTBEHHbIX NpenapaTos,
BKAKOYAA aHaNU3 CBefEeHUN O CPaBHUTENbHOW KAUHUYECKON 3GPEKTUBHOCTM M 6e30MacHOCTU /IeKapCTBEHHOro
CpeacTBa, OLEHKY 3KOHOMUYECKMX MNOCNEACTBMI MPUMEHEHUA NIeKapCTBEHHOro Cpeactsa UM U3ydyeHue
[OMONHUTENIbHbIX NOCNEACTBUIA NPUMEHEHNA NeKapCTBEHHOro CpeacTsa;

(8 pea. PeanepanbHbix 3aKoHOB 0T 22.12.2014 N 429-d3, o1 13.07.2020 N 206-d3)

2) yTBEpP)KAEHUA METOAMKM pacyeTa npeaesbHbiX OTMYCKHbIX LEeH NPoM3BOAUTENEN Ha /IeKapCTBEHHble
npenapaTtbl, BKAOYEHHbIE B MepevYeHb XKU3HEHHO HEOBXOAMMbIX M BAaXKHEWLWMX NEeKapCTBEHHbIX NPenapaTtos, a
TaKe BHeApeHUA MexaHM3MOB GOPMUPOBAHMA CUCTEMbBI PeDEPEHTHbBIX LEH;

(8 pen. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

3) rocyfapCTBEHHOM perncTpauuu npefesbHbiX OTNYCKHbIX LieH NpOM3BOAWUTENE Ha NeKapCTBeHHble
npenapaTbl, BK/AOYEHHbIE B NepeyeHb U3HEHHO HEOBXOANMbIX M BayKHEWLWMX NEKapPCTBEHHbIX NPenaparos;
(8 pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

4) BefieHVA rocyAapCTBEHHOrO peecTpa npeaesbHbIX OTMYCKHbIX LeH NPou3BoaMUTENEl Ha NEeKapCTBEHHble
npenapaTbl, BKAOYEHHbIE B NepeYeHb }KU3HEHHO HEOBXOANMbIX U BaxKHEWLWMX NEKAPCTBEHHbIX NPenapaTos;

5) yTBEepXKAEHUA MEeTOAMKW YCTaHOBNAEHWA OPraHaMu WCMONHWUTENbHOM BNAacTU CybbeKToB PocCCUICKOM
depepaumm npeaenbHbIX PasMepoB OMTOBbIX HagbaBOK M MpeaesibHbIX PasMepoB PO3HUYHBLIX HagbaBoOK K
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baKTUYECKMM  OTMYCKHbIM  LIeHaM, YCTaHOB/NEHHbIM MNPOM3BOAUTENAMM NIEKAPCTBEHHbIX MNpenapaToB, Ha
NleKapCcTBeHHble Npenapatbl, BKAKOUYEHHbIE B NEpPeYeHb KMU3HEHHO HeobXoAMMbIX U BarKHEMLUMX NIeKapCTBEHHbIX
npenapaTos;

6) ycTaHOB/MEeHMA NpeaesbHbIX PasMepoB ONTOBbIX HAaAbGAaBOK M MpefesibHbIX PasMepoB PO3HUYHbLIX
HagbaBoOK K GaKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOB/IEHHbIM MPOU3BOAMUTENAMM NIEKAPCTBEHHbIX NpPenaparos,
Ha NeKapCTBEHHbIe NpenapaTbl, BKAOYEHHbIE B NepeyeHb KN3HEHHO HEOBXOANMBIX U BaXKHEWLLIMX NEKAPCTBEHHbIX
npenapaTos;

7) yTBEPXKAEHMA NOPAAKA BblAAYM NPeannMcaHnii opraHam UCNOAHUTENbHOM BAacTn cybbekToB Poccuiickoi
dPepepaumm 0 nNpuBEeLEHUM B COOTBETCTBME C 3aKoHoZaTesnbcTBOM Poccuiickon ®Pepepaumm peweHuin ob
YCTAHOB/MIEHUW NPEeAENbHbIX PAa3MepPOB ONTOBbIX HAAbaBOK M MpefesibHbIX PAasMepoB PO3HUYHbIX HAaA0ABOK K
baKTMYECKMM  OTMYCKHbIM  LLeHaM, YCTaHOBAEHHbIM MPOM3BOAMTENAMM JIEKAPCTBEHHbIX MpPenapaTos, Ha
NIeKapCTBEHHble MpenapaTbl, BKAOYEHHbIE B MepeYeHb KU3HEHHO HEOOXOAMMbIX U BaXKHEWLUX IeKapCTBEHHbIX
npenapaToB, €C/M OHWU MPUHATBI C HapylWeHWem 3aKoHoAaTenbcTBa Poccuitickon depepauuun, B nopasgke,
ycTaHoB/seHHOM lNpaBuTenbcTBom Poccuiickoit Pepepaumu;

8) HanpaBneHWAa YNO/JIHOMOYEHHbIM deaepasbHbIM  OPraHOM WCMOJIHUTENIbHOW BAAcCTM  OpraHam
MCNONHUTENBHOW BAAcTM cybbeKToB Poccuiickoit deaepaunm npeanucaHnii o NpUMBeAEHUU B COOTBETCTBME C
3aKoHOZaTenbCcTBOM Poccuiickoit dPeaepaumy NPUHATLIX C  HapyleHMem 3aKkoHodaTenbctBa Poccuiickoi
depepaumm pelweHnin 06 ycTaHOBAEHUWM NpeaebHbIX PasMepoB ONTOBbIX HagbaBOK M MpeaesibHbiX pPasMepos
PO3HMYHbIX HAAbGAaBOK K LieHaM Ha JIeKapCTBEHHble Mpenapatbl, BK/OYEHHble B MepeyYeHb MKU3HEHHO
Heo6X0ANMbIX U BaXKHEMLLIMX SIeKaPCTBEHHbIX MPenapaTos;

9) ocywecTtBneHusa ¢eaepanbHOro rocyaapcTBEHHOIO Haz3opa B cdepe obpaleHuMa NeKapCTBEHHbIX
CpeacTB U pernoHasbHOro rocyapCTBEHHONO KOHTPO/A 33 MPUMEHEHUMEM LEH Ha JIeKapCTBEHHble npenapartbl
COOTBETCTBEHHO YMO/IHOMOYEHHbIMM  deaepasibHbiIMWU  OpraHamMu  UCMONHUTENIbHOW BNacTM W OpraHamu
MCNOJIHUTENIbHON BnacTu cybbekToB Poccuitickoit depepaumm  cornacHo WX  KOMMETEHUMW B nopAgke,
ycTaHoBneHHOM MpaButensctBom Poccuiickon Pepepaumm;

(n. 9 B pea. PeaepanbHoro 3akoHa o1 25.06.2012 N 93-d3)

10) npumeHeHns NpeayCcMOTPEHHbIX 3aKOHOAaTeIbcTBOM Poccuiickoi deaepaunm mep OTBETCTBEHHOCTU 3a
HapylweHMe nopagKa LeHoobpa3oBaHMA Ha NeKapCTBEHHble MpenapaTbl, BK/AOUYEHHbIe B MepeyeHb KU3HEHHO
HeobX0ANMbBIX U BaXKHENLLMX JIEKAaPCTBEHHbIX MPENapaTos.

(8 pea. PenepanbHOro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusax 4pesBblYaliHOM cUTyauuu W (MAM) NpU BO3HUKHOBEHWM Yrpo3bl PACcNpPOCTPaHeHUs
3ab6os1eBaHUA, NpeaCcTaBAAIOWEro ONacHOCTb ANA OKPYaloWMX, a TaKXKe B C/lydae, ecau B TedeHue Tpuauatu
KaneHgapHbIX gHel nocne npuHatua [MMpasuTenbctBom Poccuiickoint Pegepaumm pelleHMAa O MNpoBeAeHUMU
MOHUTOPUHIA PO3HMYHbIX LEH Ha JIeKapCTBEHHble MpenapaTbl, He BK/KYEHHble B MNepeyeHb XMU3HEHHO
HeobX0AMMbBIX M BaXKHEMLUMX IeKAPCTBEHHbIX MPENapaToB, Ha TeppuTopusax cybbektoB Poccuiickoit deaepaunn
BbIIB/IEH POCT PO3HWMYHbIX LEH Ha YyKasaHHble JIeKapCTBEHHble MpenapaTbl Ha TPMALATb MPOLEHTOB M bHosee,
MpasutensctBo Poccuiickolt Pepepaumm Bnpase yCTaHOBUTb NMpeesibHble OTMYCKHbIE LLeHbl MPOM3BOAUTENEN Ha
YKa3aHHble NIeKapCTBEHHbIE Mpenapatbl, npeaesbHble pasmepbl ONTOBbIX HaAbaBOK M NpeaesbHble pasmepbl
PO3HUYHbIX HaabaBOK K (aKTUYECKMM OTMYCKHbIM LEeHaM MNpou3BOAMTENIe Ha YyKas3aHHble JIeKapCTBEHHble
npenapatbl. MNepeyeHb NEKapPCTBEHHbIX MPenapaTtoB, HE BK/KOYEHHbIX B MepeyYeHb KU3HEHHO HeobXoaMMbIX W
BaXKHEMLWNX JNEeKapCTBEHHbIX MNpenapaTtoB, M MNopsaAoK ero ¢opmupoBaHMAa onpegenstotca [paBUTeNbLCTBOM
Poccuiickon depepaumu.

(4acTb 2 BBegeHa PeaepanbHbiM 3aKoOHOM OT 26.03.2020 N 67-03)

3. B TeueHuWe [AeBAHOCTa KasJeHAAPHbIX AHel co AHA yTBepAeHua [paBuTenbcTBOM Poccuiickoi
depepaumm nepeyHs, yYKasaHHOroO B 4acTM 2 HacTOAWEN CTaTbM, He [AOMYyCKaloTCA peanusauma M OTnyck
BK/IIOYEHHbIX B HEro JIeKapCTBEHHbIX NpenapaTtosB MO LLeHaMm, MPeBblaloWUM npesesbHble OTMYCKHble LeHbl
npousBoaMTeNei Ha YKasaHHble JIeKapCTBeHHble npenapatbl, NpefesbHble pa3mepbl ONTOBbIX HagbaBOK M
npesenbHble pasmepbl PO3HUYHbIX HAABABOK K GpaKTUUECKMM OTMYCKHbIM LieHam Npou3BoAnuTeNel Ha YKasaHHble
NleKapCTBeHHble NpenapaTbl C Y4eTOM Halora Ha 06aBNEHHYIO CTOMMOCTb.

(4acTb 3 BBepeHa PenepanbHbiM 3akoHOM OT 26.03.2020 N 67-3)

KoHcynbTaHTlAOC: NnpuMmeYvaHue.
3apernctpupoBaHHble ago 07.06.2019 npegenbHble OTMNYCKHble LEHbl Mogjexat 06s3aTesbHoM
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nepepeructpaumm B 2019 - 2020 rogax B cOOTBETCTBUM €O CT. 2 P3 0T 06.06.2019 N 134-03.

Cratba 61. locyaapcTBeHHAas perucTpauua UM nepepeructpaumsa npegenbHbiX OTMYCKHbIX LieH
npousBoAMuTeneil Ha NeKapcTBeHHble MpenapaTtbl, BKAIOYEHHble B NepeyeHb JKU3HEHHO HeobXoAUMbIX W
Ba)KHeMLUX IeKapCTBEHHbIX NPEenapaTos

(B pea. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-93)

1. MpegenvHasa OTNYCKHaA LEeHa NPOM3BOAUTENS HA NEKAPCTBEHHbIM MPenapaTt, BKAKYEHHbIN B NepeyeHb
YKM3HEHHO HEOBXOAMMbBIX U BaXKHEMLLIMX NEKAPCTBEHHbIX NPENapaToB, NOAJ/EKMUT FOCYAaPCTBEHHOW PErMCTPaLUM B
nopagKe, yctaHosneHHom [lpasutenbctBom Poccuitickolt ®depepaumu, Ha OCHOBAHUM MPEACTaB/IEHHOTO B
YNO/IHOMOYEHHbIN defepanbHbli OpraH WCNONHUTENIbHOW B/IAaCTUM 33sB/EHUA Aep)KaTens WAn BAagesnbla
perncTpaLmoHHOro y40CTOBEPEHUA IEKAPCTBEHHOrO Npenapata (ynoJHOMOYEHHOro UM nLa).

2. 3aperucTpupoBaHHaA MpeaenbHasa OTNYCKHAA LEHA NPOU3BOAMTENA HA JIEKAapCTBEHHbIM npenaparT,
BK/IIOYEHHbI B MepeyeHb KM3HEHHO HEOOXOAMMbBIX M BAXKHEMLIMX JIEKapCTBEHHbIX Mpenapatos, MOXeT ObiTb
nepeperMcTpupoBaHa B CTOPOHY YBE/IMYEHMA OAMH pa3 B Ka/leHAapHOM rofly Ha OCHOBaHMW NPeACTaB/NEHHONO B
YNONHOMOYEHHbIM deaepanbHbli OpraH WCNOAHUTENbHOW BAAcTM A0 1 OKTAGPA KaxAoro roga 3asBAeHuA
AepKaTena uanm Bnagesnbla PerncTpaumoHHOro yA0CTOBEPEHUA IeKapCTBEHHOro npenapaTa (YNnosAHOMOYEeHHOro
UM nnua).

3. 3apeructpuvpoBaHHas npegesbHas OTMNYCKHAaA LeHa MNPOM3BOAMTENA Ha JIeKapCTBEHHbIM npenapar,
BKJ/IIOYEHHbIA B MepeyeHb KU3HEHHO HEeobBXOAMMbIX M BarKHEMLUMX /IeKapCTBEHHbIX MPenapaToB, MoOXeT 6biTb
nepeperncTpmMpoBaHa B CTOPOHY CHUMKEHMA Ha OCHOBaHWW NPeACTaBAEHHOro B YNOJHOMOYEHHbIN deaepantHblit
OpraH WCNONHWUTENbHOM BAACTU 3aAB/EHWA AepKaTena WAM BAASEeNbLA PErnmcTpauMoHHOro yAoCTOBEpPEeHUA
NeKapCTBEHHOro Npenapara (YNnoAHOMOYEHHOTo UM /MLa).

4. [lepaTenb UM  Bnageniel, PErucTPauMOHHOrO YAOCTOBEPEHWMA /IeKapCTBEHHOro npenapaTta
(ynonHomoueHHOE MM AnLo) 06s3aH NpPeacTaBUTb B YNOJHOMOYEHHbIM deaepasnbHblii OpraH UCNOMHUTEIbHOW
BN1ACTW 3aAB/ieHME O MepeperncTpaumm 3aperncTpMpoBaHHON NpeaenbHoM OTMYCKHOM LieHbl Npou3BoaMTeNns Ha
NeKapCTBEHHbIM Npenapat, BK/AYEHHbIW B NepeyeHb KU3HEHHO HEeOBXOAMMBIX U BarKHEMLMX NEeKapCTBEHHbIX
npenapaTos, B CTOPOHY CHUMKEHMA B CEAYHOLMX CAYyYanX:

1) CHUKEeHMe LieHbl B MHOCTPAHHOW BasiloTe Ha JIeKapCTBEHHbIM NpenapaT B cTpaHe nNpoussoauTens u (uam)
B CTpaHax, B KOTOPbIX JIeKAapCTBEHHbIM npenapaT 3aperucTpuposaH u (MaM) B KOTOpble MOCTaBAsAETCA
npoussoauTenem;

2) CHUXKeHMe LeH Ha pedepeHTHble fieKapcTBeHHble npenapaTtbl B COOTBETCTBUM C MYHKTOM 1 HacToAwei
4acTu (41A COOTBETCTBYHOLLMX BOCMPOM3BEAEHHbIX, B1UOaHanorosbix (6Monofo6HbIX) 1eKapCTBEHHbIX NPenapaTos);

3) npesBbllleHWe nNpeaenbHON OTNYCKHOW LeHbl Ha MepBblii BOCMPOM3BEAEHHbIW, 6MoaHaNoroBbI
(6MoNoA06HbIN) NEeKapCTBEHHbIM NpenapaT MHOCTPAHHOIO MPOM3BOACTBA Hah NpeAenbHOW OTMYCKHOW LEeHOM
NPou3BOAMTENA Ha BTOPOW BOCMPOWM3BEAEHHbIN, BMoaHanoroebiit (6MoNOA06HLIN) NEeKapCTBEHHbIM npenapar,
PaccYMTaHHOW B COOTBETCTBUM C METOAUKOM, YTBEPKAEHHOM MpaBuTenbcTBOM Poccuiickon ®eaepaumy;

4) npeBblleHWe MNpeaenbHOM OTNYCKHOW LeHbl Ha MepBbli BOCNPOM3BEAEHHbIN, 6KMOaHaNoroBbIn
(6Monoa06HbIN) NeKkapcTBEHHbIM NpenapaT NPoOM3BOANUTENA FOCYAaPCTBA - YneHa EBPa3sMCKOro 3KOHOMMYECKOro
CO03a Hag, npeaesnbHON OTMYCKHOM UEHOW NpoM3BOAMUTENA Ha BTOPOM BOCMPOM3BEAEHHbIN, BMOaHaNOroBbIi
(6Monoa06HbIN) NeKapcTBEHHbIM NpenapaT NPoM3BOANUTENA FOCYAaPCTBA - YneHa EBPa3sMiCKOro sKOHOMMYECKOro
CO03a, PACCYUTaHHOM B COOTBETCTBMU C METOLMKOM, YTBEPKAEHHOW MNpaButensctBom Poccuiickol deaepauum.

5. NopsagoK nepeperncTpauumn 3aperncTpUpoBaHHbIX NpefefibHbIX OTMYCKHbIX LUEeH Npou3BoauTeneit Ha
NleKapCTBEHHble MpenapaTbl, BKAOYEHHbIE B MepeyeHb KM3HEHHO HEOBXOAMMBbIX U BaXKHEMLWMX NeKapPCTBEHHbIX
npenapaTos, B C/y4anx, NPeLyCMOTPEHHbIX YacTAMM 2 - 4 HAcToALWEN cTaTbW, ycTaHaBAMBaeTca MpaBUTENbCTBOM
Poccuiickon ®eaepaunu.

6. DKOHOMMWYECKMIN aHANU3 NpesesbHON OTMYCKHOM LeHbl NPOU3BOAMTENA Ha JIeKapCTBEHHbIM Npenapar,
BK/IIOYEHHbIA B MepeyeHb MM3HEHHO HEeOoBXOAMMBIX M BaX<HEMWMWX JIeKapCTBEHHbIX MNpenapatos, npu ee
rocy4apcTBeHHOM perncTpaumm uam nepepeructTpaumm ocyliectsnserca degepanbHbiM OpraHOM UCMONHUTEIbHOM
B1IACTW, OCYLLLECTBAAOWMM GYHKLUMM NO NPUHATUIO HOPMATMBHbIX NPABOBbLIX aKTOB M KOHTPO/IO 3a cobaogeHmem
3aKOHOAATeNbCTBA B Chepe rocyAapCTBEHHOro peryMposaHus LeH (Tapudos) Ha ToBapsl (ycayru).
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7. PacueT npenenbHbIX OTMYCKHbIX LEH, YKa3aHHbIX B 4actax 1 M 2 HacToAweMl craTbW, MNpU UX
rocyfapcTBeHHOW perncTpaumMm WAWM  NepeperucTpauum  OCyLLEecTBAAETCA B COOTBETCTBMM C  METOAMKOW,
yTBEPXKAEHHOM MpaBuTenbcTBOM Poccuiickont ®epepaLummn U yumnTbiBatoLLen B TOM YUCAeE:

1) cobnopeHre banaHca MHTepecoB NoTpebuTeneit ekapCcTBEHHbIX NPENapaToB, BKAOYEHHbIX B NepeyeHb
XU3HEHHO HEOBXOAMMbIX W BarKHEMLUMX JIeKAapPCTBEHHbIX MNPenapatos, W MNPOM3BOAUTE/IEN NEeKAaPCTBEHHbIX
npenapaTos, BK/AOYEHHbIX B NepeyeHb XKU3HEHHO HEOBXOAMMBIX U BasKHEWLWMX NEKAPCTBEHHbIX NPENapaTos;

2) daKTMYecKyto OTNYCKHYI LEeHY Ha JIeKapCcTBeHHble npenapatbl B Poccuitckon depepaumm, LeHy BBO3a
JIeKApCTBEHHbIX npenapatoB B Poccuiickyto denepaumio, a TaKKe LEHbl Ha aHANIOTMYHble JIEKAapCTBEHHbIE
npenapatbl, HaxogAwmeca B obpalueHmn B Poccuinickont deaepaunu;

3) 3aTpaTbl NPOM3BOAMTENA JIEKAPCTBEHHOrO Npenaparta Ha NPOM3BOACTBO U Peann3aumio 1eKapCTBEHHOTO
npenapaTa;

4) ueHy Ha NleKapCTBEHHbIA npenapaTt, ero ueHy B CTpaHe MpPOuM3BOAMTENA M B CTPaHax, B KOTOPbIX
NIeKapCTBEHHbIN Npenapar 3aperncTpmMpoBaH 1 (Min) B KOTOPbIE NOCTaBAAETCA NPOMU3BOAUTENEM.

8. He gonyckatotca peannsauma n oTNyCK 1eKapCTBEHHbIX NpenapaTos, BKAOYEHHbIX B NepevyeHb *KU3HEHHO
HEO6XO,CI,MMbIX N BaXKHEMLWUnx NNEKAPCTBEHHbLIX NPEnapaTtoB, Ha KOTOPble NpousBoAUTENAMU JIEKAPCTBEHHDbIX
npenapatoB He 3aperncTtpupoBaHa npegesibHaAa OoTnyCckHaA UeHa, peasim3auma npon3sognTeaMm NeKapCTtBeHHbIX
npenapatos MNno ueHam, npesBbilakoWmMm 3apermctpupoBaHHble WKW NepeperucTtpupoBaHHbIE MNpeaesibHble
OTNYCKHbIE UeHbl Ha IeKapCTBEHHbIe NpenapaTbl C y4ETOM Ha/10ra Ha ,D,O6aBI'IeHHle CTOMMOCTb.

9. OCObBEeHHOCTM TOCYAapCTBEHHOIO PEryavpoBaHMA NpeAenbHbIX OTMYCKHbIX LeH npoussoauTeneit Ha
JIEKapCTBEHHbIE Npenapatbl, BKAOYEHHbIE B NEPEYEHb KM3HEHHO HEOBXOAMMbIX U BarKHEMLUMX JIeKapCTBEHHbIX
npenapaTos, B 3aBUCMMOCTU OT IKOHOMMYECKMX U (UAN) COLLMANbHBIX KPUTEPUEB (M3MEHEHME YCNOBUIA, MOpPAAKa U
CTOMMOCTM NPOM3BOACTBA JIEKAPCTBEHHbLIX MPENapaToB, UCMO/b30BaHUE HOBbIX Gopm, meTomoB M crnocobos
rocy4apcTBEHHOro PeryavpoBaHMA LLeH Ha JIeKapCTBEHHble MpenapaTbl, B TOM 4YMCAe Ha OCHOBE MeXaHW3ma
pedepeHTHOro LeHoobpa3oBaHMA, M3MEHEHUI MNopAAKA OKasaHMA MeAMUMHCKOM NOMOLM, M3MEHeHWe Kypca
MHOCTPaHHOM Ba/OTbl U MHble U3MEHEHWA) yCTaHaBAnBatoTca NpaBuTenbcTBom Poccuiickoin eaepaumm.

(8 pea. epepanbHoro 3akoHa ot 08.03.2022 N 46-93)

CraTba 62. FOCyAapCTBEHHbIN peecTp NpeaenbHbIX OTAYCKHbIX LieH NPpoM3BoAUTeNei Ha IeKapCTBEHHbIe
npenapaTtbl, BKAIOYEHHbIE B NepeueHb }KU3HEHHO HEOBX0ANMMBIX U BaXKHENLINX NeKapCcTBEHHbIX NpenapaTos

1. 3aperucTpmpoBaHHble UK NepeperucTpupoBaHHblie npeaenbHble OTNYCKHbIE LEeHbl Npon3BoauTenei Ha
NleKapCTBeHHble MpenapaThbl, BK/AOYEHHbIE B MepeyeHb KU3HEHHO HEOBXOAMMbIX U BaXKHEWLIUX NIeKapCTBEHHbIX
npenapaTos, NoA/exaT BK/AUYEHUIO B rOCYAapCTBEHHbIN peecTp npeaenbHbIX OTMYCKHbIX LieH NpoussoauTenei Ha
NeKapCTBeHHble MpenapaTbl, BKAOYEHHbIe B MepeyeHb U3HEHHO HEeOBXOAMMbIX U BaXKHEMLMX NEeKapCTBEHHbIX
npenapaTos.

(8 pea. PepnepanbHoro 3akoHa ot 06.06.2019 N 134-®3)

2. TocyfapCTBEHHbIM PeecTp npeaesibHbIX OTMYCKHbIX LeH NpoM3BoAuMTeNei Ha IeKapCTBEHHbIE NpenaparThl,
BK/IIOYEHHbIE B NepeYeHb KM3HEHHO HEOBXOAMMbIX U BaXKHENLWMX NeKapCTBEHHbIX NPenapaTos, COAEPKUT B cebe
cnesyouyo Hbopmaumio:

1) HaMmeHoBaHWe pJepKaTeNs WAM BAAfEeNbLa PErucTPaLMOHHOTO Y/OCTOBEPEHUS NIEKAPCTBEHHOMO
npenapaTa, HAUMeHOBaHME NPOM3BOAUTENR /NIEKAPCTBEHHOro npenaparta, CBeAEHUA O perncTpauuu gepkartens
AW BNagenbla PerucTpauMoHHOro yAO0CTOBEPeHUA /eKapCTBEHHOro npenapaTa, CBEAEHMA O perucrTpauuu
NpPou3BoOAMTENA SIeKAaPCTBEHHOrO npenapaTa AN MeguUMHCKOro NPMMEHeHMUA B KayecTBe HanoronaaTtesblimnka B
CTpaHe perncrpauumn (oA POCCUIUCKUX IOPUAMYECKUX UL, - UAEHTUOUKALMOHHBIM HOMEp HajoronnaTesbliMKa
(MHH), pna MHOCTPaHHBIX OPUAMYECKUX UL, - CTPAHA PerncTpaLuun, HaMMeHOBaHWE PErucTPUPYHOLLEro opraHa,
PerncTpaLMoHHbIA HOMEp, KoA, HanoronaaTtesbliyka B CTpaHe perucrTpauum (MHKoprnopauuu) uam ero aHanor),
MEeCTO HAxXOXKAeHWs MPOWM3BOACTBEHHbIX MJOLAA0K, YYACTBYHOLWMX B NpoLecce NPOU3BOACTBA JIEKAPCTBEHHOMO
npenapaTa, C yKasaHvem CTaguu npouecca Npons3BoacTBa;

(n. 1 B8 pen. PepepanbHOro 3akoHa ot 28.12.2017 N 425-03)

2) HaMmeHOBaHME NEeKaPCTBEHHOro npenapaTa (MeXayHapoaHoe HenaTeHTOBaHHOE, UK TPYNNUPOBOYHOE,
WU XUMMYECKOE M TOProBoe HaMMeHOoBaHuA);
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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3) Homep perncTpaLMoHHOro yA0CTOBEPEHNA NEKapCTBEHHOTO Npenapara;

4) nekapctBeHHaa dopma C yKasaHMEM [03MPOBKU NIEKAPCTBEHHOrO MnpenapaTa U ero Ko/iuMyectsa BO
BTOPMYHOM (NOTPEBUTENbCKOW) YNAaKOBKE, a TaK}Ke KOMMIEKTHOCTb;
(B pea. ®enepanbHOro 3akoHa o1 22.12.2014 N 429-03)

5) 3apernctpmupoBaHHas npeaesibHas OTNYCKHAnA LLeHa Ha IeKapCTBEHHbIM npenapaT B pybasx;
(8 pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) [ata M HOMep nNpMKas3a YMNOJHOMOYEHHOro deaepanbHOro opraHa WCNONHUTENbHOW BAACTU O
roCyJapCTBEHHON perncTpauun uamM nepepeructpaumm npeaenbHoOn OTMYCKHOM LEeHbl HAa JIEKapCTBEHHbIN
npenapart, BKAOYEHHbIN B NepeyeHb XU3HEHHO HEOBXO0AMMbIX U BarKHENLINX NEKAPCTBEHHbIX NPENAapaTos;

(8 pea. PenepanbHbiXx 3aKOHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-d3)

6.1) gata BCTyNEHUs B CUNY NMPUKa3a YNOJHOMOYEHHOTO dpeaepasbHOro opraHa UCMOIHUTE/IbHOW BNACTU O
rocyJapCTBEHHON perncTpaunun uaM nepeperncTpaumm npenenbHon OTMYCKHOM LeHbl Npou3BOAUTENA Ha
JIEKAPCTBEHHbIN NpenapaT, BK/IOYEHHbIN B MepeyvyeHb KU3HEHHO HEOOXOAMMbBIX U BaKHEULUX SIeKapCTBEHHbIX
npenapaTos;

(n. 6.1 BBeaeH PeaepanbHbiM 3akoHOoM 0T 06.06.2019 N 134-93)

7) WTPUXOBOW KO, HAaHECEHHbIN HAa BTOPUYHYIO (MOTPebUTENbCKYIO) YNAaKOBKY IEKAPCTBEHHOrO Npenapara;
(n. 7 BBepgeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

8) KoA NeKapCTBEHHOro npenapata MO aHAaTOMO-TepaneBTUYECKO-XMMUYECKON  KnaccudumKkaumm,
pekomeHA0BaHHOM BcemupHOW opraHunsaumein 34paBoOXpaHeHuUA.
(n. 8 BBegeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

3. FocypapcTBeHHaA perncrpaumsa Uan nepeperncrpauma npenenbHblX OTMNYCKHbIX LEH Ha NEeKAPCTBEHHbIe
npenapatbl, BK/OYEHHbIE B MepeyeHb KU3HEHHO HEOBXOAMMbIX W BayKHEWLWWX JIeKapCTBEHHbIX NpenapaTos,
BeeHWe TroCyAapCTBEHHOIO peecTpa npenesbHblX OTMAYCKHbIX LEeH NPOM3BOAUTENEN Ha JIeKapCTBEHHbIE
npenapatbl, BK/OYEHHbIE B MepeyeHb KU3HEHHO HeobXoAMMbBIX M BaXKHEWMLIMX NeKapCTBEHHbIX NpenapaTos,
OCYLLECTB/AOTCA B NOpAAKe, ycTaHOBeHHOM [MpasuTtenbctBom Poccuiickont ®eaepauyum.

(8 pea. PenepanbHoOro 3akoHa ot 06.06.2019 N 134-®3)

Cratba 63. YcTaHOB/JeHMe OpraHamMu WUCNONHUTENbHOW BnacTM cybbekToB Poccuiickoit Pepepauum
npeaenbHbIX Pa3mepoB ONTOBbIX Hafb6aBOK M NpefenbHbIX Pa3mepoB PO3HUUHBLIX Haa6aBoOK K paKTUUECKUM
OTNYCKHbIM LEeHaM, YCTaHOB/EHHbIM MPOU3BOAUTENAMM JIEKAaPCTBEHHbIX NpPenapaToB, Ha JieKapCTBEeHHble
npenapatbl, BK/AIOUYEHHbIE B NepeyeHb }KU3HEHHO HE06X0AUMBDIX U BaXKHeNLUX NeKapCTBEeHHbIX NpenapaTos
(8 pea. PenepanbHOro 3akoHa ot 27.12.2019 N 475-03)

1. OpraHbl UCMNONIHUTENBHOW BNacTU cybbekToB Poccuiickon depepauuun ycTaHaBAWBAlOT NpenesbHble
pasmepbl ONTOBbIX HaA6aBOK M NpeaesibHble pasmepbl PO3HUYHbLIX HaA6aBOK K GpaKTUUECKMM OTMYCKHbIM LeHam
(6e3 yyeta Hanora Ha f06aBAEHHYIO CTOMMOCTb), YCTaHOBAEHHbIM NPOU3BOAMTENAMM NEKAPCTBEHHbIX NPENapaTos,
Ha NeKapCTBEHHbIe NpenapaTbl, BKAOUYEHHbIE B NepeyeHb KU3HEHHO HEOBX0ANMbIX U BarKHEMLUMX NEKaPCTBEHHbIX
npenapaToB, B COOTBETCTBMM C YTBEPXAEHHOW B MOpsAKe, YyCTaHOBAeHHOM [lpaBuTenbctBom Poccuitckoi
depepaunm, MeTOANKON YCTAHOBNEHUA OPraHaMu UCMONHWUTENbHOM BNacTu cybbekToB Poccuiickoli Pepepaumm
npefenbHbIX Pa3mMepoB ONTOBbIX HaAOaBOK M MpefesbHbIX PasMepoB PO3HWUYHBIX HAaZbaBOK K (aKTUYECKUM
OTNYCKHbIM LieHaM, YCTAHOB/JIEHHbIM TMPOU3BOAUTENAMM JIEKAPCTBEHHbIX MPEnapaToB, Ha JIeKapCTBEHHblE
npenapaTtbl, BKAOYEHHble B NepeyeHb KM3HEHHO HEeobXOoAMMbIX W BaXKHEMLMX NeKapCTBEHHbIX NpenapaTtos.
MpoeKTbl peleHnii opraHoOB UCMNOJIHUTENbHON BAAcTM cybbekToB Poccuiickoin Pegepaunn 06 ycTaHOBAEHWUM M
(nan) nsmeHeHnn npeaenbHbIX Pa3MepoB ONTOBbLIX HaABaBOK M Npede/bHbIX PasMepoB PO3HUYHbLIX HaabaBoOK K
baKTUYECKMM  OTMYCKHbIM  LleHaM, YCTaHOB/AEHHbIM MPOM3BOAUTENAMM JIEKAPCTBEHHbIX MpenapaTtos, Ha
NleKapCTBeHHble Npenaparbl, BKAKOYEHHbIE B NEpeYeHb KU3HEHHO HeoBbXOoAMMbIX U BarKHEMLUUX NIeKapCTBEHHbIX
npenapaToB, NoAneXKaT COracoBaHUIO C YNOJHOMOYEHHbIM delepasbHbiM OpraHOM WCMOSHUTENbHOW BNACTH,
ocywecTBAAWMM GYHKLMU MO NPUHATUIO HOPMATUBHbLIX MPABOBbIX AKTOB M KOHTPOAO 3a cobaogeHuem
3aKOHOZaTeNbCcTBa B chepe rocysapCTBEHHOrO peryinmpoBaHua UeH (TapudoBs) Ha ToBapbl (ycayru), B nopaske,
ycraHoBaeHHoM Npasutenbctsom Poccuitickoit deaepaumn.

(8 pea. epepanbHbix 3akoHoB 0T 13.07.2015 N 241-03, o1 27.12.2019 N 475-03)

2. OpraHuMsauuMum  ONTOBOW TOProB/AM  /NIEKAPCTBEHHbIMM  CPEACTBaMM, anTeyHble OpraHMsaumm,
WHAMBUAYaNbHbIE NPeANPUHUMATENN, UMEIOLLIME TMLEH3UIO Ha GapMaLLeBTUYECKYIO AeATeNbHOCTb, MeAULMHCKME
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opraHusauumn, UMetoLme NULLEH3NI0 Ha papMaLLeBTUYECKYIO AeATEeNbHOCTb, U UX 060C0bBeHHble NnoapasaeneHun
(ambynatopuun, denbawepckne U denbalepCcKo-aKkyLlepcKme MNyHKTbl, LeHTPpbl (oTaeneHus) obuieit BpayebHoM
(cemeiHOM) NPaKTMKK), PACNONOKEHHbIE B CENbCKMX HAcCeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
OpraHu3aLmmn, OCYLLEeCTBAAIOT Peasnv3alMmio JIEKAapCTBEHHbIX NPENapaToB, BKJ/KOYEHHbIX B NEPEYeHb MKU3HEHHO
HEeo6X0AMMbBIX M Ba)KHEMLUMX IeKapCTBEHHbIX NMpenapaTos, NO UeHam, KoTopble GOPMUPYIOTCA B COOTBETCTBUU C
NopAAKOM, yCTaHOBAEHHbIM MpaBuTenbcTBom Poccuiickoit ®esepaumnm, U ypoBeHb KOTOpbIX (6€3 yyeTa Hanora Ha
[06aBNEHHYIO CTOMMOCTb) He [O0/IKEeH MNpeBblwaTb CyMMy (GaKTUYECKOM OTMYCKHOM LeHbl, YCTaHOBAEHHOM
npov3BoAMTENEM  JIEKAPCTBEHHOTO npenapaTa, He npesblwatoLLein 3aperncTpmMpoBaHHOM nnm
nepeperncTpMpoBaHHON NpeaesibHON OTMYCKHOM LeHbl npou3BoauTenn (Ha AaTy peanus3aumu NeKkapcTBEHHOro
npenapata npousBoguTeNemM), U pa3mepa ONTOBON HaabaBKM WU (MAM) pasmepa PO3HUYHOM HapnbaBKM, He
NPEBbIWALWNX COOTBETCTBEHHO pa3mepa MpeaesibHOM ONTOBOW HaabaBkM W (Man) pasmepa npenenbHoOM
PO3HWYHOI HafbaBKK, yCTaHOBEHHbIX B cybbeKkTe Poccuiickon deaepaumn.

(4acTb 2 B peg,. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl UCMONHUTENbHOW BRacTM cybbekToB Poccuitickolt Pepepaummn pasmewtatot B cetn "MHTepHeT"
MHPOPMALMIO O 3aPErMcTPUPOBAHHbLIX NPefesibHbIX OTMYCKHbIX LEHaX NPOU3BOAMTENEN Ha NeKapCTBEHHble
npenapaTtbl, BKAIOYEHHbIE B NepeyYeHb KU3HEHHO HEOBXOAMMbIX U BaXKHEMLUMX NEKAPCTBEHHbIX NpenapaTtos, 06
YCTaHOB/NEHHbIX B cybbekTe Poccuitickon Pegepauun npeaenbHbIX pasmepax ONTOBbIX HagbaBok M (Mawn)
npeAenbHbIX pasmepax PO3HUYHbIX HaA0aBOK K YCTAaHOBNEHHbIM NMPOU3BOAUTENAMMU NEKAPCTBEHHbIX NPENapaTos
baKTUYECKMM  OTNYCKHbIM LEHaM Ha JIeKapCTBEHHble MNpenapaTbl, BK/AKOYEHHble B MepeyeHb HKU3HEHHO
HeobX0AMMbBIX W BayKHEWLNX NIeKAaPCTBEHHbIX MPENAPATOB, a TaKXKe 0O CYMMe 3aperncTpMpoBaHHbIX NpeaesibHbIX
OTMYCKHbIX LLeH Npou3BOAUTENEN Ha JIeKapCTBEHHble MpenapaTtbl, BK/AKOYEHHble B MNepevyeHb KU3HEHHO
HEeo6X0ANMbBIX U BaXKHEMLIMX NEKAPCTBEHHbIX MPenapaToB, YCTAaHOB/EHHbIX B CybbeKTe Poccuiickoit ®enepaLmm
npesenbHbIX PAa3MepoB ONTOBbIX HaAGaBOK M NpefesibHbIX Pa3mMepoB PO3HUYHbIX HAAOABOK W Hajsora Ha
Ao6aBneHHy0 CTOMMOCTb. MHbGOPMauma, NpesycMOTPEeHHas HACTOALWLEN YacTblo, AOJ/IKHA HAXOAMTbCA TaKkKe B
aNTeYHbIX OpraHM3aumsax B AOCTYNHON A/1A BCEX 3aMHTEPEecOoBaHHbIX aul, popme M OOHOBAATLCA MO Mepe ee
pa3MeLLeHMA OpraHamMmM UCNOJIHUTENIbHON BAacTh cybbekToB Poccuiickon ®egepaumm B cetn "UHTepHeT".

(4acTb 3 B peg,. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. YTpaTtun cnny ¢ 1 mapta 2020 roga. - PepepanoHbiii 3akoH oT 27.12.2019 N 475-93.

Fnasa 13. MOHUTOPUHI 2 PEKTUBHOCTU U BESOMNACHOCTHU
NNEKAPCTBEHHbIX NMPEMNAPATOB, HAXO4ALLUUXCA B OBPALLLEEHUA
B POCCUIACKON GEAEPALINMA
(8 pea. epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. PapmaKkoHaasop
(8 pea. epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapatbl, HaxoAawuecs B obpauweHun B Poccuiickoit depepaumu, noganexat
MOHUTOPUHIY 3GGEKTUBHOCTM M 6€30NacHOCTU B LeNAX BbiABAEHUSA BO3MOMHbIX HEraTMBHbIX MOCAEACTBUMN WX
NPUMeHeHnsa, UHAMBUAYANbHON HeNepeHOCMMOCTH, NpeaynpexaeHna MeguunHCKUX paboTHUMKOB, CNeLmManmncTos
B 06nacT¥ BeTepuHapuM, MNaUMEHTOB WAW BAALENbLEB MMBOTHLIX M WX 3aWWUTbl OT MNPUMEHEHUSA TaKMX
NeKapCTBEHHbIX NpenapaTos.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. dapmakoHag30p OCYLLECTB/AETCA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM deaepanbHbiM  OpraHoMm
WCMONHUTENbHOW BNAcCTM B YCTaHOBJAEHHOM WM MOPAAKE MNyTeM aHa/aM3a NpeaocTaBAsemMon cybbekTammu
06palleHnn leKapcTBeHHbIX cpeacTe MHOOPMauMM O NOBOYHLIX AENCTBUAX, HEMeNaTeNbHbIX peaKkumax,
CepbesHblX HeKenaTesbHbIX pPeakumax, HenpeasuAeHHbIX HeXenaTeNbHblX pPeakuuax npu npuMeHeHun
NeKapCTBEHHbIX  npenapaTos, 06 WMHAMBMAYANbHOW  HEMepPeHOCMMOCTW,  OTCYTCTBMM  3bdEKTUBHOCTU
NeKapCTBEHHbIX NPenapaToB, a TakkKe 06 UHbIX PpaKTax U 0b6CTOATENbCTBAX, NPEACTaBAAOWMX YIPO3Y KU3HU UK
300pPOBbIO YENOBEKA /MO0 KMBOTHOTO MPU MPUMEHEHUWU NEKAPCTBEHHbIX NPenapaToB WM BbIABAEHHbIX Ha Bcex
aTanax obpalleHuUs 1eKapCcTBEHHbIX NpenapaTtoB B Poccuiickoi ®eaepaumm n Apyrux rocysapcreax.

3. CybbeKTbl obpalleHua NeKapCcTBEHHbIX CPeAcTB B NOpPALKEe, YCTAHOBNEHHOM YMOJHOMOYEHHbLIM
denepanbHbIM OPraHOM UCMONIHUTENbHON BAAcTM, 06a3aHbl coobLaTh B YNOJHOMOYEHHbIM deaepanbHbii opraH
WCMONIHUTENbHOM BAAcTM O NODOOYHbBIX AEUCTBUAX, HENKENATENbHbIX PeaKUMAX, Cepbe3HblX HexenaTenbHblX
peakumax, HenpeaBUAEHHbIX HeXenaTenbHblX Peakumsax npuv MNPUMEHEHUU NEKapCTBEHHbIX MpenapaTtos, 06
WMHANBUAYANBbHOW HENEPEHOCUMOCTH, OTCYTCTBMM 3P EKTUBHOCTU IEKAPCTBEHHbIX NPEnapaTos, a TakKe 06 MHbIX
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daKTax n 06CTOATENbCTBAX, NPEACTABAAIOWMX YIPO3Y KM3HW WM 300POBbI0 YenoBeka MbO KMBOTHOTO Mpu
NPUMMEHEeHUM NeKapCTBEHHbIX MPENapaToB U BbIABAEHHbIX Ha BCeX 3Tanax obpalleHus eKapcTBEHHbIX NpenapaTos
B Poccuiickoit desepaumm v gpyrux rocysapcreax.

4. [epskaTenn WM  Bnafenblbl PErucTpauMoOHHbIX YAOCTOBEPEHMI NEKAPCTBEHHbIX NpPenapaTos,
IOpUAMYECKME NNLA, HAa MMA KOTOPbIX BblAaHbl PA3pelleHns Ha NpPoBeAEHUE KANMHUYECKUX UCCNefOoBaHWA B
Poccuiickon ®epepauumn, nMbo ynoNHOMOYEHHbIE UMW ApYyrue pUAMYEcKMe vua B pamKax obecneyeHus
6€30MacHOCTU JIEKAPCTBEHHbIX NMpPenapaToB B MNOPsSAKe, YCTAaHOBAEHHOM COOTBETCTBYIOLWMM YNOJHOMOYEHHbIM
denepanbHbIM OpPraHOM WMCMOJIHUTENIbHOW BNacT, 06a3aHbl OCYWECTBAATbL Npuem, yyYeT, obpaboTKy, aHanus u
XpaHeHMe MocTynawwmx B WX agpec OT CybbekToB o06pallleHMAa /NeKapCTBEHHbIX CPeaCcTB M OpraHoB
rocyJapCTBEHHON BIACTU COOOLWLEHMIA O NOBOYHbIX [ENCTBUAX, HEMXKENaTeNbHbIX peakumax, CepbesHbIX
HeXKenaTesbHbIX U HenpeaBUAEHHbIX HEXeNaTeNbHbIX Peakumax Npyu NPUMEHEHUN NIeKapCTBEHHbIX NPENapaTos,
06 o0cobeHHOCTAX WX B3aMMOLEWNCTBUA C APYTMMU  NEKAapPCTBEHHbIMM Mpenapatamu, WHAWBUAYaNbHOM
HernepeHoCMMOCTH, a TakKe 06 MHbIX paKTax U 06CTOATENBCTBAX, NPEACTABAAIOLUNX YIPO3Y XKU3HU UM 340POBbIO
yenoBeKa MMHB0 }KUBOTHOFO UM BAUAIOLLMX HA U3MEHEHME OTHOLIEHUA OXWAAEMOM NONb3bl K BO3MOXKHOMY PUCKY
NPUMEHEHUS IEKAaPCTBEHHbIX MPENapaToB.

5. Mpu BbIABAEHUN MHPOPMALMM O CEPbE3HbIX HEXKeNaTeNbHbIX Peakuuax W HenpeaBUAEHHbIX
HeKeflaTesIbHbIX PeakumaX NMpu NPUMMEHEHMN JIEKaPCTBEHHbIX NpenapaTtos, 06 0co6eHHOCTAX UX B3aMMOAencTBuA
C APYrMMU NleKapCTBEHHbIMM Mpenapatamu, UHAMBKMAYA/NbHON HENnepeHOCMMOCTH, a TaKKe 06 MHbIX dakTax u
06CTOATENbCTBAX, BANAIOWMX HA M3MEHEHNE OTHOLIEHWNA OXKUAAEMOW MO/Ib3bl K BO3MOXKHOMY PUCKY NPUMEHEHUSA
NeKapCTBEHHbIX NPenapaTtos, AeprKaTeNM WAWM BAageNblbl PErMcTPaLMOHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbIX
npenapaTos, lOPUMAMYECKME AMLA, HAa WMMA KOTOPbIX Bbl4AHbI pPaspeleHna Ha NpoBegeHUEe KAMHUYECKMX
uccnenoBaHuii B Poccuiickoit depepauun, aMbo ynoiHOMOYEHHbIe UMW ApYyrve topuaudeckne avua o6a3aHbl
NPUHATbL MEpPbl, HanpaB/JeHHble Ha YCTPaHEeHUEe HEeraTMBHbIX MOCAeACTBMIA MPUMEHEHUA TaKMX JNEKAPCTBEHHbIX
npenapaTos, NpeaynpexKaeHue NPUUMHEHUA BPeaa KU3HU WY 340POBbIO YeI0BEKa B0 KUBOTHOTO, 3aLUMTY UX
OT MPUMEHEHUA TaKWUX NEKapPCTBEHHbIX MpenapaToB, Ha AOMOAHUTENbHbIN cbop AaHHbIX 06 3dpdeKTUBHOCTU U
6€e30MNacHOCTM TaKMX JIeKaPCTBEHHbIX NPENapaTos.

6. 3a HecoobuieHME WAM COKpbITME WHOOPMALMM, MPEAYCMOTPEHHOW 4acTblo 3 HacToAwel CcTaTby,
JeprKaTenu Uv Bnafenblbl PErMCTPALMOHHbIX YAOCTOBEPEHUI IEKaPCTBEHHbIX MPENApaToB, PUAUYECKME NLa,
Ha MMA KOTOpPbIX BblAaHbl paspelleHra Ha NpoBeaeHNe KANHUYECKMX uccnenoBaHuii B Poccuitickoin ®epepaumm,
NMb0o ynoNHOMOYEHHblE UMUK ApYyrve HpUaUYeckne Nuua, a TaKKe [O/MKHOCTHble /MLa, KOTOpbiM 3Ta
nHbopmauma cTana M3BeCcTHa NO poay WX NpodeccMoHanbHOW AeATeNbHOCTM, HecyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuitickoit deaepauuu.

7. MpyU NOAYYEHUM YNOAHOMOYEHHLIM ¢enepanbHbIM OPraHOM MCMOAHMUTENbHON BAACTM B PamKax
ocywecteieHMs MM GapMakoHaA30pa  [LOKA3aTesibCTB O HECOOTBETCTBMM  JIEKAPCTBEHHOrO npenaparta
YCTaHOBAEHHbIM TPEBOBAHUAM WM NPU NOJAYYEHUN MHPOPMALMU O HECOOTBETCTBUM AaHHbIX 06 3pdEeKTUBHOCTU U
o 6e30MacHOCTM /NeKapCTBEHHOrO npenapaTa [AaHHbIM O /1IeKapCTBEHHOM MpenapaTte, CoAepKalmmca B
MHCTPYKUMM MO ero MNpUMMEHeHWo (B TOM uuC/ie BbIABAEHHbIX B Xo4e ocywecTsaeHus dapmakoHaasopa
KOHTPO/IbHO-HAA30PHbIMM  OpraHamMM WMHOCTPaHHbLIX [OCYAapcTs), YMNOJAHOMOYEHHbI eaepanbHbIi  OpraH
UCMOJIHUTE/IbHOM BNACTW B YCTAHOBJIEHHOM MM NOPAAKE PACCMaTPMBAET BOMPOC O MPUOCTAHOBAEHUU NPUMEHEHUSA
TaKOro JIeKapCTBEHHOrO npenapara.

Cratba 65. NpuocraHoBneHne NpMMeHeHUA NeKapCcTBeHHOro npenapara
(B pea. epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpu noaydyeHMn WUHGOPMALMU O HENKeNaTesbHbIX peakumax nNpu MNPUMEHEeHUU NEeKapCTBEHHOrO
npenapaTta, He VYKasaHHbIX B MWHCTPYKUMM MO MNPUMEHEHMIO JIEKapCTBEHHOrO Mpenapata, CepbesHbIX
HeXKenaTeslbHbIX peakumax, 06 0cobeHHOCTAX ero B3auMOAEeNCTBUA C APYrMMU NEeKapCTBEHHbIMKU NpenapaTami,
KOTOpble MOryT NpPeAcTaBAATb Yrpo3y KU3HM WAM 340POBbI0 4YenoBeKa MO0 KMBOTHOTO, a TaKXKe O
HECOOTBETCTBMM AaHHbIX 06 3¢pPeKTMBHOCTM M O 6e30MacHOCTM NeKapCTBEHHOro npenapaTta AaHHbIM O
NeKapCTBEHHOM npenapaTte, COAepPXaluMMCA B WMHCTPYKLMM MO ero MNPMMEHEHMI0, B TOM uucie OT
YMNO/IHOMOYEHHbIX OPraHOB WMHOCTPaHHbLIX rOCYAapcTs, O6MeH KOTOPOM OCYLLEeCTB/AAETCA B COOTBETCTBUM C
COrNALEHMAMU  MEXAY  YNOJHOMOYEHHbIM  deaepanbHbiM  OPraHOM  WUCMONHWUTENbHOW  BAacTM W
YNO/IHOMOYEHHbIMW  OpraHamM  MHOCTPaHHbIX  FOCY4apCTB,  YNOJAHOMOYEHHbIM  deaepasnbHblii  OpraH
WCNONHUTENBHOW BAAcTU  pPaccMaTpuMBaeT BOMPOC O BO3MOMKHOCTM MPUOCTAaHOBNEHMSA oObpalleHus TaKoro
NIeKapCTBEHHOrO npenapata B MOPAAKEe, YCTAaHOBNEHHOM  YMNOJHOMOYEHHbIM  ¢defepasbHbIM  OpPraHoMm
MCNONHUTENBHOW BNACTH.
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2. TMpuv  HEUCNONHEHWW WAW  HEHAA/eXalem WCMOSHEHUW  pepKaTensmv  uan  BAagenblamu
PerncTpaLMoHHbIX YAOCTOBEPEHUIN NIeKAapPCTBEHHbIX MpPernapaToB, PUAMYECKMMU AULAMW, HA MMA KOTOPbIX
BblAaHbl paspelleHna Ha NpOBeAeHME KAMHUYECKUX uccnefoBaHuit B Poccuiickont  Pepepauumm, uau
YNONHOMOYEHHBIMU UMUK APYITUMU HOPULUYECKUMUN NLAMKN 06A3aHHOCTEN, YCTAHOBNEHHbIX YacTAMM 3 U 4 cTaTbM
64 Hactoswero denepanbHOro 3aKoHa, MO0 B C/yyasx NpPeacTaBAEHUA COOTBETCTBYHOLLMM YNOAHOMOYEHHbLIM
denepasnbHbIM OPraHOM MCMNOJAHUTENIbHOM BNACTU 3aKAHOYEHUA O HEAOCTOBEPHOCTU PE3Y/NbTATOB KAMHUYECKOTO
nccnenoBaHMA NEKAPCTBEHHOMO nNpenapaTta 418 MeAUUMHCKOro NPMMEHeHMA, KOTOPOe OCHOBAHO Ha pesysbTaTax
NPoBEPKN MEAMLMHCKOM OpraHusauum, NpoBOAMBLLEN YKa3aHHOE KAWMHUYECKOe WUCC/efoBaHME C HapyLleHWem
NPaBua HaaNeXalen KAMHUYECKOW NPaKTUKKU, U MPUBENO K MNOJYYEHUIO HELOCTOBEPHbIX Pe3y/abTaTos, IM60 B
C/ly4ae HeBbINOSHEHWUA MpeanucaHna, BblAAHHOTO YNOJHOMOYEHHbIM deaepasbHbIM OPraHOM UCMONHUTENbHOM
BAaCTM NO WTOraM OCYLWECTBIEHUA BblOOPOYHOrO KOHTPOAS  KayecTBa JIEKApPCTBEHHOro nNpenaparta,
YNO/IHOMOYEHHbIN peaepanbHbIi OpraH UCMONHUTENbHOW BAAcTM B YCTAHOB/IEHHOM MM MOpPAAKE paccmaTpuBaeT
BOMPOC O NPUOCTAHOBIEHNN NPUMEHEHWA TAKOTO IEKAPCTBEHHOTO NpenaparTa.

3. YNosHOMOYEHHbIV deaepanbHbli OpraH UCNONHUTENIbHOM BAACTU NPU NpeACTaBNEHUN emMy CBefeHUI o
HecoOTBETCTBMU NPOM3BOANUTENA NEKAPCTBEHHbIX CPeACTB TpeboBaHMAM NpaBUA Haanexalleh NPON3BOACTBEHHOM
NPaKTUKKM U (MAK) O HapyWeHUW NIMLEH3NOHHbIX TPeboBaHWU, KOTopble GblM BbiABAEHbI B XOA4e NpoBeAeHMA
MHCNEKTMPOBAHMA NPOU3BOAUTENA JIEKAPCTBEHHbIX CPEACTB MAW OCYLLECTBAEHUA JIMLEH3MOHHOFO KOHTPOAA B
cpepe NPon3BOACTBA NEKAPCTBEHHbIX CPEACTB M NPUBEAN UAW MOTYT NPUBECTU K NPOU3BOACTBY NEKAPCTBEHHbIX
npenapaToB AnAa MeAULMHCKOrO NPUMEHEHUA, NMPUYUHUBLLUMX MAU CMOCOOHbLIX MPUYMHUTL BPES, KU3HU UK
300pPOBbIO FPaXKAaH, paccmaTpMBaeT BOMPOC O NPUOCTAHOBAEHUW NPUMEHEHUA IeKapCTBEHHbIX NpenapaTos ANnA
MeAMLMHCKOro NPUMEHEHUA B YCTAHOBAEHHOM MM NOPAAKE B CeAYIOWMX CAyYanX:

1) COCTaB U (VII'IM) TEXHON0IMMA NPoOn3BOACTBaA /IEKAPCTBEHHOIO nNpenapata Ana meamunHCKoro npumeHeHua
(C onncaHnem CTa,CI,Ml\/'I I'IpOVI3BO,EI,CTBa) OT/INYAKOTCA OT 3aAB/IEHHbIX B PETMCTPAULMOHHOM A0CbE;

2) NeKapCTBEHHbIM npenapat 4na MeAMUMHCKOro MNPUMEHEeHWs npou3BegeH Ha NpPOu3BOACTBEHHOM
naowWaaKe, He yKasaHHOMN B PerncTpaLmoHHOM LOCbE;

3) y NnpousBoAMTENA IeKAPCTBEHHbIX CPEACTB OTCYTCTBYIOT AOKYMEHTbI, NMOATBEPNKAAIOWME COOTBETCTBME
KayecTBa JIeKapCTBEHHOro npenapata A48 MeAUUMHCKOro NPUMEHEHUs, BBOAMMOIO B FPasK4aHCKMit 060poT,
TpeboBaHMAM, YCTaHOB/IEHHbIM NPU €ro rocyAapCTBEHHOMN PerncTpaunm;

4) npousBoamuTeNeM SIEKAPCTBEHHbIX CPEACTB B COMMACOBAHHbINA C COOTBETCTBYIOLMM YMNOJHOMOYEHHbLIM
desepanbHbIM  OPraHOM WCMO/IHUTENBHOW BAACTM CPOK He YCTPaHeHbl HapyweHus TpeboBaHWi NpaBun
Hagnexaliei Npou3BOACTBEHHON MPAKTUKU U (MAK) NULEH3UOHHbLIX TpeboBaHUI, KoTopble 6bliM BbiSBNEHbI B
XoAe TNpPOBeAEHUs MWHCMEKTUPOBAHWUA MPOWU3BOAMUTENSA  JIEKAPCTBEHHbIX CPEACTB  WMAW  OCYLLeCTBNEHUS
JNIMLEH3MOHHOIO KOHTpoAns B cdepe NPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB U NPUBENU UAW MOTYT MPUBECTU K
NPOM3BOACTBY NIEKAPCTBEHHbIX MPenapaToB ANA MEeAWUMHCKOrO NPUMEHEHWUA, MPUUYUHMBLUMX MU CMOCODBHbIX
NPUYUHUTD BPEL, }KU3HU UM 340POBbIO FPaXkKaaH.

(4acTb 3 BBepeHa PegepanbHbiMm 3akoHOM oT 04.06.2018 N 140-P3)

4. YNonHoMoYeHHbI defepanbHblii OpraH MCMOAHWUTENIbHOW BAACTU MPW HAAMYUM Y HEro CBEAEHMI O
HEeCoOTBETCTBMMN NPOMU3BOANUTENA NEKAPCTBEHHbIX CPEeACTB TPeboBaHMAM NPaBUA Hag/ exallei NponsBoACTBEHHOM
NPaKTUKKM M (MAKM) O HapyWEeHUW NULEH3NOHHbIX TPeboBaHWUi, KOTopble BblAW BbiABAEHbI B XOA4e MPOBeAeHUA
MHCMEKTMPOBAHNA NPOM3BOAMUTENA NEKAPCTBEHHbLIX CPEACTB MAM OCYLECTBAEHUA /NMLEH3MOHHOIO KOHTPOAA B
chepe Npon3BOACTBA NEKAPCTBEHHbIX CPEACTB WM NPUBEAN MAN MOTYT NPUBECTU K NPOM3BOACTBY NEKAPCTBEHHbIX
npenapaToB A1s BETEPUHAPHOIO MPUMEHEHUSA, MPUHUHUBLUMX WAU CMOCOBHBIX MPUUMHUTL BPE, KU3HU UK
3,0POBbIO }KMBOTHbIX, PACCMaTPMBAET BOMPOC O MPUOCTAHOBAEHUWN PEANMN3ALMUU U MPUMEHEHUA NEKAPCTBEHHbIX
npenapaTos A1 BETEPUHAPHOIO MPUMEHEHUA B YCTAHOBNEHHOM MM MOPSAAKE B CAEAYIOWMX CIYYanX:

1) cocTtas 1 (MM) TEXHONOMMA NPOM3BOACTBA JIEKAPCTBEHHOTO Npenapara 417 BeTepUHaAPHOro NPUMEHEHUA
(c onncaHnem cTagmit NPOU3BOACTBA) OTIMYAIOTCA OT 3aABNE€HHbIX B PETMCTPALLMOHHOM [,0CbE;

2) NneKapcTBEHHbIM npenapaT ANA BETePUMHAPHOrO NPWMEHEHUs MpPouM3BeAeH HA NPOU3BOACTBEHHOWM
nAowaaKe, He yKasaHHOW B PerncTpaLumoHHOM A0CbE;

3) y npousBoauMTENsa NIeKapCTBEHHbIX CPeACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEPNKAAIOWME COOTBETCTBME
KauecTBa JIeKapCTBEHHOro npenapata A/1f BETePMHAPHOTO NPMMEHEHWUs, BBOAMMOIO B rpakAaHCKui 060poT,
TpeboBaHMAM, YCTaHOB/IEHHbIM NPU €ro rocyAapCTBEHHOMN perucTpaunm;
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4) npoussoauTeneM NEKapCTBEHHbIX CPeACTB B COr/1acOBaHHbIA C COOTBETCTBYIOLWMM YMOAHOMOYEHHbIM
desepanbHbIM  OPraHOM WCMNOMIHUTENLHOW BAACTU CPOK He YCTpaHeHbl HapyweHus TpeboBaHWi NpaBun
HaZ/iexKalle Npou3BOACTBEHHOW MPAKTUKU U (MK) NNMUEH3UOHHbIX TpeboBaHUIA, KOTopble OblIM BbiABAEHbI B
Xo4e nNPOBeAEHUA MHCMEKTMPOBAHWA MPOWU3BOAMTENA  NIEKAPCTBEHHbIX CPEACTB  WMAW  OCYLLEeCTBNEHUSA
JIMLEH3MOHHOIO KOHTpoAns B cdpepe Npom3BOACTBA JIEKAPCTBEHHbIX CPEACTB M NPUBENU UMW MOTYT MPUBECTU K
NPOM3BOACTBY NEKAPCTBEHHbIX NPENApaToB A/ BETEPUHAPHOrO MPUMEHEHUS, MPUYMHUBLUUX WAN CNOCOBHbLIX
NPUYNHUTD BPEL }KU3HU WU 300P0BbIO }KUBOTHbIX.

(4acTb 4 BBegeHa PepepanbHbiMm 3aKkoHOM oT 04.06.2018 N 140-d3)

KoHcynbTaHTlAOC: NnpuMmeYvaHue.
C 01.01.2026 cT. 65 gononHsetca Y. 5, 6 (P3 o1 27.12.2019 N 475-3).

KoHcynbTaHTlAlOC: NnpyMmeYvaHme.
€ 01.09.2023 cT. 65 gononHsetca y. 7 (®3 o1 02.07.2021 N 317-®3). Cm. byayLiyio pegakumio.

Cratba 66. UHPOpmauua o pesynbratax papmakoHaasopa
(B pea. ®epepanbHOro 3akoHa ot 27.12.2019 N 475-d3)

YNO/IHOMOYEHHbIN deaepanbHbI OpraH UCNOJIHUTENIbHOM BAACTM, OCYLLECTBAAIOLWMNIN dapmaKkoHaa30p, No
€ro pesynbTaTam pasmeLlaeT Ha CBoem opuLLMaNbHOM caiiTe B ceTu "UHTepHeT" MHPopmaumio o:

1) BbIABNEHMM HOBbIX MOATBEPKAEHHbIX AAHHbIX O MOOOYHbIX AENCTBUAX, HEXKenaTesbHbIX peaKuusx,
Cepbe3HbIX HEeXenaTesbHbIX pPeakuuax, HeMnpeaBUAEHHbIX HEXenaTesbHbIX pPeakumsax npu  NPUMEHEHUMU
NIeKapCTBEHHOro npenapaTa, B TOM YMC/le BAUAIOWMUX Ha OTHOLWIEHWE OXWAAEMOM MOJb3bl K BO3MOXKHOMY PUCKY
NPUMEHEHUs JaHHOMO IEKAPCTBEHHOMO NpenapaTa;

2) NMPUHATbLIX peweHnax O BHeCeHUun M3MEHEHU B WUHCTPYKUUIO NO NPUMEHEHUIO NeKapCTBEHHOro
npenapata, O NPUOCTAaHOB/IEHNN NPUMEHEHUA NEKAPCTBEHHOrO nMnpenaparta, 06 wu3bATUN U3 06paLLI,eHVIﬂ
NEeKapCTBEHHOIO npenaparta nan o BO306HOB/EHMM nNpUMeEHeHNA NeEKaApPCTBEHHOTO nNpenaparta.

FnaBa 14. UHOOPMALMUA O NEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX NPENAPATOB
DN MEAULIMHCKOTO NPUMEHEHUSA
(8 pea. ®epepanbHOro 3akoHa oT 28.12.2017 N 425-93)

Cratba 67. WHPopmauma O NeKapCTBeHHbIX npenapatax. Cuctema MOHUTOPUHIA ABUNKEHUA
JNIeKapCTBEHHbIX NPenapaTos A8 MeAULMHCKOTO NPMMEHeHuUsA
(8 pea. PenepanbHOro 3akoHa ot 28.12.2017 N 425-03)

1. UHPopmMauma O NeKapCTBEHHbIX NpenapaTtax, OTMyCKaemblX NO PeuenTy Ha /NieKapCTBEeHHbIW npenapar,
OO/MKHA COAEPMKATbCA TO/IbKO B CMEUMANU3MPOBAHHbLIX WM34aHMAX, NPEAHA3HAYEHHbIX ANA MEeAMLMHCKMUX,
bapmaLeBTMUECKMX PaAabOTHWMKOB, cneunanncToB B 06s1acTM BeTepuHapun. UHbGopmauma O NeKapCTBEHHbIX
npenapaTtax [Ans crneumManuctos B 0651acTM 0OpaLLEHUA NIEeKAapCTBEHHbIX CPEeACTB MOMXKET COAEep’KaTbCA B
MoHOrpaduaAx, CNpaBOYHUKAX, Hay4HbIX CTaTbAX, B AOKNaZax Ha KOHrpeccax, KoHdepeHuMAX, CMMMO3nymax,
Hay4YHbIX COBETaX, a TAK}Ke B MHCTPYKLMAX MO NPUMEHEHUIO IEKAPCTBEHHbIX MPenapaTos.

(8 pea. ®PenepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

2. UHdopmauma 0 NeKapcTBEHHbIX NpenapaTax, OTnycKaemblx 6e3 peuenTa Ha NEeKapCTBEHHbIA Npenapar,
MOXKET CoZleprKaTbCA B NyB/AMKALMAX U OBBbABNEHUAX CPEACTB MaccoBOW MHOOPMALMK, CNeumnanmsnmpoBaHHbIX 1
06WMX MeyaTHbIX M3OAHUAX, WMHCTPYKUMAX MO MPUMEHEHUIO JNIeKapCTBEHHbIX MPEenapaToB, WHbIX MW34aHUAX
CybbeKkToB 0b6palleHUs JIeKapCTBEHHbIX CpeacTB. PeknamHble maTepuanbl O JeKapCTBEHHOM npenaparTe,
oTnyckaemom 6e3 peuenTta Ha JIeKapCTBEHHbIN NpenapaT, 40/XHbl COOTBETCTBOBATb MHCTPYKLMMN MO NPUMEHEHUIO
NleKapCTBEHHOro npenapara.

3. [onyckaeTcs Mcnonb3oBaHune NtobbiXx MaTepuasbHbIX HOCUTENEN, NO3BONAIOWMX XPaHUTb, Nepesasath M
Mcnonb3oBaTb MHGOPMALMIO O NEKAPCTBEHHbIX MpenapaTax 6e3 ee UCKaXKeHus.

4. Ona Ll.eﬂel7| VI,CI,EHTVIdJMKaLI,VII/I YNAaKOBOK NEeKapCTBEHHbIX NpenapatoB AnAa MeanumHCKOro npumeHeHuaA
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NPON3BOAMTENIN NEKAPCTBEHHbIX CPEACTB B NOPAAKE, YCTaHOBAEHHOM MpaBuTenbcTBoM Poccuiickoit deaepaumy,
HaHOCAT Ha NePBUYHYIO YNaKOBKY (B OTHOLWWEHWM NEKAPCTBEHHbIX NPEnapaToB ANA MeAUUMHCKOTO NpUMeHeHus,
ONA KOTOpbIX He nNpeaycmMoTpeHa BTOPWYHAA YMaKoBKA) W BTOPUYHYO (MNOTPEBUTENbCKYID) YMNaKoBKY
NeKapCTBEHHbIX MPenapaToB And MegMUMHCKOTO MPUMEHEHWA CPpeacTBa MAEHTUOUMKAUMKM, 33 UCKAHOUYEHMEM
NIeKapCTBEHHbIX MpenapaToB 418 MeSUUMHCKOrO NPUMEHEHMA, NPOU3BOAUMbBIX ANA NPOBeAeHUA KAUHUYECKUX
nccnesfoBaHWUM, 3KCMOPTA, IEKAPCTBEHHbIX NPENAPATOB AN MEAULMHCKOro NPUMEHEHUS, YKa3aHHbIX B 4acTAX 5 U
8 cTaTbyu 13 HacToswero depepanbHOro 3akoHa, pagnodapmMaueBTUHECKUX EKAPCTBEHHbIX NPEenapaTos, NUABOK
MeAMLMHCKUX U ra30B MeANLMNHCKUX.

(4acTb 4 BBeaeHa PegepanbHbiM 3akoHOM 0T 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaKTepucTUKKM cpeacTsa uMAeHTUOMKaLMM, MOPALOK €ero HaHeceHWa M TpeboBaHWA K CTPYKType U
dopmaty MHPOPMALMM, KOTOPYH COAEPKWUT CPeacTBO MAeHTUPUKauMK, onpegenaiotca [1paBUTENbCTBOM
Poccuiickon ®epepaumn.

(4acTb 5 BBegeHa PepepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

6. MNopAafsoKk co3paHuA, pa3BuTUA, BBOAA B 3IKCMyaTauMio, 3KCM/yaTauMuM WM BbiBOAA M3 3KCNayaTauuu
CUCTEMbI MOHWUTOPUHIA ABUMKEHUA JIEKAapPCTBEHHbIX MPenapaTtoB A1Aa MeOUUWMHCKOro MPUMEHeHUs, MNOopAAoK
npefocTaBieHna MHGOPMALLMK, COAEPKALLENCA B CUCTEME MOHUTOPUHIA ABUNKEHUA NIEKAPCTBEHHbIX NpenapaTos
AN MEONLMHCKOrO NPUMEHEHMSA, U NOPALOK B3aMMOLENCTBMA YKA3aHHOM CUCTEMbI C UHbIMM FOCYAAPCTBEHHbBIMM
MHOOPMALMOHHBIMU CUCTEMAMU U MHPOPMALMOHHBIMU CUCTEMAMMU OPUOMYECKUX NNL, U UHAMBUAYANbHbIX
npeanpuHUMaTenein, yKasaHHbIX B 4Yactax 7 u 10 HacToAwen cTaTbM, ycTaHaBauBatoTcAa [lpaBUTENbCTBOM
Poccuiickon ®epepauun. Onepatopamu CUCTEMbI MOHUTOPWMHIA ABUMKEHWA JIEKAPCTBEHHbIX NpenapaTosB ANA
MeAMLMHCKOrO NpUMeHeHUA ABAAIOTCA deaepanbHbli OpraH MCMOAHUTENbHOW BAAcTM M (MAM) opraHu3aums,
ynosiHomoueHHble Mpasutenscteom Poccuinickon deaepaunu.

(4acTb 6 BBegeHa PepepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

7. HOpuaunueckme nnua WM UHAMBUAYA/bHblIE NpPeANPUHMMATENM, OCYLLECTBAAIOWME MNPOM3BOACTBO,
XpaHeHue, BBO3 B Poccuitckyio depepaumto, OTNYCK, peanusauuio, nepegady, NpUMeEHeHWe U YHUUTOXKeHue
JIeKapCTBEHHbIX NPenapaTtoB A8 MeAULMHCKOro NpMmeHeHus, obecrneymBatloT B NopsaKe U B COCTaBe, KOTopble
ycTaHoBneHbl [pasutennctBom Poccuiickolt depepaunmn ¢ y4eTom BMAA OCYLLECTBAAEMOM UMUK AEATENbHOCTH,
BHeceHMe MHPOPMALUM O SIEKAPCTBEHHbIX NpenapaTax 413 MeAULMHCKOrO NPUMEHEHNS B CUCTEMY MOHUTOPUHIA
LBVXXEHUA NEKAapPCTBEHHbIX NPEenapaToB A1A MeAULUHCKOIo NpUMeHeHuA.

(4acTb 7 BBegeHa PepepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

7.1. lekapcTBeHHble npenapaTtbl A8 MeAMUMHCKOro NpMmeHeHus, npeaHasHayeHHble Ana obecneyeHun
nu, 601bHbIX remoduanen, MyKoBUCUMA030M, TMNoduU3apHbIM HaHM3MOM, 60/1e3Hblo oLwe, 3/10KaYecTBEHHbIMU
HOBOO6pasoBaHMAMN ANMMGOUNLHOMN, KPOBETBOPHOM M POACTBEHHbLIX MM TKAHEW, PAcCeAHHbIM CKAepo30oM, L,
nocne TpaHCNAaHTaUMW OpraHoB U (MAM) TKaHel, npousBegeHHble A0 31 aekabpa 2019 roga, a TakXe WHble
NleKapcTBeHHbIe NpenapaTtbl N8 MegUUMHCKOTO NpUMeHeHus, npomssegeHHble ao 1 nona 2020 roga, nognexar
XpaHeHUI0, NepeBoO3Ke, OTNYCKY, peannsauuu, nepeaaye, NnpMMeHeHuo 6e3 HaHeceHUs CpeacTs MAeHTUGUKaLUM
[0 UCTeYeHMsA cpoka WX rogHoctu. MpaBuTenbctBo Poccuiickon deapepauuun BnpaBe ycTaHOBUTb 0COBeHHOCTU
BBOJA B rpa*kAaHCKMIA 060OPOT NeKapCTBEHHbIX NpenapaToB AN MeAMLMHCKOro NPUMEHEHUA, NPOU3BEAEHHbIX B
nepuog ¢ 1 urons 2020 roga no 1 oktabpa 2020 roga. B uensx BBoAa B rparkAaHCKMI 060poOT nekapCTBeHHbIe
npenapaTtbl 418 MeAULUUHCKOTO NPUMEHEHMUA, 33 UCKAKYEHUEM SIeKapCTBEHHbIX MPenapaTos, NpeaHasHaYeHHbIX
ons obecneyeHua nuu, 6onbHbIX remodUaneins, MyKOBUCUMAO30M, TMNOpU3apHbIM HaHU3MOM, BonesHbto Mowwe,
3/10KQYeCTBEHHbIMM HOBOOOpPa3oBaHMAMU AMMOOUNLHOM, KPOBETBOPHOW W POACTBEHHbIX MM TKaHEM, paccesHHbIM
CKNIepo30Mm, 1L, Noc/ie TpaHCnAaHTauMM opraHoB U (MAK) TKaHel, Npou3BeaeHHble 3a Npeaenamu Tepputopum
Poccuiickon ®epepaumm ao 1 oktabpa 2020 roga, moryT 6biTb BBe3eHbl B Poccuiickyto Pegepaumio ao 1 aHeapa
2021 ropa B nopAgKe, ycTaHoBseHHoM [paBuTenbctBom Poccuitickont depepaunn, 6e3 HaHeceHWs cpeacTs
naeHTudmKaumnn.

(8 pen. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 462-93, ot 13.07.2020 N 206-d3)

8. OpraHu3auma UHPOPMaLMOHHOTO B3aMMOLENCTBUA CUCTEMbI MOHUTOPUHIA ABUMKEHUA NEKAPCTBEHHbIX
npenapaToB ANA MeAULMHCKOTO NMPUMEHEHWA C WMHbIMWU TOCYAAPCTBEHHBbIMU MHOOPMALIMOHHBIMU CUCTEMAMM
obecrneunBaeTcA B TOM 4YuC/e NOCPEACTBOM  WMHOPACTPYKTypbl, obecneymBatowen UHGOPMALMOHHO-
TEeXHO/IOFMYeckoe B3aumopaenctsme WHPOPMALMOHHBIX  CUCTEM, WCMNO/Mb3YeMbIX AAA  NpefocTaBAeHUs
rOCYZAapCTBEHHbIX U MYHUUMMNAAbHbBIX YCAYr U UCMONHEHWUA FOCYAAPCTBEHHbIX U MYHUUMNAAbHbIX GYHKUMA B
3/1eKTPOHHOM dopme.

(4acTb 8 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)
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9. ObwepnocTynHan uHPopMaLMsA, coAepiKallanca B CUCTEME MOHUTOPMHIA ABWMMKEHUS NEKapCTBEHHbIX
npenapaToB A8 MeAWLMHCKOro NPUMEHeHUs, pasmeLLaeTca B MUHPOPMALMOHHO-TENEKOMMYHUKALMOHHOW CeTu
"MHTepHeT" (B TOM uncie B Gpopme OTKPLITbIX AaHHbIX) B NOPsAAKe, yCTaHOBAEHHOM MpaBuUTebcTBOM Poccuitckol
depepaumu.

(4acTb 9 BBegeHa PepepanbHbiM 3aKOHOM OT 28.12.2017 N 425-d3)

10. MNpou3BOgUTENM NEKAPCTBEHHbIX CPEACTB MOAYy4YaloT COAEPrKAaLlyloCcas B CUCTEME MOHWUTOPWHIA
ABWIKEHMA NIeKapCTBEHHbIX NPenapaTtos AN8 MeAUUMHCKOTO NPUMEHeHWAa MHGOopMauMio O cepuax v napTuax
NeKapCTBEHHbIX MpenapaToB, NPOM3BOAMMBIX MMM M HAXO[ALWMXCA B rpakAaHCKOM obopoTe B PoccuiicKoi
depepaumm, 6e3803mMe3HO.

(4acTb 10 BBeaeHa PeaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

11. 3a NpoM3BOACTBO WAM MPOAANKY NIEKAPCTBEHHbIX NPEnapaToB ANA MeAMUMHCKOro npumeHeHus 6e3
HaHeceHWa CpPeacTB UAEHTUPUMKALMM, C HapyLlEHWEM YCTAHOBJEHHOrO MOpPAAKA WX HAHeceHuA, a TakXe 3a
HeCBOEBPEMEHHOE BHECEHWE [aHHbIX B CUCTEMY MOHUTOPUHIA OBUMKEHUA JIEKAPCTBEHHbIX MpenapaTtoB AnA
MeAMLMHCKOTO MNPUMEHEHUA WAW BHECEHME B Hee HeJOoCTOBEPHbIX JAaHHbIX OPUAMYECKME vua U
WMHOMBUAYANbHbIE NPEeANnPUHMMATENM, YKa3aHHble B YacTax 4 M 7 HaACTOALLEN CTaTbW, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuitckoit ®epepaumn.

(4acTtb 11 BBeaeHa PeaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

12. MpaButenbctBo Poccuitickon depepaumm BhApasBe YCTaHOBUTb OCOBEHHOCTU BHEAPEHWUA CUCTEMbI
MOHWUTOPUHIA [ABUXKEHWA /IeKAapPCTBEHHbIX MNpPenapaToB ANA MeAULUMHCKOro NPUMEHEHUA, BK/IOYaA CPOKU ee
BHEAPEHUA, B OTHOLIEHMWU NIEKAPCTBEHHbIX MPenapaTtoB ANA MeAULMHCKOrO MPUMEHEHUSA, BKJIIOYEHHbIX B
NnepeyeHb KU3HEHHO HEOBXOAMMBIX M BaXKHEWLIMX JIEKAPCTBEHHbIX NPEnapaToB, JIEKAPCTBEHHbIX NPenapaTtos,
npeAHasHayeHHbIX A1a obecnevyeHuna Ay, 60abHbIX remoduaneis, MyKoBUCUMA030M, TMNodU3apPHbBIM HAHU3MOM,
60/1e3Hbl0 [OLlE, 3/10KAaYeCTBEHHbIMM HOBOOOPA30BaHUAMU NMMOONAHON, KPOBETBOPHOM W POACTBEHHbLIX WM
TKaHeW, paccesHHbIM CKAEPO30M, /UL, NOocae TPAHCNIAHTALUU OpPraHoB U (MAK) TKaHEW, MHbIX JIEKAPCTBEHHbIX
npenapaToB A1A MeAMULMHCKOro NpUMeHeHuA.

(4acTb 12 BBepgeHa PenepanbHbiM 3aKkoHOM 0T 28.12.2017 N 425-93)

Fnasa 14.1. OTPAHUMEHUA, HANNATAEMbIE
HA OPTAHU3ALIUUN, OCYLLIEECTBNAKOLWME AEATE/IBHOCTb
MO OBPALLEEHUIO NEKAPCTBEHHbIX CPEACTB
(eBepeHa ®epepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

CratbAa 67.1. OrpaHuMyeHusA, Hanaraemble MPU OCYLLECTB/EHUU L[EATeNbHOCTU B cdepe obpalieHuUA
NeKapCTBEHHbIX CPeACTB

1. OpraHusauuu, 3aHMmarolmecs pas3paboTKoN, NPOM3BOACTBOM U (MM) peanusaumein SIEKapCTBEHHbIX
npenapaToB A1s MeAUUMHCKOrO NPMMEHeHMWs, opraHusauuu, obnagallme npaBamu Ha MCMNONb30BaHMWe
TOProBOro HaMMeHOBAHMUA JIeKAPCTBEHHOro NpenapaTta 414 MegUUMHCKOro NPUMEHEHUS, OpraH13aumMmM onToBoW
TOProB/aM NEKaPCTBEHHbIMM CPeACTBaMM, anTeyHble opraHMsaumu (MX NpeacTaBuTENM, UHble ¢U3MYecKue wu
IOpPMAMYECKME NIMLA, OCYLLECTBAAIOWME CBOKO AEATENbHOCTb OT MMEHM 3TUX OpraHusaumil) B OTHOLEHWUK
MeaNUMHCKUX PabOTHMKOB M pyKOBOAMTENE MeANLMHCKMX OPraHM3aumii He Bnpase:

1) BPy4aTb NOAAPKU, BbIN/1a4NBATb JEHEXHbIE CpeacTBa (33 NCKNKOYEeHNnEM BO3HanaH(,D,EHMVI no gorosopam
npun nposegeHnn KANHUYECKUX nccnenoBaHuim NeKapCTBeHHbIX NpenapaTtoB ANA MeJUUUHCKOro npmumeHeHwus,
BO3Hana)-K,£I,EHMl‘;1, CBA3aHHbIX C ocyuwecTtBaeHnem meanunHCKMmMm pa6OTHVIKOM negarorMyeckom um (MIIM) Haquoﬁ
AeﬂTEHbHOCTM), B TOM 4Yucne onsavymBaTb pasBaevyeHUA, OTAblIX, Npoe3a K MEeCTy OTAbiXa, a TaKXe NpuBaeKaTb K
Y4aCTUHO B pa3B/ieKaTe/IbHbIX MEPONPUATUAX, NPOBOAMMDBIX 3a CHET CBOUX CPEeACTB,;

2) 3aKNt0YaTb COMNALIEHUA O HAa3HAYEHUN MAN PeKOMEeHAauUn NaLuMeHTam JeKapCTBEHHbIX MPenapaToB ANs
MeOMUMHCKOrO MpPUMeHeHUn (33 WCK/AYEeHWeM [OroBOPOB O MNPOBEAEHUM  KAMHUYECKMX MCCNeLoBaHMM
NeKapCTBEHHbIX NPenapaTos A1 MeAULUHCKOro NPpMMeHeHNs);

3) npepocTaBnATb 06paslbl NEKAPCTBEHHbIX MPEnapaToB ANA MEeAUUMHCKOTO MPUMEHEHUA B Lensax
BPYYEHMA nauueHTam (33 WMCKAIOYEHMEM C/y4aeB, CBA3AHHbLIX C MPOBEAEHWEM KJAMHUYECKMX WUCCAef0BaHWiM
NeKapCTBEHHbIX NPenapaTos 41 MegUUUHCKOro NPpMMeHeHNs);

4) npeaocCTaBNATb HEAOCTOBEPHYIO M (MAM) HEnosHy MHOOPMALMIO O NEKAPCTBEHHbIX NpenapaTtax AnA
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MeaANUUNHCKOro NnpuMmeHeHuA,

5) nocewatb ux B paboyee Bpema Ha paboumMx MecTax, 3a WCKNOYEHWEM CAy4yaeB, CBA3AHHbIX C
NpoBeAeHNEM KAMHUYECKMX MUCCNEeAO0BaHMI NEeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEeHUs, C
y4yacTMem B nopsagKe, YCTaHOB/IEHHOM PyKOBOAMTENEM MeAMUMHCKOW OpraHM3aumu, B COBpaHMAX MeaULMHCKUX
PabOTHUKOB M MHbIX MEPONPUATUAX, HaMpPaBAEHHbIX Ha MOBbIWEHWE WX NPOPECCMOHANbHOIO YPOBHA WMAM Ha
npegoctasneHne MHGoOpMaLMK, CBA3AHHOM C OCYLLECTBAEHMEM MOHWUTOPWUHra 6e30MacCHOCTU JIeKAaPCTBEHHbIX
npenapaTtos;

6) NobyXaaTb K BbIMUCbIBAHUIO JIEKAPCTBEHHbIX NPENapaToB A/1A MeAULMHCKOTO NpUMeHeHUs Ha baaHKax,
cofiepiKalmx MHGOPMALMIO PEKNAaMHOrO XapaKTepa, a TaKKe Ha peuenTypHbix 61aHKax, Ha KOTOpbIX 3apaHee
HaneyaTaHO HaMMEHOBaHWE JIeKapCTBEHHOTO Npenapara A MeAULMHCKOrO NPUMEHEHUA.

2. OpraHu3aumu, ykasaHHble B absaue nepBom Yact 1 HactoAwein cTaTbu, U UX NpeacTaBuTeNn B
OTHOWeHUN bapmaLeBTUHECKMX PabOTHMKOB M PyKOBOAUTENEN anTeUHbIX OpraHU3auuin He Bnpase:

1) BpyyaTb NOZAPKM, BbINNAYMBATb AEHEXKHble CPeACTBa, B TOM YMC/IE OMNAaYMBaTb Pa3B/ieYeHUsn, OTAbIX,
npoess K MecTy OTAbIXa, M NPUBJ/IEKATb K Y4aCTUIO B Pa3B/eKaTe/IbHbIX MEPONPUATUAX, MPOBOAUMbIX 3@ CYET CBOMX
cpencTs;

2) npeaocTaBaATb o6pa3u,b| NeKapCTBEHHbIX NpenapaTtoB ANA MeagnunMHCKOro npumeHeHuAa AnAa spyyvyeHuna
HaCesleHnto;

3) 3aK/1l04aTb cornaweHna o npeanoxXeHnn HaceneHUto onpeaesieHHbIX 1eKapCTBEHHbIX NpenapaTtos 4nAa
MeaANUUNHCKOro npumeHeHuA,

4) NpepoCTaBAATb HELOCTOBEPHYIO U (MAM) HenosHyo MHGOPMALMIO O NEKAPCTBEHHbIX npenapaTax Ans
MeAMUMHCKOrO NPUMEHEHMS,, B TOM YMCAE MMEIWMX OAMHAKOBOE MeXKAyHapoaHOoe HemnaTeHTOBaHHOoe
HaMmeHoBaHMe.

Cratba 67.2. Tpe6oBaHMA K OpraHM3auumn U NPOBEAEHUIO HayUYHbIX MEpPONPUATUIA, MHBIX MEepOoNpPUATHIA,
Hanpae/fieHHbIX Ha MNOBbllWeHWe nNPOPECcCUOHANbHOrO YPOBHA MEAULMUHCKUX PabOTHUKOB WAM  Ha
npepocTaBneHue UHGOPMALUU, CBA3AHHOW C OCYLLECTBNIEHMEM MOHUTOPMHra 6e30NacHOCTU NIeKapCTBEHHDbIX
npenaparos

1. Mpn nNpoBeAgHUU HAYYHbIX MEPONPUATUIN, MUHbIX MEPONPUATUIA, HAMNPaB/IEHHbIX Ha MOBblWeEHWEe
Npo¢deccMoHanbHOro YPoBHA MeULMHCKMX PabOTHMKOB MAM HA NPeaoCTaBAeHME CBA3AHHOM C OCYLLECTBIEHUEM
MOHUTOPMHIra 6e30MacHOCTU NEeKapCTBEHHbIX nNpenapatos WHPoOpMaLMKM, OpraHM3yemblX OPraHM3aLUAMM,
YKas3aHHbIMKU B ab3aue nepsom yactn 1 ctatbm 67.1 HacToAwero deaepasibHOrO 3aKOHA, MX NPEACTaBUTENAMU U
(nnun) drMHaHCHpyembix 3a cyeT cpeacTB 3TUX OpraHM3auMin U UX NpeacTaBUTeNen, 3anpeLaeTca NPenaTCTBOBaTb
YYACTUIO B YKA3aHHbIX MEPONPUATUAX UHbIX OPraHM3aumnii, KOTopble NPOU3BOAAT UAM Peasin3yioT JIEKapCTBEHHbIE
npenapaTbl A8 MeAULMHCKOrO NPUMEHEHUSA CO CXOXKMM MeXaHM3MOM (papMaKo/sorMyeckoro Aencrsma, Mbo
€0343BaTb AUCKPUMMHALMOHHbIE YCNOBUA ANA OAHWUX YYAaCTHUMKOB MO CPABHEHWUIO C APYrMMWM y4aCTHUKamMu, a
UMEHHO:

1) npegoCTaBNATL PAa3INYHOE KOAMYECTBO BPEMEHU A BbICTYNAEHMI YY4aCTHUKOB, Pa3INYHbIE NO pasmepy
3aHMMaemoi niowaau mMecta ANs AEMOHCTpauuv o6pasLoB NIEKAPCTBEHHbIX MPEnapaToB A/ MeAULMHCKOro
NPUMEHEHNA UK PEKNaMHbIX MaTepPMasoB O NEKAapPCTBEHHbIX Npenapatax A48 MeAWLMHCKOro NpMMEHEHUs Ha
3KCMO3UUMAX, CTEHAAX, 33 MCKAIYEHMEM C/y4YaeB, ec/iM TaKue YCNOBMA 3aKpenjeHbl B COrNaleHuax 3TuX
opraHu3sauuin, ux npeacrasuteneit 0 GUHaAHCMPOBAHMM YKa3aHHbIX MEPONPUATMIA U 0BYCNOBAEHbI PA3IMYHbIMMU
3aTpaTamu YYaCTHMKOB Ha MX OPraHM3aumio;

2) ycTaHaB/AMBaTb pasmep B3HOCA A1 YY4aCTHUKOB MepPONpPUATUIA, YKa3aHHbIX B ab3aLe NepBom HacToAwemn
YacTW, NPEBbILIAIOLLMIA CYMMY 3aTPaT Ha OPraHM13aLMIo YKasaHHbIX MePONpPUATUIA 1 BeayLmMit K Heo6oCHOBaHHOMY
OrpaHUYEHMIO YNCNA UX YYACTHUKOB.

2. OpraHusaumm, yKasaHHble B ab3aue nepsom Yactv 1 ctatbu 67.1 Hactoawero ®egepanbHOro 3aKoHa, Ux
npeacTaBUTENN, OCYLLECTBAAIOLLME OpraHu3auunio U (Mamn) pUHaAHCMPOBAHME MEPONPUATUIA, YKa3aHHbIX B YyacTu 1
HacTosLen cTaTbk, 06A3aHbl obecneumBaTb AOCTYN K MHOOPMaUMKM O AaTe, MecTe W BPEeMeHW NpoBeseHus
YKa3aHHbIX MeponpuATUA, NaaHax, NPorpaMmmax NpPOBEAEHUA YKa3aHHbIX MEPONPUATUIA U Temax, NAaHUPyemblxX
AN PAaCcCMOTPEHWA, COCTaBe WX YYaCTHUMKOB NyTEM pasMelleHMA COOTBETCTBYoWen WMHOOPMAaLMM Ha CBOMX



opuuManbHbIX cakiTax B ceT "MHTepHeT" He no3gHee ABYX MeCALEB A0 Hayasna NpPOBeAEHMA YKas3aHHbIX
MepPOnpPUATUIA.

3. UHbopmauma O npoBefeHUM MEeponpUATUI, YKasaHHbIX B 4YacT 1 HacToAwen craTbu, B CPOK,
YCTAHOB/IEHHbIN YacTbtlo 2 HACTOALWEN CTaTbM, AO/KHA ObITb HanpaB/ieHa B denepanbHblil OpraH UCMONHUTEIbHOM
BJ1ACTU, OCYLLECTBAAIOWMIA PYHKLMU MO KOHTPOJIIO U Hag3opy B chepe 34paBOOXPAaHEHUA, ANA NoCneayiowero
pa3mellieHnn ee Ha opuMUMaNbHOM CaliTe 3TOro opraHa B cetu "UHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYWEHUE 3AKOHOAATE/IbCTBA
POCCUMACKOM ®EAEPALIUK NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELLEHUE BPEAA, MPUYUHEHHOTO 340POBbLIO TPAXXAH
BCNEACTBUE NPUMEHEHUA IEKAPCTBEHHbIX NMPEMAPATOB

CratbA 68. OTBETCTBEHHOCTb 33 HapyLlueHue 3aKoHoaaTenbcTBa Poccuiicko Pegepaumm npu obpawieHum
NIeKapCTBEeHHbIX CPeacTB

1. HapyweHne 3akoHopgaTtenbctBa Poccuiickoit Pepepaumm npu obpalleHUU NeKapCTBEHHbIX CPEeACTB
BNEYET 3a cOH60M OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAAaTeNbCTBOM Poccuiickolt ®eaepauuu.
(8 pea. PenepanbHOro 3akoHa o1 22.12.2014 N 429-03)

2. 3a HenpeacTaB/NeHNe UAN HecBOeBpemMeHHoe npeacTaBieHne nHbopmauumn u (Mamn) AoKymeHToB Anbo
npeacTaB/lieHMe HeAoCTOBEPHbIX MHPopmauunm U (MAM)  OOKYMEHTOB, MNpPeayCMOTPEHHbIX HACTOAWUM
depnepanbHbIM 3aKOHOM, Cy6bEKTbI 06paLLeHNsA NeKapCTBEHHbIX CPeACcTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3aKoHoAZaTeNbcTBOM Poccuiickon depepaumu.

(4acTb 2 BBegeHa deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-@3; B pea. PeaepanbHoro 3akoHa ot 04.06.2018 N
140-03)

Cratba 69. Bo3smeweHue Bpeaa, MNPUYMHEHHOrO 3[0POBLIO FpaXAaH BCAeACTBUME NPUMEHEHUA
NeKapCTBeHHbIX NpenapaTtos

1. MNpowusBoauTenb nNeKapCTBEHHOro npenapaTa 0653aH BO3MECTUTb Bpen, I'IpVILIVIHEHHbIl‘/‘I 3400Pp0BbIO
rpaXaaH scneacrtsne nNnpuMeHeHUA N1eKapCTBEHHONO npenapata, eCan A0Ka3aHo, YTOo:

1) I'IEKapCTBEHHbll‘;I npenapat npumeHANCA NO Ha3HAa4YE€HUIO B COOTBETCTBUU C VIHCprKLI,VIeﬁ no NPpMMeEHEHU
NeKapCTBEHHOIo npenaparta “ ﬂpM‘-IMHOﬁ Bpenda ABUACA BBOA B Fpa)f(,ﬂ,aHCKMlz 060pOT He,ﬂ,06pOKa‘-iECTBEHHOFO
NeKapCTBEHHOIO NpenaparTa;

2) Bpes 340Pp0BbI0 NPUYMHEH BCAEACTBME HEAOCTOBEPHOW MHPOPMALMKM, COAEPIKALLENCA B MHCTPYKLMM MO
NPUMMEHEHMIO IeKapCTBEHHOrO Npenapara, U3gaHHoW NPoM3BoAMUTEIeM IeKapCTBEHHOro npenapara.

2. B cayyae, eciu Bpes, 340POBbIO TPaXkgaH nNpPUYMHEH BCNEACTBUME MNPUMEHEHMS NEeKapPCTBEHHOro
npenapaTta, Npulleawero B HEroAHOCTb B pe3y/ibTaTe HapyleHUsa NpPaBuA XPaHEHWUA IeKapCTBEHHbIX CPeACTB,
npaBua ONTOBOM TOProBAW IEKAPCTBEHHbIMW NpenapaTamu, NPaBMA OTNYCKa IeKaPCTBEHHbIX NpenapaTos, NpaBua
M3roTOB/IEHNA W OTMNYCKa /JIeKapCTBEHHbIX NpenapaTtos, BO3MelleHWe Bpena OCYLECTBAAETCA COOTBETCTBEHHO
opraHusaumelil oNToBOW TOProB/AM NEKAPCTBEHHLIMW CPEACTBaMM, anTeYHOW opraHusauuen, MHAMBUMAYANbHBIM
npeanpuHUmaTenem, MUMEWUMN AULEH3UI0 Ha (apMaueBTUYECKYD AeATeNbHOCTb MAWU  JIMLEH3UIO Ha
MEeAMUMHCKYI0 [OeATeNbHOCTb, MeAMUMHCKOW oOpraHusaumen, Mmelowen AuueH3uio Ha dapmaleBTUYecKyo
aeatenbHocTb (ee o06ocobneHHbIM noapasgeneHvem (ambynatopuen, denbawepckum u - denbawepcko-
aKYLIEePCKMM MYHKTaMW, LeHTpom (oTaeneHnem) obuieli BpayebHol (cemeliHOM) NPaKTUKKM), PacnoNOXKeHHbIM B
CeNbCKOM HaceNeHHOM MYyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHusaums), AONyCTUBLUMMK NPOAANKY MK
OTMNYCK TaKOro JIeKapCTBEHHOrO Npenapara.

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

3. Bo3smelieHne Bpena, MPUUMHEHHOrO 340POBbLIO rpaKAaH BCNEACTBME MPUMEHEHUA NeKapCTBEHHbIX
npenapaToB WAM COBepLUeHWA NPOTMBONPABHbLIX AEeNCTBUI CybbeKkTamu obpalleHUA JeKapCTBEHHbIX CPeacTs,
OCYLLEeCTBNAETCA B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoli deaepaumn.

nhasa 16. SAK/TIOMUTE/IbHbLIE NOJ1IOXKEHUA

Cratba 70. O npuM3HaHUKU YTPaATUBLUMMWM CUNY OTAE/bHLIX 3aKOHOAATeNbHbIX aKTOB (MON0XKeHMmit
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3aKOHOAaTeNIbHbIX aKToB) Poccuiickoii Pegepaumm

MpU3HaTb YTPATUBLWMMMU CUAY:

1) denepanbHbl 3aKoH OT 22 utoHA 1998 roga N 86-d3 "O nekapcrtBeHHbix cpeactBax” (CobpaHue
3aKoHoZaTenbCTBa Poccuiickon ®epepaunn, 1998, N 26, cT. 3006);

2) depepanbHblt 3aKoH OT 2 AHBapa 2000 roga N 5-®3 "O BHECEHUM U3MEHEHUSA U AONOJIHEHUI B
depepanbHbit 3aKoH "O nekapcTBeHHbIx cpeacteax” (CobpaHue 3aKoHomaTenbcTBa Poccuiickolt Pepepaumu,
2000, N 2, cT. 126);

3) ctatbto 40 depepanbHoro 3akoHa oT 10 aHuBaps 2003 roga N 15-d3 "O BHECEHUM W3MEHEHWN M
[OOMO/IHEHMI B HEKOTOpPbIE 3aKOHOAaTebHble aKTbl Poccuitickolt Pepepaumm B cBA3M ¢ npuHATMEM DeaepasibHOro
3aKoHa "O NMUEH3NPOBaHWKM OTAENbHbIX BUAOB aeAatenbHocT" (CobpaHue 3akoHopaTenbcTBa Poccuitckol
depepaummn, 2003, N 2, cT. 167);

4) crtatbto 31 depgepanbHoro 3akoHa oT 30 uioHA 2003 roga N 86-®3 "O BHeCEHWM WU3MEHEHWN U
JOMONIHEHUI B HEKOTOpble 3aKOHOAaTeNbHble aKTbl Poccuiickon Pepepaumu, NPU3HAHUK YTPATUBLUIMMU CUNY
OTAENbHbIX 3aKOHOAATENbHbIX aKToB Poccuitickon depepaunn, NpPefoCcTaBAEHUM  OTAE/bHbIX  TapaHTUi
COTPYAHUKAM OpPraHoB BHYTPEHHUX [e/, OPraHOB MO KOHTPOJO 33 0OOpPOTOM HapKOTMUECKUX Cpeacts W
NMCUXOTPOMHbIX BELLECTB M yNpasgHAeMbix denepanbHblX OPraHOB HA/IOrOBOW MOIMLMMK B CBA3U C OCYLLLECTBAEHMEM
Mep MO COBEpLIEeHCTBOBaHWIO rocyAapcTBeHHoro ynpaeneHus" (CobpaHue 3aKoHoAaTenbCTBa PoccuitcKol
depepaumun, 2003, N 27, cT. 2700);

5) ctatbio 101 PenepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHECEHMU M3MEHEHWI B
3aKoHOAaTeNbHble aKTbl Poccuiickol Pepepaumm M NPU3HAHUM YTPATUBLUMMM CUY HEKOTOPbIX 3aKOHOAATE/IbHbIX
akToB Poccuiickolit depepauum B cBA3M C npuHATMEM PepepanbHbix 3akoHOB "O BHECEHUMM M3MEHEHUU U
AononHeHul B ®eaepanbHbliii 3aKoH "O6 0bWMX NPUHLMNAX OpPraHU3aumMmn 3aKoHoAaTe bHbIX (NPeacTaBUTENbHbIX)
M UCMONHWUTE/IbHbIX OPraHOB FOCYAApPCTBEHHOW BAacTUM cybbekToB Poccuiickon ®Peaepauyn” n "0O6 o0bwmx
NPUHLMNAX OpraHM3aumMM MecTHOro camoynpasneHus B Poccuiickoit Pepepaunn” (CobpaHue 3akoHOAaTebCTBA
Poccuiickont degepaumun, 2004, N 35, cT. 3607);

6) cTtatbio 28 denepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-d3 "O BBeAeHMM B AeWCTBME YacTu
yeTBepToi [paxpaHcKkoro kKoaekca Poccuiickoit Pepepaumm” (CobpaHue 3aKoHogaTenbCcTBa Poccuiickoi
depepaumu, 2006, N 52, cT. 5497).

CraTtba 71. BctynneHue B cuny Hactoawero PeaepasnbHOro 3aKkoHa

1. HacToawwmin PenepanbHblit 3aK0OH BCTynaeT B cuay ¢ 1 ceHTabps 2010 roaa.

2. JlekapCTBEHHbIE CPEACTBA, 3aPErMCTPUPOBaHHbIE A0 AHA BCTYMAEHWUA B cuAy HacToawero deaepasbHOro
3aKOHa, NoANeXKaT BK/AYEHUIO B rOCYyAapCTBEHHbIE PEECTPbl IeKAapPCTBEHHbIX CPeACTB C BHECEHMEM YKa3aHHbIX B
yactm 1 crtatbu 33 Hactoawero PeaepanbHOro 3akoHa ceBegeHuit 06 3TUX JIeKAapPCTBEHHbIX cpeacTBax 6es
NPOXOXAEHNA BHOBb NPOLEAYPbl FOCYAaPCTBEHHOM PerncTpaLmMmn NeKapcTBEHHbIX NpenapaTos.

3. TocyAapCTBeHHana pPerucTpauma JIeKapcTBEHHbIX MNPenapaTtoB, 3a WCKAOYEHMEM /IeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOro NPUMEHEHUSA, NpeAcTaBAeHHbIX Ha YKa3aHHY pernctpaumio 40 AHA BCTYNAeHUs
B cuay HacToAwero ®egepanbHOro 3akoHa, OCYLLECTBAAETCA B COOTBETCTBMM C HactoAwwmm PeaepasnbHbim
3aKOHOM Ha OCHOBaHWWM [OKYMEHTOB WM AaHHbIX, NPeACTaBJAeHHbIX A0 AHA BCTYM/IEHWA B CMY HACTOALLEro
denepanbHOro 3akoHa.

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

3.1. TocynapCTBEHHaA PerucTpauma NeKapcTBEHHbIX NPenapatoB AAA MeAULMHCKOrO NpPUMEHEHUS,
NPeACcTaB/leHHbIX HA TOCYAAPCTBEHHYIO PerucTpauuio Ao AHA BCTYNJEHMA B cuMay HacToAwero depepanbHoro
3aKOHAa, W rOCyZapCTBEHHAA perucTpaumMa NeKapcTBEHHbIX MNpenapaToB ANs MEAMUMHCKOro NpUMeHeHus,
NpeACTaB/leHHbIX HA KCMEePTM3Y NEeKapCTBEHHbIX CPEACTB A0 AHA BCTYNNEHUA B cuay HacToawero ®enepanbHoro
3aKOHA B Lensax Ux nocneayowen rocysapcTBeHHON perncTpaLmm, OCyLLeCcTBAAIOTCA Ha OCHOBAaHUMN JOKYMEHTOB U
[AaHHbIX, NPeACTaBAEHHbIX A0 AHA BCTYNJEHUA B CUAy HacToswwero ®PeaepanbHOro 3aKoHa, a TaK»Ke 3aABEHUA O
rocyZapCTBEHHOMN PerncTpauumn nekapcTBEHHOro NpenapaTta, NpeAcTaBAeHHOro NPON3BOAUTENEM /IEKAPCTBEHHbIX
npenapaToB WAM YNOAHOMOYEHHbIM WM AMLOM B COOTBETCTBMM C HacToAwum PeaepasnbHbIM 33aKOHOM B
YNOJ/IHOMOYEHHbIN deaepanbHbIit opraH ncnosHUTeNbHoW Bnactn o 1 mapta 2011 roaa, 6e3 TpeboBaHMA ynaaThl
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rocyfapCTBEHHON MOW/AMHbI, NPEeAYyCMOTPEHHOM 3aKOHOAaTeNbCTBOM Poccuiickoit depepauymn o Hanorax u
cbopax.
(4actb 3.1 B pea. GeaepanbHOro 3akoHa oT 29.11.2010 N 313-93)

3.2. NopTBEPXKAEHWNE TOCYAAPCTBEHHOW PErMcTpaLMu NIeKapCTBEHHbIX NPenapaToB A1A MeLULMHCKOro
NPUMEHEHUS, NPEeACTABAEHHbIX A5 NOATBEPKAEHUA rOCYAaPCTBEHHON PerucTpaumm 40 AHA BCTYNJIEHUA B CUAY
HacToslwero ®eaepanbHOro 3aKoHa, M NOATBEPNKAEHME T[OCYLAPCTBEHHON perncTpaumm NeKkapcTBEHHbIX
npenapaTtoB A8 MeAULMHCKOrO NPUMEHEHMUA, NPeACTaB/eHHbIX Ha 9KCNEepPTU3y IEKAapCTBEHHbIX CPeACTB A0 AHA
BCTYN/IeHUA B cuay HactoAwero PeaepanbHOro 3akoHa B LUenAx MOCAeAylOWEero MNOATBEPXKAEHUA WX
rocyapCTBEHHOMN pPerncTpaLmm, ocyLWwecTBAATCA Ha OCHOBAaHMM AOKYMEHTOB W AaHHbIX, NPeACTaBAEHHbIX A0 AHA
BCTYNJIEHUA B cuy HacToAawero PeanepanbHOro 3aKOHA, a TaK¥Ke 3asB/IEHMA O NOATBEPKAEHUM FOCYAAaPCTBEHHON
perucTpaumm eKapcTBEHHOro npenapaTa, NPeacTaBAeHHOrO NPOU3BOAUTENIEM JIEKAPCTBEHHbIX MPENApPaToB Uan
YNO/IHOMOYEHHBIM MM JINMLOM B COOTBETCTBMM C Hactoawum DegepasibHbIM 3aKOHOM B YNOJIHOMOYEHHbIN
denepanbHbIi OpraH UCNONHUTENbHOM BnacTh Ao 1 mapTa 2011 ropa, 6e3 TpeboBaHMA ynaaTbl rocysapCcTBEHHOM
MOLW/IMHbBI, NPeayCMOTPEHHOM 3aKoHoaaTenbcTBOM Poccuitickoin depepaumm o Hanorax u cbopax.

(4acTb 3.2 B pea. GenepanbHOro 3akoHa or 29.11.2010 N 313-93)

3.3. MpUHATHE peLleHna O BHECEHUM U3SMEHEHUM B LOKYMEHTbI, COAEPKALLMECA B PErMCTPALMOHHOM A0Chbe
Ha 3apPerncTpMpPOBAHHbIM IEKAaPCTBEHHbIN NpenapaTt ANa MeSULMHCKOrO NPUMEHEHUA U NpeacTaBAeHHbIe A0 AHA
BCTYN/IEHUA B cuAy HacToAwero ®denepasbHOro 3aKOHAa, M MNPUHATUE pELIeHUA O BHECEHUU U3MEHEHUN B
OOKYMEHTbI, CoAepIKallleeca B PerucTpaLMOHHOM A0Cbe Ha 3aperucTpMpoBaHHbI 1IEKAapCTBEHHbBIN NpenapaTt ansa
MeANUMHCKOro NMPUMEHEHNA U NPeACcTaBAeHHbIE HA 3KCNepTM3y JIEKAPCTBEHHbIX CPEACTB A0 AHA BCTYNNEHWUA B
cuny  Hactoawero ®epepanbHOro 3akKoHa, OCYLLECTBAAOTCA HA OCHOBAaHMWM OOKYMEHTOB U AaHHbIX,
npeacTaB/IEHHbIX A0 AHA BCTYNAEHUA B CUY HacToAwero ®PeaepasbHOro 3aKOHa, a TakKe 3aAB/IEHMA O BHECEHUN
M3MEHEHWUIN B AOKYMEHTbI, COAEpKalLMeca B PermcTpaLumMoHHOM A0Cbe Ha 3aperucTpupoBaHHbIA NEKAaPCTBEHHbIN
npenapart 4a1a MeAUUUHCKOro NpMMEHEHUA, NpeACcTaB/eHHOro NPON3BOAUTEIEM JIEKAPCTBEHHbIX MPEenapaToB Uam
YNO/IHOMOYEHHbIM MM JIMLOM B COOTBETCTBMM C Hactoawmm PegepasibHbIM 3aKOHOM B YNOJIHOMOYEHHbIN
benepanbHbIN opraH UcnonHMTeNbHOW Bnact Ao 1 mapta 2011 roga, 6e3 TpeboBaHUA ynnaTbl rocyAapcTBEHHOM
NOLW/IMHbI, NPeAyCMOTPEHHOM 3aKoHoZaTenbcTBOM Poccuiickoit deaepaumm o Hanorax n cbopax.
(4acTb 3.3 B pea. GepnepanbHOro 3akoHa oT 29.11.2010 N 313-93)

3.4. Bblaaya paspelleHnii Ha NpoBefeHne KAMHUYECKUX UCCNef0BaHU NeKapCTBEHHbIX MPenapaToB AnA
MeAMULMHCKOTO MPUMEHEHUA NO 3aABNEHMAM, NOAAHHbIM A0 AHA BCTYNAeHMA B cuay Hactosawero ®epepanbHOro
3aKOHa, a TaK)Ke Mo 3asAB/eHNAM, NOAAHHbIM NOC/e AHA BCTYN/IEHMA B CMAY HacToawero ®egepanbHOro 3aKoHa Ha
OCHOBAHWM 3KCNEpPTU3, NPOBEAEHHbIX A0 AHA BCTYNAeHMA B CcUAy HactoAwero deaepanbHOro 3aKoHa,
OCYLLECTBASAETCA B COOTBETCTBUM C HacToAwmMM PeasepanbHbiM 3aKOHOM Ha OCHOBAHWM AOKYMEHTOB M AaHHbIX,
npeacTaBAeHHbIX UAM MOAYYEeHHbIX A0 AHA BCTYMJIEHMA B CUAy HacToAwero ®enepanbHOro 3aKOHa, a TaKXKe Ha
OCHOBaHUM KOMWU MpeaBapuUTeNbHOrO [0roBopa 06£A3aTeNIbHOrO CTPAXOBAHWUA KM3HW, 340POBbA MALMEHTOB,
YYaCTBYHOLWMX B KAMHUYECKOM UCCNeL0BAHUM IEKAaPCTBEHHOMO npenapata Aaa MeAULMHCKOro NPpUMEHEHUA, UK
Konuu porosopa o06A3aTeNbHOr0 CTPAXOBAHWMA KM3HW, 340POBbS MALMEHTOB, YYACTBYIOWMX B KAMHUYECKOM
nccnenoBaHMM NIEKAapPCTBEHHONO MNpenapata A8 MeAuLMHCKOro NPUMEHeHUsA, Nnbo npeacTaBAeHHON Konun
porosopa 06a3aTeNIbHOro CTPaxoBaHMUA, 3aK/KOYEHHOTo B COOTBETCTBUM C TUMNOBbIMM MpaBuiamm obsas3aTenbHoOro
CTPaxoBaHUA, C yKasaHWemM npenebHON YNCAEHHOCTM MaUMEeHTOB, YYaCTBYIOLWMNX B KAMHUYECKOM MCCAeaoBaHMM
JIeKapCcTBEHHOro npenapaTta And MeAMUMHCKOro npumeHeHus, 6e3 TpeboBaHWs ynaaTbl rocyAapcTBEHHOWM
MOLW/INHbI, NPeAyCMOTPEHHOM 3aKoHoAaTebcTBOM Poccuiickoit Pegepauum o Hanorax u cbopax.

(4acTb 3.4 B pea. deaepanbHoOro 3akoHa ot 29.11.2010 N 313-d3)

3.5. 3aperucTpmMpoBaHHble B MHOCTPAHHOM BafoTe A0 AHA BCTYMAEHUS B CUAY HacToswero deaepanbHOro
3aKOHa npejenbHble OTMYCKHble LeHbl MHOCTPaHHbIX MNPOM3BOAMUTENEN HA J/IeKapCTBEHHble npenapaThbl,
BK/IIOYEHHbIE B MEepeyeHb KU3HEHHO HeobXOAMMbIX W BarKHEWLIMX NIeKapCTBEHHbIX MPEenapaToB, noajexart
nepecyety B pybsauM no Kypcy LeHTpanbHoro 6aHKka Poccuiickoi Peaepauum Ha AaTy, YCTaHOBNEHHYHO
MpasutensctBom Poccuiickolt depepaumn, 6e3 NpefcTaBNeHMA 3anaBJAEHUA O MNepecyeTe LUeHbl C BHECEHMEM
COOTBETCTBYIOLMX U3MEHEHUI B FOCYJAPCTBEHHbIM peecTp npefesibHbIX OTMYCKHbIX LEeH NpousBoauTenei Ha
NeKapCTBeHHble npenaparbl, BKAKOUYEHHbIE B MepeYeHb KM3HEHHO HEeOoBXOAMMbIX M BasKHEWLIMX JIeKapCTBEHHbIX
npenapaTos.

(4actb 3.5 BBegeHa GeaepanbHbiM 3akoHOM 0T 11.10.2010 N 271-93)

3.6. 3aperncTpupoBaHHble A0 AHA BCTYMAeHMA B CMAy HactoAwero PeaepanbHOro 3aKoHa npegesibHble
OTNYCKHble LEHbl POCCUICKUX NPOU3BOAUTENEN Ha JNeKapCTBEeHHble NpenapaThbl, BK/OYEHHble B MepeyeHb
XU3HEHHO HEOBXOAMMbIX M BasKHEWLIMX SIeKapCTBEHHbIX MpenapaTos, nogaeart uHaekcaumn ¢ 1 Hoabpsa 2010
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roga uMcxogsA M3 NPOrHO3MPYEMOro YPOBHA MHOAALMK, ycTaHOBNEeHHoro deaepasibHbiM 3aKOHOM OT 2 aeKabps
2009 roga N 308-93 "O deaepanbHom broaxkeTe Ha 2010 rog, v Ha nnaHoBsblin nepuog 2011 n 2012 rogos" Ha 2011
rog,.

(4acTb 3.6 BBegeHa PeaepanbHbiM 3akoHoM 0T 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He AOMyCKalTcA MPOM3BOACTBO M BBO3 B Poccuiickyto depepaumio
NIeKapCTBEHHbIX MPenapaTos B YNAKOBKax C MapKMPOBKOM, KOTOpas Oblia HaHeceHa 40 AHA BCTYMJ/EHUA B CUAY
HacTosAwero PenepanbHOro 3akoHa. Mo ncTeyeHMM yKa3aHHOIO CPOKa AaHHble IeKapCTBEHHbIE NpenapaTbl MOTyT
OTNyCKaTbCA, peasin30BbIBaTbCA, MepesaBaTbCa U MPUMEHATLCA 40 UCTEYEHUA UX CPOKA roAHOCTMU.

(8 pea. PepepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-d3)

4. Co aHA BCTynaeHus B cuny Hactoauwero ®eaepanbHoro 3akoHa 1 no 30 anpensa 2011 roaa BKAOYMTENBHO
JOMNycKaeTcA NpoBefEeHME 3KCNepTU3bl JIEKAPCTBEHHbIX CPeACTB 3KCMepTamMy 3KCMEpPTHOro Yy4YpeXAeHua n[o
NPOXOXKAEHMA WMMW aTTecTauMm B NOpAAKe, YCTAHOBJEHHOM YMNOAHOMOYEHHbIM deaepanbHbIM  OpraHoM
WCMONIHUTENbHOM BAACTM.

5. Co AHA BcTynneHua B cuay Hactoswero ®egepanbHoro 3akoHa M no 31 aekabpa 2013 roga
BK/IIOUYUTENIbHO OCYLLECTBAAETCA Nepexos K NPOM3BOACTBY JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBMU C NpaBuiamMun
OpraHM3auMmn NPOM3BOACTBA M KOHTPOJIA KAYecTBa JIEKAPCTBEHHbIX CPeACTB, YKa3aHHbIMM B 4YacTm 1 ctatbu 45
HacToAwero PeaepanbHOro 3akoHa, B NosiIHom obbeme. CpoKu nNepexoa NpPoOn3BOACTBA IEKAPCTBEHHbIX CPEACTB K
MX NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpeboBaHMAMM AaHHbIX MPaBWJI, BKAKOYAA CPOKWU aTTecTauuu
YNONHOMOYEHHDbIX /UL, YKa3aHHbIX B YacTax 6 u 7 ctaTbyM 45 HacToAwero PeaepanbHOro 3aKoHa, ycTaHaB/IMBAKOTCA
Mpasutensctsom Poccuiickon Pegepaumu.

6. JIMLEeH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAaHHble A0 1 aHBapsa 2014 roga, AeNCTBYOT
nocne 1 aueapa 2014 roaa 40 UCTEYEHUA CPOKa UX AENCTBUA NPU YCNOBUWM COOTBETCTBMA IMLLEH3MATA NpaBuIam
OopraHusaLmmM Npou3BOACTBA M KOHTPO/A KauyecTBa /IEKAPCTBEHHbIX CPeACTB, YKa3aHHbIM B 4Yactu 1 ctaTbm 45
HacToAwero PenepanbHOro 3aKoHa.

7. ®opmuMpoBaHME TOCY[APCTBEHHOIO 33a[aHMA HA NpoOBeAeHMe 3KCNepTU3bl JIEKAapCTBEHHbIX CPeacTs
denepanbHOMYy rocyfapcTBEHHOMY OIOAMKETHOMY YUYPEXKLEHUIO MO MPOBEAEHUIO IKCMEPTU3bl NEKAPCTBEHHBIX
cpencts u duHaHcoBoe obecneveHne BbINONHEHMA 3TOrO 3aJaHWA OCYLLECTBAAIOTCA B MOPSAAKE, YCTaHOBAEHHOM
depnepanbHbiM 3aKoHOM OT 12 AHBapa 1996 roga N 7-d3 "O HeKoMMepUYecKux opraHusaumax”.

(4acTb 7 BBegeHa PepepanbHbim 3aKoHOM 0T 29.11.2010 N 313-d3)

Mpe3snpeHT
Poccuiickon degepaumm
O.MEOBEJEB
Mocksa, Kpemnb

12 anpena 2010 roga
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