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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Crartba 1. MpegmeT perynupoBaHus Hactoswero deaepaibHOro 3akoHa

1. Hacrosmmin ®enmepasbHblii 3aKOH pEryJMpyeT OTHOIIEHMs, BO3HMKAIOIIME B CBSI3U C
obpallieHueM - pa3spaboTKOM, MOKIMHUYECKMMM MCCIeNOBAaHUSIMM, KIMHUYECKUMMM MCC/IeTOBaHUSIMM,
9KCIEPTU30M, TOCYIaPCTBEHHOV PErucTpanyeil B COOTBETCTBUM C HacTosmmMm PemepaqbHbIM 3aKOHOM
(maylee - rocymapCTBEHHasl PerMcTpalysl) MM perucTpauyeil B COOTBETCTBUM C MEXKIYHapOIHbIMMU
JOTOBOpPaMM M aKTaMy, COCTaBJISIIOLIMMM IIpaBO EBpasuiickoro 5KOHOMMYECKOro COolo3a (majee -
perucrpanms), Co CTaHAapTU3alyeld M C KOHTPOJEM KauecTBa, ITPOU3BOJCTBOM, W3TOTOBJIEHUEM,
XpaHeHMeM, TepeBo3Koi, BBo3oM B Poccuiickyro @enepannio, BbiBo3om u3 Poccuiickoin @epepariyin,
peKJIaMOii, OTITyCKOM, peayiM3aluei, Iepemaveil, MPUMEHEHMEM, YHUYTOKEHMEM JIeKapCTBEHHbBIX
CpefCTB.

(B pen. @enepanbhbix 3aKOHOB OT 06.12.2011 N 409-®3, or 30.01.2024 N 1-D3)

2. Hacrosuumii  ®@epepasbHblii  3aKOH  YCTaHABAMBAEeT IPUOPUTET  TIOCYAAPCTBEHHOrO
peryJamMpoBaHus 06e30I1acHOCTM, KauecTBa U 3((PEKTUBHOCTM JIEKAPCTBEHHBIX CPEeAOCTB IIPpU UX
oOpallleHUN.

(B pen. ®enepanbroro 3akoHa ot 25.06.2012 N 93-D3)

Cratba 2. Chepa npumeHeHust HacToswero degepasibHOro 3aKkoHa

Hactosimmin @enepanbHblii 3aKOH TPUMEHSIETCSI K OTHOIIIEHUSIM, BO3SHUKAIOIIMM TIpU OOpallleHnun
JIeKapCTBEHHBIX CpeaCcTB Ha Tepputopun Poccuiickon @epepaiimm.

Crartba 3. 3akoHOAATe/IbCTBO 00 O6GpaLLeHN fIeKapCTBEHHbIX CPeAcTB

1. 3akoHOmATeJbCTBO 00 OOpallleHny JIEKAPCTBEHHBIX CPEICTB COCTOMT M3 HACTOSILEro
®denepaabHOrO 3aKOHa, APYrUX (demepajbHbIX 3aKOHOB M MHBIX HOPMAaTUMBHBIX IIPABOBBIX aKTOB
Poccuiickoir @epepanyn.

1.1. 3akoHOmaTeILCTBO 00 OOpaIleHNM JIEKAPCTBEHHBIX CPENCTB B OTHOLLIEHUM IOPUAMYECKUX JIUII
M VHAVBUIOYAJbHBIX  IpeONpUMHMMATEsIEN, OCYIIECTB/SIONINX eSITeJIbHOCTb Ha TeppUTOpUM
MEXIYHapOIHOTO MEIUIIMHCKOrO KjacTepa, MPUMEHSIETCS C YYeTOM OCOOEHHOCTEeN, YCTaHOBJIEHHBIX
®epepanbHbiM 3akoHOM OT 29 mioHs 2015 roga N 160-D3 "O meskayHapogHOM MEIMULIMHCKOM KjacTepe
M BHECEHMM M3MEHEHMII B OT/Ie/IbHbIe 3aKOHOJaTeIbHble akThl Poccuiickoit Meneparym’.
(uacth 1.1 BBemena denepanbubiM 3akoHOM OT 29.06.2015 N 160-D3; B pen. DemepaabHOro 3aKOHa OT
04.08.2023 N 428-D3)

2. [HenctBue Hactogilero @enepaJbHOTO 3aKOHA pacIpoOCTpaHsIeTcs Ha  obpalleHue
HApKOTUYECKMUX JIEKAPCTBEHHBIX CPEACTB M IICMXOTPOIIHBIX JIEKAPCTBEHHBIX CPEICTB C YYeTOM
0COOEHHOCTEl, YCTAaHOBJIEHHBIX 3aKOHOIATeabCTBOM Poccuiickoin @Demepanuyu O HAPKOTUUECKUX
CpelCTBax, ICMXOTPOIHBIX BEIIECTBAX M 00 UX IIPEKypCcopax.

3. [eiictBue Hacrosiero ®emepaJbHOrO0 3aKOHA PpacIpOCTpaHSIeTcS Ha oOpallieHue
pamnodapMalieBTUUECKMX JIEKAPCTBEHHBIX CPEACTB C YYeTOM OCOOEHHOCTENM, YCTaHOBJIEHHBIX
3aKoHOIaTeIbcTBOM Poccuitckoit @enmepaliiny B 06j1aCT obecIiedeHs paaalyioHHOM 6e30I1acHOCTH.

4. Ecnu MmexxmyHapogHbIM moroBopoM Poccuiickon @emepanyy, MesKIyHApOIHBIMM JOTOBOPaMU U
aKTaMy, COCTABJISIFOIIIMM MPaBO EBPasuiicKoro 5SKOHOMMYECKOTO COI03a (fasee - aKTbhl, COCTaBJISIONINE
npaBo Colo3a), yCTaHOBJIEHbl WHbIE IIpaBUIa, 4YeM Te, KOTOpble IMpedyCMOTPeHbl HACTOSIIUM
®enepaabHbIM 3aKOHOM, MTPUMEHSTIOTCST TTpaBMUJIa MEKAYHAPOIHOTO JOTOBOpa, ITpaBuiia, CoepsKallInecs
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

B aKTax, cocTaBJsionmx mpaso Corosa.
(uactb 4 B pen. DenepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

4.1. PellleHusi MeXroCyJapCTBEHHBbIX OpraHOB, TIPUHSITbIE HA OCHOBAaHMM ITOJIOKEHUN
MEXIYHApOOHbIX nIoroBopoB Poccmiickoit @epmepan B MX MCTOJKOBAaHUM, IPOTMBOpEYAIIEM
Koncturyrmy Poccuitckon @epeparim, He momieskat ucnosHenuio B Poccuiickoin @epeparmm. Takoe
MIPOTMBOpPEYNE MOXET ObITh YCTAHOBJIEHO B IOPS/IKE, ONpeAeeHHOM (eepaJbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(uactb 4.1 BBegeHa DenepanbubiM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickor @epmepaimi B COOTBETCTBMM C MEXKIYHAPOIHBIMM HoroBopamu Poccuiickoii
@enepatiin M (WIM) HA OCHOBE IIPMHIMIIA B3aMMHOCTM IIPU3HAIOTCS pPe3ybTaThl KIMHUUYECKUX
MCC/IeIOBAaHUI JIEKAPCTBEHHBIX IIperapaTtoB [Jid MEeOUIIMHCKOTO TIPUMMEHEHMs, IPOBEIEeHHbIX 3a
npenenamu tepputropun Poccuiickon @epepanmn.

Ctatba 4. OCHOBHblE MOHATUA, UCNOJIb3yeMble B HacToswem degepaibHOM
3aKOHe

,H,J'Iﬂ HEHEIZ HaCTOSIIEero (-De}lepaJIbHOI'O 3aKOHa MUCIOJIb3YIOTCA CIeayIole OCHOBHBIE ITOHATHSI:

1) nekapcTBeHHble CpenCcTBa - BEIIECTBA WM MX KOMOMHALMM, BCTYIIAIOIIME B KOHTAaKT C
OpPraHM3MOM YeJIOBEKA MM JKMBOTHOIO, IMPOHMKAIOIIYE B OPraHbl, TKAaHM OpraHmM3Ma dYejIOBeKa WJIA
SKMBOTHOTO, TpPUMEHsIEMble IJIs1 MPOMUIAKTUKMA, AUATHOCTUKMU (32 MCKIIIOUEHMEM BeIeCTB WM UX
KOMOMHAIMI, He KOHTAaKTUPYIOIIMX C OPraHM3MOM YeJIOBeKa WM KMBOTHOTO), JieueHus 3a60J1eBaHmsI,
peabuMTanuMm, s COXpaHeHusI, TPeAOTBPAIeHs UM TIpepbhIBaHus 6epeMeHHOCTM U TIOJTyUYeHHbIe U3
KpPOBM, ILJIa3Mbl KPOBM, M3 OpPraHOB, TKaHell OpraHusMa 4YeJIOBeKa WM >KUBOTHOTO, PaCTEHUMN,
MMHEpPaJIOB MEeTOIaMM CUMHTEe3a WIM C IpMMEHeHueM OMOJIOrMYeckux TexHoJoruit. K jekapcTBeHHbIM
CcpelCcTBaM OTHOCSTCSI (papMaleBTMUeCKMe CyOCTaHIMM U JIEKAPCTBEHHbIE ITPEIapaThl;

1.1) crparervuecku 3HaAUMMble JIEKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE CPENCTBA IS
MEeIUIMHCKOTO MIPMYMEHeHsI, KOTOPbIe 00eCIIeUunBaIOT IIPUOPUTETHDIE TTOTPEOHOCTH 3paBOOXPAHEHNS B
HeasIx MpoWIaKTUKY UM JiedeHMs 3abojieBaHMii, B TOM UMCJIe MPeoOafaiommX B CTPYKType
3abosieBaemocTit B Poccuiickoin Depepanyy, ¥ MPOU3BOACTBO KOTOPBIX JOJIKHO ObITh OOGecreueHoO Ha
tepputopumn Poccuiickoit @eneparnyn. [lepeyeHb cTpaTermyecky 3HaUYMMbBIX JIEKAPCTBEHHBIX CPEICTB, a
TaKKe [OpSIOK M KpuTepumu ero dopmupoBanus yTBepkgaloTcsa IIpasurenbctBom Poccuiickoin
Depeparnmu;

(. 1.1 BBemen PepepanbubiM 3ak0HOM OT 23.07.2025 N 268-D3)

2) dapmaneBTHUECKasi CyOCTaHIMS - JIeKADCTBEHHOE CPEeICTBO B BUE OJHOTO MM HECKOIBKUX
obsagaroiMx (GapMaKOoJIOrMYeCKOM AaKTMBHOCTBIO [EMCTBYIOIIMX BeIleCTB BHE 3aBUCUMOCTU OT
MIPUPOABI TIPOUCXOKIEHNMS, KOTOPOe MpeIHa3HAYEeHO JIJIs ITPOM3BO/ICTBA, M3TOTOBJIEHMSI JIEKAPCTBEHHBIX
IperaparoB U omnpeessieT ux 3pGeKTUBHOCTb;

(. 2 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

3) BCIOMOrare/jbHble BelleCTBAa - BeIeCTBA HEOPraHMUYeCKOrO MM  OPraHU4ecKOro
MIPOUCXOKIEHMS, UCIIOIb3yeMbIe B ITpoLiecce MPOM3BOACTBA, U3TOTOBJIEHNS JIEKAPCTBEHHbBIX MIPENnapaToB
ILJIST TIPUIA@HNST UM HEOOXOIMMBIX (PU3MKO-XUMUUECKUX CBOMCTB;

4) JsekapCTBEHHbIe TIIperapaTbl - JIEKAPCTBEHHbIE CPEACTBA B BUJE JIEKAPCTBEHHBIX (HOPM,
pUMeHsiIeMble I MPOGUIAKTUKY, OMArHOCTUKM, JiedeHus 3abosieBaHuSs, peabUIMTAlUU, [OJIS
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

COXpaHeHus, ITpeaoTBpallleHM UJIN ITpepbIBaHMS 6€peMeHHOCTI/I;

5) nekapcTBeHHast ¢hopMa - COCTOsIHME JIEKapCTBEHHOTrO IIperapara, COOTBETCTBYIOIIEe Crocobam
€ro BBeJeHUs I IpUMeHeHNs U obecleunBalollee JOCTVKeHe HeOOXOOMMOro jieueObHOoro s dexra;

5.1) pmosuMpoBKa - comepyKaHME OIHOTO WIM HECKOJbKMX JEeMCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIDQKEHMM Ha €OVHUILY [03bl, WIM eOUHUILy OO0beMa, WM eOUHUIy MacChl B
COOTBETCTBUM C JIEKAPCTBEHHOM (opMoM OO Ojisi HEKOTOPhIX BUIOB JIEKAPCTBEHHBIX (HOPM
KOJIMYECTBO BBICBOOOXKIAEMOIO M3 JIEKAPCTBEHHOV (OPMBbI [EMCTBYIOIIErO BEIIeCTBa 3a EeAVHUITY
BpeMeH;

(. 5.1 BBemen PepepanbubiM 3akoHOM OT 22.12.2014 N 429-D3)

6) 1epeyeHb SKU3HEHHO HEOOXOOMMBIX ¥ Ba)KHEMIIMX JIEKAPCTBEHHBIX IIPENapaTtoB -
yTBepkmaembiil [IpaButenbctBoMm Poccuiickon Demepaiiuy mmepeyeHb JIEKAPCTBEHHBIX MTPenapaToB st
MEIUIIMHCKOTO IIPMMEHeHMsI, 00eCcHeunBarIMX IIPUOPUTETHbIE IOTPEOHOCTM 3IpPaBOOXPAHEHMS B
easIX MNpoGWIaKTUKM U JiedeHMs 3abojieBaHMII, B TOM UMCJIe Mpeo6afaiolyuX B CTPYKType
3aboseBaemocTy B Poccuiickon @epnepaiinu;

(B pen. ®enepasnbHOro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdaHHbIe JIeKAapCTBEHHbIE IpernapaThl - JEKapCTBEHHbIE IIperaparbl, IpegHa3HaueHHbIe
JICK/IIOUMTEJIbHO [IJIS JMArHOCTMKM, STHONATOr€HEeTMUeCKOIO WIM TaTOreHEeTMUYeCKOIo JIeueHus
(JteueHMs1, HATIpaBJIEHHOTO HA MeXaHM3M pa3BUTHS 3a60j1eBaHMsT) peaknuX (opdaHHbIX) 3a60I€BaHNI;

(. 6.1 BBemen DepepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. DemepalbHOIO 3aKOHA OT
30.01.2024 N 1-®3)

6.2) Ouoslormyeckue JeKapCTBEHHbIE IperapaThl - JEeKapCTBEHHbIE IpernapaThl, IeCTBYIOIIee
Bell[eCTBO KOTOPBIX MPOM3BENEHO WIM BbIIEJIEHO U3 OMOJIOTMYECKOTO MCTOYHMKA U JJIST OIpesesieHus
CBOJVICTB M KayecTBa KOTOPBIX HEOOXOaMMa KOMOMHALMS OMOJOTMYECKUX U (PUIMKO-XUMUUECKUX
MeromoB. K 6mosornueckuM JieKapCTBEHHBIM IIperapaTaM OTHOCSATCS MMMYHOOMOJIOTMYECKIe
JIEKapCTBEHHbIE IIpernaparbl, JIeKapCTBEHHbIE TIperapaTrhbl, IMOJyYeHHbIe U3 KpPOBM, IUIa3Mbl KpPOBU
yeJloBeKa ¥ JKUMBOTHBIX (32 MCK/IIOUEHMEM IIeJIbHOM KpPOBM), OUMOTEXHOJIOTMYECKMEe JieKapCTBEeHHbIe
Mpernaparbl, TeHOTepaneBTUYEeCKMe JIEKAPCTBEHHbIE ITpernaparhl, JIeKapCTBEHHbIE TperapaTbhl Ha OCHOBE
COMAaTUYECKUX KJIETOK;

(. 6.2 BBemen DepepanbHbiM 3akoHOM OT 22.12.2014 N 429-@3; B pen. @PemepailbHOTO 3aKOHA OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTMYHbIN JIEKAPCTBEHHBIN Iperapar - reHOTepaneBTUUYeCKNi JIeKapCTBEHHbIN
npenapar Ajsl MeIUIMHCKOrO IPUMEHEHMS, WIN JIEKApCTBEHHBIM IpernapaT Ha OCHOBE COMAaTUMUYECKUX
KJIETOK [IJIST MEIUIIMTHCKOTO MIPUMEHEHMSI, WM TKaHEeMH>KeHEPHbBIN JIeKapCTBEHHbIN Tpernapar (rpenapar
TKaHEBO MH)XEHEPUN);

(11. 6.3 BBegen DepepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) VMMMYHOOMOJIOTMUYECKME JIeKapCTBEHHbIE IIpermaparbl - JIeKapCTBEHHbIE ITperaparsl,
npenHasHayeHHble [J1s1 (OpMUPOBAHUSI aKTMBHOTO MJIM MACCMBHOTO MMMYHMTETA JIMOO AMArHOCTUKU
HaMuuMsg  MMMYHUTETA WIM  OMATHOCTUKM  CIlelUdUUecKoro  IPUOOPETEeHHOTO  M3MeHEeHMS
MMMYHOJIOTMYECKOTO OTBeTa Ha a/uleprusupymonme BemiecTBa. K MMMYyHOOMOJOTMYECKUM
JIEKapCTBEHHBIM  IIperaparaM  OTHOCSITCS ~ BaKUMHBI, aHATOKCUHBI, = TOKCUHbBI,  CbIBOPOTKMU,
MMMYHOTJIOOYJIMHBI U aJIJIEpPTeHbl;

(1. 7 B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

7.1) OuoTexHOJOrMYECKMEe JIeKAapCTBEHHbIE IIpernapaTbl - JIEKApCTBEHHbIE IIPeIaparsl,
MTPOU3BOJICTBO KOTOPBIX OCYIIECTBJISIETCSI C MCIIOAb30BAaHMEM OMOTEXHOJIOTMYECKMX IIPOIECCOB U
MeToz10B (B ToM uncie JTHK-pekoMOMHAHTHONM TEXHOJIOTUM, TEXHOJIOTUM KOHTPOJIMPYEMOI SKCIIPECCUn
T€HOB, KOAVIPYIOIIMX OMOJIOTMYECKM AaKTMBHbIE O€JKM B TIPOKapMoTax M 3yKapuoTax, BKIIIOYAst
M3MeHEHHbIe KJIeTKY MJIEKOITUTAIOIINX ), THOPUIOMHOI'O METO/Ia ¥ METOa MOHOKJIOHAJIbHBIX aHTUTEJT;
(1. 7.1 BBegen DenepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) reHoTepameBTMYECKME JIeKapCTBEHHbIe TIIpemapaTbl - JieKapCTBEHHbIe IIperapaThl,
dapmaneBTHUecKas CyOCTaHUMSI KOTOPBIX SIBJISETCS PEKOMOMHAHTHOM HYKJIEMHOBOV KUCJIOTOM WJIA
BKJIIOUaeT B Ce0SI pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KMUCJIOTY, ITO3BOJISIIONIYIO —OCYIIECTBJISATh
peryaMpoBaHue, pernaparyio, 3aMeHy, 1obaBJieHe WK yIajJeHe TeHeTUYEeCKON MOCIeq0BaTe/IbHOCTH;
(1. 7.2 BBegeH DenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapKoTMUecKyue JieKapCTBEHHbIE CpPeICTBa - JeKapCTBEeHHbIE MpernapaThl U (apMalleBTMYeCKue
CcyOCTaHLIMM, COIepsKalllie HapKOTUUYeCKue CpeicTBa ¥ BKIIOUEHHble B [lepeueHb HApPKOTUUECKUX
CpelCTB, IICMXOTPOIHBIX BEIIEeCTB M UX IMPEKYpPCOPOB, IMOMJIEXKAIIMX KOHTpPoa B Poccuiickoii
®epepanun, B COOTBETCTBMM C 3aKOHOmaTesbcTBOM Poccuiickoit ®Depmepanyy, MesKIyHapOIHBIMU
nmoroBopamu Poccuiickoin @egepanyu, B TOM uicjie EnyHOlM KOHBEHIMEN O HaPKOTUYECKUX CPeACTBax
1961 roga;

9) mcUXOTpOIHbBIE JIeKaPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE Iperaparbl U (apmalleBTMYecKue
CcyOCTaHLIMM, COAepsKallle IICMXOTPOIIHbIE BeIlleCTBAa M BKJIOUeHHble B [lepeueHb HApPKOTUUECKUX
CpelCTB, IICMXOTPOIIHbIX BEIIEeCTB M UX IMPEKYypPCOPOB, IMOMJIEXKAIIMX KOHTpPoa B Poccuiickoii
®depepatun, B COOTBETCTBMM C 3aKOHOmaTesbcTBOM Poccuiickoit ®Depmepanyy, MesKIyHapOIHBIMU
nmoroBopamyu Poccuiickoir @emepaiivi, B ToM umcie KoHBeHIMEN O ICUXOTPOIHBIX BellecTBax 1971
ropa;

10) pammodapmaiieBTMUeCcKMe JieKapCTBEHHbIE CpefCTBa - JiIeKapCTBEHHbIE CPENCTBa, KOTOpbIe
cozepskaT B TOTOBOM [IJIT UCIOb30BaHMsl ¢hopMe OOVH PaJMOHYKIN, MU HECKOJIbKO PaJMOHYKINIOB
(paAMoaKTUBHBIX U30TOMOB);

10.1) opuruHanbHBIN JIEKAPCTBEHHBbIM IIpemapaT - JIeKapCTBEHHbIN IIpernapaT ¢ HOBBIM
IeVICTBYIOIIMM BeIIIeCTBOM, KOTOPbBINI TEepBbIM 3apeructpupoBaH B Poccuiickon @Depeparum win B
MHOCTPAHHBIX TOCYJapCTBaX Ha OCHOBAaHUM  Pe3yJbTAaTOB  JOKJIMHUYECKUX  MCCIeTOBAHUMI
JIEKapCTBEHHbIX  CPEOCTB M  KJIMHMYECKUX  MCCJIeJOBAaHMM  JIEKAPCTBEHHBIX  IPEIapaTos,
MOJTBEPKIAIOLINX €ro KauecTBO, 3PGHeKTUBHOCTh U 6€30MacHOCTb;

(. 10.1 BBemen ®emepasnbHbiM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN TEKAPCTBEHHDIN ITpemapar - JIEKApCTBEHHbIN Mpernapar, KOTOPbIN MUCIIOIb3yeTCs
IIJIST OLIEHKY GMO3KBMBAJIEHTHOCTHM WJIM TeParieBTUUECKONM SKBMBAJIEHTHOCTH, KauecTBa, 3 (PeKTUBHOCTHI
M 6e30MacHOCTM  BOCIPOM3BENEHHOTO  JIEKAPCTBEHHOTO  TMperapata Wi  OMOaHaJIOrOBOIrO
(6momomo6HOT0) JIeKapCTBEHHOTO Mpernapara (6uoaHanora). B kauectBe pedepeHTHOro J1IeKapCTBEHHOTO
mpernapara Ijisi MeAUIIMHCKOTO MPUMEHEHMUS MCIIOIb3yEeTCSI OPUIMHAbHbBIN JIEKAPCTBEHHbIV IMpernapar
JM6O, ecay OPUTMHAIbHBIV JIEKAaPCTBEHHBIN IperapaT He 3aperuMcTpUMpoBaH WM He HaXOOUTCSI B
obopore B Poccuiickon Denmepanyy M He HAxXOOUTCSI B 0OOpPOTe B MHOCTPAHHBIX TOCYAApCTBax,
BOCITPOM3BEIEHHbIN JIEKAPCTBEHHBIN TIperapar win 6MoaHaJIoroBbii (OGMOMOA0OHbIN) JIeKapCTBEHHBIN
npernapar (61oaHajor), KOTOPbIM IMEpBbIM 3aperMCTPMPOBAH M3 UMC/Ia HAXOOAIIMXCSI B 06opoTe B
Poccuiickoit @epepanyn, 6MOIKBUBAJIEHTHOCTh WJIM TepareBTUYeCKasi 3KBMBAJIEHTHOCTb, KauyecCTBO,
3¢hdeKTMBHOCTL ¥ 06GEe30MacCHOCTb KOTOPOTrO OIEHMBAIMUCH [0 OTHOLIEHMWIO K OPUTMHAIBHOMY
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKApCTBEHHOMY IIperapaTy, a Takke KauecTBO, 3((eKTMBHOCTb ¥ 6e30MacHOCTb KOTOPOTO
MOATBEPsKIAIOTCST pe3ysbTaTamMy ¢dapMaKoOHaA30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB,
HaXOMSIIMXCS B TPaskJaHCKOM OOOpOTe, YCTAHOBJIEHHBIM TpeOOBaHMSIM K UX KauyecTBY. B KauecTBe
pedepeHTHOrO JIeKapCTBEHHOTO Iperapara [Jid BETEePMHAPHOTO IPUMEHEHMS]  VCIIOIb3YeTCs
JIEKApCTBEHHBIVI TIpenapaT IjIs1 BeTEePUMHAPHOTO TNPUMEHEHMs, 3aperMCTpUpOBaHHBIM B Poccuiickon
®epepauy Ha OCHOBAaHMM PE3YJIbTATOB JOKIMHUYECKMX MCCIEIOBAHMI JIEKAPCTBEHHBIX CPEICTB U
KJIMHUYECKNX MCCIENOBAHMI JIEKAPCTBEHHBIX ITPeraparoB, IOATBEPKOAIOLIMX €ro KauyecTso,
3(pheKTUBHOCTD U 6€30ITaCHOCTb;

(. 11 B pen. denepanbHoro 3akona ot 27.12.2019 N 475-D3)

12) BocmipounsBeaeHHbIN JIEKAPCTBEHHBIN Mpenapar - JeKapCTBEHHbIN Mperapar IJis MeAUIIMHCKOTO
MpUMEHEeHMsI, KOTOpbI MMeeT SKBUBAJEHTHbII pedepeHTHOMY JIeKapCTBEHHOMY IIperapary
KAueCTBEHHbI COCTaB ¥ KOJIMUECTBEHHBIM COCTAaB [EMCTBYIOIIMX BEIIECTB B OSKBUBAJIEHTHON
JIEKapCTBEHHOV ¢opMe, JIMOO JIeKapCTBEHHBIN Ipenapar AJid BEeTEPUHAPHOTO MpPUMEHEHUS, KOTOPbIN
MMeeT Takue ke, 4YTO U pedepeHTHbI JIeKapCTBEHHbIN IIpernapar, KayeCTBEHHbI COCTaB U
KOJIMYECTBEHHBI COCTaB  JIEMCTBYIOIIMX BeIIeCTB B TaKOl Ke JIeKapCTBeHHOU dopme,
OMOSKBMBAJIEHTHOCTh WJIM  TepareBTMUeCKasi SKBUMBAJIEHTHOCTb KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY TIperapaTy MOATBEPXKIeHa COOTBETCTBYIOIIMMM VCCIeI0BaHUSIMMU;

(. 12 B pen. ®emepanbHoro sakona ot 27.12.2019 N 475-03)

12.1) TepaneBTMUecKas SKBUBAJEHTHOCTb JIEKAPCTBEHHBIX MPEIapaToB - JOCTVKEHME KIMHUUECKU
COIIOCTaBUMBIX TepamneBTMYeckoro addekra M mnokasarenein 3PpAEKTMBHOCTM U 6e30MaCHOCTU IIpU
MpUMMEHEHMM JIEKapPCTBEHHBbIX IIpernapaToB [Ojs1 MEOULMHCKOTO IPUMEHEHUS, MMEIOIIUX OJHO
MEXIYHapOAHOE HeINaTeHTOBaHHOe (WIM XMMMYECKOe, WIM TPYNIMPOBOYHOE) HaMMEHOBaHME, B
SKBMBAJIGHTHBIX [JO3MPOBKaX IO OOHMM M TeM >Ke TOKasaHMsSIM K IIPMMEHEHMIO UM TP OJMHAKOBOM
CIroco6e BBeIeHMsT Y OJHO U TOM 3Ke TPYIIIbl OOJbHBIX;

(m. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananorossit (61M0NON0OHBIN) JIeKapCTBEHHbIN Ipenapar (6uoaHasor) - 6MOJ0rMYeCcKuit
JIEKapCTBEHHbBIN TIperapar, CXOXWi I0 IapaMeTpaM KadecTBa, 3h(eKTMBHOCTM M 6e30macHOCTU C
pedepeHTHbIM OMOJIOTMYECKMM JIEKAaPCTBEHHBIM ITperiapaToM B TaKOi ke JIeKapCTBEHHOU ¢dopme u
MMEIOIINIA UIEHTUYHbBIN CITI0COO BBEIEeHNSI,;

(1. 12.2 BBeneH DenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3aMmMo3aMeHSIEMbIVI JIEKAPCTBEHHBIM IIpenapar - JeKapCTBEHHbIN IIperapaT ¢ JOKa3aHHOM
TepareBTUUYECKON SKBMUBAJIEHTHOCTbIO WM OMOIKBUBAJEHTHOCTHIO B OTHOIIEHUM pedepeHTHOTO
JIEKapCTBEHHOTO TIperapaTa, MMeIOIIMI SKBMBAJIEHTHbIE eMy KaueCTBEHHbBIN COCTaB M KOJMUYECTBEHHbIN
COCTaB [IeMCTBYIOIIMX BelleCTB, COCTaB BCIIOMOTaTeNbHbIX BeIlleCTB, JeKapCTBEHHYIO (opMy U Crocob
BBeJIeHNS;

(1. 12.3 BBeneH DenepanbHbiM 3aKkOHOM OT 22.12.2014 N 429-D3)

12.4) GMOSKBMBAJIEHTHOCTb JIEKAPCTBEHHBIX IpernapaToB - OOCTVKEHME COIOCTaBUMbIX
IOKa3aTeJieil CKOPOCTY BCAChIBaHMS, CTEIIEHM MMOCTYIJIEHUSI K MECTY IEeMCTBUS ¥ CKOPOCTYU BbIBEIEHUS
OIHOTO WJIM HEeCKOJIbKMX 00s1afarommx ¢GapMaKoJIOrmyeCcKoil aKTMBHOCTbIO IEICTBYIOIIMX BEIIECTB Py
MIpMMEHEeHMM JIeKapCTBEHHBIX IpernapaToB O MEOUIMHCKOTO IPUMEHEeHUS, UMEeIOIIMX OJHO
MEXIYHapOOHOE HeNaTeHTOBaHHOe (WIM XMMMYECKOe, WIM TPYNIMPOBOYHOE) HauMMeHOBaHME, B
9KBMBAJIEHTHBIX TO3MPOBKAX U MPY OAMHAKOBOM CIIOCOOE BBEIEHMS;

(1. 12.4 BBemen ®emepanbHbiM 3aKk0HOM OT 27.12.2019 N 475-D3)

13) nekapcTBeHHOe pacTUTEbHOE ChIpbe - CBEXXMEe WIM BbICYIIIEHHbIE PACTeHMUs MO0 UX YacCTH,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

UCIIOJIb3yeMble [IJIs IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPENCTB OpraHM3alyusIMU - IIPOU3BOIUTE/ISIMU
JIEKAPCTBEHHBIX CPEICTB MJIM M3TOTOBJIEHMS JIEKAPCTBEHHBIX IIPEINapaToB allTeYHbIMM OPraHM3alysIMMU,
BEeTepUHAPHBIMM alTEUYHbIMM OPraHM3aLMSIMU, UHAVBUIYATbHBIMM TPEANPUHUMATEISIMY, UMEIOIINMU
JIMIIEH3MIO Ha (hapMaleBTUYECKYIO JIeSITETbHOCTD;

14) mekapcTBEHHbBIN PACTUTENIbHBIN Iperapar - JIEKAPCTBEHHBIN MpernapaT, MpOM3BeIeHHbI MU
M3TOTOBJIEHHBIN U3 OJHOI'O BM/IA JIEKAPCTBEHHOT'O PACTUTEJIbHOTO ChIPhSI MJIM HECKOJIBKMX BUJIOB TaKOT'O
CBIPbSI U peajim3yeMblil B pac)acoBaHHOM BUJIe BO BTOPUYHOM (IIOTPeGUTENIbCKOM) YIIaKOBKE;

15) romeomnaTuyecKuii JIeKapCTBEHHbIN Ipernapar - JeKapCTBeHHbIN IperapaT, IpOM3BeIeHHbIi
MM U3TOTOBJIEHHBIM U3 (dapMaleBTUYeCKOM cyOcTaHimy wiu (apmMaleBTUYeCKUX CyOCTaHLMI B
COOTBETCTBMM C TPeOOBaHMAMM OOIIMX (papMaKOIIeHbIX CTaTell K FOMEONaTUUYEeCKUM JIeKapCTBEHHbIM
mpenapataM WM B COOTBETCTBMM C TpebGoBaHMsIMM (apMaKoIle CTpaHbl IIPOMU3BOAUTENIS TaKOI'o
JIEKapCTBEHHOI'O IIperapara;
(. 15 B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

16) wmexkgyHapooHOe  HemaTeHTOBAaHHOe HaMMeHOBaHMe  JIEKAPCTBEHHOTO  CpeicTBa -
HayMEHOBaHME MEeMCTBYIOIIEro BellecTBa (apMaleBTMYeCKOM CyOCTaHIMYM, pPeKOMEHIOBaHHOe
BcemupHolt opranusanyen 3ipaBoOXpaHeHNs;

(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

17) ToproBoe HaMMeHOBaHMe JIEKAPCTBEHHOTO CpPEICTBA - HaMMEHOBaHME JIEKAPCTBEHHOIO
CpelcTBa, IPUCBOEHHOE €ro pa3paboTuMKOM, AepsKaTejieM WIM BJIafesblleM pPErmcTpaiyioHHOrO
YAOCTOBEpEHMS JIeKAPCTBEHHOTO Tperapara;

(B pen. ®enepasnbHOro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynnupoBoyHOe HaMMeHOBaHMe JIEKAPCTBEHHOTO Iipernapata - HauMeHOBaHMe
JIEKapCTBEHHOTO ITperiapaTa, He MMEIOIIero MeXIyHapOJHOTO HelaTeHTOBAaHHOTO HaMMeHOBaHMUS, MJIA
KOMOMHAIIMM JIEKaPCTBEHHBIX ITPENapaToB, MCIIOJIb3yeMoe B IIeJIsIX OObeIMHEHUSI UX B TPYIITY IIOf,
eIMHbIM HayIMEHOBaHMEM MCXOMS U3 OAMHAKOBOI'O COCTaBa JEMCTBYIOIIMX BEIIECTB;

(n. 17.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmuras papmakormneiHas CTaTbs - JOKYMEHT, YTBEPKAEHHbIN YIIOJTHOMOYEHHBIM (hefepaTbHbIM
OpraHOM MCIIOJIHUTEIbHOM BJIACTY M COMAEPKAIIUI MepeveHb MoKasaTesiell KayecTBa U (M) METOHOB
KOHTPOJISI KayecTBa KOHKPETHOV JIeKapCTBEHHOW (GOpMbI, JI€KapCTBEHHOIO PaCTUTEIbHOTO ChIPhS,
BCIIOMOTATEeJIbHbIX BEIIECTB, OMMCAHUSI OMOJIOTMYECKUX, OMOXMMUYECKUX, MUKPOOUOTOTNYECKHUX,
OUBUKO-XMMUYECKUX, (UNYECKUX, XUMUUYECKMX W JPYTrMX METOHOB aHa/M3a JIEKapCTBEHHOIO
CpelcTBa, a Takke TpeOOBaHMSI K MCIOJJb3yeMbIM B IIeJIIX IPOBEIEHMs HAHHOTO aHa/M3a peakTHBaM,
TUTPOBAHHBIM pacTBOpaM, MHAMKATOPaM;

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

19) dapmaxkormeiiHasi CTaThsl - JOKYMEHT, YTBEPsKIEHHBIN YIIOJHOMOYEHHBIM (enepaabHbIM
OpraHoM MWCIOJIHUTEJIbHOM BJIACTM M COJEpKalllMii TepevyeHb IIOKasaTesjell KayecTBa ¥ METOAOB
KOHTDPOJISI ~ KayecTBa  JIEKAPCTBEHHOTO  CpeACTBa,  JIEKAPCTBEHHOTO  PacTUTENbHOT'O  ChIpbS,
BCIIOMOTaTe/IbHbIX BEIeCTB;

(B pen. denepasnbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

19.1) cranmapTHbie 06pasIbl - BEIIECTBA, TOCPEACTBOM CPAaBHEHMS C KOTOPBIMM OCYIIIECTBIISIETCS
KOHTPOJIb KayecTBa MCCAEAYEMbIX JIEKAPCTBEHHBIX CPEICTB C IIOMOIIbI0 (U3UKO-XMMUUECKUX U
OMOJIOTMUYECKMX METOHOB B ILIeJIIX TOATBEPXKIEHMSI COOTBETCTBMSI JIEKAPCTBEHHBIX CpEICTB
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

TpeGOBaHMSIM HOPMATMBHOM JOKYMEHTAIlMM, YCTAaHOBJIEHHBIM IIPM OCYIIECTBJIEHUM T'OCYIapCTBEHHOM
perucTpanyuy, U KOTOpbIe IPUMEHSIOTCS OJjIS1 KaJMOPOBKM CTaHAAPTHBIX OOPaslOB ITPOU3BOIUTEJIS
JIEKapCTBEHHBIX CPENICTB, MCIIOJb3yEeMbIX [JISI KOHTPOJISI KayeCcTBa M MHBIX LieJieil Ipu obOpalieHumn
JIEKapCTBEHHbBIX CPe/CTB;

(11. 19.1 BBenen DenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) dapmakoneinHbIii CTaHOAPTHBI OOpasel - CTaHAAPTHBIM oOpasell, IPOU3BEIEHHbIN B
COOTBETCTBMMU C (hapMaKOIENHON CTAaTheN;
(. 19.2 BBenen PenepasnbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTMBHAsI MOKYMEHTalus - AOKYMEHT, COAEpXKallluil TepevyeHb OIpeesseMbIX 10
pesysibTaTaM COOTBETCTBYIOIIMX SKCIIEPTM3 ToKa3zaTesiell KavyecTBa JIEKAPCTBEHHOTO CpeNCTBa Jis
MEeIUIIMHCKOTO MTPUMEHEHMSI, METOJIOB KOHTPOJISI €r0 KaueCTBa M YCTAaHOBJIEHHBIN €ro MPOM3BOANTETIEM;

21) HOpMaTUBHBIN JOKYMEHT - JOKYMEHT, COJIepsKallliii IiepevyeHb ONpeaesieMbIX 10 pe3y/bTaTam
COOTBETCTBYIOIIMX SKCIEPTU3 IIOKasaTejell KauecTBa M (WIM) METONOB KOHTPOJIS KauyecTBa
JIeKapCTBeHHO (OpMbI, OMNMMUCAHUSI OUMOJIOTUYECKUX, OUOXUMUUECKUX, MUKPOOUOJIOTNUECKUX,
bUsUKO-XUMUYECKUX, GUNIECKUX, XUMUYECKUX Y OPYTUX METOMIOB aHa/M3a JIEKapCTBEHHBIX CPENCTB
IIJIST BETEPMHAPHOT'O TIPMMEHeHMsI, TpeOOBaHMST K MCIOJIb3yEMbIM B 1IEJISIX IMPOBEIEHNST TaHHOTO aHa/IM3a
peakTuBaM, TUTPOBAHHBIM PaCcTBOpPaM, MHAMKATOPaM M YCTAHOBJIEHHBIN €ro MPOM3BOAUTETIEM;

21.1) oOumMii TeXHUYECKUI NOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTepuaioB, COCTOSILMIA U3
HECKOJIbKMX  pasmesioB -  JOKyMEHTalMy  agMMHUCTPATMBHOIO  XapakTepa, XUMMUUYECKOM,
dbapmaneBTMUECKOM ¥ OMOJIOIMUECKOM JOKYMEHTauuy, (HapMaKoJOTUMYECKO, TOKCUMKOJIOIMUECKOM
MOKYMEHTAalMM, KIMHUYECKON TOKYMEHTAllMM M TpeACTaB/ISIEMbIi OJHOBPEMEHHO C 3asBJIEHMEM O
rOCyapCTBEHHOM pEerucTpauuy JIEKapCTBEHHOTO IIperapara [Jii MeOUIIMHCKOTO TpUMeHEHUs B
(dbopmare, yCTaHOBJIEHHOM YTIOJIJHOMOUYEHHBIM (efepaabHbIM OPraHOM MCIIOJTHUTEIbHOM BJIACTH;

(1. 21.1 BBenen DenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

22) KauecTBO JIEKAPCTBEHHOTO CPEJICTBA - COOTBETCTBME JIEKAPCTBEHHOTO CPEJCTBA TPEOOBAHUSIM
dapmakorneitHoil cTaTbuM JMOO B Cllydyae ee OTCYTCTBMS HOPMATMBHOM JTOKYMEHTalUU WJIU
HOPMAaTMBHOT'O JOKYMEHTa;

23) 6e30macHOCTh JIEKAPCTBEHHOTO CpPEICTBAa - XapaKTePUCTMKA JIEKApCTBEHHOIO CpeCTBa,
OCHOBAHHAsI HAa CPABHUTEILHOM aHa/3e ero 3¢pGeKTUBHOCTY U pUCKa IPUUMHEHNs Bpea 3[0POBbIO;

24) 3bdeKTMBHOCTb JIEKAPCTBEHHOTO IperapaTa - XapaKTepPUCTUKA CTENeHM IOJIOKUTETbHOTO
BJAMSIHMS JIEKAPCTBEHHOTO IIperapara Ha TeueHue, IMPOJOJDKATEbHOCTh 3a00/eBaHus WM €ro
npefoTBpallieHne, peabuaInuTalnio, Ha COXpaHeHue, peJoTBpallleHle WiK IpepbiBaHue 6epeMeHHOCTH;

25) cepust JIeKAPCTBEHHOTO CPEJCTBA - KOJMYECTBO JIEKAPCTBEHHOTO CPEMICTBA, MPOM3BEJEHHOE B
pe3yJsibTaTe OJHOTO TEXHOJOTMYECKOTO LMKJIa €r0 IPOU3BOJUTEIIEM;

26) perucTpalMoOHHOE yIOCTOBEepeHMe JIeKapCTBEHHOTO IMperapaTa - 3aluchb B TOCYJapCTBEHHOM
peecTpe JIeKapCTBEHHbIX CpEACTB, MOATBepXKAaroiasi GakT TOCYJapCTBEHHOM  PerucTpaimm
JIEKapCTBEHHOTO Tiperaparta, ¥ (MaM) [JOKYMEHT, MOATBEPXKAAOUMI (GakKT TrocymapCTBeHHOM
peructpaim (perucrpaiym) JieKapCTBEHHOTO Mpernapara;

(1. 26 B pen. @epepanbHoro 3akoHa ot 30.01.2024 N 1-03)

26.1) mepskaresib MJIM BJIajieJel] PErMCTPAIMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO ITperapara -
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

pa3paboOTUMK JIEKAPCTBEHHOTO CpeNCTBa, IPOM3BOAUTEb JIEKAPCTBEHHBIX CPENCTB WIM WHOE
IOpUAMYECKOe JIUIO, OOJIafarolllee IMPaBOM BJIAJeHUS PErMCTPALMOHHBIM YAOCTOBEPEHMEM, KOTOPbIE
HECYT OTBETCTBEHHOCTbh 32 KaueCTBO, 3(GEKTUBHOCTb ¥ 6€30MaCHOCTb JIEKAPCTBEHHOTO Tperapara;

(1. 26.1 BBenmeH @enepasbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perncTpauMOHHBIN HOMED - KOIOBOe 0003HAaUeHNe, TPUCBOEHHOE JIEKAPCTBEHHOMY ITperapary
TIPY €ro TOCYIapCTBEHHOM PErMCTPalMU MUY PErMCTPaL;
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

28) oOpailieHne JIeKapCTBEHHbIX CPENCTB - pas3paboTKa, MAOKIMHMUUYECKME MCCaedoBaHMs,
KJIMHMYECKE MCC/IeNOBaHMs, SKCIIepTM3a, TOCYHApCTBEHHAs] pPEerucTpaius WM perucrpanys,
CTaHJapTM3alMs ¥ KOHTPOJIb KauecTBa, MPOU3BOJICTBO, M3TOTOBJIEH)E, XpaHEeHMe, MepeBo3Ka, BBO3 B
Poccuiickyto @epepatinio, BbiBo3 n3 Poccuiickoit @eneparnyn, pekjiama, OTITYCK, peajiMsanys, epeaaya,
MIpUMeHeHe, YHUUTOXKEeHME JIeKapCTBEHHbIX CPEICTB;

(B pen. @enepanbHbIix 3aKOHOB OT 06.12.2011 N 409-®3, or 30.01.2024 N 1-D3)

29) cybObekTbl OOpallleHus JIeKapCTBEHHBbIX CpPeAcTB - du3nMyeckue Juia, B TOM 4YHUCTe
VHIVBUAYAJIbHBbIE TIPENIIPUHMMATENN, U IOpUIMYECKMEe JINIA, OCYIIECTBJISIONME NesTebHOCTb TP
obpallieHnM JIeKapCTBEHHbIX CPeLCTB;

30) pa3paboTuMK JIeKapCTBEHHOTO CPEICTBA - OPraHu3alMs, 06/1aJarolas MpaBaMy Ha pPe3yJIbTaThbl
OOKJIMHUYECKUX  MCCIIENOBAaHMM  JIEKAPCTBEHHOTO  CPEACTBAa,  KIMHUYECKMX  MCCIIeOOBaHUMI
JIEKapCTBEHHOTrO Iperapara 1 (M) Ha TEXHOJIOTUIO MPOU3BOCTBA JIEKAPCTBEHHOT'O CPEICTBA;

(B pen. denepasnbHoro 3akoHa ot 22.12.2014 N 429-03)

31) mpom3BOACTBO JIEKAPCTBEHHBIX CPENCTB - NESITEIbHOCTb IO MPOM3BOACTBY JIEKAPCTBEHHBIX
CPelCTB OpraHM3alMsSIMy - TPOU3BOAUTEIISIMM JIEKAPCTBEHHBIX CPEACTB HAa OFHOM CTAaIMM, HECKOJIbKUX
WU BCEX CTaAMSIX TEXHOJOTMYECKOro Mpolecca, a Takske MO0 XpaHEeHMIO U peain3aluy Mpou3BedeHHbIX
JIeKapCTBEHHBIX CPELCTB;

31.1) nmpousBoOACTBEeHHAsI IUIOLIAKA - TEPPUTOPUAJIBHO 060COGIEHHBIN KOMILIEKC ITPOU3BOIUTE]IS
JIEKApPCTBEHHBIX CPEJCTB, IpeIHAa3sHAUYEeHHbIA [JI BBINOJHEHMUS BCEro IIpoliecca MPOU3BOACTBA
JIEKapCTBEHHBIX CPEACTB MUJIU €ro OINpeeIeHHO CTaauu;

(1. 31.1 BBeneH DenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

32) NpOU3BOANUTEJIb JIEKAPCTBEHHBIX CPEACTB - OpraHm3anyid, OCYLIeCTBJIAIOIIadad ITPOMU3BOACTBO
JIEKaPpCTBEHHBIX CPEOCTB B COOTBETCTBUM C Tp66OBaHI/I$IMI/I HaCTOA1Iero dDenepaanoro 3aKOHa,

33) dapmalieBTMUECKas IEATEeIbHOCTD - IeSTeJIbHOCTb, BKIFOYAIOIIAsl B Ce6s1 ONTOBYIO TOPTOBJIIO
JIEKapCTBEHHBIMM  CpeICTBaMM, WUX XpaHeHue, TepeBO3Ky U (MJM) PO3ZHUUHYIO TOPTOBJIIO
JIEKapCTBEHHBIMM IIperapaTaMy, B TOM YMCJIe AMCTAHIIMOHHBIM CIIOCOOOM, MX OTITYCK, XpaHEeHMe,
MepeBO3KY, M3TOTOBJIEH)E JIEKAPCTBEHHBIX ITPEnapaToB;

(B pen. ®enmepanbuoro 3akona ot 03.04.2020 N 105-D3)

34) opraHusauMs OINTOBOM TOPrOBJIM JIEKAPCTBEHHBIMM CpeACTBaMM - OpraHm3arys,
OCYILIECTBJIAIONIAS. OINTOBYIO TOPTOBJIIO JIEKAPCTBEHHBIMM CpEACTBAMM, UX XpaHEeHUe, MepeBO3KY B
COOTBETCTBUM C TpeboBaHMusIMU HacTosero demepasbHOrO 3aKOHA;

35) amTeuyHas oOpraHmsainusi - OpraHMsanys, CTPYKTypHOe TIIOfpasieseHne MeIUIMHCKOM
OpraHmM3alyy, OCyIIeCTB/SIONIMEe PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHbIMM TIperapaTaMi, B TOM UYUCTIe
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

IUCTAHIMOHHBIM CIIOCOOOM, XpaHeHue, IIepeBO3KYy, WM3rOTOBJIEHNE M OTIYCK JIeKapCTBEHHbBIX
MpenapaTroB Ajs1 MEOUIMHCKOI'O IIPUMEHEHUS B COOTBETCTBMM C TPEOOBAaHMSIMM HACTOSILETO
depepasIbHOTO 3aKOHA;

(B pen. @enmepanbHbix 3aKOHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N _105-D3)

36) BeTepuHapHasl anTeyHas OpraHM3alus - OpraHMsalus, CTPYKTypHOe IOApasiesieHne
BETEpPMHAPHON  OpraHmsaluiy, OCYIIECTB/ISIIONIME  PO3HUYHYIO  TOPrOBJIIO  JIEKAPCTBEHHBIMU
mpenaparamMy, B TOM YMCJIe OUCTAHIMOHHBIM CIIOCOOOM, XpaHeHue, W3rOTOBJIEHME U OTIIYCK
JIEKapCTBEHHBIX IIpeIrapaToB [IJi1 BEeTepPUHAPHOI'O IIPMMEHEHUSI B COOTBETCTBUM C TpPeOOBaHMUSIMMU
HacTosero @egepaabHOrO 3aKOHA;

(B pen. ®enmepanbroro 3akona ot 03.04.2020 N 105-D3)

37) danbcuduMpoBaHHOE  JIEKAPCTBEHHOE  CPEICTBO -  JIEKAPCTBEHHOE  CPENCTBO,
COITPOBO’KIaeMOe JIOSKHO MH(GOopMalMen 0 ero cocrase U (M) MIPOU3BOAUTEIIE;

38) HemoOpOKauecTBEHHOE JIEKapCTBEHHOE CpPENCTBO - JIEKApPCTBEHHOE CPeICTBO, He
COOTBETCTBYIOIIEe TpeboBaHMSIM (HapMaKOIIEHOM CTaTby JMOO B CIy4Yae ee OTCYTCTBUSI TPeOOBaHMSIM
HOpMaTMBHOﬁ JOKYMEHTalUM WJIM HOPMATMBHOTI'O JOKYMEHTA,

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEICTBO, HAXOISIIIeecs: B 000poTe
C HapyIlIeHeM Irpa>kJaHCKOTO 3aKOHOIATEeIbCTBA;

40) OOKIMHMYECKOE  MCC/IeIOBaHMe  JIEKAPCTBEHHOIO  CpeAcTBa -  OMOJIOTMYECKMe,
MMUKPOOMOJIOTMYECKIE, MMMYHOJIOTUUYECKIE, TOKCUKOJIOTMYeCKue, (Gapmakosiormyeckme, busndeckue,
XUMMUYECKME U OPYyTue UCCAeA0BaHMs JJeKapCTBEHHOI'O CPeACTBA ITyTeM MPUMeEHEHMS] HaYYHbIX METOAOB
OIIEHOK B 1IEJISIX MOJTyYeHMsT JOKa3aTebCTB 6e301MacHOCTH, KauecTBa U 3 (GEeKTMBHOCTM JIEKAPCTBEHHOTO
Cpe[CTBa;

41) wIMHMYECKOe WMCCAeAOBaHME JIEKapCTBEHHOrO IIpernapaTa - W3ydeHMe IUarHOCTUUYECKUX,
JIeUeOHbBIX, MPOMWIAKTUYECKUX, (hapMaKOJIOTMUeCKMX CBOMCTB JIEKAPCTBEHHOTIO Iperapara B IIpolecce
ero IpMMEHeHMs Y uejioBeKa, >KMBOTHOTO, B TOM 4MCJIe IPOILIECCOB BCAChIBaHMS, pacIipeeeHus,
M3MEHEeHUSI ¥ BBbIBEAEHUS, IYyTeM IpPUMMEHEHMsSI HAay4YHbIX METOMOB OIIEHOK B IEJSX IOJTyUYeHNUs
JIOKa3aTeJIbCTB 0e30MacHOCTM, KadecTBa U 3(PGdeKTMBHOCTM JIEKAapCTBEHHOrO Ipernapara, JaHHBIX O
HEXKeJIaTeJIbHbIX peaklMsIX OpraHuM3Ma 4YeJIoBeKa, >KMBOTHOTO Ha IIpUMEHEHMe JIEKapCTBEHHOTO
npernapara 1 06 3ddekTe ero B3aMMOAENCTBUSI C APYTMMM JIEKAPCTBEHHBIMM Tperiapatamyu u (Vm)
MUILIEBBIMY ITPOIYKTaMM, KOPMaMMu;

42) MHOTOLIEHTPOBOE KJIMHUYECKOe MCCIeloBaHye JJeKapCTBEHHOrO ITpernapara JJjisi MeIUIMHCKOTO
NpUMeHeHUs - KJIMHUYECKOe UCC/IeloBaHue JIeKapCTBEHHOro mpemnapara [Jis MeAUIIMHCKOTO
MIpMMEHeHMsI, MPOBOAMMOEe pPa3paboTUMKOM JIEKAPCTBEHHOT'O ITperapara B IBYX M 6oJiee MeaUIIMHCKUX
Opra’usanusix Mo eAMHOMY IIPOTOKOJY KIMHUYECKOTO UCCAeA0BaHMsI JIEKapCTBEHHOTO Npernapara;

43) MEXOYHapOJHOE€ MHOI'OLIEHTPOBOE KIIMHMYECKOEe MCCaeaoBaHMe JIEKAapCTBEHHOI'O IIperiapara
Il MEOIUMIMHCKOIO IIpMMEHEHMS - KIIMHMYeCKOe MCCIeagoBaHMe JIEKAapCTBEHHOI'O IIperiapaTta OJjid
MeIUIMHCKOI'O IIpMMeHEeHMs, IIPOBOAMMOe paBpa6OT‘lMKOM JIEKapCTBEHHOI'O IIpelapaTta B Pa3JIMYHBbIX
CTpaHax IO €AMHOMY ITPOTOKOJIY KIMHUYECKOI'O UCC/IeJOBAaHNS JIEKAPCTBEHHOr'O IIperapara;

44) TOCTPEerucTpaliMOHHOEe KJIMHMYECKOEe MCCaedoBaHNue JIEKapCTBEHHOTO Iiperapara JJisi
MEIMIIMHCKOTO TPUMEHEHMSI - KIMHMYECKOe WCC/IeIoBaHMe JIEKapCTBEHHOTO TMperapaTta IJjist
MeIVILIMHCKOIO MpYMeHEeHVs, IPOBOAYMOe IIPOM3BOINUTEIEM JIeKapCTBEHHOrO IIperapaTa, rpaskIaHCKIUiA
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

060pOT KOTOPOTO OCYIIECTBJISIETCSI TTOC/E TOCYJAPCTBEHHON PErUCTPaLMM WJIM PETUCTPALMU, B LIEJISIX
JIOTIOJTHUTEIbHOTO cOopa TaHHBIX O ero 6e3omacHOCTU U 3Gb(EKTUBHOCTHU, paCIIMpeHus MOKa3aHUM K
MPMMEHEHMIO JAHHOTO JIEKAPCTBEHHOT'O IIperapara, a TakKke BBbISIBJIEHMSI HEXKeJIaTeJIbHbIX pPeaklyi
MaleHTOB Ha ero JelCTBUeE;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

45) wuccnemoBaHMe OMOIKBUBAJIEHTHOCTM JIEKAPCTBEHHOrO IIpernapata - BUA, KJIMHUYECKOTO
MICCIIeIOBAaHMS JIEKAPCTBEHHOT'O TIperapara, MpoBeieHre KOTOPOro OCYIIECTBIISIETCST /1T OIpeesIeHNs
CKOpPOCTM BCAacCbIBaHMSI M BbIBEIEHMS OJHOTO WIM HECKOJbKUX obJafaonmx hapMaKkoJIornueckomn
aKTUMBHOCTBIO [IEVICTBYIOIIMX BeILECTB, KOJIMUECTBA JIEKAPCTBEHHOTO IMIpernapara, AOCTUTAIOIIEro
CUCTEMHOTO KPOBOTOKA, ¥ Pe3ysbTaThl KOTOPOTO IMO3BOJISIIOT CHeaTh BBIBOL O OMOIKBUBAJIEHTHOCTU
BOCITPOM3BEIEHHOTO JIEKAPCTBEHHOT'O TperapaTa B Olpe/ie/IeHHbIX JIEKaPCTBEHHOM GhOopMe U T03UPOBKE,
COOTBETCTBYIOIIMX (hopMe 1 1031pOBKe pedepeHTHOro JIeKapCTBEHHOI'O Mperapara;

(1. 45 B pen. denepanbHoro 3akona ot 22.12.2014 N 429-D3)

46) wucciemoBaHMe TepaneBTUYECKOM SKBUBAJIEHTHOCTY JIEKAPCTBEHHBIX IIperapaToB - BUJ,
KJIMHNYECKOTO MCCJIeIOBAHMST JIEKAPCTBEHHbBIX MPErnapaToB, MTPOBeeH)e KOTOPOTO OCYIIECTBIISIETCS s
BBISIBJIEHMSI OAVHAKOBBIX CBOJCTB JIEKAPCTBEHHBIX MPerapaToB OMpee/ieHHON JIeKapCTBEHHOM (OpMBI,
a TakXke HaIMuMsl OOMHAKOBBIX TIIOKasaresen O6e30macHOCTM ¥ 3(PGEKTUBHOCTM JIeKapCTBEHHbBIX
MperaparoB, OAMHAKOBBIX KIMHNUECKUX 3(D(PEKTOB Mpy X MPUMEHEHUN;

47) MPOTOKOJI KJIMHNYECKOTO MCCIeJOBaHNs JIEKApCTBEHHOTrO Tpernapara - JOKYMEHT, B KOTOPOM
OIpeesITIoTCs 1eyin, (OPMbl OpraHM3aLyy ¥ METOLOJIOTHS IIPOBENEeHMsT KIMHUUECKOrO UCCIeIOBaHMs,
CTAaTUCTUUYECKME MeTOAbl 06pabOTKM Pe3y/IbTaTOB TAaKOIO MCC/IENOBAHMS M Mepbl IO 0OeCIeYeHNIo
0e30MMacHOCT (PU3MYECKMX JIMIl, YYaCTBYIOIIMX B K/IMHMYECKOM MCCIeNOBaHMM JIEKaPCTBEHHOIO
nperapara;

48) 6pou1}opa ucciaenoBaresd - CBOAHOE N3JIOKEeHNME Pe3YJ/IbTATOB JOKJIMHUYECKOTO MCCIIeJOBaHMS
JIEKAapCTBEHHOI'0 CpeacrtBa ¥ KIMHUMYECKOIO MCC/IedJOBaHMs JIEKaAapCTBEHHOI'O IIperiapara OJid
MeIUIIMHCKOI'O ITPUMEHEHMSI,

49) nHbOPMaLMOHHBIN JIMCTOK MalMeHTa - JOKYMEHT, KOTOPbIi 0OopMIISIeTCsl B BUie TOKYMEHTA
Ha OyMa)kHOM HOCHUTeJe, TONIMMCAHHOTO IAlMEeHTOM WIM €ro 3aKOHHBIM IpeacTaBuTeseM, Jnbo
dbopmupyercss B ¢opMe 3JIEKTPOHHOTO JTOKYMEHTa, IOAIMCAHHOTO IAallMeHTOM WM €ro 3aKOHHBIM
MpPeCTaBUTEIEM C MCIIOJIb30BAaHMEM YCUJIEHHON KBAMQUIMPOBAHHONM 3JIEKTPOHHOM MOATIICH, VN
YCWIEHHOM HEKBaJM(MUUMPOBAHHOM 3JIEKTPOHHOM IIOAIINCHU, WMIM IIPOCTOM 3JIEKTPOHHOM IOAIMCU
MOCPEICTBOM TIPUMEHEHUSI eIMHOM CUCTEeMbI UAeHTUIUKAIMM U ayTeHTUudMUKalMu, M B KOTOPOM
colepykaTcsl B TOCTYMHOM GopMe CBeleHMs], Kacalolyecs: TPOBOAVMOrO KJIMHUUECKOTO UCC/IeJOBaHMUS
JIEKapCTBEHHOT'O TperapaTa, ¥ BbIpaskeHHOe B MUCbMEHHON ¢GopMe TOO6POBOIbHOE corjiacye MalyeHTa
Ha YyyacTMe B KJIMHMYECKOM WCC/IeIOBaHMM JIEKapCTBEHHOTO Iiperaparta sl MeIUIIMHCKOTO
NMPUMEHEHNST TIOC/Ie O3HAKOMJIEHMS TMallMeHTa WM €ro 3aKOHHOTO IPeJCTaBUTENI C OCOOEHHOCTSIMM
KJIMHUYECKOTO MCCIeA0BaHMS, UMEIOLIMMM 3HaUeHMe JJIs1 BbIPasKeHMsT TaKOTO COTJIacHs;
(1. 49 B pen. denepanbHoro 3akona ot 28.12.2025 N 504-D3)

50) mo6ouHOe mHeNCTBME - peakuys OpraHu3Ma, BO3SHMKILAS B CBSI3M C I[PUMMEHEHMeM
JIEKapCTBEHHOI'O IperapaTa B J03aX, PEKOMEHIYyeMbIX B MHCTPYKIUM IO €ro IIpUMEHEHMIO, IJIs
poGWIaKTUKM, IMATHOCTUKY, JIeUeHusT 3a60/1eBaHmsT UM /11 peabuIuTaliniA;

50.1) HekenaTesnbHasi peakiys - HeNpeaHaMepeHHas HeGarompusATHAs peakiys OpraHu3Ma,
KOTOpast MOSKET ObITh CBSI3aHA C MIPUMEHEHMEM JIEKAapPCTBEHHOT'O Mpernapara;

www.consultant.ru Crpanuua 11 u3 155

HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100023&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100048&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100048&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=431948&amp;date=29.07.2026&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=431948&amp;date=29.07.2026&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523019&amp;date=29.07.2026&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523019&amp;date=29.07.2026&amp;dst=100010&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(. 50.1 BBemen ®emepasnbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbesHass HekeyaTe/llbHas peakiUs - HeskelaTeJbHas peakiusl OpraHmMsaMa, CBSI3aHHAsI C
IpMMeHeHMeEM JIEKapCTBEHHOI'O IIperapara, IIpuBealiad K CMepTU, BPOXIAEHHBIM aHOMaJIMAM WJIN
MMOPOKaM pasBUTUST JIMOO TPeCTaBIISIONIasi CO60M yrpo3y >KU3HM, TPeOYIoIas TOCIUTATIU3ANNA VTN
MIpUBEAIIIas K CTOMKOM yTpaTe TPYAOCIOCOOHOCTHM U (VJIN) MHBIUTHOCTY;

52) HempeaBuaeHHasw HeskejaTeabHas peakius - HeKeJaTeJbHas peaklys OpraHu3ma, KOTopas
CBsI3aHA C NPUMEHEHMEM JIEKApCTBEHHOrO Iperapata B [03aX, PEKOMEHIYEMbIX B IPOTOKOJIE €ro
KJIMHUYECKOTO MCCJeOBaHMs, OpollIope UcclefoBaress, WX C IPUMeHEeHMEeM JIeKapCTBEHHOIO
mpernapara B J03aX, PEKOMEHIYeMbIX B MHCTPYKIMM IO €ro IpPUMEHEHMIO [Jis1 TMPOGUIaKTUKMA,
IMArHOCTUKM, JieueHusT 3a00jeBaHMsI MM MEIMIIMHCKON peabwInTaluy IMalyeHTa, M CYIIHOCTb,
TSDKECTb WJIM MCXOZ, KOTOPOM He COOTBETCTBYeT WHGOPMAIUMyM O JIeKapCTBEHHOM IIperapare,
conepKalleicss B TPOTOKOJE €ro KJIMHUYECKOTO MCC/IeNOBaHus, Opollope MCCAedoBaTesss WA B
VHCTPYKIMY TI0 IPYMEHEHMIO JIEKAPCTBEHHOTO Tpernapara;

(. 52 B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

52.1) dapmakoHang30p - BUI OESTEJIBHOCTY II0 MOHUTOPUHIY 3(h(EKTUMBHOCTM M 6e30IacHOCTH
JIEKapCTBEHHbIX  IIPeraparoB, HaIMpaBjeHHbII Ha BbISIBJIEHME, OLEHKY U  IpenoTBpalleHune
HesKeJIaTeJIbHbIX TIOCIeACTBUIM TPUMEHEHNS JIEKapCTBEHHBIX ITPeIapaToB;

(. 52.1 BBemen DenepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

52.2) m1aH ympaB/ieHMS pUCKaMM - TOAPOOHOE OIMCaHue MepOoNpuaTuii mo (papMakoHaA30py,
HarpaB/IeHHbIX Ha BBISIBJIEHUE, OIEHKY U IpeAOoTBpallleHe MM MUHMMMU3ALUIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMM ITperapaTaMy, BKIIOYast OIeHKY 3G dEeKTUMBHOCTY JAHHBIX MEPOTIPUSITHI;

(. 52.2 BBemen ®emepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

53) pelienT Ha JIeKapCTBEHHBIN Tperapar - MeIMIMHCKUI HOKYMEHT YCTaHOBJIEHHON (OpMBI,
conepyKalyii HasHAyeHMe JIEKapCTBEHHOTO Iperiapara Ijisi MeAMIIMHCKOTO TMPUMEHEHMS, BbIAaHHbIN
MEIUIMHCKMM paGOTHMKOM B I€JISIX OTIYCKa JIEKAPCTBEHHOI'O IperiapaTta WiX €ro M3rOTOBJIEHUS U
OTITyCKa Ha OyMaskHOM HOCUTeJie WJIM C COTJIacusl TallMeHTa WIM ero 3aKOHHOTO IpeACTaBUTENS B
(dbopMe 371eKTPOHHOTO JOKYMEHTA, MOMMCAHHOTO C MCIIOIb30BaHMEM YCUJIEHHON KBAIM(UIIMPOBAHHON
9JIEKTPOHHOM TIOAIMUCY MEOUIMHCKOTO paboTHMKA, JMOO [TOKYMEHT YCTAHOBJIEHHOW (OpPMBI,
comepsKaluii Ha3HaueHye JIEKapCTBEHHOIO Iperapara IJjis BeTePMHAPHOTO MPUMEHEHMS, BbIITaHHBIN
CIeIMaIUCTOM B 006JIaCTM BeTepMHApUyu B LIEJSIX OTIIyCKa JIEKAapCTBEHHOTO IIperapara WM €ro
M3rOTOBJIEHMSI M OTIyCKa Ha OyMa)KHOM HOCKUTeJIe WJIM C COIJIACKSI BJIAZiesiblia JKMBOTHOTO WJIN
3aKOHHOTO TIpeJCTaBUTEsSI BJIafeblia >KMBOTHOTO, O(OpPMJIEHHBIM B 3JIEKTPOHHOU ¢opme C
MCITOJIb30BaHMeM deepaabHOM roCyIapCTBEHHOV MHGOPMAIIMOHHOM CUCTEMBI B 00JIACTY BEeTepUHAPUN;
(B pen. @enmepanbHbix 3akoHOB OT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-®3, ot 30.12.2021 N
463-D3)

54) TpeGoBaHMe MeAMIIMHCKOV OpraHM3alyy, BETEPUHAPHON OpraHM3aluy I OpraHM3alyn
(MVHOMBUAYAJbHOTO  MPEOIPUMHMMATENSI),  OCYILECTBJAIONIe  (OCYIIECTBJISIONIEr0)  pasBeleHMe,
BbIpall[MBaHNe U COJlepsKaHue JXMBOTHBIX, - NOKYMEHT YCTAaHOBJIEHHOV (OPMbI, KOTOPbBIM BbIMMCAH
MEeIUIIMHCKMM PabOTHMKOM WM CIEIMIMCTOM B 00JIaCTY BeTepMHApUM, UMEIOIIMMM Ha 3TO IpaBo, U
COIEPKUT B MUCbMEHHOM GopMe yKazaHMe alTeYHOM OpraHM3aluy WM BEeTEepPUHAPHOM amlTedHON
opraHm3anuyu 06 OTIyCKe JIEKapCTBEHHOTO IperapaTa MM O ero M3TOTOBJEHUM U 00 OTIyCKe IJIst
obecrieueHnst j1e4e6GHOTO MPOIeCcca B MEAUIIMHCKOV OpraHu3allui, BETEPUHAPHOM OpraHM3aluy MU B
opranm3aiuy (MHOUBUIYaJIbHBIM IpEATIPUHMMATENIEM), OCYIIECTBI/SIONEN (OCYIIECTBIISIOIIVIM)
pasBefieHMe, BbIpalllBaHMe U CofepykaHe SKMBOTHbBIX;
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(1. 54 B pen. ®enepanbHoro 3akona ot 30.12.2021 N 463-D3)

55) KoMIIJIeKCHast OlleHKa JIeKapCTBEHHOrOo IIperapaTta - OIeHKa 3aperucTpUpOBaHHOIO
JIEKapCTBEHHOTO Tperiapara, BKJItoJaroiast B cebst aHaam3 MHGOpMaLyy O CPAaBHUTEIbHOM KJIMHUYECKOM
3bderTMBHOCTM ¥ 6GE30MacHOCTY JIEKAPCTBEHHOrO Iperapara, OIeHKY SKOHOMMUYECKUX ITOCIeCTBUI
€ro NnpuMeHeHNs, M3yuyeHne MOIOJTHUTEIbHbIX HOCJ'IE,ILCTBI/II‘/JI IpMMeHeH!s JIEKapCTBEHHOI'O IIperapaTa B
HEeIIX TPUHSTUSL peIleHniI O BO3MOKHOCTYM BKJIFOUEHMSI JIEKAapCTBEHHOTO TIperapara B Il€peueHb
SKU3HEHHO HEeOOXOOMMBbIX M BasKHEMIIIMX JIEKAPCTBEHHBIX MPErapaToB, HOPMATUBHbIE MTPABOBbIE aKThl U
MHbIe TOKYMEHTbI, OTIpeieJIsiole TOPSIOK OKa3aHusI MeIUIIMHCKOM TTOMOIIIY, MU UCKJTIOUeHUS ero u3
YKa3aHHBIX II€PEeYHsI, aKTOB I TOKYMEHTOB;

(. 55 BBemen MenepanbubiM 3akoHOM OT 22.12.2014 N 429-03)

56) CrcTeMa MOHUTOpPMHIA OBVIKEHM JIEKAPCTBEHHLIX IIperiapaToB M4Jii MeIMIMHCKOI'O
npuMeHeHus: - denepasbHas rocyJapcTBeHHas MH(POpMalMOHHAs CUCTeMa MOHMUTOPUHIA IBMKEHMs
JIEKAPCTBEHHbBIX IIpernaparoB i MEeOUIIMHCKOIO IPMMEHEHMS OT IIPOM3BOAMUTEJS OO KOHEUHOIO
MOTPEOUTEIST C MCIIO/Jb30BaHMEM B OTHOILIEHMM JIEKAPCTBEHHBIX IIperapaTtoB IJsi MeIULIMHCKOrO
MIPUMEHEHUsT CPeJICTB UAEHTUPUKAIIN;

(. 56 BBemen MenepanbubiM 3akoHOM OT 28.12.2017 N 425-D3)

57) xom MapKMpOBKM - YHMKaJIbHas IOC/IEOBATE€IbHOCTh CUMMBOJIOB, COCTOSIIAsT M3 KOfa
uaeHTUGMKAIMY Y KOJa MPOBEPKM, OINpeAesseMbIXx B cOOTBeTCTBUM ¢ DemepasibHbIM 3aKOHOM OT 28
nekabps 2009 roma N 381-®3 "O6 ocHOBax TIOCYJapCTBEHHOIO pEryJMpOBaHMsI TOPrOBON
nmesitesibHOCTU B Poccuiickont @epepanmn’.

(. 57 BBemen denepanbHbiM 3akoHOM OT 28.12.2025 N 514-D3)

Mnaea 2. MOJIHOMOYNA PEAEPAJIbHLIX OPFAHOB I/ICI'IOHHI/ITEHbHQI?I
B/NTACTU, UCNOJTHNTE/IbHbIX OPFAHOB CYBBbEKTOB POCCUNCKOU
PEAEPALNN NPV OBPALLEHNN NEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepasnbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratbsl 5. MonHomounsa cegepasibHbIX OPraHOB WCMOJIHUTENIbHOW BRactu npu
oGpalleHNn NekapCcTBEHHbIX CPeACTB

K nomHomounsam cbe,uepaanbe OpraHoB MUCIIOJIHUTEJILHOM  BJIACTU npn O6paI_I_leHI/II/I
JIEKapCTBEHHBIX CPeaCTB OTHOCATCH:

1) mpoBenmenmne B Poccmiickoit @epeparyt egyHON T'OCYJapCTBEHHOM TOJUTUKMA B 0OIaCTU
obecrieueHnst JIeKapCTBEHHbIMM TTpernapatamy rpaknad B Pocceniickoit enepanyn;
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2) yTBepkaeHue oOIMX ¢apMaKoIeMHbIX cTarel, (apMaKoINeHbIX CTaTel, W3JaHue
rocyapCcTBeHHOI (papMakoren, co3IaHne 1 BeJieHre peecTpa (papMaKkoneHbIX CTaHAAPTHBIX 0OPA3I0B;
(B pen. ®enepasnibHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocymiecTByieHne deaepaJbHOrO TOCYIAPCTBEHHOTO KOHTPOJS (Ham3opa) B cdhepe obpaleHus
JIEKapCTBEHHBIX CPEICTB;
(B pen. ®enmepanbHbix 3aKOHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) JMUEeH3MpPOBaHME TPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uYucie (emepaabHbIif
rOCyapCTBEHHbIV JIMIIEH3MOHHbBI KOHTPOJIb ESATEeIbHOCTY IO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPENICTB,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MepUOANYECKOe MOATBEPKIEHNEe COOTBETCTBUS JIMIIEH3MaTa, MMEIOIIEero JIMIEH3MI0O Ha IPOU3BOMCTBO
JIEKapCTBEHHBIX CPEACTB, ¥ (apMaleBTUUECKON OeSITeIbHOCTUM B COOTBETCTBUM C 3aKOHOIATEJIbCTBOM
Poccuiickoin @egepanyu;

(B pen. ®enepanbHOro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHmsaius 35KCIepTM3bl JIEKAPCTBEHHBIX CPEICTB, ITUUYECKON SKCIEepTH3bl BO3MOKHOCTMU
MPOBeIEeHNs] KJIMHUYECKOrO MCC/IeOBaHMsI JIEKapCTBEHHOIO IIpermapara [Jid  MeIUIIMHCKOTO
MpUMEHEeHMsI, JKCIIePTU3bl [JTOKYMEHTOB, IIPeICTaB/JE€HHbIX [Ji1 OIpeNeJieHusT BO3MOXKHOCTU
paccMaTpMBaTh JIEKAPCTBEHHBIN IIpernapaTr Ojs MeOUIIMHCKOIO IIpUMMEHEeHMs B KauecTBe Op¢haHHOIo
JIEKapCTBEHHOTIO Ipernapara;

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

5.1) opraumsaiusi MpOBeIEHMS KOMIIJIEKCHOM OILIEHKM JIeKapCTBEHHOIO IIperiapata B LIEIsX
MPUHSATUSL PellleHiI O BO3MOXKHOCTM BKJIIOUEHMS JIEKAPCTBEHHOI'O IIperapara B IepeuyeHb >KM3HEHHO
HEOOXOIMMbBIX M BaKHEMIINMX JIEKAPCTBEHHBIX IIperapaToB, HOPMAaTMBHBIE IIPaBOBbIe aKThl U VHBIE
JOKYMEHTBI, OIpefessiolIye MOPSIAOK OKa3aHMS MEIMIIMHCKON TOMOIIM WJIM WUCK/IIOUEHUSI ero us
YKaBaHHbIX rnepeyHs, akTOB 1 JIOKYMeHTOB;

(. 5.1 BBemen PepepanbubiM 3akoHOM OT 22.12.2014 N 429-D3)

6) BbIIava paspeleHnii Ha TpoBeeHe KIMHUUECKUX MCCIeqOBaHNI JIEKapCTBEHHBIX IIPErapaToB,
BeJleHVe peecTpa BbIIAHHbIX pa3pelleHNi Ha IPOBeeHIe KIMHUIECKUX VCCIeI0BaHMIA JIeKapCTBEHHbBIX
Mperaparos;

7) rocymapCcTBEeHHasi PermcTpaius JeKapCTBEHHBbIX IIperapaToB, BeleHNe TOCYAapCTBEHHOIrO
peecTpa JIeKapCTBEHHbIX CPEICTB;

7.1) perucrpauus, TOATBEpPKAEHME perucTparyy (Iepeperucrpaiys), BHeCEHME W3MEHEHUI B
PErMCTPaIMOHHOE TOChe, a TaKKe IPOBeeHMe TTPOIeAYP, CBI3aHHBIX C PErucTpalyeii, B COOTBETCTBUM
C yTBEPKIOEeHHbIMM EBpasuiickoi 3KOHOMMYECKO KOMMUCCHEN MPABUIAMYU PETUCTPALUU U IKCIIEPTU3BI
JIeKapCTBEHHBIX CPENCTB AJIS1 MEOUIMHCKOTO MpUMEHEeHUs M IpaBuiaMyu peryauMpoBaHMsl OOpalleHust
BeTepUHAPHBIX JIEKAPCTBEHHBIX CPENICTB HAa TaMOXKEHHOM TeppuTopuyu EBpasuitckoro sSKOHOMUYECKOTO
CO1033;

(1. 7.1 BBegen @epepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) mpencraBiieHMe  MHGOpMAIlMM O  PErucTpanyuu, IOATBEPKIEHUM  perucrpanmu
(mepepeructpauun), BHECEHMM W3MEHEHMII B PErMCTpalMOHHOE JOChe, a TaKXke O Mpoleaypax,
CBSI3aHHBIX C perucrpaimei, B EBpasmiicCKyl0 S5KOHOMUYECKYIO KOMMCCUIO C WCIIOJb30BaHMEM
MHTErpMpOBaHHOM MHPOPMAIMOHHOM cucTeMbl EBpasuitckoro 3KOHOMMUUECKOTO CO03a B COOTBETCTBUM
C YTBepXKIeHHbIMM EBpasuitckoil 5KOHOMMYECKOV KOMMCCHEN MOPSAKOM (opMMpOBaHUS M BeOeHMS
eIVMHOTO peecTpa 3aperMCTPMPOBAHHBIX JIEKAPCTBEHHBIX CpeICTB EBpasmitckoro 5KOHOMMNYECKOTO
COI03a ¥ [paBMJIaMM peryJMpoBaHMs OOpalleHus] BeTepMHAPHBIX JIEKapCTBEHHBIX CPEICTB Ha
TaMOYXKeHHO TeppuTopuu EBpasniickoro 5SKOHOMMYECKOTO COH03a;

(. 7.2 BBeneH @epepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

73) YTBEpXKOEeHMe TMOopANKa IIPUMOCTAHOBJIEHUA HEIZCTBMH pPermcTpalilMOHHOro yaoCTOBEpEHUA
JIEKAapCTBEHHOI'O IIperiapara  WJIM OrpaHMYeHus IIpMMEHEHMs JIEKapCTBEHHOI'O IIperiaparta OJid
MEOIUMIIMHCKOIO IIpMMEHEHMA B CJIydadaX, I[IpeayCMOTPEHHBIX  YTBEPKIACHHbIMU EBpBBI/IIZCKOf/i
S5KOHOMMYECKOV KOMMCCHEeNn OpaBWJIaMNy PEerucTpalmym M 3SKCIIEPTU3bl JIEKAPCTBEHHbIX CpedcTB OJId
MEOIMIMHCKOrO IIpMMEHEHUs, U BO300HOBJIEHMS ,ELEI‘/JICTBI/IH permcTpauMOHHOIoO yagoOCTOBEPEHUS
JIEKApCTBEHHOI'O IIpeliapaTta MM CHATUA OI'paHMYEHMA IIPpMMEHEHMS JIEKAapCTBEHHOI'O IIperapara OJid
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MEeIUIIMHCKOTO MPYMEHEHMS;
(. 7.3 BBeneH PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranmsauys u (M) MpoBefeHNe WHCIEKTUPOBAHMUSI CYOBHEKTOB OOpaIlieHus JIeKapCTBEHHBIX
CpPeACTB Ha COOTBETCTBME YTBEpKIEeHHbIM EBpasmifiCKOM 3SKOHOMMYECKOM KOMMCCHEN MpaBUIaM
Hajjiexkaleil J1abopaTOpHOM IPaKTMKM, MpaBMUIaM HaIjIeskalllell KIMHMYECKO) MHPaKTUMKM, IpaBuaaM
HaJjekale AUCTPUOBIOTOPCKONM IPaKTUKM, MpaBWIaM HajJIeskalllell MpakTMKY ¢dapMaKoHan3opa, a
TaK)kKe YTBEPXKIEHHBbIM YIIOJHOMOYEHHbIMM (emepasibHbIMM OpraHaMy MCIOJHUTEIbHOM BJIACTU
[paBWIaM Hafjiexkalllei alTeuHol MPaKTUKY, IIPaBuIaM XpaHeHMs JIEKapCTBEHHBIX CPEICTB;

(. 8 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opraumsammsa u (M) mnpoBemeHMe ¢GapMaleBTUUECKUMX MHCIEKIUI MPOMU3BOACTBA
JIEKApCTBEHHBIX CPENCTB [OJs BETepMHAPHOIO IpMMEHEHMs Ha COOTBETCTBME TpPeOOBaHMSIM MIPaBUJ
HaJjekallel IPOU3BOJICTBEHHOV TMPaKTMKY EBpasuiickoro 5KOHOMMYECKOTO COI03a, Bbifaya,
MPUOCTAHOBJIEHNEe, BO30OHOBJIEHME WIM TIpeKpallleHue JeiCTBUS CcepTUdUKATOB (3aKIIOUEeHMN)
COOTBETCTBMSI ITPOU3BOMCTBA JIEKAPCTBEHHBIX CPENCTB /I BETEPMHAPHOIO IPUMEHEHMs TpeOOBaHMUSIM
MpaBMJI HaAJIesKallleil MPOU3BOACTBEHHON MPAaKTUKMU EBpPasuiickKoro 5KOHOMMUYECKOI'O COI03a, BHECEHME
M3MEHEeHMI B Takue cepTudUKaThl (3aKITI0OUeHMS);

(1. 8.1 B pen. ®emepanbHoro zakona ot 31.07.2025 N 304-D3)

8.1-1) opranmszaumss u (MaM) mpoBefeHMe (HapMaleBTUUYECKUMX WMHCIEKIUMA TPOU3BOACTBA
JIEKAPCTBEHHBIX CPEICTB AJII MEOUIMHCKOTO TPUMEHEHMS Ha COOTBETCTBME TpPeGOBaHMSIM IIPaBUJI
Hajjexalie IMPOU3BOJACTBEHHON TMPaKTUKU EBpasuickoro 3KOHOMMUYECKOTO COI03a, Bbifaya,
MIPMOCTAHOBJIEHE, BO30OHOBJIEHME WM TIpeKpalleHne AeNCTBUSI CepTUMUKATOB COOTBETCTBUS
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB JISI MEOUIMHCKOTO IIPMMEHEeHMSI TpeOOBaHMSIM IPaBUII
HaJJIeXallleld TPOM3BOACTBEHHON MpPakTMKY EBpasuickoro 3KOHOMMYECKOTO CO033a, BHECEeHUe
M3MEeHEeHUN B TaKue cepTudUKaThI;

(1. 8.1-1 BBemen ®epepanbubiM 3akoHoM oT 31.07.2025 N 304-D3)

8.2) ycraHoBJieHMe TOpsiTKa BeleHUS] U BelleHMe TOCYJapCTBEHHOTO peecTpa cepTuduKaTos
(3aK/IIOYEHMIT) COOTBETCTBMSI INTPOM3BOMCTBA  JIEKAPCTBEHHBIX CPENCTB TPeOOBaHMSIM  PABUI
HaJJIexkalllei Mpou3BOACTBEHHON MPaKTHKM EBpa3uiickoro 3SKOHOMMUYECKOTO COI03a;

(. 8.2 BBemen DepepanbHbiM 3akoHOM OT 22.12.2014 N 429-@3; B pen. @emepailbHOTO 3aKOHA OT
31.07.2025 N 304-®3)

9) rocymapCTBeHHass peruMcTpainusi MpefesbHbIX OTIYCKHbIX IIeH IPOU3BOAMUTENEN Ha
JIeKapCTBEeHHbIe TIperaparbl, BKJIIOUEHHble B IIepeuyeHb >XM3HEHHO HEeOOXOAMMBIX U BaKHEMIINX
JIEKapCTBEHHBIX IIpeIapaTroB, M BeleHNe TOCYAApCTBEHHOTO peecTpa MpelesIbHbIX OTIYCKHBIX II€H
MIPOM3BOANTEJIE} Ha JIeKapCTBEHHbIE MpernapaThl, BKIIOUEHHbIE B TlepeueHb XKM3HEeHHO HeOOXOIMMbIX U
BaKHEMIINX JIEKaPCTBEHHBIX MTPErapaTos;

(B pen. @enepanbHoro 3akoHa oT 06.06.2019 N 134-D3)

9.1) cornacoBaHMe MPOEKTOB pEIIEHMUI WCIOJHUTEIbHBIX OpPraHoB CyObekToB Poccuiickoi
®epepanuu 00 yCTaHOBJIeHUM U (MIM) M3MEHEHMM TIpelesibHbIX pa3MepoB OITOBbIX Ham0aBOK U
MpefebHbIX PAa3sMepOB PO3HMYHBIX HAA0ABOK K (PaKTMUYECKMM OTITYCKHBIM IIieHaM, YCTaHOBJIEHHBIM
MIPOU3BOINUTEISIMM JIEKAPCTBEHHBIX IIPErapaToB, Ha JEeKapCTBEHHbIE ITpernapaThbl, BKJIOUYEHHbIE B
repeyeHb KM3HEHHO HEOOXOAMMBIX M BasKHEMIINX JIEKaPCTBEHHBIX MTPEIapaToB;

(. 9.1 BBemen demepanbHbiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. PenmepasbHOro 3aKoHa OT
08.08.2024 N 232-®3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

10) BbIgava, yCTaHOBJIEHME TIOpSIAKA BbIJAUM paspelieHus] Ha BBO3 KOHKPETHON MapTum
JIeKapCTBeHHOTo cpencTBa B Poccuiickyio Penepanuio;
(1. 10 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

10.1) BbrImava, ycTaHOBJIEHME TTOPSIAKA BbIAa4M M (DOPMbI JOKYMEHTA, KOTOPbI MTOJITBEPKIAET, UTO
MPOM3BOACTBO JIEKAPCTBEHHOTO TIperapara jisi MEeAUIMHCKOTO TPUMMEHEHMsI OCYIIECTBJIEHO B
COOTBETCTBMM C TpeOOBaHMSIMM TIPABWI HAJJIeXallleld MPOU3BOACTBEHHON TMPAKTUKMA WIM YTO
JIEKApCTBEHHbIV Tperapar IJjisl BeTepMHAPHOTO TMpUMEHEHMs OOMyIleH K obpaiieHnio B Poccuiickon
®epepatiyn, U TOMJEKUT TPENCTABIEHNIO IO TpPeOOBaHMIO YIOJHOMOUEHHOI'O OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCSI JIEKAPCTBEHHBIN TTperapar;

(. 10.1 BBenmen @enepanbHbiM 3akoHOM OT 22.12.2014 N 429-@3; B pen. Penepa/ibHOTO 3aKOHA OT
02.08.2019 N 297-®3)

10.2) BbIimaua, yCcTaHOBJIEHME IOPSIKA BbImauyu M GOPMbI JOKYMEHTa, COAEPIKAIlero CBEeIEeHUSI O
CTagusIX TEeXHOJIOTMYECKOIO Ipoliecca IIPOM3BOJCTBA JIEKAPCTBEHHOIO CPEACTBa IJISI MEIULIMHCKOTO
MIpUMEHEHMSI, OCYILECTBISIEMbIX Ha TEPPUTOPUM EBpasmiickoro 5KOHOMUYECKOTO COI03a;
(n. 10.2 BBemen DenmepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. PemepasbHOro 3aKOHa OT
13.07.2015 N 241-D3)

11) cosgaHme coBeTOB IO BOIIPOCAM, CBSI3aHHBIM C OOpallleH/eM JIEKapCTBEHHBIX CPEJICTB;

12) arrecrauyst u cepruduKaums CrienaJIiCcToB;

13) yrpatui cuity ¢ 1 centsiopst 2013 roga. - @enepasnbhbiii 3akod ot 02.07.2013 N 185-D3,;

14) ocyiectBnenmue papmakoHan3opa;
(1. 14 B pen. @epepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactue B MeXIyHapOIHOM COTPY/IHNYECTBE;

16) monyueHme mo 3ampocaM yIOJHOMOYEHHOTO ¢efepaJbHOrO OpraHa MCIIOJHUTEIbHON BJIACTU
OT MCIIOJIHUTENbHBIX OpPraHoB cyobekToB Poccuiickoit Denepainy, a Takke OT CyO'beKTOB oOpallleHust
JIEKapCTBEHHBIX CPEJCTB IJIS MEIULIMHCKOTO MpuMeHeHus] MH(OpMaLuuu o BOIPOCaM yYCTAHOBJIEHUS U
IpUMeHeHMs LIeH Ha JIeKapCTBeHHbIe IIpernapaTthbl M Hal0aBOK K HUM;
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

17) mnpumeHeHume Mep OTBETCTBEHHOCTM 3a HapyllleHMe 3aKOHOAATEeIbCTBa Poccuiickomn
®denepartiu;

18) yTBepskmeHMe mpaBwI HaAJIesKalleM alTeUHOM MPAKTUKM, MPaBWI XpaHEHMs JIeKapCTBEHHbIX
CPEeJCTB;
(. 18 B pen. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-03)

19) vycraHoBneHue mopsanka GOPMMUPOBAHUSI PETUCTPAIMOHHOTO [IOChbe Ha JIeKapCTBEHHbIN
rpernapar Jj1s1 BeTepUMHApPHOTO IIPMMEHeHMsT M TpeOOBaHUM K JOKYMEHTaM B €ero COCTaBe;
(. 19 BBemen ®@epepanbHbiM 3akoHOM OT 22.12.2014 N 429-@3; B pen. denmepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuny. - @enepanbubiit 3akoH oT 30.01.2024 N 1-D3;
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

22) yrpatun cuny ¢ 1 mapta 2020 roga. - @emepasbHbiii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepkaeHMe TpeboBaHUi K MHCTPYKIMU IO BETEPUHAPHOMY MPUMEHEHMIO JIeKapCTBEHHBIX
Mperaparos;
(. 23 BBegmen DepepanbHbiM 3akoHOM OT 22.12.2014 N 429-d03; B pen. demepanbHOro 3akoHa OT
30.01.2024 N 1-@3)

24) TpUHSTHE pelIeHN, SIBSIONMXCS OCHOBAHMSIMU [IJI BKJIIOUEHMSI JOMEHHBIX MMeH U (WJin)
yKasarejieil CTpaHMI[ CaiiTOB B MH(DOPMAILMOHHO-TEJIEKOMMYHMKAIIMOHHONM ceTu "VHTepHeT", a Takke
CeTeBbIX aJpecoB B eIMHYI0 aBTOMATM3UPOBaHHYIO MHMOpPMalMOHHYIO cuctemy EmuuHbli peectp
IIOMEHHBIX MMEH, yKasaTejieil CTpaHWull CAalTOB B WMHGPOPMAIMOHHO-TEeJIEKOMMYHUKAIIMOHHOM CEeTU
"Unrepuer"” "u CeTeBbIX aJipecos, [I03BOJISIIOLLIVIX UIEeHTUPULMPOBATh CalThI B
MH(MOPMAIMOHHO-TeJIEKOMMYHMKAIIMOHHOV ~ cetu  "VHTepHetr",  comepskaiuye  MH(POpMAaIMIO,
pacripoctpaHeHne Kotopoil B Poccmiickort @epepaiiuy sampelieHo'', B OTHOIIEHMM WHGOPMAINH,
conepskalieil Mpeayio)keHre O PO3HMYHON TOPIrOBJIe JIEKAPCTBEHHBIMM IIperapaTamyu, B TOM YMCIIe
IVCTAHLIMOHHBIM CIIOCOOOM, PpO3HMYHAs TOPrOBJSI KOTOPbIMM OrpaHMUY€HA WM 3arpelieHa B
COOTBeTCTBUMM C HacrosiuuMm @DenepanbHbIM  3aKOHOM, U (Wwim) wuHbOpMaLMK, COAEpPsKAIIen
MpeJIoOKeHe O PO3HMYHON TOPTrOBJIe JIEKAPCTBEHHBIMM IIperapaTamMi, B TOM UMC/Ie OUCTAHIIMOHHBIM
CIT0CO60OM, JIMIIaMY, He MMEIOIIMMU JIMIIEH3UY Y pa3pelleHus] Ha OCYILEeCTBJIEHMEe TaKOW OesTeIbHOCTH,
ec TIOJMyYeHMe JIMLEH3UM M paspelieHus] IpeIyCMOTPEHO 3aKOHOJATeIbCTBOM 00 obpalleHnn
JIEKApCTBEHHbBIX CPEJCTB;

(1. 24 B pen. denepanbHoro 3akona ot 03.04.2020 N 105-D3)

25) Bbimaua paspelieHnii Ha BBOJ, B TPAKIAHCKMIA 060POT MMMYHOOMOIOTMUECKUX JIEKAPCTBEHHBIX
Mperaparos;
(m. 25 BBemen @enmepanbHbiM 3ak0oHOM OT 28.11.2018 N 449-D3)

26) peryJmMpoBaHue BOIIPOCOB, CBSI3aHHBIX C B3a¥IMO3aMEHSIEMOCTBIO JIEKAPCTBEHHBIX TPErnapaToB
IJIS MEAVIIIMHCKOTO TPVYMEHEHNS;
(. 26 BBeneH DenepanbubiM 3akoHOM OT 19.10.2023 N 503-D3)

27) yTBepsKIeHMe Mopsika aTTecTanyy hapMaleBTUIeCKUX MHCIIEKTOPOB.
(. 27 BBemeH @enmepabHbiM 3akOoHOM OT 31.07.2025 N 304-D3)

Cratba 5.1. Mepepaua ocyuwecTB/eHNA NOJIHOMOUNi dhepepasibHbIX OpPraHoB
WCNOJIHUTENBLHOW BNAacTU NpU o6palleHun NIeKapCTBEHHbIX CPEeACTB UCNOTHUTE/IbHbIM
opraHam cy6bekToB Poccuiickon depepaumm

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

[TonmHOMOUMSI (hemepaIbHbIX OPraHOB MCIIOJHMUTEIbHO BJIACTY NPU OOpaIleHUM JeKapCTBEHHbBIX
CpeACTB, IIpeAyCMOTpeHHble HacTosmmM @enepasbHbIM 3aKOHOM, MOIYT IlepenaBaTbCs [JIsS
OCYIIIECTBJIEHUSI UCIIOJHUTEbHBIM OpraHaM cyobekToB Poccuiickon @Pepepaliiyt MOCTaHOBJIEHUSIMU
[TpaButenbctBa Poccuiickon Denmepanyy B mopsiake, ycraHoBieHHOM DenmepasbHbIM 3aKOHOM OT 21
nekabpst 2021 roga N 414-®3 "O6 o6mMX MPUHIIMIIAX OpraHM3anuy My6aMYHOl BJIaCT B CyObeKTax
Poccuiickoit epepanyn’.

Ctatbsai 6. TllO/IHOMOYMS WCMOJIHUTENLHbLIX OpPraHoB cy6bekTa Poccuiickoii
degepauum npu o6paLLeHUmn NTeKapCTBEHHbIX CPeacTB
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

K nmosHOMOUMSIM MCIOJIHUTEIBHBIX OpraHoB cyobekTa Poccuiickon Denmeparyu mpu obpailieHnmn
JIEKAPCTBEHHBIX CPENCTB OTHOCSTCS:
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) paspaboTka 1 peanm3saiys permoHaIbHbIX IPOrpaMM ObecrieueHus HacesIeHMs JIeKapCTBeHHbIMM
nperiapaTamu;

2) yCTaHOBJIEHME TIpeieJIbHbIX pa3MepOB OINTOBBIX HAIO0ABOK U IpeeIbHbIX Pa3MepOB PO3HUUHBIX
Ham0aBOK K (haKTMUYECKUMM OTITYCKHbIM Il€HaM, YCTAaHOBJIEHHBIM ITPOM3BOAUTESIMM JIEKAPCTBEHHbBIX
MpernaparoB, Ha JIEKAPCTBEHHbIE ITpernaparbl, BKIIOUEHHbIE B Ie€pedYeHb >KM3HEHHO HEOOXOAVMBIX U
Ba)KHENIIINX JIEKAPCTBEHHBIX MTPerapaToB;

3) OcCylIeCTBJIE€HME PETMOHATBLHOTO TOCYAAPCTBEHHOTO KOHTPOJISI 3a TNpMMEHeHWeM IleH Ha
JIEKApCTBEHHbIE TIIperapaThbl, BKJIIOUEHHbIE B TII€peueHb >KU3HEHHO HEOOXOAMMbBIX ¥ BayKHEMIINX
JIEKapCTBEHHBIX IIpernapaToB, OpraHM3alMsIMy OITOBOM TOProOBAM JIEKAPCTBEHHBIMM CpPENCTBAMU,
arTeuYHbIMM OPraHM3aAUMUSIMU, MHAUBUIOYATbHBIMU TMPEANPUHUMATENSIMY, MMEIOIIMMM JIMIIEH3UI0 Ha
(dapMareBTMYEeCKyI0 AesITeJIbHOCTb, MEIMUIIMHCKMMM OpPraHM3aluusIMM, WMEIOMMMM JIMIIEH3UIO Ha
(dbapMmaleBTUUECKYIO OesiTeTlbHOCTh, M MX OOOCOGJEHHBIMM TOMpa3IeSeHUsIMM, PACIIOJOKEHHbIMU B
CEeTbCKMUX HACeJIeHHBIX ITyHKTAaX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIE OPraHU3alNi;

(B pen. ®emepanbubix 3akoHOB OT 25.06.2012 N 93-D3, ot 27.12.2019 N 475-D3, or 08.08.2024 N
323-D3)

4) mpuHsiTMe peleHus o0 MCIOAb30BaHMM Ha Tepputopuu cyobekta Poccuiickon @Depepariyn
Hapsify C pelenrtaMyM Ha JIeKapCTBEHHbIe TIpernaparbl, OQOPMJIEHHBIMM Ha OYMaskHOM HOCHUTeEJe,
pelenToB Ha JieKapCTBeHHbIE MpenapaTsl, CHOPMUPOBAHHBIX B GOPMe 3JIeKTPOHHBIX JOKYMEHTOB.

(11. 4 BBegen @epepanbabiM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAAPCTBEHHAA ®APMAKOINEA

Cratba 7. Pa3pabGoTka U uspaHue rocyfapcTtBeHHOW dhapmakoneu, pasmelieHue
[aHHbIX O Hel

1. Ilom rocymapcTBeHHOM (apMaKoIleel MOHMMAETCS CBOJ oOIMX (apMaKONeMHbIX CTaTeil U
(bapmMaKkomeHbIX CTaTen.

2. Paspaborka o6mmx ¢dapMaKkonerHbIX CcTaTel ¥ (apMaKOIeHbIX CTaTel, B TOM 4YMUCIe
dapmakomeHbIX cTaTeii Ha (¢QapMaKoIelHble CTaHZAapTHbie OOpaslbl, ¥ BKJIIOUYEHME UX B
rOCyIapCTBEHHYIO (hapMaKoOIel0 OCYIIECTBJSIOTCS B MOPSJKE, YCTAHOBJIEHHOM YITOJTHOMOYEHHBIM
(benepasbHbIM OPraHOM MCIIOJIHUTETbHOM BIACTM.

(B pen. ®enmepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PaspaboTrka ¢apmMakomneiHOM CTaTby Ha pedepeHTHbIN JIeKapCTBEHHBIN MpernapaT ¥ BKIIOUYeHMe
ee B roCyJapCTBeHHYIO ¢dapMakorel0 B TeueHMe CpPoKa MeCTBMS 3allMThl UCKJIIOUMTEIBHOTO IpaBa,
YA,OCTOBEPEHHOTO TTAaTeHTOM Ha pedepeHTHBIN JIeKapCTBEHHbIN Mperapar, OCYIIeCTBIISIOTCS C COTIacus
ero paspaboTumka.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. TocymapctBeHHass (apmakores W3HAeTCs YIOJHOMOYEHHBIM (QelepaJbHbIM  OpraHOM
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

VICITOJIHUTEJIBHOM BJIACTY 32 CUET CPefCTB (eaepasbHOro 6I0/IKeTa 1 MOIJIEKAT Iepen3IaHNusIM He peske
yeM OOMH pa3 B ISTh JIeT, B IepuoJ MEXKIY KOTOPhIMM M3HAIOTCS MPUJIOXKEHMUS K IOCYJapCTBEHHOM
dapmaxkoriee, comepskaiye ob6mme (apmakorneHble cratbu ¥ (W) (apmakorieiiHbie CTaTbM,
yTBep>KIeHHbIE MTOC/Ie U3MaHNS WK Tepen3IaHns roCcyIapCTBEHHON (hapMaKoIen.

5. YnonHomoueHHbIVi (enepasabHbIi OpraH MCIOJHUTEIbHONM BJIACTM pasMellaeT [JaHHbIE O
roCyIapCTBEHHON (dapMakornee ¥ MPUIOKEHMSIX K Heli Ha CBoeM O(MMIMaJbHOM caiiTe B CeTu
"MHTepHeT" B YCTaHOBJIEHHOM UM IOPSIIKE.

Mnaea 4. NTMUEH3NPOBAHUE NPON3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N PAPMALEBTUNHECKOU AEATE/NIbHOCTU, TOCYAAPCTBEHHbLIVN KOHTPO/1b
(HAA30P) B C®PEPE OBPALLEHNA NEKAPCTBEHHbIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctatbsa 8. JlMueH3upoBaHME TMNPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcCTB WU
chapmaueBTMUECKOI AeATENbHOCTU

1. HI/ILIEH3I/IpOBaHI/Ie IIpOM3BOACTBA JIEKAPCTBEHHbBIX CpeaCTB U d)apMaLleBTI/I‘IECKOI‘/JI OesaTeJIbHOCTU
OCYIIECTBJIACTCSA B COOTBETCTBUM C 3aKOHOIATEJIbCTBOM Poccuiickoii CDe,uepauMM.

2. OG6Gs3aTesbHBIM YCJIOBMEM TIPENOCTABJIEHUST JIMIIEH3MM HA IPOU3BOACTBO JIEKAPCTBEHHBIX
CPENCTB SIBJISIETCS YKasaHMe CBeIEeHUI O JIeKapCTBEHHbIX (opmax M (i) Bumax (apMalieBTUUYeCcKux
cybCTaHIIMIi, KOTOpbIe MPOM3BOAUTENb JIEKAPCTBEHHBIX CPENCTB HaMEpeH MPOU3BOAUTh, B 3asBJIEHNM,
HaIpaBJe€HHOM IOCPEeACTBOM (emepaabHON TOCYZapCTBEHHON MH(POPMAILMOHHOM CUCTEMbI ' EIMHBIN
MOPTaJI TOCYAaPCTBEHHbBIX ¥ MYHUIIMIAIbHBIX YCIYT (QyHKIMIA)" (Iamee - emuHbIN TOpTa).

(B pen. ®enepanbHoro 3akona ot 31.07.2025 N 304-D3)

3. B ciryuyae HeOGXOOMMOCTY pacIIMpPEeHNsT ITPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB 38 CUET HOBBIX
JIEKapCTBEHHbIX (OpPM ¥ BUIOB (apMalleBTUYECKMX CYOCTAaHIMIA MPOU3BOAUTEb JIEKAPCTBEHHBIX
CpPeACTB OO/DKEH IMOJaTh B JIMIEH3MPYIOIIMII OpraH 3asBjieHMe O BHECEeHMM M3MEHEHUM B peecTp
JIMLIEH3MIA Ha TIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB.

(B pen. @enepanbhbix 3akoHOB OT 02.08.2019 N 297-®3, ot 11.06.2021 N 170-®3)

4. JInneH3us Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTUUeCKOi CyOCTaHLIMM CIIMPTa
STWIOBOTO (9TaHOJIA) BbIAAETCS TPY YCJAOBUM HAAMUMS y OpraHM3alMyM Ha IIpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOTO  BEJE€HMS WIM OIEepaTUMBHOTO  YIPAaBJIEHUS OCHOBHOTO  TE€XHOJIOTMYECKOTO
obopymoBaHus ISl MPOU3BOACTBA 3TWJIOBOTO CIIMPTa, 3aperMCTPUPOBAHHOTO B COOTBETCTBUM CO
cratheit 14.1 demepanpHoro sakoHa oT 22 Hos6ps 1995 roma N 171-®3 "O rocymapCTBEHHOM
peryaupoBaHuu IPOM3BOJACTBA M 000pPOTa STUJIOBOTO CIMPTA, aJKOTOJbHOM M CIIMPTOCOMepsKallleit
MPOAYKIMM U 06 OrpaHMUYeHUY MOTpe6ieHNs (PacUTysI) aJIKOTOIbHOM POAYKLMA' .

(uacTb 4 BBemeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 481-D3)

Ctatbss 8.1. OCOGEHHOCTM JIULEH3UPOBAHUA MPOU3BOACTBA JIEKAPCTBEHHbIX
cpeacTs (chapmaueBTUUECKOW Cy6CTaHLMM CNUPTa 3TUI0BOTO (3TaHO/A)

(BBemeHa @DemepanbHbiM 3akoHOM OT 27.12.2019 N 481-D3)
1. [eiicTBMe JMIIEH3UM Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CpelCcTB (dhapmaleBTuiecKomn

CyOCTaHIIMM CHOMPTA STUJIOBOTO (3TAaHOJA) IPUMOCTAHABIMBAETCS B YaCTM IpaBa Ha ITPOU3BOMICTBO
(dapmaneBTHUECKOM CyOCTaHIIMM CIIMPTA ITUJIOBOTO (3TAHOJA) JIUIEH3UPYIOUMM OpPraHOM B CITyYasix,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

omnpeneeHHbIX cratbeir 20 PenepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O ymieHsupoBaHUM
OT[EJIbHBIX BUIOB [OEATeJbHOCTM'', a TakkKe Ha CPOK IPUOCTAHOBJIEHMS HENCTBUS JIMIEH3MM Ha
MIPOU3BOJICTBO 3TUJIOBOTO CIMpPTa [Ji1 TPOM3BOACTBA (hapMaleBTUUECKON CyOCTaHIIMM COMpTa
9TUJIOBOTO (9TaHOJA), BBIJAHHONM B cOOTBETCTBMM ¢ DeepanbHbiM 3aK0HOM OT 22 HOst6pst 1995 roma N
171-®3 "O rocymapCTBEHHOM peryJMpoBaHMM IPOU3BOACTBA M 060pPOTa STUIOBOrO CIMUPTA,
aJIKOTOJIbHOM ¥ CIMpPTOCOAEepsKallei MpOAYKIMM ¥ 00 OrpaHMueHuy IoTpebsieHust (pacrimTus)
aJIKOTOJIbHOM MPOAYKIMM'".

2. [lencTBue JUIIEH3MM HaA TPOU3BOACTBO JIEKAPCTBEHHBIX CpeAcTB (dapMalieBTUUeCKON
CyOCTaHIMM CIMpPTa STWIOBOrO (9TaHOJA) B YacTM ITpaBa Ha IPOM3BOMACTBO (hapMalleBTUUECKON
CyOCTaHIIMM CNMPTa STWIOBOrO (9TAHOJA) ITPEKpalllaeTcsl JIMIEH3UPYIOIMM OpPraHoM B CJTydYasix,
omnpepeneHubix cratbeit 20 MenmepanbHoro 3akoHa ot 4 mag 2011 roma N 99-®d3 "O nuiueH3supoBaHMM
OT[eJIbHBIX BUIOB [AESITEeIbHOCTM'', a Takke C HaThl MPEKpAIlleHMs] WM aHHYJIMPOBAaHMS OENCTBUS
JIMIIEH3UY Ha TMPOMU3BOACTBO STUJIOBOTO CIMPTA [JIT ITPOMU3BOACTBA (papMaleBTMUYECKON CYOCTaHIUU
CIIMpTa 3TUJIOBOrO (3TaHOJA), BhIIAHHONM B COOTBETCTBUM ¢ DeepasbHbIM 3aKOHOM OT 22 HOsIOpst 1995
roga N 171-®3 "O rocymapcTBEHHOM peryjaupOBaHMM MPOM3BOJCTBA M 00OpOTa 3TWJIOBOTO CITMPTA,
aJIKOTOJIBHOM ¥ CIIMPTOCOAEp’KAIlel TMpPOAYKIMM ¥ OO OrpaHMueHMM TOTpebsieHust (pacrimTus)
aJIKOTOJTbHOM MPOAYKIM .

CratbA 8.2. OCOGEHHOCTU NuueH3upoBaHua dpapMmaLeBTUHECKOW AeATEe/IbHOCTU B
YyacTu OoCcyLLeCcTB/IEHUA ONTOBOW TOProB/IN /IEKAPCTBEHHLIMU CpeAcTBamMun

(BBenmeHa @enepanbHbiM 3akoHOM OT 04.08.2023 N 428-D3)

1. IeiicTBMe nuieH3uM Ha (papmMalleBTMUYECKYIO IeSITeJbHOCTb B YAaCTU OCYILECTBJIEHMS OITOBOM
TOPTOBJIM  JIGKAPCTBEHHBIMM  CPeACTBaMM  [JiT  MEOMIIMHCKOTO IIPMMEHEeHMsI  IpeKpallaeTcs
JIMIIEH3UPYIOIIMM OPraHOM B CJTy4asiX, onpeneseHHbIX cTatbhen 20 MemepanbHoro 3akona ot 4 mas 2011
roda N 99-®3 "O uieH3sMpOBaHUM OTIOE/NbHBIX BUIOB HEATEJbHOCTM', a Takke IO peIIeHNIO
JIMILIEH3UPYIOIIIEr0 OpraHa, IPUHSTOMY B COOTBETCTBUM C HACTOSIIEN YaCTbi0. B cyTyuae BbISIBJIEHMS TIpU
OCYIIEeCTBJIEHUY (QedepabHOrO TOCYJapCTBEHHOTO KOHTpPOJst (Ham3opa) B cdepe obOpaiieHust
JIEKApPCTBEHHBIX CPEJCTB HapyIIeHMs OpraHMu3alyell ONTOBOM TOPrOBJIM JIEKAaPCTBEHHBIMM CpeICTBaMMU
TpeboBaHuii yacteir 1 - 3 crateu 53 Hacrosinero ®emepasbHOrO 3aKOHa [ECTBME JIMIEH3UM Ha
(dapmalieBTMUeCcKyI0 OesITeJIbHOCTh B YaCTM OCYILIECTBJIEHUS OINTOBOM TOPTOB/IM JieKapCTBEHHBIMU
CpeACTBaMM I MEAUIIMHCKOTO IIPUMEHEHMSI PMOCTAHABIMBAETCSI B TEUEHMe AeCITU pabounx THEN Co
ITHSI BBISIBJIEHMSI YKa3aHHOT'O HapylleHus. JlecTBue JmieH3n Ha (hapMaleBTUUECKYIO IesSTeIbHOCTb B
YaCTM OCYIIECTBJI€HMSI OIITOBOV TOPrOBJIM JIEKAPCTBEHHBIMM CpEACTBAMM IS MEIUIIMHCKOTO
MIpMMEHeHMsT TIPMOCTAHABIMBAETCS Ha CPOK, KOTOPBIN OINpeIesiseTcs JIUIEH3VPYIOIMM OpraHoM (HO He
MeHee YeM Ha OOVH Mecsl]), IO MCTeYeHUM KOTOPOro MHelCTBMEe HAHHOM JIMIEH3UM IOIJIEKUT
MpeKpallleHUI0 Ha OCHOBAHUM peIlleHus JUIEeH3MPYIOIlero opraHa, 3a MCKJIIOUYeHueM ciydas,
YKa3aHHOTO B YaCTM 2 HACTOSIIEN CTaTbU.

2. JleyicTBue nuileH3UM Ha (GapMaleBTUUECKYIO JesITeJIbHOCTh B YaCTU OCYIIECTBJIEHUSI OITTOBOM
TOProBJIM JIEKapCTBEHHbIMM CpedCcTBaMM [Jid MeIMIMHCKOIo IIpMMEHEHN, JIEIZCTBMG KOTOpOf;I
MIPMOCTAHOBJIEHO B COOTBETCTBUM C YaCThbIO 1 HACTOSIIEN CTaTby, MOJIEKUT BO3OOHOBJIEHUIO B CTyYae,
€C/IM B TIepPUO[, MPUOCTAHOBJIEHUSI IEVCTBMS JaHHOM JIMIIEH3MM B paMKaxX HOCYIeOHOro O63KajJoBaHMS
pellieHre KOHTPOJIbHOTO (HaI30pHOT0) OpraHa B YaCTM BbISIBJIEHHOTO HapyllleHus] TpeboBaHuM yacrein 1
- 3 crarbu 53 Hacrosiero MemepaabHOro 3aKOHAa OTMEHEHO. B ykasaHHOM cirydae [IeiiCcTBiMe JIMIEeH3UI
Ha ¢apMalleBTUUECKYIO eSITeJIbHOCTb B YaCTV OCYIIECTBJEHMS] OMTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU
cpeICcTBaMy IJI1 MeOUIIMHCKOIO IIpMMeHeHMsT BO30OHOBJIIETCS He MOo3AHee OJHOro pabouero JHs CO SHS
OTMEHBI pellleH)s] KOHTPOJIBHOTO (HaJ30pHOI0) OpraHa.
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Cratba 9. TlocygapcTBeHHbIi KOHTponb (Hag3op) B cdepe o6GpalleHus
NneKapcTBEHHbIX CPeACTB

(B pen. ®enepanbhHoro 3akoHa ot 11.06.2021 N 170-@3)

1. TocymapcTBeHHbBII KOHTpOJIb (HAA30p) B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
OCYILIECTBJIIETCS TOCPEACTBOM (efepaibHOrO T'OCYJapCTBEHHOTO KOHTpoJsid (Ham3opa) B cdepe
oOpallleHNsT JIEKapCTBEHHBIX CPeACTB U (eaepasbHOrO T'OCYyAapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
JIeSTeJIbHOCTY T10 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIIIEMbIX (helepasbHbIMM OpraHaMu
MCITOJTHUTEJIbHOM BJIACTH, YIIOJTHOMOUYeHHbIMM [TpaBuTenbcTBOM Poccuiickon ®eneparin.

2. TlpemmeroMm @enepaJbHOTO TOCYIapCTBEHHOTO KOHTPOJS (Hag3opa) B cdepe obpalieHus
JIEKAPCTBEHHBIX CPEJCTB SIBJISTFOTCSI:

1) cobmoneHne obs3aTebHBIX TpeboBaHMil B chepe oOpalleHus JieKapCTBEHHBIX CPENCTB, B TOM
yyce:

a) TpebOBaHMI K AOKJIMHUYECKMM MCCAEAOBAHMUSIM JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUM
MICCIEIOBAHNSIM JIEKAPCTBEHHBIX IMPENapaToB, WM3TOTOBJIEHUIO, XPaHEHMIO, TIepeBO3Ke, BBO3y B
Poccuiickyto ®@epepanyio, OTIYCKY, peanusaumy, Iiepenauve, IMPOAAKe JIEKapCTBEHHBIX CPENCTB,
MIPUMEHEHNIO JIEKAPCTBEHHBIX IPerapaToB, YHUUYTOKEHMIO JIEKaPCTBEHHBIX CPENCTB, YCTAHOBJIEHUIO
MTPOU3BOANUTENISIMM JIEKAPCTBEHHBIX IIperapaToB IIeH Ha JieKapCTBeHHble MperapaThbl, BKIIOUEHHbIE B
repeyeHb KM3HEHHO HEOOXOAMMBIX M BasKHEMIINX JIEKaPCTBEHHbBIX MTPEeIapaToB;

6) TpebOBaHUI K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOMSIIMXCSI B OOpalIeHuu,
mokasaTesisiM KavecTBa, 3(GdeKTMBHOCTM U G6e30MacHOCTY, YCTAHOBJIEHHBIM B COOTBETCTBUM C
HacTosM DefepasbHbIM 3aKOHOM;

B) TpebGoBaHMIi K COOJIIONEHNIO CyObeKTaMy OOpalleHus JIEKapCTBEHHBIX CPENCTB, YKa3aHHbIX B
yactu 1 crarbu 67.1 Hacrosiero @enepasbHOro 3aKOHa, OrpaHMUEHM, HajlaraeMbIX CTaTbsaMu 67.1 u
67.2 HacTrosiero MegepaibHOIO 3aKOHA;

2) cobsomeHMe  JIMIEH3MOHHBIX TpeOOBaHMM K  OCYIIECTBJIEHMIO  (hapMaleBTUUeCKON
DesITeIbHOCTY;

3) cobitroieHne TpebOBaHNI K MPeIOCTaBIeHNI0 CyObeKTaMy OOpallieHs JIeKapCTBEHHBIX CPEICTB
uHbOpMaIMM O JIeKapCTBEHHBIX CpelcTBax M (MJM) JIEKApCTBEHHbIX IIperaparax, MpeayCMOTPEHHOM
cratbsimu 9.1, 52.1, 52.2 u 64 Hacrosiero ®emepajbHOrO 3aKOHa;

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4) yrparun cuny ¢ 1 mapra 2026 roga. - @enepanbhbiii 3akoH oT 20.10.2022 N 405-D3.

Koncynprantlitoc: mpuMevane.
C 01.09.2026 4. 2 ct. 9 ponoausercs m. 5 (P3 or 02.05.2026 N 125-D3). Cm. 6yayIIyIO peAAKIIKIO.

2.1. B menax obecrneyeHuss TOCYJapCTBEHHOTO KOHTpOJsT (Hams3opa) B cdepe obpaleHus
JIEKapCTBEHHbIX CPEACTB  (efepayJbHbII OpPraH MCIOJTHUTENbHOM  BJACTH, OCYIIECTBIISIOIIUI
rOCyIapCTBEHHYIO PEruMCTpalyio JIEKapCTBEHHBIX IMPEenapaToB, MpeaocTaBiisaeT deaepabHOMY OpraHy
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

VICTIOJTHUTEJIbHOM  BJIACTM, OCYIIECTBJISIIONIEMY (YHKIMM IO KOHTPOJIO ¥ HaA30py B cdepe
3[IpaBOOXpaHeHMs], TI0 ero 3arpocy B paMKax MeXKBeJIOMCTBEHHOT'0 MH(MOPMAIIMOHHOTO B3aMO/IeICTBUS
B I[OpSIKe, YCTAHOBJIEHHOM YKa3aHHBIMM deepaJbHbIMM OpraHaMy MCIIOJHUTENIbHOM BJIACTH,
Clenyrollye CBeIeHUsI O JIeKapCTBEHHBIX CPelCTBaX, B TOM YKCJIe B CJydyae, eCiM TaKue CBeIeHMUs
COCTaBJISIIOT KOMMEPYECKYIO TalHY:

1) cBemenust o papmareBTMYECKON CyOCTaHLINN:

a) HaMMeHOBaHMe dhapMalleBTUUeCKOM CyOCTaHIIMM, ee CTPYKTYypa, OOI11e CBOMCTBA;

6) HaMeHOBaHMe U afipec MPOU3BOANTEIIS;

B) CBOJCTBA M CTPYKTYypa JEMCTBYIOIIMX BEIIECTB;

I') XapaKTepPUCTMKa IIPUMeCei;

n) crienmduKaims Ha ¢hapMaleBTUUECKYIO0 CYOCTaHIMIO 1 ee OO0CHOBaHME;

€) aHWIUTUYECKNe MEeTOOVIKM, WCIIO/Ib3yeMble TIIpM OCYIIECTBJIEHMM KOHTPOJISI KauyecTBa
(dapmaneBTHMUECKON CyOCTaHIINM;

3K) pe3yJIbTaThl aHAJIM30B cepuii (papmalleBTUUECKO CyOCTaHIIN;

3) rnepeyeHb CTaHOAPTHBIX O6p8.3LLOB WJIN BELIECTB, MCIIOJIb3yeMbIX ITPU OCYHIECTBJIEHUNM KOHTPOJIA
KavecTBa (apMaleBTMUECKON CyOCTaHIINN;

") OIMCaHNe XapaKTePUCTUK M CBOVICTB YIIAaKOBOYHBIX MaTePUAaIOB ¥ YKYTIOPOUHBIX CPEICTB;
K) JAaHHbIE O CTAOWIbHOCTHM (hapMalleBTUUECKO CYyOCTaHINN;

J1) CPOK T'OJTHOCTH;

2) cBefieHMs O JIeKapCTBEHHOM IIpernapate JJisi MeAUIIMHCKOTO MPUMeHEeHMS:

a) omyMcaHue ¥ COCTaB JIEKAPCTBEHHOT'O ITpernapaTa AJjisi MeOUIIMHCKOTO IIPUMEHEHMS;

6) ommcanue (apmaleBTMUYECKO pa3paboTky (0OOCHOBaHME BbIOOpAa COCTaBa, IEPBUYHON
YIIaKOBKMN);

B) HaMMEHOBAaHMe U aJpeC MecTa OCYIIeCTBJIeHMS MTPOM3BOCTBA JIEKAPCTBEHHOTO Mpemnapara Ajisi
MeAULIMHCKOTO TIpMMeHeHUs (B ciaydyae Haauuus HECKOJIbKMX YYaCTHMKOB Mpoilecca MpOM3BOICTBA
HeO6XOIMMO yKa3aTh HaMeHOBaHMe U aipeC KaskIoro U3 HUX);

') MUKPOOMOJIOTMYECKIME XapaKTePUCTUKY;

1) OTIMCaHMe XapaKTEePUCTUK M CBOVICTB YIIAKOBOUHbBIX MaTepUaJIOB U YKYTIOPOYHBIX CPEJICTB;

E) Tp66OBaHI/IH K KaueCTBY BCIIOMOTI'aTeJIbHbBIX BEIIEeCTB;

)K) dHAJIMTUYECKME METOAMKHM, MCIIOJIb3yeEMbIe IIpM OCYIIECTBJIEHMM KOHTPOJIA KaydyeCTBa
BCIIOMOTraTeJIbHbIX BellIeCTB,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3) CBeeHN I 00 MCHOJb30BaHMM BCIIOMOTATEeJIbHbIX BelIieCTB YeJIOBEUYECKOIro U >KMBOTHOIO
MMPOUCXOXOEHNI;

I/I) CBeIeHNs 00 1CHOJIb30BaHUM HOBBIX BCIIOMOTaTeIbHbIX BelleCTB,

K) TpebOBaHMSI K KayeCcTBY JIEKAPCTBEHHOrO IIperapara [Jjisi MeAUIIMHCKOTO IPUMEHEHMS
(ceptudukar, crienudmKalMs Ha JIeKapCTBEHHBIN Iperapar 1 uX 060CHOBaHME);

J'I) dHJIMTNUYECKME METOAMKHM, MCIIOJb3yeMbIE€ IIpM OCYIIECTBJIEHMM KOHTPOJIA KadeCTBa
JIEKapCTBEHHOI'O IIpernapara Ayt MeAUIMHCKOTO IIpMMEHEHN ]

M) pe3yJIbTaTbl aHAJIM30B Cepuil JIeKApCTBEHHOTO Tperapara JJjisi MeIUIIMHCKOTO ITpUMeHeHMs;
H) XapaKTepUCTHUKA IMPUMeCeN;

0) TepeueHb CTAHIAPTHBIX OOPA3lLOB, MCIOIb3yeMbIX IPU OCYIIECTBJIEHUM KOHTPOJISI KayecTBa
JIEKapCTBEHHOTO Tpernapara AjIsl MeIUIIMHCKOTO TTPUMEHEHMS;

I1) JaHHbIE O CTAOMILHOCTY JIEKAPCTBEHHOTO IIperapara /s MeIULIMHCKOTO IIPUMEHEHNST;
3) OTYeThI O JOKJIMHUYECKUX UCCIIeNOBAHMSIX;

4) OTYeThI O KIMHNYECKUX UCCIIEJOBAHMUSX;

5) macrep-daiisn cucTembl apMaKOHaI30pa;

6) TUIaH ympaBIeHUsT PUCKaMMA.
(uactb 2.1 BBemena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Ilpu ocymecTtBaenun ¢emepaJbHOIO T'OCYIAapCTBEHHOIO KOHTposs (Ham3opa) B cdepe
0oOpallleHsT JIEKapCTBEHHBIX CPEJCTB IPOBOMASTCS CJIEAYIOUIME BUIbI KOHTPOJbHBIX (HAZ30PHBIX)
MepOTIPUITUINA:

1) nokymeHTapHast MpoBepKa;

2) Bble3Has ITPOBEPKa;

3) BIOOPOUHBIV KOHTPOJIb KaUecTBa;

4) KOHTpOJIbHAS 3aKYIIKa;

5) MHCMEKIVOHHbI BU3UT;

6) HabmogeHne 3a COOJIOeHMEM O00s3aTebHbIX TpeboBaHMM (MOHUTOPUHT 0e30TMacHOCTH)
(bapmakoHazg3zop).

4. Opra#mzaimsi M ocyillecTBieHue ¢denepaJbHOTO TOCYAAapCTBEHHOTO KOHTpossi (Haja3opa) B
chepe obpallleHNst IeKaPCTBEHHBIX CPeNCTB peryampyiorcs PemepaabHbIM 3aKOHOM OT 31 mong 2020
roga N 248-®3 "O rocymapcTBeHHOM KOHTpOJie (Haf30pe) ¥ MyHMUIMIIaIbHOM KOHTpoJie B Poccuiickoii
®depepauyn’.
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

5. BHeI1aHOBBI BBIGOPOYHBIM KOHTPOJIb KauecTBa IIPOBOOMUTCS B TOM YKC/Ie Ha OCHOBAHWUM
MTPOTrpaMMbI ITPOBEPOK.

6. IT1aHOBBIN BHIOOPOUHBIV KOHTPOJIb Ka4eCcTBa He IIPOBOIUTCS.

7. Tlo pesynbraTam (emepaibHOTO rOCyAapCTBEHHOrO KOHTpoJis (Hazm3opa) B cdepe obGpaleHus
JIEKApCTBEHHBIX CPEJICTB HApSALY C pelIeHusIMU, TpeaycMoTpeHHbIMM DenepajibHBIM 3aKOHOM OT 31
mionit 2020 roma N 248-®3 "O rocymapcTBeHHOM KOHTpoJie (Haf3ope) ¥ MYHMUIMIIAIbHOM KOHTpOJIE B
Poccuiickoit @emepauyn’, demepasbHbIMM OpraHaMy MCIOJHUTEIBHONM BJIACTH, YIIOJTHOMOYEHHBIMM Ha
ocyiiecTBiienne ¢denepasbHOrO T'OCYIAapCTBEHHOIO KOHTposis (Hamsopa) B cdepe obpaiieHuUs
JIEKapCTBEHHBIX CPEICTB, IPUHMMAIOTCS CJIEYIOIINE PEIIeHNsT:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

1) (¢} LLaaneﬁmeM Irpa’>kgaHCKOM o60p0Te cepumn, MnapTum COOTBETCTBYIOIIEI'O JIEKAPCTBEHHOI'O
CpeacCTBa B CjIydade IIOATBEP KAEHMNS 10 pe3yJ/ibTaTaM ITPOBEAECHHBIX MUCIIBITAHUI COOTBETCTBUSI KauecTBa
JIEKapCTBEHHOI'O CpeaCTBad YCTAaHOBJ/IEHHBIM Tpe6OBaHI/I${M;

2) 00 U3BATUM U3 TPAKIAHCKOrO 0O0pOTa Cepuu, MapTUM COOTBETCTBYIOIIErO JIEKapCTBEHHOT'O
cpencCrtBa B Ciydae BbIABJICHMA IO pe3yJjibTaTaM IIPOBEOEHHBIX I/ICHbITaHI/H‘/)I HEeCOOTBETCTBMSI KaueCTBa
JIEKapCTBEHHOT'O CPEe/ICTBA YCTAHOBJIEHHBIM TPeOOBaHMUSIM;

3) o mepeBOjie JIEKAPCTBEHHOTO CpEeNCTBA Ha ITOCEPUIMHBINA BBIOOPOUYHBINM KOHTPOJIb KayecTBa
JIEKapCTBEHHBIX CPEICTB B C/yuyae IMOBTOPHOI'O BBISBJIEHMSI HECOOTBETCTBMSI KaueCTBa JIEKapCTBEHHOIO
CpelCcTBa YCTAHOBJIEHHBIM TpeOoBaHMsIM M (IIpY HEOOXOOMMOCTM) O TPOBEpKe CyOheKkTa OGpalleHus
JIEKapCTBEHHBIX CcpencTB. Pacxombl, cBSI3aHHbIE C IIPOBEAEHMEM [TOCEPUITHOTO BbIGOPOUYHOIO KOHTPOJIS,
OIUTAYMBAIOTCSI TIPOM3BOIMTENIEM JIEKAPCTBEHHOIO CpeacTBa JMOO [epskaTesieM WM BJafesblieM
PerucTpaIMoHHOr0 YIOCTOBEPEHNs JIEKapCTBEHHOIO Mperapara,

4) O CHSTUM JIEKAPCTBEHHOTO CpPEICTBA C TIOCEPUITHOTO BBIOOPOYHOTO KOHTPOJI KadyecTBa
JIEKapCTBEHHBIX CPEACTB HA OCHOBAHMM TIIOJIOKUTEIbHBIX SKCIIEPTHBIX 3aK/IIOUEHUM, BbITAHHBIX
benepasibHbIM TOCYIApPCTBEHHBIM OIOPKETHBIM YUYPEKIEHMEM, TOJBEJOMCTBEHHbIM (QenepaJbHOMY
OpraHy MCIOJIHUTEIbHOM BJIACTM, OCYILECTBJSIONIEMY (DYHKIMM O KOHTPOJIIO M Han3opy B cdepe
3 paBoOXpaHeHus], uan ¢enepasTbHOMY OpraHy MCIIOJHUTEbHON BJIACTY, OCYIIECTBIISTIONIEMY (QYHKIMN
O KOHTPOJIO M HaA30py B cdepe obpaileHMss JeKapCTBEHHbIX CPEICTB [JIs BeTepUHAPHOIO
MpUMeHEHMsT, HA OCHOBAHMM IIPOTOKOJIA MUCIIBITAHUN JIEKAPCTBEHHOT'O CPE/ICTBA, MPOBEAEHHBIX TI0 BCEM
MOKAa3aTeJIIM YTBEPKIEHHOM HOPMAaTMBHOM JOKYMEHTaluy (HOPMATUMBHOTO JOKYMEHTA) B OTHOIIIEHUM
TpeX Cepuit JIeKapCTBEHHOTO CPeICTBaA.

(11. 4 BBeneH DenepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8. ®epnepasbHBIN TOCYJapPCTBEHHBIN JIUIIEH3MOHHbBI KOHTPOJIb IESITeJIbHOCTM TIO ITPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEACTB OCYIIECTBJIIETCSI B COOTBETCTBMM C 3aKOHOHATEIbCTBOM Poccuiickon
Depepanyn.

Crartbs 9.1. Nporpamma npoBepoK

(BBemeHa ®epepanbHbIiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. B uensx opraHmsaumy BbIOOPOYHOTO KOHTPOJISI KauyecTBa JIEKAPCTBEHHBIX CPENCTB
dbopmupyeTcst mporpaMmma IpoBepOK.
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

2. [lna uenei peanusanyy IMPOrpaMMbl IIPOBEPOK IPOM3BOAMUTEIN JIEKAPCTBEHHBIX CPENCTB U
opraHmusaiyy, OCYIIEeCTB/SIIOIME BBO3 JIeKapCTBEHHbIX cpeacTB B Poccuiickyio ®Denepannio,
MPEeAOCTAaB/ISAIOT B OTHOIIEHMM JIEKAPCTBEHHBIX CPENCTB [JIT MEOMIIMHCKOTO IPUMMEHEHUs B
YIIOJTHOMOYEHHBIN (deepaabHblii OPraH MCIOJHUTEIbHOM BJACTM, OCYIIECTBJISIONMN (YHKIUKA 10
KOHTPOJIIO M Haa30py B cdepe 3OpaBOOXpAaHEHMsS, B OTHOIIEHMM JIEKAPCTBEHHBIX CPENCTB ST
BETEPMHAPHOTO TPUMEHEHMUS B YIIOJHOMOYEHHbIV ¢elepajbHblii OpraH MCIIOJHUTEIbHON BJIACTH,
OCYIIECTBJISIONINIA PYHKLMY IO KOHTPOJIIO U HaJi30py B cdepe obpallieHNsT JeKapCTBEHHbIX CPeACTB I
BETEepUHAPHOTO MpUMeHEeHMs, CBeIeHMSI O CEpPUSIX, MapTUIX JIEKapCTBEHHBIX CPeNCTB, MOCTYMAIOIMNX B
rpakmaHckuir o6opotr B Poccuiickoir @epeparvm, B TMOpSIIKE, COCTaBe U OObeMe, YCTaHOBJIEHHbBIX
YKa3aHHbIMM (efepasbHbIMM OpraHaMy MCIIOJHUTEIbHOM BJIACTM B OTHOIIEHUM JIEKaPCTBEHHBIX
CPeACTB ISl MEIUIIMTHCKOTO IMMPUMEHEHMS M B OTHOIIIEHUY JIEKAPCTBEHHBIX CPENICTB [IJIST BETEPUMHAPHOTO
MIPMMEHEeHMSI COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (opmupyercs Ha KaJeHOapHbIM rom B cpok mo 30 mekabps ropa,
MIpeAIIeCTBYIOIIETO oy MPOBeIeHNsI BBIOOPOUHOT'O KOHTPOJIS.

4. B oryyae HacTyruieHMss COOBITMI, YKa3aHHBIX B TOAMYHKTax '6" u "B" MyHKTa 2 4Yactu 6
HACTOSIIEN CTaTb!, ()elepaIbHbIM OPraHOM MCIIOJIHUTEIBHOM BJIACTH, OCYLIECTBIISIIOIIMM QYHKIUU TIO
KOHTPOJIIO ¥ Han3opy B cdepe 3npaBooxpaHeHus], (enepansbHbIM OPraHOM MCIIOJHUTETbHOM BIIACTH,
OCYILECTB/ISTIOIMM (GYHKIMM TI0 KOHTPOJIIO M HaA30py B cdepe o6GpalleHNus JIEKAPCTBEHHBIX CPENCTB
IJIS BETEPMHAPHOTO TPUMEHEHUSs, TMPU HEeOOXOOMMOCTY BHOCSITCS COOTBETCTBYIOIIME M3MEHEHUS B
IPOrpaMmy IMPOBEPOK.

5. B mporpaMmy MpoBepOK MOI'YT BKJIFOUAThCSI MEPONPUSITUS C YUETOM HapYILEeHMI, BbISIBJIEHHBIX
B paMKax KOHTPOJIbHBIX (HAI30PHBIX) MEPOIIPUSITUI 3a MPEIbIAYIINI KaJeHIapHbIN TO/I.

6. IIporpamMma mpoBEPOK COHEPKUT:

1) mepeueHb JleKapCTBEHHBIX CPELICTB, OTOOP 0O6PA3IOB KOTOPIX OYAET OCYIIECTB/ISTHCS B paMKax
BbBIOOPOYHOTO KOHTpOJIA, (OPMUPYEMBIVi C YYETOM pPe3y/JbTaTOB TIOCYJapCTBEHHOTO KOHTPOJIS
(Hapsopa) B cdepe obpalleHMs JeKapCTBEHHbIX CPENCTB 3a KaJIeHIapHbIil TOJl, TTPeAIIeCTBYIONIUI TOaY
MIPOBeEeHMSI BLIDOPOYHOT'O KOHTPOJIS;

2) yka3aHue Ha COOBITMEe, HACTYIUIEHME KOTOPOTrO SIBJISIETCSI OCHOBAHMEM [l OCYIIECTBJIEHUS
BbIOOPOYHOTO KOHTPOJIS:

a) ToJIyueHMe CBeIeHUN, IPeICTaB/IsIeMbIX B COCTaBe U 0ObeMe, YCTaHOBJIEHHBIX (emepasbHbIM
OpraHoM MCIIOJIHUTEIbHOM BJIACTM, OCYIIECTBJISIONMM (YHKIMM IO KOHTPOJIO M Han3opy B cdepe
3IpaBooxpaHeHus, pemepasbHbIM OPraHOM MCIIOJHUTEIbHONM BJIACTH, OCYIIECTBJISIONIMM (QYHKINUA IO
KOHTPOJIIO ¥ HaJi30py B cdepe obpaliieHust JJeKapCTBEHHbIX CPEACTB NI BETEPMHAPHOTO MTPUMEHEeHMs, O
cepusix, MapTUSIX JIEKApPCTBEHHBIX CPENCTB, MOCTYMAIOIMX B T'PaKIAaHCKUI obopotr B Poccuiickoin
®depmepalyn, yKasaHHbIX B IYHKTe 1 HacCTOAINEN 4YacTy, OpraHu3alusMy, OCYIIECTB/ISIOIMMM
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CpencTB B Poccuiickon ®emepanyii 1 BBO3 JIeKapCTBEHHBIX CPEICTB B
Poccuiickyio Demepaumio, 3a MCKIIOUEHMEM Cepuii WIM TapTuil JIeKapCTBEHHBIX IIpernaparTos,
yKasaHHbIX B yacTy 4 cratby 52.1 v yactu 6 cratbu 52.2 Hacrosiero MegepasbHOro 3aKOHA;

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

6) mostyyeHue MOCTYTAloLIel B MOpPsAKe, YCTAHOBJIEHHOM CTaThell 64 HacTosilero @enepasbHOTO
3aKOHa, MH(MOPMaIyM 0 TOGOYHBIX EMCTBUSIX, HEXKETATeIbHbIX PEaKIMsIX, CePbe3HbIX HeKelaTeTbHbIX
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

peakIusX, HelpeABUAEHHBIX HesKeIaTeIbHbIX PeaklUMsIX Mpy MPYMeHEeHN) JIEKaPCTBEHHBIX MPerapaTos,
00 MHOMBUIYAJbHOM HENEPeHOCUMOCTHU, OTCYTCTBUM 3(PPEKTUBHOCTM JIEKAPCTBEHHBIX ITPernaparoB, a
TaKkke 00 MHBIX (DaKTaxX ¥ OOCTOSITEbCTBAX, MPECTABIISIIONIMX YTPO3Y SKU3HU MM 3JOPOBBIO UeioBeKa
MO0 SKMBOTHOTO TIpM TPUMMEHEHMM JIeKapCTBEHHBIX IIperapaToB ¥ BbISBJIEHHBIX Ha BCEX ITarax
ob6parlieHus JeKapCTBEHHbIX TpernapatoB B Poccuiickon Denepatinm 1 Ipyrux rocy1apCcTBax;

B) moJiyueHne B cootBeTcTBUM ¢ DemepanbHbiM 3akoHOM OT 31 mions 2020 roma N 248-d3 "O
roCyJapCTBEHHOM KOHTposie (Haasope) ¥ MYyHMUIMIIAJbHOM KOHTpojie B Poccumiickont ®Pemeparyn”
CBelleHUI O MPUYMHEHUM BpeAa Wiu o0 yrpose MpPUUMHEHUS] Bpela >KMU3HMU, 3[IOPOBbIO I'PAKIAH WU
SKMBOTHBIX.

Cratba 9.2. TlocypapCTBeHHbIi KOHTponb (Hags3op) 3a  peanusauuven
UCNONHUTENbHbIMN OpraHamm cyo6bekToB Poccuiickon degepauum nosiIHOMouuii B
cdrepe ob6paLeHUs NekKapCTBEHHbIX CPeACTB A1 MeAULMHCKOro NpuMeHeHunsA
(B pen. ®enepanbHoro 3akoHa oT 08.08.2024 N 232-D3)

(BBemeHa ®epepanbHbIiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. TocymapcTBeHHBINI KOHTPOJb (HAA30p) 3a peanusalyeil MCIOTHUTEIbHBIMM OpraHaMu
cyobekToB Poccuiickoit ®emepanyy MoJHOMOUYMIZ B cdepe obpalleHusl JIeKApCTBEHHBIX CPeICTB IS
MEIMUIIMHCKOTO TIPUMEHEHUSI OCYILECTB/ISIETCS yIOJTHOMOYeHHbIM [IpaButenbctBoM Poccuiickon
®denepaliy OpraHOM MUCIOJIHUTEIbHOM BJIACTHU.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpepmeToM rocygapCTBEHHOTO KOHTpPOJisi (HAA30pa) 3a peanmsanuert MCIOJTHUTEbHBIMU
opraHamu cy6bekToB Poccmiickonn ®epeparyy mosHOMOuMii B cdepe oOpaileHus JIeKapCTBEHHbBIX
CPenCTB IS  MEOUIMHCKOTO  TNPUMEHEHUST  SBJSIETCST  COOIoOfeHue  YIIOJIHOMOYEHHBIMM
UCIIOJTHUTENIbHBIMY ~ OopraHamu  cyobekToB Poccuiickoin  @Depepaiivy METOAUKY  YCTAHOBJIEHUS
MpefebHbIX pPAa3MepOB OITOBBIX HAA0aBOK U IpefebHbIX pPasMepoB PO3HMYHBIX HaA0aBOK K
(aKkTMUEeCKMM OTITYCKHBIM II€HAaM, YCTAaHOBJIEHHBIM ITPOM3BOIUTEJIIMY JIEKAPCTBEHHBIX MpernapaToB, Ha
JIeKapCTBEHHbIE IIperapaThbl, BKJIIOUEHHbIE B TI€peYeHb >KU3HEHHO HEOOXOIMMbBIX ¥ BayKHEMIIUX
JIEKapCTBEHHBIX MPENapaToB.

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

3. Ilpu ocyuecTBieHMM TOCYJAapCTBEHHOTO KOHTpOJsl  (Hazm3opa) 3a  peanusalyen
MCIIOJTHUTENIbHBIMY OopraHamu cyobekToB Poccuiickoit @emepaiyy mojiHOMoumnii B cdepe obGpalieHus
JIEKapCTBEHHbIX CPEACTB [JI1 MEOUIMHCKOTO TpPUMEHEHMs TMPOBOIATCS CJAeAYIoIIMe  BUIbI
MepOTIPUSTUINA:

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) moKyMeHTapHbIe TPOBEPKU;
2) BbIe3HbIE TTPOBEPKM.

4. OpraHmsainys ¥ OCYILIECTBJIEHME TOCYyIapCTBEHHOrO KOHTPOJSl (Haj3opa) 3a peanmusaiyen
VCITOJTHUTENIbHBIMY OpraHamMu cyobekToB Poccuiickoit @emepany mojsiHOMoOumMiz B cdepe obpalieHus
JIEKAPCTBEHHBIX CPEICTB JIJIT MEAUIIMHCKOTO IIpUMeHeHus perympyiorcs @emepaabHbIM 3aKOHOM OT 21
nekabpst 2021 roga N 414-®3 "O6 0o61mMX MPUHIMIIAX OpraHM3alyy My6IMUYHON BJIACTU B Cy6beKTax
Poccuiickoit @emepauyn’.

(B pen. ®enepanbHoro 3akoHa oT 08.08.2024 N 232-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

5. TosiokeHME O TOCYAApCTBEHHOM KOHTposie (Hafsope) 3a peajusalveil MCIOJHUTETbHbIMM
opraHammu cyobekToB Poccuiickon @epepaliy MogHOMOUMI B cdepe obpailieHUs JeKapCTBEHHbIX
CpeACTB IJIsi MeIUIIMHCKOTO TTpuMeHeHus yTBepskaaercs [IpaButenbctBom Poccuiickon @epeparimm.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 9.3. PervoHa/ibHbIi roCcyfapCTBEHHbIVW KOHTponb (Hag3op) 3a
NPUMEHEeHMEM LieH Ha JieKapCTBEeHHbIe npenapaTtbl, BK/IIOYEHHbIEe B NepevyeHb XU3HEHHO
HeoOGX0AUMbIX U BaXKHELLNX NIeKAPCTBEHHbIX Npenaparos

(BBemeHa ®epepanbHbIiM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PervoHasbHbIN roCcyIapCTBEHHbIV KOHTPOJIb (Ha[30p) 3a MPUMEHEeHMEM IIeH Ha JieKapCTBEeHHbIe
mpernaparbl, BKJIOUEHHble B [epeYeHb >KU3HEHHO HEeOOXOOMMbBIX M BasKHEMIINMX JieKapCTBEHHbIX
MpenapaToB, OCYIIECTB/ISETCS MCIIOJHUTEIbHBIM oOpraHoM cybowekra Poccuiickoin ®emeparyn,
YIIOJTHOMOYEHHBIM BbICIIMM MCIIOJTHUTEIbHBIM OpraHoM cyobekTta Poccuiickoir @enmeparym.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

2. TlpenMeTOM pErMoHaJIbLHOTO TOCYJAPCTBEHHOTO KOHTPOJIS (HaZ3opa) 3a MpUMEHEeHWeM IieH Ha
JIEKapCTBEHHbIE TIpernapaThl, BKJIIOUEHHbIE B IepeyeHb >KM3HEHHO HEOOXOOMMBIX ¥ BasKHEMIIUX
JIEKAPCTBEHHBIX  IIPEraparoB, SBJSETCS  COOJIOfeHMe  OpraHM3alysIMM  OITOBOM  TOPrOBJIU
JIEKApCTBEHHBIMM CPEICTBaMM, allTEUHbIMY OPTraHM3aIMSIMM, UHAVBUIYAJIbHBIMY TTPEAPUHUMATEISIMHA,
MMEIOIIMMM JINIIEH3MI0 Ha (apMalleBTUYECKYIO esiTeJIbHOCTh, MEIMUIIMHCKMMM OpraHu3alusImMu,
UMEIOIIMMM  JIMIIEH3MI0 Ha  (apMaleBTUUECKYI0  OesITelbHOCTb, UM UX  000COGJIEHHbIMM
NOJIpa3sfie/IEHUSIMM, PACIIOJIOXKEHHbIMY B CEJIbCKUX HACENEeHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpraHM3alyy, NP peajnsalyy JIEKapCTBEHHBIX ITperapaTtoB TpeOOBaHMIA K MPUMEHEHUIO
1IeH, YPOBEHb KOTOPBIX HE TOJDKEH IPEBBILIATh CYMMY (aKTUUECKOV OTITYCKHOM IIeHbI, YCTaHOBJIEHHO
MPOM3BOAMUTENIEM JIEKAPCTBEHHBIX IpENapaToB, M KOTOPbIe He TPEBBINIAIOT 3aperuCTPUPOBAHHbBIX
Mpee/ibHbIX OTITYCKHbBIX 1I€H, ¥ Pa3MePOB OMNTOBBIX HaAOABOK ¥ (M) pa3MepOB PO3HMYHbIX HalbaBOK,
He TMPEeBBIIIAIONINX COOTBETCTBEHHO pa3MepOB IMpeNesbHbIX OMTOBBIX HAJ0aBOK M (WiM) pasmMepoB
MpefebHbIX PO3HMYHBIX Hal0aBOK, YCTAHOBJIEHHBIX B cyObekTe Poccuiickon Denepanmm.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 323-D3)

3. Opranmsanmsi M OCYILIECTBJIEHME DPErMOHaJbHOIO T'OCYJapCTBEHHOTO KOHTPOJIsT (Hamsopa) 3a
MpUMEHEHMEM I[€H Ha JIEKapCTBEHHbIE MperapaThl, BKIIOUEHHbIE B MepeUYeHb KU3HEHHO HEOOXOIMMbIX
M BXKHEMIIIMX JIEKAPCTBEHHBIX IperaparoB, peryapyroTrcs PenepasbHbiM 3aK0HOM OT 31 utosss 2020
roga N 248-®3 "O rocymapcTBeHHOM KOHTpOJIe (HaZ30pe) M MyHUIIUIIAJIbHOM KOHTpoJie B Poccuiickoi
®depepanmn’.

4. [TonoskeHye 0 perMoHaJbHOM IrOCYyZapCTBEHHOM KOHTposie (HaJ3ope) 3a MpMMeHeHMeM IeH Ha
JIeKapCTBEHHbIe IIperaparhbl, BKJIOUEHHble B IlepeueHb >KM3HEHHO HEeOOXOOMMBIX ¥ BaKHEMILINUX
JIEKAPCTBEHHBIX  IPenapaToB, YTBEPKOAETCS BbICIIMM MCIOJHUTEIbHBIM OPraHOM CyObeKTa
Poccuiickoir @epepanyn.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratbsa 9.4. ®depgepasibHblii rocyfapCTBEHHbI  NMLEH3UOHHbIA  KOHTPOJb
[eATeNbHOCTU Mo NPOU3BOACTBY /IeKapCTBEHHbIX CPeACTB

(BBemeHa ®epnepanbHbiM 3ak0HOM OT 11.06.2021 N 170-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

1. @epepanbHbIil rOCYAAPCTBEHHbIN JIMIIEH3MOHHBIM KOHTPOJb HEeATEeIbHOCTU IO TMPOU3BOACTBY
JIEKapCTBEHHBIX CPENCTB OCYIIEeCTBJsIeTcs (denepaJbHbIMM OpraHamMyu MUCIOJHUTENbHON BJIACTH,
yronHomovyeHHbIMY [IpaBuTenbctBom Poccuiickon @eneparnym.

2. @epepasbHBIN TOCYJAPCTBEHHBIN JIMIIEH3MOHHDBI KOHTPOJIb IESITeJIbHOCTM TIO ITPOU3BOJICTBY
JIEKapCTBEHHBIX CPEACTB OCYIIECTB/sIeTCS B cooTBeTcTBUM ¢ DepepanbHbiM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuiieH3MpoBaHUM OTE/IbHBIX BUIOB AesaTesbHOCTH' 1 DemepaabHbIM 3aKOHOM OT 31
mionst 2020 roma N 248-®3 "O rocymapcTBeHHOM KOHTposie (Hafg30pe) M MYHUIIMIIAIbHOM KOHTPOJIE B
Poccuiickoit @epepaumn’. B pamkax ¢emepajbHOrO IOCYAApCTBEHHOrO JIMIIEH3MOHHOIO KOHTPOJIS
JeSITeIbHOCTU TI0 TIPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBbIE KOHTPOJIbHbIE (HAI30PHbIE)
MEpONpPHUATUSI He IMPOBOIATCS, IPY STOM IPOBOAMUTCS IEePUOIUUYECKOe IOATBEPIKAEHMEe COOTBETCTBUS
JIMLIEH3MATOB JIMLIEH3MOHHBIM TPeOOBaHMUIM B COOTBeTCTBUM ¢ DemepabHbIM 3aKOHOM OT 4 masg 2011
roga N 99-®3 "O nuiieH3MpoBaHM OT/IEIbHbBIX BUIOB JeSITeIbHOCTH .

Fnaesa 5. PASPABOTKA, 4OKTMHUNYECKUE NCCNTEQOBAHNA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHNYECKUE NCC/TIEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB A/11 BETEPUHAPHOIO NPUMEHEHUA

Crartbsa 10. Pa3spaboTKa siekapCTBEHHbIX CPeACcTB

1. PaspaboTrka JieKapCTBEHHbIX CPEICTB BK/IIOYAeT B CeOSl MOMCK HOBBIX (HapMaKOJOTUUYECKU
dKTUMBHBIX BeIlleCTB, IIoCjeayililee Mn3yuyeHue mux JIeKapCTBEHHbIX CBOI7[CTB, JOKJIMHMN4YeCKue
MCC/IeIOBaHMsI, pa3pabOTKy TEXHOJIOTMIA MTPOMU3BOACTBA (papmaleBTMYECKUX CyOCTaHIMIA, pa3paboTKy
COCTaBOB ¥ TEXHOJIOI' M ITPOM3BO/ICTBA JIEKAPCTBEHHBIX ITperapaToB.

2. duHaHCOBOE ObecIieueHne pa3paboTKM JIEKaPCTBEHHBIX CPEICTB OCYIIECTBIISIETCS 3a CUeT:

1) cpencTB denepasbHOrO O6IOKETA;

2) cpelCcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJCTB;

3) CpeJiCTB MIPOU3BOAUTENEN JIeKapCTBEHHbIX CpeJiCTB npu BbITIOJTHEHUU
Hay4YHO-MCCJIeOBATE/IbCKMX PaboT IO AOrOBOPY MEXIY pa3paboTUYMKOM JIEKAPCTBEHHBIX CPENCTB U
MIPOM3BOANUTEIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) MHBIX He 3alpelleHHbIX 3aKOHOHaTeIbCTBOM Poccuiickoi Demepaiy MCTOYHUKOB.

3. IlpaBa  paspaboTumMka  JIEKAPCTBEHHOTO  CPENCTBA  OXPAHSIOTCS  T'PAKIAHCKUM
3aKOHOIATETbCTBOM.

Ctatba 11. [lOKNIMHWYECKOE WCCNeAOBaHWe JIeKapCTBEHHOINo cpeacTBa Ans
MeAMNLUHCKOro NpPUMeHeHus

1. IoxiMHMYecKoe MCCaeqoBaHue JIEKapCTBEHHOTO CPeACTBAa [JIT MEIMIIMHCKOTO IPUMEHEHMs
MPOBOJUTCS TYTEM IIPUMEHEHMSI HAyYHbIX METOMOB OILIEHOK B IEJISX IOJyYeHMS] JOKa3aTesIbCTB
6e30IMacHOCTH, KauecTBa U 3 (GEKTUBHOCTM JIEKAPCTBEHHOTO CpefCTBa.

2. JOKJIMHUYECKOE MCC/IeIOBAaHME JIEKAPCTBEHHOTO CPEACTBA [JISi MEOUIMHCKOTO MPUMEHEHUS
IIPOBOJIATCSI B COOTBETCTBUM C NPAaBUIAMY HaJJIeXKalleil JIabopaTOPHOI MPAKTUKM, YTBEPKAEHHBIMU
EBpasuiickoi 53KOHOMMUYECKOM KOMMUCCHUEI.
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, or 30.01.2024 N 1-D3)

3. Ons opraHusainuu U MpOBeAeHMUs NOKJIMHUYECKOTO MCCJIeJOBaHUSI JIEKapCTBEHHOTO CpeicTBa
[T MEIUIIHCKOTO TIPUMMEHEeHMsT pa3pabOTUMKM JIEKAPCTBEHHBIX CPENCTB BIIpaBe IMPMBJIEKATh HAYUYHbIE
opraHm3aiuy, o6pa3oBaTesibHble OPraHK3aIMH BBICILIEr0 0Opa30BaHMsI U MHbIe OPTaHU3aLMN, UMEIOIIe
HEOOXOAVMYIO  MaTepUAIbHO-TEXHUYECKYID 6a3y ¥  KBIMOUIMPOBAHHBIX  CHEIMAINCTOB B
COOTBETCTBYIOIIIEN 0061aCT UCC/IeNOBAHNS.
(gacTb 3 B pen. PemepanbpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. JIOKJIMHMYECKOE MCCIeNOBaHMe JIEKAPCTBEHHOTO CPENCTBa A1 MEOVLMHCKOIO IIPMMEHEHMS
MPOBOAUTCS TIO YTBEPKAEHHOMY pa3pabOTUMKOM JIEKaPCTBEHHOTO CpeACTBa IUJIaHy C BeOeHMEM
MIPOTOKOJIA STOTO MCCAEAOBAHMSI M COCTABJE€HMEM OTYETa, B KOTOPOM COJIepsKaTCsl pe3ysIbTaTbl 3TOTO
MCC/IeNOBaHMS UM 3aK/JIOUYeHMe O BO3MOKHOCTYM IPOBeIEeHMS KIMHMUUYECKOIO MCC/IedOBaHMs
JIEKapCTBEHHOIO IIpernapara AJjisi MeIULIMHCKOTO IIPYUMEeHEHMS.

5. TlpoBemeHme IPOBEPOK COOMIOAEHMS IIPaBWI Hajjieskallei JabopaTOpHON MPaKTUKU U
MPaBOBbIX HOPM MCIIOJIb30BAHUS JKMBOTHBIX IIPU IPOBEAEHUM JOKIMHUYECKUX UCCIeIOBaHMIA
JIEKApCTBEHHBIX CPEACTB [JIT MEIUIMHCKOTO TIPUMEHEHUs] OCYIIECTBJISIETCS YIIOJTHOMOYEHHbBIM
(benmepasbHBIM OPraHOM MCIIOJTHUTEIHbHOM BIACTH.

(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6. PesynbTaThl AOKIMHUYECKOTO MCC/IENOBAaHMS JIEKAPCTBEHHOIO CpeACTBA IJISI MEAMUIIMHCKOTO
MIPUMEHEHNUST MOTYT OBITb MpEACTaBJIEHbI B YIIOJHOMOYEHHbBI (elepaabHbIii OPraH MUCIIOJHUTETbHOM
BJIACTM B YCTAHOBJIEHHOM IOPSIJIKE B 1IJIIX perucTpaimm JieKapCTBEHHOTO Tpernapara.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

Cratba 12. [loK1MHMYECKOEe wuccrnegoBaHMe JfeKapCTBEHHOro cpeacresa U
KNMHUYEecCKoe uccnefoBaHMe JieKapCTBEHHOro npenapara Ans  BeTepuUHapHOro
npMMeHeHus

1. JJoknuHMuyecKkoe McCCiemOBaHMe JIEKAPCTBEHHOTO CpeACTBa [IJII BETEePUHAPHOTO IPUMEHEHMS
MPOBOAUTCSI ITyTEM IIPMMEHEHMSI HAy4YHbIX METOHOB OIIEHOK B IIeJISIX IOJyYeHUs AOKa3aTebCTB
6e30macHOCTM, KayecTBa M 3()PEKTMBHOCTM JIEKapCTBEHHOTO CPENCTBAa, B TOM YMCJIE OIpeeseHNUs
CpOKa ero BbIBeIeHMS M3 OpraHusMa >XMBOTHOTO, B LIeJISIX obecreyeHus: 6e30MacHOCTM MPOLYyKLMN
SKMBOTHOTO TTPOMCXOKIEHMS ITOCIe TIPUMEHEHMSI COOTBETCTBYIOIIErO JIEKAaPCTBEHHOTO TIperapara.

2. JlokJIMHMYECKOe MCC/IeJOBaHMe JIeKapCTBEHHOTO CpeACTBa M KJIMHUYECKOe MCC/IeJoBaHue
JIEKapCTBEHHOTO TIIpernapaTa [Jis BeTepUMHApHOTO IPMMEHEeHMs, MCCaeqoBaHye OMO3KBMBAJIEHTHOCTYU
YKa3aHHOTO JIEKapCTBEHHOTO TIIperapara IPOBOASTCS B COOTBeTCTBMM C mpaBoM EBpasuiickoro
HSKOHOMMYECKOTO COI03a.

(B pen. ®enepanbHoro 3akona ot 31.07.2025 N 304-D3)

3. JloKIMHMYECKOe MCC/IeloBaHMe JIeKapCTBEHHOIO CPeACTBa M KJIMHMYECKOEe MCCeIoBaHue
JIEKApCTBEHHOI'O IIpernapara MIjis BeTEePMHAPHOI'O IIPUMMEHEHMsI IIPOBOAATCS IO YTBEPKIEHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOT'O CpEe[CTBAa IUIAHY C BEeIEHMEM IIPOTOKOJIOB 3TUX MCCJIEOBAHUN U
COCTaBJIEHMEM OTYETOB, B KOTOPBIX COJIEPsKATCS Pe3yJIbTaThl STUX UCCIIEIOBAHUN.

4. I[)'IH OopraHm3salm U IpoBeaeHMs:t JOK/IMHMYECKOro UccjieaoBaHMa JIEKapCTBEHHOI'0 CpeacTBa U
KIIMHUYECKOTO MCCJIEJOBaHMsA  JIEKAPCTBEHHOI'O IIpelapaTa OJid BETEPMHAPHOI'O IMPUMMEHEHUS
pa3pa60TqMK JIEKAapCTBEHHOI'O CpeacTBa MOXKET IIPMBJIEKATb OpraHM3aluu, MMeEroliue HEO6XO,ELI/IMYIO
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MaTepnaJIbHO-TEXHNMYECKYIO 633y n KBaJ’II/ICbI/ILU/IpOBaHHbIX CIieqmnaJinCToB B COOTBETCTBy}OﬂlefI obJiactu
ucciaenoBaHusl.

5. Knmunueckme uccaemoBaHusl JIeKAPCTBEHHBIX IPENapaToB [Jjisl BETEPUMHAPHOIO IPUMMEHEHMs
MPOBOASITCS. B BETEPMHAPHBIX OpraHM3alMsSIX M B OpraHM3alysxX, OCYILIECTBJSIIOIIMX pa3BeleHMe,
BbIpalliBaHye U COep>KaHye KMBOTHbIX, B LIeJISIX:

1) YCTAaHOBJIEHUS IT€PEHOCUMOCTMH JIEKapCTBEHHLIX ITperapaToB 340POBLIMU JKMBOTHBIMM;

2) mombopa ONTUMAJIbHBIX [JO3MPOBOK JIEKAPCTBEHHBIX IIPernapaTtoB ¥ Kypca JieueHus Ha
KOHKPETHOM I'PYIIIIE JKMBOTHBIX C OIpee/IeHHbIM 3a001€BaHIUEM;

3) ycraHoBjeHuss ~ OesomacHOCTM M 3b(EKTMBHOCTM  JIEKApCTBEHHOrO  IIperapara,
NpeJHA3HAYEHHOTO [l JIeUEHWUsS] OMpeJeIeHHbIX 3a00JeBaHul JKUBOTHBIX, MM 3G(EKTUBHOCTU
JIeKapCTBEHHOTO TIpernapara Ajis poduaakTUKy 3a60J1€eBaHMI 3TOPOBBIX SKMBOTHbIX;

4) u3y4yeHUS] BO3MOKHOCTENM pacCIIMpeHus] TOKa3aHWil K TMPUMEHEHMIO 3apermcTpUpOBAHHOIO
JIEKApCTBEHHOI'O MperapaTa ¥ BbISIBJIEHNSI paHee HEM3BECTHBIX MTOOOUHBIX JI€/ICTBUIA.

6. Kimmunanueckoe uccijaenoBaHme JIEKApCTBEHHOI'O IIpeliapaTa [OJisd BETEPMHAPHOI'o IpUMMEHEHNS
OCYLIECTBJISIETCA 3a CUET CPpencCTB paspa60TqMKa JIEKapCTBEHHOI'O CpeaCcTBa.

7. OrtueTbl © pe3yJjibTaTaX OOKIMHUYECKOIO MCC/IedOBaHMs JIEKapCTBEHHOro CpeacrBa M
KIIMHNYECKOro MmccjaenoBaHMd JIEKApCTBEHHOI'O IIpeliapata [OJiid  BEeTepMHApPHOI'O  IIPUMMEHEHMSI
COCTaBJIAIOTCA pa3pa60Tun0M JIEKapCTBEHHOI'O CpeacrtBa C YYETOM 3aK/IIOYEHUN OpI‘aHI/ISHU,I/II‘/JI,
NPMHMMAaBIINX y4aCTHE B OpraHmn3alm U IpoBedeHNNn 3TUX MCCJ'IQ,Z[OB&IHMI;I.

8. KOHTpOJIb 3a IIpoBedeHreM OOKJIIMHMYECKUX I/ICCJ'[e)IOBaHI/Iﬁ JIEKapCTBEHHBIX CpeacCTB U
KIIMHNYEeCKMX I/ICCJ’IG,}IOB&HI/II‘/J{ JIEKapCTBEHHLIX IIperapaToB [OJiId BeTEepMHAPHOI'O IIPpMMEHEHNS
OCYLIECTBJIAAETCA YIIOJTHOMOUYEHHbIM q)eﬂepaf[beIM OpraHom MICIIOJTHUTEJIbHOM BJIACTH.

naBa 6. OCYLWECTB/IEHVUE FOCYAAPCTBEHHOWN PErTMCTPALUN,
PETMCTPAUNN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. denepasnbHoro 3akoHa ot 30.01.2024 N 1-®3)

Koncynpranrtllntoc: npumeuaHne.

[To 3asBnenmsim, momanHbiM g0 01.01.2021, nexkapcTBeHHble Ipemaparbl OJIs MeOULMHCKOIO
MIPUMEHEHMST PErUCTPUPYIOTCS B COOTBETCTBMM C TpeboBaHusaMHU, neiictBoBaBinvmvu no 30.01.2024. O
npuBeneHnu B coorBetrcTBre ¢ akTamu EADC Takux 1 paHee 3aperMcTpMPOBAHHBIX IIPEIIapaTOB CM.
@3 ot 30.01.2024 N 1-®3.

Cratba 13. TlocyaapCTBeHHas perucrpauusi, perucTpayusa JieKapCTBEHHbIX
npenapaTroB
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

(B pen. ®enepasnbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Poccuiickon @epepaimm OOMYyCKAIOTCS TPOU3BOJCTBO, XpaHEHMe, IepeBO3Ka, BBO3 B
Poccuiickyto @epepatnio, BbiBo3 n3 Poccuiickoit @eneparnyy, pekjiama, OTITYCK, peasiMsanys, mepeaaya,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

IpUMMEHeHMe JIeKapCTBEHHbIX IIperapaToB, €CAM OHM 3aperMCTPUPOBaHbl  YIIOJTHOMOUYEHHBIM
(demepasbHBIM OpPraHOM MCIOJHUTENBHOM BJIACTM B COOTBETCTBMM C HacTosimM DemepasbHbIM
3aKOHOM JIM60 B COOTBETCTBUM C aKTaMu, COCTaBJistioiymMu mpaBo Corosa.

(B pen. @enepanbHbix 3aKkoHOB OT 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. 'ocymapcTBeHHOV perucTpaium mojjieskar:

1) Bce nekapcTBeHHbIe MperapaThbl, BIIEpBble IOJJIEKalllie BBOAY B oOpailieHne B Poccuiickon
Depeparumu;

2) JleKapCTBEHHbIe TIIperapaTbl, 3aperMcTpUpoOBaHHbIe paHee, HO TMPOU3BEHNEHHbIe B JPYTIUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUM C TEpPeYHEM HaMMEHOBAaHWM JIEKapCTBEHHBIX (GOPM, B HOBOM
IO3MPOBKeE TPY JOKA3aTeTbCTBE ee KIMHUUECKO 3HAUMMOCTH! U 3G ()eKTUBHOCTH;

3) HOBbIE KOM6I/IHaLU/H/I 3aperucCTpmMpoOBaHHBIX paHee JIEKapCTBEHHbIX ITperapaToB.

3. l'ocymapcTBeHHast perMcTpanysi JIeKapCTBEHHBIX MPENapaToB OCYIIECTBIISIETCS TI0 pe3ysIbTaTam
9KCITePTHU3bI JIEKAPCTBEHHBIX CPEACTB.
(uactb 3 B pen. DenepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

4. ['ocynapcTBeHHas perucrpanus JIEKapCTBEHHOT'O npernapara OCYIIIECTBJISIETCS
COOTBETCTBYIOIIMM YITOJTHOMOYEHHBIM (delepaJbHbIM OPraHOM MCITOJTHUTEIbHOM BJIACTM B CPOK, He
MPEBBIIIAIONINI CTa IIECTUAECATH pabouYMX ITHEN CO JHS NMPUHATUS 3adBIEHUS O TOCYIapCTBEHHON
perucTpanuy JIeKapCTBEHHOTO Tperapara [Jjsi MeOWIMHCKOrO TpUMEHeHus, M B CpOK, He
MPEBBIIIAIOIINI CTa BOCbMM pabouyMxX [OHE CO MAHS TIPUHSTMS 3asdBJIEHMST O TOCYAapCTBEHHO
perucTpainuu JIeKapcTBEHHOrO TIperapara [Jjisi BeTepUMHApHOTO IMpuMeHeHMs. B yKazaHHbBIM CPOK
BKJTIOUAeTCsl BpeMsi, HeOOXOIMMOe IS [IOBTOPHOT'O ITPOBeIeHMs SKCIIEPTHU3bI JIEKAPCTBEHHOTO CPeICTBa
B COOTBETCTBMM CO cTaTheit 25 Hacrosiiero ®epepasbHoro 3akoHa. CpoK TrocymapCTBEHHOI
perucTpanuy JIeKapCTBEHHOTO IIperapara MCUYMC/ISIETCS CO [OHS TIPUHSITUS COOTBETCTBYIOIIMM
YIOJITHOMOYEHHbIM (efiepaIbHbIM OPraHOM MCIIOJHUTETBbHOM BJIACTUM COOTBETCTBYIOILIETO 3asBIEHUS O
rOCyIapCTBEHHOJ pEeruMcTpanyuy JIeKapCTBEHHOTO Iperapata ¢ MPWIOKEHMEM HeOOXOOMMBbIX
JIOKYMEHTOB T10 JieHb BbIJAuM PErMCTPalMOHHOTO YAOCTOBEpEeHMs JIeKapCTBEHHOTO Iperapara. Bpewms,
HeOoOXOIMMOe [IJIsI HalpaBJieHMs YIIOJHOMOYEHHbIM (elepasibHbIM OPraHOM MCIIOJHUTEIbHOM BJIACTU
3arpoca o MpeCcTaBIeHNM HeOOXOIMMbIX MaTePUaIOB U MPeCTaBJIeHNs 3asBUTE/IeM OTBETA Ha TAaHHBIN
3aIIpoC B COOTBETCTBUM CO cTaTbsMu 16, 19 u 23 Hacrosiiiero @emepasbHOTO 3aKOHA, HE YUNTHIBAETCS
IIPY VICYMCJIEHMM CPOKA TOCYAAPCTBEHHOV PETMCTpaLMM JIEKapCTBEHHOT'O Mpernapara.

(B pen. ®enmepanbubix 3ak0HOB OT 30.01.2024 N 1-®3, or 31.07.2025 N 304-D3)

5. FOCY,JIapCTBeHHOI‘/JI peructpaumm He ImojJjiexKar.:

1) nmekapcTBeHHbBIE Iperaparbl, M3rOTOBJIEHHbIE AalTEYHbIMM OPTraHU3AIMSIMM, BeTepPUHAPHBIMU
arTeuYHbIMM OPTAHMU3AIVSIMY, UHANBUIYAIbHBIMU MTPEAIIPUHUMATEISIMI, KOTOPbIE UMEIOT JIMLIEH3UIO Ha
(dapmaneBTMUECKYIO AesiTebHOCTh, TI0 pelLleNTaM Ha JIeKapCTBEHHbIE IpenapaTtbl U TpPeOOBaHUSIM
MEOUIMHCKUX OpraHu3aliuif, BETEePMHAPHBbIX OpraHuU3alMii WIM OpraHM3auuin (MHOVMBUIYATbHBIX
MpeanpyHMMaTesieN ), OCYIIECTBIISIONMX pa3BeAeHNe, BbIpAIlMBaHME U COlepsKaHMe KUBOTHBIX;

(B pen. ®enepasnbHoro 3akoHa ot 30.12.2021 N 463-D3)

2) JleKapCTBEHHbIE TTpernapaThl, MproodpeTeHHbIe (GU3NIECKUMMY JIUIlaMu 3a Tipenenamu Poccuiickoinn
®depnepatyn 1 MpeIHa3HAYEHHbBIE [IJIST IMYHOT'O UCIIOJIb30BAHMS;
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3) JeKapCTBEeHHble Tpemaparbl, BBO3uMMble B Poccmiickyio @epepaumio mjisi  OKa3aHUS
MEIMIIMHCKOM TIOMOIIM TIO JXM3HEHHbIM TIOKa3aHMSIM KOHKPETHOro IallMeHTa Ha OCHOBaHUU
paspelleHnsi, BbIIAHHOTO YITOJTHOMOYEHHBIM (helepalbHbIM OPraHOM MCITOJTHUTENIbHOM BJIACTH;

4) nexapCcTBeHHbIE€ CpefCTBa, BBO3uMble B Poccuiickyio Demepannio Ha OCHOBAHMM BBIIAHHOTO
YIIOJTHOMOYEHHBIM (hefiepa/ibHbIM OPraHOM MCITIOJTHUTEIbHOM BJIACTY paspelleHus] U MpeqHasHaueHHbIe
IJIT TIPOBENEHMS] KIMHUYECKUX MCCAeNOBaHMII JIeKapCTBEHHBIX IIpernapatoB M (WiM) IpPOBeIeHMs
9KCIIEPTU3bl  JIEKAPCTBEHHBbIX CPENCTB [JI1  OCYIIECTBJIEHMSI TOCYIHApCTBEHHOM perucTpauum
JIEKapCTBEHHBIX ITpeIapaToB;

5) apmarieBTIMUECKIME CYOCTAHIINIA;

6) pagmodapMaleBTUUECKMEe JIEKAPCTBEHHbIE Ipernaparbl, U3rOTOBJEHHbIE HEMOCPEICTBEHHO B
MEIUIIMHCKUX OPraHM3alysIX B MOPSIKEe, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (eepaJbHbIM OpraHOM
VICIIOJTHUTEJIbHOM BJIACTH;

7) JIEKapCTBEHHbIE IIperiapaThbl, IIPOU3BOAVMbIE OJIs1 SKCIIOPTAa,

8) 6uoTexHoMIOrMYECKME JIeKAapCTBEHHbIE IIperaparhbl, IMpeJHa3HAueHHble JIs1 MPUMEHEHUS B
COOTBETCTBUM C VHOVBUAYAJIbHBIM MEOVIIMHCKMM Ha3HAUYEHMEM M CITeNMaJbHO M3TrOTOBJIEHHbIE JISI
KOHKPETHOT'O TallieHTa HEeNOCPEeICTBEHHO B MEAMIIMHCKOM OpraHmsalu, B KOTOPOM MPUMEHSEeTCS
TaKoV OMOTEXHOJOTMYECKMI JIEKapCTBEHHBIN IIpernapar, MMeIoIlye B CBOEM COCTaBe COeIVHeHMS,
CUHTE3VPOBAaHHbIE II0 pe3yjbTaTaM TeHEeTMYECKMX WCCAeAOBaHUI Marepuasna, IOJy4eHHOrO OT
MaIMeHTa, AJiT KOTOPOrO M3rOTOBJIEH TAKOM OMOTEXHOJIOIMYECKII JIeKapCTBEHHBIN Tpernapar. [lepeueHb
MEOMIIMHCKUX  OpraHu3alui, MMEWIMX  IpaBO  M3rOTaBAMBAThL UM  TNPUMEHSITb  Takue
6MOTEXHOJIOTMYECKE JIEKapCTBEHHbIE TIpemapaThbl, yTBepykaaeTrcss IIpaBuresnbctBoM Poccuiickoin
®epnepanyn. PaspeliieHne Ha TNpUMMeHeEHME TaKMX OMOTEXHOJOTMYECKMX JIEKAPCTBEHHBIX IPernapaToB
BbIIAETCSI  YIIOJTHOMOYEHHBIM  (efepayibHbIM OPraHOM MCIOJHUTENbHOM BJIACTM B MODSIKeE,
ycraHaBiauBaemoM [IpaButenbctBom  Poccmiickoit  @epeparn. [lopsanok — obpaileHusi  TaKuUX
6MOTEXHOJIOTMYECKMX JIEKAPCTBEHHBIX IPerapaToB, BKIOUAs MOPSIOK MX M3TOTOBJIEHMS, TTPOBEIEHNS
9KCIEePTU3bl, OCYIIECTBIEHMSI KOHTPOJSI KayecTBa TaKUX OMOTEXHOJOTUUECKUX JIeKAapPCTBEHHbBIX
MpernaparoB, IMPUMEHEeHMsI, XpaHeHWsI, TPAHCIIOPTUPOBKM U YTWIM3AUMUM TaKUX OMOTEXHOJIOTUUECKUX
JIEKapCTBEHHBIX IIPErnapaToB, a Takke TPeOOBaHMS K TaKUM OMOTEXHOJOTMYECKMM JIeKapCTBEHHBIM
mpernapataM M MEOMIIMHCKMM  OpraHmM3aiusM, MX M3TOTaBJIMBAIOIIMM ¥ IPUMEHSIOIINM,
ycraHaBiauBatoTcs [1paBurtenbcTBoM Poccuiickon @epepanimn.

(1. 8 BBemen @epepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.1. 3agBneHue O perucTpaiuy BOCIPOM3BEIEHHOIO JIeKapCTBEHHOrO Iperapara Ijis
MEIMIIMHCKOTO TMpPUMEHEHMS] MOXKeT ObITb II0JJaHO B YIIOJITHOMOYEHHbI GdelepaabHblii OpraH
VICTIOJTHATEJIbHOM  BJIACTYM, OCYIIECTBJISIIOIIMI TOCYIapCTBEHHYIO PErMCTpalyio  JIeKapCTBEHHbBIX
MpernaparoB, MO MCTEUYEHUM YeThbIpeX JIeT C JaThl TOCYAAapPCTBEHHON PErucTpaluy MM pPerucTpanyumn
pedepeHTHOro JIeKapCTBEHHOTO Mpernapara AJis MeJULIMHCKOro npuMeHeHust B Poccuiickoir Degeparym.
(uactb 5.1 BBemena ®enmepasibHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asBneHue O peructpanuy 6GMOAHAIOrOBOTO (6MOMOJOGHOrO) JIEKAPCTBEHHOTO Mpernapara
(6noanasiora) A1 MEAUIIMHCKOTO IMPUMEHEHMSI MOKET ObITh IMOJIaHO B YIIOJTHOMOYEHHbIN (heepabHbIii
OpraH MCIIOJHUTEIbHOM BJIACTU, OCYILECTBJISIOIIMI TOCYAAPCTBEHHYIO PErMcTpaiyio JieKapCTBEeHHBIX
MpernaparoB IjIs1 MEOUIIMHCKOTO TPUMEHEHMs, M0 MCTeYeHUM TpexX JIeT C HaThbl TOCYyIapCTBEHHON
perucTpanmm Ui peructpanyy pedepeHTHOro JeKapCcTBeHHOro npemnapara B Poccuiickon @enepanmn.
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(uacTb 5.2 BBemena ®emepasibHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.3. He pomyckaeTcsi MCIOJb30BaHME B KOMMEPUECKMX IeJIX MHGOpMAIMM O pesysbTaTax
JOKJIMHUYECKUX  MCCIeNOBAaHUM  JIEKAPCTBEHHBIX CPEACTB UM  KIMHUYECKUX  MCCJIeIOBAHUN
JIEKapCTBEHHBbIX TPEernapaToB i1 MeOUIMHCKOrO TpPUMEHeHMs], TMpPeNCTaBAeHHON 3asBUTENIeM IJIst
rOCYIAapCTBEHHOM PErucTpalyy MM DPEerMcTpanuyu JieKapCTBEHHOrO Iperiaparta, 6e3 ero coryiacusi B
TeyeHyue IIeCTM JIeT C J[AaThl TOCYAApCTBEHHOV pPEerucTpaluy WIM perucTpauumu pedhepeHTHOro
JIeKapCTBeHHOro npermnapara B Poccuiickont @epepanyn.

(uacTh 5.3 BBemena ®emepasnbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He momyckaeTtcst rocynapCTBeHHas permcTpanys:

1) JslekapCTBeHHBIX IIperapaToB, OTJIMYAIOIIMXCS OPYTr OT Jpyra KayeCTBEHHBIM COCTaBOM
JIeMCTBYIOIIMX BEIeCTB, MO/ OAVMHAKOBBIM TOPTOBBIM HaVIMEHOBAHMEM;

2) OIHOTO JIEKapCTBEHHOI'O Iperiapara, MpeaCTaBJIeHHOr0 Ha TOCYIHapCTBEHHYIO PErucTpaiyio B
OTHOIIIEHMM OJHOrO M TOrO >Ke [epskarejis WIM BJlafesblia PerucTPalOHHOIO YIOCTOBEPEeHMSs
JIEKapCTBEHHOI'O Iperapara B BUAE OBYX M 0OoJiee JIEKapCTBEHHBIX IIperapaToB IIOJ PasIMYHbIMU
TOProBbIMM HAMMEHOBaAHMSIMU.

(1. 2 B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B 3JIEKTPOHHOM ¢opMe cyObeKTa oOpallleHus] JIeKapCTBEHHBIX CPeCTB
COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHbIM  (pelepa/ibHbIM  OpraHOM  MCIIOJIHUTEJIbHOV  BJIACTH,
OCYIIECTBJISIONIMM I'OCYIapCTBEHHYIO PErMCTPalIO JIEKapCTBEHHBIX MTPernapaToB, B yCTAHOBAEHHOM UM
HOPSJIKE OCYIIIECTBI/ISIETCSI HayYyHOe KOHCY/IbTMPOBaHME IO BOMPOCaM, CBSI3aHHBIM C ITPOBEEHMEM
JOKJIMHUYECKUX MCCAEIOBaHNN, KIMHUYECKNX MCCAeIOBaHNI JIeKapCTBEHHBIX MPENnapaToB, SKCIIEPTU3bI
KauecTBa JIEKAPCTBEHHBIX CpenacTB, 3G@deKTMBHOCTM U  6e30MacHOCTM, C  OCYIIEeCTBJIEHNEM
rOCYIAapCTBEHHOM PerucTpaiui JIieKapCTBEeHHbIX IMpernapaToB. KOHCYIbTHMPOBaHME OCYIIECTBIISETCS C
npuBiiedeHreM (defepaabHbIX T'OCYAAPCTBEHHBIX OIOMKETHBIX YUPEXKIEHUN, IOABEIOMCTBEHHBIX
IaHHOMYy (efepaJbHOMY OpraHy MCIIOJIHUTEIbHOM BJIACTM M HE YYaCTBYIOIIMX B OpraHM3aluu
MPOBEIeHMsS] IKCIIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPENCTB B  IEISIX  OCYIIECTBJIEHUS WX
rOCyIapCTBEHHOM PETrMCTpaluy B COOTBETCTBMM CO CTaTbell 16 Hacrosiuero demepasbHOr0O 3aKOHA, B
BlJIe OTBETa B MMCbMEHHOV (OpMe YIIOJIHOMOUYEHHOro (hemepasbHOrO OpraHa MCIIOJHUTEIbHONM BIaCTH
Ha 3ampoc. Pa3mep B3uMaeMoli C 3asIBUTEJIS IIJIAThl OIPeesiieTCsl B COOTBETCTBUM C 3aKOHOIATETbCTBOM
Poccuiickoit @epepaiuy 06 opraHmsalyuy TMPeAOCTaBIeHMs TOCYNAPCTBEHHBIX M MYHMUIMITAIbHBIX
yoiyr. Mudopmatinst 06 OCyIecTBIeHNM HAyYHOTO KOHCY/IbTUPOBAHMSI, B TOM YMCJIE CTaTbi, 0630PbI,
CIIpaBOYHbIE Marepuaabl M MHasg MHGoOpMaIys 06 OCYIIeCTBJIEHUM HAyYHOTO KOHCYJIbTMPOBaHMS,
pasMeIriaeTcss Ha O(UIMAIbHOM cauTe YIOJHOMOUYEHHOro GelepaJbHOrO OpraHa MCIOJHUTETbHOMN
BJACTM B ceTu ' VIHTepHeT' ¢ COOJIIOJEHNMEM OrpaHMYEHNI, YCTAaHOBJIEHHBIX 3aKOHOLATEJIbCTBOM O
MePCOHAJIbHBIX JJaHHbIX, KOMMepUEeCKOoi 1 (M) TOCYAapCTBEHHOI TaliHe.

(8 pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

8. TocymapcTBeHHas peruMcTpaiusi JeKapCTBEHHbIX IpernapaToB, KOTOpbIe MpegHa3HAueHbl [JIs
MpUMEHeHUsT B YCJIOBMUSIX BOEHHBIX [JEMCTBUIA, UpPe3BbIUAMHBIX CUTYaLUH, TIPemyIpesKaeHns
Ype3BbIUANHBIX CUTYyaIMiA, MPOPWIAKTUKM U JedeHusT 3a00eBaHn, MPeCTaBIISIIOIIMX OMACHOCTD IJIsT
OKPY>KAIOIIMX, 3a60/IeBaHMI1 U MTOPasKeHNI, TIOJTyYeHHbBIX B Pe3yJIbTaTe BO3[EeNCTBUS HeOIaronpusITHbIX
XUMMWYECKUX, OMOJIOTMYECKUX, PaaMalMOHHBIX (haKTOPOB, M KOTOpble pa3paboTaHbl B TOM 4UMCJIE IO
3aJaHnio (egepasibHbIX OPraHOB MCIIOJHUTEIBHOM BJIACTY, YIOJTHOMOUYEHHBIX B 06JIaCTM OOGOPOHBI
CTpaHbl ¥ 6GE30MaCHOCTY TOCYAAPCTBa, a TAKKe JIEKAPCTBEHHBIX CPEACTB B CJiydyae uX AedeKTypbl Win
pUCKa BO3HMKHOBeHUSI HedeKTypbl B CBSI3M C BBeleHMeM B oOTHomieHun Poccuiickonn Demepanyu
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

OTPaHMUYUTETbHBIX Mep 3KOHOMMUYECKOTO XapaKTepa OCYIIECTB/ISIETCS B TIOPSIAKE, YCTAaHOBJIEHHOM
[TpaBuTenbctBoM Poccuiickoin @epeparin.
(B pen. ®enepanbabix 3ak0HOB OT 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpuHUUNbI 3KCNepTU3bl JIeKApCTBEHHbIX CPeACTB
(B pen. @enepasnbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. OKkcmepTH3a JeKapCTBEHHBIX CPENCTB OCHOBBIBAETCS Ha IPUHIMIIAX 3aKOHHOCTH, COOJIIONEHUS
mpaB ¥ CBOOOJ ueyloBeKa M TPaKIaHMHA, IMPaB IOPUAMYECKOrO JIMIA, HEe3aBUCMMOCTM SKCIEpTa,
OOBEKTUBHOCTM, BCECTOPOHHOCTM ¥ TIOJHOTBI MCCAEAOBAaHMI, IPOBOAUMBIX C MCIOJIb30BAaHUEM
COBpPEMEHHbBIX JOCTVDKEHMIA HAyKM M TEeXHUKM, OTBETCTBEHHOCTM (DelepailbHOrO TroCymapCTBEHHOrO
GIOMKETHOrO YUPEKAEHMSI IO IIPOBEIEHMIO SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB M JKCIIEPTOB 3a
MpOBeAEeHNE U KaUeCTBO SKCIIEPTU3bI.

2. BKcnepTusa JIEKAapCTBEHHLIX ITperiapaToB OJId MEAULIMHCKOTI'O IIpMMEHEHNM BKIIIOUYaeT B cebs:

1) skcmepTM3y HOKYMEHTOB, MpPe[CTaBJE€HHbIX [Ji ONpefeseHus] BO3MOXKHOCTM pPacCMaTpPUBATh
JIEKapCTBEHHBIN TpernapaT AJjis MeAUIMHCKOTO TpUMeHeHUs B KauecTBe Op(haHHOTO JIeKapCTBEHHOTO
npernapara;

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-®3)

2) 3KCIepTU3y MpeJoKeHHbIX METOIOB KOHTPOJII KayecTBa JIEKapCTBEHHOTO CpeacTBa U (MJIn)
KayecTBa IpeACTaBJIEHHbIX OOpa3IlOB JIEKAPCTBEHHOTO CPENCTBA C MCIIOJb30BAaHMEM 3TUX METOAOB
(masnee - sKCIlepTH3a KaueCTBa JIEKapCTBEHHOI'O CPeJICTBA);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

3) O9KCIepTU3y OTHOIIEHUS OKMAAEMOM TIOJb3bl K BO3MOXKHOMY DPUCKY TMpPUMEHEHMS
JIEKApCTBEHHOTO Mperapara;

4) 3KCMepTusy pPerucTpaiyoHHOTO JOChe Ha JIeKapCTBEHHbIN TMperapaT B IeJsIX OIpeneseHus
B3aMMMO3aMeHSIEMOCTU JIEKapCTBEHHbIX IIPpEIapaToB AJIsI MEOAULIMHCKOI'O ITPpMMEHEHMSI.
(1. 4 BBemeH PemepanbHbiM 3akoHOM OT 27.12.2019 N 475-D3)

3. 9KC1’IepTI/I38 JIEKapCTBEHHBIX IIperapaToB OJid BETEPMHAPHOI'O IIpMMEHEHMS BKJ/IIOUYAeT B cebs
IKCIIEPTM3Y KadeCTBa JIEKAPDCTBEHHOI'O CpeacCTBa M 3KCIIEPTU3Y OTHOIIEHMS O)KMH&EMOﬁ IIOJIb3bI K
BO3MO>XHOMY PUCKY IIpMMEHEHMS JIEKapCTBEHHOI'O IIperiapaTa.

Cratba 15. ®depgepasibHOe rocyaapcTBeHHOe OKOMKETHOe YyupexaeHue no
npoBeAEeHUIO IKCNEePTU3bl JIeKAPpCTBEHHbIX CPeACTB

OKcrepTM3a JIeKapCTBEHHBIX CPEICTB MPOBOAUTCS (heepasibHbIM ITOCYAAPCTBEHHBIM OIO/I3KETHBIM
YUpEKAEHNEM COOTBETCTBYIOIIErO YIIOJITHOMOYEHHOTO (pefiepaIbHOTrO OpraHa MCIIOJTHUTEIbHOM BJIACTH,
CO3IAHHBIM JJIs1 ObecrieueHMs] MCIIOTHEHUS] TOJHOMOUMIA 3TOro (elrepasbHOrO OpraHa IO Bbifaue
paspellleHnii Ha IpPOBeJeHMe KIMHUUYECKMX MCCIeNOBAaHUN JIEKapCTBEHHBbIX IpernapaToB U (MaM) IO
rOCyIapCTBEHHOM perucTpanyum (perMcrpanyuy) JeKapCTBEHHBIX IIpenapaToB (Hajiee - 3KCIIepTHOe
yupexaeHue).

(8 pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

Cratbsa 16. OpraHusayus NpoBeeHUs IKCNEepPTU3bl JIEKAPCTBEHHbIX CPEeACTB
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. @enmepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DxkcmepTtusa JieKapCTBEHHBIX CPEACTB IPOBOIUTCS KOMMCCHEN SKCIIEPTOB 3SKCIEPTHOTO
yupeskIeHusl, Ha3HaUeHHOM ero PyKOBOAMTEeJIeM, Ha OCHOBaHMM 3a[laHMsI Ha IPOBeJleHMe DKCIIEePTU3bI
JIEKapCTBEHHOTO CPEJICTBA, BBIJAHHOTO YIIOJHOMOYEHHbIM (efepasibHbIM OPraHOM VCIOJHUTETbHOMN
BJacTU. PyKOBOOMTEb SKCIIEPTHOTO YUPEKAEHMST 00ecreunBaeT HajIexalllee MpoBeJeHne 3KCIIePTU3bI
JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBMM C 3aJaHMEM, BbIIAHHBIM YIIOJIHOMOYEHHBIM (benepabHbIM
OpraHoM MCITOJTHUTEIbHOM BJIACTU, M OPraHMU3yeT MOATOTOBKY CBOAHOTO 3aK/II0UeHMs 3TOM Komuccun. B
COCTaB 3TOM KOMMCCUY TIO PELIEHUI0 PYKOBOIUTEJIS SKCIEPTHOTO YUPEKIEHNUSI MOTYT OBbITh BKIFOUEHBI
B KayecTBe OSKCIEPTOB JiMIlA, He paboTalpliye B [TaHHOM 3JKCIEPTHOM YUpEXIEeHUM, eCIn WX
crienMasabHble 3HAHMS HEeOOXOHVMBI [JIT MPOBENEHMS] KCIIEPTU3bl U TaKue 3KCIEPThl OTCYTCTBYIOT B
JAHHOM 3KCIIEPTHOM YUPEXKIEHUN.

2. DKCIIepTOM II0 MPOBEAEHMIO SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB SIBJISIETCS aTTeCTOBAHHBIN
PabOTHMK 3SKCIIEPTHOI'O YUYPEXKOEHMS, KOTOPbII MMEET BBbICIIEe MEIMIIMHCKOEe, (apMalleBTUUECKOE,
61oiornueckoe, BeTepMHAPHOE WM XMMMUUEeCKoe 06pa3oBaHMe U MPOBOIUT SKCIIEPTU3Y JIEKAPCTBEHHbBIX
CPeCTB B MOPSIIKE MCIIOJHEHNSI CBOMX AOJIKHOCTHBIX 0OSI3aHHOCTEN (JIasiee - SKCIepT).

3. HpI/I IpoBedeHNN 3SKCIIEPTU3bl JIEKAPCTBEHHBLIX CpedCTB 3SKCIIEPT He MOXXeT HaXOAUTLCSI B
KaKoM-JIMbO 3aBUCUMOCTH OT Jinlia, Ha3HaUMBHIErO 3Ty 3SKCIIEPTHU3Y, pa3pa60TqMKa JIEKapCTBEHHOI'O
cpeacCTBa WIN OPYIMX 3aMHTE€PEeCOBAHHbBIX B pe3yJ/ibTaTaX SKCII€PTU3bI JIUII.

4. Tlpn mnpoBemeHMM BSKCIEPTU3bI JIEKAPCTBEHHBIX CPENCTB He OOMycKaeTcs UCTpebOBaHMe
9KCIEPTOM Y 3asIBUTEJISI JIMOO MHBIX JIAI MaTepuaioB, HEOOXOAVMBIX JJISI TIPOBEEHMS] SKCIepPTU3bl. B
Cyyae HeIOCTaTOYHOCTM TMPeICTABJIEHHBIX KCIEPTYy MaTepuasoB B JIMUHBIM KaOMHET 3asBUTENS B
eIVHOM TOCYyIapCTBEHHOM MHMOPMAIMOHHON cucTeme B cdepe 3npaBoOXpaHeHMs (manee - eauHas
CUCTEMA) OKCIIEPTHBIM YYPEKAEHMEM HAIpaBJISIeTCS 3alpoc O TIPECTaBJIE€HMM HEOOXOOMMBbIX
MaTrepuasioB, MOAIMCAHHBIN PYKOBOAUTENIEM (YIOJHOMOYEHHBIM JIMIIOM) SKCIIEPTHOTO YUPEKAEHUS C
MCITOJIb30BaHMEM YCWIEHHON KBaMMUIIMPOBAHHOM 3/IEKTPOHHOM TTOAIACH.

(dactb 4 B pen. @enmepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

4.1. 3agBuTenb 00s13aH HANPABUTh B JIMYHBIA KaOMHET SKCIEPTHOTO YYPEKIEHUS B €OVHOMN
cucTeMe TIOAMMCAHHBIN YCUIEHHON KBaIMGUIMPOBAHHON 3JIEKTPOHHON MOMMMCHIO OTBET Ha 3aIpoc
9KCIIEPTHOTO YYPEXKAEHUSI B CPOK, HE IMPEBBINIAIONIMI AEBSHOCTA pabounx OHEN CO THS TOJTyYeHMUs
9KCIIEPTHBIM YUPEKIEHMEM 3JIEKTPOHHOTO YBEAOMJIEHMS O MOJYyYEHUM 3asiBUTEIEM 3ampoca. Bpems co
ITHSI HaTlpaBJIEHUSI SKCIIEPTHBIM YUpesKIeHMEeM B JIMUHbIM KaOMHET 3asiBUTEJISI B €IMHOM CUCTEMe 3arpoca
O TIpeICTaBJIEHNM TOTMOJHUTE/IbHBIX MaTepUaioB IO AHS HAIpaBJIeHMs 3asBUTEJIEM B JIMUHbBINA KaOWHET
9KCIEPTHOTO YUYPEKIEHMS] B €IMHOM CHCTEME OTBeTa Ha 3alpoC He YUYUTHIBAETCS IMPU MCUMUCIIEHUU
CpOKa TPOBeJIeHNsT SKCIIePTU3bI JIEKAPCTBEHHOT'O CPECTBA.

(gactb 4.1 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. Eciu 3asgButesieM B COOTBeTCcTBUMM C uyacTbio 1.1 crarbum 30 mam dacteio 2 cratby 34
HacTosulero MemepaJbHOIO 3aKOHA MPEACTABJEHa KOIMS PeIleHMs] YIIOJTHOMOUYEHHOIO (enepaibHOIo
OpraHa MCIOJIHUTE/IbHOM BJAaCTM O TMpoBedeHuu ¢apMaleBTUUECKO MHCIEKIUY IPOU3BOICTBA
JIEKAPCTBEHHBIX CPEACTB [JIS MEIMIMHCKOIO IIpMMEHEeHMs Ha COOTBETCTBME TpPeOOBaHMSIM MIPABUJ
HaJIJIeskallleil MPOM3BOACTBEHHON TMPAaKTUKY EBpasuiickoro 5KOHOMMYECKOTO COI03a, 3KCIIEepPTY [0
odopMyIeHMsI Pe3yIbTAaTOB SKCIIEPTU3bI JIEKAPCTBEHHOTO CPeICTBa IPeACTaBJISIeTCSl KOMMUS 3aK/IIOUEeHNS
O COOTBETCTBMM TIPOMU3BOOMUTEJISI JIEKAPCTBEHHBIX CPENCTB TpeOOBaHMSIM IpaBUJ HaJjeKallein
MPOU3BOJICTBEHHONM MPAKTUKY, BbIJAHHOI'O VIIOJTHOMOYEHHBIM (heflepaibHbIM OPraHOM MUCITOJTHUTEIbHOM
BJIACTU, WM KOmus cepTuduKaTa COOTBETCTBUS IIPOM3BOIOUTENS JIEKAPCTBEHHBIX CPEACTB IS
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MEeIUIMHCKOTO TpUMeHeHMss TpeGOBaHMSAM TpaBUI HaJJjIesKalleil IMPOMU3BOACTBEHHON IMPaKTUKU
EBpasuiickoro 3KOHOMMYECKOTO CO03a.
(dactb 4.2 B pen. PenepanpHoro 3akona ot 30.01.2024 N 1-D3)

4.3. 3aaBuTenb O00S13aH HANPABUTh B JIMYHBIA KaOMHET SKCIEPTHOTO YYPEKIEHMUS B €OVHOMN
CUCTeMe KOIMIO 3aKIIUEHNUS WIM KOMUIO cepTuduKaTa, yKazaHHbIX B YacTy 4.2 HACTOSILEN CTaTbi, B
CPOK, He TIPEBBIMIAOIIMI CTa BOCBMUIECATM paboumx JHEM CO JHS TOJyYeHUSI IKCIIEePTHBIM
YUpEKAEHNEM 3JIEKTPOHHOTO YBEIOMJIEHMSI O TOJIYYEHUM 3asiBUTEJIEM TOJIMCAHHOTO PYKOBOIUTEIEM
(YTIOTHOMOYEHHbIM ~ JIMIIOM)  9KCIIEPTHOTO  YUPEKOEeHMS] C  UCIOJIb30BaHMEM  YCUJIEHHOM
KBaIM(DUIIMPOBAHHON 3JIEKTPOHHOM TMOAMMCHM 3aIpoca O MpemoCTaBlIeHMM MOKyMeHTa. Bpemst co mus
HaIpaBJIeHNs SKCIEPTHBIM YUPEKAEHMEM 3aIIpOCa B JIMUHBIN KaOVMHET 3asIBUTESI B €IMHON CUCTEME IO
ITHSI HAaTIpaBJIEHMs 3asIBUTEJIEM B JIMUHBIN KaOMHET SKCIIEPTHOTO YUPEXKIEHUS B €OUHOM CUCTEME KO
3aKJTFOYEHMST MJIY KOTIMY CepTUdMKATa, YKa3aHHbIX B 4acTy 4.2 HACTOSILEN CTaTbM, HE YYUTHIBAETCS TIPU
VICYMCIIEHUM CPOKA MTPOBEIEHMS IKCITEPTHU3bI JIEKAPCTBEHHOTO CPEICTBA.

(uactb 4.3 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. Okcmepr mpu MpoBeaeHMM IOPYYEHHOM €My pPYKOBOIMUTEJIEM SKCIIEPTHOIO YUPEKIEeHMs
9KCIIePTHU3bI JIEKAPCTBEHHOTO CPeNICTBa OOsI3aH:

1) mpoBecTu TmOMHOE WCC/IeOBaHME TIPECTAaBJIEHHbIX €My OOBEeKTOB, MaTepuayioB, [aTb
0060CHOBaHHOE ¥ OOBEKTMBHOE 3aK/IOUeHMe 110 TIOCTAaBJIEHHbBIM TIepel, HMM BOIIpOCAM WU
MOTMBMPOBAHHOE 3aKJIIOUEHMe O HEBO3MOKHOCTY IIPOBEAEHUSI MM SKCIIEPTM3bl JIEKAPCTBEHHOTO
CpefCTBa, ecJiM MOCTaBJIEHHbIE BOITPOCHI BBIXOAT 3a Mpeesibl CIelMaabHbIX 3HAHUM 3KCIIepTa, 0ObeKThbI
MCCJIeOBAaHUI Y MaTepyasibl HEIIPUTOOHbI MM HEJOCTAaTOYHBI JJISI TTPOBEAeHMs UCCAeAOBAaHMUI U Aa4Un
3aKJTFOYeHMST MO0 COBPEMEHHbIM YPOBEHb PAa3BUTMSI HAYKM He TO3BOJIIET OTBETUTh HA MOCTAaBJIE€HHbBIE
BOITPOCHI;

2) He pasIJialllaTb CBeJeHMsI, KOTOPbIE€ CTa €My M3BECTHBI B CBSI3U C IMPOBEIEHNEM 3KCIIEPTU3bI
JIEKAPCTBEHHOT'O CPEACTBA, a TaKKe CBEAEHMS, COCTABJISIONIE TOCYIapCTBEHHYIO, KOMMEPUECKYIO WU
MHYIO OXpaHseMYI0 3aKOHOM TalHY;

3) 06ecreunTbh COXPAaHHOCTD MPEeICTaBIEHHbIX OObEKTOB MCCJIEJOBAHNI U MaTepUaIOB.

6. DKCHepT He BIIpaBe:

1) mpoBoaNUTH 3KCITEpTMU3Y JIEKAPCTBEHHOTO CPENCTBA IO OOPAIEHUI0 HEMOCPEICTBEHHO K HEMY
opraHmsanyi Ui GUsNIeCcKux JInil;

2) CaMOCTOSTE/IbHO CO6I/IpaTb MaTtepmajibl OJIsI IIPpOBeOEeHMs SKCIIEPTU3bl JIEKAPCTBEHHOI'O
cpencTBa;

3) IPOBOJUTH HKCIIEPTU3Y JIEKAPCTBEHHOT'O CPe/ICTBA B KAUeCTBe HerocyJapCTBEHHOTO IKCIIepTa.

7. B cnyuyae HeOOXOAMMOCTM 3KCIepT BIIpaBe XOJaTaiiCTBOBATh Iepel, PYKOBOAMUTEIEM
9KCIIEPTHOTO YUPEXIEeHMS] O TPUBJIEUEHMM K TPOBEAEHUIO HSKCIEPTM3bl JIEKAPCTBEHHOTO CpPECTBa
IPYTUX 3KCIIEPTOB.

8. KaknpIit 3KCIepT, BXOISILIMIA B COCTaB KOMUCCUYU 3KCIIEPTOB, KOTOPOM MOPYYEHO MPOBEIEHE
9KCIEPTU3bl JIEKAPCTBEHHOTO CpeACTBa, HE3aBMCUMO U CaMOCTOSITEJIbHO IPOBOAMUT MCCAeNOBaHMS,
OIIEHMBAET Pe3yJbTaThl, MOJYUEHHbIE UMM JIMUYHO UM IPYTUMM SKCHepTamu, M (GOpMYJIMpPYeT BbIBOIbI
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

OTHOCHUTEJIbHO ITIOCTaBJIEHHbIX BOITPOCOB B IIpeaejiaX CBOUX CIIelMaJIbHbIX 3HaHMUIA.

0. Pe3yanaTb1 OKCIIEpPpTU3bl JIEKAPCTBEHHOI'O CpenacTBa O(l)OpMJISI}OTCSI 3aK/IlDYEeHeM KOMMUCCUU
SKCIIEPTOB. B 3akmoueHnn Kommccuum SKCIIEPTOB YKa3bIBAKOTCA II€PEUYCHDb I/ICCIIe,IlOBaHI/II‘/JI, o6beM
NNpoBedEeHHbIX Ka)XIbIM 3KCIIEPTOM I/ICCIIeJlOBaHI/II‘/JI, YCTAaHOBJIEHHbI€ Ka’XKIbIM W3 HUX CbaKTbI )41
CIeJIaHHble B pe3yJjibTaTe I/ICCJ'IE,ELOB&HI/IIZ BbIBO/IbI. SKCHepT, MHEHIEe KOTOpOro He COBIIagaeT C
peinieaneM KOMMCCUM 3KCIIePpTOB, BIIpAaB€ BbIPpA3MTb CBOE€ MHEHNME B MICbMEHHOM d)opMe, KOTOpoe
ano6maeTc51 K 3aK/IIOYEHUIO KOMMCCHUH SKCIIEPTOB.

10. OkcmepThbl, BXOIfIMe B COCTAaB KOMMUCCHUM, TNPEIYIPEKIAIOTCS 00 OTBETCTBEHHOCTU B
COOTBETCTBMM C 3aKOHOAATEIbCTBOM Poccmiickoit @epmepaiimy 3a Jauy 3aK/JIIOUEHMsI, COAEpsKalllero
HeOOOCHOBaHHbIE MM GaTbCUbUIMPOBAHHbIE BBIBOIbI, O YUeM OHM JAIOT MOIIIMCKY.

11. Onpenenenne ypoBHS MPodecCcHOHaTbHON MOATOTOBKM SKCIIEPTOB M aTTeCTallMsl UX Ha MPaBO
MIPOBEJIeHMsI HKCIIEPTU3bI JIEKAPCTBEHHBIX CPENCTB OCYIIECTBISIOTCS 3KCIIEPTHO-KBAIMMUKAIMOHHBIMM
KOMUCCUSIMM B TIOPSIAKE, YCTAaHOBJIEHHOM COOTBETCTBYIOIIMM YIIOJITHOMOYEHHbIM (emepasbHbIM
OpraHoM MCITOJTHUTEIbHOM BJIACTU. YPOBeHb IPOGeCCUOHAIbHON TMOATOTOBKY 3KCIIEPTOB IMOIJIEKUT
MepecMOTPy YKa3aHHbIMM KOMUCCHUSIMU He peske ueM OAVH pa3 B ISITh JIET.

12. TlpaBusia mpoBemeHMsT SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB M OCOOEHHOCTM 3SKCIIEPTU3bI
OTHEIbHbIX BUIOB JIEKAPCTBEHHBbIX TIpenapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX IIpenapaToB,
BOCIIPOM3BEJEHHbIX JIEKAPCTBEHHBIX IIperapaToB, OMOJIOTMUYECKUX JIEKAPCTBEHHBIX IIpernaparTos,
610aHAJIOTOBbIX  (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IMpenaparoB (61M0aHAJOroB), TOMEONATUYECKUX
JIEKapCTBEHHBIX IIPENapaToB, JIEKAPCTBEHHBIX PACTUTEIbHBIX IPENapaTOB, KOMOMHAIIMIA JIEKAPCTBEHHBIX
mpernaparoB), (OpMbI 3aKIIOUYEHUIN KOMMCCUM SKCIEPTOB YCTAHABJIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (DeiepaibHbIM OpraHOM MCIIOJTHUTEIbHOM BJIACTHU.

(gactb 12 B pen. @enepasibHoro 3akoHa ot 22.12.2014 N 429-D3)

KouncynbrantlIntoc: npumeuanune.

Ho 31.12.2027 pna npemapaToB, IIpoM3BeOeHHbIX B P® B 1emsIx MMIIOpTO3aMeIleHMusI,
YCTaHABIMBAETCS DPEXKMM YCKOPEHHOM TMpOLeAypbl TOCPErMCTpaluyM B  COOTBETCTBUM C
ocranosnennem Ilpasutenbcrea PO or 12.03.2022 N 353.

Cratbsa 17. Nopgaya u paccmoTpeHue 3asiB/ieHUs1 O roCyAapCTBEHHOW perncrpauuu
NeKapCcTBEHHOro npenapara AJi1 BeTepuHapHoro npumMeHeHus

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynpranrllntoc: mpumeuaHue.

[Tonoskenust ct. 17 (B pen. @3 ot 30.01.2024 N 1-D3), kacaroriyecs MpeaoCTaBiIeHms roc. yCJIyT pu
obOpalleHny JIeKapCTBEHHBIX CPENCTB JISI BETEPMHAPHOTO IPUMEHEHMS] TIOCPEICTBOM €OVHOTO
noprasia, opuMensoTes ¢ 01.01.2026.

1. Ins rocymapCTBEHHOV pPErucTpanyuy JIEKAapCTBEHHOrO IIperapara /sl BeTepuHapHOTO
MpUMMEHeHMsT Pa3pabOTYMK TaKOro JIEKAapCTBEHHOrO TMpernapaTa WM YIOJHOMOYEHHOE UM JIpyroe
IOpUAMYECKOe JIMIO (Jajiee B HACTOSIIEN CTaThbe - 3asBUTEIb) HAIpPaB/SIET IMOCPEICTBOM €IMHOTO
nopraja B YIIOJIHOMOYEHHbII (dedepasibHbli OpraH MCIOJHUTENbHOV BJACTU  3asiBJIEHME O
rOCyIapCTBEHHOJ pPeruMcTpanyuy JIeKapCTBEHHOIO IIperapara [Jjisi BEeTEePUHAPHOTO TMpUMeHeHMs,

www.consultant.ru CrpaHuua 37 u3 155

HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=538097&amp;date=29.07.2026&amp;dst=384&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=538097&amp;date=29.07.2026&amp;dst=384&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100140&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100140&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=539264&amp;date=29.07.2026&amp;dst=136&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=539264&amp;date=29.07.2026&amp;dst=136&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100142&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100142&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100107&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100107&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100472&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100472&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MOJIMCAHHOE YCWJIEHHOM KBaJMGUIMPOBAHHONM 3JIEKTPOHHOM TMOMMMCHIO, a TaKkKe JOKYMEHTBI, U3
KOTOPBIX (OPMUPYETCS perucTpalMoHHOe OChe Ha JIeKapCTBEHHbIM Ipernapar [Jis BeTepMHApHOTrO
npuMeHeHus. B ciryyae, ecsim OT MMeHM 3asiBUTEJIS JECTBYET ero IMpencraBuTesb (husmdyeckoe o),
YIIOJTHOMOYEHHBIN JIeMICTBOBAaTb OT MMEHM 3asiBUTEISI Ha OCHOBAaHMM [TOBEPEHHOCTM B 3JIEKTPOHHOM
dbopMe B MaIlIMHOUYMTAEMOM BUE, 3asiBJIEHME O TOCYIApPCTBEHHOM peruMcTpauuy JIeKapCTBEHHOTO
nperapara J1Jisi BETEpMHAPHOTO IIPUMEHEeHMSI MOKET ObITh MOJAMMCAHO YCUIEHHON KBaIM(PUIMPOBAHHOM
SJIEKTPOHHOM TIOAIIMCHIO JMOO YCWIEHHOM HEeKBAIMGUIMPOBAHHOM 3JIEKTPOHHOM IOIIMCHIO,
cepTuduKaT Ktoua MpOBEPKM KOTOPOM CO3[aH U UCIOJIb3YyeTCs B MHPPACTPYKTYpe, obecreunBaroniein
MH(POPMAIMOHHO-TEXHOJIOTMYECKOE B3aMMOJIEICTBIME MH(POPMAIMOHHBIX CUCTEM, VCIIOJIb3YEeMbIX MIJIsI
MPeAOCTaBIEHNS TOCYJaPCTBEHHBIX ¥ MYHUIIMIIATBHBIX YCIIYT B 3JIEKTPOHHOM (OopMe, B yCTAaHOBJIEHHOM
[TpaButenbctBoM Poccuiickonn ®emepaiium mopsnke M IMpU YCAOBMM OpraHM3allMy B3aMMOJIECTBUS
(bM3MYEeCKOro JmIia C TaKOM MHGPACTPYKTYPOI C IPUMEHEHEM MPOIIEAIINX B YCTAHOBJIEHHOM TOPSIIKE
MpOLIEYPY OLIEHKM COOTBETCTBMSI CPEACTB  3aluThl MHMOpManuu (majgee -  yCWJIEHHas
HeKBaIMPUIIMPOBAHHAS 3JIEKTPOHHAsI TIOJMNCD).

(B pen. ®enepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2. B 3agBieHnn o rocyJapCcTBEHHONM PerncTpalym JeKapCTBEHHOrO Mpernapara J1Jisi BeTepUMHAPHOTO
MIPMMEHEHMST YKa3bIBAIOTCS:

1) HaumeHOBaHMe ¥ aApec 3asBUTeNs, pa3pabOTuMKa ¥ IPOU3BOAUTESISI JIEKaPCTBEHHOTO
mpernapara il BeTepMHApHOrO TIpMMEHEeHMS M aJpec MeCcTa OCYIIeCTBJIEHUSI IIPOM3BOJCTBA
JIeKapCTBEHHOTO TIperapara [Jii BeTepUHApHOTO TMpuMeHeHMs] (B Caydyae HaJIMUMSI HECKOJIbKUX
Y4YaCTHMKOB IpOIlecca MPOMU3BOACTBA HEOOXOAMMO yKa3aTh KaskAOTO U3 HUX);

2) Ha¥MeHOBaHMe JIEKapCTBEHHOT'O Tperapara il BEeTepUHAPHOTO MpUMeHeHMs (MeKIyHapOgHOe
HelaTeHTOBAaHHOe, WJIM TPYIIIMPOBOYHOE, WJIM XMMIUYECKOEe 1 TOProBOe HaMEeHOBaHMS );

3) rnepeyeHb ,H,EI‘/JICTBYI-OH_H/IX M BCIIOMOraTe€J/IbHbIX BeEIEeCTB, BXOOAIIMX B COCTaB JIEKAPCTBEHHOI'O
Iperapara aJisd BETeEpMHAPHOI'O IIpMMEHEeHM, C YKa3aHMeM KOJIMUYeCTBa Ka’KA0Iro N3 HUX;

4) nexkapcTBeHHass (opma, OO3MPOBKA, CIIOCOObI BBENEHMS] U TPUMEHEHMS, CPOK TOTHOCTU
JIEKapCTBEHHOIO IpelapaTta A1 BeTepUMHAPHOI'O IPMMEHEHMSI;

5) dbapmakoTrepaneBTHUecKas rpyra,

6) HeOOXOAVMOCTD MPUMEHEHMS] YCKOPEHHOM IPOLeAypbl SKCIIEPTHU3bI JIEKAPCTBEHHBIX CPENICTB B
1IeJISIX TOCYJapCTBEHHOM PerucTpaiyy JeKapCTBEHHOro IIpernapara;

7) KO JOKYMEHTOB, IIOATBEPKAAIOIINX YIIATY FOCYﬂapCTBeHHOﬁ IMOLIJIMHBI:

a) 3a MpoBefileHNe IKCIepTU3bl KauecTBa JIEKApCTBEHHOTO CpelCTBA U HKCIEpPTU3bl OTHOIIEHUS
OXMIAEeMOJ TMOJIb3bI K BO3MOKHOMY PMCKY TIPUMMEHEHMS JIeKapCTBEHHOrO IIperaparta JJisi
BETEePUHAPHOTO MTPMMEHEHMS IIPU €ro TOCYIapCTBEHHON PErUCTPaIN;

6) 3a BbIIaUy PETUCTPAIMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO Tperapara;

8) Hammume coryiacus, MPeIyCMOTPEHHOrO 4YacThi0 7 HACTOAIIEN CTaThy, €M C MOMEHTa
perucrpauuu pedepeHTHOro JIeKapCTBEHHOrO IIperapara [jis BeTEePUMHAPHOrO IMPUMEHEHMs IPOIILIO
MeHee YeM IIIeCTb JIeT.

(B pen. ®enepanbroro 3akoHa ot 13.07.2015 N 241-03)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3. PerucrpauyoHHOe TOChe B IEISX SKCIEPTU3bl JIEKAPCTBEHHOTO IIperapara JJisi BeTepMHapHOTO
npuMeHeHMsT GopMupyeTcs U3 cieayommuX JOKYMEHTOB U CBeIeHUI:
(B pen. ®enepasnbHOro 3akoHa ot 27.12.2019 N 478-D3)

1) cBemeHust o maTe mpenoOCTaBIeHMSI M PErUCTPALMOHHOM HOMepe JIMIIEH3MM Ha MTPOU3BOJACTBO
JIEKapCTBEHHBIX CPEACTB, TPENOCTABJIEHHON MPOU3BOAUTENIO PErUCTPUPYEMOTO JIEKaPCTBEHHOTO
npernapara Ajisi BETEpMHAPHOTO MPUMEHEHMs, IJIsl POCCUNCKUX MTPOU3BOANUTEIEN;

(B pen. @enepanbHbIix 3aKOHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) cBefieHMs O AaTe MpPeAOCTaBIe€HMS] U PErMCTPalMOHHOM HOMepe JIMIIEH3UM Ha IMPOU3BOJCTBO
JIEKApCTBEHHBIX CPEACTB, IPEAOCTABIE€HHOV IMPOU3BOAUTENIO (dapMaleBTUUYEeCKOM CyOCTaHIINMA,
BXOZSIIEN B COCTaB PErMCTPUPYEMOrO JIEKAPCTBEHHOrO Iperapara JJisi BeTepMHApHOTO MPUMEHEHMS,
JIJISI POCCUIACKIX TIPOU3BOIUTEIEN;

(B pen. @enepanbHbix 3aKOHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2.1) KomMs AOKYMeHTa, BbIAAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOM3BOIUTENST [JIsI
KaKIOM TPOU3BOACTBEHHON IUIONIAAKM  PETUCTPUPYEMOTO JIeKapCTBEHHOro Iiperapara  Ajist
BETEePUHAPHOTO TPUMMEHEHMS ¥ TOATBEP’KAAIONIEr0 COOTBETCTBME IPOM3BOAUTENSI JIEKAPCTBEHHOTO
mperniapata TpeOGOBaHMSIM TPaBWI HaJJjeXXallleil TPOM3BOJACTBEHHON TPAaKTUKM, M €ero IepeBon Ha
PYCCKUI SI3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM TIOPSIAKE, a TaKsKe KOMMS 3aKJIIOUEHUS O COOTBETCTBUM
MIPOM3BOAMUTEJIS JIEKAPCTBEHHBIX CPEINCTB TPeOOBaHMSIM IMpaBMJI HaJJIeXXalllell ITPOM3BOICTBEHHOM
MPAKTMKY, BBbIJAHHOTO YIIOJHOMOUYEHHBbIM (elepaJbHbIM OpPraHOM MCIIOJHUTEIbHOV BJIACTU [AJIS
KKIO TPOU3BOACTBEHHON IUIONIAAKM  PETUCTPUPYEMOTO JIeKapCTBEHHOTO IIperapara  Jjis
BETEepPUHAPHOTO MPUMEHEHMs], JIMOO KOMMUS PelleHys O MPOBeAeHNM WHCIEKTUPOBAHMS TTPOU3BOIANTEIS
JIEKAPCTBEHHBIX CPENCTB, MPUHSITOTO YIIOJHOMOUYEHHBIM (emepasibHbIM OpPraHOM MCIIOJTHUTEIbHOM
BJIACTY JJI KAXKIOM MPOU3BOACTBEHHON IUIOIAAKM PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Tperapara JAjis
BETEePMHAPHOrO IpUMeHeHMsI. YKa3aHHbIe JOKYMEHTbI MMPEeACTAaB/ISIIOTCS B CIydyae, eCcay MPOU3BOACTBO
JIEKApCTBEHHOTI'O MpernapaTa OCyIIecTBsieTcs 3a npeaeiamu Poccuiickoi ®emeparyn;

(. 2.1 BBeneH PepnepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) Komus [OKYMEHTa, BBbIIAHHOTO YIIOJITHOMOYEHHbIM OpPraHOM CTpPaHbl TPOM3BOIUTEJIS
(dbapmalieBTIUeCKOIi cybcTaHIM " MOITBEP>KIAIOIIEro COOTBETCTBME TIPOM3BOAUTEIS
(dapmalieBTHUeCKOi CyOCTaHIMM, BXOOMIIEN B COCTaB PErMCTPMPYEMOrO JIEKapCTBEHHOrO IperapaTa
JIJIT BETePUHAPHOIO MpUMMeHeHMsI, TpeboBaHMsIM MIpaBu/I HaJIesKalleil MpoM3BOACTBEHHON ITPAKTUKU, U
€ro IepeBoj Ha PYCCKMIA SA3bIK, 3aBepeHHbIe B YCTAaHOBJIEHHOM IIOpSIKE, B CIyuyae, ec/ii IIPOU3BOICTBO
(apmaineBTHMUECKONM CYyOCTaHIIMM OCYIIECTBIIseTCs 3a mpeaenamyu Poccuiickoin Mepeparyu;

(1. 2.2 BBeneH @epepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

3) TIPOEKT HOPMAaTMBHOIO [OKYMEHTa Ha JIEKapCTBEHHbBI IIpernapar Ajisi BeTepUMHApPHOTO
MIPUMEHEHMST;

4) IOKYMEHT, COAepsKalluil CIeAyIONyl0 MHPOpMaluio O ¢dapMaleBTUYECKON CyOCTaHIMY WA
(dapmarneBTHUECKUX CyOCTaHIMIX, BXOASIIMX B COCTAB JIEKAPCTBEHHOTO Ipernapara Jjisi BeTepUHApPHOTO
MIPUMEHEHUST:

a) HauMeHoBaHMe (apmMaleBTMUECKON CyOCTaHIMM, ee CTPYKTypa, oOllue CBOMCTBA (Ipu
TOCYIApCTBEHHON  PEeruMcTpanuyM  MMMYHOOMOJIOTMYECKMX  JIEKAPCTBEHHbIX  IIpernapaTtoB  IJIst
BeTEPMHApPHOI'O TIPMMEHEeHUsI IpeCTaB/SIIOTCS CBeNeHMs O LITaMMe, BKJIIOYasi ero HauMeHOBaHue,
MHGOPMAIMIO O TPOUCXOKAEHNM, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MeCTe IelIOHNPOBaHMSI);
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)
6) HaMMeHOBaHMe U afipec MPOU3BOANTEIIS;

B) TEXHOJIOTUS MTPOM3BOACTBA C OMMCAHMEM CTaJMii TTPOU3BOJICTBA M METOIOB KOHTPOJISI Ha BCEX
CTaausIX MPOU3BOJICTBA;

r) wuHpopMalMsa O TMpuMecsx (He TIpeACTaBIsIeTCsI MpPU TOCYJAapCTBEHHOM perucTpanyumn
VMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX MPENapaToB [IJIsi BETePMHAPHOTO TIPUMEHEHMS]);
(8 pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

o) crneuubukanmusg Ha  dapMmaleBTMUeCKyl0  cyOcTaHIMio (He  TpeACTaBJisIeTcsl Ipu
FOCYﬂapCTBeHHOﬁ permcrpauun I/IMMYHO6I/IO)’[OI‘I/ILI€CKI/IX JIEKapCTBEHHbIX IIpernapaToB AJIs1
BETEepMHAPHOTO TTPUMeHEeHMS);

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

E) OIIMCaHue MEeTOAMK KOHTPOJIA KaueCTBa,

3K) pesyJbTaTbl aHajm3a cepuit (apMamneBTMUeCKOM cyOcTaHmuy (He IPeacTaB/IsSIIOTCS IIpU
rOCyJapCTBEHHOM  perucTpauyy  MMMYHOOMOJIOTMYECKMX  JIeKapCTBEHHbIX  TIpernapaTtoB  JJis
BeTepMHAPHOTO TPUMeHeHMs);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) rnepedyeHb CTaHOAPTHBIX O6p33HOB WJIN BelIeCTB, UCIIOJIb3yeMbIX ITPpU OCYIIECTBJIEHUNM KOHTPOJIA
KayeCTBa,

I/I) OIMMCaHMe XapaKTepUCTUK " CBOJICTB YIIaKOBOYHbIX MaTepnaiOB U YKYIIOPOYHbIX CPeOCTB,

K) JaHHble O CTaOWJIbHOCTM (He TIPeACTaBJIIOTCS TIpUM TOCYJApCTBEHHOM permucrpanyumn
MMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX ITPENapaToB IJIs BETEPUHAPHOTO MTPUMEHEHNS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

JI) CPOK TOJTHOCTH, YCJIOBUSI XpaHEHMS;

KoncynpranTtliroc: mpuMevaHue.

[Ip yckopeHHOV IIpolleAype perucTpauuy BOCIPOM3BEIEHHOTO IIperapara JOITyCKaeTcs
HeIlpe[CTaBJIeH/e OIMCAHMs METONOB M MX JOKYMEHTAJbHOI'O IOATBEP KAEHMs, IPU IMCbMEHHOM
00s13aTeIbCTBE MX TpeACcTaBuThb B TeueHme 12 mecsineB co maHs peructpauyy (IlocraHoBieHue
[TpaButenbcTBa PD ot 12.03.2022 N 353).

5) oruer o pesynbratax JOKJIMHMYECKOTO MCCAEIOBAaHMSI JIEKAPCTBEHHOIO CpeaCTBa IJis
BETEePMHAPHOI'O IPMMEHEHMs, BKIIOUAIOLIMI OMMCaHNe METONOB OIpene/ieHMUs] OCTATOUHBIX KOJUUECTB
JeJICTBYIOIIIETO BeIlleCTBa (JEMCTBYIOIIMX BEIIECTB), MOCTUTAIONMIErO (HOCTUTAIOIINX) CUCTEMHOTO
KPOBOTOKA, B IPOAYKIMM KMBOTHOTO IPOMCXOXKIEHMSI TOCIe IMPUMEHEHUSI TaKOro JIeKapCTBEHHOTO
CpefCTBa, a TakKKe JOKYMEHTaIbHOe TIOATBepsKAeHMe (BaMaanysl) yKa3aHHbIX METOIOB;

(B pen. ®enmepanpHoro 3akona ot 02.08.2019 N 297-D3)

6) oTueT O pesyJabTaTax KIMHUYECKOTO MCCAeJOBAHMSI JIEKAPCTBEHHOrO Tperapara Jijist
BE€TE€PMHAPHOr'O IMMIPMMEHEHNMA Y KaXKOOI'0O BMaad >KMBOTHBIX, YKa3aHHbBIX B MHCTPYKIMN II0 BETEPMHAPDHOMY
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

IMpMMEHEHNIO;

7) TIPOEKT WMHCTPYKIMM TI0 BETEpPMHAPHOMY IPUYMEHEHMIO JIEKapCTBEHHOIO IIperapara,
cofiepsKalien cienyolIye CBeIeHms:

a) HaMMeHOBaHMe JIeKapCTBEHHOTO TIperapara [jisi BETEPMHAPHOTO MpUMeHeHMs (MeXKayHapoIHoe
HeraTeHTOBAaHHOE, WJIM TPYIIIMPOBOYHOE, WJIM XMMIUYECKOEe U TOProBOe HaMMeHOBaHMs );

6) JIEKapCTBEHHAs cbopMa C YKa3aHMem Ha¥MMEHOBaHM}A M KOJMUECTBEHHOIO COCTaBa
HEﬁCTBYDMMX BelleCTB M Ka4eCTBEHHOI'O COCTaBa BCIIOMOI'aTeJIbHbIX BellleCTB,

B) OIIMCaHMe BHEIIHEro Buaa JIEKAPCTBEHHOI'O IIpeliapaTta /151 BEeTEPVMHAPHOTI'O IIPMMEHEHM I,

r) (QapmakoTepaneBTHUeckasi TpyIIa JEKapCTBEHHOTO IIperapara s BeTepUHapHOTO
MIpYMEHEHNST MM YKa3aHue 'TOMeOoIaTUUeCKuii IeKapCTBEHHbIN Ipenapar’;

o) dapmakogMHamMuMka M (dapMaKOKMHETMKa (32  MCKIIoUueHuMeM  (GapMaKOKMHETUKU
rOMeOoIIaTMYeCKMX JIEKAPCTBEHHBIX IIPenapaToB M PaCTUTEbHBIX JIEKAPCTBEHHBIX IIPenapaToB) MJIA
OIMCaHNEe MMMYHOOMOJIOTMYECKMUX CBOMCTB JIEKAPCTBEHHOIO Ipernapara;

€) MokasaHus AJ1s1 IpUMeHeH s,

3K) IPOTUBOIIOKA3aHMS JJ1s1 IPUMEHeHMSI;

3) MepbI MPeJOCTOPOSKHOCTI ITPU MIPUMEHEHNN;

) yKa3aHue BO3MOKHOCTM ¥ OCOOEHHOCTEN MPUMEHEHNSI Y GepeMEHHbBIX JKMBOTHBIX, Y JKMBOTHBIX
B MIepMOZ, TaKTalluy, y TOTOMCTBA KMBOTHBIX;

K) peXXnmm no3mpoBaHNA, croco6 BBEeOEHIS U IIPpMMEHEHNs, TIpU HEO6XO,EU/IMOCTI/I BpeMs IIpueMa
JIEKapCTBEHHOTI'O IIpernaparTa AJisi BETepMHAPHOI'O IIpMMEeHEeHNs, ITPOJOJIKUTEIbHOCTD JIEUEHMS,

J1) BO3MOKHbIE TIOOOYHBIE IEVCTBMS, HeKeJlaTebHbIe PeaKLyy Py TPUMEHEHUY JIEKapCTBEHHOTO
rperapara Jjis BEeTepUHAPHOTO MTPUMEHEHMST;

M) CMMITTOMBI TTIepe03MPOBKM, MEPBI 10 OKa3aHWIO TTOMOILM TIPU TIePeJO3UPOBKE;
H) B3aMMOJI€/CTBYE C PYTMMM JIEKapCTBEHHbIMM TTperiapaTamMu 1 (M) KOpMaMu;
0) (opMbI BbIITyCKa JIEKapCTBEHHOTO Tperapara JAJisk BEeTepUMHAPHOTO TPUMEHEHNST;

M) ykasaHue (TIpyM HEOOXOIMMOCTM) OCOOEHHOCTENM NeCTBUS JIeKapCTBEHHOTO Iperapara majist
BeTepMHAPHOTO TPUMeHeHMs Py MepBOM IIpMeMe UJIU TIPU ero OTMEHE;

p) ommcanue (Ipy HEOOXOAMMOCTM) NEMCTBUI CIeUMaINCTa B 00JIaCTV BeTEpUMHAPUHA, BiIaleblla
KMBOTHOTO TIpM TPOIMYyCKe MpuemMa OAHOM WIM HEeCKOJbKMX JI03 JIEKapCTBEHHOTO TIperapara Jjist
BETEPMHAPHOTO MPUMEHEHUS;

(B pen. ®enmepanpHoro 3akona ot 02.08.2019 N 297-D3)

C) CpPOK TOJHOCTM M YyKa3aHue Ha 3alpeT NpUMeHeHMS] JIeKapCTBEHHOTO Iipernapara [jis
BETEePUHAPHOI'O IIPUMEHEHMS 110 UCTeUEHUN CPOKaA I'OIHOCTH;
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

T) YCJIOBUSI XpaHEHNS;

Y) YKa3aHne Ha HEO6XO,IU/IMOCTIJ XpaHeHMs JIEKapCTBEHHOI'o IIperiapara OJii BeTepMHapHOIr'o
IMpMMEHEHN B MeCTaX, HEAOCTYIIHbIX OJIA ,ILGTGIZ;

®) ykazanme (Ipy HEOOXOAMMOCTM) CITELMAJbHBIX Mep IMPEeJOCTOPOSKHOCTU TPU YHUYTOKEHUU
HEMCIIOTb30BaHHBIX JIEKAPCTBEHHBIX MTPENapaToB IJIs1 BETEPUHAPHOTO MPUMEHEHNS];

X) CPOKM BO3MOXKHOI'O MCIIOJIb3OBAHMS MPOAYKUMM KMBOTHOI'O ITPOUCXOXKIAEHUA I10CJI€ BBEAEHUA
JKMBOTHOMY JIEKaPCTBEHHOTI'O ITpelapaTa aJid BeTEPpMHAPHOI'O ITPUMEHEHM I,

11) YCJIOBUS OTITYCKa,;

Y) HaMMEHOBaHMSI M ajpeca ITPOU3BOJCTBEHHBIX IIJIOMIANOK IPOM3BOAUTENSI JIEKAPCTBEHHOTO
rperapara Jjisl BeTepUHAPHOTO MTPUMEHEHMST;

III) HauMMEHOBaHMe, afpec OpraHu3aluM, YIOJHOMOYEHHOV [epykaTesJieM WM BJaJesbleM
PErMCTPAIMOHHOTO YJOCTOBEPEHMS] JIEKApCTBEHHOTO IIperapata Ha TMPUHATHE TIPETEeH3U OT
oTpeoduTes;

8) IIPOEKTbI MaKeTOB HepBI/I‘IHOI‘/)I YIIaKOBKU U BTOpI/I‘IHOI‘/)I YIIaKOBKM JIEKapCTBEHHOI'O IIperiapaTa
JJI1 BEeTEPMHAPHOI'O IIpVMMEHEHNMS,

9) cnenytoime cBeleHMsI O JIeKApCTBEHHOM ITperiapare 1151 BETEPUHAPHOTO MPUMEeHEeHMS:

a) OIMMCaHNe U COCTaB JIEKAPCTBEHHOTO Mpernapara Jijisl BeTepMHApHOTrO MPUYMeHEeHMS;

6) onmcanne hapMaleBTMIECKON pa3paboTK;

B) OmycaHye Ipoliecca MPOu3BOACTBA M €ro KOHTPOJIS, MOAMMCAHHOE B MOPSIAKE, YCTAHOBJIEHHOM B
COOTBETCTBUM C YaCTbiO 1 HACTOSIIEN CTAaThU;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

I) OMMCaHMe KOHTPOJISI KPUTUYECKMX CTaauii TPOU3BOJCTBA M IPOMEKYTOUYHON IPOIYKIIVN,
MOJIMMCAHHOE B MOPSIAKE, YCTAHOBJIEHHOM B COOTBETCTBUM C YaCThIO 1 HACTOSIIEN CTAThU;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

I) HaMMEHOBaHMS M agpeca pa3paboTuMka, [OepskaTesiss WIM BJafesblla PEermMcTParyioHHOrO
YAOCTOBEpEHMs  JIEKAPCTBEHHOTO  IIperapara, IPOM3BOACTBEHHBIX  IUIOMIAAOK  IPOU3BOAUTENS
JIEKapCTBEHHOTO TIperapara [IJisk BeTepMHAPHOTO IIPUMEHEeHMST C YKa3aHMeM CTaAyul TeXHOJIOTMUECKOTO
mpoliecca, OCYIIECTBJSIEMbIX Ha TPOU3BOACTBEHHBIX IUIOIIAJKAX IPOU3BOAUTENS JIEKAPCTBEHHOTO
rperapara Jjisl BeTepUHAPHOTO MTPUMEHEHMS;

(B pen. ®enmepanbHbix 3aKk0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) dapmaleBT1UeCcKasi COBMECTUMOCTb;

}K) MI/IKI)O6I/IOJ'IOFI/I‘I€CKI/I€ XapaKTepUCTUKH;

3) MaTepuaIbHbIN 6asaHC AJIs1 TPOU3BOJICTBA CEPUYM T'OTOBOTO MPOMYKTA;
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [ata coxpaHerus: 29.07.2026
(c u3m. m gon., BCTYM....

I/I) OImMCaHMe XapaKTepUCTUK " CBOJICTB YIIaKOBOYHbBIX MaTepnaiOB U YKYIIOPOUYHbIX CPeaCTB,

Koncynpranrtllntoc: npumeuaHne.

[Ip perucrtpauyy 1O YCKOPEHHOV TIPOIeAype [OIYyCKAeTCs HeIpeacTaBieHne JOKYMEHTOB,
MpeaycMOTpeHHbIX M. "K' m. 9 u. 3 c1. 17, mpM yCaOBUMM IMCBMEHHOTO 00s3aTe/IbCTBa UX
MpenocTaBuTh B TeueHne 12 mecsieB co aus pervctpanyuu (Iloctanonenue IpaBurtenbctBa PO ot

12.03.2022 N 353).

K) TOKyMeHTaJIbHOe MOATBep KAeHNe (BaiMaalus) IMpoieccoB 1 (WIn) UX OIeHKa;

J1) TpebOBaHMSI K KaueCTBY BCIIOMOTraTeJIbHbIX BellecTB (cepTudukar, crenudukaumus Ha
BCIIOMOTraTeJIbHbIE BEIIeCTBA U MX 0O0CHOBaHME);

Koncynpranrtllntoc: mpumeuaHne.

[Ip perucrpauyuy 1O YCKOPEHHOM TIpOlleAype [OIyCKaeTcs HerpencTaBieHe JOKYMEHTOB,
MpPeNyCMOTPEHHBIX M. M M. 9 u. 3 cr. 17, mpu ycCJOBMM TMCbMEHHOTO OO6sI3aTeJIbCTBA UX
NpenocTaBuTh B TeueHue 12 mecsiieB co aus peructpaiyuu (IloctanoBnenue IlpaButenbctBa PO ot
12.03.2022 N 353).

M) dHAJIMTUYECKME METOAMKHU, MCIIOJIb3yEMbI€ IIPpM OCYHIECTBJIEHMM KOHTPOJIA KadeCTBa
BCIIOMOTr'aTeJIbHBIX BEILIECTB,

KoncynpranTtlitoc: mpumMevanie.

[Ipn perucrpanyyu 10 YCKOPEHHOM TIpoIeaype IOMyCKAeTCs HelpencTaBjieHne TOKYMEHTOB,
IpPeIyCMOTPEeHHbIX mm. "'H' m. 9 4. 3 c1. 17, mpM ycaoBUM IMCbMEHHOTO 00S3aTelbCTBa MX
NpenocTaBUTh B TeueHne 12 mecsieB co qHs peructpauyu (Ilocranosnenue IlpaBurenbctBa PO ot
12.03.2022 N 353).

H) JOKYMEHTaJ/IbHOE IOATBEpP>KIeHe (BaJII/IILaI_U/ISI) AHAJIMTUYECKNX METOAUK, MCIIOJIb3YyeMbIX IIPpU
OCYyHIEeCTBJIEHMM KOHTPOJISI KaueCTBa BCIIOMOraTe/IbHbIX BEIIEeCTB;

0) uHbopmauusi 06 MCIOJb30BAHUM BCIIOMOTaTEeIbHbIX BEIECTB UYeOBEUEeCKOTO U JKMBOTHOTO
MIPOVCXOKIEHNS;

M) yTpaTtua cuy. - @egepanbubiit 3akoH oT 02.08.2019 N 297-D3;

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOIrO IIpemapara Ijisi BETEPUHAPHOTO IPUMEHEHUS
(ceptudmkar, cnernydukaims Ha JJeKapCTBEHHBIN Mperapar M X 000CHOBaHME);

C) aHaJUTUUYeCKMe MEeTOJMKM, MCIIOJb3yeMble TIPU OCYIIECTBJIEHUM KOHTPOJISI KayecTBa
JIEKapCTBEHHOTrO IpelapaTa A1 BeTepUMHAPHOI'O IPMMEHEHMS;

KouncynbrantlIntoc: npumeuanune.
[Tpu perucTpauym IO YCKOpPEHHOM Hpoliefype [OIYyCKaeTcsl HempelCcTaBleHle ITOKYMEHTOB,

"n_n

MPeIyCMOTPEHHbIX M. 'T" M. 9 u. 3 cr. 17, mpu ycIoBMM THMCHbMEHHOTO OO6SI3aTenbCTBA MX
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. o1 29.12.2025) [okyMeHT npepocTaBneH KoHcynbTaHTMAC
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [ata coxpaHeHus: 29.07.2026
(c u3m. m gon., BCTYM....

IpeoCTaBUTh B TeueHue 12 mecsueB co gHst peructpaumu ([loctaHosnenue IIpaButenbcrBa PO or
12.03.2022 N 353).

T) JOKYMEHTaJ/IbHOE IMOATBEP>KIAEHME (BaJ'II/I,ELaIJ,I/IH) AHAJIMTUYECKNX METOOMK, MCIIOJIb3YEMbBIX IIPpU
OCYILIECTBJIEHMIM KOHTPOJIS KaueCTBa JIEKapCTBEHHOr'O IIperapara aOJid BEeTeEpMHAPHOI'O ITPUMEHEHM I,

y) IOKYMEHT, IMOATBEPXKIAIOIIMI KAayecTBO JIEKAPCTBEHHOTO IIperapaTra TpeX IPOMBIIIIEHHbIX
cepuii (MMPOTOKOJ aHa/M3a Win cepTudUKaT aHa/M3a), OOHA Cepusi KOTOPOro MOJIKHA COBIAAATh C
cepueit o6pasiia JeKapCTBEHHOrO MpernapaTta, MoAaHHOTO Ha PermcTpaluio;

() xapakTepucTuKa mpumeceii;

X) rnepedyeHb CTaHOAPTHBIX O6p<':13U,OB, UCIIOJIb3YEMbBIX IIpM OCYIIECTBJIEHMM KOHTPOJISI KaueCTBa
JIEKapCTBEHHOTI'O IIpernapaTa AJisd BETepMHAaPHOI'O IIpYMEHEHNS,

Koncynpranrllatoc: mpumeuaHne.

[MIpy yCKOpeHHOV TIpolieoype perucTpaluyi BOCIPOM3BENEHHOTO IperapaTa JOIYCKaeTcs
HeIpeiCTaBjeHne CBeNeHui, MpemayCMOTpeHHbIXx mm. ' m. 9 u. 3 cr. 17, mpM mMUCbMEHHOM
00s13aTeIbCTBE UX IIPENOCTaBUTh B TeueHue 12 mecsieB co nHs peructpaimu (IlocraHoBieHue
[TpaButenbcTBa PD ot 12.03.2022 N 353).

1) JaHHbIE O CTAOMILHOCTY JIEKAPCTBEHHOTO ITpernapara Jj1s1 BEeTepUMHAPHOTO ITPUMEHEHMST;

10) kommst mOKyMeHTa, cofepsKalllero MHGOPMAIMIO O HaIM4YMM Win 00 OTCYTCTBUM (DAKTOB
perucTpaiyu JeKapCTBeHHOro Mperapara JIjisi BeTepUMHAapHOro IpMMeHeHusT 3a npeaenamu Poccuiickoin
Depepatumu;

11) cornacue B mucbMeHHOM (Gopme, MpeayCMOTPEHHOE YaCThiO 7 HACTOSIIEN CTaTb, B CJIydyae
perucTpaimm BOCIpOuU3BeIeHHOTO JIEKAPCTBEHHOT'O ITpernapara;
(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-D3)

12) kommsi [OOKyMeHTa Ha PYCCKOM SI3bIKe, 3aBEPEHHOTO B YCTAHOBJIEHHOM IIOpSIAKE W
MOJTBEP>KIAIOIEr0 MMPAaBOMOYHOCTb 3asIBJIEHMSI O TOCYJApCTBEHHOM PETrUCTpalMy JIEKAPCTBEHHOTO
mpernapara Jjisl BeTeEpUMHAPHOTO NpuMeHeHUs (JOBEPEHHOCTb);

Koncynprantlitoc: mpumeuanue.

HOo 31.12.2030 poccuickumM MpPOMU3BOAUTENSIM paspelieH0 He TMpPeACTaB/sITb CBeOeHus B
cooTBeTCTBUM C M. 13 u. 3 cr. 17 mpu perucrpanyy MMMYHOOMOJOTUMYECKMX JIEKAPCTBEHHBIX
npenapatoB ([ToctaHosnenue IIpaButenbcrBa PO or 12.03.2022 N 353).

13) cBemeHMst O TOCYHApCTBEHHOM PETUCTpAIMM T'e€HHO-MHKEHEePHO-MOIMMUIIMPOBAHHBIX
OpraHM3MOB, IIpeHa3HAUEHHBIX [JISI BBITYCKAa B OKpPYKamLIylo cpeny (MpM ToCyJapCTBEHHOMN
perucTpauuu JiIeKapCTBEHHbIX IpernapaTtoB [Jisi BeTepUMHAPHOTO IMpUMEHEeHMs], TOJyYeHHbIX C
MpUMeHeHeM TeHHO-MH)XeHepHO-MOAUGUIIMPOBAHHBIX OPraHM3MOB WM  COAepXKallux Takue
OpraHu3Mbi).

(. 13 BBepen PepepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

4. Tlpu mpoBemeHMM YCKOPEHHOV IMpOLedypbl SKCIEPTU3bl JIEKapCTBEHHOI'O IIperapara Ijisi
BETEepUHAPHOTO TMpuUMeHeHMs (32 MCKIIOUYEHMeM JIeKapCTBEHHOI'O IIperapara [Jid BeTepMHApHOTrO
MpUMEeHeHMs, YKa3aHHOTO B yacTu 4.1 HACTOSIIIE CTaTby) B ILIEJISIX €ro TOCYJapCTBEHHONM PerucTpanyumn
BMECTO OTYeTa pa3paboTumKa O pe3ysabTaTaX JOKJIMHUYECKOTO MCCAeA0BaHMs JIEKAPCTBEHHOTO CPeICTBa
IIJIST BETEPUMHAPHOTO TPUMEHEHMs] MOXKET ObITb IMpe[CTaBjeH 0030p HayYHbIX paboT O pesysbTarax
JOKJIMHMYECKOTO MCC/IeoBaHusI pedepeHTHOro JIeKapCTBEHHOrO IIperapara [Ajisi BeTepUHApHOro
MIpMMEHeHMsI, a BMECTO OTUYeTa O pPe3ysIbTaTaxX KIMHMYECKOro MCCAeq0BaHMs JeKapCTBEHHOrO mpernapaTa
IJIS  BETEPUMHAPHOTO TMpPUMEHEHMS] OTUeT O pe3yJbTaTaX MWCCIeNoBaHM OMO3KBMUBAJIEHTHOCTHU
BOCITPOM3BEIEHHOTO JIEKAPCTBEHHOTO Tperapara Jijisi BETeEpMHAPHOTO IMPUMeHEeHMs.

(B pen. @enepanbhbix 3akoHOB OT 02.08.2019 N 297-®3, ot 28.04.2023 N 171-®3)

4.1. Tlpu mpoBemeHMM YCKOPEHHOM MPOLEIYyphbl SKCIEPTU3bl JEKAPCTBEHHOI'O IIperapara st
BETEPMHAPHOIO MpMMEHEeHMs, ITpeIHAa3HAUEeHHOr'O [JIS JIeUeHMsT JOMAIIHUX SKMBOTHBIX, ONpeaeeHHbIX
®epepanbHbiM 3ak0HOM OT 27 mekabps 2018 roma N 498-d3 "O6 oTBeTCTBEHHOM OOpaILEHMM C
>KMBOTHBIMM ¥ O BHECEHMM M3MEHEHMI B OT/Ae/IbHbIe 3aKOHOAaTe/bHble akThl Poccuiickoit @enmeparimn’”,
M 3aperMCTPMPOBAHHOIO B KauyecCTBe JIEKAPCTBEHHOrO IMpemapata Ojs1 MeOUIMHCKOrO INpUMEHEHMs, B
IeJsIX €ro TOCYJapCTBEHHOM pPerucTpaluyM BMECTO OT4YeTa pas3spaboTyMKa O pesysbTaTax
JOKJIMHNYECKOTO MCCAeNOBaHMS JIEKapCTBEHHOTO CPENCTBAa IS BETEPUHAPHOTO IPUMEHEHUS MOTYT
OBITh TPEICTaBJIE€HbI PE3YJIbTAThl JOKIMHUUYECKOTO MCCAeIOBaHNS COOTBETCTBYIOIIETO JIEKaPCTBEHHOI'O
cpeicTBa IS MEOULMHCKOIO IIPMMEHEHMS, a BMECTO OTYeTa O Pe3yJbTaTaX KIMHUYECKOI'O
MCCJIeNOBaHMS JIEKaPCTBEHHOTO IIpenapara Ajis BEeTePMHAPHOTO MPUMEHEHMsI - 0630p HayYHbIX paboT O
pe3yJbTaTaxX KIMHUYECKUX MCC/IeIOBAaHNI JIEKAPCTBEHHOTO Iperaparta Ajisl MeAUIIMHCKOTO MPYMeHEHMS
Ha BUAAX JKMBOTHBIX, KOTOPBIM ITpeHA3HAYAETCS MCCIeAyeMbIN JIeKapCTBEHHBIN TTperapar.

(uactb 4.1 BBenmena PenepasbHbiM 3ak0HOM OT 28.04.2023 N 171-D3)

5. Ha skcmepTusy pasJMyHbIX JIEKapCTBEHHbIX (GOpPM OIHOTO M TOTO K€ JIEKAPCTBEHHOTO
mpernapara [Jisi BETEPUMHAPHOTO TPUMEHEHMS 3asBUTEIb IPEACTaB/SIET OTHAE/bHbIE 3asBJIEHUS U
perucTpalioHHble TOChbe Ha KakKIyIO JieKapcTBeHHYI0 (Gopmy. Ilpu ycmoBumu omHOBpeMeHHOM Momadyu
Ha 9KCIIePTU3Y OMHON JIeKapCTBEHHOM (OPMbBI C Pa3JIMUYHbIMU TO3MPOBKOI, KOHIIEHTpaIMeN, 06beMOM
3asiBUTEIb TPENCTAB/sieT OJHO 3asiBJIeHMe M DPEeruCTPAlMOHHOEe IOChe C TMPUIOKEHMEM MaKeTOB
MePBUYHON YIAKOBKM ¥ BTOPUYHOM YyMaKoBKM. Ha MakeTax IepBUYHON YIAKOBKM UM BTOPUYHON
YIIAKOBKM YKa3bIBAIOTCSI BCE MPOM3BOIMMbBIE AO3MPOBKM, KOHIIEHTpAIMM, 0ObEMbI ¥ KOJMYECTBO 103 B
yIIaKOBKe JIEKapCTBEHHOTO IIperapara Ajisi BETEPUMHAPHOTO MTPUMEHEHNS.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B cnydae HerpencTaBiieHUsT C 3asiBJIEHMEM O TOCYIApCTBEHHOM PErMCTpalyy JIEKapCTBEHHOTO
rperapara JIiJisi BeTepMHapHOTO ITPMMEHEeHMST TOKYMEHTOB, IMOATBEPKIAIOIINX YIUIATy TOCYIapCTBEHHON
MOIUTVHBI ¥ YKa3aHHBIX B ITYHKTE 7 YaCTM 2 HACTOSIIEN CTAaThy, CBEIEHMI O JIMIEH3USIX, YKa3aHHBIX B
myHKTax 1 ¥ 2 vacTu 3 HaCTOSIIEeN CTaThbM, a TakKKe BbIJaBaeMbIX (IIPeIOCTaB/IsIEMbIX )
YIIOJTHOMOYEHHbIMY  (eflepaJbHbIMM OpraHaMy MCIIOJHUTEIbHOM BJIACTU JTOKYMEHTOB (CBeIeHMIA),
YKa3aHHbIX B IIyHKTe 2.1 4YacTu 3 HACTOSIIEN CTaTby, VYIIOJHOMOYEHHBIV ¢eaepalbHblii OpraH
VCIIOJTHATENIbHOM ~ BJIACTM  3alpalllMBaeT  yKa3aHHble JIOKYMEHTbl  (CBefeHMs) B  IOpsIIKe
Me>XKBEeIOMCTBEHHOTO MH(DOPMAIIMOHHOI'O B3aMMO/IEeCTBS.

(gacTb 6 B pen. PenepanbHoro zakoHa ot 27.12.2019 N 478-D3)

7. He pmomyckaeTrcsi MCIOb30BaHME B KOMMEpPYECKMX LesIx MHGOpPMaIUu O pe3yJibTaTax
OOKJIMHUYECKUX  MCCIAEAOBAHMIM  JIEKAPCTBEHHBIX  CPEICTB UM  KIMHUYECKUX  MCCIIeHOBaHUM
JIEKapCTBEHHBIX IIpernaparoB [JjIs1 BeTePMHAPHOI'O IpUMEHEHMs], TpeCTaBJIeHHON 3asBUTeNIeM IJIsi
rOCyIapCTBEHHOM PEruCTpaIiy JIeKapCTBEHHBIX IperapaTroB, 6e3 ero corjacusi B Te4eHue IecTu JieT C
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JaTbhl TOCYIHApPCTBEHHON perucrpauuy pedepeHTHOro JeKapCTBEHHOIo Iipemapata B Poccuiickon
Depepaiyn.

8. Ilepskarenpb win Biafeel, perMcTpPalOHHOTO YIOCTOBEPEeHMsI JIeKapCTBEHHOTO Iperapara JIjisi
BETEPUHAPHOTO MPUMEHEHMS MPEICTAB/ISIET B YIIOJTHOMOYEHHBIN (GeaepasbHbIi OpraH UCIOJTHUTETbHOMN
BJIACTY OTYET IO pe3ysbTaTam (papMakoHaA30pa OOMH pa3 B IIECTh MECSIEB B TeUeHNE JBYX JIET MOCiie
rOCyIapCTBEHHOJ perucTpanyum JieKapcTBeHHoro mpemnapara B Poccuiickon ®@epepauyy, 3arem
€XerogHo B TeueHMe MOCJIeAYIOLINX TPeX JIET U B JaJbHENMIIIEM OJMH pa3 B TPU roja.

(uactb 8 BBenmeHa @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D03)

Cratba 18. YTpatuna cuny ¢ 1 ceHTtabpa 2024 roga. - PegepanbHblii 3aKOH OT
30.01.2024 N 1-P3.

Ctatbsa 19. MpuUHATHNE pPELIEeHUs O Bbigaye 3KCMEepPTHOMY YUPEXAEHUIO 3afaHus Ha
npoBeAeHNe 3KCNepTU3bl JIeKapCTBEHHOro cpeacTea

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeueHme uerbipex pabouuMx [HEN CO [OHS TPUHSTHUS 3asIBJIEHMS O TOCYAApPCTBEHHO
perucTpainum JIeKapCTBEHHOTO TIperapara Wi 3asBjeHus] O MPU3HAHMM JIEKAPCTBEHHOI'O Ipernapara
opbaHHBIM JIEKaPCTBEHHBIM IpernapaToM COOTBETCTBYIOIIMII YITOJTHOMOYEHHbBIN ¢enepaabHbIi OpraH
VICIIOJTHUTEJIBHOM BJIACTY MPOBOAMUT ITPOBEPKY MOJHOTHI, TOCTOBEPHOCTU U MTPAaBUJIBHOCTY ODOpMIIEHMS
MPeACTaBIEHHBIX TOKYMEHTOB PErMCTPAlMOHHOTO JOChe Ha JIEKAPCTBEHHBIN Iperapar U IpUHUMAaeT
pellieHMe O BbIJaue 33[JaHus Ha MTPOBeAEeHME:

(B pen. ®enmepanbubix 3ak0HOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

1) akcmepTusbl AJOKYMEHTOB, MPENCTaBJIE€HHbIX IJISI OINpenesieHMss BO3MOXXHOCTM pacCMaTpUBaTh
JIEKapCTBEHHBIM IIperapaT IJi1 MeIVIIMHCKOTO IIPMMEHEHMsI B KadyecTBe Op(aHHOro JIEKapCTBEHHOI'O
rperapara;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

2 - 3) yrpatuwiu cuny ¢ 1 saBapst 2026 rona. - @enepanbHbiii 3akoH ot 30.01.2024 N 1-D3;

4) OKCIIEPTMU3bI JIEKAPDCTBEHHOI'O CpeacTBa B OTHOIIEHMM JIEKADCTBEHHOI'O IIpeliapaTta mOJjid
BETEPMHAPHOI'O IIpYMEHEHMN.

2. YNOJHOMOYEHHbI (enepajsbHbII OpraH MCIIOJHUTEIbHOM BJIACTYM HAMIpaBJIIeT B JIMYHbBIN
KabMHEeT 3KCIEPTHOTO YUYPEXKIEHNSI B €IMHON CUCTEME TMOAIMCAHHOE YCWIEHHON KBaIMGUIIMPOBAHHOM
3JIEKTPOHHOM TIOATIMCHIO 3a/laHye Ha MPOBeeHMe SKCIIePTU3, MPEeIyCMOTPEHHBIX YaCTbiO 1 HACTOSIIIEeN
CTaTb¥, B JIMYHBIM KaOMHET 3asiBUTEJSI B €OVHOM CUCTeMe - IIOAIIMCAHHOE YCWIEHHON
KBaJIMOUIMPOBAHHOM 3JIEKTPOHHON MOAIMChIO YBEIOMJIEH)E O IIPUHSTOM pellleHU) O Bbifaue 3aJaHus
Ha TIIpOBeleHMe OJKCIepPTu3, IPeIyCMOTPEHHBbIX YacTbi0 1 HACTOSIIeM CTaTbM, M B CJyYae
HeoOXOOMMOCTH O BbIfaue paspelleHns Ha BBo3 B Poccuiickyio Demepalinio KOHKPETHOM HapTUM, CEPUA
3aperMCTPUPOBAHHBIX U (MJIM) HE3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB MM OO OTKase B
MPOBEIEHNM TaKMX SKCIEPTU3 C YKa3aHMEM IMPUUMH OTKa3a.

(gactb 2 B pen. PenepanbHoro zakoHa ot 30.01.2024 N 1-D3)

3. B CJiydae BbISBJI€EHUS OTCYTCTBUSA MJIM HEOJOCTOBEPHOCTU I/IHCI)OpMaLU/II/I, coaepmameﬁca B
npeancTaBJIEHHBIX 3asiBUTEIEM OOKYMEHTAX, YHOHHOMO‘IQHHbIﬁ d)e,uepaanbIﬁ Oopran MICITOJTHUTE/IbHOM
BJIACTM HAIIPpaBJIAET 3adBUTEIIO ITOCPEeACTBOM €OMHOTIO IIOpTasia UJIM B €ro JINYHBINA KaOMHET B eﬂMHOIZ
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

cUucTeMe 3aIlpoc 006 YTOUYHEHMM 3TOM MHGpOpMaIyMM, MOAINMCAHHBIM YCWIEHHOV KBaIM(UIMPOBAHHOM
9JIEKTPOHHOM TOJIMUCHIO (fajsee - 3aIpoC YIOJHOMOUYEHHOTO defepaJbHOrO opraHa UCIOJHUTEIbHOM
BJIACTH).

(uacTb 3 B pep. PenepanbHoro zakoHa ot 30.01.2024 N 1-D3)

4. 3agButesnb 00s3aH HAMpPaBUTb ITOCPENCTBOM €IMHOTO IIOpTajia B  YIIOJHOMOYEHHBIN
benepasibHBI OpPraH MCIOJHUTENBHONM BJIACTM WJIM B JIMYHBIM KaOMHET YIOJHOMOYEHHOIO
(benepasibHOTO OpraHa WMCIOJHUTENbHOV BJIACTM B €OMHOM CUCTEME TMOANMCAHHBIA YCUIEHHOM
KBaJIMOUIIMPOBAHHOM 3JIEKTPOHHOM TMOAIMCHIO OTBET Ha 3ampoc YIIOJHOMOYEHHOTo GdenepasbHOro
OpraHa MCIOJHUTENbHOM BJIACTM B CPOK, He MPEBbILIAIOIIMI [OeBIHOCTa pabouux OHE CO OHS
MOJTyYeHMSI YTIOJITHOMOUYEHHbIM (efepa/ilbHbIM OpPraHOM MCIOJHUTEIbHOM BJIACTU  3JIEKTPOHHOTO
YBEeIOMJIEHUSI O TIOJTyYeHUM 3asiBUTeseM maHHoro 3ampoca. Cpok, yKasaHHbBI B 4YacTy 1 HaCTOSIIEN
CTaTby, TPUOCTAHABJIMBAETCS CO JHS HAIpaB/IeHMs] MOCPEACTBOM €IMHOTO IMOpTaja WIM B JIMYHBINA
KaOMHEeT 3asBUTEJII B €OMHOM CUCTEMe 3alpoca YIOJHOMOYEHHOro ¢efepaJibHOrO OpraHa
VCIIOJTHUTEJIbHOM BJIACTM [0 IHS HAIpaBJieHMs] 3asiBUTEJIeM IOCPEeACTBOM eIMHOTO IopTaja MM B
JIMYHBIV KabMHET YITOJTHOMOYEHHOTO (heiepaibHOTO OpraHa MCIIOJTHUTEIbHOM BJIACTY B €MHOM CUCTEME
otBeTa. B ciyuae, ecsim OT MMeHM 3asiBUTENST NEICTBYET €ro IpeactaBuTenb ((pusndeckoe JMIO),
YIIOJTHOMOYEHHBIN JIeMICTBOBATb OT MMEHM 3asiBUTEIS Ha OCHOBAaHMM TOBEPEHHOCTM B 3JIEKTPOHHOM
dbopme B MAalIMHOYMTAEMOM BUIe, OTBET HA 3aMpPOC MOXeT ObITh TOMNMCAH YCUJIEHHOM
KBIMGUIIMPOBAHHOM 3JIEKTPOHHOM IMOAIIMCHIO MO0 YCUIEHHOM HEKBaIM(MULUMPOBAHHONM 3JI€KTPOHHOM
MOATINCHIO.

(B pen. ®enepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHoBaHMeM 1jis OTKa3a B OPraHM3alMM KCIEPTU3, MPEAYCMOTPEHHBIX YacTbiO 1 HaCTOSIIEN
CTaTby, SIBJISETCSI TPENCTaBJeHMe HeOOXOOMMBIX IJIs1 TMPOBEIEeHUs MPeIyCMOTPEHHBIX 3SKCIIEPTU3
JOKYMEHTOB B HEITOJIHOM OObeMe MM HelpeACTaBIeHNe 3asiBUTEIEM B YCTAaHOBJIEHHBIM CPOK OTBETA Ha
3aMpocC YIOJHOMOUYEHHOTO (eiepabHOTO OpraHa MCIIOJTHUTEIbHOV BJIACTM, a TAaKKe IpelCcTaBJIeHMe
JIOKYMEHTOB, He COlepKalliX MCUYEePIIbIBAIOIIEro MepeyHs He0OXOAMBbIX CBeIEeHMIA.

6. Ilpu oTkase B opraHm3aiuy 3KCIEPTU3bI, MTPEeAYCMOTPEHHON MYHKTOM 4 YacTu 1 HacTosiien
CTaTb¥, JOKYMEHTbI, BXOMSIIYE B COCTaB PErMCTPAIMOHHOTO JOChe Ha JIEKAaPCTBEHHbLIN Tperapar Ajist
BETEPMHAPHOTO TPUMEHEHMSI, MOTYT OBbITb BO3BpallleHbl 3asBUTEII0 HAa OCHOBAaHMM €ro 3arpoca,
MOJMMCAHHOTO  YCUJIEHHOW KBaJMMUUMPOBAHHOM  3JIEKTPOHHOM TIOAMMCHIO ¥  HAIPaBJIEHHOTO
MOCPECTBOM €MHOTO MOPTaJIa B YIIOJTHOMOUYEHHBIN (efepaibHbI/ OPraH UCIIOJHUTEBHON BIACTY WIIN
JIMYHBIM KabGMHEeT YIOJHOMOYEHHOro delepaJbHOrO OpraHa WCIOJIHUTEIbHOM BJIACTM B €OVHOM
CUCTeMe, B TedyeHMe TPUILATY paboumx OHEeN CO ITHS IPUHATUS YIIOJTHOMOYEHHBIM (emepasbHbIM
OpPraHOM MCIIOJTHUTEJIbHOM BJIACTM pellleHus] 00 OTKase B OpraHMsaluy TaKoOW SKCIIEPTU3BbI.
VY1omHOMOYeHHbBIN (enepaabHbIi OpraH MCIIOJTHUTEIbHOM BJIACTM BO3BpAIlaeT 3asBUTENIO YKa3aHHbIE
JOKYMEHTbI B TeYeHMue [OecSITy paboumx AHEM CO [HSA TIOJyYeHMs COOTBETCTBYIOLIEro 3ampoca
3asgBUTENS. B ciydae, ecim OT MMeHM 3asBUTENSI IECTBYET €ro ImpeactaBuTeNnb (pusmueckoe Jmiio),
YIIOJTHOMOYEHHbBIN [1eICTBOBATb OT MMEHM 3asiBUTEJISI HA OCHOBAaHMM JOBEPEHHOCTU B 3JIEKTPOHHOM
dbopMe B MaIIMHOYMTAEMOM BUJE, 3aIIPOC MOXKET ObITh MOANMCAH YCWIEHHOM KBaIM(UIMPOBAHHON
3JIEKTPOHHOM MOAIMCHIO MO0 YCWIIEHHON HEKBAIMOUIIMPOBAHHOM 3JIEKTPOHHO MOINICHIO.

(uactb 6 BBemeHa depepanbHbiM 3akoHOM OT 02.08.2019 N 297-@3; B pen. PenmepasbHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

Ctatbsa 20. 3KcnepTusa JAOKYMEHTOB, MNpPeACTABMEHHbIX A/IA  onpejeneHus
BO3MOXHOCTM paccMaTpuBaTb JIeKapCTBEHHbIA npenapar Anas  MeAULMVHCKOro
NpUMeHeHUs B KauecTBe opd)aHHOrO SIEKAaPCTBEHHOIO Npenapara
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

1. Tlpomemypa ormpeneneHnss BO3MOXKHOCTM pPacCMaTpMBaTh JIEKApPCTBEHHbIM IIperapar Ijisi
MeIULIMHCKOIO MpUMeHeHMs B KauecTBe OpdaHHOIrO JIeKapCTBEHHOI'O IperapaTra MOXKET IPOBOIUTHCS
Kak B OTHOIIEHMM JIeKapCTBEHHOI'O IIperapara, 3aperMCTpPUpPOBAHHOTO B COOTBETCTBMM C HACTOSIIMM
®enepasbHbIM 3aKOHOM JIMOO B COOTBETCTBUM C aKTaMu, cocTaBjsttonyMu npaBo Corosa, Tak U B
OTHOIIEHMM He3aperucTPUMpPOBAaHHOIO JIEKAPCTBEHHOrO IpemapaTa. OKCIepTu3a JOKYMEHTOB,
MpeICTaBJIEHHbIX [JISI OIpenejeHNus] BO3MOXKHOCTM pacCMaTpuBaTh JIEKAPCTBEHHBIN IIpemapar s
MeOULIMHCKOIO IIpMMEHeHUs B KauecTBe Op@aHHOro JeKapCTBEHHOrO IIpelapara, COCTaBJIeHMe
KOMMCCHEH SKCIIePTOB 3aK/JI0UeHMS O BO3MOXKHOCTM WM HEBO3MOXKHOCTM pPacCMaTpUBAaTh
JIEKapCTBEHHbLINM Mpernapar Ojs MeIMUIMHCKOrO IpUMeHeHMS B KauecTBe OpdaHHOI'O JIeKapCTBEHHOI'O
mperapara ¥ HalpaB/ieHMe B JIMYHBIM KaOMHET YIIOJTHOMOYEHHOro (eaepaJibHOTO OpraHa
VICIIOJTHMUTEJIbHOM BJIACTY B €IMHOM CHCTEMeE JAHHOI'O 3aK/IIOUeHMsI B (hopMe 3JIeKTPOHHOI'O JOKYMEHTa,
MOAIVMCAHHOTO YCUJIEHHOM KBaIM(MUIIMPOBAHHOM 3JIEKTPOHHOM MOAIIMUCHIO, OCYILIECTB/ISIOTCS B CPOK, HE
MPEBBIIAIONINI TPUALUATY pPabouMx AHEH CO AHS HaIlpaBjeHUS B JIMUHBIA KaOMHET 3SKCIIEPTHOIO
YUpEXIEHUsT B eIMHOM CUCTeMe 3amaHus YIIOJHOMOYEHHOTO (efepasbHOTO OpraHa MCIOJHUTEIbHON
BJIACTU U CJIEIYIONIUX TOKYMEHTOB U CBEIEHUIA:

1) 3agBneHue o npusHaHUM JIeKAPCTBEHHOTO Ipernapara oppaHHbIM JIeKapCTBEHHbIM IIpernapaToM,
cocTaBJjieHHOe 1o dopme, YTBEepKAEeHHOM YIIOJTHOMOUYEHHBbIM (deepaibHbIM OPraHOM MCIOJHUTEIbHON
BJIACTM, TIOAIIMCAHHOE YCUJIEHHOM KBaJM(UIIMPOBAHHON 3JIEKTPOHHOM TOAIMCHIO YIIOJHOMOUYEHHOT'O
MpeACTaBUTENS]  IOPUOMUYECKOTO  JIMIA, [JECTBYIOIIEr0 B COOCTBEHHBIX  MHTepecax Wi
YIIOJTHOMOYEHHOTO MPEICTAB/ISITh MHTEPECHI IPYTOrO FOPUANIECKOTO JINIIA;

2) KommMsg [JOKyMEHTa Ha PYCCKOM SI3blkKe, 3aBEepPEHHOTO B YCTAaHOBJIEHHOM TIIOpSIAKE U
MOJTBEPKIAIOIEr0 MMPaBOMOYHOCTh 3asBUTENSI TOJaBaTh 3asBjeHNE O TPU3HAHUM JIEKAPCTBEHHOIO
npernapara oppaHHbIM JIEKAPCTBEHHBIM ITperapaTom (Mpy HeOOXOAMMOCTH);

3) obocHoBaHMe opdaHHOCTU 3abosieBaHMsl, HE OTHECEHHOr'O B COOTBeTCTBUM ¢ DemepasbHbIM
3akoHoM oT 21 Hos6ps 2011 roma N 323-@3 "O6 ocHOBax OXpaHbI 3M0POBbsS TpaskaaH B Poccuiickoii
®epepauyn”" K penkum (opdaHHBIM) 3ab60JIeBaHMSIM, B TOM YKCJIe MOAPOOHasT MHGpoOpMalus O
IMarHOCTHKe, TPoUIaKTYKe UM JIEUeHU TaKoro 3a60/1eBaHs;

4) yTBepXKJeHHas MHCTPYKLUMS [0 MeIMLIMHCKOMY IpMMEHEHMIO JIeKapCTBEHHOrO Ipernapara,
3aperMcTpUpPOBaHHOTO B COOTBeTCTBMM C HacrosumM @DenepasbHbIM 3aKOHOM, WM 0O01Ias
XapaKTepUCTUKA JIeKapCTBEHHOrO IIperapara, 3aperMcTpUMpPOBAaHHOIO B COOTBETCTBMM C aKTaMMu,
cocTtasssitolmu rpaBo Coro3a (py HaIu4nmn);

5) MHCTpYKLMS MO MEOUIIMHCKOMY IPUMEHEHMIO WIM KpaTKas XapaKTePUCTUKA JIEKapCTBEHHOTO
rperapara, yTBeps>kJeHHbIe B CTpaHe TPOU3BOANTEIS (TIPY HAIMYNMN);

6) KomMM IOKYMEHTOB, 3aBepeHHBbIX B YCTAHOBJEHHOM TMOPSAKE U IOATBEPKAAIONIMX (aKT
perucTpanyy JIEKapCTBEHHOI'O IIpelapata B MHOCTPAHHBIX TIOCYIJapCTBaX B KadecTBe OpPGaHHOIO
JIeKapCTBEHHOTO mpemnapata (Ipy HAIu4Iumn);

7) TPOEeKT XapaKTepUCTUKM He3aperuCTPUPOBAHHOIO JIEKApCTBEHHOTO Ipernapara, colepykallero
Clenymolliye MUHMMAajbHble CBeHeHUSI O He3aperuMCTPMPOBAHHOM JIEKAPCTBEHHOM IIpernapare
(momyckaeTcs TMpeAcTaBjeHMEe MPOeKTa XapaKTePUCTUKM He3aperucTpUpOBAaHHOTO JIEKAPCTBEHHOTO
mpernapara, COCTaBJIEHHOTO B COOTBETCTBUM C JOCTYITHBIMU JAHHBIMU IO MPOBEJEHHBIM KIMHUYECKUM
MICCIEIOBAHMSIM JIEKAPCTBEHHOTO TIperapara M [OOKJIMHMYECKUM MCCIeIOBAHMSIM JIEKAPCTBEHHOTO
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

cpeaCcTBa Ha MOMEHT IIOoJaulM 3asdBJIEHMSa O IIPpUM3HaAHMM JIEKAPCTBEHHOI'O IIperiapara OpCbaHHbIM
JIEKapCTBEHHbBIM npenapaTOM):

a) HauMMEeHOBaHMe JIEKapCTBEHHOTO mpernapaTta (MeXIyHapOAHOe HelaTeHTOBaHHOe, WU
IPYNIVPOBOYHOE, WJIM XMMUYECKOE ¥ TOPrOBOE HaIMEHOBAaHM);

6) JekapcTBeHHast (opMa C VyKas3aHMEM HauMMEHOBaHMIA WM KOJIMUYECTBEHHOTO COCTaBa
JIEeJCTBYIOIIMX BEIeCTB M KauyeCTBEHHOTO COCTaBa BCIIOMOraTeJIbHbIX BeIecTB (Mpy HeoOXOAMMOCTHU
KOJIMYECTBEHHOI'O COCTaBa BCIIOMOTaTe/IbHbIX BEIleCTB);

B) (hapmakogmuHammKa 1 hapMaKOKMHETMKA;
T') TIOKa3aHus JJIs1 IPYMeHEeHNS;
1) TIPOTUBOITOKA3aHMS /ISl IPUMEHEHMST;

€) BO3MOXKHbIEe IT0OOYHbIE MHEWCTBMS WM HeKeJaTeJbHble peakuuuM Tpu  PUMEHEHUN
JIeKapCTBEHHOTO Mpenapara IJjisi MEIULMHCKOTO pPUMeHeH NS,

’K) HaMMEHOBAHMS M aApeca IMPOU3BOACTBEHHBIX ILIOIIAJOK IMPOU3BOAUTEINS JIEKAPCTBEHHOIO
rperapara;

3) CBeleHMS O pa3paboTuMKe JIEKAapCTBEHHOTO CpelNCcTBa (IepykaTesie perucTpalyOHHOTO
YIIOCTOBEpEHMST);

8) cBemeHMsT O TeKylleM CTaryce pa3pabOTKM He3aperuCTPUMPOBAHHOIO JIEKAPCTBEHHOTO
mperapara, a Takske IJIaH ero pa3paboTKu;

9) 00630pbl JOKIMHUYECKMUX MWCCJIEOOBAHMIM JIEKAPCTBEHHBIX CPEOCTB U  KIMHUYECKUX
MUCC/IENOBaHUI He3aperMCTPUPOBAHHOIO JIEKAPCTBEHHOrO IIpelapaTa, OOCTYIHbie Ha [eHb IToJauu
3asIBJIEHUS;

10) orueThl O TMpPOBENEHHBIX TOKIMHUYECKUX UCCAENOBAHMSIX JIEKapCTBEHHOTO CpelCcTBa U
KJIMHNYECKUX MCC/IETOBAHNSIX He3aperuCcTPMPOBAaHHOTO JIeKapCTBEHHOTO TTpernapaTa (Ipy HaJIuuun);

11) pekBU3UTHI JOKYMEHTA, MOATBEPXKAAIOIIEro YIJIATy rOCYJapCTBEHHOM MOILITMHEI.

2. B ciyyae HemoCTaTOUYHOCTM IpPEeNCTaBJIEHHBIX MaTepPUasoB B IIEJISIX IPOBENEHMS] SKCIIePTU3bI
IJIST  OTpenesieHus] BO3MOKHOCTM pacCMaTpuBaTh JIEKAPCTBEHHBIM Tperapar MAJjiss MeIUIVMHCKOTO
MpUMEHEHNST B KaueCcTBe OppaHHOTO JIEKAPCTBEHHOTO MperapaTta SKCIIePTHOe yUpeskAeHMe HarpaBiiser
B JIMUHBIV KaOMHET 3asBUTEJIS B eIVHOM CUCTEME 3aIIpoC O IIpeICTaB/JIeHUM HeOOXOAMMbIX MaTepuajioB,
HO,ELHI/ICB.HHI)IIZ PYKOBOAUTEJIEM (YHOHHOMO‘JEHHI)IM J'II/II_[OM) SKCIIEPTHOT'O YUpeXaeHUs C
MCIIOJIb30BAHMEM YCWJIEHHOW KBaJIM(UIMPOBAHHON 3JIEKTPOHHOM MOAMNUCHU. 3asBUTENb 00s13aH
HaIpaBUThb B JIMUHbIN KaOMHET SKCIIEPTHOIO YUPEKIEHNS B €IMHON CUCTeMe MOANMCAHHbINA YCUIEHHO!
KBIM(UIIMPOBAHHOM 3JIEKTPOHHOM TOAIMCBIO OTBET Ha 3alpoC B CPOK, HE IIPEBBIILIAIOIINIA
mecTnaecsaTu pa6oqnx ,ILHGIZ CO [OHA TMOJJMYy4YEeHMSd OSKCIEPTHBIM YUPEXKICHMEM 3JIEKTPOHHOI'O
YBEeIOMJIEHUSI O TIOJTydYeHuM 3asBuTesieM 3ampoca. Cpok, yKa3aHHBIM B yacTu 1 HACTOSIIEN CTaTbu,
MPYOCTAaHaBIMBAETCS CO [Hs HampaB/ieHMs 3asBUTENIO B €ro JIMUHbIA KaOMHET B eIUHO CHUCTeMe
3arpoca SKCIIEPTHOIO YUPEeKAeHMs IO OHS HalpaBJieHMs 3asBUTEJIEM B JIMYHBIM KaOMHET SKCIIEPTHOTO
VUpeXXIeHus] B eOMHOM CUCTeMe OTBeTa Ha 3alpoC M He YYUTHIBAeTCS IIPUM MCUYMCIEHUM CpOKa
MPOBEIEHMSI  IKCIIEPTU3bl  JOKYMEHTOB, IIPECTAaBJIEHHbIX [JIT  OIpeAesieHuss  BO3MOXKHOCTU
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

paCcCMaTpMBaTb HeKapCTBEHHbIﬁ npemnapar njsd MeOUIMHCKOIO IpMMEHEHMS B KadeCTBeE Op(baHHOI‘O
JIEKapCTBEHHOI'O ITperaparTa.

3. B cpok, He mpeBbIIAIOILIMI HATU paboumux OHEN CO OHS HamlpaB/ieHUs B JIMUHBIM KabuHeT
YIIOJTHOMOYEHHOTO (helepabHOrO OpraHa MCIIOJTHUTENbHOM BJIACTM B €IMHOM CUCTEME 3aK/II0UYEeHNS,
YKa3aHHOTO B 4YacTu 1 HACTOSIIEN CTaTbhM, YIIOJHOMOUYEHHbI (efepasbHbIii OpraH MCIOJHUTEIbHOM
BJIACTM OCYILIECTBJISIET OIIEHKY 3aK/JI0UeHus [Ji1 OIpedesieHuss ero COOTBeTCTBMSI 3aJaHMIO Ha
MIpOBeIeH)e SKCIIePTU3bl ¥ HaIpaBJjsieT B JIMUHbINA KaOMHET 3asiBUTENIS B €IMHO CUCTEeMe IMOAIMCAaHHOe
YCWIEHHOM KBaJIM(PUIMPOBAHHONM 3JIEKTPOHHOM IMOANMCHIO YBEIOMIEHME O pe3yJbTaTaxX IPOBEIEHHOM
SKCIEPTU3bI C MPUJIOKEHNEM KOMMUY IKCIIEPTHOTO 3aK/IIOUeHMs (C COXpaHeHeM KOH(DUAEHIMATIbHOCTI
mHpopMaIMM 0 COCTaBe KOMMUCCUM SKCIIEPTOB) ¥ BO3MOKHOCTM WIM HEBO3MOXKHOCTM pPacCMaTpPUBATh
JIEKapCTBEHHbLINM Mpernapar Ojs MeIMUIMHCKOrO IpUMeHeHMS B KauecTBe OpdaHHOI'O JIeKapCTBEHHOI'O
mpernapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHTa6pa 2024 roga. - PegepasnbHblii 3aKOH OT
30.01.2024 N 1-D3.

Cratba 22. YTpatuna cuny ¢ 1 uwona 2015 ropga. - degepasibHbliA 3aKOH OT
22.12.2014 N 429-d3.

Crtatbs 23. 3JKcnepTu3a KauyecTBa JIEKApCTBEHHOIO CpeAcTBa UM 3KcnepTusa
OTHOLLUEHUSI OXMAAEMOl MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI JIeKapCTBEHHOro
npenapara gss MegULUUHCKOTo NpUMeHeHNs

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. OkcrepTu3a KauecTBa JIEKAPCTBEHHOTO CPENCTBA M SKCIEPTM3a OTHOLIEHMS OXXKUIAEMOM 10JIb3bI
K BO3MOKHOMY PHUCKY IpPUMEHEHMS JIEKApCTBEHHOTO IIperapara IJjsi MeIMUIIMHCKOTO ITPUMEHEHMSI,
COCTaBJIEHME KOMMCCUSIMM SKCIIEPTOB 3aK/JIOUEHMIA TIO pe3ysbTaTaM ITPOBEAEHHBIX OSKCIEPTU3 U
HampaBJeHMe 3TUX 3aK/IIOUEHUN, MMOAIMMCAHHBIX YCUJIEHHBIMY KBaJIMMUIIMPOBAHHBIMM 3JIEKTPOHHBIMU
MOATIMCSMM, B JIMYHBI KaOWHET YIIOJTHOMOYEHHOTO (efepaJbHOIO OpraHa MCIIOJHUTEIbLHOM BJIACTYU B
eIOVHOM CHUCTEME OCYIIECTBJISIIOTCS B CPOK, He IPEeBbIIIAIOIINIA CTa AEeCITH pabouux OHel CO IHS
HampaBJIEHMs B JIMYHBIM KaOMHET SKCIIEPTHOTO VUPEXKIAEHMS B €OMHON CUCTEME COOTBETCTBYIOIIEIO
3alaHNSI  YIIOJTHOMOYEHHOTO (efepaJbHOrO OpraHa MWMCIOJHUTEIbHOM BJIACTM U HEOOXOOMMBbIX
JIOKYMEHTOB.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

KoncynpranTtliroc: mpuMevaHue.

[To sasgBnenuto, moganHomy B Mun3apaB Poccun mo 11.04.2022, npy HEBO3MOKHOCTM ITPOBEIEHUS
9KCIIEPTU3bl KauecTBa JIeKapCTBEHHBIX CPENCTB B SKCIIEPTHOM YUPEXKOEHUM, [IOIYCKAeTCs ee
MpoBefieHNe TIOCPENCTBOM OUCTAHIMOHHOIO B3aMMOJENCTBUSI, IIOPSIHIOK ¥ (OPMBI  KOTOPOI'O
ONpeNesSIIOTCSl 9KCIIEPTHBIM YUpeskAeHreM 1o coriacoBanmio ¢ 3asBurtensvyu (IlocraHoBieHue
[TpaButenbctBa PD ot 05.04.2022 N 593).

2. B Teuenume pmeBsIHOCTA OHEN CO JHS TOJIyYEHMS YITOJTHOMOYEHHBIM GeepaJbHbIM OPraHOM
VICIIOJTHUTEJIbHOM BJIACTY YBEAOMJIEHUMSI B 3JIEKTPOHHOV (OopMe O TOJIyuyeHUM 3asiBUTEJIEM DPEIIeHUs O
MPOBEIEHNM SKCIIEPTU3, MPEeTYCMOTPEHHBIX UaCThi0 1 HACTOSIIEN CTaTby, 3asBUTEJb IPENCTaBJIIET B
9KCIIEPTHOE YUpeKAeHue IJis1 MPOBeIeHMs] SKCIIePTU3bl KauecTBa JIeKapCTBEHHOI'O CpPeICTBa 0OpasIibl
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKAPCTBEHHOI'O TMpernapaTta [Jii MeOUIMHCKOTO IpPVMMEHEHMs], MPOU3BEIEHHOTO B COOTBETCTBUU C
TpeOOBAHMSIMM  OIBITHO-TIPOMBIIIJIEHHOTO ¥ (MJIM) TPOMBIIIJIEHHOTO PErJlaMeHTOB, YTBEP’KIEHHBIX
PYKOBOAUTEJIEM IIPDOU3BOAUTEJIA JIEKADCTBEHHBIX CPEACTB, d TaKXKe€ B COOTBETCTBYIOLIMX CiIydasax
o6pasupl (apMaleBTUUECKON CYOCTAaHIMM, TeCT-IITaMMa MMUKPOOPTaHU3MOB, KYJbTYPbI KJIETOK,
06pasIibl BEIIEeCTB, MPUMEHSIEMbIX /IJIsT KOHTPOJISI KaueCTBa JIEKapCTBEHHOTO CPeJCTBA MyTeM CPaBHEHUS
C HUMM MCCJIEAYyEeMOro JIEKapCTBEHHOTO CpPENACTBa, cHelybuuecKyue peareHTbl, HeoOXOOuMMble MJIs
MIPOBEJIEHMs UCITBITAaHU OOPA3IOB JIEKAPCTBEHHBIX IPENapaToB, B KOJIMYECTBAX, HEOOXOOMMBIX MAJIS
BOCITPOM3BENEHNSI METOAOB KOHTPOJISI KauecTBa.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. Ilpu mosmyyeHum oO6pas3IOB JIEKAPCTBEHHOTO IIpemapaTta M (apmaleBTMYecKoi CyOCTaHIIUK
9KCIIEPTHOE YUpeskIeHIe HalpaBJiseT B JIMUHBIA KaOMHET 3asBUTENS B eIUHOI CHCTEeMe YBeIOoMJIeHMe,
MOATBEPsKAalolIee MoJIyueHe YKa3aHHbIX 00pasiioB.

(gacTb 3 B pen. PenepanbpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. VKasaHHbIA B YacTM 2 HACTOSIIEN CTaTbM CPOK JJIsSI MpeNCTaBJeHMUs 3asiBUTesieM 0OpasIiioB
JIEKapCTBEHHOTO TIpernapaTta ¥ ¢apMaleBTUUeCKON CYOCTaHIMM He BKJIIOYAETCS B CPOK IPOBEIEHMS
9KCIEPTU3, TPEeTyCMOTPEHHBIX YaCThIO 1 HACTOSIIIEN CTAaTbU.

(gactb 4 B pep. PenepanbHoro zakoHa ot 30.01.2024 N 1-D3)

5. Yrpatun cuny. - @enepanbubiii 3akoH ot 30.01.2024 N 1-D3.

KoncynpranTlitoc: mpuMevane.

[Tonoskenus ct. 24 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromyecs IpegoCcTaBaeHNs roC. YCIYT IIpu
obOpallleHN JIEKapCTBEHHBIX CPEICTB IJIsI BETEPMHAPHOTO IPUMEHEHUSI TOCPENCTBOM eIMHOTO
noptana, npumensiorcs ¢ 01.01.2026.

Ctatbs 24. JKcnepTmsa KayecTBa JiIeKAPpCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUIEHUA OXUAAeMOI NOJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NIeKapCTBEHHOro
npenapara A/ BeTepMHapHOro npumMeHeHus

1. DxcnepTn3a KauecTBa JIEKApCTBEHHOTO CPEICTBA M SKCITEPTMU3a OTHOIIEHNS OKMIaeMO TTOTb3bl
K BO3MOKHOMY DPUCKY TpPUMMEHEHMs JIeKapCTBEHHOTO IIperapara [Jjis BeTepPMHApHOTO TMpUMeHeHMs,
COCTaBJIeHME KOMMCCHUSIMM IKCIIEPTOB 3aK/IIOUEHMIA IO pe3yjabTaTaM YKa3aHHbIX JKCIEepTU3 WU
HarpaB/ieHMe TaKuX 3aK/JIIUYeHMit B 3JIEKTPOHHOM ¢dopMe B YIIOJTHOMOYEHHbIN GdelepaabHblii OpraH
VCIIOJTHUTEJIbHOM BJIACTM OCYIIECTBJISIIOTCSI B CPOK, He TPEeBBIIIAIONIMI CTa pabouMx OHEN CO ITHS
MOJTyUYEeHMST IKCIIEPTHBIM  YUPEXAEHMEM B 9JIEGKTPOHHOM ¢opmMe 3aJaHusl  YIOJHOMOUYEHHOTO
(dbenmepasbHOrO OpraHa MCITOJHUTEIbHOM BJIACTU C JTOKYMEHTaMM, YKa3aHHbIMM B 4YacTuM 3 cTtaTbu 17
Hacrosiero denepasbHOTO 3aKOHA.
(B pen. demepanbHbix 3ak0oHOB OT 22.10.2014 N 313-®3, or 13.07.2015 N 241-®3, or 30.01.2024 N
1-®3, or 31.07.2025 N 304-D3)

2. B TeueHme Tpupuatu pabouMx OHENM CO OHS IOJTYyUYEeHUS] YIIOJTHOMOYEHHBIM (enepasbHbIM
OpPraHOM MCITOJTHUTEJIbHOV BJIACTM YBEIOMJIEHUSI B 3JIEKTPOHHOM (opMe O IMOJyYeHUM 3asiBUTEIEM
pellieHusI O MPOBeJeHNM YKa3aHHBIX B YaCTM 1 HACTOSIIIEN CTAThbM SKCIIEPTU3 3asBUTENb TIPECTABIISET B
9KCIIEPTHOE YUpPEesKIeHMe IJII MPOBEAEHNST IKCIIePTU3bl KAuyecTBa JIEKAPCTBEHHOTO CPECTBA OOPA3IbI
JIEKAPCTBEHHOr'0 Tpernapara sl BeTepMHApHOTO IpPUMMEHEeHMsI, MPOU3BEJEeHHOTO B COOTBETCTBUM C
TpeOOBaHMSIMMU TEXHOJIOTMUECKUX PpEerjaMeHTOB, YTBEPXKIEHHBbIX PYKOBOAMTENIEM IPOU3BOAUTENS
JIEKapCTBEHHBIX CPENICTB, @ TAaKXXe B COOTBETCTBYIOIIMX C/IydyasX TeCT-IITaMMbl MMUKPOOPTaHU3MOB,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

KYJIbTYPbI KJIETOK, 06pasipbl (hapMaleBTMUeCcKoi cyOCTaHIMM, 0Opasibl BEIIECTB, PUMEHSIEMbIE MJIs
KOHTPOJISI KauecTBa JIEKApCTBEHHOI'O CPENICTBA, B KOJMUYECTBAX, HEOOXOAMMBIX IJIs BOCIPOU3BENEHMS
MEeTOAOB KOHTPOJISA KaueCTBa.

(B pen. @enepanbhbix 3akoHOB OT 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Tlpu momydyeHum oO6paslOB JIEKAPCTBEHHOTO IpernapaTta M (GapMameBTUUYECKON CyOCTaHIU
9KCIIEPTHOE YUpeXIeHMe B AeHb MOyYeHNs 06pa3IoB HAIpaB/sieT B 3JIEKTPOHHOV (GopMe 3asiBUTEITIO
yBeIOMJIEHMeE, TTIOATBEPKIAIOIIIEe MMOTyUeHe YKa3aHHbIX 06pasiioB.

(dactb 3 B pen. DenepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

4. YKa3aHHBIM B YaCTM 2 HACTOSILUEN CTaTbY CPOK MOJIs1 NpEeACTaB/IeHMs 3asBUTEJIEM OOpa3loB
JIEKapCTBEHHOTr'O TpernapaTa U (apMaleBTUUECKON CYOCTaHIMM He BKJIIOYAETCS B CPOK IPOBEIEHUS
9KCIEPTU3, MPEeTyCMOTPEHHBIX YaCThIO 1 HACTOSIIIEN CTaTbU.

(gacTb 4 B pen. PenepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrpatun cuny. - @enepanbubiii 3akoH ot 30.01.2024 N 1-D3.

CrtatbA 25. MoBTOpPHOE NpoBeAeHNe IKCNEepPTU3bl IEKAPCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

1. B wryyasx HemocTaTOYHOM OOOCHOBAHHOCTM WJIM HEIOJHOTHI 3aK/IIOYEHUS KOMMUCCUM
9KCIIEPTOB, HAIMUMS B HEM IMPOTUBOPEUUBBIX HAHHBIX, GaabCcuduUKaMy BbIBOAOB 3KCIEPTU3BI
JIEKApCTBEHHOI'O CPEeJCTBA, COKPBITUSI OT YIOJHOMOUYEHHOTO (erepasbHOrO OopraHa MCIIOJHUTEbHOU
BJACTM OCHOBAHMM JJIs1 OTBOJA OSKCIEepTa BCJAEACTBME €ro 3aMHTepeCOBAaHHOCTM B pe3yJIbTaTax
COOTBETCTBYIOIIEN 3KCIepPTU3bl, HAJWUYMSI JAHHBIX O MPSIMOM JIMOO KOCBEHHOM BMeIIATe/bCTBE B
MPOLIECC COOTBETCTBYIOIIEN SKCIEPTMU3bl JIMI, He YYACTBYIOIIMX B €€ IPOBeIeHMM, HO OKa3aBIIMX
BJAMSIHME Ha TMPOIECC M Pe3yJbTaThl ee IPOBeAeHMs, YIIOJHOMOYEHHbIM GeepaibHbIM OpraHOM
VICTIOJTHUTEJIbHOM BJIACTM HAa3HAYaeTCsl IOBTOpHAs SKCIEPTHU3a JIEKAapCTBEHHOTO cpencTBa u (M)
3TUYEeCKast IKCIepTu3a.

(B pen. ®enepasnbHOro 3akoHa ot 22.12.2014 N 429-03)

2. TloBTOpHAs 3KCIEpPTH3a JEKAPCTBEHHOT'O CPECTBA MPOBOAMUTCS C YUETOM pe3yJIbTaTOB paHee
MIPOBEIEHHOV JKCIEPTU3bl B CPOK, YCTAHOBJIEHHBIN YIIOJTHOMOYEHHBIM (efepasibHbIM OpPraHOM
VICIIOJTHUTEJILHOM BJIACTY M He MPEBBIIIAIOIINIA TPUALATY pabounx JHEN CO THS MOTYyUYEeHUS] SKCIIePTHBIM
yupekIeHueM B JIMYHOM KaOyuHeTe B eIVHOM CUCTeMe 3aJaHMs Ha IPOBeIeHNe IIOBTOPHO 3KCIePTU3bI
JIEKapCTBEHHOI'O CPeACTBAa, MOAIMMCAHHOIO YCUJIEHHOM KBAIMMUIMPOBAHHON 3JIEKTPOHHOM MOIMCHIO.
(B pen. denepasnbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

3. @uHaHCOBOe ObecrievueHMe BbBITOJHEHUS! 3afaHusl Ha TPOBeJeHMe TOBTOPHOM 3KCIePTU3bI

JIEKapCTBEHHOT'O CPE/ICTBA HE OCYIIECTBIISIETCSI.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

KoncynpranTlitoc: mpuMevaHe.
C 01.01.2026 cr. 26 He pacmpoCTpaHSIeTCs Ha IPaBOOTHOIIEHMS, BO3HMKAIOIIME TIpM OOpallleHnu
JIEKapCTBEHHBIX CPeACTB A1l MeauiHcKoro mpumenenus (@3 or 30.01.2024 N 1-D3).

Cratbs 26. YCKOpeHHas npoueaypa 3KCcnepTusbl /ieKapCTBEHHbIX CPeACTB

1. YckopeHHas mpoleaypa S5KCIepTM3bl JIEKAPCTBEHHBIX CPEINCTB B IEJIX T'OCYAapCTBEHHO
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

perucTpanyuy JeKapCTBEHHbIX IIperapaToB IIPMMEHSIETCS B OTHOIIEHMM OpQaHHBIX JIeKapCTBEHHBIX
MpenapaToB, IIEPBbIX TPEX JIEKAPCTBEHHBIX MIPENapaToB, peructTpupyemMmbix B Poccuiickoin ®degepanym B
KauecTBe BOCIIPOM3BEIEHHBIX JIEKAPCTBEHHBIX IPErapaToB, OUEPeTHOCTb KOTOPBIX OIpenesiseTcs B
COOTBETCTBMM C HOMEPOM M [AaTOM BXONSIIMX 3asBJI€HUMM O TOCYAApPCTBEHHON perucTpaumumn
JIEKAPCTBEHHBIX IIPENapaToB B paMKaX OIHOTO MEKIYHApOJHOTO HENMaTeHTOBAaHHOTO HaMMEHOBaHMS
JIEKapCTBEHHOrO IIperapara MWIM TPYHIMPOBOYHOTO HaMMEHOBaHMS JIEKapCTBEHHOIO IIperapara,
JIEKapCTBEHHBIX IIpernaparoB [Jjis1 BeTepMHAPHOrO IIpPUMEHEHMs, IpegHa3sHauYeHHbIX I JIeueHus
JOMAIIHUX >KUMBOTHBIX, OIpeneeHHbIXx DemepanbHbiM 3akoHOM OT 27 mekabps 2018 roma N 498-D3
"O6 OTBETCTBEHHOM OOpallleHny C SKMBOTHBIMM UM O BHECEHMM U3MEHEHMII B OT/eJ/bHbIe
3aKOHOAaTeIbHbIe aKThl Poccuiickoit @epepainu’', 1 3aperncTpUpOBaHHbIX B KAUECTBE JIEKAPCTBEHHbIX
MpernapaToB i MEIMIMHCKOTO IIpMMEHEHMs, M JIeKapCTBEHHbIX IpenapaToB, IIpeJHasHaUeHHbIX
VICKJTFOUMTEJIbHO IJI51 TPMMEHEeHMsT HECOBEPILIEHHOJIETHMMM T'paskaaHaMMu.

(B pen. demepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, or 13.07.2015 N 241-®3, or 28.04.2023 N
171-®3)

2. YckopeHHas Iporeaypa 3KCIepTM3bl JIEKAPCTBEHHBIX CPENCTB B IEJSX TOCYIAapCTBEHHON
perucTpalu JieKapCTBeHHbIX ITpernapaToB He IIPMMeHSIETCS B OTHOIIIEHUHA:

1) 6uoaHaoroBhIX (6MOMOMOOHBIX) JIEKAPCTBEHHBIX MpernapaToB (610aHaIOroB);

2) pedepeHTHbIX JIeKapCTBEHHbIX IIpernapaTtoB (3a MCKIIOYeHMeM Op(aHHbIX JIeKapCTBEHHbIX
TpernapaToB);

Koncynpranrllntoc: mpumeuaHne.

HOo 31.12.2027 poccuilcCKMM TIPOU3BOAMUTENISIM JIEKAPCTBEHHBIX IIPENapaToB [JiI BETEPUMHAPHOTO
MIpUMeHEeHNMsT paspelleHo TO0JaBaTh PErUCTPALMOHHOE NOChe MO YCKOPEHHOU Mpolenype 6e3 ydera
TpeboBanmii 1. 3 u. 2 c1. 26 ([Hocranosnenue ITpaButenbcta PO ot 12.03.2022 N 353).

3) BOCIpPOM3BENEHHBIX JIEKAPCTBEHHBIX IIpernapaToB (3a MCKIIOUYEHMEM IIePBBIX Tpex
peructpupyembix B Poccuiickonn ®@emepanyy B KavyecTBE BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX
MpernapaToB M JIeKAapCTBEHHbIX IIpernapaToB, IIpeJHa3sHAUEHHbIX MCK/IIOUUTEIbHO IJI IIpUMEHeHMs
HECOBEpIIIEHHOJIETHUMM T'pakIaHaMM, a TaKyKe JIeKapCTBEHHBIX IIperapaTroB, MpeaHasHaueHHbIX MJIS
JIedeHMs] JOMAIIHMUX JXMBOTHBIX, OIpeneeHHbIX PenepaybHbIM 3akoHOM OT 27 mekabpst 2018 roma N
498-d3 "O6 OTBETCTBEHHOM OOpAIleHUM C KMBOTHBIMM M O BHECEHUM M3MEHEHUI B OT/Ae/IbHbIe
3aKOHOMATeIbHbIe aKThl Poccuiickoit @epepaiuu’', 1 3aperncTpUpPOBAHHbBIX B KAUeCTBE JIeKapCTBEHHbBIX
MIperapaToB JJIs1 MEIUIITHCKOTO TTPMMEHEeHMS);

(B pen. @enepanbHoro 3akoHa oT 28.04.2023 N 171-D3)

4) HOBBIX KOMOMHAIMI 3apErYCTPUPOBAHHBIX paHee JIeKapCTBEHHBIX MPEeNapaTos;

5) sekapCTBeHHBIX IpernapaToB, 3aperMCTPUMPOBAHHBIX paHee, HO IMPOU3BEAEHHBIX B [OPYIUX
JIeKapCTBEHHBIX (hOpMax B COOTBETCTBUM C IepeyHeM HaMMEeHOBAaHUI JIeKapCTBEHHbIX (POpM U B HOBOM
IIO3UPOBKE;

6) JIeKapCTBEHHBIX ITPEnapaToB IJIsSi MEAUIIMHCKOTO MPUMEHEHMs], TOCYIapCTBEHHAsT permcTpams
KOTOPBbIX OTMEHEHa, MPU UX PErucTpaluy B KauecTBe JIEKaPCTBEHHBIX IPENapaToB IJIs1 BETePUMHAPHOTO
MIPUMEHEHMSI.

(11. 6 BBegen @epepanbHbiM 3ak0HOM OT 28.04.2023 N 171-D3)
(uactb 2 B pen. DenmepanbHoro zakoHa ot 22.12.2014 N 429-d3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3. VckopeHHas Ipolieaypa S5KCIepPTU3bl JIEKAPCTBEHHBIX CPEeACTB IPOBOAMUTCS IO pEIIeHMIO
COOTBETCTBYIOIIEr0 YIOJHOMOUYEHHOTO delepaJbHOr0 OpraHa MCIOJHUTEIbHOM BJIACTY HAa OCHOBAaHUU
3asIBJIEHUS 3asIBUTEJISI B CPOK, HE MPEBBILIAIOILINI BOCBMUIECITU pabounx aHel. [Ipu aToM skcmepTusa
JIOKYMEHTOB, COJEPsKAIMXCS B PErMCTPALMOHHOM JOChe Ha JIEKAPCTBEHHbIV ITperapar, MPOBOAUTCS B
CPOK, He TPEeBBIIIAMIINIA IecIT pabounMx THEeN, SKCIepTr3a KavyecTBa JIEKAPCTBEHHOTO CPENCTBa U
9KCIepPTH3a OTHOIIEHMSI OKMUIAeMOM TOJIb3bI K BO3MOXKHOMY PUCKY IIPMMEHEHUSI JIeKapCTBEHHOTI'O
mpernapara IpoOBOISITCS B CPOK, He MPEBbILIAIOIINIA IIeCTUIECITY Pabounx THEI.

(uactb 3 B pen. @enmepanbHoro zakoHa ot 22.12.2014 N 429-d3)

3.1. Yrpatun cuny. - @engepanbubiit 3akoH oT 30.01.2024 N 1-D3.

4. YckopeHHass Tpoleaypa 3KCIepTU3bl JeKapCTBEHHBIX CPENCTB IPOBOIMUTCS B TIOPSIKeE,
ycraHoBysieHHOM craTtbsimu 17, 19, 20, 23 u 24 nHacrosimero ®epepaqbHOro 3aKOHA, ¥ He O3HAUYaeT
CHIUKeHMST TpebOBaHMI K 6e30IacHOCTH, KaueCTBY U 3 ()EeKTUBHOCTH JIeKapCTBEHHBIX ITPerapaToB.

(B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-®3)

Ctartbs 27. PelleHue 0 rocyaapCcTBEeHHOII perucTpayum iekapcTBeHHOro npenapara

1. B cpok, He TpeBBIIAIONINI YeThIpeX paboumnx AHEN CO THS MOJTYUYEHMS 3aK/TI0UEHN KOMUCCUN
9KCIIEPTOB I10 pe3yJbTaTaM SKCIIEPTHU3bl KaUeCTBa JIEKAPCTBEHHOI'O CPEICTBA M SKCIEPTU3bl OTHOIIEHMS
OXMIAeMOJV IOJb3bl K  BO3MOKHOMY  PMCKY  IIpMMEHEeHMsl JIeKapCTBEHHOrO  IIperapara,
COOTBETCTBYIONIVI YIIOJITHOMOYEHHBI (helepaibHbI/ OpraH UCIIOJTHUTEILHON BJIACTH:

(B pen. ®enmepanbHbix 3ak0HOB OT 22.12.2014 N 429-D3, ot 31.07.2025 N 304-D3)

1) ocyiecTBsIeT OLIEHKY 3aK/IIOUEHMII KOMMUCCUM 3SKCIIEPTOB MJi OIpenesieHMsT COOTBETCTBUS
3a[JaHMIO Ha MPOBeJeHMe ITUX IKCIIePTH3;
(1. 1 B pen. ®enepanbroro 3akoHa ot 30.01.2024 N 1-®3)

2) MpUMHMMAET pelleHMe O TOCYJapCTBEHHOM PErucTpaluu JIEKapCTBEHHOrO Ipemnapara win o6
OTKase B rOCyAapCTBEHHON pPerncTpaliyy JeKapCTBEHHOrO Mpernapara;

3) BHOCUT TIpU IIPUHSITUM PeIIeHMs] O TOCYAAapPCTBEHHOM perucTpaiuu JeKapCTBEHHOrO Mperapara
JaHHbIE O 3aperMCTPUPOBAHHOM JIEKaPCTBEHHOM IIperapaTte, B TOM uKucje O (apMaleBTUUYeCKOon
CyOCTaHIIMM, BXONSIIEN B COCTaB JIEKAPCTBEHHOrO IIperapara, B TOCYIApCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEICTB M BBbIAAET 3asBUTENII0 PErucTpaliOHHOE YIOCTOBEpPEHME JIEKapCTBEHHOTO
mpernapara IyTeM HallpaBJIeHUsl 3asBUTEJII0 IOCPEeICTBOM €IMHOrO IOopTaja MM B JIMYHBIA KaOMHET
3asIBUTEJII B €OMHOM CHUCTEME BBIIMCKY U3 TOCYJapCTBEHHOI'O peecTpa JIEKApPCTBEHHBIX CPENCTB,
MOATIMCAHHON  YCUJIEHHOV  KBaJM(UIIMPOBAHHOM  3JIEKTPOHHOM IMOAMMCHIO, ¢GopMa KOTOPOM
YTBEPXKIAEeTCSl YIOJHOMOUYEHHbIM (efaepasbHbIM OPraHOM MCIOJHUTEIbHOM BJIACTM, COTJIACOBAHHbIE
HOPMAaTMBHYIO  JTOKYMEHTAllMI0, HOPMATMBHBIM  HOOKYMEHT, WHCTPYKIMIO IO IMPUMEHEHUIO
JIEKapCTBEHHOrO TMperiapaTa ¥ MaKeTbhl IEPBUYHOM YIAKOBKM U BTOPUYHOM (TIIOTPeOUTENIbCKOIN)
YIIAaKOBKM C YKa3aHMeM Ha HMX HOMepa 3alyCi B TOCYIapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPeICTB U
JaTbl €ro TOCYJapCTBEHHOM perucTpauuy WM B Cjoydae TMPUHSITUS pelleHus o0 oTkase B
roCyJapCTBEHHOM PerucTpanyuy JeKapCTBEHHOro IIpernapaTa HampaBigeT 3asBUTENIO ITOCPEICTBOM
eOVMHOTO TOpTaja MM B JIMYHBIM KaOMHET 3asBUTEJISI B €IMHON CUCTEME yBeIOMJIEHMEe 00 3TOM C
yKa3aHMeM IPUUYMH TAaKOTO OTKasa. 3a BBIJAYy PErMCTPAIMOHHOTO YIOCTOBEpPEHMS JIEKapCTBEHHOTO
mpernapara B3MMaeTCsl TOCYJapCTBeHHas TOIUIMHA B COOTBETCTBUM C 3aKOHOMIATeIbCTBOM Poccuiickoi
®depnepatun 0 Hajorax u cbopax.

(B pen. Penepanbbix 3akoHOB OoT 22.12.2014 N 429-®3, or 30.01.2024 N 1-®3, ot 31.07.2025 N
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

304-D3)

2. OcHoBaHMeM MJIs1 OTKasa B TOCYIApCTBEHHOM perucrpanuy JeKapCTBEHHOI'O Iperapara MAjist
MeAUIIMHCKOTO  TIpMMeHeHUs  SIBJISIeTCSl  3aK/loueHMe  COOTBETCTBYIOIIErO  YIOJHOMOUYEHHOTO
(denmepasbHOrO OpraHa MCIOJHATENBHON BJACTM O TOM, UYTO KadyecTBO M (W) 3(PGheKTUBHOCTh
permcTpupyemMoro JIeKapCTBEHHOI'O IIperiapaTta OJjid MeOUMIMHCKOI'O IIpPMMEHEHMA He IIOATBEP KOEHbI
MMOJTYYEHHBIMM JAHHBIMM WUIM YTO PUCK IPUUMHEHMS] Bpela 340POBbIO UeJIOBEKAa BCJIENCTBME IIpUEMa
JIEKapCTBEHHOI'O IIperapara il MEIMIMHCKOrO IIpUMMEHEeHMsI IIpeBbIaeT 3(PGeKTUBHOCTb €ro
MIpUMeHEeHMS.

(dactb 2 B pen. @emepanbHoro zakoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE TmpencTaBieHVMe B COOTBETCTBYIOIIMI YIIOJHOMOUYEHHbI (demepasbHbli OpraH
VCITIOJTHUTEJIbHOM BJIACTM JIEKAPCTBEHHOI'O ITperapaTta, B OTHOIIEHMM KOTOPOrO ITOJyYeH OTKa3 B
roCyapCTBEHHO PEermcTpanyuy M KOTOPbIi BIIOCJIEACTBUM TIOIBEPTrCsl M3MEHEHMIO B YAaCTU €ro COCTaBa,
paccMaTpMBaeTCsl KaK IMpeACcTaBjeHue HOBOTO JIEKapCTBEHHOrO Iperapara Ha €ro rocyaapCTBEHHYIO
perucTpanmio He3aBMCUMO OT COXPAHEHMs ero MepBUYHOr0 HauMeHOBaHMSI.

(dactb 3 B pen. DemepanbHoro zakoHa ot 22.12.2014 N 429-D3)

4. Tlpu mpegocTaBjaeHUM 3asBUTEEM B COCTaBe€ PEruCTPAlMOHHOIO JOChe Ha JIeKapCTBEHHBIN
mpernapar sl BeTepUMHAPHOrO MpMMeHEeHMs KOMUM pellieHNnsT YIIOJHOMOYEHHOro (emepasbHOro opraHa
VICTIOJTHUTEJIbHOM BJIACTM O TMPOBEIEHUM MHCIIEKTMPOBAHMSI IPOU3BOIUTEISI JIEKapCTBEHHBIX CPEICTB
CPOK TMPUHSTUS pelIeHus] O TOCYJapCTBEHHOM perucTpauuy JIeKapCTBEHHOIO IperapaTa [Ajist
BETePUHAPHOTO MPpUMeHEeHNMsI IIPUOCTAaHABIMBAETCS CO IHS MOJTYUEeHMS 3aK/II0UeHMI, YKa3aHHbIX B 4aCTU
1 HacTosIeN CTaTby, OO OHS IPUHATUSI YIIOJTHOMOYEHHBIM (helepaJbHbIM OPraHOM MCIIOJHUTEIbHOM
BJIACTM pellleHusI O BbiJaue wiuM 0O OTKase B BhbIaue 3aK/IOUEHMS O COOTBETCTBUM ITPOMU3BOAUTEIS
JIEKapCTBEHHBIX CPENCTB TpeOOBaHMAM IIpaBMUJI HajJieskalllell IMPOMU3BOACTBEHHONM IPaKTUKM, HO He
60Jiee UeM Ha CTO BOCEMbJIECIT PabOUMX JHEIA.

(uactb 4 BBemeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHueM [Ji1 OTKasa B I'OCYJapCTBEHHONM perucrpanmy JIeKapCTBEHHOro Ipernapara Ijis
BETEePMHAPHOTO IIPMMEHEHMsSI SIBJISIETCS 3aK/Il04YeHue YIOJHOMOUYEHHOro deaepaJbHOrO OpraHa
VCIIOJTHATENIbHOM BJIACTM O TOM, 4YTO KayecTBO U (man) 3GdEKTUBHOCTD PETUCTPUPYEMOTO
JIEKapCTBEHHOTO TIIperapaTa [Ajsl BeTepMHApPHOTO IIPMMEHEHMUS He TMOATBEpsKIEeHbl IMOJYUYeHHBIMMU
JaHHBIMM MJIM YTO PUCK IIPUUMHEHMS Bpelia 3I0POBbIO JKMBOTHOI'O BCJIEACTBYE IIPHEMA JIEKAPCTBEHHOI'O
npenapara IJi1 BeTepUMHAPHOIO IIPMMEHEHMS MpeBbIIaeT 3(QQPEeKTUBHOCTh €ro MHPUMMEHEHMS, OTKa3
YIIOJTHOMOYEHHOTO (elepaibHOTO OpraHa WMCIOJHUTEJbHOM BJACTM B BbIJaue 3aK/IIOYEHUS O
COOTBETCTBMM  IIPOU3BOAMUTENSI JIEKAPCTBEHHBIX CpPENCTB TpeOOBaHMSIM MpaBUJ  HaAJIeXKallen
MPOU3BOJICTBEHHOV TMPAKTUKM JJISI  KaKIOM IPOM3BOACTBEHHON TIUIOLIAAKY  PETUCTPUPYEMOTO
JIEKApCTBEHHOTO TIpelapaTa [Js BeTepUMHApHOrO TMpUMEHeHMs B CJiy4yae, €Cjau IPOU3BOMACTBO
JIEKApPCTBEHHOTO TIIpeliapaTa [Ji BeTEPMHAPHOTO TIIPMMEHEHMSI OCYIIEeCTBJSIETCS 3a IIpemeaMu
Poccuiickoir @epepanyy, UM OTCYTCTBYME TAKOT'O 3aKIIOUEHMS.

(uacTh 5 BBemena denepanbubiM 3akoHoM oT 04.06.2018 N 140-D3)

Koncynpranrtllntoc: npumeuaHne.
O mnopsinke M Cpokax OmpefeseHusT B3aMMO3aMEHSIEMOCTM JIEKapCTB JIEKaPCTBEHHbBIX ITperapaToB,
sapeructpupoBaHubix 10 01.03.2020, cm. ¢t. 3 @3 ot 27.12.2019 N 475-D3.

Cratba 27.1. B3anmosamMeHAeMOCTb JIeKapCTBEHHbIX nMpenapartoB AnAd
MeAULMHCKOro NnpuMeHeHus
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. ®epepanbHoro 3akona ot 27.12.2019 N 475-D3)

1. BsammosameHSIEMOCTb JIEKAPCTBEHHBIX IIpeNapaTroB [JIsi MEIUIIMHCKOTO IPUMEHEHUS
orpefesnsieTcss YIIOJTHOMOYEHHBIM (efepabHbIM OPraHOM VCITOJTHUTEIbHOM BJIACTH, OCYIIECTBJISIOIIM
rOCYJapCTBEHHYIO PEruCTPalyio JIeKapCTBEHHbIX IIpernapaToB IjIsl MeIUIMHCKOTO MpPUMEHEHMs, B
paMKax OJHOTO MEKAYHApOJHOTO HEMaTeHTOBAHHOTO (MM XMMMUYECKOTO, WM TPYIIMPOBOYHOTO)
HaMMEHOBaHMSI HAa OCHOBE 3aK/JIIOUEHMS] KOMMCCUM OKCIIEPTOB 3IKCIEPTHOTO YUpeKIeHUs] O
B3aMMO3aMEeHSIEMOCTH JIEKAPCTBEHHOT'O TpernapaTa sl MeAUIIMHCKOTO MpuUMeHeHus JiMbo O TOM, UTO
JIEKapCTBEHHBI TIpernapaT I/l MeAUIIMHCKOTO MMPYMEHEHMS He SIBJIIETCS B3aMMO3aMeHsieMbIM. [10psiok
orpefiesieHMsT B3aMO3aMEHSIEMOCTHM JIEKapCTBEHHBIX IPENnapaToB IJjisi MeOUIIMHCKOTO TMPUMEHEHUs U
dbopMa 3akjOUEHMS] KOMMCCHMM SKCIIEPTOB 3KCIIEPTHOTO YUPEXKIEHUSI O B3aMMO3aMeHSIEMOCTU
JIEKapCTBEHHBIX IIPENapaToB I MEOUIMHCKOTO IIpMMEHeHus1 JubO O TOM, 4YTO JieKapCTBEHHBIN
mpernapar [Jie MeOUIMHCKOTO TIpMMEHEeHUsI He SBJISIeTCS B3auMMO3aMeHSIeMbIM, YCTaHaBIMBAIOTCS
(dbenmepasbHBIM OPraHOM MCIIOJHUTEIBHON BJIACTU, OCYIIECTBJSIIOIIMM (QYHKIMM IO BbIpabOTKE U
peasM3anyy TOCYHAPCTBEHHON TMOJUTUKM M HOPMATUMBHO-IIPABOBOMY pEryJIMpOBaHMIO B cdepe
3IpaBOOXpaHeHMsl, [0 COIJIACOBaHMIO C (eaepasibHBIM OpPraHOM MCIIOJHUTENbHOV  BJIACTH,
OCYIIECTBJISIONIMM (QYHKLIMY 110 JIMLIEH3MPOBAHMIO IIPOU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB.

(B pen. ®enmepanbuoro 3akona ot 19.10.2023 N 503-D3)

2. Komuccust akcrepToB 3KCIIEPTHOTO YUpeXAeHUs HaeT 3aK/IlovueHVe O B3auMO3aMeHSIeMOCTU
JIEKapCTBEHHOTO TIIperapara IJjsi MEeIMUIIMHCKOTO IpMMEHeHUsT MO0 O TOM, UTO JIeKapCTBEHHbIN
npemnapaTr Jg MeIMIIMHCKOTO TIpMMeHeHMs He SBJISeTCsS B3aMMO3aMeHSeMbIM, Ha OCHOBaHUMU
CJIeIYIONINX KpUTepueB (XapaKTepUCTUK):

1) oskBuBajieHTHOCTb (Iy1s1 6G1MOAHAIOTOBbIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpPENapaToB
(6MoaHa/IOroB) -  CONMOCTAaBMMOCTb)  KAUeCTBEHHbIX M  KOJMYECTBEHHBIX  XapaKTEPUCTUK
dapmarieBTMUECKMX CYOCTaHIMI WM COTIOCTaBMMOCTh aHTUTEHHOTO COCTaBa BaKiuH. Mcmosib3oBaHue
pasIMUHbIX COJiel, 3(UPOB, KOMIUIEKCOB, M30MEPOB, KPUCTAJUTMYECKNX (GOPM U IPYTUX MTPOU3IBOIHBIX
OIHOTO ¥ TOTO >Ke [eNCTBYIOIIErO BelleCTBAa He SBJSETCS TMPEeNnITCTBUEM [JiSI OIpeneIeHust
B3aMIMO3aMEHSIeMOCTM  JIEKAPCTBEHHBIX  IIPernaparoB, €I TPy  TPOBENEHUM  UCCIeNOBaHMUS
O6MO3KBMBAJIEHTHOCTY  JIEKAPCTBEHHOTO  Mperapara  WIM  MCCIAeNOBAHMS  TepareBTUYECKO
9KBUBAJIEHTHOCTM JIEKAPCTBEHHOT'O Ipernapara JOKa3aHO OTCYTCTBME KIMHMYECKY 3HAUMMbBIX PasjIMumii
dbapmakokuHeTMku ¥ (W) 3b@eKTMBHOCTM U 06e30MacHOCTM JIeKapCTBEHHOrO Iiperapara MAjist
MeIUILIMHCKOI'O ITPMEHEHMSI,

2) 5KBUBAJIEHTHOCTh JIeKapCTBEHHOM (Gopmbl. 1o/ 5KBMBaJIEHTHBIMM JIEKAPCTBEHHBIMM (hOpMaMu
MOHMMAIOTCS pa3Hble JIeKAapCTBeHHbIe (DOPMBI, MMEIOIie OIMHAKOBBbIE CIIOCOO BBEIEHUS U CIIOCOO
NpUMeHEeHNUsI, O00JIafalolIMe COTMOCTaBUMbIMM  (DapMaKOKMHETUYECKMMM  XapaKTEepPUCTUKAMU U
(dbapMakoJOTMUECKMM  [ECTBMEM U  oObOecrieuMBalolMe TakKe JOCTVDKeHue  Heo6XOIMMOro
KIMHUYeckoro sddekra. Pasmuuusi jekapcTBeHHbIX (GOPM He SIBJISIOTCS TPENSTCTBUEM  IJIst
orpezieseHs B3aMO3aMeHSIEMOCTH JIEKAPCTBEHHBIX ITPerapaToB, €C/I IIPY MTPOBEEHNN UCCIIeJOBAHNS
O6MO3KBMBAJIEHTHOCTY  JIEKAPCTBEHHOTO  TIperapata  WIM  MCCIAeNOBAHMUSI  TepareBTUYeCKOi
9KBUBAJIEHTHOCTM JIEKAPCTBEHHOTO Tpernapara JOKa3aHO OTCYTCTBME KIMHMYECKY 3HAYMMBIX Pa3IMumii
dbapmakokuHeTKM ¥ (Wn) 3h(EeKTMBHOCTM ¥ 6e30MacHOCTM JIEKAapCTBEHHOIO Iperapara Ajis
MEeIUIIMHCKOTO MPYMEHEHMS;

3) SKBUBAJIEHTHOCTb MJIM COIIOCTABMMOCTb COCTaBad BCIIOMOraTeJIbHbIX BEIIECTB JIEKAaPCTBEHHOI'O
npemnaparta i MEOUMIMHCKOTO IIpMMEHEHMN. Pazmuumst cocraBa BcroMoraTesbHbIX BelIeCTB
JIEKApCTBEHHOI'O IIperiapaTra He MABJISIOTCA IIPEeIsITCTBMEM MOJId OIIpene/IeHUsa B3aMMO3aMEHSIEeMOCTU
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIeKapCTBEHHBbIX  IIpenapaToB, ecjJy TpyM  TPOBeAeHUM  UCCAefoBaHMs  OMO3KBMBAJIEHTHOCTU
JIEKapCTBEHHOTO Tperapara WM MUCC/IeOBaHMSI TepareBTUUeCKOM 3KBMBAJEHTHOCTM JIEKapCTBEHHOTO
mpernapara [IOKa3aHO OTCYTCTBME KJIMHMYECKM 3HAUMMbBIX pasanmunii (GapMakOKMHETMKM U (VIJIN)
3dderTMBHOCTM ¥ 6GE30MaCHOCTY JIEKAaPCTBEHHOTrO Iperapara i MeOUIIMHCKOTO TMpuMeHeHus. [1pu
HAIMUMM  KJIMHUYECKM 3HAUMMbBIX pasanumii  (GapMakokMHeTuKM ¥ (Mam) 3(PdeKTMBHOCTH U
6e30macHOCTY JIEKapCTBEHHOTO Tperapara s MeIMULMHCKOTO IPUMEHEHMsI B3auMMO3aMeHSeMOCTb
orpezesnsieTcs C ykazaHueM Ha UCKJI0OUeHe OTAebHbIX TPy MaleHTOB;

4) MOEHTUYHOCTDb criocoba BBEOEHUS U criocoba IMpUMEHEHMNSI,

5) cooTBeTCTBME TPOM3BOAMTEISI JIEKAPCTBEHHOIO CPEACTBA TPeGOBAaHMSIM IMPaBMU/I HaJJjIesKallein
MIPOM3BOICTBEHHOM MPaKTUKMA.

3. bes HEO6XOIU/IMOCTI/I JOKa3aTeJIbCTBa 61103KBYBAJIEHTHOCTH OCYIIIECTBJIAETCA OIIpeaejieHue
B3aMMO3aM€eHSIeMOCTHM BOCIIPOM3BEAEHHbIX JIEKAPCTBEHHBIX ITPEIapaToB, KOTOPbIE:

1) mpemHasHaueHbl IJIS1 MApEHTEPATBHOTO (IMOAKOXXHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTIO,
BHYTPUTJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTABHOTO, BHYTPMKOPOHApHOI'O) BBeOEHUS U
MIPeNICTaBJISIIOT COO0M BOJHbIE PACTBODSI;

2) MpeCTaBISIIOT COO0M PAaCTBOPHI JIJIsS IEPOPAILHOTO TIPUMEHEHMST;
3) mpousBezieHbl B opMe IMOPOIIKOB UM JTMO(PUIN3ATOB /IS IPUTOTOBJIEHNST PACTBOPOB;
4) 9GBJAIOTCS rasamu;

5) SIBJIAIOTCS YIIHBIMU UJIN TJIa3HBIMU JIEKAPCTBEHHBIMU IIperiapaTamMm, Ipo3BeJEeHHbIMIU B d)opMe
BOJOHBIX PaCTBOPOB;

6) mpenHa3sHAYeHbI MIJIT MECTHOTO M (WIX) Hapy>KHOTO IPUMEHEHUSI M MPUTOTOBJIEHBI B (Gopme
BOJHBIX PaCTBOPOB;

7) mpenCTaBisIOT COO60M BOIHbBIE PACTBOPBI AJISI UCIIOIb30BaHMs B (hOpMe MHTAISIIUI C TTOMOILbIO
HeOyJan3epa MM B KayecTBe HA3aJbHBIX CIIPEEB, NMPUMEHSIEMBbIX C TOMOIIBIO CXOAHBIX (IMTOXOKMUX,
AQHAJIOTMYHbBIX) YCTPOUCTB (IIpMOOPOB, anmnapaToB).

(dactb 3 B pen. DenepanbHoro zakoHa oT 30.01.2024 N 1-D3)

4. OcobeHHOCTM oOIpelesieHus  B3aMMO3aMEHSIEeMOCTM  OMOJOTMYECKMX  JIeKapCTBEHHbIX
mpernapaToB, KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX IpernapaToB (COAEpsKallMX KOMOMHAIMIO OBYX WU
6oJiee IEMCTBYIOIIMX BEIIECTB), JIEKAPCTBEHHBIX IIperapaToB [Jis IapeHTepaJibHOrO IUTAHUS WU
HEJO3MPOBAHHBIX  JIEKAPCTBEHHBIX  IIpernapaToB  yCTaHABAMBAIOTCI  (demepajibHbIM  OpPraHOM
VICIIOJTHUTEJIBHOM BJIACTM, OCYIIECTBIISIONIMM (QYHKIIMM IO BhIPaOOTKE U peaamsalyi rocyIqapCTBEeHHON
MIOJIUTUKY ¥ HOPMAaTUBHO-IIPAaBOBOMY peryJMpOBaHMIO B cdepe 3IpaBOOXpaHeHMs], 10 COIIaCOBAaHUIO C
dbenepasbHbIM OPraHOM MCIIOJIHUTEIbHOM BJIACTY, OCYIIECTBJISIIONIMM (GYHKLIMM IO JIMIIEH3MPOBAHMIO
IIPOU3BO/ICTBA JIEKAPCTBEHHbBIX CPELCTB.

(B pen. ®enmepanbHoro 3akona ot 19.10.2023 N 503-D3)

5. Onpe,ueneHMe B3aMMO3aMEHSIEMOCTM HE€ OCYIIECTBJ/IIETCA B OTHOLIEHMM JIEKAPCTBEHHBIX
paCTUTEJIbHBIX IIpeIiapaToB, FOMeOoIIaTMYeCKMX JIEKapCTBEHHbIX ITpErapaToB.

6. cDOpMI/IpOBaHI/Ie NnepeyHs B3aMMO3aMeHsI€MbIX JIEKAaPCTBEHHBIX ITpeIriapaToB IJIsd MeOMIIMHCKOI'O
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

INpMMEeHEeHMs OCYIIECTBJISAETCS SKCIIEPTHBIM YUpEXXIOeHMEM ITIOCpeadCTBOM O6’be,£lI/IHeHI/Ifl JIEKapCTBEHHbIX
npemnapaToB B OTAEJIbHbI€ TI'DYIIIIbI, B Ka)KﬂOfI 3 KOTOPBIX JIEKAPCTBEHHbIE IIpeIriapaTbl ABJISIOTCS
B3aMMO3aMeHSIE€MbIMMN.

7. B w1yuae BKIIOYEHMS B MHCTPYKLUMIO TIO MEIUIIMHCKOMY ITPUMMEHEHMIO JIeKapCTBEHHOTO
mperiapaTta Ha OCHOBaHMM Pe3yJIbTaTOB COOTBETCTBYIOIIMX MCCAeAOBAHUI IMOKA3aHMUI [IJIST TIPUMeHeHMs,
KOTOpbIE OTJIMYAIOTCS OT [MOKA3aHUM JJI IPMMEHEHMsT OPYTUX JIEKAPCTBEHHBIX MPEerapaToB U3 TPYIIIbI
B3aMIMO3aMEHSIEMbIX JIEKAPCTBEHHBIX IIPENapaToB, B IepeyHe B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX
MpernaparoB JJIsi MeIUIIMHCKOTO TIpMMeHeHMsT OJKHA ObITh YKa3aHa COOTBETCTBYIOIAs MHGbOpMaIIys.

8. TlepeueHb B3aMMO3aMeHSIEMbIX JIEKAPCTBEHHBIX IMPENapaToB IJisI MEAUIIMHCKOTO MPUMEHEHMS
pasMelaeTcsl yIoJHOMOUYEHHbIM (eflepasbHbIM OPTaHOM MCIIOTHUTEIbHOM BJIACTHU, OCYIIECTBIISIOIIMM
rOCYIapCTBEHHYIO PEruMCcTpalMio JIEKAPCTBEHHBIX IIPEeraparoB AJIsI MEAUIIMHCKOTO IIpMMEHeHMs, Ha
cBoeM oduimaabHoM cante B cetu "Uurtepher'. MHdopmaums B mepeyHe B3aMMO3aMEHSIEMbIX
JIEKAPCTBEHHBIX IPernaparoB ISl MEAVIIMHCKOTO MpUMeHeHNs] OGHOBJISIETCSI YKa3aHHBIM (denepaibHbIM
OpraHoM MCIIOJIHUTEIbHOM BJIACTM C YUYETOM HOBBIX 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHbBIX ITperapaToB
IJIT  MEOUIIMHCKOTO TIPMMEHEHMSI M BHECEHHBbIX W3MEHEeHUM B JOKYMEHTBI, COAepKaluecs B
PEerucTpalMOHHBIX [1OChe Ha 3aperMCTPUMpPOBAHHbBIE JIEKAPCTBEHHBbIE IIpernapaTbl AJi MeOUIMHCKOTO
MIPUMEHEHUSI.

9. [opanok ucnosb3oBaHUs MHGOPMaLMK O B3aMO3aMeHSIeMbIX JIEKAPCTBEHHBIX Ipernaparax JIjst
MEIUIIMHCKOTO TIPYMMEHEHUSI ¥ TIOpSIOK JauyM pasbsSICHEHMI IO BOIIPOCAM B3aMMO3aMeEHSIEMOCTU
JIEKapCTBEHHBIX TIpernaparoB IJjs1 MeOUIMHCKOTO TpUMEHEHMS] YCTaHaBAMBAIOTCS denepaabHbIM
OpPraHOM MCITOJTHUTEJIbHOM BJIACTY, OCYIIECTBJSIIOIMM GYHKIMM IO BbIpabOTKE ¥ peanmsaryumn
roCyZapCTBEHHON MOJUTUKY ¥ HOPMaTUBHO-TIPABOBOMY PeryJIMpOBaHMIO B chepe 3 paBOOXpaHeHNs, 10
COTJIaCOBaHMIO C (heepasbHBIM OPraHOM MCIIOJTHUTENIbHOM BJIACTH, OCYIIECTBJSIOIIMM GYHKUMM TIO
JIMIEH3VPOBAHMIO TTPOM3BO/ICTBA JIEKAPCTBEHHBIX CPENICTB.

(B pen. ®enmepanbuoro 3akona ot 19.10.2023 N 503-D3)

Koncynpranrtllntoc: npumeuanue.

CpoKkM  [euCTBUSI  PErMCTPAIlMOHHBIX  YIOCTOBEPEHUN  JIeKapCTBEHHbIX  IIperapaTtoB  IJIsi
MEeIMLIMHCKOTO IpUMeHeHus, KOoTophle uctekaoT B 2024 r. mpogjens! Ha 12 mecsaues, a B 2025 . -
1o 31.12.2025 (ITocranosenne ITpaBurenbcTea PO ot 12.03.2022 N 353).

Ctartbs 28. PerncrpauuoHHoe yaoCcTOBepeHe NIeKapCTBEHHOIO npenapara

Koncynpranrllntoc: mpumeuaHne.

Paspemaercs o6paienue B PD 3aperncTpupoBaHHBIX JIEKAPCTBEHHbBIX IIPEIapaToB, CPOK IEMCTBUS
PEruCTPaIMOHHOTO YIOCTOBEPEHMSI KOTOPBIX UCTEK B C/Iyuyae, MpeaycMOTpeHHOM 4. 11 ct. 4 @3 or
30.01.2024 N 1-@3.

Koncynpranrllntoc: npumeuaHne.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHIpoOCTPaHSIIOTCS HAa ITPABOOTHOIIEHMSI, BO3HMKAIOIIME TIPU
ob6palleHny JeKapCTBEHHbBIX CPeACTB sl MeaunyHckoro mpumenenust (@3 or 30.01.2024 N 1-D3).

1. PerucrpauyoHHOe YyIOCTOBEpEHMe JIEKAPCTBEHHOI'O Iperapara C yKasaHMeM JIeKapCTBEHHbIX
dbopM M [O3MPOBOK BBLIAETCS OECCPOYHO, 3a MCKIIOUYEHMEM PETUCTPALMIOHHOTO YIOOCTOBEpPEHMS
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKapCTBEHHOI'O IIperiapaTada, BbigaBaeMoOro cO CpOKOM ,HeﬁCTBMH IIsITb  JIeT, Ha BIIEPBbIE
permcTpmupyemsbie B Poccuiickoii dDe/:[epauMM JIEKapCTBEHHbIE ITperiapaThbIl.

2. Tlo wucreyeHuM yKa3aHHOTO B 4YacTM 1 HACTOSIIEM CTaTbM CpPOKa BbIJAETCSI OeCcCpoYHOe
PETUCTPAIMOHHOE YIOCTOBEPEHME JIEKAPCTBEHHOTO IIpernapaTa NPy YCIOBUM TOATBEPSKIEHUS €ro
rOCyIapCTBEHHOM PErvCTpaIvi.

3. B ciyuae BHecenmst B cooTBeTCTBUM cO cTaThsaiMu 30 u 31 Hacrosiero @egepaJbHOrO 3aKOHA
M3MEHEeHUI B COAepsKallyecsl B PErucTpalOHHOM AOChe Ha 3aperuCTPUMPOBAHHbBIN JIEKAPCTBEHHbIN
mpernapar JOKYMEHTbI, 3aTparuBaoIX CBeIeHUs], OTpaKeHHble B PeruMcTpalMOHHOM YIOCTOBEpEeHUU
JIEKapCTBEHHOTO Tperapara, yIIoJHOMOUYEHHbI (deaepaabHbIii OpraH MCIIOJHUTEIbHON BJIACTY BbIFAET
HOBO€ PEerucTpalyOHHOE YIOCTOBEPEeHME JIEKapCTBEHHOIO Ipernapara, Coepskaiiee BHECEHHbIE B HETO
M3MEeHEeHMsI.

(gactb 3 BBemeHa demepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

4. Yrpatun cuity ¢ 1 sasaps 2026 roga. - @enepanbHbiii 3akoH oT 30.01.2024 N 1-D3.

Koncynpranrtllntoc: npumeuaHne.
C 01.01.2026 cr. 29 He pacmpocTpaHsSeTcs Ha IPaBOOTHOIIEHMS, BO3HMKAIOIIME TIpY OOpallleHuu
JIEKapCTBEHHbBIX CPeACTB it MeauimHckoro npuMeHenus (@3 ot 30.01.2024 N 1-D3).

Koncynbpranrtllntoc: mpumeuanme.
Cpok perucrpaiuy JIeKapCTBEHHOIrO Iperapara [Ijis1 BeTepMHAPHOrO MPUMEHEeHMs, MCTeKaloIuii B
2025 ropy, nponyied Ha 12 mecsiies ([locranopnenue ITpaBurenbctBa PO ot 12.03.2022 N 353).

Koncynbranrtllntoc: mpumeuanue.

PeructpaiionHble yaocToBepeHus JieKapCTBEHHBIX IperapaToB AJIs1 MEAUIIMHCKOTO MpUMeHeHUs Ha
OymMa)kHOM HOCuUTese, IyOauMKaThl YAOCTOBEPEHUI IS MEAUIIMHCKOTO ¥ BeTepUHApPHOTO
npumeHenus ¢ 01.01.2026 ue Boimarorces (D3 ot 30.01.2024 N 1-D3).

Crtatba 29. lMopaTBepXAeHWe rocyAapCTBEHHOW perucrpauun nekapcTBeHHOro
npenapara

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. INogTBepskaeHNre ToCyoapCTBEHHONM perucTpaiyy JeKapCTBEHHOro Iperapara OCYIIeCTBIISeTCs
IpU BblJaue GECCPOYHOrO PEruCcTPalMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOTO IIpelapaTa B CJIyyae,
yYKa3aHHOM B vacTu 2 cratby 28 HacTosiero ®denepasbHOTO 3aKOHA, B CPOK, He MPEBBIIIAIONINI COPOKA
pabounx IHEN CO HS HalpaBJIeHMUs TOCPEICTBOM €IMHOTO IMOPTajia B YIIOJTHOMOYEHHBIN (heaepasbHbIN
OpraH MCIOJIHUTEJbHOM BJIACTU WIM JIMYHBIA KaOMHET YIIOJTHOMOYEHHOro ¢eaepaJbHOrO OpraHa
VCIIOJTHUTEJIbHOM BJIACTM B €IVHOM CHUCTeMe 3asiBJIieHUSI O TIIOATBEPKIEHUM TOCyIapCTBEHHON
perucTpaiyuy JIeKApCTBEHHOrO IIperapara i MeOULMHCKOrO IIPMMEHeHus, M B CpPOK, He
MPEBBIIAIONINIT TPUALATY Tpex paboumx OHEe CO OHS TMPUHSITUS 3asiBJ€HMUSI O TOCYIapCTBEHHOM
perucTpanmm JeKapCTBEHHOrO Tperapara AJjisl BeTepMHApHOTO MpUMeHeHMs], TIOAIMCAaHHOTO YCUJIEHHOMN
KBaIM(DUIIMPOBAHHON 3JIEKTPOHHONM NOAMMChI0. He ocyliiiecTBsieTcs MOATBEpsKAEHE TOCYIapCTBEHHOM
perucTpaiyy B OTHOIUIEHMM JIeKapCTBEHHOrO IIperapara [Jisg BeTepMHApHOIO IIpMMeHeHNs, He
HaxoauBIlIerocsi B obpaimenun B Poccuiickoit @enepaiiu B TedyeHue Tpex u 6OoJiee JieT, a Takke B

www.consultant.ru CrpaHuua 59 us 155
HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100439&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100439&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100176&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100176&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=539264&amp;date=29.07.2026&amp;dst=100936&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=539264&amp;date=29.07.2026&amp;dst=100936&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100442&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100442&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

OTHOILIEHMM JIEKAPCTBEHHOTO CPEICTBA, IMTPOMU3BEIEHHOTO C HapyIlIeHeM TpebOoBaHMSI, YCTaHOBJIEHHOTO
yactelo 3.7 crarbu 71 Hacrosiiero ®epepajJbHOro 3aKoHA. 3asBJIEHME O MOATBEPKIEHUU
rOCYIApCTBEHHOM pEerucTpauyy JIeKapCTBEHHOrO IperapaTa MOKET ObIThb TOJIMCAHO YCUJIEHHOMN
KBaIM(PUIIMPOBAHHON 3JIEKTPOHHOM MOMAMMCHIO JIMOO YCUIEHHOVW HEKBAIMGUIMPOBAHHON 3JIEKTPOHHOM
MOATIMChIO B C/Tyyae, eCJiM OT VMMEHM 3asBUTEJII ECTBYET ero IpeacTaBuTesb ((pusndeckoe JmIIo),
YIIOJITHOMOYEHHBIV [IeICTBOBAaTb OT MMEHM 3asBUTE/ISI HA OCHOBAaHMM JTOBEPEHHOCTM B 3JIEKTPOHHOM
(dbopme B MaAIIMHOYMUTAEMOM BUIE.

(B pen. @epepanbHbix 3akoHOB OT 30.01.2024 N 1-@3, ot 31.07.2025 N 304-D3)

2. 3asBiieHME O TOATBEPXKIEHUM TOCYJApCTBEHHOM PErucTpalyyu JIeKapCTBEHHOrO IIperapara
HaIpaBJsieTCsl  TOCPeACTBOM  eOVMHOTO IOpTajia B YIOJHOMOYEHHbIM (emepasbHbI  OpraH
VICTIOJIHUTENIbHOM ~ BJIACTM WIM JINYHBIM ~KaOWHET YIOJHOMOUYEHHOTro ¢efepaJbHOTO  OpraHa
VICTIOJTHUTEJIbHOM BJIACTU B €AVHOJ CUCTEMe He paHee YeM 3a CTO BOCEMbJAECST IHEeN OO MCTeUeHMUs
CpoKa JEeNCTBUS PETMCTPALMOHHOTO YAOCTOBEPEHMS JIEKapCTBEHHOTO IIperapata ¥ He T[o3[aHee
OKOHYaHMSI CPOKA €ro IeiCTBUS.

(dactb 2 B pen. @enmepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

2.1. Yrpatun cuny. - @enepanbhbiii 3akoH oT 30.01.2024 N 1-D3.

3. IloaTBepskIeHMe TOCYIapCTBEHHOM PEruCTpaluy JIEKAPCTBEHHOTO Tperapara OCYIIeCTBISIeTCS
M0 pe3yJibTaTaM 3KCIIepPTM3bl OTHOIIEHMS OKMIAeMOM IOJb3bl K BO3MOKHOMY PUCKY IPUMEHEHMS
JIEKapCTBEHHOTO Tperapara Ha OCHOBaHUM Pe3yJIbTaTOB MOHUTOPUHTA 3(PGEKTUBHOCTY U 6e30MacHOCTH
JIEKapCTBEHHOTO TMperapaTa, IPOBOAMMOIO JepykaTejeM WIM BJafiesibIleM pPerucTpaiyioHHOTO
YIOOCTOBEpeHMs JIEKapCTBEHHOI'O ITperapara Jinbo YIIOJTHOMOYEHHBIM MMM IOPUANYECKUM JIUIIOM, a
TaK)Xe€ COOTBETCTBYIOIIVMM YIIOJJHOMOUYEHHBIM (efepasbHbIM OpPraHOM MCIIOJHUTENIbHOM BJIACTY B
COOTBETCTBUM C TpeOOBaHMSIMMU CTaThy 64 HacTosIero demepaJbHOrO 3aKOHa.

4. K 3asgByieHuo o NoATBEPKOCHUN FOCYﬂapCTBeHHOﬁ perucrtpauym JIEKapCTBEHHOI'O IIperapara
JJI1 MeOUIMHCKOI'O IMIpMMeHEHNs ITpnJjiararTCd:

1) JOKYMEHTbI, coaep:Kallye pe3yJabTaTbl MOHUTOPMHIA 9(1)(1)eKTI/IBHOCTI/I U 6e30macHOCTU
JIEKAapCTBEHHOI'0 IIperapara M4 MeOAMIMHCKOro IIpMMEHEeHHMs, IIPOBEOEHHOI'0 [JgepyKarejleM WIn
BJIaZie/IbIEM DPErmMcTpaluyMOHHOIO YIOOCTOBEPEHMA JIEKAPDCTBEHHOr'O IIperiapara mjad MeOMIMHCKOIO
IpMMeHEeHUs 60 YVIIOJTHOMOYE€HHbIM UMM OpUMANYECKMM JIMIIOM, IIO opMe, YTBep)KJIEHHOfI
YIIOJTHOMOY€HHBbIM d)e,uepaanbIM OpraHom MUCIIOJTHUTE/IbHOM BJIACTU,

2) cBefeHMs O Jare MPeNOCTaBJIEHMS M PErMCTPAIMOHHOM HOMeEpe JIMIIEH3UM Ha MPOU3BOJCTBO
JIEKapCTBEHHBIX CPENCTB, WIA CBeIeHusI O [OaTe IPeJOCTaB/JIeHMsI ¥ PerucTpalOHHOM HoMepe
3aK/JIIOUEHUSI O COOTBETCTBMM IIPOM3BOOMUTENS JIEKAPCTBEHHBIX CPENCTB TpeOOBaHMSIM IPaBUI
HaJIJIesKalllell MPOM3BOACTBEHHONM IMPAKTUKM, MM KOIMS cepTudMKaTa COOTBETCTBUS IIPOM3BOAMUTEIS
JIEKAPCTBEHHBIX CPEACTB [JI1 MEOULIMHCKOIO IIPUMMEHEHMS TpeOOBaHMsSIM IIpaBM/I  HaJjesKallen
MPOM3BOJICTBEHHOV  TMPaKTMKM  EBpasuiickoro  9KOHOMMYECKOTO  COI03a,  IIPeIOCTaBJIEHHbIX
YIIOJTHOMOYEHHBIM (heZlepaJbHbIM OPraHOM MCIIOJIHUTEIbHONM BJIACTY B OTHOLLIEHUM ITPOU3BOICTBEHHOM
IJIOIIAAKM  JIEKAPCTBEHHOrO IIperapara s MeOUUIMHCKOIO IIpMMEHEHMsI, TOoCyaapCTBeHHas
perucTpaims KOTOporo MOATBEPKIAAETCS B CJydae, eCJii MPOM3BOCTBO JIEKAPCTBEHHOT'O MpernapaTa JAJist
MEeIUIIMHCKOTO TTpuMeHeHus ocyiecTisgeTcs: B Poccuiickon @enepariyin;

(B pen. @enepanbHbix 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

3) KOIIniA HPELLOCTaBHEHHOﬁ YIIOJTHOMOYE€HHBbIM OpPraHOM CTpdaHbI IIPOM3BOOUTEJIS JIMIEH3UM Ha
NMpoOM3BOACTBO JIEKAPCTBEHHOI'O ITperapaTa OJId MEeOUIIMHCKOTO IMPpMMEHEHHMS 1 e€e IepeBOoa Ha pYCCKI/Iﬁ
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

SI3bIK, 3aBEpEHHble B YCTAHOBJIEHHOM IIOPSJKE, a TakKXKe KOIMMS 3aK/IIOUEHUST O COOTBETCTBUU
MTPOU3BOAUTEISI JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSIM TpPaBMUJ HaJIesKalllell MpOM3BOACTBEHHON
MPaKTUKM, WM KOMUSI cepTuduUKaTta COOTBETCTBMSI IPOM3BOAMUTENSI JIEKAPCTBEHHBIX CPENCTB MJIs
MEIUIIMHCKOTO TpUMeHEeHMs] TpeOOBaHMSIM MpPaBWI HaAJIeXKallell IPOU3BOICTBEHHON IMPAKTUKU
EBpasmifickoro 3KOHOMMYECKOTO COI033a, BBIIAHHBIX YIIOJHOMOUYEHHBbIM (emepasbHBIM OpraHOM
VICTIOJTHUTEJIbHOM BJIACTM B OTHOIIIEHUY MMPOU3BOACTBEHHON TUIOIIAIKY JIEKAPCTBEHHOTO IMpernapara Ajis
MEIUIIMHCKOTO TMPUMEHEHMS, TOCYJapCTBEHHAs PEeruMcTpaiysi KOTOPOro IMOATBEPSKIAETCS, MM KOS
pelleHuss YIOJHOMOYEHHOTro defepajbHOTO OpraHa MCIOJHUTENbHOM BJACTM O TPOBeIeHUM
(dbapmareBTMYeCKOM MHCIIEKIMM TMPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB [JII MEIUIMHCKOTO
MPUMMEHEHUsT Ha COOTBETCTBME TpeOOBaHMSIM MpPaBMJ HaAJIeXXallel ITPOU3BOJCTBEHHOM IPAKTUKU
EBpasmiickoro 3KOHOMMYECKOTO COI03a B CJIydae, eC/iM MPOMU3BOACTBO JIEKAPCTBEHHOTO TIperapara Ajis
MeIUIIMHCKOTO TIPMMEHEeHMS OCYIIECTBIISIeTCs 3a npenenamu Poccuiickon @enepanyn.

(n. 3 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-@3)

(uactb 4 B pen. @enepanbHoro zakoHa ot 04.06.2018 N 140-D3)

4.1. B oTHolIIeHNN GMOJOTUYECKMX JIEKAPCTBEHHBIX MPEnapaToB IJisT MeIAUIIMHCKOTO TPUMEHEeHMS
3asiBUTE/b JOMOJTHUTENBHO TMPEeNCTABsIeT pe3yabTaTbl MepPONPUSITUM, MPeLyCMOTPEHHbIX IIJIAHOM
YIIpaBJIEHUSI PUCKaMM, YTBEPKIEHHBIM YIIOJHOMOYEHHBIM (efepasbHbIM OPraHOM MCIIOJTHUTETbHOM
BJIACTM TIPU OCYIIECTBJIEHUM TOCYAAPCTBEHHOV pErucTpauuy JIeKApCTBEHHOI'O TMperapara Ajis
MEeIUIIMHCKOTO TIPUMEHEHMSI.

(uactb 4.1 BBegeHa DenepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asaBieHNI0 0 NOATBEPKAEHNM TOCYJapCTBEHHOM PErUCTpalyy JIEKApCTBEHHOTO ITpernapara
IIJIST BETePUMHAPHOTO IPUMEHEHMST MPWJIaraloTcsl MOKYMEHTBI, COMIepsKalllie Pe3ysIbTaTbl MOHUTOPMHTA
3(pdekTUBHOCTM ¥ 6e30MacHOCTM JIeKapCTBEHHOrO IIpelapaTra [ BeTepUMHAapHOro IIpMMeHEeHMs,
MPOBOMMOI'O JepsKaTeJeM WM BjafeblleM PErucTPalyOHHOIO YIOOCTOBEPEHMSI JIEKapCTBEHHOT'O
npenapara Ajsl BETEPMHAPHOIO IpUMeHeHMs JMOO YIIOJTHOMOUYEHHBIM MM HOPUANYECKUM JIMLIOM, IO
dbopme, yTBEpPKOEHHONM VIIOJHOMOYEHHbIM (efepajbHbIM OpPraHOM WCIIOJHUTENbHOM BJIACTU, U
JMIOKYMEHTbI, YKa3aHHbIe B IMyHKTax 1, 2 - 2.2, mognynkrax 'a", "6", "k", "n" myHkra 4 yactu 3 cratbu 17
Hactosmiero  @DenmepasibHOrO 3akKOHA. B OTHOIIEHMM MMMYHOOMOJIOTMUYECKUX — JIEKAPCTBEHHBIX
MperaparoB [IJI BEeTEPUMHAPHOTO MPUMEHEHMs He TPeICTaBJITIOTCS CBeIeHMs], YKa3aHHbIE B IOIITYHKTE
"K" myHkra 4 yactu 3 cratbu 17 Hacrosiiero demepasbHOro 3aKOHA. B OTHOIIEHMM JIeKapCTBEHHBIX
IpernapaToB IS BETEPUHAPHOTI'O MIpUMEHEHMS, ITOJTyYEHHbBIX d IIpUMEHEHMEM
r€HHO-MHKEHEPHO-MOAU(PUIMPOBAHHBIX ~ OPraHM3MOB WM  COAEPKAIMX  TaKue  OpraHu3Mbl,
JIOTIOJTHUTEJIbHO TIPEICTAaBJISIIOTCSI CBEeIeHNsI, YKa3aHHble B MyHKTe 13 uvactu 3 crartbyu 17 HACTOSIIErO
®enepasibHOTO 3aKOHA.
(uactb 4.2 BBemeHa @PenmepanbHbiM 3akK0HOM OT 04.06.2018 N 140-D3; B pen. DenepasbHOrO 3aKOHA OT

02.08.2019 N 297-®3)

4.3. 3asiBUTeNb BIIpaBe MPEeNCTAaBUTb C 3asiBJieHMeM O TOIATBEPKIEHUM TIOCyAapCTBEHHOM
perucTpauuy JIeKapCTBEHHOrO IIperapara peKBU3UTBI JOKYMEHTa, IOATBEpPKIAIOIIEero VyIUIaTy
rOCyIJapCTBEHHOM TOLIIMHBI 33 MOXATBEpPsKAEeHMEe TOCYyAapCTBEHHOM PperucTpauyuy JieKapCcTBEHHOTO
npernapara, a Takke BblJaBaeMble (IIpefoCTaBJiseMble) YIIOJTHOMOYEHHbIMU (elepasbHbIMU OpraHaMu
VICTIOJTHUTEJIbHOM BJIACTM JOKYMEHTHI (CBeIeHMsI), YKa3aHHble B MYHKTaxX 2 M 3 4yacTu 4 HaACTOSIIEN
cratby. B ci1ydyae ux HempencTaBieHMsI YIIOJHOMOYEHHBIN (enepasnbHblii OpraH MCIOJHUTEIbHON
BJACTM 3alpalll¥MBaeT YyKa3aHHble [IOKYMEHTbl (CBeJeHMs)) B IMOpPSIKE MeKBEeIOMCTBEHHOIO
MHGOPMAaIMOHHOT'O B3aUMOJeMCTBUS.

(B pen. denepasnbHbiX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

5. B Teuenme nsaTM paboumx OHEN CO [OHS HaIpaB/JeHus ITOCPENCTBOM €OMHOIO IOopTaja B
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

VIIOJIJHOMOYEHHBbIVI  (elepajbHblii OpPraH MUCIOJIHUTENbHOM BJAACTM WJIM JIMYHBIA ~ KaOuHeT
YIIOJIJHOMOYEHHOI'O (helepa/IbHOIO OpraHa MCIOJHUTEbHOM BJIACTM B €OMHOM CUCTEME 3asiBJIEHUS O
MOATBEPKAEHUM TOCY[IApPCTBEHHOV pEerucTpanmy JIEKapCTBEHHOTO IIperapata ¥ JOKYMEHTOB,
coepKalmx pe3yybTaTbl MOHUTOPUHTA 3G (dEKTUBHOCTY U GE30MaCHOCTY JIEKapCTBEHHOIO Mperapara,
MPOBOAVIMOTO JiepsKaTejieM WM BJIaJeIblIeM PEerucTPalMOHHOTO YIOCTOBEPEHMSI JIEKapCTBEHHOT'O
npernapara Jinbo yImoJHOMOYEHHBIM MMM IOPUINYECKMM JIMIIOM, YIIOJITHOMOYEHHbIV (eepaabHbIii OpraH
MUCIIOJIHUTE/IbHOW BJIACTH:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) mpoBoaMT TPOBEPKY IOJHOTBI CBEAEHWUI, COAEPXKAIIMXCS B IPENCTaBJIEHHBIX 3asiBUTEIEM
JIOKYMEHTax;

2) MpUHMMAET pellleHre O MPOBeIeHUM VI 0O OTKase B IMPOBEIEHUM SKCIEPTU3bl OTHOIIEHMS
OXKMIAeMOV I0JIb3bl K BO3MOXXHOMY PMCKY IpUMEHEeHMs JIeKapCTBEHHOro IperiapaTa Ha OCHOBaHMUU
pPe3yJIbTaTOB MOHMTOPUHTA 3G (MeKTUBHOCTM 1 6€30I1aCHOCTHM JIEKaPCTBEHHOTO Ipelapara, IPOBOAMMOro
JlepskaresieM WJIM BJIaJleJiblieM PEeruCTPallMOHHOTO YAOCTOBEPEeHMsl JIeKapCTBEHHOIr'o IMpernapata Jinbo
YIIOJTHOMOYEHHbIM MMM HOPUANYECKUM JIMIIOM, a Takke defepasbHbIM OPraHOM MCIIOJTHUTEIbHOM
BJIACTM B COOTBETCTBUM C TpeboBaHMSIMM CcTaTby 64 HacTosero @egepaabHOrO 3aKOHa,

3) HampaB/ISIeT B JIMYHBINA KaOMHET 5KCIIEPTHOTO YUPEXKIEHUS B eAUHON CUCTeMe IMOAIMCAHHOe
YCWIEHHOV KBa/MOUIMPOBAHHON 3JIEKTPOHHOM TMOAIMCHIO 3a/laHMe Ha IpOBeAeHue 3KCIIEePTU3BI,
MPeIyCMOTPEHHOV ITYHKTOM 2 HACTOSIIEN 4YacTy, a TaKKe HaIlpaBjsieT 3asBUTEIO IOCPEeICTBOM
eIVHOTO TMOpTajJia MM B JIMUYHBIA KaOMHET 3asBUTENS B €IMHOM CHUCTEME IOAIMCAHHOE YCUJIEHHOM
KBaJIMGUIIMPOBAHHON 3JIEKTPOHHOI MOANNCHIO YBEAOMJIEH)E O MPUHSATOM peLIeHM) O Bbigaue 3aJaHus
Ha TIPOBeeHMEe YKa3aHHOM SKCIepTM3bl JMOO 00 OTKase B IPOBENEHMM YKa3aHHOM SKCIIEPTU3bI C
yKasaHMeM MPMUMH OTKasa.

(1. 3 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

6. B cioyuae BbISIBJIEHUSI HEIOCTOBEPHOCTM U (WJIM) HEJOCTATOUHOCTM MHGOpMALNH,
coziepsKallleincsl B MpeCcTaBJIeHHbIX 3asBUTEIEM JOKYMEHTaX, YIIOJHOMOYEHHbIN (denepasbHblii OpraH
VICIIOJTHUTEJIbHOM BJIACTM HAIMPABJISIET 3asIBUTENIIO TOCPEICTBOM €OVMHOIO TOopTajia WM B JIMYHBIN
KabMHeT 3asiBUTENISI B €IMHOM CUCTEMe 3alpoC 00 YTOUYHEHUM yKa3aHHOW MHGOPMAalNM, MOAMMCAHHbIN
YCUJIEHHOM KBaIM(ULIMPOBAHHOM 3JIEKTPOHHOM MOAIMCHIO.

(gacTb 6 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3asBuUTeIb O00sI3aH HANpaBUTh IIOCPEACTBOM €OVHOTO IOpTaja B YIIOJHOMOYEHHbIN
(denepasbHBIN OpraH MCIOJHUTEIBHOM BJIACTY WJIM JIMYHBINA KaOMHET YIIOJHOMOUYEHHOI'O (GenepaibHOIo
opraHa MCITIOJTHUTEJIbHOV BJIACTUM B €IMHOM CUCTeMe IOATMCAHHBIA YCUJIEHHOW KBaJMGUIMPOBAaHHOM
3JIEKTPOHHOM TOJIMICHIO OTBET Ha 3aIpoC YIOJHOMOUYEHHOTro (elepayibHOTO OpraHa MCIOJHUTEIbHOMN
BJIACTM, YKa3aHHOT'O B YaCTM 6 HACTOSIIEN CTaTby, B CPOK, HEe TPEBBIIIAIOIINI JeBIHOCTa pabounx JTHeN
CO IHS TIOJTYYeHMS YIIOJIHOMOYEHHbIM (hefiepasibHbIM OPraHOM MCIOJIHUTEIbHOM BJIACTU 3JIEKTPOHHOTO
YBeIOMJIEHMSI O IIOJIyUeHMM 3asiBUTe/IeM Takoro sampoca. CpoK, yKasaHHBIM B uyacTM 5 HacToOsIEn
CTaTby, MIPUOCTAHABIMBAETCS CO THS HAIpaBjIeHUS 3asBUTEJIIO MOCPEACTBOM €AVMHOrO IOpTajia UM B
JIMYHBIMA KaOGMHET 3asgBUTE/S B €IMHOM CUCTeMe TaKOIo 3ampoca A0 OHS HaIlpaBJIeHUs 3asBUTE/IEM
MMOCPEACTBOM €IMHOTO MOPTajia B YIIOJHOMOYEHHbIV (deepaabHbI/ OpraH MCIIOJHUTEIbHON BJIACTU VN
JIUYHBIA KaOMHET YIIOJHOMOYEHHOTO (¢eaepaJbHOrO OpraHa WCIOJHUTEIbHOM BJIACTM B €OVHOM
C/CTeMe OTBeTa Ha TaKOy 3alpoCc M He YUUTHIBAETCS IIPU MCYMCIEHUM CpPOKa ITOATBEPsKIEHMS
rOCYJapCTBEHHOM peruMcTpauuy JeKapCTBEHHOI'O Iiperapara. B ciyuae, ecjiM OT MMEHM 3asiBUTEJIS
IIeICTBYeT €ro TmpencTtaBuTesib (pusnyeckoe JuUIO), YIOJTHOMOYEHHbIM HEMCTBOBATb OT WMMEHU
3asIBUTEJISI HA OCHOBAHMM JTOBEPEHHOCTM B 3JIEKTPOHHONM (hOopMe B MalllMHOYMTAEMOM BUIE, OTBET Ha
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3aIIpOC MOKET OBbITh MOAIMCAH YCUJIEHHOM KBaIMAUIIMPOBAHHON 3JIEKTPOHHOM IOANIMCHIO JIMOO
YCUJIEHHOM HeKBIMGULIMPOBAHHON 3JIEKTPOHHOM MOAIUCHIO.
(B pen. ®enepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

8. OcHoBaHMeM [Ji1 OTKasa B IIPOBEIEHMM SKCIIEPTHU3bl OTHOIIEHMS OKUIAEMON IOJb3blI K
BO3MOXXHOMY PUCKY IPMMEHEHMsI JIEKapCTBEHHOT'O IperapaTa SIBJISIETCSI MpeCcTaB/eHe NOKYMEHTOB,
cofepKalyxX pe3yJbTaTbl MOHUTOPUHTA 3Q(EKTUBHOCTY U GE30MacHOCTH JIeKapCTBEHHOIO Mperapara,
u (MIM) B OTHOIIEHMM OMOJIOTMYECKMX JIEKAPCTBEHHBIX IIperapaToB pe3y/bTaTOB OCYIIECTBIEHMS
MEPONPUITUI B COOTBETCTBUM C IUIAHOM VIIPABJEHMSI PUCKAMMU, YTBEPSKIEHHBIM YIIOJTHOMOUYEHHBIM
(benmepasbHBIM OPraHOM MCITOJTHUTEIBHOM BJIACTU MPU OCYIIECTBJIEHUY TOCYIAPCTBEHHON PerucTpauyumn
JIEKapCTBEHHOTO Iperapara, B HEIOJHOM oObeMe, OTCYTCTBME MH(pOpMaImu, MOATBEPXKAatolIei HakT
YIUIaThl  TOCYJApCTBEHHOM  TMONUIMHBI 33  IIOATBEPKIEHME TOCYIHApCTBEHHOM  perucTparmmu
JIEKapCTBEHHOIO TIperapara, Jubo HelpencTaB/ieHue 3asiBUTEJIeEM B YCTAHOBJIEHHBIM CPOK OTBeTa Ha
YKasaHHbI/I B YacTM 6 HACTOSIIEM CTaTbyM 3alpocC YIOJHOMOYEHHOro ¢enepaabHOrO OpraHa
VICTIIOJIHUTE/IBHOM BJIACTM, @ TaKKe OTCYTCTBME B YKa3aHHBIX MOOKYMEHTax MH(pOpMalyuu, KOTOpas
JOJDKHaA 6bITb B HMX OTpa’kKeHa.

9. DOkcnepTusa OTHOIIEHUSI OXMAAEMON TOb3bl K BO3MOXKHOMY PUCKY IpUMEHEHUS
JIEKapCTBEHHOT'O TpernapaTa B LeJsX MOATBEePKAEHNSI TOCYAapCTBEHHOM PerucTpanyy JIeKapCTBEHHOTO
mperapaTa MPOBOAMUTCS KOMMUCCHEN 3KCIEPTOB HKCIEPTHOTO YUPEXIeHUSI B CPOK, He IMPEeBbIILAOLINI
TPUOLATY pabouux JHeN, MPU TOATBEPKIEHUM TOCYLAPCTBEHHON pEerucTpanyuy JeKapCcTBEHHOTO
mpernapara i1 MeAUIMHCKOrO IpPUMEHEeHUSI U B CPOK, He MpeBbIIIANIMI ABaflaTh Tpex paboumx
IHeW, TpU TOATBEPXKIEHUM TOCYJAapCTBEHHOM perucTpauyuy JieKapCTBEHHOro Iiperapara st
BeTepMHAPHOrO MPUMeHeHMsI.

(B pen. ®enmepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

10. B ciryuae HegOCTaTOYHOCTM MPEACTABAEHHBIX KCIIEPTY MaTeprasoB IJIs Jauy 3aK/IIOUeHMs B
JIMYHBI KAaOMHET 3asiBUTENISI B €IMHOM CUCTEME HAIMpaBJIIeTCs 3apoC O MPeaCTaBJIeHN HeEOOXOAMbIX
MaTepuasioB, MOMAMMCAHHbIM PYKOBOAMTENeM (YIIOJTHOMOYEHHBIM JIMIIOM) 3KCIEPTHOTO YUPEXKIEHUS C
MCITOJIb30BAHMEM YCWIEHHON KBaIMMUIIMPOBAHHONM 3JIEKTPOHHOM TTOIITACH.

(uactb 10 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

11. 3asgButenp 06sI3aH HANPaBUTh B JIMUHBIM KaOMHET SKCIEPTHOTO YUPEXKAEHUS B €OUHOM
cucTeMe TIOAIMCAHHBIN YCUIEHHON KBaIMGUUIMPOBAHHONM 3JIEKTPOHHON MOMMMCHIO OTBET Ha 3aIpoc
9KCIIEPTHOTO YUPEXIEHMSI B CPOK, HE MPEBBIIIAOIINIA IIECTUAECAT Pabounx THEN CO IHS MOJTyUeHMUs
9KCIEPTHBIM YUpeKIEHMEM 3JIEKTPOHHOTO YBeNOMJIEHMS O TIOJIyUeHUM 3asiBUTEeM YKa3aHHOTO
3ampoca. Bpemsi co OHS HampaB/ieHUSI B JIMYHBIM KaOMHET 3asBUTENII B €IMHOM CUCTeMe 3arpoca
9KCIIEPTHOTO YUYpEeKIeHMs] IO [HS HampaBjeHus 3asiBUTEJeM B JIMYHBIA KaOMHET SKCIIEPTHOTO
YUpeKIeHUsT B eOMHONM CUCTeMe OTBeTa Ha YKa3aHHbIN 3alIpOC HE YUUTHIBAETCS MPU MCUMCIEHNUM CPOKa
MPOBEIeHMsI SKCIEPTU3bl OTHOIIEHMS OKMOAEMOM TOJb3bl K BO3MOKHOMY PUCKY TPUMEHEHMUS
JIEKAPCTBEHHOr'O Tperapata Ha OCHOBaHUM [IOKYMEHTa, COAEPsKAIlero pe3ysabTaTbl MOHMUTOPWUHTA
sdderTBHOCTM 1 6€30ITaCHOCTHM JIEKapCTBEHHOTO ITpernapara.

(dactb 11 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

12. B cpok, He MpeBBIIAIONINI TSITHM pabounux OHEeN CO AHS HamlpaBJieHUs B JIMUHBINA KaOMHeT
YIIOJTHOMOYEHHOTO (eiepailbHOTO OpraHa MCIIOJHUTENbHOV BJIACTM B €IMHOM CHUCTEME 3aKJIIOUEeHUS
KOMMCCUM 3SKCIIEPTOB IO pe3yJibTaTaM SKCIIEPTHU3bl OTHOIIEHMS OXXWUAAEMOM IOJIb3bI K BO3MOKHOMY
PUCKY TIpMMEHeHMs JIeKapCTBEHHOro IperapaTa, COOTBETCTBYIOIIMIA YIIOJHOMOUYEHHbI (emepabHbIi
OpraH UCIIOJHUTEIbHOM BJIACTH:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

1) ocyIiecTB/SIET OLIEHKY 3TOTO 3aK/IIOUEHMs [JIs1 OTpeleseHNs] ero COOTBETCTBMS 3a[aHUIO Ha
MpOBeeH)e YKa3aHHOM SKCIIePTHU3bI;

2) TpUHMMAET pellleHue O TIOATBEPXKIEHUM T'OCYIApPCTBEHHOW PErucTpalyuy JIeKapCTBEHHOTO
mpernapata wiM 00 OTKase B IIOATBEPKIEHUM TOCYIJAPCTBEHHOM PErucTpaliyuy JIeKapCTBEHHOTO
npernapara;

3) BHOCUT TIpM TPUHSATUM PpeELIeHUs] O IOATBEPKIEHUM TOCYIAapCTBEHHOM perucTpaiun
JIEKapCTBEHHOTO IIperiapaTa CBeIeHMsI B IOCYJapCTBEHHBIN peecTp JeKapCTBEHHbIX CPEICTB U BbIIAeT
3asIBUTENII0 OeCCPOYHOE PEerucTpalMOHHOE YJIOCTOBEpeHMue JIeKapCTBEHHOrO IIperapaTra ITOCPeaCTBOM
HaIpaBJIeHus yepe3 eIMHbLIN MMOPTal UM JIMUHBIM KaOMHET 3asBUTEIS B €MHOM CUCTEMe BBIIMUCKU U3
rOCyIapCTBEHHOT'O peecTpa JIEKapCTBEHHBIX CPEeACTB, MOAIMMCAHHON YCWIEHHON KBaJIMGUIMPOBAHHOM
3JIEKTPOHHOJ MOIINCHIO.

(8 pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

13. OcHoBaHMEM [Jis1 OTKa3a B MOATBEPKIEHUY TOCYIAapCTBEHHOM PEerucTpaiuu JIeKapCTBEHHOTO
mperapara SIBJASIETCS 3aK/IOUeHNe COOTBETCTBYIOIEro YIIOJHOMOUYEHHOTO (enepasibHOTO OpraHa
VICTIOJIHUTE/IbHOM BJIACTM O TOM, UTO PUCK IPUUMHEHUS Bpela 3JO0POBbIO UEJIOBEKa UJIM JKMBOTHOIO
BCJIE[ICTBME TIpMEeMa JIEKAPCTBEHHOTO Tperapara rpeBbiiiaeT 3GpdeKTUBHOCTb €ro MPUMEHEHMS.

(B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

14. B mnepuon mpoBeneHMs TIpOLEOYpPbl TOATBEPKAEHUS TOCYAAPCTBEHHOW PpErucTpauun
JIEKapCTBEHHOTrO Ipernapara ero obpaiienue B Poccuiickort @epepanyy He MPUOCTaHABIMBAETCS.

15. Jomyckaercs obpailieHue JIeKapCTBEHHBIX IperapaToB OO MCTeUeHMs] CpOKa TOIHOCTH,
MPOU3BEAEHHbIX B TeYeHMEe CTa BOCBMUIECATM KaJleHOApHbIX [HEM T1OoCJe JaThbl IPUHSTUS
YIIOJTHOMOYEHHBIM (befilepaTbHbIM OpPraHOM MCIIOJTHUTENIbHOM BJIACTM peIIeHus] O TOATBEPXKIEHUN
rOCyIJapCTBEHHOM pEermcTpanuu, B COOTBETCTBMM C MH(OpMalMeir, COmepsKallencss B TOKYMEHTax
PErMCTPaAIMOHHOTO TOChe Ha JIEKAPCTBEHHBIN IIPernapar A0 JAThbl IPUHSATHS TaKOTO PEIIeHNS.

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

Koncynpranrllntoc: npumeuanne.
o 01.01.2027 momyckaercsti obpallieHue IpernapaToB, B OTHOLIEHMM KOTOpbIX mo 31.12.2025 e
[TOJIaHbI 3asBJIEHNS O IPUBENEHUM JOoChe B cooTBeTcTBMe ¢ akTamu EADC, ecim Ha 01.12.2025 oun

BBeZIeHbI B 000POT He MeHee 3 mocienHnx KaneHaapHbix jeT ([locranosnaenue ITpaBurenbcta PO ot
12.03.2022 N 353).

Cratba 30. BHeceHMe WU3MeHeHUIi B [OKYMEHTbl, cojepXauwueca B
perucTpauuoHHOM fAOCbe Ha 3aperucTpupoBaHHbIA JleKapCTBEHHbIA npenapar Ans
MeANLUHCKOro npuMeHeHus

1. B mensax BHeceHMs] M3MeHEHMII B JTOKYMEHTBI, COMepsKallliecs] B PEruMcTPalMOHHOM JOChe Ha
3aperMCTpPUPOBAHHbBIN JIEKAPCTBEHHBIN Ipernapar Ojs MEeIVIIMHCKOTO IIpUMMEHEHMs, OepsKaTejib WU
BJIafiesiell PeruCTPAIMOHHOTO YIOCTOBEPEeHMST JIEKAPCTBEHHOTO ITpernapara Wiy YIIOJTHOMOYEHHOe UM
IpyTroe MOpuAMYecKoe JMIO (Jajee B HACTOSIIEN CTaTbe - 3asiBUTEb) HAIpaBJiIeT IOCPEICTBOM
eOVMHOrO IOpTajia B YIIOJHOMOYEHHbIN (efepasbHbIii OpraH MCIIOJHUTEIbHON BJIACTU MM B JIMYHBIN
KaOMHEeT YIIOJITHOMOYEHHOro (enepaJibHOrO oOpraHa WCITOJHUTEIbHOM BJIACTM B €IUHON CUCTEeMe
MOATIMCAHHOE YCUJIEHHOV KBaIM(PUIIMPOBAHHON 3JIEKTPOHHOM MOAIMMCHIO 3asiBJIEHME O BHECEHUM TaKUX
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

M3MeHeHu! Mo (opme, YCTAaHOBJIEHHOM YITOJITHOMOYEHHBbIM (efepaibHbIM OPraHOM MCIIOJHUTETbHOM
BJIACTM, M TIpWjlaraeMble K HeMy MW3MeHeHUs B YyKa3aHHble JOKYMEHTbI, a Takke [TOKYMEHThI,
MOATBEPsKAAIONIE HEOOXOIMMOCTh BHECEHUST TaKMX M3MeHeHul. B ciiyuae, eciv OT MMeHM 3asiBUTEJISI
IeJICTBYET €ro TmpencTtaBuTesb ((pusndeckoe JuUIO), YIIOJHOMOYEHHBIM IEMCTBOBATb OT WMMEHU
3asIBUTEJIS] HA OCHOBAHMM TOBEPEHHOCTY B 3JIEKTPOHHOM (pOopMe B MAIIMHOYMTAEMOM BUE, 3asIBJIEHNUE O
BHECEHMM W3MEHEHMII B JOKYMEHTbl, cojepskaljecss B  PEruCTPalMOHHOM  JOCbe  Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHbIV TIpernapar s MeIMIMHCKOTO TpPUMEHEHMs, MOXXET ObITb
MOANMCAHO  YCWIEHHOM  KBIM(MUIMPOBAHHOM  3JEKTPOHHOM  MOANMUCHbIO  JiMOO  YCUJIEHHOM
HEKBaJIUQPULMPOBAHHOM 3JIEKTPOHHON MOAIMCHIO.

(B pen. @emepanbubix 3aKOHOB OT 22.12.2014 N 429-@3, ot 04.06.2018 N _140-®3, ot 30.01.2024 N
1-®3, or 31.07.2025 N 304-D3)

1.1. IIpu HeOGXOOMMOCTHM BHECEHMST B JOKYMEHTbI, COIepsKalllecss B PErMCTPallMOHHOM JOChe Ha
3aperuCTPUPOBAHHbIN JIEKAPCTBEHHBIN Ipemapar [mIisg MeIMLIMHCKOrO IpMMEHEHMs, W3MeHeHMIA
OTHOCUTEJIbHO MeCTa IIPOM3BOJCTBA JIEKAPCTBEHHOI'O IIpemapaTta Ojis1 MEeOULIMHCKOrO IIpUMMEHEHMs,
TPeOYIOIIMX MPOBEIEHNSI KCIIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPENCTB, 3asBUTENb JOIOJHUTETbHO
HarpaBJ/IsieT MOCPeICTBOM €MHOIO ITOPTaJia B YIIOJTHOMOYEHHbIV (eepaabHbIii OpraH MCIOJIHATETbHOMN
BJIACTM WIM JIMYHBIM KaOMHET YIOJHOMOUYEHHOro ¢enepajbHOrO OpraHa MCIIOJHUTENIbHONM BJACTU B
eIV HON CUCTeMe:

1) cBemeHmst o maTe NMpeAOCTaBJIEHMS M PETUCTPALMOHHOM HOMEpe JIMIIEH3MM Ha ITPOU3BOMACTBO
JIeKapCTBEHHBIX CPEJICTB, a TaKyKe KOMMIO 3aK/TIOUEHMSI O COOTBETCTBUM IMPOU3BOAMUTEJS JIEKAPCTBEHHBIX
CPeICTB i1 MEeIMUIMHCKOIO MpPUMEHEHMS TpeOOBaHMSM IHpaBWiI HaajieXkallleil IMPOU3BOACTBEHHOM
MPaKTUKM, WIM KONMIO cepTuduKaTa COOTBETCTBUSI ITPOU3BOIUTEJIS JIEKAPCTBEHHBIX CPENCTB JISt
MeIULMHCKOIO IIpMMEHEHUS Tpe6OBaHI/IHM IpaBuJI Ha,unemameﬁ HpOI/I3BOJ1CTB€HHOIZ IIPAaKTUKAN
EBpasmifickoro 3KOHOMMYECKOTO COI03a, BBIZAHHBIX YIIOJHOMOUYEHHBIM (emepasbHBIM OpraHOM
VICTIOJTHUTEJIbHOM BJIACTM B OTHOILEHMM W3MEHEHHOM U (Win) HOTOJHEHHOW ITPOU3BOACTBEHHOM
TJIONIAIKM JIEKAapCTBEHHOTO IIperapaTra [Jid MeOUIIMHCKOTO TpUMEHEHMs, MM KOMMUIO pelleHust
YIIOJTHOMOYEHHOTO (heiepayibHOTO OpraHa MCIIOJTHUTEILHOM BJIACTY O MPOBeaeHuM dhapMareBTUIeCcKon
VHCIIEKIMN IMPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB OJId MEOULIMHCKOI'O IIPpMMEHEHNsI Ha COOTBETCTBUE
TpebGOBAaHMSIM TMpPaBMUJI HaAJIesKaIlel MPOU3BOACTBEHHON MPAKTUMKY EBpasmiiCKOro 3KOHOMMUYECKOTO
COI03a B OTHOIIEHMM W3MEHEeHHOVW ¥ (WiM) JOTIOJHEHHOM MPOW3BOACTBEHHOM  IUIOILAIKA
JIEKAPCTBEHHOrO TIperapara [Jjisi MEeOUIMHCKOrO TIpUMEHEeHus] B CJIy4yae, eCJiM IPOU3BOJCTBO
JIeKapCTBEHHOTrO Ipernaparta ocyiiecTssieTcs: B Poccuiickoir @enepanny;

2) KONMUIO TPeIOCTaBJIEHHOM YIIOJTHOMOUYEHHBIM OPraHOM CTpPaHbl IMPOM3BOAUTENST JUIEH3UM HA
MTPOU3BOJICTBO JIEKAPCTBEHHOT'O Iperapara ik MeAUIIMHCKOTO MPUMEHEHMs U ee TIepeBOj], Ha PYCCKUI
SI3bIK, 3aBepeHHble B YCTAHOBJIEHHOM MOPSJIKE, a Takke KOMMIO 3aK/IIOUeHUSI O COOTBETCTBUU
MIPOU3BOIUTESI JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSIM MpaBMJ HaJIesKalllell IpOM3BOACTBEHHON
MPaKTUKM, WM KOMIMIO cepTuduKaTa COOTBETCTBMSI IIPOM3BOIUTEJIS JIEKAPCTBEHHBIX CPENCTB MJIsS
MEeOULIMHCKOIO IIpMMEHEeHMsI TpeOOoBaHMSIM MpaBWJI HaAJesKallell MPOU3BOACTBEHHON IPaKTUKU
EBpasuiickoro 5KOHOMMUYECKOTO COI03a, BbIJAHHBIX YIIOJTHOMOYEHHBIM (pefepasibHbIM OpPraHOM
VICTIOJTHUTEJIbHOM BJIACTM B OTHOIIEHMM W3MEHEHHOM U (MJIM) JOIOJTHEHHOW IPOM3BOACTBEHHON
TIJIOIIA/IKY JIEKAPCTBEHHOTO Tperapara, Wiy KOIMIO pellleHNs] YIIOJTHOMOYEHHOTO (peiepasibHOTO OpraHa
VCIIOJIHATENIbHOM  BJIAaCTM O  MpoBedeHuM  (apmMalleBTMUECKON  MHCIIEKUIMM  ITPOU3BOJCTBA
JIEKapCTBEHHBIX CPEeNCTB [/ MEIMUIMHCKOrO IIPUMMEHEHMUSI Ha COOTBETCTBME TPeOOBaHMSIM IIpaBUII
HaJJIeXkalleil IpOM3BOACTBEHHON IPaKTUKM EBpasuiiCkKoro sKOHOMMYECKOI'O COI03a B CJIydae, eciiu
MIPOU3BO/ICTBO JIEKAPCTBEHHOTO Iperapara OCyIlecTBsieTcs 3a mpeaenamu Poccniickoir @enepanym.
(uactb 1.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

1.2. IIpn1 HeOGXOAMMOCTY BHECEHUSI B JOKYMEHTbI, COIepsKalliecs] B PEruMCTPalMfOHHOM J0Che Ha
3aperMCTpPUPOBAHHbBIN JIEKAPCTBEHHBIM IIpernapaTr s MEeOUIVMHCKOIO NPUMEHEHMS, W3MeHEeHU
OTHOCUTEJIbHO IOKasaTeJiell KauecTBa JIeKapCTBEHHOIO IIperapaTa AJjIs MEeIUIMHCKOrO IMPUMEHEHUS U
(w1M) MeTOmOB KOHTPOJISI KavyecTBa JIEKAPCTBEHHOrO IIperapara [JiT MeOUIMHCKOTO IpPUMEHEHMS,
TpeOYIOIIMX MMPOBEIEeHNsT SKCIEePTM3bl KauecTBa JIEKAPCTBEHHBIX CPENCTB, 3asBUTE/b TOIMOTHUTETBHO
HaIlpaBJISIeT ITOCPeACTBOM €IMHOTrO MOPTajia B YIIOJTHOMOYEHHbIN (enepasibHbI OpraH UCIOJIHUTEIbHON
BJIACTM WJIM JIMYHBIA KaOMHET YIOJHOMOYEHHOro (eaepaJbHOTO OpraHa MCIIOJHUTENbHOM BJIACTU B
eIMHOM CUCTeMe:

1) cBemeHust o mare MpemOCTaBIEHUSI M PETUCTPAIMOHHOM HOMeEpe JIMIIEH3MM Ha MPOM3BOACTBO
JIEKapCTBEHHbIX CPEACTB WIM CBeIeHUsT O JaTe TMpefoCTaBJIeHMs] UM PEruCTPAlMOHHOM HOMepe
3aKJTFOYEHUSI O COOTBETCTBMM TIPOM3BOIOMTENISI JIEKAPCTBEHHBIX CpPENCTB TpeOGOBaHUSIM ITPABWII
HaZJIesKalle MPOU3BOACTBEHHOM MPAaKTUKM WIM KOMMUIO cepTuduKara COOTBETCTBMSI MPOU3BOAUTEIIS
JIEKAPCTBEHHBIX CPEACTB JII MEOUIMHCKOrO TIpUMMEHEHMs] TpeOOBaHMSIM [pPaBWI HaZjIesKallen
MTPOU3BOJICTBEHHOM MPaKTUKM EBpasuiickoro sKOHOMMYECKOT'O CO03a, BbIIAHHBIX (ITPeIOCTaBIE€HHbIX)
YIIOJTHOMOYE€HHBIM d)enepaanbIM OpraHoOM MCHOHHMTGHLHOﬁ BJIaCTU B OTHOILLEHUN HpOMBBOﬂCTBeHHOﬁ
IJIOLIAAKM JIEKapCTBEHHOr'O Iperapara, B Cjydyae, eCjau IMPOM3BOACTBO JIEKAPCTBEHHOTO Iperapara
ocymiectsisercs B Poccuiickoit @enepanyin;

2) KOIMIO TIPeJOCTaBJIEHHON YITOJITHOMOYEHHBIM OPTaHOM CTpaHbl IMPOU3BOAMUTENS JIMLIEH3UM Ha
MTPOM3BOACTBO JIEKAPCTBEHHOI'O Ipernapara IJisi MeOUIIMHCKOTO MPYMEHEHMS M ee MepeBof, Ha PYCCKUIA
SI3bIK, 3aBepeHHble B YCTAHOBJEHHOM IIOPSJKE, a TakKXKe CBeleHUs] O [are IpeAoCTaBjIeHUs U
PETUCTPAIIMOHHOM HOMEpe 3aK/IIOUEeHMSI O COOTBETCTBUM IPOM3BOAUTENSI JIEKAPCTBEHHBIX CPENCTB
TpeGOBaHMSIM TpPaBWI HaJJIeKallleld IPOU3BOACTBEHHOV TMPAaKTUKM, WIM KONMIO cepTudumKaTa
COOTBETCTBUSI ITPOU3BOAUTEJIS JIEKAPCTBEHHBIX CPENCTB AJISI MEOUIIMHCKOTO MPUMEHEHNSI TPeOOBaHMUSIM
MpaBMJI HaZJIeKalllel MMPOM3BOICTBEHHO MPAaKTVKM EBpasmiickoro 3KOHOMMUYECKOTO COI03a, BbIJaHHbIX
YIIOJIHOMOYEHHbBIM (heJilepaibHbIM OPraHOM MCIOJHUTEIbHOM BJIACTM B OTHOILIEHUM MTPOU3BOACTBEHHON
TJIONIAIKM JIEKAPCTBEHHOTO Tperapara, MM CBeleHUs O JaTe IMpefoCTaBJIeHMs] M PerucTpalyioHHOM
HOMepe pellleHMs YIOJTHOMOYEHHOTO (eepasbHOrO OpraHa MCIIOJHUTENIbHOM BJIACTM O TMPOBeAEeHUN
(dapmaneBTMUECKO MHCIEKUMM IPOMU3BOACTBA JIEKAPCTBEHHBIX CPENCTB JISI  MEeOUIMHCKOIO
MPMMEHEHUsI Ha COOTBETCTBME TpeOOBaHMSIM MpaBU HaAJIeXKallell IPOU3BOICTBEHHOM IPAKTUKU
EBpasmiickoro  3KOHOMMYECKOTO  COW3a, €eCIuM  TPOM3BOJCTBO  JIEKAPCTBEHHOrO  Ipernapara
ocyllecTBisgeTcs 3a npengenamu Poccuiickoit @egeparym.

(uactb 1.2 B pen. @epepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.3. Tlpunatue pellleHMs O BHECEHMUM M3MEHEHMI UM OO OTKa3e BO BHECEHUM U3MEHEHUH B
JMIOKYMEHTBI, COIepsKallliecs B PETrMCTPAIMOHHOM IOChe Ha 3aperMCTPUPOBAHHbBIN JIEKapCTBEHHbIN
mpernapar Ijisi MeIMIIMHCKOTO TpMMEHEeHMs, B Cjydyae HeOOXOOMMOCTM ITPOBENEHMUS SKCIIePTU3bI
KayvyecTBa JIEKAPCTBEHHbBIX CPEJICTB U (MJIM) SKCIEPTU3bl OTHOIIEHMS OKUIAEMOM IOJIb3bl K BO3MOKHOMY
PUCKY TIPUMEHEHMS JIeKapCTBEHHOIO IIperapara [Jii MeOUIIMHCKOIO IPUMEHEHMSI OCYIIECTBJISIeTCS B
CPOK, He TIIPEeBBIAIONIMIA NATUAECITM paboumx [HE, a B OCTIbHBIX CJIydasx B CpOK, He
MPEBBIIAIONINI JecsIT paboumx OHe CO [OHS HamlpaB/JeHus IMOCPeACTBOM €IMHOIO MopTaja B
YIIOJTHOMOYEHHBIN  (delepasibHblii OpraH  MCIOJHUTENIbHOW  BJACTM WM  JIMYHBIA  KaOuHeT
YIIOJTHOMOYEHHOTO (elepajJbHOIO OpraHa MCIIOJHUTEIbHON BJIACTM B €OMHOM CUCTEME 3asiBJIEHUSI O
BHECEHUM TaKMX M3MEHEHMI.

(uactb 1.3 BBemena DemepanbHbiM 3akK0HOM OT 04.06.2018 N 140-D3; B pen. denepasbHOro 3aKoHa OT
30.01.2024 N 1-®3)

1.4. YnmonHomoueHHbBIN (demepasbHbli OpraH MCIOJHUTENIbHOM BJIACTM C YYETOM pe3ysIbTaTOB
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(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(dapmakoHaz30pa ¥ MPOBEPOK COOTBETCTBMS JIEKAPCTBEHHBIX CPENCTB, HAXONSIIMXCS B IPakAaHCKOM
0060pOoTe, YCTAaHOBJIEHHBIM TPeOOBaHMSIM K MX KAyeCTBY B TeueHMue JOecsiTM pabouux THEM CO OHS
MOCTYIVIEHMSI COOTBETCTBYIOIIEN MHGbOpPMAalMy pasMelaeT Ha CBOeM OGMUIMAIbHOM CaiiTe B CETU
"NHTepHeTr" cBemeHMsT 0 HEOOGXOAMMOCTM BHECEHMSI B MHCTPYKIMIO IO MEOUIIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOTO IIperiapaTta M3MeHeHMI B OTHOILIEeHMM CBeJeHM} O MOKa3saHUAX OJs IMpUMEHEeHUS U
MIPOTUBOITOKA3aHMX /ISl IPYMMEHEHMsT JIEKapCTBEHHOTO Iperapara, BbISIBJIEHHbIX ITOOOUHBIX IEMCTBUSIX,
He’KeJIaTeJIbHbIX peakiMsIX Py MpUMeHEeHMM JIeKapCTBEHHOI'O IIperapaTta M HallpaBJiseT MOAIMCAaHHOe
YCWIEHHOM KBaJIM(UIMPOBAHHONM 3JIEKTPOHHONM IOAIIUCHIO YBEAOMJ/IEHNE B JIMYHBIN KaOWHET 3asIBUTEJIS
B eOMHOM CHUCTeMe, a Takke B JIMUHble KabMHETbl 3asBUTe/IeMl B eOUHOM CHUCTeMe, SIBJISIOIINXCS
IepskaTeassMy MM BJIafeNbllaMM  PErMCTPAlMOHHBIX  YAOCTOBEPEHMII  B3aMMO3aMEHSIEMbIX
JIEKapPCTBEHHBIX IMPEIapaToB (MM YIIOJTHOMOUYEHHBIX UMY APYTUX IOPUINYUECKUX JINIT).

(uactb 1.4 BBemeHa DenepanbHbiM 3akoHOM OT 27.12.2019 N 475-D3; B pen. PenepasbHOro 3akoHa OT
30.01.2024 N 1-®3)

1.5. Jlepskatesb uau Biafiesiel] perucTpalMOHHOIO YIOCTOBEPEH s JIeKapCTBEHHOTrO Mperapara, a
TaKke JepskaTej WIM BJIaJesblibl PErMCTPAlMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX ITperapaToB
(WM YIIOJTHOMOYEHHbIE MMM JIPyTHE IOpUIMUYECKMe JIIA), KOTOpbIe SIBJISTIOTCS B3aMMO3aMeHSIEMbIMM,
00s13aHbI HAINPaBUTb B JIMYHBIA KAaOMHET YIOJHOMOYEHHOTO (efepaJbHOrO OpraHa MCIOJHUTETbHON
BJIACTY TIOJMMCAHHbIE YCWIEHHBIMM KBaIMGUUIMPOBAHHBIMYU 3JIEKTPOHHBIMM TOATMCIMMU 3asBIEHUS O
BHECEHMM W3MEHEHMII B  [OKYMEHTbI, COJepyKaliyecss B  PErMCTPalMOHHBIX AOChe  Ha
3aperMCTpUpOBaHHbIE JIeKapCTBEHHbIE Iperaparbl AJjIs1 MeOUIIMHCKOTO IPMMEHEeHUSI, B OTHOIIEHUU
CBelleHN!, YKa3aHHbIX B MHCTPYKUMM IO MEOUIIMHCKOMY MPUMEHEHMIO JIeKapCTBEHHbBIX ITPENapaTos, B
TeUeHMe COpoKa pabouuMx mHE CO IHS IIOJYYEHMS] YIIOJTHOMOYEHHBIM denepasbHbIM OpraHOM
VICTIOJTHUTEJIbHOM BJIACTM 3JIEKTPOHHOTO YBEIOMJIEHMSI O TIOJIyYeHUM JepskaTeseM WM BjaelblieM
PErMCTPAIMOHHOTO YAOCTOBEPEHMST JIEKAPCTBEHHOTO IpernapaTta (MaM YIOJHOMOYEHHBIM UM JIPYTUM
IOpUINYECKUM JINIIOM) MHOpMaluy, yKazaHHOM B yacTu 1.4 Hacrosien cratbyu. [laHHOe TpeboBaHMe
He pacIpoCTpaHsSieTCss Ha CcJiydyay BHECEHMSI B MHCTPYKIMIO 10 MEIMIIMHCKOMY TpUMeHEeHMUIO
JIEKApCTBEHHOTO TIIperapara WM3MEHEeHU B OTHOIIEHMM HOBBIX IIOKa3aHUM MJIsi TPUMEHEHUS
JIEKapCTBEHHOT'O TIperapara Ha OCHOBAaHMM DPe3yJIbTaTOB COOTBETCTBYIOIIMX McCClemoBaHui. B ciyuae,
ecM OT VIMEHM 3asiBUTeJNI OEeNCTBYEeT ero mpencTaBuTenb (pusmueckoe JNIO), YIIOJTHOMOYEHHBIN
IeMICTBOBATh OT MMEHM 3asBUTEsI Ha OCHOBAaHWUM [IOBEPEHHOCTM B 3JIEKTPOHHOM (Gopme B
MalllMHOYMTAaeMOM BUe, 3asBJeHVE O BHECEHMM WM3MEHEHU! B [OKYMEHTbI, COAepKallyecs B
PErMCTPAIMOHHOM JIOChe Ha 3aperuMcTPUpPOBAHHbIM JIeKapCTBEHHBIM IMpernapaT [Jis MeIUIMHCKOTO
MIPUMEHEHMsI, MOXKET ObITb TOMAMMCAHO YCUJIEHHOM KBaIMMUIIMPOBAHHON 3JIEKTPOHHOM MOMAMMCHIO MO0
YCUJIEHHOV HEKBaIMMUIIIPOBAHHONM 3JIEKTPOHHOM MOITACHIO.

(uactb 1.5 BBemena MemepanbHbiM 3akoHOM OT 27.12.2019 N 475-D3; B pen. DenepaibHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2. Pemtenne o mpoBemeHMM 3KCIIEpPTM3bl KauecTBa JIEKAPCTBEHHbBIX CPEICTB U (MJIM) SKCIIEPTU3bI
OTHOIIIEHUSI OXXKMIAEeMOI T0Jb3bl K BO3MOKHOMY PUCKY IPUMMEHEeHUSsI JIeKapCTBEHHOI'O Tperapara JJisi
MEIMUIIMHCKOTO TIPUMEHEHMSI TPUHMMAETCSI B COOTBETCTBMM C YTBEPXKIEHHONM YIIOJTHOMOYEHHBIM
demepasbHBIM OpPraHOM MCIIOJHUTEIBHOM BJACTM KIaccudbuKaiyveyl W3MeHeHUld, BHOCUMMBIX B
IIOKYMEHTBI, COJepsKallliecs] B PETrMCTPAMOHHOM IOChe Ha 3apervMCTPUPOBAHHbBIN JIeKapCTBEHHbIN
mpernapar.

(uacTb 2 B pen. @enepanbpHoro 3akoHa ot 30.01.2024 N 1-P3)

3. 3asBUTeNb BIIpaBe IMPENCTaBUThb IO COOCTBEHHOV WMHMIIMATMBE BMECTe C 3asBJIEHMEM O
BHECEHMM M3MEHEeHMII B  JIOKYMEHTbI, cojepykalmecs B  PErMCTpallMOHHOM  JOCbe  Ha
3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpernapar s MeOUIMHCKOTO IPUMEHEHUs, PEKBU3UTHI
JOKYMEHTOB, TOJTBEPKIAIONIMNX YIUIATy TOCYJapCTBEHHOM MOIUIMHBI 32 BHECeHWe B JIOKYMEHTBHI,
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

colepykallyecs: B PerMcCTpPalMOHHOM [IOCbe Ha 3aperuCTPMPOBAHHbBIN JIeKApPCTBEHHbIV IIpernapar [Ajis
MEeJULIMHCKOTO TPMMEHeHMs], M3MeHEeHUM, TPeOyIoUMX MPOBefeHUs] 3KCIepTU3bl JiIeKapCTBEHHbIX
CPeICTB B YaCTM IKCIIEPTU3bI KauecTBa JIEKAPCTBEHHOTO CpefCTBa U (WIM) IKCIEPTU3bl OTHOLLEHWUS
0’K1J1aeMOVi MOJTb3bI K BO3MOSKHOMY PUCKY ITPMMEeHEeHMs JIeKapCTBEHHOTO MperiapaTa JJisi MeJULIMHCKOTO
MpUMEHEHNUsI, TOCYJApCTBEHHOM MOIUIMHBI 332 BHECEeHMe B JOKYMEHThI, COAepsKalmecs B
pEerucTpalMOHHOM JOCbe Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IperapaTr mJisl MeIULHCKOTO
IpUMeHeHUs], U3MeHeH!!, He TPeOYIoIIMX POBeJeHNsT SKCIIePTU3bI JIEKAPCTBEHHOTO CPeAICTBA, a TAakKe
BbllaBaeMble (IIpefoCTaBJisieMble) YIIOTHOMOYEHHbIMY (elepaabHbIMM OpraHaMyu UCIIOJHUTEIbHOM
BJIACTU JOKYMEHTbl (CBelleHMs1), yKasaHHble B uvacTsx 1.1 m 1.2 Hacrosiueit cratbu. B ciyuae ux
HeIpeACTaBJIeHUs] YIOTHOMOUYEHHBI (enepasbHbIii OpPraH MCIOJHUTENbHOM BJACTU 3alpalliiBaeT
yKa3aHHble  JOKYMeHTbl (CBeleHMSI) B  TMOpSIGKE  MEXBEJOMCTBEHHOTO  MH(OPMAalMOHHOTO
B3aMMOJIEICTBHUSI.

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, or 30.01.2024 N 1-D3)

4. B TeueHue ngaTy paboumx JHENM CO OHS IMOCTYIUIEHMS YKA3aHHOI'O B 4aCTM 1 HACTOSIIEN CTaTbyU
3asBJIEHNST M HEOOXOIMMbBIX JTOKYMEHTOB YIIOJTHOMOUYEHHbI (emepasbHbII OpPraH MCIOJHUTETbHON
BJIACTU:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

1) IMPOBOAUT ITPOBEPKY IMOJIHOTHI M JOCTOBEPHOCTU CBE,ELEHMIZ, Comep KallIMXCs B IIpeaCTaBJICHHBIX
3asdBUTEJIEM MaTepuajiax;

2) IIpMHMMaeT pelieHne O IIpOoBeOdeHMM YKa3aHHbIX B YaCTUu 2 HaCTOSIH_[efI CTaTbu
COOTBETCTBYIOIIMX 3KCIIEPTU3 JIEKAPCTBEHHOI'O CpEeACTBA UJIN 006 OTKase B ux IIpOBeJeHNN,

3) HampaB/sieT B JIMYHBIM KaOWHET 3asiBUTeNII B €OVHOM CHUCTeMe TIOAIMCAHHOe YCUIEHHOMN
KBIMULMPOBAHHON 3JIEKTPOHHOM MOJIMUCHIO yBeAOMJIEHNE O IMPUHITOM pellleHuM WIK B cilydae
IPUHATHKSL pellleHMss 06 OTKase B IPOBeNEeHMM COOTBETCTBYIOLLEH 3KCIIepPTU3bl C YKazaHMeM IPUUYMH
TaKOTO OTKa3a.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B cimyyae BbISIBJI€HMSI HEIOCTOBEPHOCTM CBEIEHUM, COMEpsKallMXCS B IPeACTaBJIEHHBIX
3asIBUTEJIEM MaTepuaiax, YIIOJHOMOUEHHbI (elepaJbHblii OpPraH MCIIOJTHUTEIbHOM BJIACTU HaAIlpaBJIsieT
B JIMYHBIA KaOWHET 3asBUTENS] B €OVHONM CHUCTeMe 3ampoc 00 YTOUHEHMM YKa3aHHBIX CBEeIEeHWN,
MOJMCAHHbBIN YCYIEHHOW KBaIMGUIMPOBAHHON 3JIEKTPOHHO MOAIUCHIO.

(uactb 4.1 B pen. PengepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3agBuTenb 06s13aH HAIIPaBUTh B JIMUHBIA KAaOMHET YIIOJJHOMOYEHHOrO (elepalbHOIO OpraHa
VCIIOJTHATENIbHOM BJIACTM B €AVHOM CHUCTEME TOATMCAHHbBIA YCWIEHHOM KBaIM(PUIMPOBAHHON
3JIEKTPOHHOM TOJIMICHIO OTBET Ha 3aIlpoC YIOJHOMOUYEHHOro (elepasibHOTO OpraHa MCIOJHUTEIbHOMN
BJIACTM B CPOK, He TPEeBBIIAIONINI MEeBIHOCTA pabouMx JHEM CO JHS IOJYUYEeHMS] YIIOJTHOMOYEHHBIM
(demepasbHbIM OpPraHOM MCIIOJTHUTEJIbHOM BJIACTM 3JIEKTPOHHOTO VYBEOOMJIEHMS O IIOJTYYEeHUU
3asBUTeJIeM AaHHOro 3amnpoca. Cpok, yKasaHHbIN B YaCTU 4 HACTOSIIEN CTaThy, IIPMOCTAHABIMBAETCS CO
IIHS HaTlpaBJIeHUS B JIMUHBIM KaOMHET 3asiBUTENs B €IMHOM CHUCTeMe 3arpoca YIOJTHOMOYEHHOTO
demepasbHOrOo oOpraHa MCIOJHUTEIbHOM BJACTM OO [JHS HamnpaB/ieHMs B JIMUHBIA KaOuHeT
YIIOJTHOMOYEHHOTO (peiepayibHOTO OpraHa MCIOJHUTENbHON BJIACTM B €OVMHOM CUCTeMe OTBeTa Ha
JIaHHbBIN 3aIIPOC ¥ HEe YUYUTHIBAETCS MPU MCUMCIEHUYM CPOKa MIPUHSITHUSI PellleHUs] O BHECEHUY M3MEHEeHU!
B JOKYMEHTBI, COIepsKallliecsl B PEruMCTPalyiIOHHOM [OChe Ha 3aperuMCTpPUpPOBAHHBIN JIEKapCTBEHHBIN
mpernapar Ijisl MeIULVHCKOTO IIPMMEHEeHMSI.

(uactb 4.2 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

5. OcHoBaHmMeM 1jig OTKasa B MPOBEIEHUM YKa3aHHBIX B 4acCTy 2 HACTOSIIEN CTaTby IKCIIEPTH3
SIBJISIETCSI TIpe/ICTaB/IeHNe TOKYMEHTOB, ITIepeuncIeHHbIX B yacTsx 1 1 3 HaCTOsILel CTaTby, B HEIIOJIHOM
ob6beMe, HeIpeaCcTaB/lIeHNe 3asBUTENIEM B YCTAaHOBJIEHHBIM CPOK OTBeTa HAa yKa3aHHbIM B vactu 4.1
HACTOSIIIIEN CTAaTbyM 3aIPOC YIIOJIHOMOYEHHOTO (eJjepayibHOrO OpraHa MCIIOJTHUTENIbHOM BJIACTH, & TAKXKe
OTCYTCTBME B TMPEACTABJIEHHBIX [OKYMEHTAaX [OCTATOYHBIX CBEIEeHMI, MOATBEPSKOAOIINX
HEeOOXOAMMOCTb BHECEHMSI M3MEHEeHUH, WM OTCYTCTBME MHGOPMAaIK, MOATBEPKAAIOIIEeN (aKT YIIaThl
rOCyapCTBEHHbBIX MOIILIMH, YKA3aHHBIX B YaCTU 3 HACTOSIIIEN CTATbMU.

(B pen. DepepanbHbix 3akoHOB OT 25.11.2013 N 317-@3, ot 22.12.2014 N 429-D3)

6. YKa3zaHHbIE B YaCTU 2 HACTOSIIIEN CTATby IKCIEPTU3bI TPOBOASITCS B MOPSIAKE, YCTAHOBJIEHHOM
cratbeii 23 HacTosiero MemepaabHOrO 3aKOHa.

7. B cpok, He TpeBBIIAIONIMIA TSATU PaboOuMX THEN CO IHS HarpaBjeHUs MOCPEACTBOM eIVHOTO
MopTajia B YIOJHOMOUYEHHbIN (heepaibHbIii OpraH MCIOJHUTEIbHOM BJACTU WIM JIMYHBIA KaOMHeT
YIIOJIHOMOYEHHOTO (hefilepayIbHOTO OpraHa MCIIOJIHUTEIbHOM BJIACTM B €AVHON CUCTEME TOMMMCAHHBIX
YCUIEHHBIMM KBTMGUIIMPOBAHHBIMM 3JIEKTPOHHBIMY MOATIMCSIMY 3aKTIOUEHUI KOMUCCUI 9KCIIEPTOB T10
pe3yjbTaTaM yKa3aHHBIX B YaCTM 2 HACTOSIIIEN CTATbM IKCIIEPTU3, YIIOJTHOMOYEHHBIN (emepasbHbIN
OpraH MCIIOJTHUTEIbHOM BJIACTHU:

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

1) IIpMHMMaeT pelneHnmne O BHECEHUN M3MeHeHul B OOKYMEHTbI, CcCoaep’Kallnecs B
permcTpailMOHHOM OOCbe Ha 38p€I‘MCTpI/IpOBaHHbII7[ HeKapCTBeHHbeI npemapar aJjsd MEeOUIMHCKOI'O
NpMMeHeHIsd, NJInN 006 OTKa3e BO BHECEHUM TaKUX MBMGHEHMﬂ;

2) BHOCUT B TOCYHApPCTBEHHBI PEECTp JIeKapCTBEHHBIX CPEACTB HAa OCHOBAHMM PpEILIeHUSI O
BHECEHMM W3MEHEeHMII B  JOKYMEHTbl, Colepykalyecsi B  PEerucCTpalMOHHOM  JOCbe  Ha
3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIV Mpernapar s MeOUIMHCKOTO IIpUMMEHEeHUsI, HeoOXOIUMbIe
M3MEeHEeHUST;

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-®3)

3) BbIJaeT 3asBUTEII0 HOBOE PETrMCTPAIMOHHOE YIOCTOBEpeHMe JIeKapCTBEHHOI'o IpernapaTra B
cydae M3MEHEHMSI CBeIEeHMIA, COMIepsKalllMXCs B HeM, IyTeM HarpaBjIeHUs 3asBUTENIO MOCPeCTBOM
eIVMHOTO TIOpTaJIa VUIM B JIMUHBIN KaOVMHET 3asIBUTEJIS B €IMHOM CUCTEME BBIITUCKM U3 TOCYIapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB, TOAMMCAHHON YCUJIEHHOM KBaJU(PUIIMPOBAHHON 3JIEKTPOHHON
MIOIINCBIO.

(. 3 BBemen PemepasbHbIM 3akoHOM OT 22.12.2014 N 429-®D3; B penm. demepasbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHMeM [Ji1 OTKa3a BO BHECEHUM W3MEHEHU B JOKYMEHTBbI, COHepsKallyecsl B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperuMcTPUMpPOBAHHBIM JIEKAPCTBEHHBIM IIpemnapaT [IJis MeIUIMHCKOTO
MIPUMEHEHUS, SIBJISIETCS 3aK/IF0UeHMEe YITOJTHOMOYEHHOTO (peiepaIbHOTO OpraHa VCIIOJTHUTETbHOM BJIaCTU
O BO3MOKHOCTM CHMKEHMsI 6e30macHOCTM, KauyecTBa, 3(PGEKTMBHOCTM JIEKAPCTBEHHOTO CPEACTBA B
cydae BHECEHMS TaKUX U3MEeHEeHMI.

9. omyckaercs obpalleHyue JeKapCTBEHHbIX IIPENapaToB AJjI MEIUIMHCKOTO MHPUMEHEHMS OO0
JCTEUYEHUSI CPOKA TOJHOCTH, IPOU3BEIEHHbIX B TEUEHME CTa BOCBMUIECITI AHEN IOC/Ie AAThl IPUHITUS
YIIOJTHOMOYEHHBIM (hefiepa/ibHbIM OPraHOM MCITOJTHUTENIbHOM BJIACTY PEIeHUsT O BHECEHUM M3MEHEeHUN
B JIOKYMEHTbI, COAEpXKallyecss B PEermcTpalMOHHOM JIOChbe, B COOTBETCTBUM C WHGOpMAaIMen,
colepKallencss B JOKyMEHTaX pPerucTpalyOHHOIO IOChe Ha JIeKapCTBEHHbIV IIpernapar OO HaThbl

www.consultant.ru CrpaHuua 69 us 155

HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470677&amp;date=29.07.2026&amp;dst=101106&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470677&amp;date=29.07.2026&amp;dst=101106&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100495&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100495&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100497&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100497&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100223&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100223&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100224&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100224&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100498&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100498&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100225&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100225&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MIPUHSITYUSI TAKOTO PeIIeHMs.
(uactb 9 B pen. @enmepanbHoro zakoHa ot 22.12.2014 N 429-D3)

10. TIIpaButenbctBo Poccuiickon @emepaiy BhpaBe YCTAaHOBUTb QOCOOEHHOCTY BHECEHUS
M3MEHEHUI B J[IOKYMEHTbI, cofepyKalyecs B PEruMcTpalyOHHOM JOChe€ Ha 3aperuCTpUpPOBAHHBIN
JIEKApCTBEHHBINI TMpenapar s MeIUIMHCKOTO IIpMMeHeHus, B cJiyyae AedeKTypbl WM puUcKa
BO3HMKHOBEHMSI [Je(eKTypbl JIEKapCTBEHHBbIX IIpernapaToB B CBSI3M C BBeAEHMEM B OTHOLIEHUU
Poccuiickoit @emepaliyy OrpaHUMUNUTENIbHBIX Mep SKOHOMMYECKOr'o XapaKTepa.

(uactb 10 BBenena denepanbHbiM 3akoHOM OT 08.03.2022 N 46-D3)

Koncynbranrllntoc: npumeuaHne.
[Tonoskenust ct. 31 (B pen. @3 or 30.01.2024 N 1-®3), kacaroryecs MpegoCcTaBJIeHus] TOC. YCIyT
IIOCPeICTBOM eIMHOro rnopTasa, npumensaorcs ¢ 01.01.2026.

Cratba 31. BHeceHMe WU3MeHEHWUII B [OKYMEHTbl, cojepXauwueca B
permcTpauMoHHOM A0Cbe Ha 3aperncTpupoBaHHbLIV JIeKapCTBEHHbIV npenapaTr Ans
BeTepPUHAPHOro NpMMeHeHus

1. B mensax BHeceHMs] M3MEHEHMII B JTOKYMEHTBI, COMIepsKallliecs] B PErMCTPaIlMOHHOM JOChe Ha
3aperMCTPUPOBAHHBIN JIEKAPCTBEHHbIN IIpenapaT IJjis1 BeTepMHApHOIO IIPMMEHEHMs, JepsKaTesib WU
BJIafie/iell PerMCTPALMOHHOIO YIOCTOBEPEeHMsI JIEKAPCTBEHHOIO IIperapara Wi YIIOJTHOMOYEHHOe UM
Ipyroe MHOpuAMYecKoe JMIO (Jajee B HACTOSIIEN CTaTbe - 3asiBUTE/b) HAIpaBJiIeT IOCPeICTBOM
eIVMHOrO TOopTaja B YIOJHOMOYEHHbI (emepayibHbII OpraH MCIOJIHUTEIbHOM BJIACTM TOAIMCAHHOE
YCUJIEHHOM KBaJIM(GUIMPOBAHHOM 3JIEKTPOHHOM MOMAMMCHIO 3asIBJIEH)E O BHECEHUM TaKMUX M3MEHEHUN T10
(dbopMe, YCTAaHOBJIEHHOV YIIOJTHOMOYEHHBIM (¢efepaabHbIM OpPraHOM WCIOJHUTENIbHON BJIACTU, U
mpujaaraeMbie K HeEMY M3MEHEeHMSI B yYKa3aHHbI€ JOKYMEHTbI, a TakyKe JOKYMEHTbI, MOATBEPsKIaIoIIye
HEOOXOOMMOCTh BHECEeHMSI Takux wusMeHeHuit. [Ipy HeOOXOAMMOCTM BHeCeHMs WU3MEeHEeHUll B
JOKYMEHTBI, COMepsKallliecsl B PEerucTPalMOHHOM OOChe€ Ha 3aperCTPUPOBAHHbBIN JIeKapCTBEHHBIN
mpernapar [Ijisi  BeTepMHApHOTO TIpMMEHEHMs, B Ciaydasx wu3MeHeHus U (Win) JOIOJIHEHMUS
MPOM3BOJCTBEHHOMN ILJIOIIAAKM JIEKAPCTBEHHOI'O CpPeICTBa, a TaKKe M3MEeHeHMs IToKa3aTesiell KauecTBa
JIEKapCTBEHHOTr'O MperapaTa [IJi1 BeTepUMHAPHOTO IpuMeHeHus M (WIM) METOHOB KOHTPOJISI KauecTBa
JIEKapCTBEHHOTO IIperapara JJisi BeTepMHAPHOIO NPUMEHEeHMs 3asiBUTEJIb JOIMOJJHUTEIbHO HalpaBJsieT
MIOCPEACTBOM €IMHOrO IOpTaia B YIIOJHOMOYEHHBIN (emepasbHblii OpraH MCIIOJIHUTEIbHOM BJIACTU
cienyiole TOKyMeHThI (CBeleHMs):

(B pen. denepasbHbIX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

1) cBemeHust o maTe mpenoOCTaBIEHMS M PETUCTPALMOHHOM HOMepe JIMIIEH3MM Ha ITPOU3BOJACTBO
JIEKapCTBEHHBIX CPENCTB, IMPEIOCTaBJIEHHOM MPOM3BOAUTENIO JIEKAPCTBEHHOTO IIperapara  IjIst
BETEepPMHAPHOTO MPUMEHEHMS], [IJIT POCCUIICKUX ITPOU3BOIUTEIIEN;

(B pen. ®enepasnibHoro 3akoHa ot 27.12.2019 N 478-D3)

2) cBefieHMs O AaTe MPeAOCTaBIe€HMS] Y PErMCTPAlMOHHOM HOMepe JIMIIEH3UM Ha IMPOU3BOMCTBO
JIEKapCTBEHHBIX CPEACTB, IPEAOCTABJIEHHON IMPOU3BOAUTENIO (dapMaleBTUUYECKOM CyOCTaHIINMA,
BXOJSILEN B COCTaB JIEKAPCTBEHHOrO Ipernapara [IJid BeTEPUMHAPHOTO TpPUMEHEeHMS, IJISI POCCUIICKUX
MTPOU3BOAUTEIEN;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

3) Komusl JOKYMEHTa, BBIJAHHOTO YIOJTHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOIUTENS IJIst
Ka)k/I0¥1 MPOM3BOICTBEHHOM TIIONIAAKM JIEKAPCTBEHHOI'O Tperapara AJjisl BeTepMHApHOTO MIPUMeHEeHUS U
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MO TBEP>KIAIOLIETO0 COOTBETCTBYME IMPOU3BOAUTEINS JIEKAPCTBEHHOIO ITIperapara TpeGOBaHMSIM ITPaBUII
Hajjekale IPOU3BOJCTBEHHOM TIPAKTUKM, M €ro IepeBOJ Ha PYCCKMIA $I3bIK, 3aBepeHHble B
YCTaHOBJIEHHOM IOPSIIKE, @ TaKyKe KOMMS 3aK/IFOUEHMSI O COOTBETCTBUM IMPOMU3BOANTEJIS JIEKAPCTBEHHBIX
cpeactB  TpeOOBaHMSIM  TpaBMJI  HAJIeKalllel  IPOU3BOJCTBEHHOM  MPAKTMKM,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (eflepa/IbHbIM OpPraHOM MCITOJTHMUTENbHOM BJIACTY JIJIS KaskIOM ITPOMU3BOCTBEHHOM
TUIOLIAAKM JIEKAPCTBEHHOTO TMpernapara [Jii BETEPUMHAPHOTO MpUMeHeHMsl, JiMO0 KOMus peIleHus O
MIPOBEIeHNA MHCITEKTVPOBAHMS TTPOM3BOANTEJIS JIEKapCTBEHHBIX CPEeJCTB, TIPUHSITOTO
YIIOJTHOMOYEHHBIM (eJlepaJbHbIM OPraHOM MCIIOJTHUTEIbHOM BJIACTU [IJi KakAOM ITPOU3BOJCTBEHHOM
IJIONIAIKY JIEKAPCTBEHHOTO TIperapara [Jisi BeTepMHApHOrOo TpMMeHeHMs. YKa3aHHbIe TOKYMEHTbI
MPEACTaB/ISIIOTCS. B CJIy4yae, eCJIM IMPOM3BOACTBO JIEKAPCTBEHHOIO IIperapara Ijisl BeTepUMHAPHOTrO
MIpMMEHEHMsT OCYIIECTBIIIeTCs 3a npeneamu Poccuiickon @enepaninm;

4) Kommusl [AOKYMEHTa, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOAUTEJIS
(bapmareBTHUeCKO cybcTaHIM " MO TBEP>KIAIOILIETO COOTBETCTBME MIPOU3BOANUTEIS
(dapmaleBTHUECKOI CYyOCTaHIMM, BXO/AIEN B COCTaB JIEKApCTBEHHOTO Iperapara Ijisi BeTepUHapPHOro
npUMeHeHus:, TpeGOBaHMSIM MpaBW HajJIeKalllell MPOM3BOACTBEHHON IMPaKTUKM, M €ro IepeBof Ha
DPYCCKMIA  SI3bIK, 3aBepeHHble B YCTAHOBJIEHHOM TIOpSiIKe, B Cy4yae, €CJIU MPOU3BOJCTBO
(dapmarieBTMUYeCKOM CyOCTaHLIMM OCYILEeCTBIsIeTCs 3a npenenamu Poccuiickon @epeparmn.

(gactb 1 B pen. @enepanbpHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciyuae u3meHeHust ¥ (WIM) OOIOJIHEHMSI ITPOM3BOACTBEHHON IUIOMIANIKY JIEKAPCTBEHHOTO
CpelCcTBa JIOKYMEHTbI, yYKasaHHble B 4YacTM 1 HACTOSIIEM CTaTbM, HPEACTaB/SIIOTCS 3asBUTEJIEM B
OTHOIIIEHMM W3MeHsIeMO ¥ (M) AOTIOJIHSIEMOM IPOM3BOACTBEHHON IIJIOMIANKM JIEKAPCTBEHHOTO
cpenctsa. Perienve o BHeceHMM M3MEHEHMI B TOKYMEHTBI, COIEPsKAIlMeCs] B PErMCTPALIOHHOM J10Che
Ha 3aperUCTPUPOBAHHBIN JeKAaPCTBEHHbIN Mpenapar Ojs BeTepMHapPHOIO MpUMeHeHNMs, Wi 06 oTKase B
UX BHECEHMM IPUHMMAETCS B cCJiydyae HeoOXOOMMOCTM ITPOBENEHMSI SKCIIepTU3bI JIEKAaPCTBEHHOT'O
CpefCTBa B CPOK, He MPEBBIIIAIOIINI IIEeCTUAECITH ST paboumx JHENM, a B OCTaJIbHBIX CJIYUYasiX B CPOK,
He MpeBbIIAIOIINI OBaAIATH pabouMx AHEN CO AHS HaIpaBjIeHMS ITOCPENCTBOM eOMHOrO IMopTaja B
YIIOJTHOMOYEHHbBIN (pefepasibHbII OpraH WMCIOJHUTEIbHOM BJIACTY 3asBJIEGHMSI O BHECEHUM TaKuUX
M3MEHEeHMIA.

(uactb 1.1 BBegena @enepanbhbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DenepaabHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

1.2. B cnyyae peopraHmsainyuy OepykaTesis WM Bafesblia PErMCcTPalyiOHHOTO YIOCTOBEpEHMS
JIEKapCTBEHHOI'O IIpernapara il BeTepUMHAPHOrO INpPUMEHEHMs, pa3spabOTuMKa WM IPOU3BOOUTEIIS
JIEKapCTBEHHOIO Ipernapara Jjis1 BeTepMHAPHOIO NMPUMEHEHUS B 3asBJIEHMM O BHECEHUM U3MEHEHMI B
MIOKYMEHTBI, COIepsKallliecs B PETrMCTPAIMOHHOM IOChe Ha 3aperMCTPUPOBAHHbBIN JIEKapCTBEHHbIN
npenapaTr [Jisi BETepMHApPHOTO IIPUMEHEHMs, YKa3bIBAalOTCS IaHHbIE TOKYMEHTA, MOATBEPKIAIOIIETrO
BHECEeHl€e COOTBETCTBYIOIIMX M3MeHeHMI B EMMHbBIN rocyiapCTBEHHbIN PeecTp PUINIECKUX JINLL (AJ1s
OpraHMsainuii, 3aperMCTPUPOBAHHbIX Ha Tepputopun Poccuiickon ®enepauym), MamM MHOTO JOKYMEHTA,
MOATBEPsKIAIONIEr0 peopraHn3almio IPUIANIECKOro Juiia (/s opraHu3alnii, He 3aperucTprupoBaHHbBIX
Ha Tepputopuu Poccuiickoinn @epeparmm). 3asiBieHVMe O BHECEHUMM W3MEHEHUM B JTOKYMEHTBHI,
cozepsKaiyecss B PerMcTpaliOHHOM AOChe Ha 3aperMcTpMpPOBAHHbBIN JIEKAapPCTBEHHBIN IMpemnapar s
BETEPUHAPHOTO TIpMMEHEHMs, M IIpujiaraemMble K HEMY [OKYMEHTbI HAIpaB/ISTIOTCS ITOCPEICTBOM
eIVHOrO TopTaJila B YIIOJIHOMOYEHHbIN (eepaabHblii OpraH MCIIOJHUTENIbHOM BJIACTU He I03[Hee YeM
yepes TpuUAIATh pabouMx HOHEM €O JHS BHECEHMs COOTBETCTBYIOIIMX W3MEHeHu B EmuHbIi
rOCyJJapCTBEHHBIN PeecTp I0PUANYECKMUX JIUI (/1 OpraHu3alinii, 3aperucTpUpoOBaHHbIX Ha TEPPUTOPUN
Poccuiickont @emepauym) win CO THS MPUHSITHS COOTBETCTBYIOIIETO NOKYMEHTA, MOATBEPIKIAIOIIErO
peopraHM3alMio IPUANYECKOTO Juila (IJs opraHm3aliuii, He 3aperMCTPUPOBAHHBIX HA TEPPUTOPUM
Poccuiickont @enepatnn). B cioyuyae peopranmsaruy aepskaTesss WM BJlafieiblia PerMCcTPaliOHHOTO
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

YIOCTOBEpEeHMsI JIEKAPCTBEHHOTrO IIperapara [AJisi BeTepMHapHOI'o NMpPUMEHEHMs 3asBjieHle O BHEeCeHUU
M3MEHEHMI B [JOKYMEHTBI, COAepsKaliyecs B PerucTpPalMOHHOM [OCb€ Ha 3aperucTpUpOBaHHBIN
JIEKapCTBEHHBIM Mpenapar [Ijis BeTepUHAPHOIO IIPMMEHEHMsI, IONAeTCS IOPUAMYECKUM JIULIOM,
KOTOPOMY B XOJle peopraHMsalyy TepelfaHo IPaBO BJIANEHUST TaKUM PErUCTPAIMOHHBIM
YIOCTOBEPEHNEM.

(uactb 1.2 BBemena @enmepanbHbiM 3ak0HOM OT 02.08.2019 N 297-D3; B pen. denepaabHOro 3aKoHa OT
30.01.2024 N 1-®3)

1.3. 3asgBnenus, ykaszaHHble B 4YacTsaX 1 - 1.2 HacTosIei craTbyM, MOI'YT ObIThb ITOAIIMCAHBI
YCUJIEHHOM KBaJM(UIIMPOBAHHOM 3JIEKTPOHHOM TMOAIMCHIO JIMOO YCWIEHHON HeKBaIM(GUIPOBAHHOM
9JIEKTPOHHOM TIOATIMCHIO B CJIyyae, €M OT WMEHM 3asiBUTENSI MECTBYeT €ro IpeACTaBUTENTb
(pu3myeckoe JMIIO), YITOTHOMOYEHHBIN Je/CTBOBATh OT MMEHM 3assBUTEJISI HA OCHOBAaHUY JOBEPEHHOCTU
B 3JIEKTPOHHOM (opMe B MallIMHOUYUTAEMOM BUIE.

(uactb 1.3 BBemena ®emepanbHbiM 3akoHOM OT 31.07.2025 N 304-D3)

2. B cnydae BHeceHUs M3MEHEHMI B JOKYMEHTbI, COJlepsKalllMecs] B PerucTpalMOHHOM J0Che Ha
3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIperapar [Ajisi BETEPUMHAPHOTO IIPMMEHEeHMS, B OTHOIIEHUU
CBeIleHMIA, yKa3aHHbIX B mommyHkrax 'e", "x", "k", "a", "H", "c", "X" mynkra 7 wactu 3 cratbu 17
Hactosiero demepasbHOrO 3aKOHA, M3MeHeHUs U (VIM) IOTOJHEHMS! MPOM3BOACTBEHHON ILIOIIAIKU
JIEKapCTBEHHOT'O CpPENCTBa, a TAaKKe B CJlydyae M3MEHeHMsl ToKasaTesjiell KayecTBa JIEKapCTBEHHOTO
mpernapara AJjis BeTepMHApPHOrO MpUMeHeHus M (WJIM) METOHOB KOHTPOJISI KavyecTBa JIEKAPCTBEHHOIO
rpernapara [Jisi BeTepMHapHOTO IPUMEHEHUSI MPOBOAUTCS 3KCIePTU3a JIeKapCTBEHHOTO CpefCTBa MJIst
BETEepUHAPHOTO MpuMeHeHMs. B cioydyae HeOOXOOMMOCTY BHECEHMSI MHBIX M3MEHEHWU B JTOKYMEHTHI,
colepsKalmecss B PerucTpalvOHHOM JOChbe Ha 3aperuCcCTPUpPOBAHHBIN JIEKApCTBEHHBIM IIpernapar Ajist
BETEPUHAPHOTO MPUMEHEHMsI, SKCIIEPTH3a JIEKAPCTBEHHOTO CPEJCTBA IJIS1 BETEPUHAPHOTO IMPUMEHEHMS
He TTPOBOJUTCS.

(B pen. @enmepanbHbIixX 3aKOHOB OT 22.10.2014 N 313-®3, or 22.12.2014 N 429-®3)

3. 3asBuUTeNb BIIpaBe IMpPEACTaBUTb MO COOCTBEHHOM MHUIMATMBE BMeECTe C 3asiBJIeHMEM O
BHECEHMM M3MEHEeHMII B JIOKYMEHTbl, cColepykaliyecsi B  PerucTpalMOHHOM JOCbe  Ha
3aperucTpPUPOBAHHBIN JIEKAPCTBEHHBIM IIperapar [Jjis BeTepMHApPHOrO IPUMeHEeHUS, PEeKBU3UTHI
JIOKYMEHTOB, TMOATBEPKAAIOMIMX YIIIATy TOCYJAapCTBEHHOM IOLUUIMHBI 3a BHECEHMe B JOKYMEHTHI,
cofepskalecss B PerMcTPalMOHHOM [IOChbe Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipemnapar st
BeTEPMHApPHOI'O MpPUMeHeHMs], U3MeHEeHU}, TPeOyIoIMX IPOBeAeHMs] ISKCIIePTU3bl JIeKapCTBEHHOTO
CpelcTBa, WM M3MeHeHUM, He TpeOylolMX NpPOBeJNeHMs SKCIepTHU3bl JIeKapCTBEHHOro cpencrtBa. B
cyyae HeoOXOOMMOCTU M3MEeHEeHMs CBeJeHUM, COIEepKAllMXCS B PerucTpalyOHHOM YIOOCTOBEPEeHUM
JIeKapCTBEHHOTO IperapaTa [JJjisl BeTEPMHApPHOTO MpUMeHeHMs, C 3asiBjieHueM, yKasaHHbIM B uactu 1
HaCToOsIeN CTaTbM, 3asBUTENb BIIpaBe IIPEACTaBUTb [0 COOCTBEHHOM WHUIMATUBE PEKBU3UTHI
IOKYMeHTa, MOATBEPsKAAIOIIEro YyIUIaTy TOCYJapCTBEHHOM IOIUIMHBI 3a BbIIauyy pPermcTpaloOHHOTO
YyIOCTOBEepeHMsI JIEKAPCTBEHHOTO Ipernapara. J3asBUTeNb BIpaBe IPeACTaBUTh IO COOCTBEHHOM
VHULMATMBE CBeJleHMsI O JIMLEH3USIX, yKa3aHHble B MyHKTax 1 1 2 yacTu 1 HACTOSIIEN CTaTby, a TakKe
BbllaBaeMble YIOJHOMOUYEHHbIMY GdefepaJibHbIMM OpraHaMM MCIIOJHUTEIbHON BJIACTM JTOKYMEHTHI,
yKasaHHble B IyHKTe 3 yacTu 1 Hacrosiueir craTbu. B ciayuae HenpeacTaB/ieHMSI yKa3aHHBIX
NOKYMEHTOB (CBefeHMi1) YIOJHOMOYEHHbIN enepanbHbli OpraH MCIOJHUTENbHON  BJIACTU
3arpallMBaeT yKa3aHHbIe JOKYMEHTbhI (CBefeHMsI) B MOpsiiKe MeXXBeIOMCTBEHHOr0 MH(GOPMAIIOHHOTO
B3aMMOJEVCTBHUSI.

(B pen. @enepanbHbix 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

4. B cpoK, He TPEBbIIAIOMINIA TSITY pabounX AHEM CO AHS MOCTYIUIEHUS YKa3aHHOTO B vacTu 1
HACTOSIIIEN CTaTby 3asIBJIEHUSI M HEOOXOIMMbBIX JOKYMEHTOB, YIIOJHOMOYEHHbI (pemepasibHbII OpraH
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

VICTIOJTHUTEJIbHOM BJIACTU:
(B pen. @enepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

1) mpoBoaUT MTPOBEPKY MOJHOTHI ¥ TOCTOBEPHOCTM CBEIEHUM, COIEePsKAIIMXCS B MTPEACTaBIeHHBIX
3asIBUTEJIEM JOKYMEHTaX;

2) IIpMHMMaeT pelieHmue O IIpoBeaeHMM  3OKCIIePpTU3bl JIEKApCTBEHHOIO CpedcTBa  OJid
BE€TEPMHAPHOI'O ITPYMEHEHNSA UJIN 00 OTKase B ee ITpoOBeAeHNN;

3) HampaB/sieT IIOCPEACTBOM €OMHOrO TopTaja 3asBUTENIO IOANMCAHHOE YCUJIEHHOM
KBIM(GUIIMPOBAHHOM 3JEKTPOHHOM IIOAIMCHIO YBEAOMJIEHME O IIPMHSITOM peIleHuM WIM B CJIydyae
NPUHATUS pellleHus o0 OTKase B IPOBEAEeHMM SKCIEePTU3bl JIEKAPCTBEHHOIO CpenCcTBa s
BETEePUHAPHOTO MTPUMEHEHMS C YKa3aHMEM MTPUUMH TaKOTO OTKasa.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

4.1. B ciryuae BbISIBJIEHUST HEIOCTOBEPHOCTM U (MJIM) HEIOCTATOYHOCTM CBEIEHUM, COIEP KaIIMXCS
B IIPE[ICTaBJIEHHbIX 3asIBUTEJIEM MaTepuasiax, YIIOJHOMOYEHHbI (efepabHbI/ OpraH UCIIOJHUTETbHOM
BJIACTM HAaIlpaBJISIeT IMOCPeNCTBOM €OMHOIO IOopTaja 3asiBUTENIO 3alpoc OO0 YTOYHEHMM YKa3aHHbIX
CBeJleHN, TTOANMCAHHbIN YCUJIEHHOM KBAIMGULIMPOBAHHONM 3JIEKTPOHHOM MOAICHIO.
(uactb 4.1 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3aaBurenb 00s13aH HANpPaBUTh IOCPEACTBOM €IVHOTO IOpTajia B YIIOJHOMOYEHHBIN
benepasibHBI OpraH MCIOJHUTEIbHOM BJIACTM TOANMCAHHBIA YCWIEHHOW KBaJIM(PUIMPOBAHHOM
9JIEKTPOHHOM TOATMCHIO OTBET Ha 3alpoC YIOJHOMOUYEHHOTO (eepaJbHOTO OpraHa MCIOJHUTETbHOM
BJIACTM B CpPOK, He TPEeBbIIAIONINI eBTHOCTA pabouux JHEM CO JHS TOJYUYeHMS] YIIOJTHOMOUYEHHBIM
(denmepasbHbIM OpPraHOM VCITOJTHUTEIbHOM BJIACTM 3JIEKTPOHHOTO YBEOOMJIEHMS O IOJTYyUYEeHUU
3asgBuUTENIeM  gaHHoro 3ampoca. Cpoku, ykazaHHble B vactu 1.1 Hacrosiein CTaThy,
MIPMOCTAHABJIMBAIOTCS CO [JHSI HaIlpaB/IeHMs ITOCPeNCTBOM €IMHOTO IIopTaia 3asiBUTENIIO 3arpoca
YIIOJITHOMOYEHHOTO (he[ilepasilbHOTO OpraHa MCIOJHUTEbHOM BIACTY OO OHS HAIpaBJIeHUS! TTOCPEACTBOM
eAVHOTO TIOpTajia B YIIOJTHOMOYEHHBIN (elepaabHbIi OpraH MCIOJHUTEIbHON BJIACTM OTBETA HA AAHHbIN
3alIpoC M HEe YUMUTHIBAIOTCS MPU UCUYUCIEHUM CpPOKa TIPUMHSITUSI PellleHUsT O BHEeCeHUM U3MEeHEeHUl B
IIOKYMEHTBI, COIepsKalllecsl B PErMCTPAMOHHOM IOChe Ha 3aperMCTPUPOBAHHbBIN JIeKapCTBEHHbIN
mpernapar [Jis BeTepMHApHOro MpuMeHeHus. B ciydae, eciM OT MMEHM 3asiBUTENSI JEMCTBYET €ro
npenctaBuTenb (puanveckoe JMUIO), YIOJTHOMOYEHHbBIM [€/ICTBOBAaTh OT WMEHM 3asiBUTEIST Ha
OCHOBAHMM JOBEPEHHOCTM B 3JIEKTPOHHOV (opMe B MAIIMHOYMTAEMOM BUAE, OTBET Ha 3alpOC MOKET
ObITh IMOONMCAH YCUJIEHHONM KBaJU(PULUMPOBAHHOM 3JIEKTPOHHOM MOANMCHIO JIMOO YCUIEHHOM
HeKBaJIMPUIIMPOBAHHON 3JIEKTPOHHOM MOAMMCHIO.

(B pen. ®enepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHoBaHmem [ OTKasa B IIPOBEIEHMM SKCIIEPTM3bl JIEKAPCTBEHHOTO CpeacTBa IJIst
Be€TEepMHApPHOIr'o IIpDMMEHEHMA MABJIIEeTCA IIpeacTaB/IeHMe JOKYMEHTOB, YKa3aHHbIX B YacCTgX 1uij
HACTOSILIEN CTaTbU, B HEIIOJTHOM O0O'beMe MJIM OTCYTCTBME B IIPeICTaBI€HHbIX JOKYMEHTaX JOCTaTOUYHbIX
CBelleHul, IIOATBEPKIAIONIMX HEeOOXOAMMOCTh BHECeHMs] M3MeHeHMM, Jmb0 HelpeacTaB/ieHue
3asIBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETAa Ha YKa3aHHbIM B yacTu 4.1 HACTOSIIEN CTaTby 3aImpoc
YIIOJTHOMOYEHHOTO (hefiepaIlbHOTO OpraHa MCIIOHUTEIbHOM BJIACTH.

(B pen. ®enepasnbHOro 3akoHa ot 04.06.2018 N 140-D3)

6. 9KCHepTI/I3& JIEKapCTBEHHOI'O CpedcCcTBa OJII BETEPUMHAPHOI'O IIpMMEHEHMI B Le/IIX BHECEHMSI
M3MEHEeHUt B OOKYMEHTbI, coJepyKalyecss B PpErmcTpaiyMoOHHOM HOOCbE Ha SaPEFMCTpMpOBaHHbIﬁ
HeKapCTBeHHbe/’I npermnapaTr OJisi  BeTepMHapHOro IIpMMEHeHUs, OCYIIeCTBJISIETCA B  IOpddKe,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

YCTaHOBJIEHHOM craTtben 24 HaCTosg1Iero q:)eﬂepaﬂbHOI‘O 3aKOHa.

6.1. B cpoK, He IpeBBIIIAIONIMIA IISTU pabouMX THEHM CO OHS HalpaBJIEHUS IMOCPEICTBOM eIVMHOrO
MopTasia B YIIOJTHOMOUYEHHbIN (heepasibHbI OPraH MCIIOJHUTEIbHON BJIACTY MOAIIMCAHHOTO YCUJIEHHON
KBaIM(PUIIMPOBAHHON 3JIEKTPOHHON TMOAIMMCHIO 3aK/IIOUEHMST KOMMCCUMM SKCIEPTOB IO pe3yJibTaTam
YKa3aHHOM B YacTM 2 HACTOSIIEN CTaTby SKCIEPTU3bl, YIIOJHOMOYEHHbBIN GdemepalbHblii OpraH
VICTIOJTHUTEJIbHOM BJIACTU:

(B pexn. ®epmepanbubix 3akoHoB oT 02.08.2019 N 297-d3, or 30.01.2024 N 1-®3, or 31.07.2025 N
304-D3)

1) nmnpuHMMaer pellleHMe O BHECEHMM WM3MEHEHMI B JIOKYMEHTbI, cojepskaiuecss B
pPEerncTpalMoOHHOM [0Che Ha 3aperMCTPMPOBAHHbBIN JIEKAPCTBEHHbBIN TpernapaTr Ajisl BeTepUMHApPHOIO
MIpUMEHeHMsI, UM 006 OTKas3e BO BHECEHUM TaKUX M3MeHEeHMI

2) BHOCUT B TOCYIApPCTBEHHBIII PEEeCTp JIeKapCTBEHHBbIX CPEICTB Ha OCHOBAHMM peILIeHUS O
BHECEHMM M3MEHEeHMII B  JIOKYMEHTbI, cojepykalyecs B  pPEeruMCcTpallMOHHOM JOCbe  Ha
3aperMCTpPUPOBAHHbBIN JIEKAPCTBEHHBIN IIperapar [Jisd BeTepPUMHAPHOro IIpUMMEHEeHMs, HeOoOXOmyMbIe
M3MEHEHMNS;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3) BHOCUT B TOCYIApCTBEHHBI pEecTp JEeKapCTBEHHBIX CPEICTB B CJIydyae HEOOXOOMMOCTU
M3MEHEeHMSI C COXpaHeHMeM TeKYIIero HoMepa 3alMCy B TOCYIapCTBEHHOM peecTpe JIeKapCTBEHHbIX
CpeCTB U HalpaBJ/sieT 3assBUTEJIIO ITOCPEICTBOM eOMHOIO MopTaja UM B JIMUHbINA KaOMHET 3asiBUTEJIS B
€IMHOM CUCTEME BBIIMCKY M3 T'OCYAAPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPENCTB, IMOINMCAHHYIO
YCUJIEHHOM KBIMGULIMPOBAHHON 3JIEKTPOHHOM MOAIMCHIO.

(1. 3 B pen. @emepanbroro zakoHa ot 31.07.2025 N 304-D3)
(gactb 6.1 BBemena PenmepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciryyae BHeceHMsT M3MEHEHMI B TOKYMEHTBI, COAEepKallyecss B PErMCTPaliOHHOM A0Che Ha
3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBbIV IIpernapar [Jid BeTepMHapHOrO IIpMMEHeHus, B YacTH,
Kacaloiieincs: usMeHeHuss U (WIiK) [OMOJHEHUS TPOMU3BOACTBEHHONM IUIOMIAAKM JIeKapCTBEHHOT'O
rpernapara, Mpy MpeACcTaBJIeHUN 3asiBUTEIEM B COOTBETCTBUM C ITYHKTOM 3 4yacTy 1 HACTOSIIEN CTaTbyu
KOTIMY peIIeHNs YIIOJTHOMOYEHHOTO (heepaylbHOTO OpraHa MCIIOJIHUTEIbHOM BJIACTM O IPOBEIEHUNU
VMHCIIEKTUPOBAHMST TIPOU3BOIAUTEIST JIEKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHbIM B yacTu 6.1 HacTosIen
CTaTby, IPUOCTAHABIMBAETCS CO JHS MOJYyYEHMUST 3aKIIOUEHMsS] KOMUCCUYM SKCIIEPTOB IO THS IPUHSTUS
YIIOJTHOMOYEHHBIM (pefiepaibHbIM OPraHOM MCIIOJIHUTEIbHOM BJIACTY pellleHus O Bbigaue wiu 06 oTKase
B BbIJaue 3aK/IIOUEHMSI O COOTBETCTBUM IPOU3BOIUTEIST JIEKAPCTBEHHBIX CPENCTB TPeOOBAHMSIM ITPaBUII
HajyIekallleil TPoOU3BOACTBEHHOM MPAaKTUKM, HO He 60oJiee yeM Ha CTO BOCEMbAECAT Pabounx THeN.
(dactpb 6.2 BBefeHa @emepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMeM [Ji1 OTKa3a BO BHECEHUM W3MEHeHWII B JOKYMEHTBbI, COZepsKalluecs B
PErMCTPAlMOHHOM [IOChe€ Ha 3aperMCTPMPOBAHHbBIN JIEKAPCTBEHHbBIV TpernapaTr Ajsl BeTepUHApPHOIO
MIPUMEHEHNS, B CJTYUasix, He TPEOYIOIIMX MPOBEAEHNS SKCIIEPTHU3bI JIEKAPCTBEHHOTO CPEMICTBA, SIBJIIETCS
MpecTaB/ieHre JOKYMEHTOB, YKa3aHHBIX B 4acTsIX 1 M 3 HACTOSIIEeN CTaTbM, B HEMIOJTHOM OObeMe WU
OTCYTCTBME B IPEACTaBJIEHHBIX JOKYMEHTAX CBEeHNI, KOTOpbIe MO/DKHBI ObITh B HUX OTPaskeHbl, JIMOO
HelpeACTaBjeHe 3asBUTeJIeEM B YCTAaHOBJIEHHBIM CPOK OTBeTa Ha yKa3aHHbBIM B yacTtu 4.1 Hacrosien
CTaThM 3aMPOC YIIOTHOMOYEHHOTO (hefepaIbHOrO OpraHa MCIIOJTHUTEIbHOM BIACTH.

(gactb 7 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHueM AJII OTKa3a BO BHeCEHUN M3MEHEHU! B JOKYMEHTbI, cCoaep>Kalluecs B
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

PErMCTPaIlMOHHOM [IOChe Ha 3aperucTPUMpPOBAHHBIN JIEKAPCTBEHHBINM IIperapar [Jik BeTepUMHapHOro
MpUMMEHeHUsI, B Cay4dasx, TPeOYIOIMX IIPOBeHeHMs SKCIIePTU3bl JIEKaPCTBEHHOI'O CPeNCTBa, SIBJISIETCS
3aKJIIOUYEeHNE YIOJHOMOYEHHOTO (efepaslbHOTO OpraHa MCIOJHUTEIbHOM BJACTM O BO3MOXKHOCTU
CHIKeHMST 6e30I1acHOCTH, KauecTBa, 3PpdeKTMBHOCTY JIEKAPCTBEHHOI'O IIpernapaTta BCIeICTBI/E BHECEHUS
M3MEHEeHMII B  yKasaHHble [JOKYMEHTbI, OTKa3 VIOJHOMOYEHHOro ¢eaepaJbHOrO OpraHa
VICIIOJTHUTEJIbHOM BJIACTM B BbIaue 3aK/IIOUEHMSI O COOTBETCTBUM IPOM3BOAUTENS JIEKapCTBEHHbBIX
CpencTB TpeGOBaHMSM MPAaBWII HaJJIeXKAIllel POM3BOJCTBEHHON MTPAKTUKY B CTydae U3MeHeHus 1 (M)
JIOIMOJIHEHUSI TIPOM3BOACTBEHHONM IUIOIIAAKM JIEKAPCTBEHHOI'O Mperapara, eciu IIPOU3BOACTBO
JIEKapCTBEHHOTO TIperapara [Jid BeTepMHApPHOTO TIPUMMEHEHMSI OCYIIECTBJISIeTCS 3a IIpefeIamu
Poccuiickont @emepatyy, Wiy OTCYTCTBME 3TOTO 3aK/TIOUEHMS.

(uactb 7.1 BBemena PenmepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Hormyckaercss obpaliieHne JIeKapCTBEHHBIX TPENapaToB [Jis1 BETEPUHAPHOIO MPUMEHEHUS [0
MICTEYEHUS] CPOKa F'OIHOCTH, MTPOU3BEJEHHBbIX B TE€UEHME CTA BOCBMUAECITY JHEN MOC/e AAaThl IPUHSATHS
YIIOJTHOMOYEHHBIM (eJlepaJbHbIM OPraHOM VCITOJTHUTEbHOM BJIACTY PellleHMsI O BHECEHUM M3MEeHeHUN
B JIOKYMEHTBI, COJepsKalllMecsl B PErucTpalMOHHOM [IOChe Ha JIeKapCTBEHHbIV IIpenapar, B
COOTBEeTCTBUMM C MH(MOpMalmen, comepskaliencsi B JOKYMEHTax pPerMCTPalMOHHOTO [OChbe Ha
JIEKapCTBEHHBI MpenapaT 10 JaThl IPUHSITHUSI TAKOTO PEIIeHMs.

(gactb 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

KoncynpranTlitoc: mpuMevaHue.

O BO3MOXXHOCTM OOpaiieHuss B PD jexkapCTBEHHBIX IpernapaToB IIOC/e IPUHSATHUS pelleHus 00
OTMEHEe TOCPerucTpalyun 1 UCKII0UeHHbIX 13 peecTpa (papmMalleBTMUeCKUX CyOCTaHLmi cM. cT. 4 d3
or 30.01.2024 N 1-D3.

Cratba 32. OTMeHa rocyapCTBeHHOI perncrpayum eKkapcTBeHHOro npenapara

Peritenne 06 oTMeHe rocymapCTBEHHOM PerMcTpalyy JeKapCTBEHHOrO mpernapaTa M UCKIIOUeHUN
JIEKapCTBEHHOTO TIperaparta M3 TOCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB IPUHUMAETCS
YIIOJTHOMOYEHHBIM (heiepaIbHbIM OPraHOM MCITIOJTHUTEIbHOM BJIACTU B CJIydae:

1)  mpencraBieHMsT  COOTBETCTBYIOUIMM  YIIOJJTHOMOYEHHBIM  (degepaJibHbIM  OpPraHOM
VICTIOJTHUTEJIbHOM BJIACTY 3aKJIIOUEHMsST O DPUCKe Wi 00 yrpose 3I0pOBbIO, JXKM3HM YeJIOBeKa WIN
SKUBOTHOTO TIpM TMPUMEHEHMM JIEKaPCTBEHHOTO IIperapara, MpPeBbIIAIIMUX ero 3(GQGeKTMBHOCTb, IO
pesyJibTaTaM OCYIIECTB/IIEMOTO M MOHUTOPMHTA 6€30MacHOCTH JIEKapCTBEHHOTO Mpernapara;

2) momauM JepsKaTesieM WM BJIafesblieM PEruCcTPalMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOTO
mpernapara WM YIOJHOMOUYEHHBIM WM JpPYTUMM IOPUIMYECKMM JIMIIOM 3asiBJIeHusI 00 OTMeHe
rOCYJapCTBEHHOM  perucTpanuyu  JIEKApCTBEHHOTO  IIpernapara,  MOMANMCAHHOTO  YCWJIEHHOM
KBaJIMDUIIMPOBAHHOM 3JIEKTPOHHOM IOAIMChIO, ITyTEM €ro HalpaBjeHusl IOCPeICTBOM €eIMHOrO
MopTajia B YIIOJIJHOMOYEHHBIN (elepasbHblii OpraH MCIIOJHUTEIbHOM BJIACTU WJIM JIMYHBIA KaOuHET
YIIOJTHOMOYEHHOTO (de/lepalbHOrO OpraHa MCIOJHUTEIbHOM BIACTU B eIVHON cucteMe. B ciydae, eciun
OT MIMEHM Aep>KaTesisl VWIM BJiafiesiblla PEerMCTPalIOHHOTO YIOCTOBEpEHMs JIEKAapCTBEHHOTO Tpernapara
IeJICTBYeT €ro TmpeacTtaBuTesb ((pusndeckoe JuI0), YIIOJHOMOYEHHBIM HEMCTBOBATb OT WMMEHU
Iepskaresis WMIM BJafesblla PEruMCTPAIMOHHOTO VIOCTOBEPEeHMSI JIeKapCTBEHHOIO IIperapara Ha
OCHOBaHMM [TOBEPEHHOCTM B 3JIEKTPOHHOV (GOopMe B MalllMHOYMTAaeMOM BHIe, 3asBjeHue 06 OTMeHe
rOCYJapCTBEHHOM perucTpanyuy JeKapCTBEHHOr'o IIperapaTa MOXXeT ObIThb IOAMMCAHO YCUJIEHHON
HEeKBIMGUIIMPOBAHHON 3JIEKTPOHHOM MOATICHIO;

(B pen. @emepanbhbix 3akoHOB OT 22.12.2014 N 429-@3, ot 30.01.2024 N 1-®3, or 31.07.2025 N
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

304-D3)

Koncynpranrtllntoc: npumeuaHne.
C 01.01.2026 m. 3 - 6 cr. 32 He pacCHpPOCTPAHSIIOTCS HAa ITPABOOTHOIIEHMSI, BO3HMKAIOIIME TIPU
obpalleHny JeKapCTBEHHbBIX CPeACTB sl MeauuyHckoro mpumenenust (@3 or 30.01.2024 N 1-D3).

3) HeMOATBEPXKAEHMUSI TOCYAAPCTBEHHOM PEerucTpalyy JeKapCcTBEHHOro Iperapara Mo UCTeYeHUN
CpOKa JeMCTBUS PErMCTPALIMOHHOTO YIOCTOBEPEHMSI, BbIJAHHOT'O Ha TISITh JIET;

4) HempencTaBjeHMs] 3asgBUTeNIeM MHGOpMAIMM, KOTOpash MOKeT TIOBJieub 3a cobou
HEOOXOIMMOCTh BHECEHMSI M3MEHEHUI B JOKYMEHTBI, COAEpKallyecss B PErMcTpalyOHHOM IOChe Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN IpernapaT, B TeueHMe TPUALATM pabouux [HE CO [IHS
HACTYTUIEHMS] 3TUX U3MEHEeHMIT;

5) ocyiiecTBiieHMsT rOCYNApCTBEHHON PErucTpaliMy JeKapCTBEeHHOrO Iperapara I0oJ TOPTOBbIM
HaMMEHOBaHMEM 3aperuCTPUPOBAHHOIO paHee IOoM, 3TMM TOPrOBbIM HalMEHOBAHMEM JIEKapCTBEHHOI'O
rperapara, OT/JIMYAIOIIerocsi KaYeCTBEHHBIM COCTaBOM JEMCTBYIOIINX BEIECTB;

(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6) OCYIIEeCTBJIEHNUSI TOCYJaPCTBEHHONM PErncTpaiiiii OFHOrO M TOTO Ke JIeKapCTBEHHOro Ipernapara
B OTHOILIEHMM OJHOIO M TOrO >Ke JepsKaTesisi MM Bjafesiblia PEeruCTPalMOHHOIO YIOCTOBEpPEHMs
JIEKapCTBEHHOrO IIpenapata B BuIe OBYX M 0Oojiee JIeKapCTBEHHBIX IIperapaToB IIOf, PasaIMYHbIMU
TOProBbIMM HaMMMEHOBAHMSIMM,
(1. 6 B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BbIHeceHMs] CyJOM pellleHuMss O HapylleHuu IpaB IIpaBooOsiamaresis  OObEKTOB
MHTEeJIJIEKTYaIbHOM COOCTBEHHOCTM MPU OOpaIlleH JIeKapCTBEHHBIX CPeICTB;

Koncynpranrllntoc: npumeuaHne.
C 01.01.2026 1. 8 cT. 32 He pacHpoCTpaHsIeTCs Ha IPAaBOOTHOILIEHNS, BO3HMKAIOIIME IIPY OOpalleHnn
JIEKapCTBEHHBIX CPeACTB MJist MeauimHckoro npuMeHenus (@3 ot 30.01.2024 N 1-D3).

8) oTcyTcTBMS JIeKapCTBEHHOrO IpemnapaTta B obpaiiennnu B Poccuiickoit Denepanyy B TeueHue
Tpex u 6oJiee JieT;
(1. 8 BBemen DemepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBbIIOJIHEHMSI Jep)KaTesieM WIM  BJafesblleM pPerMCcTPaliOHHOTO  yIOCTOBEpeHUs
JIEKapCTBEHHOT'O Tpernapara Jubo yIoJTHOMOUEHHBIM VMU IPYTUM IOPUONYECKUM JIMIIOM MepPOIPUSITUI
no obGecreyeHUIO 06e30MacHOCTY JIEKApCTBEHHBIX ITPErnaparoB, YCTAHOBJIEHHBIX YITOJTHOMOYEHHBIM
(benepasibHbIM OPraHOM MWCIIOJHUTEIBHOM BJACTM B COOTBETCTBMM C dYacTaMu 3 u 4 crateu 64
Hacrosiiero @enepasbHOrO 3aK0HA, B paMKaXx OCYIeCTBIeHMs papMakoOHaA30pa;

(1. 9 BBemen DemepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) orkasza pnepskateyiss WiIM BaAeNiblla PETUCTPAIMOHHOTO YIOCTOBEPEHMUS JIEKAaPCTBEHHOTO
mpernapara JmMb0 YIOJHOMOYEHHOIO MMM APYroro IOPUAMYECKOTO JIMIIA OT BHECEHMs W3MEHEHMUI B
MHCTPYKIMIO IO MPUMEHEHMIO JIEKApCTBEHHOrO IIperapaTa, KacCaloIMXCSl HOBBIX ITOATBEPSKIEHHbBIX
JaHHBIX O TOM, UTO PUCK IPUYMHEHMs BpeJa 340POBbIO UeJI0BeKa WM KMBOTHOTO BCJIECTBME IIpyueMa
JIEKapCTBEHHOT'O IpelapaTa IpeBbIiIaeT 3p(PeKTUBHOCTb €ro MpPUMEHEHNS.

www.consultant.ru CrpaHuua 76 us 155

HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523521&amp;date=29.07.2026&amp;dst=101531&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523521&amp;date=29.07.2026&amp;dst=101531&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100508&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100508&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=29.07.2026&amp;dst=100066&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=29.07.2026&amp;dst=100066&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=523261&amp;date=29.07.2026&amp;dst=100473&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100509&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100509&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100511&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100511&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(1. 10 BBegen depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)
Crartba 33. FlocyaapCcTBEHHbIN peecTp /IeKapCTBEHHbIX CpeacTB

1. TocymapcTBeHHBIN peecTp JIEKapCTBEHHBIX CPEICTB COAEPKUT TepeueHb JIeKapCTBEHHbIX
MpernaparoB, MPOIIeIIINX TOCYAAaPCTBEHHYIO PETUCTpalio, TiepeueHb GapMaleBTUIeCKNX CyOCTaHIuN,
BXOJSIIMX B COCTAB JIEKAPCTBEHHBIX MTPENapaToB, U CAEAYIONIYI0 MHPOPMALIMIO:

1) B OTHOILIIEHMMU JIEKapPCTBEHHBIX ITpeIapaToB:

a) HauMMEeHOBaHMe JIEKAapCTBEHHOTO mpernapaTta (MeXIyHapOAHOe HelaTeHTOBAaHHOe, WU
IPYNIVPOBOYHOE, WJIM XMMUYECKOE ¥ TOPrOBOE HaIMEHOBaHM);
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

6) nekapcTBeHHas (opMa C yKazaHMEM AO3MPOBKM JIEKAPCTBEHHOTO Tperapara ¥ ero KoJmMyecTsa
B IIOTPEOUTEIBCKON YIIaKOBKE;

B) HaMeHOBaHMe JlepsKaTesis WM BJIaJie/iblia PETUCTPALMOHHOTO YIOCTOBEPEeHMSI JIEKapCTBEHHOI'O
npernapara ¥ CBeleHUsI O perucTpauum IepskaTess WM BiaJesblia PErUCTPALMOHHOTO YOOCTOBEPEeHMS
JIEKapCTBEHHOTO IIpenapara JJjis1 MeJULMHCKOrO IPYMeHEeH!sI B KaueCTBe HaJIoroIlaTe blIKa B CTpaHe
peructpanmm (IjIsi POCCUICKUX IOPUINYECKUX JIUIL - UAEHTU(GUKALMOHHBI HOMEep HaJOrOIUIaTe bIINKa
(UHH), pns WMHOCTpaHHBIX IOPUAMYECKMX JIMI, - CTpaHa perucrpauuy, HaMMeHOBaHMe
PErUCTPUPYIOILEro OpraHa, perMCcTPalMOHHbIM HOMED, KO, HaJOroIiaTesblKa B CTpaHe perucTpauun
(MHKOpIIOpauymn) Uan ero aHajor);

n_n

(mm. "B" B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-D3)

I') HaMeHOBaHye U afpec MPOU3BOAUTEJIS JIEKAPCTBEHHOrO NpenapaTa ¥ CBe[leHMsI O PerncTpaumm
IIPOM3BOAMTEJSI  JIEKAPCTBEHHOrO IperapaTa [J1 MeOULMHCKOrO TpMMEHeHMsI B  KauecTBe
HaJIOTOIUIaTebIIMKa B  CTpaHe  perucrtpauymyu (I POCCUMCKUX — IOPUOMYECKUX — JIMI[ -
uaeHTUGMKAIMOHHbIM HOMep Hasoromnartenbimka (MHH), pas uHOCTpaHHBIX IOpUOMYECKMUX JINIL -
CTpaHa perucTpalnyuy, HauMMeHOBaHMEe pPEerUCTPUPYIOIIEr0 OpraHa, pPeruMcTpalyoOHHbIA HOMep, KOJ
HaJIOTOIIaTeJIbIIMKA B CTPaHe perucrpanyy (MHKOPIopalun) UK ero aHajor);

n"n_n

(. "r" B pen. @emepanbHoro zakona or 28.12.2017 N 425-D3)
) dhapmakoTepaneBTHUYeCKas rpymmna, KOZ, JIEKapCTBEHHOT'O npemnapara o

aHaTOMO-TepaHeBTI/I‘{eCKO-XVIMI/I‘-ICCKOIZ KJIaCCI/I(bI/IKaLII/II/I, peKOMeHﬂOBaHHOﬁ BCEMI/IpHOﬁ opraHnsaumeﬁ
34PpaBOOXpPaHEHMNSI,

n_mn

(mn. "n" B pen. @epepanbHoro 3akoHa ot 22.12.2014 N 429-D3)
€) TTOKa3aHusI ¥ MTPOTUBOITOKA3aHMSI K MPUMEHEHMIO JIEKApCTBEHHOT'O ITpernapara;
3K) TTOOOYHbIE JIEVICTBYS JIEKAPCTBEHHOTO Tperapara;
3) CPOK TOTHOCTY JIEKAPCTBEHHOT'O TIperapara;
") YCJIOBUSI XpaHEHMs JIEKAPCTBEHHOTO TIperapara;
K) YCJIOBMSI OTITyCKa JIEKAPCTBEHHOI'O Mperapara;

J) HoMep (dapMakoIeifHOM CTaTb¥ WM B CJIyyae ee OTCYTCTBUSI HOMEp HOpPMaTUBHOM
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JOKYMEHTaluun b0 HOPMAaTMBHOI'O JOKYMEHTA,

M) JlaTa TOCyJapCTBEHHOV PpermMcTpanuy JIeKapCTBEHHOTO Iiperapara U ero perucTpaioHHbIN
HOMep, JlaTa 3aMeHbl PerucTPalMOHHOTO YIOCTOBEpeHUs! JIeKapCTBEHHOTO Mpemnapara Ha 6eccpouHoe
pPEerucTpalMoHHOe YIOCTOBEpeHue JIeKapCTBEHHOrO IIperapara, [Jara TMojauM  3asiBJIEHUS O
MOATBEPKOEHNM TOCYIapCTBEHHOM DEruMcTpanyuyu JIeKapCTBEHHOrO IIpenapara, JgaTa OTMEHbI
roCyapCTBEHHOI PerucTpanuu JeKapCTBEHHOTO Mpernapara;

(B pen. ®enmepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

H) KauyeCTBEHHBI COCTaB M KOJMUYECTBEHHbBINI COCTAB [ENCTBYIOIIMX BEIIECTB M KauyeCTBEHHbIN
COCTaB BCIIOMOTaTe/IbHbIX BEIIECTB JIEKAPCTBEHHOT'O Tpernapara;
(. "u" BBemeH ®emepabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) uHbopMalust 060 BCeX paspellieHHbIX BUIAX BTOPUYHON (TIOTPeOUTETHCKOM) YIIaKOBKY;
(. "o" BBemen MenepasbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1) Jara IPUHATUS pelieHuss O BO3MOKHOCTM pacCMaTpMBaTh JIEKAPCTBEHHBIM IIperapar Ipu
rOCylapCTBEHHOJ perucTpanuu B KauecTBe Op(daHHOrO JIeKApCTBEHHOro mpemapara  (aJis
JIEKapCTBEHHbBIX ITpernapaToB IJisT MeJUIIMHCKOT'O TTpMMeHeH!s);

(mm. "n" BBemen DepepanbHbIM 3akOoHOM OT 22.12.2014 N 429-D3; B pen. ®emepaibHOTO 3aKOHA OT
27.12.2019 N 475-®3)

p) Ha/Inuyye JIEKapCTBEHHOr'o IIperiapaTra B MIEepeYHE >KM3HEHHO HEO6XO,H,I/IMI:>IX M BaKHEMIINX
JIEKapCTBEHHLIX ITpEeIriapaToB (,Z[.Hfl JIEKapCTBEHHBIX IIperiapaToB OJISI MEOMIIMHCKOI'O HpI/IMeHEHI/ISI);
n_n

(. "p" BBemen DemepanbHbiM 3aKoHOM OT 22.12.2014 N 429-D3; B pen. denepasibHOrO 3ak0Ha OT
27.12.2019 N 475-03)

C) HaJIMYMe B JIEKAPCTBEHHOM IIperapare HapKOTUUYECKUX CPENICTB, IICMXOTPOITHBIX BEIIECTB U UX
MPEeKypCoOpPOB, MOAJIeXKalMX KOHTposto B  Poccmiickont  @Demepanmy, B  COOTBETCTBUM  C
3aKkoHo#aTeabCcTBOM  Poccuiickonn  ®Demepanyy, MeXAYHapOOHbIMM  OOroBopamu  Poccuiickoi
®eneparuy, B TOM unciae EQVMHONM KOHBEHIMEN O HapKOTHMUYeCKMX cpenctBax 1961 roma n KoHBeHimen
0 MICUXOTPONHBIX BemecTtBax 1971 ropa;

n"n_n

(. "c" BBemen PemepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

T) uHpOpPMALMSI O TOM, SBJSETCS JIM HAHHBIA JIEKAPCTBEHHBIM IIpernapar pedepeHTHbIM
JIeKapCTBEHHBIM ITpernaparoMm;
(mm. "1" BBemeH ®emepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3)

y) CBeJeHMd O Iiogaude 3adaBJIEHMS O BHECEHUN M3MEeHeHul B OOKYMEHTbI, cCOoAepKaluuecs B
permcTpaiMOHHOM JOChbe Ha HeKapCTBeHHbIIZ nperapar,

n_n

(. "y" BBemeH @enepasbHbIiM 3aKOHOM OT 22.12.2014 N 429-D3)
&) yrpatwt cuny ¢ 1 mapra 2020 ropa. - @egepanbhbiii 3akoH ot 27.12.2019 N 475-03;

X) CPOK BBeJIeHMsI JIEKAPCTBEHHOTrO Iperapara [Jisl BeTePUMHAPHOrO MpPUMEHEHUS B TPaskIaHCKUiA
0060pOT;
n_n

(. "x" BBemen PemepanbHbIM 3akKoHOM OT 22.12.2014 N 429-D3; B pen. DemepaybHOrO 3aKOHA OT
30.01.2024 N 1-®3)

1) wuHboOpMaIMI O TOM, SBJSIETCS JIM [aHHBIM JIEKapCTBEHHBbIM Ipernapar opdaHHbIM
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKapCTBEHHBIM IpernapaToM, VIMMYHOOMOJIOr 1Y€ CKUM JIEKaPCTBEHHbIM IpernapaToM,
pagnodapMalieBTUUECKMM  JIEKApCTBEHHBIM  IIperapaToM, TI'OMEOIaTUUYECKMM  JIeKapCTBEHHbIM
IpernapaToM, OGMOJIOTMYECKUM JIEKAPCTBEHHBIM ITPEerapaToM, BbICOKOTEXHOJIOIMYHBIM JIEKapCTBEHHBIM
IpernaparoM, BIIEpPBbIe 3aperMcTpUpOBaHHbIM B Poccuiickon demepaiyyt B COOTBETCTBUM C HACTOSILIVM
®depepanbHbIM 3aKOHOM MJIM aKTaMM, cocTasisionymu rmpaso Coro3sa;

(. "1i" BBemen ®emepanbubiM 3akoHoM oT 30.01.2024 N 1-D3)

2) B OTHOILLIeHUU dhapMaleBTUUEeCKUX CyOCTaHIIMIA:

a) HauMeHoBaHMe GdapMaleBTUUYeCKoM cyOcTaHIuMy (MeXAyHapoJHOe HelaTeHTOBaHHOe, WU
IPYNIMPOBOYHOE, MM XMMMUYECKOe M TOProBOoe HauMMeHOBaHMs), ¢opma BbIMycKa (C yKa3aHUEM
O3MPOBKYM (TP HAJIMUMM), HACOBKM U YIIAKOBKM);

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

6) HaMMeHOBaHMe U ajpec IMpousBoAUTENS (apMaleBTUUYECKOM CyOCTaHUMM (IJIT POCCUMCKUX
IOPUAVNYECKUX JINI, - UOEHTUOUKAIMOHHBI HoMep Hasoromviarenbiiyka (MHH), nias mMHOCTpaHHBIX

IOpUINYECKMX  JIUI, - CTpaHa  perucrpaiuu, HauMMeHOBaHME  PpErucTpUpyIollero  OpraHa,
PETUCTPAIMOHHBIN HOMED, KO, HAJIOTOIUIaTe/bIIMKAa B CTpaHe perucrpauyy (MHKOPIIOpauun) MU ero
aHaJior);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)
B) CPOK rOTHOCTY (hapMaleBTUUYECKOM CyOCTaHIINM;
I') YCJIOBMS XpaHeHusT (papMalleBTMUYeCKOl CyOCTaHIIN;

I) HoMmep (apMaKoIleifHOM CTaTb¥ WM B CJIyyae ee OTCYTCTBUSI HOMEp HOpPMaTUBHOM
MOKYMeHTaluu Jinb60 HOPMATUBHOTO JOKYMEHTa;

e) Hammuue (apmaleBTMYEeCKOM CYyOCTaHIIMY B [epeyHe HapPKOTUYECKUX CPEICTB, MCUXOTPOITHBIX
BEILIECTB U MX IPEKYpPCOPOB, MOAJIeKAIMX KOHTpouo B Poccuitckoin @epepariin, B COOTBETCTBUM C
3aKkoHo#aTeabCcTBOM  Poccuiickonn  ®Demepanyy, MeXAYHapOOHbIMM  OOroBopamu  Poccuiickoi
®enepanuy, B TOM unciae EQMHON KOHBEHIMEN O HApKOTHMUYeCKMX cpenctBax 1961 roma m KoHBeHImen
O NICUXOTPONHBIX BemiectBax 1971 ropa.

n.n

(. "e" BBemeHn PemepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. @apmarieBTNYeCcKass CyOCTaHIMS, TTPOU3BEIeHHAsT IJIs1 peasiM3alyyl, MOXKeT ObITb BKJIIOUEHA B
rOCYIapCTBEHHBIV PEeCcTp JIEKapCTBEHHBIX CPEACTB HAa OCHOBAaHMM 3asiBJIEHUSI pa3spaboTumMKa WUJIn
MIPOM3BOIUTEJSI JIEKAPCTBEHHOI'O CPeACTBa JIMOO YIIOJHOMOYEHHOTO MMM IOPUAMYECKOTO JIMIa IIpU
YCJIOBMM TIPOBEIEHMs] B OTHOIIEHMM Takoi (apMaleBTMYecKoy CyOCTaHIMM SKCIEPTU3bl KauecTBa
dapmalneBTMUECKONM CYOCTaHIIMM B IIOPSIIKE, YCTAHOBJIEHHOM CTaTbell 34 HacTtosiero demepaibHOro
3aKOHa. B oTHomenuyu ¢dapmaleBTUYECKMX CyOCTaHIMII, HPOU3BEOEHHBbIX [JIS peaau3aluy, B
roCyIapCTBEHHOM peecTpe JIEKapCTBEHHbBIX CPEACTB COMEPIKUTCS CIeayIoniast MHGopMarys:

1) HaumeHoBaHMe (apMalleBTUUECKON CYyOCTaHIMM (MEXIYHapOOHOE HelaTeHTOBAaHHOe, WUJIU
IPYINNMPOBOYHOE, WIM XMMMYECKOe M TOProBoe HauMmeHOBaHMs), (opma Bbimycka (C yKasaHMEM
IO3MPOBKYM (TP HAJIMUMM), HACOBKU U YIIAKOBKM);

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) HaMMeHOBaHMe, afpec Mpou3BoaAnTeNsT hapMaleBTUUECKON CyOCTaHIIMY, a TAaKsKe B OTHOLIIEHUN
JIEKAPCTBEHHBIX CPEICTB [JISI MEAVIIMHCKOTO NPMMEHEHUSI CBEIeHMUSI O PEervCTpalyy MPOU3BOANTEIS
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(dapmaneBTHUECKOV CyOCTaHIIMM B KayecTBe HAJIOTOIUIATENbIIMKA B CTpaHe perucrpaumu (aJis
POCCUMCKUX IOPUIMUECKUX JIUIL - UIOeHTUdUKAIMOHHBI HoMmep Hajororarenbiniuka (MHH), pas
MHOCTPAHHBIX IOPUAMYECKMX JIAIL - CTpaHa Perucrpainuu, HauMeHOBaHMe pPeruCTpUPYIOIIEero OpraHa,
PErUCTPAIMOHHbIN HOMED, KO HAJIOTOIUIaTeIbIIMKA B CTpaHe perucrpauuy (MHKOPIIOpaluu) I ero
aHaJior);

(1. 2 B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-D3)

3) cpoK rogHoCTH dhapMaleBTUUeCKON CyOCTaHIMM;
4) ycyioBust xpaHeHus papMalleBTMYeCcKoi CyOCTaHIN;

5) Homep (apmakomeiHOM CTaTbM JIMOO B CJiyyae ee OTCYTCTBMSI HOMEP HOPMAaTMBHOM
JOKYMEHTAIMM MM HOPMAaTUBHOTO TOKYMEHTa;

6) Haymume apMaleBTUUECKON CyOCTaHIMM B IepeuyHe HapKOTUUYECKUX CPENICTB, IICUXOTPOITHBIX
BEILIECTB M MX IPEKYpPCOPOB, MOAJIeKAIMX KOHTpoao B Poccuiickoin depepaiiun, B COOTBETCTBUM C
3aKOHOmaTeJbCcTBOM  Poccuiickonn  @epmepaimy, MeKIYHApPOIHBIMM  JOroBopamMu  Poccuiickoii
®enepanuy, B TOM unciae EQVMHON KOHBEHIIMEN O HApKOTHMYECKMX cpencTtBax 1961 roma u KoHBeHimeii
O MICUXOTPONHLIX BelecTtBax 1971 ropa;

7) mara BKIIOUeHMS (papMalieBTMYECKON CYOCTaHIMM B TOCYIapCTBEHHBIN PeecTp JIeKapCTBEeHHbBIX
Cpe[CTB, JaTa BHECEHMS] M3MEeHeHU! B JOKYMEHThI (hapMaieBTMYeCcKO CyOCTaHIMM, 1aTa MCKIIOUeHUS
(dbapmarneBTHUECKOI CyOCTaHIMY U3 TOCYAAPCTBEHHOTO PeecTpa JIeKapCTBEHHBIX CPEICTB.

(gactb 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HOQHQOK BegeHMs TOoCymapCTBEHHOI'O peecCTpa JIEKapCTBEHHBIX CpeacTB OJII MeOMIIMHCKOI'O
IIpYMMEHEHNA UM TMOPANOK Be€OEHMSA TOCyOddapCTBEHHOI'O peecCTpa JiIeKapCTBEHHbLIX CpenctB OJid
BE€TE€PpMHAPHOro IPUMMEHEHMS YTBEP)KOAaIOTCSd COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (be/:[epaanbIM
OpraHom MUCIIOJIHUTE/IbHOM BJIACTHU.

Cratba 34. Bk/loueHue B rocyflapCTBEHHbIi peecTp /ieKapCTBEHHbIX CPeAcTB U
UCKJ/TIOYEeHne us rocysapcTtBeHHOro peecTpa NeKapCTBEHHbIX cpencrts
cthapmavueBTUUECKOW CyOCTaHLUMU, NPON3BEAEHHOI ANA peanusayumn
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

1. JInga BxmovyeHuss (apmaleBTMYECKOV CyOCTaHLUMM, IPOU3BENEHHON [Ji1 peaau3alui, B
rOCYJapCTBEHHBIN PEeCTp JIeKapCTBEHHBIX CPEICTB, IIPOBOAUTCS SKCIIEPTH3a ee KauecTBa.
(B pen. ®enepasnbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OKcIepTu3a KavecTBa VYKasaHHOM B 4YacTuM 1 HacToOsILel cTaTbM (dapMalieBTUIYeCKOon
CyOCTaHIIMM, COCTaBJIEHME KOMMCCHMEN SKCIIEPTOB 3aK/IIOUEHUI IO pe3ysIbTaTaM 3TOM 3KCIIePTU3BI,
MOATIMCAaHNEe WX YCWIEHHBIMM KBaJMMUIMPOBAHHBIMM 3JIEKTPOHHBIMM TOATIMCSMM, HaIlpaBJIeHUe
JaHHBIX 3aKJIOUYEHUI B JIMYHBIA KaOMHET YIOJHOMOYEHHOro ¢eaepaJbHOrO0 OpraHa MCIIOJIHUTEIbHOM
BJIACTU B €[VIHOM CUCTEeMe OCYIIECTBJISIIOTCSI B CPOK, He MPEBIIIAOINII TPUALATHA pabounX JHEH CO THS
HampaBJIEHMs B JIMYHBIM KaOMHET SKCIEPTHOTO VUPEXKIEHMS B €OUHON CUCTEME COOTBETCTBYIOIIEIO
3aIaHMST YIIOJTHOMOYEHHOTO (heiepaibHOTO OpraHa MCIIOJTHUTEIbHOM BJIACTH, TIOAMCAHHOTO YCUJIEHHOMN
KBaIM(DUIIMPOBAHHON 3JIEKTPOHHON MOMAMMCHIO, U CJIEAYIONIVX TOKYMEHTOB (CBEIEHWN):

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

1) CBeeHNs O JaTe IIpeaoCTaBJICHUS U PErmcTpaliMOHHOM HOMepe JIMLEH3MM Ha IMPOM3BOACTBO
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKAPCTBEHHBIX CPENCTB WIM CBeIeHMs O Jare IIPeJOCTaBJIeHUsI M PErucTpalyiOHHOM HOMepe
3aKJIOUEHUS] O COOTBETCTBUM ITPOU3BOIMUTEJS] JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSIM IPaBUI
HaJIJIesKallleid  MMPOM3BOACTBEHHON TIPAKTUKM, BbITAHHBIX (TIPEIOCTABJIEHHbIX) YIIOJTHOMOYEHHBIM
(benepasibHBIM OpPraHOM MCIIOJHUTEBHON BJIACTM, B CJydyae, ec/ii IMPOU3BOACTBO JIEKAPCTBEHHOTO
cpencTBa ocyliecTsiseTcst B Poccuiickon ®epeparinu;

(B pen. @enepanbHbix 3aKOHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) KomMs [OOKYMEHTa, BbIIAHHOTO YIIOJTHOMOYEHHBIM OpraHOM CTpPaHbl ITPOM3BOIUTEJIS
JIeKapCTBEHHOI'0 CPeJiCTBA U MOJTBEP KAAIOIIero paspelieHye Mpou3BOACTBa JeKapCTBEHHOTIO CpeCTBa,
M €ro IepeBOJ, Ha PYCCKMUI SI3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM IOPSJIKE, a TaKsKe KOMMS 3aKTI0UEHMS
O COOTBETCTBUM TIPOM3BOIMTEJISI JIEKAPCTBEHHBIX CPENCTB TpeOOBaHMSIM TMpaBM  HajJIeskallen
MTPOU3BO/ICTBEHHOV MPAKTUKY, BHIJAHHOTO YIIOJITHOMOUYEHHBIM (eJlepaJbHbIM OPraHOM MCIIOJTHUTEIbHOMN
BJIACTH, JIMOO KOIMS pelIeHUsT YIIOJHOMOYEHHOro GefepayibHOro OpraHa MCIOJHUTETbHOM BJIACTU O
nmpoBeneHny  (GapMaleBTMUECKOVW  MHCHEKIMM  IPOM3BOACTBA  JIEKAPCTBEHHBIX  CPEICTB  JJIA
MEeIUIIMHCKOTO MPUMEHEeHMSI Ha COOTBETCTBME TpeOOBaHMSM IpaBWJ HajJjexkalei Mpou3BOJCTBEHHOM
MPaKkTUKM EBpasuinickoro 5SKOHOMMYECKOTO COr03a. YKasaHHbIe TOKYMEHTbI MPEACTaBJISIOTCS B CydYae,
ecM  TPOM3BOIACTBO JIEKAPCTBEHHOI'O CPENCTBA OCYIIECTB/SIETCSI 3a Tpefenamu  Poccumiickoii
®denepartin;

(B pen. @enepanbhbix 3aKOHOB OT 04.06.2018 N 140-D3, or 30.01.2024 N 1-D3)

3) JOKYMEHT, COepsKallMil CJIeyIole CBeleHMs O (hapMaleBTUUeCKO CyOCTaHIUN:
a) HaMMeHOBaHMe dhapMalleBTUUECKON CyOCTaHIIMM, ee CTPYKTYypa, OOIIiie CBOVICTBA;
6) HaMMeHOBaHMe U afipec MPOU3BOANTEJIS;

B) TEXHOJIOTUS MTPOM3BOACTBA C OMMCAHMEM CTaJMii TIPOU3BOJICTBA M METOMIOB KOHTPOJISI HAa BCEX
CTagusIX MMPOU3BOJICTBA;

I') onMcaHue pa3paboTKy Mpolecca MPou3BOACTBA;

1) OmycaHue KOHTPOJII KPUTUMYECKMX CTaiuil Ipolecca IPOU3BOACTBA U IPOMEKYTOYHOM
MIPOIYKIINNA;

€) IOKyMeHTaJbHOe TIOITBEepKIAeHMe (BaluIalys) MpoieccoB U (M) UX OlleHKa;
3K) CBOVICTBA M CTPYKTYpa AEMCTBYIOIINX BEIEeCTB;

3) XapaKTepuCTHKa IIpuMeceis;

1) crienmduKanys Ha papMaleBTUUeCKyIO0 CyOCTaHIMIO U ee 0O0CHOBaHME;

K) aHaJUTUYECKMe METOOMKM, WCIOIb3yeMble TPU OCYIIECTBJIEHMM KOHTPOJISI KauyecTBa
(apmaneBTMUECKON CyOCTaHIINM;

.TI) OOKYMEHTaJ/JIbHOE IMOATBEP>KIAECHUE (Ba)'II/I,ILaLU/IH) AHAJIMTUYECKUX METOAMUK, MUCIIOJIb3YyEMbIX ITPU
OCYIIIECTBJIEHNY KOHTPOJISI KauecTBa (hapMarieBTMYeCKOM CyOCTaHIINM;

M) pe3yJIbTaThbl aHAIM3a cepuil papMalleBTUUECKON CyOCTaHINM;

H) nepeyeHb CTaHOAaPTHBIX 06])3.3]_[0B WJIN BEIIECTB, UCITIOJIb3YEMbIX ITPU OCYIIECTBJIEHIM KOHTPOJIA
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

KauvecTBa;
0) oImycaHMe XapaKTePUCTUK U CBOMCTB YITaKOBOYHBIX MaTepMasoB U YKYIIOPOUHbBIX CPE/ICTB;
I1) JAHHbIE O CTAOMILHOCTHM (papMaIeBTMYECKO CYOCTaHIINN;
P) CPOK T'OJHOCTH;

4) DOKYMEHT, COAEpsKallluii CBeIEeHUS O PErMCTpalyuy MPOU3BOAUTENIST JIEKAPCTBEHHBIX CPENCTB
IJIST MEOVIIMHCKOTO TIPMMEHEeHMSI B KayecTBe HaJIOroIviaTesbllMKa B CTpaHe perucrpamyy (s
POCCUMIICKUX HOPUAMYECKUX JIUIL - UAEHTUGUKAIMOHHBIM HOoMep Hatoromiarenbiivka (MHH), pasa
MHOCTPAHHbIX IOPUAMYECKMUX JIIL - CTpaHa perucrpaiuu, HauMeHOBaHMe pPerucTpUpYIOIIero opraHa,
PErUCTPAIMOHHbIN HOMED, KO, HAJIOTOIUIaTe/bIMKa B CTpaHe perucrpauyy (MHKOPIIOpauunu) WU ero
aHaJIor).
(1. 4 BBemeHn DepmepanbHbiM 3akoHOM OT 28.12.2017 N 425-D3)
(uactb 2 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3 (pex. 13.07.2015))

3. Ing mnpoBemeHMss OSKCIEPTU3bl KauecTBa YKA3aHHOM B YacTM | HACTOSIIEN CTaTbyu
dbapmarieBTMUEeCKOM CYOCTaHIMM 3asIBUTENIb HAIpaBsieT IOCPeNCTBOM €eOMHOro TopTajga B
YIIOJTHOMOYEHHbIN  (denepasibHbli OpraH  MCIOJHUTENbHOM  BJACTM WM  JIMYHBIMA  KaOuHeT
YIIOJTHOMOYEHHOTO (heiepaIlbHOTO OpraHa VCIIOJTHUTETbHOM BJIACTY B €MHOM CUCTEME:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1) sasgBiieHMe O BKJIIOUEHMM B TOCYAAPCTBEHHbBII PEECTp JIEKAPCTBEHHBIX CPENCTB JAaHHOM
(apmaneBTHUeckoi CcyOCTaHLUMM, IIOANMCAHHOE VCUJIEHHOM KBaJIM(PUUMPOBAHHON 3JEKTPOHHOM
MOATNMChIO 3asBUTENSI, a B CJIyyae, €CJIUM OT MMEHM 3asBUTEeJS [EeMCTBYeT ero IpeACcTaBUTENb
(busmyeckoe JMIIO), YIIOTHOMOYEHHBIN AE/CTBOBATb OT MMEHM 3asiBUTEJISI HA OCHOBAaHUY JOBEPEHHOCTU
B 3JIEKTPOHHO! (hOopMe B MAIIMHOYMTAEMOM BUE, MOAIIMCAHHOE €ro YCUJIEHHOW KBaIM(PUIMPOBAHHON
9JIEKTPOHHOM MOAIMCHIO UM YCUIEHHOV HEKBAIM(MUIIMPOBAHHONM 3JIEKTPOHHOM MOMICHIO;

(B pen. ®enmepanbHbix 3ak0HOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2) PEKBU3UTHI AOKYMEHTA, TOTBEPKAAIOIIETO YIUIATY rOCYJapCTBEHHONM MOIIMHEI 38 BKITIOUEHE
B I'OCYIApCTBEHHbIN PEeCTp JIEKaPCTBEHHBIX CPeACTB (hapMalleBTUYECKON CyOCTaHLVM, ITPOU3BEIEHHOM
IJIT  peanu3aiuu, JMOO IO COOCTBEHHOV WHUIIMATUBE YKa3aHHbBIM [TOKYMEHT. YIIOJHOMOYEHHbIN
(dbenmepasbHbBII OpraH MCIIOJHUTEIBHON BJACTM MpPOBepsieT (HAaKT YIIAThl TOCYJapCTBEHHOM IOIIIVMHBI
3asIBUTEJIEM C MCIOJIb30BaHNEM MHGOpMaluy 06 yIiaTe TOCyIapCTBEHHOM MOIUIMHBI, COIePsKaIlleics B
l'ocymapcTtBeHHONM MH(POPMAIMIOHHOM CUCTEME O T'OCYJapCTBEHHBIX M MYHMIIMITAJIbHBIX IIJIaTeKax, Ha
OCHOBaHMM TIPEICTaBJE€HHbIX 3asBUTEJIEM PEKBU3UTOB [JOKYMEHTa, IOATBEPXKIAIOIIEero VILIaTy
rOCydapCTBEHHO IOIIIMHBI;
(B pen. enepasnbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 30.01.2024 N 1-D3)

3) DOKYMEHTbI, YKa3aHHbIE B YaCTU 2 HACTOSIIEN CTAThU;
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

4) zagBiieHKEe O Bbiiaue paspelleHus1 Ha BBO3 B Poccuiickyio Penmepalnio KOHKPETHOM MapTUM
HEe3aperucTPUpPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA, MpeJHA3HAUEHHOTO [JIT IPOBEIeHMs yKa3aHHOM
9KCIEPTU3BI.

(11. 4 BBemeH DemepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B ciyuae HempencTaBjieHMsI C 3asBJI€HMEM O BKJIIOUEHUM B TOCYJapCTBEHHBIV pPEeCTp
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKAPCTBEHHBIX  CPeICTB  (apMalleBTUMYECKO CyOCTaHIMM  BbIJaBaeMbIX (TIPeJOCTaBISIEMBIX)
YIIOJTHOMOYEHHBbIMYU  (deflepaJbHbIMM OpraHaMy MCIIOJHUTEbHOM BJIACTUM JTOKYMEHTOB (CBeleHUi),
YKa3aHHBIX B MyHKTaX 1 M 2 vacTu 2 HACTOSIIEN CTaThy, YIIOJHOMOYEHHbIV (emepasbHbI OpraH
VCIIOJTHUTENIbHOM ~ BJIACTM  3alpalllMBaeT  yKa3aHHble JOKYMEHTbl (CBeleHMs) B  IOpsSIIKe
Me>XKBeJOMCTBEHHOT0 MH(OPMAIIMOHHOIO B3aMMOIEeCTBSI.

(gactb 3.1 BBemena @emepanbHbiM 3aK0HOM OT 27.12.2019 N 478-D3; B pen. denepaabHOro 3aKOHa OT
30.01.2024 N 1-®3)

4. B Teuyenue nsaty paboumx JHEN CO THS TPUHSITUS 3asIBJI€HMS O BKJIIOUEHUM yKa3aHHOM B yacTu 1
HACTOSIIIIeN CTaTby (hapmMaleBTMUYECKO CYOCTaHIIMM B TOCYIApPCTBEHHBIN peecTp JeKapCTBEHHbBIX
CpPeACTB ¥ OOKYMEHTOB, IEPEUMC/IEHHbIX B YacTM 1 M IyHKTe 2 YacT¥ 3 HaCTOSIIEN CTaTbhy,
YIIOJTHOMOYEHHbBIN (heflepasibHbIN OpraH MCIIOJTHUTETbHO BIACTH:

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, or 30.01.2024 N 1-D3)

1) mpoBOOMT MPOBEPKY IMOJHOTHI ¥ JOCTOBEPHOCTM JAaHHBIX, COAEPKAIMXCS B MPeICTaBIeHHbIX
3asIBUTEJIEM TOKYMEHTaXx;
(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NMpUHMMAaEeT pellleH)e O HaIpaBjeHuM B IKCIIEPTHOE YUpeKIeHMe 3aJaHus Ha MpOBeIeHye
9KCIEePTHU3bl KaUeCTBa YKa3aHHOM B YacTu | HACTOSIIEN CTaTby (hapMareBTUUYeCKOM CyOCTaHIIUY MU 00
OTKa3e B TaKOM HallpaBJIeHNH;

3) HampaB/IsIeT B JIMYHBIM KaOWHET 3asiBUTENIT B €OVHOM CHUCTEMe IOAIMCAHHOE YCUJIEHHOMN
KBIM(GUIIMPOBAHHOM 3JEKTPOHHOM IIOAIMUCHIO YBEAOMJIEHME O IIPMHSTOM peIleHuM WIM B CIydyae
OTKa3a C yKa3aHMeM IPUUYMH TaKOTO OTKasa.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B ciydae BbISIBIEHMS HEJOCTOBEPHOCTU U (MJIM) HEIOCTATOUYHOCTM CBEIEHUM, COmePsKaImxCst
B IIPe[ICTaBJIEHHbIX 3asIBUTEJIEM MaTepuasiax, YIIOJHOMOYEeHHbI (hefepasbHbI/ OpraH UCIIOJHUTETbHOM
BJIACTY HAIpPaBJISIeT 3asBUTEJIIO MOCPEICTBOM €IVHOTrO MOPTaJia WM B JIMYHBIA KaOMHET 3asBUTENS B
eOVHOM CUCTeMe 3ampoc 00 YTOUHEHUM YKa3aHHbIX CBeIeHUM, TOAIMCAHHBIN YCUJIEHHON
KB/IMDUIIMPOBAHHON 3JIEKTPOHHOM MOANMUCHIO.
(uactb 4.1 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3asBurenb 00s13aH HANpPaBUTh IOCPEICTBOM €IVHOTO IOpTajia B YIIOJHOMOYEHHBIN
(denmepasbHbBIN OpraH MCIIOJHUTEbHON BJIACTU WUJIM JIMYHBIA KaOMHET YIIOJHOMOYEHHOrO (elepaibHOro
opraHa MCIIOJIHUTEJIbHOM BJIACTM B €OUMHOM CUCTEME IOAIMCAHHBIN YCUIEHHON KBaIM(UIMPOBAHHOM
3JIEKTPOHHOM ITOAIIMCHIO OTBET Ha 3alpoC YIIOJTHOMOYEHHOro (pefepajbHOro OpraHa MCIIOJHUTEIbHOM
BJIACTM B CPOK, He TPEBBIIAIONINI JEeBIHOCTA pabouMx JHEM CO JTHS IOJTYUYEeHMS] YIIOJTHOMOYEHHBIM
(denmepasbHBIM OPraHOM MCITOJTHUTEbHOM BJIACTM 3JIEKTPOHHOTO YBEOOMJIEHMS O ITOJTYYEHUU
3asIBUTeJIEM AaHHOrO 3ampoca. Cpok, YKa3aHHbIN B YaCTy 4 HACTOSIIEN CTaThy, IPMOCTAHABIMBAETCS CO
IIHS HampaBjeHus 3asBUTENIO MOCPEICTBOM €IMHOrO IMOpTaja WIM B JIMYHBIM KaOMHET 3asBUTEJII B
eIVHOM CUCTEeMe 3aIlpoca YIOJHOMOUYEHHOro (efepaabHOrO OpraHa MCIOJIHUTEIbHOM BJIACTU OO THS
HampaBJIEHMsI 3asIBUTEJIEM IMOCPEACTBOM €IMHOrO MOpTaja B YIIOJHOMOYEHHBIN (pefepajbHbI OpraH
VCIIOJTHATENIbHOM  BJIACTM WM JIMYHBIM ~ KaOMHET YIIOJTHOMOYEHHOro deepaJbHOrO OpraHa
VICIIOJTHUTEJIbHOM BJIACTM B €IMHOV CHUCTEME OTBEeTa Ha [AaHHBIM 3alpoC M He YUYUTHIBAETCS IIPU
MCUMCJIEHNM CpOKa IKCIIepTU3bl KayecTBa (GapMaleBTUUEeCKOM CyOCTaHIMM, IPOM3BEIEHHON MIJIs
peamusanyu. B ciyuae, eciiv OT MMeHM 3asiBUTENS OEMCTBYET ero NnpeacTraBuTesib ((pusndeckoe JUIIO),
YIIOJTHOMOYEHHbBIN [1eICTBOBaTh OT MMEHM 3asiBUTEJISI Ha OCHOBAHMM JOBEPEHHOCTU B 3JIEKTPOHHOM
dbopme B MaIIMHOYMTAEMOM BHAE, OTBET HA MAHHBIM 3aIIpOC MOKET ObITh IOAIMCAH YCUJIEHHOM
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

KBIM(GUIMPOBAHHOM 3JIEKTPOHHOM IMOAIINICHIO MO0 YCUIEHHOM HEKBaIM(MULUMPOBAHHONM 3JI€KTPOHHOM
MOATINCHIO.
(B pen. ®enepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHoBaHMeM [Jis1 OTKa3a B HANpaBJIeHUM B KCIIEPTHOE yUpEXIeHUe 3afaHus Ha IpOBefeHue
9KCHEePTU3bl KauecTBa YKa3aHHOM B 4YacTuM | HaCTOsIIeN cTaTby (GapMameBTUUYeCKOM CyOCTaHLIUMU
SIBJISIETCSI HEINpeACTaBJIeHNe OOKYMEHTOB, YKa3aHHbIX B YacCTM 2 HACTOSIIIEN CTaTbM, OTCYTCTBUE
uHbopMaIy, TMOATBEPKIaIoIeli GakT YIUIaThl TOCYAApCTBEHHONM MONLIMHBI 33 BKJIIOUEHME
dapmarieBTMUECKOM CyOCTaHIIMM, TIPOU3BENEHHOM MJIsl peaju3aliuy, B TOCYJApPCTBEHHbI peecTp
JIEKapCTBEHHBIX CPECTB, HEMPEeICTaBJIeH e 3asiBUTEIEM B YCTAHOBJIEHHbBIV CPOK OTBETa Ha yKa3aHHbIN
B yacty 4.1 HACTOSIEN CTaTbM 3aIlpoC YIIOJHOMOYEHHOTO (emepasibHOTO OpraHa MCIOJHUTEIbHON
BJIACTM WMJIM TIPEICTaBJIEHNME MOKYMEHTOB, He COIEepsKalllMX MCYEPIbIBAIOIIEro MePevYHs] He0OXOIMMbIX
CBeIeHUIA.

(uactb 5 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

6. B Teuenme mnsaTHaguaTy pabouux AHEN CO OHS IIOJYYEHUS PEeIIeHUS YIIOJHOMOYEHHOrO
(benmepasbHOrO OpraHa MCIOJHUTEIbHON BJIACTY O HAIIPaBJIEHMM B 9KCIIEPTHOE yUpEesKIeHMe 3aIaHusT Ha
MpOBeJIeHNe JKCIePTU3bl KavyecTBa YKa3aHHOM B 4YacTM 1 HACTOsAIEN CTaTby (apMaleBTUUeCKON
CyOCTaHIIMM 3asIBUTETb MPEICTAB/ISIET B SKCIIEPTHOE YUPEsKIEHMEe IJIs1 TIPOBEeIEHMsT JaHHOM SKCIIePTHU3bI
0o6pasibl (hapmMaleBTMUYECKOV CYOCTaHIM B KOJIMYECTBE, HEOOXOIMMOM [JIs1 BOCIIPOM3BEeIeH)sI METOIOB
KOHTPOJISI KauyecTBa. OKCIIEPTHOE YYpeKIeHMue Ipu IoJyuyeHuM OoOpaslioB YyKasaHHOM B uacTu 1
HACTOSIIEN CTaTby (apMalleBTUYECKOM CyOCTaHLMM B TOT K€ JeHb HaIlpaBjsieT B JIMYHBINA KaOuHeT
3asIBUTEJISI B €IMHOM CUCTEME yBeIOMJIEH)e, ITOATBEPsKIaoIIee TTOyueHe 3TUX 0O6pasIoB. DTU CPOKU
He BKJIIOUAIOTCS B CPOK MPOBEIEHMS JaHHOM 3KCIIePTHU3bI.

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

7. Yrpartun cuiy. - @enepanbhbiii 3akoH ot 30.01.2024 N 1-D3.

8. B cpok, He MpeBBINIAOIIMIA AT pabouMX IHEN CO JHS HAaIpaBjeHUs MOCPENCTBOM €IVHOTO
nmopTajia B yIOJHOMOUYEHHbIN deaepaabHbli OpraH MCIOJTHUTEIbHOM BJIACTY WM JIMYHBIM KaOMHET
YIIOJTHOMOYEHHOTO (efiepaibHOTO OpraHa MCIIOJHUTENbHOM BJIACTM B €IMHOM CHUCTEME 3aKJIIOUYeHUS
KOMMCCUM IKCIIEPTOB IO Pe3ysIbTaTaM SKCIIePTHU3bl KaueCcTBa YKa3aHHOM B YacTu 1 HACTOSIIEN CTaTbyu
(dapmarieBTMIYeCKOM CyOCTaHIIMM, YIIOJHOMOYEHHbIN (elepasibHbIl OpraH MCIIOJTHUTEIbHOM BIACTH:

(8 pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

].) OCYIIECTBJISAET OLIEHKY TaKOI'o0 3aK/IIOUEHMA OJId oIlpeaesjieHMss €ero COOTBETCTBUSA 3adaHMIO Ha
IpoBegeHne ,HaHHOIZ 9KCII€PTU3BI,

2) TmpuHMMAaeT pellleHMe O BKIIOUEHMM YKa3aHHOM B YacTu | HACToslleld CTaTbu
(dapmarieBTHMUYECKOM CyOCTaHIMM B TOCYIAPCTBEHHbIN PEECTpP JIEKAPCTBEHHBIX CPEJICTB MUJIM pellleHne 00
OTKa3e B TaKOM BKJIIOUEHNN;

3) BHOCUT TpU TIPUHSITUM DEIIeHUs] O BKJIIOUEHMM YKa3aHHOM B 4YacTu 1 HACTOSILE! CTaTbu
(dapmalleBTMUECKOM  CyOCTaHLIMM B TOCYJApPCTBEHHBbII  peecTp  JIeKapCTBEHHbIX  CPEeICTB
MpeIyCMOTPEHHYIO YacTbio 2 cTaThy 33 Hacrosiuero @OenepalbHOIO 3aKoHa MHGOPMAIMIO U
HaIpaBJgeT 3asBUTE/IIO MOCPEACTBOM €OVHOrO IOPTajia MM B JIMUYHBINA KaOMHET 3asBUTENS B €IUHOM
CUCTeME BBIMIMCKY U3 FOCYIapCTBEHHOI'O PeecTpa JIEKapCTBEHHBIX CPECTB.

(B pen. @enmepanbHbIxX 3akKOHOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-P3, ot 30.01.2024 N
1-®3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

9. OcHoBaHMeM IS OTKasa BO BK/IIOUEHMM VYKa3aHHOM B dYacTM 1 HACTOSIIEN CTaTby
(apmaLeBTMUECKOM CYOCTaHIMM B TOCYJAapCTBEHHBIA peecTp JIEKAPCTBEHHBIX CPENCTB SIBJISETCS
3aKJIIOUYEHNE COOTBETCTBYIOIIErO YIIOJHOMOYEHHOTO (efepasbHOrO OpraHa MCIIOJHUTENTbHON BIACTU O
TOM, YTO KaueCcTBO (apMalleBTMUECKON CyOCTaHIMM HEe MMOATBEPKIEHO IMOTyYeHHbIMY JaHHBIMMA.

(uactb 9 BBemeHa DenmepanbhbiM 3ak0oHOM OT 22.10.2014 N 313-D3; B pen. PemepasbHOTO 3aKOHA OT
04.06.2018 N 140-®3)

10. He pomyckaercsi BK/IIOUEHME B TI'OCYJapCTBEHHBIV PeecTp JIeKapCTBEHHBIX CPEeNCTB OIHOM
(apmaneBTHMUECKONM CyOCTaHIMM, MPOU3BEOEHHONM IJIS Peaau3alyy M BbITYCKAeMOM OOHUM UM TEM 3Ke
MIPOU3BONTENIEM, B BUJIE IBYX U OOJIee PeecTPOBBIX 3aIMCel.

(uactb 10 BBenmena @enepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3)

11. BHeceHve mM3MeHeHUIM B JOKYMEHTBHI Ha ¢apMaleBTUUECKYI0 CYOCTaHIMIO, MMPOU3BEIEeHHYIO
IJIST peayin3aliMiy U BKIIIOUEHHYIO B TOCYIapCTBEHHBIN PEECTp JIEKapCTBEHHBIX CPEICTB, OCYIIECTBIISIETCS
B TIOpsiAKe, ycTaHOBJeHHOM cratbsivMyu 30 m 31 Hacrosiero @PenepaqbHOTO 3aKOHA, C YILIATONM
roCyJlapCTBEHHOM TMOIUIMHBI, TMPEeIyCMOTPEHHOM 3aKoHomaTeJbcTBOM Poccuiickoin ®epeparyi o
HaJiorax u cbopax.
(uactb 11 BBenmena @enepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-D3)

Koncynprantlitoc: mpuMevane.
O BO3MOKHOCTM ObOpalieHnsi apmMaleBTUIeCKO CyOCTaHIMM, MCKIIOYEHHON U3 TOCPEeCcTpa, CM.
takke @3 or 30.01.2024 N 1-®3.

12. Iomyckaercst obpaiieHne dapMaleBTUUYECKOM CyOCTaHIMM IO MCTEeUEHUs] CPOKa T'OTHOCTH,
MPOM3BEINEHHON [JI1 peajmM3alMyM B TeYeHMe CTa BOCBMMIECSITM [JHEM TOoC/ie HAThl TPUHSATUS
YIIOJITHOMOYEHHbBIM (he[ilepasibHbIM OPraHOM MCIIOJIHUTETbHOM BJIACTY PEIIeHUsI O BHECEHUM M3MEHEeHUN
B IOKYMEHTbI Ha (papmMalleBTMUYECKYI0 CyOCTaHIMIO, B COOTBETCTBUM C MH(pOpMaIen, coepsKalleincs B
IOKYMeHTax Ha (hapMaleBTMYEeCKyI0 CyOCTaHIMIO IO JAThl IPUHSITHSI TAKOT'O PEIleHMsI.

(uactb 12 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

13. Pemennie 06 WCKIIOUEHUU U3 rocygapCTBEHHOI'o peecTpa JIEKapCTBEHHbIX CpencTB
CbapMaHeBTI/I‘-IECKOI‘/JI Cy6CTaHI_[I/II/I, HpOI/I?;Be,H,EHHOI‘/JI i1 peayin3annm, IIPUHMMAETCdad YIIOJTHOMOYEHHbIM
d)e,uepaanbIM OpraHom MCITOJTHUTE/IbHO BJIACTU B cJ1y4dae:

1)  npencraBieHMsi  COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBbIM  (pefepasibHbIM  OpraHOM
VICTIOJIHUTEJIbHOM BJIACTM 3aK/IIOYEHUSI O PUCKe WM 00 yrpose >KM3HU MM 3[O0POBBIO YesoBeKa JIM6o
JKMBOTHOTO IIPY UCIIOJIb30BaHMM JIEKAPCTBEHHOTO CPEICTBA;

2) HampaBJieHus ~ pa3spabOTYMKOM  JIEKAPCTBEHHOTO  CpeACTBa  WIM  IIPOU3BOIUTENIEM
JIEKapCTBEHHOTO CpeACTBa JMOO YIOJHOMOYEHHBIM MMM OPYTUMM IOPUAMYECKUM JIMIIOM IOCPEICTBOM
eIVHOIO IOpTaja B YIIOJHOMOYEHHBIN (elepasibHbli OpraH MCIIOJHUTENbHOM BJIACTU WU JIMUHBIN
KabMHeT VIIOJHOMOYEHHOI'o (emepajbHOrO0 OpraHa MCIOJHUTE/IbHOM BJIACTM B €AUMHON CUCTEME
MOATIMCAHHOTO YCUJIEHHOM KBaJaMMUIIMPOBAHHOM 3JIEKTPOHHOM TMOJITMCHIO 3asIBJIEHMSI 00 MCKITIOUEHUN
U3 TOCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CpPeacTB  ¢apMalleBTUUECKOW  CyOCTaHINM,
MIPOU3BEAEHHON MJIT peasmsauyu. B ciaydae, ecm OT MMeHM paspaboTuMKa JIEKAPCTBEHHOTO CpeCTBa
VUM TIPOM3BOAMUTENSI JIEKapCTBEHHOI'O CPENCTBA HENCTBYET ero mnpeacTraBuTelb ((pusndeckoe JMUIIO),
YVIIOJTHOMOYEHHbBII ~ [Ie/ICTBOBaTh OT MMEHM pa3paboTuMKka JIEKApCTBEHHOTO CpeacTBa WU
MPOU3BOIUTENIST JIEKAPCTBEHHOIO CPEeACTBAa HAa OCHOBAaHMU OOBEPEHHOCTM B 3JIEKTPOHHOU (opme B
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MalllMHOYMTAEMOM BUAE, 3asBjieHNe 00 MCKIIOYEHUM M3 TOCYAApCTBEHHOT'O PeecTpa JIeKapCTBEHHbBIX
cpeacTB (apmaleBTMYECKO CyOCTaHIMM, MPOMU3BENEHHON MJI1 peaau3alii, MOXKeT ObITh MOMMCAHO
YCUJIEHHOM KBaJM(UIIMPOBAHHON 3JIEKTPOHHOM TMOAIMCHIO JIMOO YCWIEHHON HeKBaIMGUIPOBAHHOM
3JIEKTPOHHOM TMOATINCHIO;

(B pen. ®enmepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

KoncynpranTtliroc: mpuMevaHue.
C 01.01.2026 m. 3 4u. 13 cr. 34 He pacIpPOCTPaHSETCS Ha IIPABOOTHOIIEHMS, BO3HMKAIOIIME IIpU
ob6pallieHny JIeKapCTBEHHbIX CPeACTB IJ1si MeguiHckoro mpumenenus (@3 ot 30.01.2024 N 1-D3).

3) orcyTcTBUS (hapMalleBTMUYECKOV CyOCTaHIM, TPOM3BEIeHHON [IJIsT peaau3aliii, B 0OpallleHuy B
Poccuiickoit @epepanyy B TeueHue Tpex u bosee JieT.
(uactb 13 BBeneHa @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 35. YTpatuna cuny ¢ 1 uiona 2015 roga. - PeaepasibHbIi 3aKOH OT
22.12.2014 N 429-P3.

Cratba 36. OGXanoBaHue pelweHMA 06 OTKase B Bblga4vye paspelleHuMa Ha
npoBefeHne KJIMHUYECKOro uccneaoBaHUsi NleKapCTBEHHOro npenapara, peleHus o6
OoTKase B rocyfapCTBEHHOI perucrpauunm nekapcTBEHHOro rnpenapara, 3aknayeHus
KOMUCCUN IKCNEPTOB IKCNEPTHOIO yupexaeHns Unm 3akiroueHus coseta no 3aTuke

(B pen. ®enmepanpHoro 3akoHa ot 22.12.2014 N 429-D03)

Perienne cooTBETCTBYIOLIETO YIIOJHOMOYEHHOIO (helepaJibHOIO OpraHa MCIIOJIHUTE/IbHOM BJIACTU
06 OTKase B BblJaue paspellleHKs Ha IPOBeIeHMEe KIMHUYECKOTO MCCIeIOBaHMs JIEKapCTBEHHOTO
mperapara, pellleHre YKa3aHHOro QeaepaJbHOrO0 OpraHa MCIIOJHUTENbHOV BJIaCTM 00 OTKase B
rOCy[apCTBEHHOJ perucTpaiuy JIeKapCTBEHHOrO IIperiapara, 3akK/IOueHre KOMMCCUM SKCIIePTOB
9KCIIEPTHOTO YUPEXIEHUSI WIM 3aK/IIOUeHMe COBeTa II0 3TMKEe MOKeT ObITb OO3KaJloBaHO B IOPSIIKE,
YCTaHOBJIEHHOM 3aKOHOmaTeJbcTBOM Poccuiickoii ®emepanmm. 3akaoueHue KOMMUCCHUM SKCIIEPTOB
9KCIIEPTHOTO YUPEXIEHMS] O B3aMMO3aMEHSEMOCTM JIEKAPCTBEHHBIX IpEernapaToB [IJisI MEOUIIMHCKOIO
MpUMeHeHMs JIM60 O TOM, YTO JIEKAPCTBEHHBIN Mpenapar Ijisi MeIUIIMHCKOTO MPYMEHEHMS He SIBJIIETCS
B3aMIMO3aMeHsIeMbIM, MOKET ObITb OO0XKAJIOBAaHO [AepsKaTejeM WM BJafesiblieM pPermcTpariOHHOrO
yIOCTOBEpEHMST JIEKapCTBEHHOI'O MperapaTa B YIIOJHOMOYEeHHbI (eiepaabHblii OpraH UCIOJIHATETbHON
BJIACTM, KOTOPBIN IPUBJIEKAeT K PAaCCMOTPEHMIO YKa3aHHOM KaJo0bl MMOABEIOMCTBEHHbIE €My Hay4YHbIe
opraHmsanuuM ¥ oOpasoBaTeJbHbIe OpraHu3alyuy BbICIIEro 00pa3soBaHMs, OCYIIECTBJISIOIIe
IeATebHOCTh B cdepe 0OpallleHusT JIeKapCTBEHHBIX CPENCTB. 3aK/IIOUeHMe KOMMUCCUM SKCIIEPTOB
9KCIIEPTHOTO YUpekaeHus, o(GopMeHHOe [0 WMTOraM IepecMOTpa O63KaJOBAaHHOTO 3aK/IIOUEHMs
9KCIIepTa, MOYKET ObITb OCIIOPEHO [epsKaTejeM MM BJIafesblleM PerucTpalyiOHHOTIO YIOCTOBEpPEHNs
JIEKapCTBEHHOI'O TMpernapara JuOO YIIOJHOMOYEHHBIM MMM JIMIIOM B TIOpSIAKE, YCTaHOBJEHHOM
3aKoHOAaTeabCcTBOM Poccuiickont Demepauym. Ilpu o6kajioBaHMM pellleHMs]  YIIOJIHOMOUYEHHOT'O
(demepasbHOrO OpraHa MCIIOJHUTEIbHOM BJIACTM, 3aKJIIOUEHMSI SKCIIepTa MM KOMMUCCUM SKCIIEPTOB
9KCIIEPTHOTO YUPEKIEHNS, 3aK/IIOUEHNMsI COBETA 10 ITUKE JepKaTesib WK Bjiafesiell PerucTpalyioHHOTO
YIOCTOBEpEHNsI JIEKAPCTBEHHOTO IpernapaTa b0 YIOJHOMOYEHHOE MMM JIMIIO BIIpaBe IMPEeACTaBUTh
pesyyIbTaThl SKCIEPTM3bl JIEKAPCTBEHHOTO IIperapaTa, IMPOTOKOJIbI IMOJYYEHHBIX aKKpeIUTOBAaHHBIMM
MCIIBITaTeIbHBIMM JTaGOpaTOpusMu (LIEHTpaMi) Pe3yJIbTaTOB MCCAeNOBaHMM, MCTIbITAHMIA.
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Cratba 37. WHcopmauusi, cBsizaHHast C OCYLLECTB/IEHWEM T[OCYyAapCTBEHHOM’
perucTpauMm wWAM  perucTpauum JeKapcTBeHHbIX npenaparoB, WHcopmauuss o
3aperncTpnpoBaHHbIX J/1eKapCTBEHHbLIX Mpenaparax nU JNeKapCTBeHHbIX Mnpenaparax,
NCKNMTHOYEHHbIX U3 TOCyAapCTBEHHOIO peecTtpa 1eKapCTBeHHbIX CpeaAcTB
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

1. CoOTBeTCTBYIOIIMI YIOJHOMOYEHHBIM (eaepasbHblA OpraH MUCIOJHUTEIbHOM BJIACTU
pasmelliaeT Ha cBoeM oduumasbHOM caiite B cetu 'VMHTepHer" uHbOpMAIMIO, CBSI3AHHYIO C
OCYIIIECTBJIEH/EM T'OCYJapCTBEHHONM PETUCTPAIMM WJIM PETUCTPalM JIEKAPCTBEHHBIX MpernapaToB, B TOM
yyce MpOBeIeHMEeM SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB (BKJIIOYAsl pe3yJbTaThl €e IMPOBEIeHMs),
MHpOpMAIMIO O 3aperMCcTPMPOBAHHBIX JIEKAPCTBEHHBIX ITperaparax M JIeKapCTBEHHBIX ITperaparax,
VICKJTIOUEHHBIX U3 TOCYJApPCTBEHHOTO PeecTpa JIEKApCTBEHHbBIX CPENCTB, He IMO3[JHee ueM uepe3 IATb
pabounx JHEN CO AHS TOJyYeHMs YITOJTHOMOYEHHbIM (eiepasibHbIM OPraHOM VCIIOJIHUTETBbHONM BJIACTU
COOTBETCTBYIOIIEN MHbOPMAaIINA.

(B pen. @enmepanbhbix 3akoHOB OT 22.12.2014 N 429-@3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-©3)

2. CpokM ¥ TOPSAOK pasMelleHMss YKa3aHHOM B 4YacTuM 1 HacCTosIeil cTaTbyu WHGOpMaLU
YCTaHABIMBAIOTCS YIIOJTHOMOUYEHHBIM (befepaibHbIM OPraHOM MCIIOJIHUTEbHON BiaacTu. MHbopmarys,
yKasaHHasi B 4acTy 1 HACTOSINEN CTaTby, SBJISIETCSI OTKPBITON M OOIIEIOCTYITHOM M MPenOCTaBIISIETCS
3aMHTEpPeCOBAHHBIM JIMI]AaM B COOTBETCTBUM C 3aKOHOHaTeibcTBOM Poccuiickoin @epeparn.

(B pen. ®enepasnbHOro 3akoHa ot 22.12.2014 N 429-03)

Mnasa 7. KMTMHNYECKUNE NCCNEAOBAHUA NEKAPCTBEHHbIX
NMPENAPATOB And MEAUUNHCKOIO NPUMEHEHNA, AOITOBOP
Ob X NMPOBEAEHNN, MPABA NALUMEHTOB, YYACTBYIOLWWUX
B 3TNX NCCNEAOBAHUAX

Ctatbs 38. KnuHuueckuMe wuccrefoBaHUA JleKapCTBEHHbIX MNpenapaTtoB Ans
MeAMNLVHCKOro NPUMeHeHus

1. Knuanueckue mcciemoBaHus JIEKAPCTBEHHBIX IIPENapaToB MJiT MEOULMHCKOTO IPUMEHEeHMs, B
TOM YMCJIe MEXKIYHAPOIHbIE MHOTOLIEHTPOBbIE, MHOT'OIIEHTPOBBIE, ITIOCTPErUCTPALMIOHHBIE, IIPOBOISITCS
B OJTHOM MJIV HECKOJIbKMX MEIUIIMHCKMX OPraHu3alsIX B CASIYIOIINX LIeJISIX:
(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

1) ycraHoB/ieHMe 06Ge30MacHOCTY JIEKAPCTBEHHBIX IIPErapaToB MJIsI 3IOPOBbIX JTOOPOBOJIBIIEB U
(w1M) TEepeHOCMMOCTM MX 3JO0pPOBBIMM HOOPOBOJIbLIAMM, 3a WCK/IIOUEHMEM TaKUX MWMCCIeIOBaHMIA
JIeKapCTBEHHbIX IIperapaToB, IPOM3BeIeHHbIX 3a mpeaenamu Poccuiickoit @enmepanyin;

2) Moa00p ONTUMAJIBbHBIX JO3MPOBOK JIEKAPCTBEHHOTO Iperapara U Kypca JieueHus 1Jis al[MeHTOB
C ompenesieHHbIM 3a00JieBaHMEM, ONTMMAIbHBIX 03 M CXEeM BaKIMHAIMY MMMYHOOMOJOTUYECKUMU
JIEKapCTBEHHBIMU TTperapaTaMy 300POBBIX JOOPOBOJILIIEB;

3) ycraHOBJeHMe 0e30MacCHOCTM JIeKAPCTBEHHOrOo Tpernapata ¥ ero 3¢h®&eKTUBHOCTU  IJIs
MaIMEHTOB C onpeeeHHbIM 3a60/1eBaHMEM, MPOPMIAKTUYECKON addeKkTMBHOCTHU
VMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX MPENapaToB [JIs1 3lI0POBBIX TOOPOBOJIBIIEB;

4) wusydyeHMe BO3MOXXHOCTYM pacCIIMpeHUs] TOKa3aHMii MOJIs MEeAUIIMHCKOTO TpUMeHeHUs U
BBISIBJIEHMSI paHee HEeM3BECTHbIX TOOOYHBIX MAEMCTBUM 3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHbBIX
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Iperaparos.

1.1. Knuunueckue mccienoBaHusl JIEKAPCTBEHHBIX IIPeIapaToB IJIs MEOUIVHCKOIO IpUMMEHEHMS
MIPOBOASITCSI B COOTBETCTBMM C MPAaBWIAMM HaJJIesKalllell KIMHUYECKON MPaKTUKU, YTBEPKIEHHBIMU
EBpasuitckoit 5KOHOMUYECKOM KOMUCCHUEN.

(uactb 1.1 BBemena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. B oTHouIeHMM BOCIPOU3BENEHHBIX JIEKAPCTBEHHBIX IPENapaToB /i MeIUIMHCKOTO
MPUMEHEHUST  TPOBOAATCS  MCCAEAOBaHMSI  OMOIKBMBAJEHTHOCTM ¥ (WIK)  TepareBTUYECKO
SKBMBAJIEHTHOCTY B MOPSIIKE, YCTAHOBJIEHHOM aKTaMM, COCTaBJIsiiomu rpaBo Coro3sa.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. OpraHmauM}o InpoBegeHms KIMHNYECKUX I/ICCJ'IG}IOBH.HI/IIZ JIEKapCTBEHHOI'O IIperapara OJist
MeIUIIMHCKOI'O IIPMMEHEHNS BIIpaBe OCYIEeCTBJISITh:

1) pa3paboTuMK JIeKapCTBEHHOTO Mpernapara Uiau yIoJHOMOUEHHOE VM JIUIIO;

2) obpasoBaTesibHble OpraHM3alMii BbICIIEr0 0OOpa30BaHMs, OpPraHMU3aIUMY TOIMOJHUTEILHOTO
npodeccroHaaIbHOro 06pa3oBaHMs;
(. 2 B pen. @emepanbroro zakoHa ot 02.07.2013 N 185-D3)

3) Hay4YHble OpraHMU3aLN.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4. KnmHndeckue wucciaenoBaHMsl JIEKApCTBEHHOrO IpernapaTa Ajisi MeOUIMHCKOTO TPUMEHEHMUS
MIPOBOJSITCS HA OCHOBAaHMM paspellleHNs] Ha ITPOBelieH)e KIMHUUECKOTO MCCIeIOBAaHMS JIEKAPCTBEHHOTO
mperapara, BbIJAHHOTO YIIOJTHOMOYEHHBbIM ceaepasbHbIM OpPraHOM MCIIOJHUTEIbHOM  BJIACTMU.
Y1onHOMOYeHHbIN dhelepasbHbIi OPraH MCIIOTHUTEIbHOM BJIACTY BeJIeT PeeCTp BbIJaHHBIX pa3peleHnin
Ha TpOBeJeHNe KIMHMYECKUX MCCIeJOBaHMIA JIEKAPCTBEHHOTO Iperapara, COAepKalllMii yKasaHue Ha
UX 11eJIb UJIV TIeJTM, B YCTAHOBJIEHHOM 3TMM OPTaHOM IODSIIKe.

(B pen. ®enmepanbHbix 3aK0HOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

5. Yrpatun cuny ¢ 1 mrons 2015 roga. - @emepanbHbiii 3akoH o1 22.12.2014 N 429-03.

6. K opranmsaiym mpoBeleHMs] KIMHUYECKUX MCCAENOBAHUI JIEKAPCTBEHHOTO Iperapara st
MEeIULMHCKOIO IIpMMEHEHUA paspa60TqMK0M JIEKapCTBEHHOI'O IIperiaparta MOI'YT IIPpMBJIEKATbCA
IOpUINYECKMEe JIMIa JIF0OOM  OpraHM3alMOHHO-TIPaBOBOM (OpMbI TIpU  YCJIOBUM  OOecIieueHust
COOTBETCTBUS ITUX UCCJIEIOBAHUI TPeOOBaHMSIM HacTosiero demepajbHOTO 3aKOHa.

7. Yrpartun cuiy. - @enepanbhbiii 3akoH ot 30.01.2024 N 1-D3.

8. [TlepeueHb MeOUIIMHCKMUX OpraHM3alUii, TMPOBOIAIIMX KIMHUUYECKME  MCCIIeJOBaHMS
JIEKapCTBEHHbIX TIPerapaToB i MeIMUIIMHCKOIO MPUMeHEHMs, ¥ PeecTp BbIIAHHBIX paspelleHnii Ha
IpOBefieHre KIMHMYECKUMX MCC/IeNOBAHMI JIEKAPCTBEHHBIX IIpPerapaToB OIYOJMKOBBIBAIOTCS U
pa3MeIaTCsl YIIOJTHOMOYEHHbIM (enepaabHbIM OPraHOM MCITOJHUTEIbHONM BIACTM B YCTAaHOBJIEHHOM
MM IOPSIKe Ha CBOeM oduiiasbHOM caiite B ceTut "VHTepHeT".

(8 pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

Ctatbs 39. PewieHue o0 NpoBefeHUN KTMHUYECKOro uccneaoBaHus NeKapCcTBEHHOTO
npenapara gss MegULUHCKOTo NpUMeHeHs
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Kimunueckoe yucciaenoBaHme JIeKapCTBEHHOI'O IIperapaTa OJd MeOMIMHCKOI'O IIpMMeEHEHNM
IMPpOBOAMTCS Ha OCHOBAaHMM pa3pelleHMs Ha IMpoBedeHNe KIIMHNYECKOro MccjaensoBaHmsd JIeKapCTBEHHOI'O
nperapaTta, BbIAdHHOT'O YIIOJTHOMOYE€HHBIM d)e;lepaanmM OpraHomM MUCIIOJIHUTE/IbHOM BJIACTU  TIO
pe3yJjbTaTaM 3KCIIePpTU3bl JOKYMEHTOB, HEO6XO,ELI/IMI)IX OJIsd IIOJIy4YeHHMsI pa3pelleHnss Ha IIpOoBedeHNre
KIIMHUYECKOI'O UCCyieaoBaHMsd JIEKapCTBEHHOI'O IIperiapara n STUYECKOM 9KCIIEPTU3LI.

2. [l mosyuyeHMsT paspelleHus] Ha MpoBefeHMe KIMHUYECKOTO MCCAeNOBaHMS JIEKapCTBEHHOTO
rpernapara il MeIUIIMHCKOTO MPUMEHEHMS 3asBUTEe/Ib HaIpaBJiIeT MOCPeNCTBOM eOMHOrO IMopTajia B
YIIOJTHOMOYEHHBIN  (delepasibHbli OpraH  MCIOJHUTENIbHOW  BJACTM WM JIMYHBIA ~ KaOWHeT
YIIOJTHOMOYEHHOTO (hefiepa/IbHOrO OpraHa MCIOJIHUTEIbHOM BJIACTU B €IVIHOM CUCTEME:

(B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-®3)

1) 3agBieHue o Bblaue paspellleHMs] Ha TpPOBeleHMe KIMHUYECKOTO MCCJIeJOBaHUS
JIEKApCTBEHHOTO  TpemapaTta s  MEOMIIMHCKOTO  IIpMMEHeHMs, TOANMCAHHOe  YCUJIEHHOM
KBaIM(DUIIMPOBAHHON 3JIEKTPOHHOM IOATMCHIO 3asBUTENISI, a B CydYae, €CJM OT MMEHM 3asiBUTEJIsT
IeJICTBYeT €ro TmpeacTaBuTesb ((pusnyeckoe JMUI0), YIIOJHOMOYEHHBIV eCTBOBATb OT WMEHU
3asIBUTESI HA OCHOBAaHMM [JOBEPEHHOCTM B 3JIEKTPOHHOM (opMe B MAaIIMHOYMTAEMOM BUIE,
MOJIMICAHHOE €ro YCUJIEHHOM KBaIM(DUIIMPOBAHHOV SJIEKTPOHHOM TMOAIMCHIO WIM YCUIEHHOM
HEKBaJIMPUIIMPOBAHHON 3JIEKTPOHHOM MOATNCHIO;

(B pen. ®enepanbubix 3akoHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2) yrpatui cuiy. - @enepanbhbiii 3akoH ot 30.01.2024 N 1-D3;

3) IMPOTOKOJI KJ/IIMHMYECKOro MuccjaengoBaHMs JIEKapCTBEHHOI'O IIperapara O MeIMIMHCKOI'o
IIpMEHEHNS,

4) 6poriropy MccaenoBaTesis (IjIs1 3apErMCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpernapara J0ImyCTUMO
3aMEHUTh OHOOpPEeHHOM OOIel XapaKTePUCTMKOM JIEKapCTBEHHOTO TIIpernapaTra, ecjy TaKou
JIEKapCTBEHHbIN MpernapaT 3aperucTpUpoBaH B COOTBETCTBUM C aKTaMy, COCTaBJIstoImMu rpaBo Corosa,
M €ero IpUMeHeHVe B KJIMHUUECKOM MCCIeJOBaHUM He IPOTUBOPEUUT OJOOpEeHHONM OOIleii
XapaKTePUCTHKE JIeKapCTBEHHOTrO Ipernapara JIjs MeAUIIMHCKOTO MpMMeHeHN s );

(8 pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

5) urdopMaIMOHHBIN JUCTOK MallMeHTa,;

6) cBemeHus1 00 OMbITe pabOThI MCCAeNOBaTesieil 0 COOTBETCTBYIOIIMM CIEUMATbHOCTIM U UX
OIIbITE PabOThHI IO MPOBEIEHNIO KIMHUUECKUX MCC/IeIOBaHMI;

7) - 8) yrpatumm cwiy. - @enepanbhbiit 3akoH oT 30.01.2024 N 1-D3;

9) KOIIMIO AOroBopa 006513aTe/IbHOI'O CTpaXOBaHM, 3aK/JIIOYEHHOI'O B COOTBETCTBUU C TUIIOBLIMMU
IpaBuJiaMM 00s13aTeJIbHOI'O CTpaxXxoOoBaHMdA, C YKa3aHMEeM Hpeneanoﬁ YMCJI€EHHOCTM IIallM€HTOB,
YU4aCTBYIOIIMX B K/IMHMYECKOM MCCIedOBaHMM JIEKAPCTBEHHOI'O IIpernaparta OJd MeIMIMHCKOI'o
IMpUMEHEeHNSI,

10) mHbOpMaLMIO O COCTaBe JIEKAPCTBEHHOTO IMpernapaTa IJisd MeIMIIMHCKOTO NpuMeHeHus (3a
MCKJTFOUEHMEM OMOJIOTMYECKIX JIEKAPCTBEHHBIX MPENapaToB);
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

11) mokyMmeHT, coCTaBJ€HHbIM ITPOU3BOIMUTENIEM JIEKAPCTBEHHOTO Ipernapara Jisi MeaUIMHCKOTO
MpUMEHEeHUsT ¥ CcofepyKalluii ToKasaTeau (XapaKTepUCTUKM), a TaKKe CBeJeHMS] O JIEKapCTBEHHOM
mpernapare JUISi  MEOMIIMHCKOTO IIPMMEHEHUsI, IIPOM3BEIEHHOM [Ji1 IPOBEIEHMUS] KIMHUUECKUX
MCCIIeIOBaHM (32 UCKITIOUEHMEM OMOJIOTMUECKIX JIEKAaPCTBEHHBIX IPEIapaToB);

(8 pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-®3)

11.1) HOKyMeHTbI ¥ CBeIeHMs], IPedyCMOTPEHHble MIpaBUJIaMy IIPOBENEHMUs MCC/IeOBaHMI
OGMOJIOTMYECKUX JIEKAPCTBEHHBIX CPeACcTB EBpasuitckoro SKOHOMMYECKOI'O COI03a, YTBEP KIEHHBIMMU
EBpasuiickoi 53KOHOMMUYECKOM KOMUCCHEN;

(. 11.1 BBemen @enepanbhbiM 3akoHOM OT 30.01.2024 N 1-03)

12) cBemenust o mare mpemoCTaBe€HMS] M PETrMCTPALIOHHOM HOMepe JIMIIEH3UM Ha MPOM3BOACTBO
JIEKapPCTBEHHBIX CPEACTB B CJIy4yae, ecjIy IMPOU3BOJCTBO JIEKAPCTBEHHOTrO IIperapaTta OCYIIEeCTBISIeTCS B
Poccuiickoit ®Depepaiivn, WM OOKYMEHT, COAepsKalllMii CBeJeHMSI O [aTe IpeJOoCTaB/JIeHusT U
PErMCTPAIIOHHOM HOMEpe 3aK/JIIOUEHMS O COOTBETCTBUM IIPOM3BOAUTE]IS JIEKAPCTBEHHOI'O IIpernapara
TpeboBaHMUSIM IIpaBUI Ha esKalen MPOU3BOICTBEHHOM IIPaKTUKHA, MIPeIOCTaBIEHHOTO
YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbI IIPOMU3BOAUTEJIS JIEKAPCTBEHHOTO ITperapara.

(B pen. @enmepanbHbix 3akoHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-P3, ot 30.01.2024 N
1-D3)

2.1. Cepmenusi, monaTBepskpatoive (GakT yIuiaTbl rOCyJapCTBEHHONM MOIUIMHBI 3a MPOBEIEHMe
STUYECKOM IKCIIePTU3bl, IKCIEePTHU3bl JTOKYMEHTOB Ha JIeKapCTBEHHBIM IperapaTr Ajisl IOJTyuyeHUs
paspellleHMs] Ha TpOBeJeHMe KIMHUYECKOTO MCCIeNOBaHMsl JIeKapCTBEHHOro Ipemapara ajis
MEIUIIMHCKOTO TPMMEHEeHMs, 3a BbIIAYy paspelleHus] Ha IPOBeIeHMe KIMHUUECKOTO MCCJIeIOBAHMS
JIEKapCTBEHHOTO Tpernapara Ajisi MeJUIIMHCKOTO IMPUMEeHEeHMs], 32 TTPOBe/ieHNe SKCIepTHU3bl JOKYMEHTOB
Ha JIEKApCTBEHHbBI TIpermapar [Jis TOJydYeHMs] paspelleHus] Ha IIpOBeleHMe MeKAYHapOJHOIO
MHOT'OLIEHTPOBOTO KJIMHMYECKOTO MCCJIeIOBaHMsI JIEKapCTBEHHOTO IpernapaTta Ijisi MeIUIIMHCKOTO
MpUMMeHeHMsI, 3a BbIJA4y paspellleHus] Ha IMpoBeJeHMe MeXAYHAapOJHOrO MHOTOILIEHTPOBOTr'O
KJIMHUYECKOTO WMCC/IeIOBaHMST JIEKAPCTBEHHOTO TIperapaTta IJjsi MEeAUIMHCKOTO TIpUMEHeHus, 3a
MpOBeJleHNe JTUYECKOM IKCIePTU3bl, IKCIEePTU3bl JOKYMEHTOB Ha JIeKAPCTBEHHbIM Ipernapar majis
MOJTyUYeHMsI paspellleHus] Ha MpOBeIeHMe IMOCTPErMCTPAlMIOHHOTO KJIMHUYECKOTO MCCAeqOBaHMS
JIEKapCTBEHHOT'O TIperapara Ijisi MeOVIMHCKOrO MPYMEeHEeHMs, 32 BbIJauy paspelleHys] Ha MPOBeAeHNe
MOCTPErUCTPALMOHHOTO KJIMHMYECKOTO MCCAeA0OBaHMS JIEKAPCTBEHHOTO Mperapara Ajisi MeOUIIMHCKOTO
MpUMeHeHUsI, a Takke CBeleHMs O BblJaBaeMbIx (IIPeIOCTaB/ISIEMbIX)  YIOJHOMOUYEHHBIMU
(benepasbHBIMKY OpraHaMM MCIIOJHUTENIBHOM BJIACTY JOKYMEHTax (CBeIEeHMSIX), YKa3aHHBIX B ITyHKTe 12
yacTM 2 HACTOSIIEN CTaThy, YIOJHOMOYEHHbII ¢enepaabHbIi OpraH MCIIOJHUTENbHOVW BJIACTU
3ampalInBaeT B MOPSIKE MEKBEJOMCTBEHHOTO 3JIEKTPOHHOT'O B3aMMOAENCTBUS.

(gactb 2.1 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B cpok, He mpeBbIIAIOIMIMI TpexX pabouMx OHEN CO OHS HaIpaBjeHMs B JIMYHBIM KaOuHeT
YIIOJTHOMOYEHHOTO (eflepaibHOrO OopraHa MCIOJHUTEbHOM BJIACTM B €IMHOM CUCTEME YKa3aHHOTO B
myHKTe 1 yacTu 2 HACTOSIIIEeN CTaTby 3asB/eHUS M HEOOXOAMMBIX TOKYMEHTOB, YITOJTHOMOYEHHBIN
demepasbHbINM Oprad UCIIOJIHUTEILHON BJIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

1) IMPOBOAUT ITPOBEPKY IMOJIHOTBI M JOCTOBEPHOCTU CBE,ELEHMIZ, Comep KallIMnMXCs B IIpeaCTaBJIEHHBIX
3asdBUTEJIEM OOKYMEHTaX,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

2) INpMHMMaeT pelleHue O IIPOBEdEeHMIM 3KCIIePTU3bl JOKYMEHTOB OJIS IIOJIYUYEHMS pa3pelleHMs Ha
npoBegeHNe KJIMHNMYECKOro NccjiegoBaHus JIEKapCTBEHHOI'O IIperiapaTa oJisd MeOUIIMHCKOTI'O IMIpMMEeHEeHM S
U 9TUYECKON SKCIIEPTU3bI UJIN 06 oTKase B IMpoBeAeHMN YKa3aHHbBIX 3KCIIEPTU3;

3) HampaBJisIeT 3asBUTEIO MOCPEICTBOM €IVHOrO MOpTajga MM B JIMUHBIA KaOMHET 3asiBUTENS B
eAVHOM CUCTeMe TIOAMMCAHHOE YCWJIEHHOM KBaJMOUIMPOBAHHOM  3JIEKTPOHHOM  IMOATIMCHIO
yBeIOMJIEHME O MPUHSITOM pelleHu! MO0 B CIydyae TMPUHSITHUS pelieHus 00 OTKase Takke C yKa3aHWeM
MIPUYMH TaKOT'O OTKAa3a;

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4) HampaB/sieT B JIMYHBIM KaOMHET 3KCIIEPTHOTO YUPEXKIEHWUS! B €OMHOW CUCTEME M JIMUHBIN
KaOMHeT coBeTa IO 3TMKe 33JaHUSI HA IMPOBeJEeHNMEe COOTBETCTBYIOIIMX 3SKCIePTM3, TMOAMMCAHHbIE
YCUJIEHHBIMY KBaJIM(UIVIPOBAHHBIMM 3JIEKTPOHHBIMY TOATIVCSIMMA.

(11. 4 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4. B ciryuae BbISIBJIEHMSI HEITOJIHOTBHI M (W) HEZOCTOBEPHOCTM MHMOpMaIM, CoaepKalleics B
MpeACTaB/JIeHHBIX 3asiBUTEJIEM NOKYMEHTaX, YIOJHOMOYEHHbIM (enepasibHbIi OpraH MCIOJHUTEIbHOMN
BJIACTM HAIPABJISIET B JIMYHBIN KaOMHET 3asIBUTEJISI B €AVMHOM CUCTEME 3arpoc 00 YTOUHEHUM YKa3aHHOM
mHpopMaIn, MOAMMCAHHBIN YCUIEHHOW KBAIM(UIMPOBAHHONM 3JIEKTPOHHON TMOMAMMUCHIO. 3asiBUTENh
00s13aH HANpaBUTb B JIMYHBIA KaOMHET YIOJHOMOYEHHOTO (efepasbHOTO OpraHa MCIOJHUTEIbHOM
BJIACTV B €IMHOM CUCTEMe TIOAIMCAHHBbIN YCWIEHHOV KBaJM(GUUIMPOBAHHONM 3JIEKTPOHHOM IMOATIVCHIO
OTBET Ha 3ampoC YIOJHOMOUYEHHOro (emepasbHOrO OpraHa MCIOJHUTEIbHOM BJACTM B CPOK, HE
MPEeBBIIAIONINI  NeBIHOCTA pabounmx [OHeN CO MOHS TOJyYeHUS YIIOJTHOMOYEHHBbIM (enepasbHbIM
OpPraHoOM MCITOJTHUTEIbHOM BJIACTM 3JIEKTPOHHOTO YBEJOMJIEHMSI O TOJTyYEeHUM 3asBUTEJIEM 3aIpoca.
CpoK, yKa3aHHbBI B 4aCTU 3 HACTOSIIEN CTAaThy, MPUOCTAHABIMBAETCS CO JHS HAIPABJIEHUS B JIMYHbINA
KaOuHeT 3asBUTENII B €eOMHOM CUCTEeMe 3arpoca YIIOJHOMOYEHHOro ¢elepaJbHOrO OpraHa
VICTIOJTHUTEJIbHOM BJIACTYM OO IHS HAIPaBJIeHUS! B JIMUHBI KaOMHET YIOJHOMOYEHHOTO (deepasbHOro
OopraHa MCIIOJTHUTEIbHOV BJIACTM B €OVHOM CHUCTEME OTBETAa Ha 3alpoC M He YUYUTHIBAETCS IpU
VCUMCJIEHUM CpOKa TPUHSTUS YIIOJHOMOUYEHHBIM (efepasbHbIM OpPraHOM MCIIOJHUTENbHOM BJIACTU
pelieHnss O TPOBENEHMM SKCIepPTM3bl JOKYMEHTOB /ISl TIOJy4YeHMs paspelleHus] Ha IpOBeleHue
KJIMHMYECKOTO MCCIeNOBaHMS JIEKapCTBEHHOTO Mperapara it MEAUIIMHCKOTO IMpUMeHEeHNs.

(uactb 4 B pen. PenepanbHoro zakoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHMeM i1 OTKasa B MPOBEIEHNMI IKCIIEPTU3bI JOKYMEHTOB Il ITOJYUYeHMsT paspeleHns
Ha IIpOBeJeHMe KJIMHMYECKOTO MCC/IeOBaHMsI JIeKapCTBEHHOro IIperapara jisl MeIULIMHCKOrO
MPUMEHEHUST M STUYECKOM SKCIIEPTU3bl SIBJISIETCS IPENCTaB/JIeHMe OOKYMEHTOB, IPeIyCMOTPEHHbIX
YacThbIO 2 HACTOSIIEN CTaTbM, B HEIMOJTHOM OObeMe, HElpe[CTaBJIeHe 3asiBUTEIEM B YCTAaHOBJIEHHBIN
CPOK OTBeTa Ha YKa3aHHbBIM B yacTy 4 HACTOSIIEN CTaThbM 3aIlpoOC YIOJHOMOUYEHHOTrO (demepabHOrO
OopraHa MCIIOJTHUTEJIbHOM BJIACTM JIMOO OTCYTCTBME B MPENCTABJIEHHBIX JOKYMEHTaX MCUYEPIbIBAIOIIETO
nepeyHst Heob6xomuMoy uHbopMauuy WM MHGOpPMAaLMM, KOTOpasi JO/DKHA ObITh OTpaskeHa B HUX, a
TaK)ke OTCYTCTBME CBEIEeHMI, KOTOpble B  JaJibHeHIleM IOATBEpPKAAIOTCS  IOCPeICTBOM
MEeKBEIOMCTBEHHOTO 3JIEKTPOHHOI'O B3aMMOJENCTBYS, O (haKTe YIUIaThl FOCYAapCTBEHHONM HOIUIMHBI 3a
MPOBEJIeHNE STUUYECKON SKCIEPTU3bl, SKCIEePTM3bl AOKYMEHTOB Ha JIEKapCTBEHHBIM IIperapar ajist
MTOJTyYeHMs paspeleHst Ha MPoBeleHNe KIMHMUECKOTO MCCAeqOBaHMs JIEKAPCTBEHHOTO Ipernapara Ajist
MEIUIIMHCKOTO TPMMEHEeHMs, 3a BbIJAuy paspelleHus] Ha IPOBeIeHMe KIMHUUECKOTO MCCJIeIOBaHMS
JIEKapCTBEHHOTO IMpernapaTa [IJi1 MeIUIMHCKOrO IIpYMMEHEHMsI, 3a IIpoBeeH) e SKCIIePTH3bl JOKYMEHTOB
Ha JIeKapCTBEHHbIM IIpemapaTr [Jisg IIOJy4YeHMs] paspellleHus Ha IpOBeleHue MeKIyHapOIHOro
MHOTOLIEHTPOBOTO KJIMHMYECKOTO MCC/IeNOBaHMSI JIEKAPCTBEHHOrO IIpemnapara Ijsd MeOULIMHCKOI'O
MpUMMEHEeHMsI, 3a BbIAAYy paspellieHus] Ha IMpoBeJeHMe MEXIYHApOJHOTO MHOTOILIEHTPOBOTO
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

KJIMHUYECKOTO MCC/IEJOBaHMs JIEKAPCTBEHHOrO IIperapara [ MEeOUIMHCKOTO IPUMEHEHMs, 3a
MpOBeJIeHNe STUUYECKOM SKCIEePTU3bl, KCIEepPTMU3bl AOKYMEHTOB Ha JIeKapCTBEHHbBIM Iperapar mAjist
MOJTyUYeHMs] paspellleHus] Ha MpOBeleHMe IMOCTPErMCTPAlMOHHOTO KJIMHUYECKOTO MCCAedOBaHMS
JIEKapCTBEHHOT'O TIperapara Ijisi MeIUIMHCKOrO IIPUMeHeHMs], 32 BbIauy paspelleHNs] Ha MpoBefeHNe
MOCTPErMCTPAIMOHHOTO KJIMHNYECKOTO MCCAeA0BaHMS JIEKapCTBEHHOTO Tperapara Ijisi MeOUIIMHCKOTO
IPUMEHEHMSI.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

6. IIpoBemeHme SKCIEPTU3bl [JOKYMEHTOB [Jisi TIIOJYUYEHMsS paspelleHuss Ha TpOBeJeHye
KJIMHMYECKOTO MCC/IeJOBaHMs JIEKapCTBEHHOrO IIpermapara [jisi MEeAMUIIMHCKOTO TpPUMMEHEHMS U
STUYECKON SKCIEePTU3bl, COCTABJIEHNE KOMMCCHMEN 3SKCIIEPTOB M COBETOM IO 3TUKE 3aK/IIOUYEHUI O
BO3MOXXHOCTY MJIM HEBO3MOXKHOCTM IPOBEIEHMSI TAaKOT'O KJIMHUYECKOTO MCCJIeIOBAHMS, TMOAIIMCAHNE
3aKJTFOYEHUN YCUIEHHBIMM KBaTM(PUIMPOBAHHBIMM 3JIEKTPOHHBIMM MMOATIMCSIMM Y HaIlpaBeHue JaHHbIX
3aKJTFOYEHUI B JIMYHBIVA KaOMHET YITOJITHOMOYEHHOTrO (deepaibHOro OpraHa MCIIOJHUTEIbHO BJIACTU B
eIVHOM CUCTEME OCYIIECTBJISIIOTCS B CPOK, He IMPEBBIIIAOIIUI ABAAIATH MATY pabounx JHEN CO THS
HalpaBjeHusT B JIMYHBIA KaOMHET SKCIIEPTHOTO YUPEKIEHUST B eOVHON CUcCTeMe 3aJaHus
YIIOJTHOMOYEHHOTO (efepabHOrO OpraHa MCIOJHUTEIbHOM BJIACTU C TPUJIOXKEHMEM JTOKYMEHTOB,
yKa3aHHbIX B MyHKTax 3, 4, 10, 11 n 11.1 yactTu 2 HacTOsIIeN CTaTbM, M HAIpPaBJIEHUSI B JIMUHBIN
KaOMHeT coBeTa IO 3TMKE B €IMHOM CUCTEME 3aJaHus YIOJHOMOYEHHOro (demepasbHOrO opraHa
VICTIOJTHUTEJIbHOM BJIACTU C TPWIOKEHMEM AOKYMEHTOB, yKa3aHHbIX B IMyHKTax 3 - 6 m 9 uvactu 2
HACTOSIIIEN CTaTbU.

(dactb 6 B pen. @enmepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

7. B cpok, He mpeBbIIAIOIMINUI Tpex pabouuMx OHEeN CO OHS HaIlpaBjeHus B JIMUHBIM KabyuHer
YIIOJTHOMOYEHHOTO (heepaJIbHOrO0 OpraHa MCIIOJHUTEIbHOM BJIACTYM B €AVHOM CUCTEME 3aK/ITFOUEHWUIA,
YKa3aHHbIX B YaCTy 6 HACTOSILEN CTaTby, YIIOJHOMOYEHHbI (elepajabHblii OpraH MCIOJIHUTEIbHOM
BJIACTH:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) ocymiecTBisseT OIEHKY MOCTYNMBIIMX 3aK/JIIOUEHMI [JISI OINpeAeseHusT UX COOTBETCTBUS
3alaHMSIM Ha IPOBeieHMe COOTBETCTBYIOLIMX SKCIIEPTHU3;

2) TpUMHUMAaET pellleHMe O BbIJaue paspellleHus] Ha TMPOBeJeHNe KIMHUYECKOTO MCCIIeNOBaHMUS
JIEKapCTBEHHOT'O TIperapara Jjisl MeOUIIMHCKOTO MTPUMEHEHNSI, BHOCUT B PEECTDP BbIIAHHBIX pa3perieHunin
Ha TMpOBeAEeHMEe KIMHUYECKUX WCCIeJOBaHMIA JIEKApCTBEHHOrO IIperapara COOTBETCTBYIOIIYIO
MHGOPMAIMIO M HampaBJsSeT MOCPENCTBOM €AVHOrO IMOpTasia 3asBUTENIO WM B JIMUHBIMA KaOMHET
3asgBUTESI B €OVHONM CHUCTEMe BBIMMCKY U3 peecTpa BbIJAHHBIX paspelleHuii Ha IIpOBeleHMe
KJIMHAYECKUX MCCIIeIOBaHMIA JIEKaPCTBEHHOTO mpernapara, MOJMMCAHHYIO YCUIIEHHOM
KBaIM(DUIIMPOBAHHO 3JIEKTPOHHON MOMNCHIO;

(1. 2 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3) mpuMHMMaeT pelleHue 00 OTKa3e B Bblaye paspelleHus] Ha IpOBeAeHNe KIMHUYECKOTO
MUCC/IeNOBaHMSI JIEKAPCTBEHHOI'O IIpemapara MOjIl MeOULMHCKOrO IIpMMEHEHMsS WM HallpaBjser
MMOCPEICTBOM €OVHOrO IopTaja 3asBUTEII0 UM B JIMUHBIA KaOWHET 3asBUTES B €OUHON CUCTEME
IaHHOe pellleHre, TOANMCAHHOe YCUJIEHHOV KBIM(PUIMPOBAHHON 3JIEKTPOHHOM IMOAIMCHIO, C
yKa3aHueM MPUUMH OTKa3a.

(1. 3 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

8. OcHoBaHueM JJIsI OTKa3a B Bblgdue pa3pelieHMd Ha IMPpOoBedeHMEe KIIMHUYECKOTO MCCIeJOBaHMsA
JIEKapCTBEHHOI'O IIpeliapaTta OJisd MeOUIMHCKOI'O IIpMMEHEHMS SBJIAeTCS HalMuMe 3aK/II0UYeHMsI KOMUCCUN
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

OKCIIEPTOB WJIM 3aK/IIOUEHMsS COBeTa II0 I3TUMKE O HEBO3MOXHOCTU IIPOBEOEHUS KIMHUYECKOI'O
ucciaenoBaHms JIEKAapCTBEHHOI'O IIpeliapaTa O MEIMIMHCKOroO IIpMMEHEHMsS IIO pe3yJ/ibTdTaM
IMPOBEOEHHbBIX SKCIIEPTU3, ITPEAYCMOTPEHHbIX YaCTbIO 6 H&CTOHLL[GIZ CTaTbu.

9. Pemtenne 06 OTKase B MPOBEOEHMM IKCIEPTU3bI JOKYMEHTOB IJIS1 TIOJIyYeHMsT pa3pelieHnss Ha
MIpOBefieHNe KIMHMUEeCKOro UCCIef0BaHMs JIeKapCTBEeHHOr'o IpernaparTa JIJis MeJULMHCKOI0O IIpUMeHeHUs
M ITUYECKOM SKCIEepPTU3bl ¥ B BbiJaue paspelleHMs Ha IPOBeleHNe KIMHUUECKOTO MCCAedOBaHMS
JIEKapCTBEHHOrO IIpernapara i MeIUIIMHCKOTO IIPMMEHEeHMsI MOKeT ObITh OO’KajJOBaHO B IOPSIAKE,
YCTaHOBJIEHHOM 3aKOHOAATeJIbcTBOM Poccuiickon demepannmn.

Cratbs 39.1. 3TUYecKas aKkcnepTusa
(BBemeHa @emepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

1. Otnueckas JKCIIEpTM3a MMPOBOAUTCSA COBETOM II0 3TMKE, CO34aHHbIM B IIOPAAKE, YCTAHOBJIEHHOM
YIIOJTHOMOYE€HHbIM (be;[epaanbIM OpraHom UCIIOJTHUTEIbHOM BJIaCTH, B IEJIIX BbIgauyM 3aK/JIHOUYEHUA 006
3TUYECKO) 0O0CHOBAHHOCTU BO3MOXKHOCTHU IpoBedeHVa KIMHNYECKOro nccjiegoBaHusa JIEKapCTBEHHOI'O
IpernapaTa gJiii MeIMIMHCKOI'o IIpYMMeHeHNs.

2. DKCIlepTaMy COBeTa II0 3TUKe MOTYT ObITb IPEeACTaBUTENM MEIULIMHCKUX OpraHu3alui,
Hay4yHbIX OpraHmsaluii, 00pa30BaTEeJIbHbIX OpraHM3alMii BbICIIErO0 O0Opa3soBaHMS, a TaKXe
MpeICTaBUTEIM OOIIECTBEHHbIX OpPraHM3aluii, PEeJUTMO3HBIX OpraHmsalluii ¥ CpPeacTB MacCOBOM
vHpopManvu. [aHHbIEe SKCIEPThl HEe [OJDKHbI HAaXOOUThCA B KaKOM-JIMOO 3aBUCUMOCTU OT
pa3pabOTUYMKOB JIEKAPCTBEHHBIX IIPENapaToB ¥ JOPYTUX JIMI, 3aMHTEPECOBAHHBIX B Ppe3yJIbTaTax
3TUYECKOM SKCIIePTU3HI.

3. Omnata ycayr SKCIIEPTOB COBeTa II0 STMKE OCYIIEeCTB/ISETCS Ha OCHOBaHMM [TOrOBOpa,
3aKJII0YEHHOr0 MEKAY YIIOJTHOMOUYEHHBIM (efepasbHbIM OpraHOM MCIIOJIHUTEIBHOM BJIACTU, KOTOPBIM
CO3[laH COBET II0 3TUKe, M SKCIIEPTOM COBeTa IO 3THUKEe, 3a CYeT OMMKETHbIX AaCCUTHOBaHMUIA,
MPeayCMOTPEHHBIX YIIOJHOMOYEHHOMY (efepaJlbHOMY OpPraHy MWMCIOJHUTEIbHOM BJIACTY, KOTOPBIM
CO3[laH COBET II0 3THKe, B (elepaJbHOM OIOIKeTe Ha COOTBETCTBYIOIIMI TOf Ha OOecIleueHue ero
JesTeIbHOCTH, B pasMepax, ycTaHoBIeHHbIX [IpaButenbcTBoM Poccniickoi ®emepartini.

4. DKcnepThl COBeTa IO 3TUKE HEeCyT OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOIATEIbCTBOM
Poccuiickoin @enepanyn.

4.1. Tlpu mpoBemeHMM STUYECKON SKCIIEPTU3bI HE OOIYCKAeTCS UCTPeOOBaHME 3SKCIEPTOM VY
3asABUTEIIA )'II/I6O MHBIX JINL, MaTe€puasiosB, H€O6XO)1]/IMLIX OJIs1 IIpOBeJeHMs STquCKOﬁ SKCIIEpPTHU3LI. B
cydae HeIOCTAaTOYHOCTM IPENCTABJIEHHbIX SKCIIEPTY MAaTepyuasioB B JIMYHBIM KaOMHET 3asBUTENIS B
eIVHOM CUCTEMEe YITOJTHOMOYEHHBIM JIMIIOM COBETa MO 3TMKE HAIpaBJ/ISIeTCs 3allpoC O IpeACcTaBJIEHUN
HEOOXOIMMbBIX MaTepuasioB, IMOIIMMCAHHBIM pyKoBoAuTejaeM (yIOJHOMOYEHHBIM JIMIIOM) COBETa IO
9TMKE C MCIIOJb30BaHMEM YCWIEHHOM KBaJM(MUIIMPOBAHHON SJIEKTPOHHONM TOAMNMCU, a TaKXkKe
HampaBJIIeTCcs YyBeOOMJIEHMe 00 VYKa3aHHOM 3alpoce B JIMYHBIA KaOMHET YIIOJHOMOYEHHOI'O
(dbemepasbHOro OopraHa UCIOJHUTEIbLHOM BJIACTU B €IMHOM CUCTEME.

(uactb 4.1 BBenmena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-03)

4.2. 3agBuTesb 00sI3aH HaIpaBUTL B JIMYHBIA KaOMHET cOBeTa II0 3TUKE B eOMHOM CUCTeMe
MOATIMCAHHBI YCUJIEHHOVM KBaJIM(MUIMPOBAHHON 3JIEKTPOHHOM TOAMMCHIO OTBET Ha 3ampoc O
MIpeACTaBJIeHNM HeOOXOOMMBIX MaTepuaioB COBETY II0 3TMKE B CPOK, He IPEeBBbIIIAIOINI AeBSIHOCTa
pabounx OHE CO IOHS ITOJYYEHMUSI COBETOM IIO0 3TUKE 3JIEKTPOHHOIO YBEIOMJIEHMSI O IIOJYyYEeHUU
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3asIBUTEJIEM YKa3aHHOTrO 3arpoca. Bpemst co AHST HampaB/IeHMSI COBETOM II0 STUKE B JIMUHBINA KaOMHET
3asIBUTEJII B €OMHOM CHUCTEMe 3aIlpoca O IMPeACTaBJIeHMM HeOOXOOMMBIX MAaTepUayioB OO0 OHS
HaImpaBJIeHMs 3assBUTE/IEM B JIMYHBIM KaOMHET COBETa IO 3TUKE B €IMHOM CUCTEeMe OTBeTa Ha YKa3aHHbIN
3aIpoC He YUMUTHIBAETCS TIPU MCUMCIIEHNM CPOKa ITPOBEIEHMS STUYECKOM IKCIIEPTU3BI.

(uactb 4.2 BBenmeHa PenepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

5. CocraB coBeTa IO 3TMKE, [IOJOKEHMEe 06 3TOM COBeTe, IOPIIOK ero AesTeIbHOCTH, TpeboBaHus
K KBaIM(GUKALMM M OIBITY PabOThl IO SKCIEPTHOM OlLIEHKe HAayYHbIX, MEIMUIVMHCKUX U STUUYECKUX
aCMeKTOB KIMHUYECKUX MUCCIeAOBaHMI JIeKaPCTBEHHbBIX IIPEnapaToB IJIs1 MEIVIIMHCKOTO IPUMEHEHMS,
MpeabaBiiseMble K SKCIEpPTaM COBeTa IO 3TMKEe, HMOPSOOK OpraHu3alMy U IPOBEOEeHMUSI STUUECKOM
9KCHEePTU3bl, GOpMa 3aKIIOUEHNMS] COBETA 10 3TUKE YCTAHABJIMBAIOTCS YIIOJJHOMOUEHHBIM (peepasibHbIM
OpraHOM MCIIOJIHMUTE/NIbHOM BjacTu. Uucao mpencraBuTeseli MeIUIIMHCKMX OpraHu3aluii He MOKeT
MPEBBIIIATD ITOJIOBMHY OT OOIIEro umMcjia SKCIIePTOB COBETA IO STUKE.

6. Nudbopmaims o cocraBe coBeTa IO 3THKe, IUIAHAX €ro pabOThl M TEKYILEH HesTeSbHOCTH
pasMmeriaeTcsi Ha O(UIMAIBHOM CajiTe YIOJHOMOYEHHOTO (eepaqbHOrO OpraHa MCIOJHUTETbHO
Biacty B cety "MHTepHeT" B yCTaHOBJIEHHOM MM HODSIKE.

Cratbs 40. NMpoBegeHNe KIMHUYECKOro UCC/IeA0BaHuUs IEKapCTBEHHOTO npenapara
ANsi MeAULMHCKOTO NPUMeHeHUs

1. PykoBoauTenb MeOUIIMHCKONM OpraHu3alyuy, KOTopas MPOBOAUT KIMHMUUECKOe MCC/ieloBaHue
JIEKApCTBEHHOTO  TIperaparta Jisi  MEeAUIIMHCKOTO TpMMEHeHMs, Ha3HauvaeT MCCaenoBarels,
OTBETCTBEHHOT'O 3a IPOBeAEeHNEe TAaKOTO MWCC/IeNOBaHMS M MMEIOLIero JjedyeOHYI0 CIenuaaIbHOCTb,
COOTBETCTBYIOIIYIO IPOBOAMMOMY KJIMHUYECKOMY MCCJIEHOBAHMIO JIEKAPCTBEHHOTO IIperapara, co
cTakeM paboOTHI MO MPOrpaMMaM KJIMHUUYECKUX MCCIeIOBaHMIA JIEKAPCTBEHHBIX ITPerapaToB He MeHee
yeM TpM TroJa M IO €ro IMpemyIoKeHUIO Ha3HavaeT COMCC/IeloBarTesiell M3 Yucjaa Bpadeil 3TOM
MeIUITMHCKOM OpraHu3alnim.

(B pen. ®enepasnbHOro 3akoHa ot 22.12.2014 N 429-03)

2. WccnepoBarenb OCYIIECTBJISIET BBIOOP MAIlMEHTOB, KOTOPbIE IO MEAUIIMHCKMM TIOKa3aHUSIM
MOT'YT OBbITb MPUBJIEUEHbI K YUACTUIO B KJIMHMYECKOM MCCAENOBAaHMM JIEKAPCTBEHHOTO Iperapara st
MEeIUIMTHCKOTO ITPUMEHEeHMSI.

3. MUccnepoBaTesib ¥ COMCCAEAOBATeNM JOJDKHbI ObITb O3HAKOMJIEHBI C  pe3ysibTaTamMu
JOKJIMHUYECKOTO  MCCAefOBaHUSl  JIeKApCTBEHHOTO  CpeACTBa, colepkallMMucsi B Opoiitope
MICCTIeloBaTeisl, MMPOEKTOM IPOTOKOJIA KIAMHUYECKOTO MCCAeOBaHMSI JIEKapCTBEHHOrO Iperapara [Ajis
MEIUIIMHCKOTO IPUMEHEHMsI, pa3paboTaHHbIM Pa3spabOTUYMKOM JIEKapCTBEHHOTO Tperapara MM MHbIM
IOPUINYECKUM JIMIIOM, IIPUBJIEKAEMBbIM K OpraHM3alyuy IPOBEIEHMUST KIMHUYECKOTO MCCAedOBaHMS
JIEKapCTBEHHOI'O TMperapaTta Ajid MeIMIMHCKOTO TpPUMMEHEHMs, M [OPYTMMM MaTepuajiaMi TaKoro
MICCIIeIOBAHMSL.

3.1. PyroBoauTe/ib MEOUIIMHCKON OPraHM3alyy B CPOK, HE IMPEBBILIAIOIINI TpeX pabounux OHEN CO
ITHSI HavaJIa MMPOBeIeHNsT KIIMHUYECKOTO MCC/IeIOBaHMsI JIEKAaPCTBEHHOTO MpernaparTa JIJisi MeaUIMHCKOTO
MpUMeHeHMsI, coo0IIaeT 06 3TOM B YIOJHOMOYEHHbIN (elepaibHblii OpPraH MCIIOJHUTEIbHON BJIACTH,
BBIZIABIIINI pa3pellieHe Ha MPOBeIeHe TaKOro MCCIeqOBaHMs, TI0 YCTaHOBJIEHHOM UM (GopMe.
(gactb 3.1 BBemeHa PenepasbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4, OpI‘aHI/ISaI_II/II/I, OCYIIECTBJIAOIINME OPraHm3alivio IIPOBEOEHUS KIMHMYECKOI'O MCCIedoBaHUs
JIEKAapCTBEHHOI'O IIpelapaTta g9 MeAUMIMHCKOIoO IpMMEHEHMSI M YKa3aHHble B YaCTu 3 cratbu 38
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Hacrosiiero defepasibHOrO 3aKOHA, B Ciydyae HEOOXOAMMOCTM BHECEHMS] M3MEHEHU) B ITPOTOKOI
KJIMHUYECKOT'O UCCIeA0OBaHMS JIEKAPCTBEHHOTO Tperapara JIJis MeAUIIMHCKOTO MpUMeHeHMsI COOOIIaloT
006 3TOM B YITOJTHOMOYEHHBIN (helepabHbIi OpraH MCIIOJHUTEIbHO BACTH, BbIJABIINI pa3pelleHne Ha
MIPOBEJIeHIe TAKOTO MCC/IeOBaHNsI, 10 YCTAHOBJIEHHON UM (opMe.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma COOOIIEHUS O BHECEHMM WM3MEHEHUI B IPOTOKOJ KIMHMYECKOrO MCC/IeOBaHMs
JIEKApCTBEHHOro IIperapaTta IJjIs MeIMLIMHCKOIO IIpPMMEHEeHMs [OJ/DKHA COMepsKaTh CJIeoyIole
CBeJleHU:

1) HaumeHOBaHMe, MAEHTUHOUKALMOHHBII HOMED U JIaTa MPOTOKOJIa KIMHNYECKOTO MCCIeqOBaHMS;
2) mata BHECEHMSI MU3BMEHEHMI B IMTPOTOKOJI KJIMHUYECKOTO MCC/IeIOBAHMST;
3) HaMMeHOBaHMe ¥ MeCTO HaxXOXXAEHMS 3asIBUTEJIS;

4) HaMMeHOBaHME OpPraHM3alMM, MPUBJIEUEHHONM pa3pabOTUMKOM JIEKAPCTBEHHOI'O Ipernapara K
OpraHM3alyy MIpoBeeHMs KIIMHUYECKOTO VCC/IeOBaHus (TIpY HAJIMUUN);

5) HaMMEHOBAHMA M MeCTa HaXOXIEHMAd MeAUIIMHCKUX OpFaHMSaL[Mﬁ, B KOTOPBIX IIPOBOAUTCS
KJIMHMYECKOe MCC/IeJOBaHMe,;

6) mata BbIJauM paspelieHuss Ha MPOBEIEHNe KIMHUUECKOrO MCCAeNOBaHMsS ¥ HOMEP 3TOrO
paspelieHmus;

7) “3MeHeHMs, BHOCHMbIE B ITPOTOKOJI KJIMHUYECKOT'O MCC/IeIOBAHMSI.
(uactb 4.1 BBegeHa DenepanbubiM 3akoHoM oT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIIaoNIMii IBaAIIaTy BOCBMM paboumnX JHE CO AHS MOJyvYeHMs: YKasaHHOTO B
yacTu 4 HACTOSILEN CTaTby COOOIIEHMS, YIIOJHOMOYEHHbIV GeaepaabHbli OpraH MCIOJIHUTEIbHON
BJIACTM PacCMaTpMUBAeT 3TO COOOIlEHMe B YCTAHOBJIEHHOM MM IIOPSIIKE UM IIPUMHMMAET pelleHue O
BHECEHMM M3MEHEHMII B IPOTOKOJ KJIMHUUYECKOTO WMCCJIeIOBAHMSI JIEKAPCTBEHHOTO IIperapara ajist
MEeIUIIMHCKOTO MPUMEHEeHMsT WM 00 OTKa3e BO BHECEHMM TaKMX M3MEHEHMI, MOAMMCAaHHOe YCUIEHHOM
KBaJIMDUIIMPOBAHHOM 3JIEKTPOHHOM IOMAIMChIO, IIOCPENCTBOM HAaIlpaBJIeHUSI COOTBETCTBYIOLLErO
pelieHMsT B JIMUHBIA KaOMHET 3asiBUTeNs B eouHou cucreme. [Ipy paccMoTpeHUM COOOIEHUSI O
HEOOXOIMMOCTY BHECEHMS] M3MEHEHMII B IMPOTOKOJ KIMHUYECKOTO MCC/IeIOBaHMS JIEKapCTBEHHOTO
mpernapara Jjii MEOMIIMHCKOTO TIpMMEHEHMsS B IeISIX OIeHKM OOOCHOBAaHHOCTM IIpe[IjlaraeMbIX
M3MEHEeHUI U OllpefesieHMs] CTelleHM PUCKa IJIsS MalMeHTOB, MPUHMUMAOIINX YUacThe B KIMHUYECKUX
MUCC/IeIOBaHMAX, VYIIOJIHOMOUEHHbIM (eaepaJbHbIM OpPraHOM MCIIOJIHUTEJIbHOM BJIACTM  MOTYT
MIPUBJIEKATbCS IKCIIEPTHI COBETA TIO 3TUKE U (MJIU) SKCIIEPTHI SIKCIIEPTHOTO YUPEXKIEHMS.

(B pen. @enepanbHbix 3aK0HOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

6. Kinmuuuueckoe wucciaemoBaHue JIEKapCTBEHHOIO Ipemapara [OJid MeOUIMHCKOIO MHpUMMEHEHUS
MOSKET OBbITh MPUOCTAHOBJIEHO WIM IPEKpaIleHO, eC/JM B IPOIecCe ero MPOBeAeHMs OOHapysKeHa
OMACHOCTh IS JKM3HM, 3[IOPOBbsSI TAallMEHTOB. B cyuyae BO3HMKHOBEHMS OIACHOCTM IJISl SKU3HMU,
3M0POBbsI TAllMEHTa, YYAaCTBYIOIIEro B KJIMHMYECKOM MCC/IeIOBaHMM JIEKAPCTBEHHOrO Ipernapara Ajist
MEeIMUIIMHCKOTO IMpUMEHEeHMs], MccaeqoBare/n ob6sg3aHbl MPOMHPOPMUPOBATL 00 3TOM PYKOBOAMUTEJIS
MEeOVULIMHCKOM OpraHM3aluy ¥ OpraHM3alyio, MOJYUMBIIYIO paspelleHne YIOJTHOMOUYEHHOI'O
(demepasbHOrOo oOpraHa WMCIOJHUTENbHOM BJACTM HA OpPraHM3alyIo IPOBEAeHUS KJIMHUYECKOI'O
MCC/IeIOBaHNST  JIGKAPCTBEHHOTO  mpernapaTa. PemreHne O  IPUOCTAHOBJIEHUM — KJIMHUYECKOTO
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MICCIIeIOBAaHMS JIEKAPCTBEHHOTO Tpernapara JIjisl MeOUIIMHCKOTO IIPUMeHEeHMS TPUHMMAIOT PYKOBOAUTEb
MEeIMIIMHCKON opraHmMsaumy u (WiK) opraHmsalius, IOJyuYMBIIAs paspelleHne YIoJTHOMOUYEHHOTO
(denmepasbHOrO OpraHa MCIOJTHUTEIbHOM BJIACTM HA OPraHM3alMI0 MPOBEIEHMS] KIMHUYECKOTO
MCCIeIOBAHMS JIEKAPCTBEHHOTO ITpernapara JIJjisi MeIUIIMHCKOTO ITPUMEHEHMsI, pellleHre O TTpeKpalleHnn
TaKOTr'o MCCAeAOBaHNS TIPUHMMAET YIIOJITHOMOYEeHHbI (eepasbHbli OpraH MCIOJHUTETbHON BJIACTM Ha
OCHOBAHMM COOOIIEHNSI B MMUCbMEHHOV (OpMe pPYKOBOAMTENS MEOVIMHCKOVW OpraHu3alyuyu WIn
opraHm3aiysi, MoJyuMBILAs paspelleHye YIOJHOMOYEHHOro (eaepasibHOrO OpraHa MCIOJHUTETbHOMN
BJIACTM Ha OpraHu3aluio MpoBeleHMs] KIMHUYECKOTO MCCJIeJOBaHUSI JIEKAPCTBEHHOTO Ipernapara MAjist
MEeIUIMTHCKOTO ITPUMEHEeHMSI.

7. B cpok, He IpeBBIIAIONIMI IMATY pabounx JHE! CO OHS 3aBepllieHMs], IPUOCTAaHOBJIEHUS WUJIA
MpeKpalleHns] KJIMHUYECKOTO MCCAeNOBaHMS JIEKapCTBEHHOTO TIIpemapaTa ISl  MEeIUIIMHCKOTO
MpUMeHeHMsI, cooOlleHre 06 3TOM HaIlpaBJISIeTCS] OpraHM3aLMsIMM, YKa3aHHbBIMM B 4acTU 3 cTaTby 38
Hacrosero MemepasbHOrO 3aKOHA, B YIIOJTHOMOUYEHHbIN (elepaibHblii OpraH UCIOJIHUTEIbHOM BJIACTU
10 YCTaHOBJIEHHOM UM (opMe.

8. ®opma coO0OIIEHNSI O 3aBepIleHuM, MPUOCTAHOBJIEHUM WIM TPEKpalleHN KINHUYECKOTO
MCCIefOBaHMS JIEKapCTBEHHOIO Mpenaparta AJis MEAUILMHCKOTO MPUMeHEeHMS 1O/KHA COAEePXKaTh:

1) mudopmanyio o MeIUIIMHCKON OpraHM3aluy UM MEeIUIIMHCKUX OpraHM3alusIX, MPOBOAMBIINX
IaHHOe 1CcJiefOBaHueE;

2) OInMcaHue JaHHOT'O UCCIeqOBaHMsId,

3) maHHble ucciaenoBatens: (bamuausi, UMs, OTYECTBO, MECTO pabOThI, 3aHMMaeMasl JIOJIKHOCTbD,
CIeNMaIbHOCTb, CTaX pabOThl IO TMpPOrpaMMaM KJIMHUYECKUX MCCIeIOBaHMIA JIEKApPCTBEHHbBIX
MperaparoB, IepeyeHb KIMHUYECKUX MCCIeIOBaHMII JIeKapCTBEHHBIX IIPernapaTtoB, B KOTOPBIX OH
MIPUHUMAJ y4yacTue (MeproAbl yIacTHsl) B KAUeCTBe MCC/IeJOBATENS WJIM COMUCCIIeIOBATeIs);

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3yJbTaT AAHHOTO MCC/IeOBaHMs (3aBepIlIeHNe, TPMOCTAaHOBJIEH)E WU TTpEKpallieHe TaHHOTO
MCC/IeIOBaHMS C YKa3aHMEM UX MPUYMH U BJIMSIHUS HA OIIEHKY €ro pe3yJibTaToOB, OOIIYIO OIIeHKY pucKa
M OXWUIAEMOM TIOJNb3bl OT TMPUMEHEHMS] MCCIeAyeMOro JIeKapCTBEHHOIO IIperapara, a TakKe
MpeAIosaraemMble TaJbHENIINEe eCTBUS).

8.1. Tlpu BbIsIBIeHMM demepaJbHbIM OpPraHOM MCIHOJHUTEIbHOM BJIACTM, OCYIIECTBIISIIOIINM
GYHKIMM IO KOHTPOJIIO M HaA3opy B cdepe 3apaBOOXpaHEHMs, HapyIIeHMI OpaBUJI HajJIeskallen
KJIMHUYECKOM MPAaKTUKU TPU TPOBEAEHMM KIMHUUECKOTO MCC/IeIOoBaHMs JIEKApCTBEHHOIO Iperapara,
BJIMSIIOIIMX Ha TOJHOTY M (MJIM) IOCTOBEPHOCTh HAHHOTI'O KJIMHUYECKOT'O MCCJIeJOBAHUS, YKa3aHHBIN
(demepasbHBIM OpraH MCIOJHUTEILHON BJIACTY IPUOCTAHABIMBAET IIPOBEIEeHE JaHHOIO KIMHUYECKOI'O
MCC/IeNOBAaHMS M BHIHOCUT MEIUIIMHCKOM OpraHm3aliuy, B KOTOPOJM IMPOBOAUTCS JaHHOE KIMHUUYECKOe
uccieJoBaHne, TIpeamnyucaHne o0 YCTpaHeHUM BbISIBJIEHHBIX Hapyulenuit. [Ipum HeycTpaHeHumn
MEeIMUIIMHCKOM OpraHu3alyell BbISIBJIEHHbIX HapyIlIeHMI B YCTAHOBJIEHHbI B IIPEAIIMCAHUM CPOK
yKasaHHbI (demepasibHbIi OpraH MCIIOJHUTENbHOV BJIACTM IIPMHMMAET pellleHre O IpeKpalleHun
MpOBeAEHNSI KJIMHNYECKOTIO MUCC/IeAOBaHMs JeKapCTBEHHOrO IperapaTa ¥ HampaBiseT B (delepabHblii
OpraH MCIOJIHUTEJIbHOM BJIACTU, OCYIIECTB/SIONMI (GYHKIUM TIO BbIpabOTKE U peanusaryumn
rOCyIapCTBEHHOM TOJUTUKMA ¥ HOPMATMBHO-TIPABOBOMY PEryJIMPOBaHMIO B cdepe 3ApaBOOXpaHEHMS,
3aKJIIOUYEHME O BBISIBJIEHUY TIPU MPOBEIEHNNM JaHHOTO KIMHNYECKOTO MCCAeNOBaHNS HapyIIeHUIA IPaBuI
HaJjIekalle KAMHUYECKOM TPAKTUKU [IJIT IIPUHATUS pellleHuss 00 OTMeHe paspelleHus: Ha
OpraHmu3alyio IPOBedeHMs] HAaHHOI'O KIMHUYECKOrO MCCJIeOBAaHMSI C HAThl IPUHSTUS pELIeHus O
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MIPYOCTAHOBJIEHMM TTPOBEAEHNS KIMHNYECKOTO MCCIeIOBaHMS JIEKAPCTBEHHOTO ITpernapara.
(uactb 8.1 B pen. PemepasnbHoro zakoHa ot 13.07.2015 N 241-D3)

8.2. Ilpum nmpoBemeHMM KIMHMUYECKOIO WUCCIAEOOBaHMS JIEKAPCTBEHHOrO IIperapara [jIs
MEeIUIIMHCKOTO MPUMEHEHMS B C/Ty4ae YTOYHEHMs (M3MeHeHMsI) JaHHbIX, COIePKaIlXCsl B pa3pelieHnmn
Ha TpoBeJeHMe MTAHHOTO KIMHMYECKOTO MCC/IeOBaHMs, Ha OCHOBaHMM HAIpaB/JIEHHOIO B JIMUHBIN
KaOMHEeT YIIOJITHOMOYEHHOro (enepaJibHOrO oOpraHa MCIIOJHUTEIbHOM BJIACTM B €IUHOM CUCTEeMe
obOpallleHusT 3asIBUTeJIs], MOAIMCAHHOTO YCWJIEHHOM KBaJIM(ULMPOBAHHOM 3JIEKTPOHHOM IOINUCHIO, C
MPUWJIOKEHMEM MOTMBMPOBAHHOIO OOOCHOBAHMSI M TOKYMEHTOB, IOATBEPKIAIOILINX HEOOXOIMMOCTh
YTOYHEHMsI JaHHbBIX, YIOJHOMOYEHHbI (demepasbHblii OpPraH MCIOJHUTEIbHOM BJACTM B CPOK, He
MPEBBIIIAIONINI IBAAIATA BOCBMM paboumx OHEN CO OHS IMOCTYIUIEHMS TaKoro oOpallleHusi, BHOCUT
M3MEHeHMs B paspellleHye Ha IIpoBeeHlMe KIMHMUYECKOrOo MCC/IeNOBaHMs JIeKapCTBEHHOI'o Ipernapara
IJIT MEIUIVHCKOTO TIPUMMEHEHMSI M pPeecTp BbIIaHHBIX paspellleHMiI Ha IpOBeleHMe KIMHUYECKUX
MCC/IeIOBaHMI JIEKapCTBEHHBIX IIPENapaToB, a TaKKe HalpaB/seT B JIMYHbIA KaOMHET 3asBUTENIST B
eIMHOM CUCTEeMEe BBINMCKY M3 peecTpa BbIOJAHHBIX pa3pelleHuii Ha IIPOBeIeHMEe KJIMHUYECKUX
MCC/IeIOBAaHUI  JIEKAPCTBEHHBIX  ITPENapaToB, IMOAINMCAHHYIO YCUJIEHHOW  KBaIM(PUIMPOBAHHON
3JIEKTPOHHOM MOAIICHIO, MO0 IPMHUMAET pellleHre 06 0TKase BO BHECEHMM M3MEHEeHUI B paspelleHye
Ha TIIpoOBeleHMe KIMHUUECKOIO MCC/IeNOBaHMS JIEKAPCTBEHHOIO Ipemapara [mAJjs MeOUIMHCKOIO
MpMMEHEeHMsI M HalpaB/seT B JIMYHBbIM KaOMHET 3asBUTeNII B €eOMHOM CUCTEMe 35TO pelleHnue,
MOAIIMCAHHOE YCUJIEHHOW KBaIM(ULIMPOBAHHOM 3JIEKTPOHHOM MOAIIMCHIO, C YKa3aHMeM IPUYMH OTKas3a.
(uactpb 8.2 BBegeHa DenmepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

9. VYmnonHoMoueHHbIVi (emepasibHbIII OpraH MCIOJHUTEIbHON BJIACTM OITyOJIMKOBBIBAET U
pasMelllaeT Ha CBoeM OQMIMaJIbHOM caiiTe B cetu ' VIHTepHer' cooOlleHre O 3aBepileHuH,
MIPUOCTAHOBJIEHMUM WM TIPEKpalleHn KIMHUYECKOrOo MCCJIeIOBaHMs JIeKapCTBEHHOIO IpernapaTa [iJis
MEeIUIIMHCKOTO IIPMMEHEHMSI B CPOK, He MPEeBBIIIAIOIINIA MISITY pabounx ITHEN CO THS ero IOJyYeHMs, B
YCTaHOBJIEHHOM UM IOPSIIKE.

10. YrnonHomoueHHbIN (enepasbHbIM OpPraH MCIOJHUTENbHON BJIACTU OCYIIECTBIISIET BeleHue
peecTpa ucciemoBaTesiel, TPOBOISIIMX WIM  TMPOBOAMBIIMX  KJAMHUYECKME  VCCIeHOBaHUS
JIEKAPCTBEHHBIX IPENapaToB AJIsI MEIUIIMHCKOTO MPUMEHEHNsI, B COOTBETCTBUM C YTBEPKAEHHBIMM UM
[IpaBUIaMy ¥ pa3MelllaeT ero Ha cBoeM OoGMIIMaJIbHOM caiTe B ceTu ' VIHTepHeT" B YCTaHOBJIEHHOM MM
nopsnake. YKa3aHHbIM PeecTp COAEpKUT WMHGOPMAIMIO, MPeIyCMOTPEHHYIO ITYHKTOM 3 dacTtu 8
HACTOSIIIEN CTaThM.

11. Oruer o pe3yabTaTax KJIMHUYECKOTO UCCAEAOBaHMS JIEKApCTBEHHOIO IIpernapara [Ijisi
MEeIUIIMHCKOTO MPYMEHEHMSI COCTaBJISIETCS OpraHu3alyel, yKa3aHHOM B YaCTU 3 CTaTbhy 38 HACTOSIIIETO
®denepaabHOrO 3aKOHA, M MPEICTAB/ISIETCS B YIIOJHOMOYEHHbIV (deaepaabHbIii OpraH MCIOJIHUTEIbHOMN
BJIACTM, BBIJABIIMIA paspellieHre Ha TPOBeAeHMEe 3TOrO MCCAeNOBaHMs, B CPOK, He ITPEeBbIIIAIOIINI
IBEHA[LIaTX MeCSILIeB CO IHS €ro 3aBeplleHus, MMPUOCTAHOBJIEHMS] MM TpEeKpalleHus, B IOpsSAKe,
YCTaHOBJIEHHOM YITOJITHOMOYEHHbBIM (pefiepaibHbIM OPTaHOM MCITOJTHUTEIbHOM BJIACTH.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

12. Hapyienne mnpaBwi Hagjexkaley KIMHUYECKOM MPAKTUKY, GaabcuduKaims pesyabTaToB
KJIMHMYECKOTO MCC/IeIOBaHMS JIEKAPCTBEHHOTO Iperapara IJjis MeIUIIMHCKOTO MPUMEHEHMs BJIEKYT 3a
€060}t OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeIbCTBOM Poccuiickoit ®epepanyin.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

13. HpI/I NnpoBeJeHM  KIMHMYECKOro mccjaengoBaHMs JIEKApCTBEHHOI'O IIpernapaTta OJIsd
MeIUIIMHCKOTIO IMMpMMEHEeHUMS OOITYyCKaeTCsd 38601) Yy NaneHTOB 6M0JIOTMYECKUX mMarepmaioB (06pa3ubl
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

OMOJIOTMUYECKUX JKUOKOCTEN, TKaHel, CEeKPeTOB WU IPOAYKTOB >KU3HEIesITeJIbHOCTM UeJIOBeKa,
(usnosornyeckux M IaTOJIOTMUECKUX BbIIEJIEHMI, Ma3KOB, COCKOOOB, CMBIBOB, MMKPOOPraHM3MOB,
O6MONCHMIIHBI MaTepuan) s ux usyuenuss B Poccuiickon @Depepaumm u (WiM) 3a MpenesiamMu
Poccuiickoit @epepanyin.

(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

14. Tlopsanok BBo3a B Poccuiickyio @eneparyio 1 BbiBO3a 3a mpenesbl Poccuiickonn @enepariyn
OMOJIOTMUECKMX MaTepuasioB, IIOJYYEHHBbIX IIpYM IPOBEIEHUM KIMHUUYECKOTO  MCCAedOBaHMS
JIEKapCTBEHHOI'O IIperapaTra [IJid MEeIMIIMHCKOrO IpUMEeHeHUs, ycTaHaBiuBaeTcs IIpaBurenbcTBOM
Poccuiickoir @egepanyn.

(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

Ctatbs 41. [loroBop 0 NpoBeAeHUN KJIMHNYECKOro nccriefoBaHnNs NeKapCTBEHHOro
npenaparta Ans MeAULUHCKOro npumMeHeHus

1. Knuuuueckoe ucciaenoBaHmne JIEKapCTBEHHOI'O IIperapaTta a4 MeOMIMHCKOI'O IIPpMMEHEHNMS
npoBOAUTCA B  COOTBETCTBMM C  OOTOBOPOM O IIpOBeOEHMM  KIIMHMYECKOro McCcjaenqoBaHMsI
JIEKapCTBEHHOrI'O IIperiapara i MEOMIMHCKOI'O IPpMMEHEHM, 3aK/JII0YaeMbIM MEXIY opraHmaumeﬁ,
HOHy‘-IMBI.HEﬁ pa3pelnieHre YIIOJTHOMOYEHHOI'o d)enepaanoro OopraHa MCIIOJTHUTE/JIbHOM BJIACTM Ha
Oopranmsaliio IIpoBeaeHMsI TaKOIro MCCIeJOBaHMA, U Me,EU/II_[I/IHCKOI‘/II opraHmauI/Ieﬁ, OCYHJ,QCTBIIHIOI_L[GI;'I
IpoBeJeHe TaKOTO UCCIeaOBaHN .

2. [oroBop O MHOpoOBeOeHUM KJIMHUYECKOTO MCCJIeIOBAaHMS JIEKAPCTBEHHOrO IIpenapaTa jIs
MeAULIMHCKOIO IPUMEHEeHUS JOJIKEH CoJep:KaTh:

1) YCJIOBMS M CPOKUM IIPOBEAEHMS JAHHOTO MCCIeJOBAaHMS,

2) oIrpenejieHne 061_1_16171 CTOMMOCTHU IMpPOrpaMmbl OaHHOT'O MCCJIeOdOBaHMS C YKa3aHMEM CYMMBbI,
npeJ:LHa3Haqa}omeI71c5{ OJISI BBITIJIAT MUCCJIeaoBaTe/IsiM, COUCCJIeqOBaTeIsSIM,

3) omnpeneneHue GoOpMbl IIPeICTaBAeHMS Pe3yIbTaTOB TaHHOTO MCC/IeIOBAHNSI B YTIOJITHOMOUYEHHbI
(demepasibHbINM Oprad MUCIIOJHUTEIbHON BJIACTMH.

Cratba 42. ®uHaHCcOBOe oO6GecnevyeHne K/JAMHUYECKOro  uccnefoBaHus
NlekapCTBEHHOro npenapara A MeguUUHCKOro npumMmeHeHus

duHaHCOBOE oObecrneyeHue KIMHUUECKOTO ucciaegoBaHMss JIEKAapCTBEHHOI'O IIperiapaTa aJid
MEOIMIIMHCKOI'O IIpYMMEHEHMSI OCYIIECTBJISETCS 3a CUET:

1) cpencTB emepanbHOTO GIOMIKETA;

2) CpeiCTB OpraHM3alMil, TOJYUMBIIMX paspellleHre Ha OpraHu3alyio IMPOBEIEeHMUsT JaHHOTO
MCC/IeIOBaHMs, B COOTBETCTBMM C YCJIOBUSIMU JOTOBOPA O €ro MpOBEIeHNN;

3) MHBIX He 3alpeleHHbIX 3aKOHOaTeIbCcTBOM Poccuiickor Depepatiy MCTOYHUKOB.

Ctatbsa 43. lMpaBa NayMeHTOB, Yy4YacTBYWLMUX B KJAMHMUYECKOM MWCCNeaoBaHUU
NeKapcTBEeHHOro npenapara A1 MegULMHCKOro NpuMeHeHus

1. Vwuactue MallMMeHTOB B KJIMHMYECKOM MCCJI€JOBAHMM JIEKADCTBEHHOI'O IIperiapara OJisd
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(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MeIULIMHCKOI'O MpMMEHEeHUS ABJISIETCS ,ELO6pOBOJIbeIM.

2. TlauueHT MM ero 3aKOHHBIM IMPENCTAaBUTENb NO/DKEH ObITh MHPOPMMPOBAH B IMCbMEHHOM
dbopme B BuIe JOKyMeHTa Ha 6yMa)kHOM HOCHUTeJIe MO0 B (hopMe 3JIeKTPOHHOTO TOKYMEHTA:
(B pen. @enmepanbroro 3akona ot 28.12.2025 N 504-D3)

1) O JIEKapCTBEHHOM IIpernapare oJjd MEeOIMIMHCKOIO IIpMMEHEHMAd M CYIIHOCTU KJIMHNYEeCKOro
nccaenaoBaHMs 3TOro JIeKapCTBEHHOI'O IIperapara,

2) 0 6e301acHOCTH JIEKapCTBEHHOI'O IIpernapaTa OJjisi MEOAUIIMHCKOIO ITpMMEHEHNs, ero O)KM,EL&QMOIZ
S(IJ(I)GKTI/IBHOCTI/I " CTeleHM pUCKa OJId IIallieHTa,

3) 06 yCJIOBUMSIX yYacTHs MalyeHTa B KJIMHUYECKOM MCC/IeIOBaHMM JIEKAPCTBEHHOTO Iperapara
JIJISI MEIUITMHCKOTO TIpYMeHeHNS;

4) O Heam mim nejasaxX M INPOOdOJDKUTEJIbHOCTU KIMHMYECKOro MuccjaemoBaHMd JIeKapCTBEHHOI'O
Iperapara aJid MEOMIMHCKOI'O ITPMMEHEHM S,

5) (0] ,ELEI>'ICTBI/IHX nmanMeHTa B CJiydyae HeIIpedBMIOeHHbIX 3(1)(1)9KTOB BJIMSAHNMSA JIEKAPpCTBEHHOI'O
Inpernapara aJisi MEIUIIMHCKOI'O ITpMMEHEHM Ha COCTOsSIHME ero 300POBbAI;

6) 00 yCIOBUSAX 00S13aTEIbHOTO CTPAaXOBaHMSI JKM3HY, 3OPOBBSI MMAIVIEHTA;

7) o rapaHTUSX KOHQUIEHIMaJIbHOCTM YUyacTUsl TMalyeHTa B KJIMHUYECKOM WUCCIedOBaHUK
JIEKapCTBEHHOI'O IIpernapara JIJisi MeAUIMHCKOIO IIpUMMEeHEeHMSI.

3. ,HO6pOBOJ'IbHO€‘ coryiacue mnaiuMeHTa Ha y4yaCTue B KIIMHNYECKOM MCCIeaO0BaHM JIEKAPDCTBEHHOI'O
npemnaparta OJjsd MeOUMIMHCKOIO IIPMMEHEHMS IIOATBEPXKOAETCA €ero IIOAIIMCbIO MM MOAIIMCBIO €ro
3aKOHHOI'O IIpeacTaBMUTe I Ha I/IH(I)OpMaLU/IOHHOM JIMCTKE Mallie€HTa.

4, HaLU/IEHT WIM €ro 3aKOHHbIN NnpeacTaBuUTeIb MMEET IIPpaBO OTKa3aTbCd OT Y4YaCTud B
KIIMHNYECKOM MCCJIedOBaHMM JIEKAPCTBEHHOI'O IIperapaTa OJId MEeOULIIMHCKOI'O IIpMMEHEHMS Ha JII0601
CTagumM IpoBegeHms TaKoro nccjiegoBaHus.

5. TlpoBeneHne KIMHUYECKOTO MCC/I€NOBaHMs JIEKAPCTBEHHOIrO Iperapara AJisi MeOUIIMHCKOro
NpPUMEHEHUSI C Y4YacTMeM B KauecTBe TAIMEeHTOB JeTell [OIMyCKAeTCsS TOJbKO TIpU HaIMuUK
JIOOPOBOJILHOT'O COTJIacHsl Ha y4yacTue B KJIMHMYECKOM MCC/IeIOBaHMM JIeKapCTBEHHOTrO Ipemnapara st
MEIUIIMHCKOTO TPUMEHEeHNUSI B MHGOPMAIMOHHOM JIMCTKE TMalMeHTa, MOAMMCAHHOM MX POIUTENISIMU,
yChIHOBUTENSIMU. [leT MOT'YyT pacCMaTpMBaTbCS B KaueCTBe IOTEHIMAIbHBIX IallIEHTOB TaKOTO
MICCIeIOBAHMSI, TOJIbKO €C/IM €ro TpOBeJeHMe HeoOXOOMMO IJIsl YKpeIyIeHUS! 3[0pPOBbSI [eTeil WK
npo@WIakTMKM MHGPEKUMOHHBIX 3a00JieBaHMII B JETCKOM Bo3pacTe JmbO eciau Iebl0 TaKoro
VICCTIEIOBAHMS SIBJISIETCS TIOJTyU€HMEe JaHHBIX O HaMIyulllel JO3MPOBKe JIEKAPCTBEHHOT'O Iperapara Ajis
JleueHus: paetei. B 3Tux wiyvasx TakoMy MCCIe€NOBAaHMIO [OJDKHO IIPeAllecTBOBAaTh KIMHUYECKOe
MCC/IeJOBaHNe JIEKapCTBEHHOTO Iperapara [IJii MeIUIIMHCKOTO IMpMMeHEHMs Ha COBEPIIEHHOJETHUX
rpaskJaHax, 3a WCKIIOUeHVeM CJIy4yaeB, €eCau MCCIeLyeMbli JIeKapCTBEHHBIM IIperapar  IjIst
MEeIUIMHCKOTO MIPUMEHEeHUST NpegHasHaueH VCKJTIOUUTENTbHO IUTST MCIIOTb30BaHMUS
HECOBEPIIIEHHOJIETHUMU TPaskAaHaAMMU.

(B pen. ®enmepanbubix 3akoHOB OT 22.10.2014 N 313-D3, or 28.12.2025 N 504-D3)

6. 3anpemaeTC;1 InpoBeJeHe KJIIMHMYECKOro McCCJIegoBaHMsA JIEKAapCTBEHHOI'O IIpeliapaTa aoJid
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MEeIUIIMHCKOTO IIPMMEHEHMS C YUaCTHeM B KaueCcTBe IalyieHTOB:
1) nereit-cupoT u meTel, ocTaBlIMXCs 6e3 ToneueHus poauTesei;

2) SKeHIIMH B Tepuoj O6GepeMeHHOCTM, JKEHIIMH B IIepuoj, T'PYJHOrO BCKapMJIMBaHMS, 34
VICKJIIOUEHMEM CJTyYaeB, eCIM MPOBOAMUTCS KIMHUYECKOe MCCefoBaHMue JIeKapCTBEHHOrO IIperapara,
MpeaHa3HAYeHHOTO /ISl YKa3aHHbBIX KEHIIVH, TPU YCJIOBUM HEOOXOIMMOCTH TOyYeHusT MHGOopMaLumn
TOJIBKO BO BpeMs IPOBEAEHUSI COOTBETCTBYIOIIMX KIMHUYECKMX MCCIEIOBAHMIA UM TIPUHSITUSI BCEX
HEeOOXOIMMbBIX Mep MO MCKIIUYEHMIO pUCKa HAaHeCeHUs Bpena >KEeHIMHe B Iepuop, GepeMeHHOCTH,
SKEHILMHE B Tepuof, TPYAHOTO BCKapMJIMBaHMUSI, TUIOAY WM PeOEeHKY;

3) BOEHHOCJY)KAlllMX, 3@ MCKIIOUEHMEM CydyaeB IPOBeAeHUs] KIMHUYECKOTO MCCIIeIOBaHMS
JIEKapCTBEHHOTO Tperapara, CHelyaabHO pa3paboTaHHOTO MJis MPUMEHEHUsT B YCJIOBUSX BOEHHBIX
IEeVICTBUIA, UPE3BBIUAMHBIX CUTYyallMif, TPOQUIAKTUKM ¥ JiedeHus] 3a00JeBaHUN ¥ ITOpaskeHWUI,
MOJIy4YEeHHBIX B  pe3ysibTaTe BO3JEMCTBUS  HEOJArompusITHBIX  XMMMUUECKUX, OMOJIOTMYECKHUX,
pamManyMoHHbIX (akTopoB. KimHuyeckoe mcciaenoBaHMe TaKOTO JIEKAPCTBEHHOTO IperapaTa MOXKeT
MPOBOAUTBCS C yYyacTMeM B KayecTBe IAllMEHTOB BOEHHOC/IYKAIlMX, 33 MCK/IIOUYEHUEM
BOEHHOCJTYKAIINX, TMPOXOMSIIMX BOEHHYIO CIYKOy IO Tpu3bIBy, C COOJMIOAeHMEeM TpeOOBaHUA,
YCTaHOBJIEHHBIX HacTosimM DeepasbHbIM 3aKOHOM B OTHOIIEHUY T'PasKIAHCKIUX JIALI,

4) COTPpYIHMKOB ITPaBOOXPaHUTEIbHBIX OPTraHOB;

5) nui, or6hIBaOIIMX HaKasaHMe B MeCTaxX JIMILEHMsT CBOOOMbI, a TaKKe JIMILI, HaXOMOSILMXCS IOf,
CTpaskeli B CJIEACTBEHHBIX M30JIITOPaX.

7. JIomyckaeTcsl IpOBeIeHMe KIMHMYECKOrO MCC/IeNOBaHMs JIEKAPCTBEHHOrO IIperapara [jisl
MEeIULMHCKOI'O NMpMMeHEeHMs, ITpeJHa3HaYe€HHOIro OJId JIEUeHUA IICUXUYECKUX 3a60ﬂeBaHM]7[, C yyacTuem
B KaueCTBe MALMEHTOB JIAL, C ICUXUYECKMMM 3a00jIeBaHMSIMM, MPU3HAHHBIX HEIEeCrOCOOHBIMU B
HOpAZIKE, YCTaHOBJIEHHOM 3aKOHOAATeNbcTBOM Poccmiickoit ®@enepanmu. Kinmuuueckoe mccienoBanme
JIEKapCTBEHHOTO IperapaTa B 3TOM C/Iydae IPOBOIUTCS IMpPY HAJIMUUM JOOPOBOJILHOIO COrJIacusl Ha
yuyacTye B KJIMHUYECKOM MCC/IeJOBaHMUM JIEKapCTBEHHOrO Ipelapara Jjisl MeOULIMHCKOrO IPMMEHEeH s B
MH(POPMAaLIMOHHOM JIMCTKE IaLMeHTa, IOAIMCAHHOM 3aKOHHBIMM MTPECTaBATE/IIMM YKa3aHHbIX JIMII.

(B pen. ®enepanbroro 3akoHa ot 28.12.2025 N 504-D3)

Ctratbsl 44. O6sA3aTe/ibHOe CTpPaxOBaHME )>KU3HMW, 3[40POBbs  MNaLUEHTA,
yyacTBYyHOLEro B K/MHUYECKOM WCCNefoBaHMU JNIeKapCTBEHHOro npenapara Ass
MeAULMHCKOTro NPUMEHEeHNs

(B pen. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranmsaums, TOJYyYMBIIAS paspellleHre Ha OpraHM3aluio IPOBEIEeHNUS] KIMHUUYECKOTO
MCC/IeIOBaHMS JIEKAPCTBEHHOrO IIperapara [Ijis MeAUIIMHCKOIO INpUMeHeHMs, oOsi3aHa B KauyecTBe
CTpaxoBaTesisI CTpaxoBaThb PUCK IPUUMHEHMS Bpeda >KM3HM, 3IOPOBbIO IallieHTa B pe3yJibTaTe
MPOBeAEHMS KIMHUYECKOrO UCCAeN0BaHMs JIEKAPCTBEHHOI'O IIpernaparTa Ijis1 MeIULIMHCKOI'O IPUMEHEHUS
3a CBOM CYET ITyTeM 3aK/IIOUeHMST JOTOBOpa 00sI3aTeTbHOTO CTPaXOBAHMSI.

2. OObEeKTOM 00S13aTeJIBHOTO CTPAaxOBaHMsI SIBJISIETCSI MMYIIECTBEHHBIM MHTEpeC IallMeHTa,
CBSI3aHHBIN C IPUYMHEHNEM BpeJa ero SKU3HU WIK 3[JOPOBbIO B pe3yJbTaTe MPOBeJeHMs KIMHUUECKOTO
MCCIIeIOBAaHMSI JIEKAPCTBEHHOTO TIperapara i MeIULMHCKOTO TPYMeHEeHMSI.
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3. CTanOBbIM cjiygyaeM II0 JOroBOpYy 00s13aTeJIbHOTO CTpaxXOBaHMA SBJIIETCA CMEPTH IMallMMEHTa
Win yxyaluieHue ero 3aopoBbs, B TOM 4lMCJi€ BJIeKyIlee 3a cobon YCTaHOBJIeHe MHBAJIMIHOCTU, IIPU
Ha/IMummn HpI/II—II/IHHO-CIIe,ELCTBeHHOI‘/J[ CBA3M MEXXOY HaCTYIIJIEHMEM 3TOrO COOBITUS U y4yaCTueMm I1aueHTa
B KJIMHNYECKOM UCCJIeJOBAaHUM JIEKAPCTBEHHOI'O ITIperapaTa.

4. TpeboBaHuss O BO3MEIEHMM Bpema, NPUUYMHEHHOTO JKU3HU WM 3I0POBbIO IalMEeHTa,
MpedbsBJISIOTCS B TeUeHMe CPOKOB  MCKOBOM  JABHOCTM, YCTAHOBJIEHHBIX TI'DaKIaHCKUM
3aKOHOJIATEIbCTBOM.

5. PasMep CTanOBOI}JI BBITIVIATHI IO AOTOBOPY 006S13aTeIbHOI'O CTpaXOBaHM COCTaBJISET:

1) B ciryuae cMepTy maiMeHTa ABa MUJUTMOHA py6Jield Ha Kak[IOro MalyeHTa, yJacTBOBABIIEro B
KJIMHMYEeCKOM MCCIeOBaHUM JIEKapCTBEHHOT'O IIperapara;

2) npu yXyAlIeHU! 3[0POBbs MaljieHTa:

a) TIOBJIEKIIIEM 33 COOOV yCTaHOBJIEHME VHBAIUAHOCTM | TPYMIbI, OAVH MWUIMOH TSITbCOT ThICSY
py6seil Ha KaKOIOro TMAalMeHTa, YYacTBOBABIIErO B KIMHMYECKOM MWMCC/IENOBAaHMM JIEKAPCTBEHHOIO
nperapara;

6) moBJekiIeM 3a CO60i1 ycTaHOBJieHMe MHBanupHoctu Il rpynmbel, oguH MwinMoH pyb6sen Ha
KayKJIOTO MalyieHTa, y4aCTBOBABILIETO B KJIIMHIUECKOM MCCIIeIOBaHNM JIEKAPCTBEHHOTO ITpernapara;

B) TIOBJIEKIIIEM 3a CO0OOV ycTaHOBJeHMe MHBaMAHOCTM III rpymmbl, mATbCcOT ThICSY pybJieii Ha
KasKIOTO TaIMeHTa, YYaCTBOBABIIIErO B KJIMHNYECKOM MCCIeIOBaHNM JIEKAPCTBEHHOIO Iperapara;

I') He IMOBJIEKIIIEM 3a COOOM YCTAaHOBJIEHMST MHBAIIMIHOCTH, He Bojiee YeM TPUCTa ThiCsd py6iieit Ha
KaK[IOro TMalMeHTa, y4acTBOBAaBIIEro B KIMHMYECKOM MCCJIeOBAaHUM JIeKapCTBEHHOrO Iperapara,
MICXOMSl U3 HOPMATMBOB, OTPaKAIOIIMX XapaKTep ¥ CTeleHb ITOBPEKAEHMs 3I0POBbs, a TaKKe
(bakTMUecKM IIOHECEHHBIX MalMeHTOM pPAacXOIOB, BbI3BAHHBIX IIOBPEXKIEHMEM 3[OPOBbS, Ha
MEIMIMHCKYIO [TOMOILIb, IIPHMOGPETEHE JIEKAPCTBEHHBIX MTPeraparos.

(. """ B pen. @enepasnbHoro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utonsa 2015 ropa. - @epepanbHbii 3akoH ot 22.12.2014 N 429-D3.

7. CpoK OgoroBopa OOSI3aTe/JIbHOT'O CTPaxXOBaHMsI He MOXKET ObIThb MeHee, UeM CPOK IPOBEIEeHUS
KJIMHMYECKOTO MCCIeNOBaHMs JIEKapCTBEHHOTO Ipernapara.

8. YcnoBust moroBopa 00s3aTeIbHOTO CTPaxOBaHMS, B TOM UMCJIEe CTPaxoBble Tapudbl IO
06s13aTeJIbBHOMY CTPaxOBaHMIO, TepeueHb HeOOXOAMMbIX HOKYMEHTOB [JISI OCYILIECTBJIEHMS CTPaxOBOW
BBIIUIATHI, TOPSIAOK YCTAHOBJIEHMSI CTPaxOBaTeJeM WHIMBUAYAIbHOTO WIEHTU(PUKALMOHHOTO KOAA
MaIMeHTa, MOPSI0K MHPOPMMUPOBAHMS CTPAXOBATEIEM CTPAXOBILMKA O MPUBJIEUEHHBIX K KIMHNYECKOMY
MICCIEIOBAHMIO JIEKAPCTBEHHOTO IIperapara Ajid MeIUIMHCKOTO TpPUMEHEeHMS TMallMeHTaX, MOPSIOK
YILIaThl CTPAXOBOM MPEMMM, TTOPSIOK pean3alini onpeneaeHHbIX HacTosyM DenepasbHbIM 3aKOHOM
u apyrumu denepasbHbIMM 3aKOHAMM TIpaB M OOSI3aHHOCTEM CTOPOH IO JIOTOBOPY OOSI3aTeIbHOTO
CTpaxOBaHMsl, a TaK)Ke HOPMATMBbBI, OTPaKAIOIIME XapaKTep M CTeleHb MOBPEKIEHNs 3I0POBbS,
YCTaHABIMBAIOTCS TUIIOBBIMU ITPABWIAMY O0SI3aT€JIbHOTO CTPAXOBAHMS.

(B pen. ®enmepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

9. B Cjlydyae IIpUYMHEHMA Bpeaa >XU3HM IIallMEeHTa, Y4YadaCTBOBaBIIEro B KJ/IMHUMYECKOM
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MCCIeIOBaHNMM JIEKAPCTBEHHOIO IIperiapara, BbITOZOINpMOOpeTaTesiMii 110 HOTOBOPY OO6sI3aTeIbHOIO
CTpPaxOBaHMsl SABJSIOTCS TpakAaHe, MMeEIOLIMe IIpaBO Ha BO3MeIleHMe Bpefa B CJiyyae CMEPTH
KOpMMWJIblia B COOTBETCTBUM C I'PDAXKAAHCKMM 3dKOHOMATEJIbCTBOM, IMPU OTCYTCTBUMM TaKUX TI'DAXKOAH -
pomMTENM, CYIpPYr, HEeTH YMEPILIEro IalyeHTa, YJYaCTBOBABIIErO B K/IMHMYECKOM MCCJIeIOBaHUM
JIEKapCTBEHHOIO IIperapara, B (Jy4ae CMepTM IIalMeHTa, Y4YaCTBOBABIIETO0 B KJIMHUMYECKOM
MCCIeIOBaHNUM JIEKAPCTBEHHOrO IIperapara ¥ He MMEBILIero CaMOCTOSTEIbHOIO JOX0a, - IpaskjaHe, Ha
VOKIVBEHMM KOTOPBIX OH HAXOIMJICS, B OTHOILEHM) BO3MEILLIEHNMsI pacXOJ0B Ha morpebeHne maiyeHTa,
Y4aCTBOBABIIIETO B KJIMHMUYECKOM MCC/IENOBAHNMM JIEKAPCTBEHHOrO Iperapara, - JUIo, ITOHeCIlIee TaKue
Pacxobl.

10. CrpaxoBasi BblIUIaTa B CYET BO3MeIeHMSI Bpena, NPUUMHEHHOTO JKM3HM TallMeHTa,
Y4YaCTBOBABILIETO B KJIMHMYECKOM MCCJIENOBAHMM JIEKAPCTBEHHOTO Iperapara, pacipenesisseTcss MeKay
BBITOZONPMOOPETATESIMM ITPOTIOPIIMOHATIBHO MX KOJIMYECTBY B PABHBIX JTOJISIX.

11. Tlpu HacTyIUIeHMM CTPaxOBOTO Cjydas IallMeHT, YYaCTBOBABLUIMII B KJIMHUYECKOM
MUCCIeNOBaHMM  JIEKAPCTBEHHOrO  IIperapara,  BbIrOAoIpuoOperaTesb  BOpaBe  MPEeIbsIBUTH
HEMOCPEICTBEHHO CTPaxOBIIMKY TpebOBaHMe O BO3MeIIeHUM IpuYMHeHHoro Bpena. CrpaxoBast
BBITIJIATA OCYIIECTB/ISIETCSI CTPAaXOBIIMKOM B Te4YeHMe TPUIALATY [JHEM CO IHS TIpeacTaB/IeHMs
HEOOXOIMMBIX TOKYMEHTOB. [laleHT, yuacTBOBaBIINI B KJIMHMYECKOM MCC/IeIOBAaHMUM JIEKAPCTBEHHOTO
mpernapara, WM BbIrofgonpuobperaresib 00si3aH COOOIIUTb CTPAaXOBIIMKY [JISI  OCYIIECTBJIEHMS
CTPaxOBOM BBIIJIAThl MHOMBUIYAIbHbIA UAEHTU(PUKAIMOHHBIA KOJ TAallieHTa, YCTaHOBJIEHHBIN
CTpaxoBaTejieM B COOTBETCTBUM C TUIIOBbIMMU IIPaBUIaAMK 00s13aT€IbHOIO CTPaxXOBaHMSI.

12. Ilo mojHOro omnpepeieHus pasmepa IOAJIeKallero BO3MEIIEHMIO Bpela CTPaxOBIIMK II0
3asIBJIGHMIO TIALMEHTa, YYaCTBOBABIIErO B KJIMHMYECKOM MCCIeIOBaHMM JIEKAPCTBEHHOIO IIperapara,
WIM  3aBJIEHMIO  BBITONONPMOOpETaTesiss BIIpaBe OCYIIECTBATb YaCThb CTPAaxXxOBOJM  BBIILIATHI,
COOTBETCTBYIOIIYIO (haKTHUECKM OIpeeIeHHON YacTy IIPUUMHEHHOrO Bpea.

13. CTanOBaﬂ BbIIIJIaTa B COOTBETCTBMM C OOTOBOPOM 00s13aTeJIbHOT'O CTpaxXOBaHUA
OCYIIECTBJIAETCSA HE3aBMCMMO OT BBIIJIAT, IIPUUYMUTAOIIMXCSA IO OAPYI'MM BUAaM CTpaxXOBaHMA.

14. He pomyckaercs ydyacTue TallMeHTa B IPOBEIEHUM KJIMHUYECKOTO MCCJIeJOBAHMS
JIeKapCTBEHHOTO IpernapaTta mpu OTCYTCTBUM IOrOBopa 00sI3aTeIbHOTO CTPaXOBaHMS.

15. KoHTposb 3a MCIOJHEHMEM OpraHusaliieii, MOJyUYMBILIEl paspellieHne Ha OpraHu3alnio
MpOBeeHMs]  KJIMHUYECKOTO MCCJIeHOBaHMSI JIEKAPCTBEHHOrO Tperapara Ijisi  MeAVIIMHCKOIO
MPUMEHEHNSI, YCTAaHOBJIEHHOM HACTOSIIIEN CTaThell OOS3aHHOCTY IO 00S13aTeIbHOMY CTPaxXxOBaHMUIO
SKU3HU, 3[0pOBbSI TallMeHTa, YYacCTBYIOIIEro (y4yacTBOBABIlIEr0) B KJIMHMUECKOM WMCCJIeIOBAHUMU
JIEKApCTBEHHOTO  IIperapara, OCYIIEeCTBJISIETCS  YIIOJHOMOYEHHbIM  (emepayibHbIM  OpraHoOM
VICIIOJTHUTEJIbHOM BJIACTM, BBIJABIIMM paspelleHre Ha IPOBeAeHMe KIMHUYECKUX MCCAeIOBaHNUNI
JIEKApPCTBEHHBIX MPEIapaToB JIs MEAUIIMHCKOTO ITPUMEHEHMSI.

Fnasa 8. MPON3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

CrtaTtbA 45. lNpon3BoACTBO JIeKapCTBEHHbLIX CpeAcTB

Koncynprantlitoc: npumevaHue.

3aK/IOUYeHNsI O COOTBETCTBUM TIPOM3BOIUTEJIS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMSIM ITPaBUJT
HaJiJIeskalei MPOU3BOICTBEHHOV IMPaKTUKM, BbigaHHble B (opme mokymeHToB mo 01.03.2026,
JeiCTBUTEJIbHBI 10 OKOHYaHMs cpoka aerictus (D3 ot 31.07.2025 N 304-D3).
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

1. TIpou3BOACTBO JIeKapPCTBEHHbIX CPEACTB [JiI BETEPUHAPHOTO TIPUMEHEHMS] IOJIKHO
COOTBETCTBOBATh TpPeOOBAHMSM IPAaBWI HaAJIeXKallell IMPOU3BOACTBEHHON NpPaKTUKM EBpasuiickoro
S5KOHOMMYECKOTO COt03a. Bbimaua ceptudmkaToB (3aKIIOUEHMI) COOTBETCTBMSI ITPOM3BOJICTBA
JIEKapCTBEHHBIX CPENCTB /[JISI BeTePMHAPHOrO MpUMEHEeHMsT TpeOOBaHMSIM TIPaBWI HajAJIesKallen
MTPOM3BOICTBEHHON MPaKTUKY EBpasmiickoro 3KOHOMMYECKOTO CO03a OCYILECTBIISIETCS M0 Pe3yJibTaTaM
(dapmaneBTHUECKMX MHCHEKIMiA. PasMep 1uiaTel 3a BbIJAUy YKa3aHHBIX CepPTU(UKATOB (3aKITHOUYEHNIN)
ycraHaBiuBaetcst [IpaButenbctBom Poccuiickon @epeparm. [Iopsamok opraHmsainmu M IMpOBeIeHUs
dapmaleBTMUeCKMX MHCIEKIMM IMPOMU3BOACTBA JIEKAPCTBEHHBIX CPEACTB [JiT BeTepUMHAPHOTO
MPMMEHEHUsT Ha COOTBETCTBME TpeOOBaHMSIM MpPaBUJ HaJIeXXallel ITPOU3BOJICTBEHHOM IPAKTUKU
EBpasmifickoro 3KOHOMMYECKOTO COI03a YCTAHABIMBAETCS MpaBoM EBpasmiickoro 3KOHOMMUYECKOTO
coro3a.

(uactb 1 B pen. @enepanbHoro 3akona ot 31.07.2025 N 304-D3)

1.1. TIpou3BOACTBO JieKapCTBEHHBIX CPEACTB MAJISI MeAUIIMHCKOTro IpuMeHeHUs1 B Poccuiickon
®depnepaliny OCYIIECTBISIETCS TTPOU3BOIUTESIMU JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUM C IIPABUJIAMU
HaJIJIesKalleli MpoM3BOACTBEHHON MPpaKTUKM EBpasmiickoro SKOHOMUYECKOTO COI03a.

(uactb 1.1 BBemena @emepanbHbiM 3ak0oHOM OT 31.07.2025 N 304-D3)

2. TIpou3BonCTBO JIEKAPCTBEHHBIX CPEACTB MJIsI BeTepMHApPHOro NpuMeHeHus1 B Poccuiickon
®depmepalyy OCYIIECTBISIETCS TTPOU3BOAUTENISIMY JIEKAPCTBEHHBIX CPEACTB, MMEIOIIMMM JIMIIEH3UIO Ha
MPOM3BOACTBO JIEKAPCTBEHHBIX CpencTB. IloaTBepskmeHMe COOTBETCTBMS JIMIIEH3MaTa [IPaBUIAM
HaJIJIesKalleil Mpou3BOACTBEHHONM MPaKTUKM EBpasuiickoro 5KOHOMMYECKOT'O COK03a OCYILECTBIISIETCS B
paMKax JIMIIEH3UPOBaHMsI, B TOM UMCJIe TIeEPUOANYECKOTO TTOATBEPKAEHMSI COOTBETCTBUS TTPOU3BOIUTEIS
JIEKAPCTBEHHBIX CPEJCTB JIMIIEH3MOHHBIM TpeOOBaHMSIM, B COOTBETCTBMM C 3aKOHOJATEIbCTBOM
Poccuiickont @epeparym. [1pou3BOACTBO JiIeKapCTBEHHBIX CPEACTB AJII MEAMIMHCKOTO IPUMEHEHMUS
OCYILIECTBJIIETCS MPOU3BOIAUTEISIMU JIEKAPCTBEHHBIX CPEACTB [JIT MEOUIIMHCKOTO TpPUMeHeHMs,
VMEIOIMMM JIUIIEH3MI0O Ha IPOM3BOMACTBO JIEKAPCTBEHHBIX CpeACTB. IloaTBepsKAeHue COOTBETCTBUS
[paBWiIaM HaJJIeskalie IMPOU3BOJACTBEHHOM TMpPaKkTUKM EBpasmMiickoro 35KOHOMMYECKOTO COro3a
OCYIIIECTBJIIETCSI B paMKax JIMIIEH3MPOBAHMS, B TOM UMCJIE TIEPUMOANYECKOrO IOATBEPKIEHUS
COOTBETCTBUSI JIMIIEH3MATa JIMIIEH3MOHHBIM TpPeOOBaHMSIM, B COOTBETCTBUM C 3aKOHOIATEIbCTBOM
Poccuiickoit @epepaiimy ¢ yueToM OCOOEHHOCTENM, yKa3aHHBIX B uactu 1.1 Hacrosiein cratbu. B
paMKax OCYIIECTBJIEHMS JIMIIEH3MPOBAHMS TIPOU3BOJICTBA JIEKAPCTBEHHBIX CPENCTB AJISI MEAVIIMHCKOTO
MIPUMEHEHNSI, B TOM YMCJIe TTEPUOINYECKOTO MOATBEPXKIEHMSI COOTBETCTBMUS JIMIIEH3MATa JIMIIEH3MOHHBIM
TpeGOBaHMSIM, TIpM  TIOATBEPXKAEHUM COOTBETCTBUSI IPOM3BOMACTBA  JIEKAPCTBEHHBIX  CPENCTB
TpeGOBaHMSIM MPaBUJI HaJJIesKallleid MPOU3BOACTBEHHONM IMPaKTMKY EBpasmifickoro sKOHOMMUUYECKOTO
COI03a IPOM3BOAUTENIO JIEKAPCTBEHHBIX CPEICTB IS MEOUIMHCKOTO TIPUMEHEHMSI BbIIaeTCs
cepTUdUKAT COOTBETCTBMS MMPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMSIM IPABWII HaJJIeKallein
MTPOM3BOICTBEHHOM MPaKTUKM EBpa3uiickoro 5KOHOMMYECKOTO COr03a.

(uacTb 2 B pen. egepanbHoro 3akona ot 31.07.2025 N 304-D3)

2.1. Ina uesneii JULEH3MPOBAHUSI IPOM3BOACTBA JIEKAPCTBEHHBIX CPENCTB OJjI1 MEIUIIMHCKOI'O
MPUMEHEHNUST ¥ MHCIIEKTUPOBaHMSI CyOBEKTOB OOpaIlleHNs] JIEKApCTBEHHBIX CPEICTB Ha COOTBETCTBME
TpeGOBaHMSIM  MpaBUJ  HaJJeKallleld  MPOM3BOACTBEHHOM  MpakTMKM  (demepajbHbli  OpraH
VICTIOJTHUTENIbHOM  BJIACTM, OCYIIECTBJISIIOLIMM TOCYJapCTBEHHYIO PETrMCTPAlMIO  JIEKAaPCTBEHHBIX
MpernaparoB AJiT MeOUIIMHCKOTO MPUMEHEHNs, TTPeIOCTaBsieT GeaepaJbHOMY OpPraHy UCIIOJTHUTETbHOM
BJIACTY, OCYIIECTBIISIONIEMY (elepaabHbIlil TOCYJapCTBEHHBIN JINIIEH3MOHHbBI KOHTPOJIb AeSITeTbHOCTU
IO MTPOU3BOACTBY JIEKAPCTBEHHBIX CPENCTB [JIT MEAUIIMHCKOTO MIPUMEHEHMS, TIO €ro 3alpocy B paMKax
M€>KBEIOMCTBEHHOTO MH(OPMAIMOHHOTO B3aMMOMENCTBMUSI B MOPSIKE, YCTAHOBIEHHOM (enepaabHbIM
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

OpPraHOM MCITOJTHUTEIBHOI BJIACTH, OCYIIECTBISIONIMM JIMIIEH3MPOBaHYe MPOU3BOACTBA JIEKAPCTBEHHBIX
CPenCTB IJIsi MEOUIIMHCKOTO TpuMMeHeHus, ¥ QemepasbHbIM OPraHOM MCIIOJHUTEIBHONM BJIACTH,
OCYILIECTBJIIONIYM TOCYIapCTBEHHYIO PEruCTpaIvio JIEKapCTBEHHBIX IMPenapaToB MIJisi MeOUIIMHCKOTO
IIpUMeHEeHNsI, CIeAyIOIe CBeIeHMs O JIeKapCTBEHHbBIX CpeCcTBax (B TOM 4YMCJ/Ie B C/iyyae, €C/IM TaKue
CBeJIeHNsI COCTAB/ISIIOT KOMMEPUECKYIO TaliHy):

1) B oTHomeHun dapmaleBTUUECKON CyOCTaHIMM Wi (apMaleBTUUYEeCKUX CyOCTaHIWNA,
BXOJISIIMX B COCTaB JIEKAPCTBEHHOI'O Mperapara (3a MCKIIoUYeHreM GapMaleBTUUeCKUX CyOCTaHIWM,
BKJIIOYEHHBIX B TOCYJAPCTBEHHbIVI PEeCTp JIEKapCTBEHHBIX CPENCTB B COOTBETCTBMM CO CTaTbeil 34
HacTosiiero MefepaabHOrO 3aKOHA):

a) HaMMeHOBaHMe hapMaleBTUUECKON CyOCTaHIINM, ee CTPYKTYypa, OOIIye CBOVICTBA;

6) HaMMeHOBaHMe U afipec TPOU3BOANUTEJIS;

B) TE€XHOJIOTUS MPOU3BOACTBA C OIMMCAHMEM CTH,EU/II‘/JI IIPpOM3BOACTBA M METOAOB KOHTPOJISAI Ha BCeX
CTagusX IIpoOn3BOACTBA,

I') omycaHme pa3paboTKy Impoliecca MPou3BO/ICTBA;

) OTIMICaHMe KOHTPOJISI KpUTUUECKUX CTafui MMPOM3BOACTBA U MPOMEKYTOYHOM MTPOIYKIINNA;
€) IOKyMeHTaJbHOe TIOATBepsKAeHMe (BaauIaiys) MPoeccoB U (M) UX OlleHKa;

3K) CBOVICTBA M CTPYKTYpa AEMCTBYIOIINX BEIEeCTB;

3) XapaKTepuCTHKa IIpuMeceis;

1) crienmbuKanys Ha papMaleBTUUeCKYIO0 CyOCTaHIMIO U ee 060CHOBaHME;

K) aHaJUTUYEeCKMe METOOMKM, WCIOb3yeMble TpPU OCYIIECTBJAEHMM KOHTPOJISI KauyecTBa
(dapmarieBTIIeCKOM CyobCTaHINM;

JI) DOKYMEHTaJIbHOE TOATBEpsKIeHNe (Bauaauysi) aHAJIUTUIECKUX METOMINK, UCIOJIb3YEMbIX TPU
OCYIIECTBJIEHUY KOHTPOJISI KauecTBa (hapMarieBTUIYeCKOM CyOCTaHIINM;

M) pe3yJIbTaThl aHaIM3a cepuit hapMaleBTUUeCKO CyOCTaHIIMY;

H) IIepeyeHb CTaHJAPTHBIX 0O6PasLOB WJIM BELIECTB, UCIIOIb3YEMBIX TP OCYILECTBIEHUM KOHTPOJIS
KauecTBa;

0) OIMCaHMe XapaKTEPUCTUK M CBOMCTB YIIAaKOBOUYHBIX MAaTEPUAJIOB M YKYIIOPOYHBIX CPEICTB;

I1) JaHHbIE O CTAOMILHOCTHM (papMalleBTMYECKO CYOCTaHIIN;

P) CPOK TOTHOCTH;

2) B OTHOIIeHuM (apMalleBTUUECKMX CYOCTaHIMIA, BXOAAIIMX B COCTaB JIEKAPCTBEHHOIO

mpernapara ¥ BK/IIOUEHHBIX B T'OCYIApPCTBEHHBIM PeecTp JIeKapCTBEHHBIX CPEICTB B COOTBETCTBUM CO
cratbeii 34 Hacrosiero MenepaaIbHOroO 3aKOHa:
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

a) HaMMeHOBaHMe dhapMalleBTUUeCKO CyOCTaHIIMM, ee CTPYKTYypa, 0OI11ie CBOMCTBA;
6) HaMMeHOBaHMe U afipec MPOU3BOANTEIIS;

B) pe3yJIbTaThl aHA/IM3a cepuii (hapmMalleBTMUECKO CyOCTaHIINN;

') CPOK T'OJHOCTY;

3) B OTHOILIEHNM JIEKAPCTBEHHOTO Tperapara i MEAUIIMHCKOTO MPYMeHEeH NS :

a) OIMMCaHMe ¥ COCTaB JIEKAPCTBEHHOT'O Mpernapara JIjisl MeAUIIMHCKOTO MPUMEHEHNS];

0) ommcanme GdapmMaLeBTUYECKON pa3paboTKu (0O60OCHOBaHME BBIOOpA COCTaBa, MEPBUYHOM
YIIaKOBKMN);

B) TEXHOJIOTMS MPOM3BOACTBA C OMMCAHMEM CTaJMii TTPOU3BOJICTBA M METOIOB KOHTPOJISI HAa BCEX
CTaausIX MPOU3BOJICTBA;

I) ONMCAaHME KOHTPOJII KPUTUMYECKUX CTaauii Ipolecca IPOU3BOJACTBA UM IPOMEKYTOUHON
MPOLYKINY;

1) HaMEHOBaHMe U aJipeCc MeCTa OCYIIECTBJIEHNST TPOU3BOACTBA JIEKAPCTBEHHOTO TIperapara Jajis
MEeIMUIIMHCKOTO TpuMeHeHMsT (B Cjlyuyae HaJMUMs HECKOJbKUX YYACTHUMKOB IIpoliecca ITPOU3BOJCTBA
YKa3bIBAeTCSI KAKIbIN U3 HUX);

e) (papmaiieBTMUECKAS] COBMECTUMOCTb;

3K) MUKPOOMOJIOTMYECKIE XapaKTEPUCTUKM;

3) MaTepuabHbIN 6ajaHC IJIs MPOU3BOACTBA CEPUM TOTOBOTO MPOAYKTA;

) OIMMCaHMe XapaKTePUCTUK U CBOVICTB YITAKOBOUYHBIX MaTE€PMAIOB M YKYITOPOUYHBIX CPELICTB;

K) IOKYMeHTaJbHOe MOATBepsKAeHe (Baaalys) MpoIeccoB MPOMU3BOACTBA U (MJIK) UX OIE€HKa;

J1) TpebOoBaHMS K KaUeCTBY BCIIOMOTaTe/IbHbIX BEIIIECTB;

M) dHAJIMTUYECKME METOAMKHU, MCIIOJIb3yeMbI€ IIPpM OCYHIECTBJIEHUM KOHTPOJISI KadeCTBa
BCIIOMOTr'aTeJIbHBbIX BEIleCTB,

H) JOKYMEHTaJ/IbHOE IOATBEP>KAEHME (BaHI/I,ELaI_U/IH) AHAJIMTUYECKNX METOOUK, MCIIOJIb3YEeMbIX IIPpU
OCYLIECTBJIEHMM KOHTPOJISI KauyeCTBa BCIIOMOTI'aTe/IbHbIX BEIIECTB,

0) uHdbopmalusi o6 MCIOJb30BAaHUM BCIIOMOTaTeIbHbIX BEIEeCTB UeIOBEUeCKOTO M JKMBOTHOTO
MTPOVCXOKIEHMST;

1'[) I/IHd)OpMaI_U/ISI 00 MCHO0J/Ib30BaHNUM HOBBIX BCIIOMOTaTeIbHbIX BEILEeCTB,

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOrO TIIperapara [jis MeAUIIMHCKOTO ITPUMEHEHMS
(ceptudmkar, cnenydbukaiys Ha JJeKapCTBEHHBIN Mpernapar M X 000CHOBaHMeE);
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

C) dHJINTNMYEeCKMe MEeTOAMKHM, WCIIOJIb3yeMble IIpM OCYHIIECTBJIEHMM KOHTPOJII KaydyeCTBa
JIEKapCTBEHHOI'O IIpernapara Ajisi MeAUIIMHCKOTO IIPMMEHEHN ]

T) JOKYMEHTAJ/JIbHOE IIOATBEPXKOECHNE (BaJ'II/I,ELaLU/IH) AHAJIMTUYECKNUX METOAUK, MCIIO/Ib3YEeMbIX IIpU
OCYLIECTBJIEHMM KOHTPOJISI KaueCTBa JIEKapCTBEHHOI'O IIperiapaTa ojisd MeOUIMHCKOr'O MpyMMEHEHNS,

y) pe3yJIbTaThl AHAIM30B Cepuii IEKAPCTBEHHOT'O MpernapaTa Jijisi MeOUIIMHCKOTO MPYMeHeHMS;
() xapakrepucTuKa nmpmuMecei;

X) rnepedyeHb CTaHOAPTHBIX o6pa3u0B, UCIIOJIb3YEMbIX IIpM OCYIIECTBJIE€HMM KOHTPOJISI KaueCTBa
JIEKapCTBEHHOI'O IIpernapara 4jisi MeAUIIMHCKOTO IIPpMMEHEHN I,

11) JAHHbIE O CTAOMIbHOCTY JIEKAPCTBEHHOTO ITpernaparTa AJjisi MeOUIIMHCKOTO ITPYUMEeHEHMSI.
(uactb 2.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. TIpomsBOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBJISIETCS C COOJIOIEHMEM TpebOoBaHMIA
MPOMBIIIVIEHHOTO  perjlaMeHTa, KOTOpbIM  YTBEPKOAeTCsd  PYKOBOOMUTEJEM  IIPOU3BOIMUTEJIS
JIEKapCTBEHHbBIX CPEICTB U BKJIIOUAeT B cebOsl IepeueHb MCIOJIb3yeMbIX (hapMaleBTUUYeCKUX CyOCTaHImMiA
M BCIIOMOTAaTeJbHbIX BEIIECTB C YKa3aHMEM KOJMYECTBA KaXKAOTO M3 HUX, AAaHHbIE 00 MCIIOIb3yEMOM
0060pymoOBaHNM, OIMCAHME TEXHOJIOTMYECKOro Ipollecca M MeTOJOB KOHTPOJISI Ha BCeX JTamax
MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB.

4., Tlpu npousBOACTBE JIEKAPCTBEHHBIX IMpenapaTtoB [Jid MEOUIMHCKOIO IpUMeHEeHMs
UCIIOJIb3YIOTCS (hapMalleBTMYeCcKue CyOCTaHLMM, CBeIeHMsT O KOTOPBhIX COAEPXKATCsI B TOCYAapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPEACTB IJjISI MEOUIIMHCKOrO TIpUMeHeHusT ¥ (WiM) €OUHOM peecTpe
3aperMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX CPENCTB  EBpasmiickoro 9KOHOMMYECKOTO  COI03a, 3a
UCK/TIOUeHeM (apmMaleBTMUECKUX CyOCTaHIMIL, IPOU3BOAMMBIX JJISI TPOBEIEHUSI KIMHUUECKUX
uccenoBaHui U (M) st 9KcropTa. [1py mpon3BOACTBe JIEKAapCTBEHHBIX CPENICTB /IS BETEPUMHAPHOTO
MIPMMEHEHUsT UCIIOJIb3YIOTCS (apmalieBTM4yecKue CyOCTaHIMM, CBeOeHMs O KOTOPBIX COMepsKaTcs B
rOCYJapCTBEHHOM peecTpe JIeKapCTBEHHbIX CPEeACTB [JIs1 BETePMHApHOIO IpuUMeHeHus, u (Wn)
rOCYJapCTBEHHOM peecTpe JIeKapCTBEHHbIX CPeACTB IJIS1 MeOULIMHCKOIO IMpUMeHeHus, M (WIU) eIMHOM
peecTpe  3aperMCTPUPOBAHHBIX  BETEPUMHAPHBIX  JIEKAPCTBEHHBIX  IIpernapaToB  EBpasuitckoro
S5KOHOMMYECKOTO CO03a, M (M) eOMHOM peecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpasuiickoro 5KOHOMMYECKOTO COI03a, 3a MCKJIIOUeHreM (dapMaleBTUIYeCKuX CyOCTaHIINA,
MIPOU3BOIMMBIX [IJIST TIPOBEIEHUS] KIMHUYECKUX MccaemoBanmii u (uym) gjst skcrnopra. K mporeccy
MPOM3BOMACTBA (papMalleBTMUYECKOV CYOCTaHIMM OTHOCATCS JIIOOble CTaauM TEeXHOJIOTMYECKOro
mpoiecca, IO3BOJISIIOIME  TOJIYUYMTb T'OTOBBIM  IPOAYKT, COOTBETCTBYIOIIMI  TpPeOOBaHUSIM
(dbapmakomeiHOM CTaThbM, B TOM uucjie QepMeHTaUMs, OSKCTPAKIMUs, OUMCTKA, BbIIeJIEeHNE,
MepeKkpuUCTa/uIM3aLysi, BBICYIIMBaHME, WM3MejbueHue. B ciiyyae HeOOXOOMMOCTM MCIIOIb30BAHMS
STUJIOBOTO CIIMPTa, B TOM umciae ¢hapMameBTUUYEeCKOM CyOCTaHUMM CIMPTa 3TUIOBOTO (3TAaHOJA), TIPU
MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB B KauyecTBe MEeMCTBYIOIIEro M (WiIK) BCIIOMOTaTebHOrO
BEIeCTBA, a TaKkKe B MHBIX TEXHOJIOTMYECKMX ILeJIX [JO/sKHA ObITh MCIIO/JIb30BaHA TOJIBKO
(dapmarnieBTHUeCKast CyOCTaHLMS CIIUPTA STUIIOBOTO (3TAHOJI).

(B pen. @enepanbHbix 3aKOHOB OT 22.12.2014 N 429-@3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3, ot 24.07.2023 N 341-D3)

4.1. IlepeueHb JIEKAPCTBEHHBIX IpeapaToB IJISI MEOUIIMHCKOIO IIPUMMEHEHMSI, B OTHOIIEHUU
KOTOPBIX YCTaHABJIMBAIOTCS TpPeOOBaHMSI K OOBEMY Taphbl, YIIAKOBKE M KOMIUIEKTHOCTH, I€pedyeHb
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKAPCTBEHHBIX  IpernapaToB [Jid  BeTEPUMHAPHOIO IPUMEHEHWUS, B  OTHOILIEHUM  KOTOPBIX
YCTaHaBIMBAIOTCS TpebOBaHMSI K 00beMy Tapbl, a Takke TpeOoBaHUS K OObEeMY Tapbl, YIIaKOBKe U
KOMIIJIEKTHOCTH JIEKAPCTBEHHBIX IPErnapaToB AJjIs1 MeAUIIMHCKOTO MpUMeHeHMs, TpeOOBaHUS K 00beMy
Tapbl  JIEKAPCTBEHHBIX  IpPErapaToB  [JII  BETEPMHAPHOTO  IPUMEHEHUSI  OIpenessioTCs
COOTBETCTBYIOIIMMM  YIIOJTHOMOYEHHbIMM  (DefiepaslbHbIMM OpraHaMy MCIIOJTHUTEJbHOM BJIACTU B
nopske, ycraHoBjaeHHOM [IpaButenbctBom Poccuiickon @emeparmm.

(uactb 4.1 B pen. DemepanbHoro 3akoHa ot 14.12.2015 N 374-D3)

4.2. Opranmsanyuu, OCYIIECTBJ/ISIIOIIME ITPOU3BOACTBO (apMameBTMUYECKOM CYOCTaHIMM CIMPTa
STUJIOBOTO (3TaHOJIA) AJISI MPOM3BOACTBA CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IpernapaToB, OOsI3aHbI
OCYIIECTBJIATh YUET B MOPSIIKE, YCTaHOBJIeHHOM cTaThsaiMu 8 n 14 denmepasibHOrO 3akKOHa OT 22 HOSIOPST
1995 roma N 171-®3 "O rocymapCTBEHHOM peryJMpoOBaHMM IPOU3BOACTBA ¥ 06OPOTa 3TUIOBOTO
CIIMPTA, aJIKOTOJIbHOM M CIMPTOCOEepsKalllel MPOOYKLIMY M 00 OorpaHMYeHUy MOTpebsieHust (paciiMTys)
ajkorojibHoOM mpopykimu'”. TIpousBomcTBo (apMalieBTMUECKON CyOCTaHLMM CIMPTA ITUIIOBOIO
(aTaHOJIa) MOIYCKAeTCs TOJIbKO OpraHu3aliyei, OCYIIeCTBJISIONIeN MPOU3BOACTBO PEKTU(MUKOBAHHOTO
STUJIOBOTO CIIMPTa U3 MUIIEBOTO ChIpbSl HA OCHOBAHMM JIMIIEH3UM HA MPOM3BOACTBO 3TUJIOBOTO CIMPTa
IIJIST TIPOM3BOJICTBA (hapMalleBTMUYECKON CYyOCTaHIMM CIMPTa STUJIOBOTO (9TaHOJIA) B COOTBETCTBUM C
tpeboBaHusmu DegepanbHoro 3akoHa oT 22 Hos6ps 1995 roma N 171-®3 "O rocymapcTBeHHOM
peryJMpoBaHuy TPOM3BOACTBA M 00O0OPOTa 3TUJIOBOTO CIIMPTa, aJKOTOJbHOM M CIMUPTOCOAEpIKAIlein
NPOAYKIMM M 00 OrpaHMuYeHuy IMoTpedsieHus (pactuuTusi) aJKOrOJIbHOWM MPOAYKIMK'', MEeTOIOM
pasBefieHNsI BOJIOV OUMIIIEHHOM TaKOTO 3TUJIOBOTO CIUPTA, MPOMU3BEIEHHOTO JAHHOM OpraHu3alyen Mo
MECTY OCYIIECTBJIEHMS ITPOU3BOICTBA (hapMalieBTMYeCKOM CyOCTaHIIUY CITUPTA STUIOBOTO (3TAaHOJIA).
(qactb 4.2 BBenmena PenepanbubiM 3akoHOM oT 03.07.2016 N 261-D3; B pen. PemgepasbHOro 3aKOHA OT
27.12.2019 N 481-®3)

4.3. UuguBumyaabHble MpPeIIPUHUMATEIN W IOPUANYECKYE JINIA, OCYIIEeCTBJISIONE 3aKYIKy U
MICITOJIb30BaHMe (apMaleBTUUECKOM CYyOCTaHIMM CIMPTa STWIOBOTO (3TaHOJA), @ TaKKe MPOU3BOACTBO,
u3rorosyienne u (Win) 06OPOT (32 MCK/IIOUEHMEM PO3HMUYHOM TPONAKMU) CIIUPTOCOAEPsKAIIUX
JIEKAPCTBEHHBIX IIpernapaToB, OOSI3aHbI OCYIIECTBJIATh MX YYeT M [eKJIapupoBaHMe B MOPSAKE,
YCTaHOBJIEHHOM cTaThamu 8 u 14 ®DepepanbHoro 3akoHa ot 22 Hosgb6ps 1995 roma N 171-®3 "O
rOCYIAapCTBEHHOM pEry/JMpoBaHMM IPOM3BOJACTBA M 0OOOpOTa STUIOBOTO CIMPTA, AaJKOTOJIbHOW U
CIIMPTOCOAEPsKAIEN TMPOAYKUMM ¥ 00 oOrpaHMueHuMu MOTpebaeHuss (paciuTusl) aJIKOTOJIbHOM
pOayKLmn'.

(uactb 4.3 BBegeHa DenepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. Tlpu mpOU3BOACTBE JIEKAPCTBEHHBIX IIperapaToB [Jid BEeTEPMHAPHOTO IPUMEHEHUS
IOMYCKAaeTCsl MCIOJb30BaHMe TIPOU3BENEeHHbIX Uil peasm3anuu ¢dapmaleBTUUeCKUX CyOCTaHINA,
BKJIFOUEHHBIX B T'OCYIJAPCTBEHHBIN PEeCTp JIeKapCTBEHHBIX CPEACTB YIOJHOMOYEHHbIM (eepasbHbIM
OpPraHoOM  JWCIIOJHUTEbHOM BJIACTM, OCYIIECTB/ISIIOIIMM BeleHUe TOCYJapCTBEHHOTO peecTpa
JIEKAPCTBEHHBIX CPEJCTB IJIs1 MEAUIIMHCKOTO MTPUMEHEHNS.

(uactb 4.4 BBefeHa DenepanbubiM 3akoHoM oT 02.08.2019 N 297-D3)

5. 3amperaercst IpOU3BOACTBO:

1) nexapcTBeHHBIX CPENCTB, CBEIEHMSI O KOTOPBIX HE COMEpsKaTcs B TOCYJapCTBEHHOM peecTpe
JIEKAPCTBEHHBIX CPEACTB [JII MEIMIIMHCKOTO TpMMeHeHus, ¥ (MIM) TOCYZapCTBEHHOM peecTpe
JIEKapCTBEHHbIX  CPENCTB MJisI  BETePMHAPHOrO TpuMeHeHus, u (WiM) eOUHOM peecTpe
3aperucTpPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpasmiickoro 3KOHOMUYECKOTO COr03a, U (MIN) eAVMHOM
peecTpe  3aperMCTPUPOBAHHBIX  BeTEePMHAPHBIX  JIEKAPCTBEHHbIX  IIpernapatoB  EBpasuiickoro
S5KOHOMMYECKOT'O COI03a, 32 MCK/IIOUEHMEM JIEKaPCTBEHHBIX CPENCTB, MPOMU3BOAMMBIX IJIT MTPOBEIEHMS

www.consultant.ru CrpaHuua 107 n3 155

HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=367755&amp;date=29.07.2026&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=367755&amp;date=29.07.2026&amp;dst=100010&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=277540&amp;date=29.07.2026&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=277540&amp;date=29.07.2026&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=467651&amp;date=29.07.2026&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=467651&amp;date=29.07.2026&amp;dst=100012&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=190440&amp;date=29.07.2026&amp;dst=100025&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=190440&amp;date=29.07.2026&amp;dst=100025&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026&amp;dst=387&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026&amp;dst=387&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026&amp;dst=437&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026&amp;dst=437&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=387133&amp;date=29.07.2026&amp;dst=100321&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=387133&amp;date=29.07.2026&amp;dst=100321&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=341796&amp;date=29.07.2026&amp;dst=100092&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=341796&amp;date=29.07.2026&amp;dst=100092&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026&amp;dst=387&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026&amp;dst=387&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026&amp;dst=437&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=524155&amp;date=29.07.2026&amp;dst=437&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=371763&amp;date=29.07.2026&amp;dst=100344&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=371763&amp;date=29.07.2026&amp;dst=100344&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=29.07.2026&amp;dst=100069&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=29.07.2026&amp;dst=100069&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

KJIMHUYECKNUX MUCCIeNOBAHUI VUIM IJIS1 9KCIIOPTa;
(n. 1 B pen. @enepanbHoro 3akoHa ot 24.07.2023 N 341-D3)

2) hanbcuuUIMpoOBaHHBIX JTJEKAPCTBEHHBIX CPEICTB;
3) JleKapCTBEHHBIX CPeCTB 6e3 JINIeH3MM Ha TPOU3BOCTBO JIEKAPCTBEHHbBIX CPEJCTB;

4) JleKapCTBEHHBIX CPENCTB [IJI1 BETePMHAPHOTO NMPUMEHEeHMS He B COOTBETCTBUM C IPaBUJIAMMU
HaJIesKallel MPou3BOACTBEHHON MPaKTUKM EBpasniickoro 3kKOHOMUYECKOTO COH03a;
(1. 4 B pen. @enmepasibHoro zakoHa ot 31.07.2025 N 304-D3)

5) yrpatun cuiy. - @enepanbHbiii 3akoH ot 27.12.2019 N 481-D3;

5.1) mexkapCTBEHHbBIX CPEACTB [JIT MEOVUIMHCKOrO IPMMEHEHMUSI He B COOTBETCTBMM C IIPABUIAMMU
HaJJIesKallel MPou3BOACTBEHHONM MPAKTUKM EBpasuiickoro 3KOHOMMUYECKOI'O COK03a;
(1. 5.1 BBemen @emepanbHbiM 3akoHOM OT 31.07.2025 N 304-D3)

6) crmMpTroconepsKalMX JEKAPCTBEHHBIX ITPerapaToB IO MECTY OCYIIECTBJEHMUS MPOU3BOACTBA
(dapmaneBTHUECKOV CyOCTaHIIMM CIMPTA STUJIOBOTO (9TaHOMA) M (MJIM) 1O MECTY OCYILECTBJIEHMUS
MTPOU3BOJICTBA 3TUIOBOTO CIIUPTA;

(1. 6 BBemeH DemepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Kouncynbrantllntoc: npumeuanne.

®epepanbubiM 3ak0HOM OT 22.12.2020 N 436-®3 ct. 14.1 ®3 ot 22.11.1995 N 171-®3 nsnoskeHa B
HOBOM penmakiyu, HopMma m. 1.1 cr. 14.1 crapon pemakiuu @3 cooTBeTcTBYeT HOpME M. 2 cT. 14.1
HOBOM peIaKkLyn.

7) dapmareBTMUECKOM CYOCTaHIMM CIMPTA ITUIOBOTO (3TaHOMA) M (WIM) CIIMPTOCOAEPKAIIUX
JIEKAPCTBEHHBIX IPErapaToB Ha OCHOBHOM TEXHOJIOTMUECKOM OOOPYHOBaHMM [JIs1 IPOU3BOACTBA
STWJIOBOT'O CIIMPTa, yKasaHHOM B myHKTe 1.1 cratbu 14.1 ®PemepanbHoro 3akoHa ot 22 HOsiOps 1995
roga N 171-®3 "O rocymapCTBEHHOM pPeryJaMpoBaHMM IPOM3BOACTBA M 0OOpOTa STUJIOBOIO CIIMPTA,
aJIKOTOJIBHOM ¥ CIIMPTOCOAEpIKAIlel TMpPOAYKIMM ¥ OO OrpaHMueHMy TOTpebsieHust (pacrmTus)
aJIKOTOJTbHOM MPOIYKIUN .

(1. 7 BBegen @epepanbHbiM 3akK0HOM OT 27.12.2019 N 481-D3)

6. IIpu BBOZE JIEKAPCTBEHHBIX CPEACTB AJISI BETEPUHAPHOTO MPUMEHEHMS B IPakIaHCKUl 060pOT
YIIOJITHOMOYEHHOE JIUIIO IPOU3BOJAUTENSI JIEKAPCTBEHHBIX CPEACTB [JIS1 BETEPUHAPHOTO MpPUMEHEHMS
OCYIIIECTBJIIET TOMATBEPXKIEHNE COOTBETCTBUSI JIEKAPCTBEHHBIX CPEACTB [JII BEeTepUHAPHOTO
MIpUMEHeHUsT TPeOOBAHMSIM, YCTAHOBJIEHHBIM ITPY UX TOCYJapCTBEHHOM PETUCTPAIVYU VIV PErUCTpaLmn
B pamMKax EBpasmitcKoro S5KOHOMMYECKOTO COI03a, M TapaHTUPYeT, YTO JIeKAPCTBEHHbIE CPeNCTBa MJIs
BETePMHAPHOTO TPUMEHEeHUS] MPOM3BeIeHbl B COOTBETCTBUM C TPeOOBaHMSIMM MIPABWI HaJJIeKallei
MIPOM3BOACTBEHHOM MPaKTUKM EBpa3uitckoro 5KOHOMMYECKOTO COr03a.

(uactb 6 B pen. @enepanbHoro 3akona ot 31.07.2025 N 304-D3)

6.1. ITpu BBOAE JIEKAPCTBEHHBIX CPEICTB AJISI MEAUIIMHCKOTO MPUMEHEHMS B TPasKIaHCKMII 000POT
YIIOJTHOMOYEHHOE JIUIIO TPOU3BOAUTENISI JIEKAPCTBEHHBIX CPEACTB /i1 MEIUIMHCKOTO IPUMEHEHMS
OCYILIECTBJISIET ~ TOATBEPXKIEHME COOTBETCTBMSI JIEKAPCTBEHHBIX CPEeNCTB [JII  MeOUIIMHCKOTO
MIpUMEHeHUsT TPeOOBaHMSIM, YCTAHOBJIEHHBIM IIPY UX TOCYJapCTBEHHOM PETMCTPAIM VIV PEeruCTpalyumn
B pamMKax EBpasmiicKoro SKOHOMMYECKOTO COI03a, M TapaHTMPYEeT, YTO JIeKAPCTBEHHbIE CPeNCTBA AJIS
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MEIUIMHCKOTO TPUMEHEHUSI MPOM3BeIeHbl B COOTBETCTBMM C TPeGOBaHMSAMM OPaBWJ HafJIesKkallei
MIPOM3BOICTBEHHON MPaKTUKM EBpasuiickoro 5KOHOMIUYECKOTO COr03a.
(uacThb 6.1 BBemena ®emepanbHbiM 3aKk0HOM OT 31.07.2025 N 304-D3)

7. YIIOJITHOMOYEHHBIM JIMIIOM TPOU3BOIUTENSI JIEKAPCTBEHHBIX CPEICTB SIBJISIETCS €ro pabOoTHMK,
aTTeCTOBAHHbBIN B YCTAHOBJIEHHOM YITOJTHOMOYEHHBIM (eflepasibHbIM OPraHOM MCITOJTHUTENIbHOM BJIACTU
MOPSIIKE M MMEIOIIMI CTaXX PabOThl HE MeHee UeM IATh JIeT B 06JIaCTM MPOU3BOACTBA U (MJIM) KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEICTB, BbIcllee OOpa3oBaHME COOTBETCTBEHHO IO OAHON U3
crienMasibHOCTeM M (MIM) OAHOMY U3 HaIpaBJe€HMI TOATOTOBKU: Ouoorus, OMOTEXHOJIOTHS,
BeTepuHapusl, BeTepMHAPHO-CAHUTApPHAsI OSKCIIepPTM3a, KIMHMUYECKas MeOMIMHaA, paayualoHHas,
XUMMUecKass ¥ Owuojiormueckas 3ammTa, dapmarys, ¢GyHAaMEHTaJIbHAsT MeAUIMHA, XUMuJYecKast
TEeXHOJIOTUSI, XUMMUSI.

(B pen. @enepanbHbix 3aKOHOB OT 22.10.2014 N 313-®3, or 02.08.2019 N 297-®3)

8. TpousBoguTenu JeKapCTBEHHBIX CPENCTB (3a MCKJOUeHueM (apMalleBTMYeCcKoy CyOCTaHLIUU
CIMPTA 3TUIOBOTO (3TAHOJIA) MOTYT OCYIIECTBJIATh MTPOJAsKy JIEKapCTBEHHbBIX CPECTB MM TepefaBaTh
X B YCTAHOBJIEHHOM 3aKOHOmaTelbcTBOM Poccuiickon @epepalimm mopsiake:

(B pen. @enepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) OPYT'UMM MMPOU3BOIUTEJISIM JIEKaPCTBEHHBIX CPeCTB OJIS IIPOM3BOACTBA JIEKAPCTBEHHBIX CPECTB,
2) OopraHm3anmsam OIITOBOM TOPIrOBJIN JIEKAPCTBEHHbIMU CpeCTBAMMU;

3) dAllITEYHbIM OpraHM3alyusM, BE€TEPMHAPHBIM allTEYHbIM OpraHmM3alnusaM, WHANBUIYAJIbHbIM
npearnpmHamMmaresIsiM, MMEIOIIVM JIMIIEH3WIO Ha (l)apMaLleBTI/I‘IeCKYIO AeATe/JIbHOCTb MJIM JIMLEH3NIO Ha
MeIUIIMHCKYIO OeATe/IbHOCTD,

4) Hay4YHBIM OPraHM3aALMSIM IJIS1 HAYYHO-UCCIIeIOBATEIbCKOM PabOThI;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

5) MeIVLIVHCKMM OpraHu3alysIM M Be€TepMHaPHbIM OpraHm3aliynam;

6) opraHM3alysIM M WVHAVBUAYAJIbHBIM IPEINPUHMMATENSIM, OCYIIECTBJSIIOIIMM pa3BelieHMe,
BbIpalllMBaHMe ¥ COJAepsKaHue >KMBOTHBIX (3a MCKIIOYEeHMEM Tpodasku UM dapMaleBTUUeCKUX
CyOCTaHIIMII WIN UX TIepeaun);

(1. 6 B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-D3)

7) ucIbITaTeJIbHBIM JIabopaTopusiM (IIEHTpaM), MPOBOISIIMM WCIBITaHMS B OOJIACTM KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEICTB, aAKKPEOUTOBAaHHBIM B COOTBETCTBMM C 3aKOHOHATEIbCTBOM
Poccuiickoin @epepanyy 06 aKKpeauTaLyyM B HALMOHAIbHONM CUCTEME aKKpeIUTallUA.

(. 7 BBeneH @enmepanbubiM 3akoHOM oT 04.08.2023 N 428-D3)

9. IlpomsBomurenu ¢apMaleBTUUECKON CYOCTAaHIMM CIMPTA STUIOBOTO (9TaHOJIA) OOSI3aHbI
OCYIIECTBJIATh peanu3aluio (repegavy B yCTAaHOBJIEHHOM 3aKOHOATe/IbcTBOM Poccuiickon @enepariym
nmopsiake)  GapmMaleBTMUECKO CyOCTaHIMM CMpTa STWIOBOTO  (3TaHOJA)  IPOU3BOIUTEJIIM
JIEKapCTBEHHbIX  CPEACTB  Ji1  TPOU3BOACTBA  JIEKAPCTBEHHBIX  CPENCTB,  MPOU3BOAUTENSIM
(M3roTOBUTEJISIM) MEAUIIMHCKMUX U3IEIUI IJIS1 TIPOM3BOJICTBA M U3TOTOBJIEHMS] MEIULIMHCKUX U3OEJINIA B
eMKOCTSIX 06bemMoM He 6osiee 1 smtpa u (unm) He MeHee 1000 nUTpOB, a opraHU3alMsIM, YKa3aHHbIM B
IMyHKTaxX 3 - 5 u 7 vactu 8 HACTOsALLIEN CTaThi, B Tape 00beMoM He 6osiee 1 uTpa.

(uactb 9 BBemeHa DepepanbHbiM 3akoHOM OT 29.07.2017 N 278-®3; B pen. DenmepasbHbIX 3aKOHOB OT
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3, ot 04.08.2023 N 428-D3)

10. Peanuzanusa (repemaua B YCTAHOBJIEHHOM 3akoHoAaTebCcTBOM Poccuiickoin @Depepatiyn
nopsiake) (apmaieBTMUYECKO CYOCTaHIMM CIMPTA STWIOBOrO (3TaHOJIA) OpraHM3alyusIM OITOBOM
TOPTOBJIM JIEKAPCTBEHHBIMM CPEACTBAMM He JOITyCKAeTCSl.

(uactb 10 BBenmena @enmepasbHbiM 3aKkOoHOM OT 27.12.2019 N 481-D3)

11. TTepeBO3kM apmareBTMUECKON CYOCTAHIMM CIMPTA STWIOBOTO (3TAHOJIA) OCYILECTBIISIOTCS C
cobsoileHeM TpebGoBaHUM, YCTaHOBJIEHHBbIX ab3alleM YeTBepThIM IYVHKTa 3 cTaTbu 9 DenepasbHOrO
3akoHa OT 22 Hos6ps 1995 roga N 171-®d3 "O rocymapCTBEHHOM peryJMpOBaHMU IIPOM3BOACTBA U
060poTa 3TUJIOBOTO CIIMPTA, AJKOTOJIBHOM ¥ CIMUPTOCOAEpPsKAIIeN IPOAYKIMM UM 00 OrpaHNMYeHun
noTpe6aeHus (pacImuTHs) aIKOTOJIbHOM MPOAYKImN' .

(uactb 11 BBenmena @enepasbHbiM 3akoHOM OT 27.12.2019 N 481-D3)

Ctatbs 46. MapKkupoBKa SIeKapCTBEHHbIX CPEACTB

1. JlekapcTBeHHbIe TIpemnapaThl, MPOIIEAIIEe TOCYAAPCTBEHHYIO PErMCTPAINI0 B COOTBETCTBUU C
TpeboBaHMsIMM HacTtosiero demepasbHOrO 3aKOHA, 32 MCKIIOUEHMEM JIEKapCTBEHHBIX IIPerapaTos,
M3TOTOBJIEHHBIX  aIlTEeUHbIMM OpraHM3alMsIMM, BeTepUMHAPHBIMM  aIlTeUHbIMM  OpraHM3alusSIMMU,
VHAVBUOYIbHBIMM — TIPEANPUHMMATENSIMM,  MMEIOIIMMM  JIMIEH3UI0 Ha  ¢apMaleBTUUYECKYIO
JeATebHOCTD, TO/DKHBI TTOCTYIIAaTh B OOpallleHne, eCyu:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) Ha Mx mnepBMUYHOM YMaKOBKe (3a MCK/IIOYEHMEM IIepPBUYHON YIIaKOBKM JIEKAPCTBEHHBIX
pPacCTUTEbHBIX ITPENapaToB) XOPOIIIO YMTAEMBIM IIPUGTOM Ha PYCCKOM SI3bIKE yKa3aHbl HaMEHOBaHME
JIEKapCTBEHHOTO Tpemnapara (MeXAYHapOJHOe HeNMaTeHTOBAaHHOe, WM TPYIIMPOBOYHOE, WU
XMMUYECKOE, MY TOPrOBOe HaMEHOBaHMe), HOMEP CEPUM, [aTa BbIMTycKa (/i1 MMMYHOOMOIOTMYECKUX
JIEKAPCTBEHHBIX IPerapaTroB), CPOK T'OJHOCTH, MO3MPOBKA WIM KOHIEHTpalus, 0ObeM, aKTMBHOCTbh B
eqVHUIIAX TeUCTBUS WM KOJIMYECTBO 103;

(B pen. ®enepanbHbix 3aKk0HOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHON (TIOTPEOUTENHCKON) YIaKOBKE XOPOIIO YMTaeMbIM HIPMEATOM Ha PYyCCKOM
sI3bIKe yKa3aHbl HaMMEHOBaHMe JIEKapCTBEHHOTrO Tpernapara (MeXXIyHapoJHOe HelmaTeHTOBAaHHOe, WU
IPYNIMPOBOYHOE, WWIM XMMMUECKOe ¥ TOProBoe HauMMeHOBaHMs), HaMMEHOBaHMe IIPOM3BOIUTES
JIEKapCTBEHHOTO Ipernapara, HoMep Cepuu, aTa BbITycka (/151 MMMYHOOMOIOTMYeCKMUX JIeKapCTBEHHBIX
npernaparoB), HOMep pPerMCTpPalOHHOTO YAOCTOBEpeHMsl, CPOK TOJHOCTU, CIOCOO TNpUMeHeHMs,
IO3MPOBKA WM KOHLEHTpalus, 00beM, aKTMBHOCTb B eOVHUIAX NeMCTBUS MO0 KOJIMUYeCTBO [I03 B
yIIaKOBKe, JieKapCTBeHHass ¢Gopma, YCJIOBMSI OTITyCKa, YCJIOBUSI XpaHeHUs, IMpeayrpeanTe/bHble
HaJIUCH.

(B pen. @enepanbhbix 3aKOHOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-03)

2. dapmaneBTHUECKMEe CyOCTaHLIMM TOJDKHBI MOCTYMATh B OOpalleHue, ecay Ha UX TepPBUYHOM
YIIaKOBKEe  XOpOIIIO  YMTaeMbIM IIpUGTOM HA  PYCCKOM  SI3bIKe  YyKa3aHbl HauMMeHOBaHMe
dapmarieBTMUYECKOM CyOCTaHIMM (MEXKIyHApOJHOe HeNMaTeHTOBAaHHOe, WM TPYNIMPOBOYHOE, WU
XMMMYECKOE ¥ TOProBOe HaMMEHOBaHMs), HaMMEHOBaHME IMPOU3BOAUTENS (dapMaIeBTUIECKON
CcyOCTaHIIMM, HOMEpP CepuM M JaTa M3TOTOBJIEHMS, KOJMUYECTBO B YIIAKOBKE M E€OVHMUIIbI M3MEpPEHMS
KOJIMYECTBA, CPOK TOJHOCTY U YCJIOBUSI XpaHEHMSI.

(B pen. ®enmepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HeKapCTBeHHbIe cpeacCTBa B KadeCTBe€ CbIBOPOTOK MOOJIXKHBI IIOCTYIIATb B 06pameHlAe C
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

YKa3aHMeM >XMBOTHOT'O, 3 KPOBU, I1J1a3Mbl KPOBM, OPTraHOB U TKaHen KOTOPOr'o OHM ITOJTYUY€HBbI.

4. Ha BTOpMUHYIO (ITOTPEOUTENIbCKYIO) YITAaKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOJTYUYEHHbIX U3 KPOBH,
IJIa3Mbl KPOBM, OPraHOB M TKaHel YeJioBeKa, MOJ/DKHA HAHOCUTBCS Hammuch: 'AuTturtena Kk BUY-1,
BUWY-2, x Bupycy rematuta C 1 MOBEpXHOCTHbIN aHTUTEH BUpyca remnatuta B oTcyterByioT".

5. Ha  nmnepBuuHyl0  YMakOBKY M  BTOPUYHYIO  (ITOTPEOUTENIbCKYIO)  YIIAKOBKY
paguodapMareBTUYeCKMX JIEKAPCTBEHHBIX CPeACTB [JO/KeH HAHOCUTBCS 3HAK — pagualiOHHON
OTIaCHOCTH.

6. Ha BTOpnuHyio (MOTPe6GUTENbCKYIO) YITAKOBKY OMEOIaTUUECKMX JIEKAPCTBEHHBIX IMperapaToB
IOJIKHA HAHOCUTBLCS HaAIIUCh: ''oMeonaTnueckui'.

7. Ha BTOpuuHyo (TOTpeOGUTENIHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEbHBIX IpPEernapaToB
JOJIKHA HAHOCUTBCSI HaAUCh: " [IpoayKIus MpoIIlyia paAyalOHHbIi KOHTPOJb .

8. Ha mepBuuHyl0 ymakoBKYy (ecyjiM [AJiS 3TOTO CYIIECTBYET TeXHWYecKas BO3MOKHOCTb) U
BTOPUYHYIO (MTOTPEOUTENbCKYI0) YITAKOBKY JIEKAPCTBEHHBIX IPENapaToB, IpeJHa3HAYeHHbBIX [JIs
KJIMHUYECKMX MCC/IeOBaHMIA, TO/KHA HAHOCUTHCS HaAMmUCh: " [IJIs1 KIMHUYECKUX MCCIeTOBaHmi .

(B pen. ®enepasnbHOro 3akoHa ot 22.12.2014 N 429-03)

9. VYmnakoBka JIEKapCTBEHHbIX CpeacCTB, IIp€OHAa3HAUYE€HHbIX WMCKIIOUUTEJIbHO [OJIsI 3SKCIIOpTa,
MapKMUpyeTcsa B COOTBETCTBUM C Tpe6OBaHI/IHMI/I CTpaHbI-MMIIOPTEpA.

10. Ha TpaHcmopTHyio Tapy, KOTOpas He MpegHa3HaueHa MAJis IMOTpeburesieii M B KOTOPYIO
MIOMEIIIEHO JIEKAapCTBEHHOE CPeNCTBO, AOJKHA HAHOCUTBHCS MHGOpMAIMs O HaMMEHOBAHWM, CEpUM
JIEKapCTBEHHOTO CpeNCTBA, [laTe BbIMYCKa, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTETHCKUX) YIIAKOBOK
JIEKApCTBEHHOTI'0 CPefCTBa, MPOM3BOIUTEe JIEKAPCTBEHHOTO CPEJCTBA C yKa3aHMeM HauMeHOBaHUS U
MEeCTOHAXOKIEeHUsI TIPOM3BOIUTENISI JIEKAPCTBEHHOTO CpeACTBa (afgpec, B TOM 4YMCJIe CTpaHa U (M)
MeCTO IMPOM3BOACTBA JIEKAPCTBEHHOT'O CPEJICTBA), a TAK’Ke O CPOKe TOAHOCTHM JIEKAPCTBEHHOTO CPEICTBA
n 00 YyCIOBMSIX €ro XpaHeHUsl U TepeBO3KM, HeOoOXOAuMble TpenylpeauTeSbHble HAAMUCU WU
MaHMUITYJISITOPHbIE 3HAKM.

11. Ha mnepBuYHyIO YMaKOBKY M BTOPUYHYIO (IIOTPEOUTENIbCKYIO) YITAKOBKY JIEKAPCTBEHHBIX
CPeICTB [JisI BETEPMHAPHOrO MpPUMMEHEHMs [OO/DKHA HAHOCUTHCS Haamuch: '[JiT BeTepuMHApHOIo
pUMeHeHus .

12. Ha BrOpuuHyio (IOTpeOGUTENLCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO IIperapaTa HaHOCUTCS
IITPUXOBOI KO,

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUNCKYHO ®EAEPALIVIO N BblBO3 JIEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKOU PEAEPALINN
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CrtatbA 47. MopsagoK BBO3a NNeKapCTBeHHbIX cpeacTB B Poccuiickyio depepayuto u
BblBO3a /IeKapCTBEHHbIX cpeacTB U3 Poccuiickoilt Pegepauumn
(B pen. ®enepasnbHOro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 JsekapcTBeHHBIX cpeacTB B Poccuiickyio @emepaliio OCYIIECTB/ISIETCS B IOPSIKE,
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

ycraHoBiieHHOM  [IpaButenbctBoM  Poccuiickoit  @emepaiuu, B  COOTBETCTBUM C  aKTaMM,
cocrassistioniumu ipaBo Corosa, U (Mam) 3akoHogaTeabcTBomM Poccuiickoit @enepalii 0 TaMOKEHHOM
peryJMpoBaHuUMN.

(B pen. ®enepanbHbix 3aKOHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Koncynprantlitoc: mpuMevane.

Ho 31.12.2027 poccuitcKuM ITPOM3BOIUTEISIM Pa3peIieHo B YBEIOMUTETbHOM TOPSIAKE BBO3UTh HE
BHECEHHbIe B peecTp ¢apMaleBTUUECK/e CYOCTaHIMM OJII BETEPMHAPHOIO IPUMEHEHUS IS
IIPOM3BOJICTBA 3apPETrUCTPUPOBAHHbIX JieKapcTBeHHbIX cpeAcTB ([loctanoBnenue IlpaBurenbctBa PO

or 12.03.2022 N 353).

2. BBosumbie B Poccuiickyio @enepaliuio JieKapCTBEHHbIE CPEICTBA IO/DKHBI COAEPSKATbCS B
roCyJlapCTBEHHOM peecTpe JIeKapCTBEHHBbIX CPEICTB, WM €eOVHOM peecTpe 3aperucTpyupoOBaHHbBIX
JIEKApCTBEHHbIX  CpeACcTB  EBpasuMiicCKoro 5KOHOMMYECKOTO  COK3a, WM eIMHOM peecTpe
3aperucTpUPOBAHHBIX BeTEePUMHAPHBIX JIEKAPCTBEHHBIX IpenapaToB EBpasmiickoro 3KOHOMMUYECKOTO
Coro3a.

(8 pen. @enmepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, or 27.12.2019 N 462-P3, ot 30.01.2024 N
1-®3)

3. Homyckaercst BBO3 B Poccmiickyro @enepaiinio KOHKPETHOM IMapTUM 3aperCcTPUPOBAHHBIX U
(M) He3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, TpeIHAa3HAUYEHHBbIX [JiT Pa3spabOTKu
JIEKAPCTBEHHBIX CPENCTB, MPOBENEHMST HAYUYHBIX M MHBIX MCCAENOBAaHMI, MPOBEAEHUS KIMHUUECKUX
MCC/IeIOBaHNI JIEKAPCTBEHHBIX IIperapaToB, IPOBEAEHMs SKCIEePTU3bl JIEKAPCTBEHHBIX CPENCTB MJIS
OCYILIECTBJIEHMSI TOCYAApPCTBEHHOV PErMCTpaluMy WIM PEruMcTparyuy JeKapCTBEHHbIX IPEenapaToB MU
I/ OKa3aHMS MEIOUIIMHCKOM TIOMOIIYM IO >KM3HEHHBIM ITOKa3aHMsIM KOHKPETHOTO Tal[MeHTa Ha
OCHOBAaHUM paspellieHys, BbIJAHHOTO YIIOJTHOMOYEHHBIM (efepasibHbIM OpPraHOM MCIIOJTHUTETbHOM
BJIACTM TIO 3asIBJIEHMSIM JIUII, YKa3aHHbBIX B cTaThe 48 HacTosiero PenepasbHOro 3akoHa. PaccmoTpenne
TaKOTO 3adBJIEHUS M TIPUMHSATHME DpeIIeHus] O BbiJaye paspelieHuss Ha BBO3 KOHKPETHOM MapTuu
3aperMCTPUPOBAHHBIX U (MJIM) HE3aPETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, NMpeJHa3HAUYeHHbIX JJIS
pa3paboTKM JIEKapCTBEHHBIX CPENCTB, MPOBENEHMS HAy4YHbIX M WHBIX MCCAeAOBaHWM, ITPOBEIEHMUS
KJIMHUYECKNX MCCIeOBAHMIA JIEKAPCTBEHHBIX IPEnapaToB, MPOBEIEeHMs] SKCIEePTHU3bl JIeKAPCTBEHHbIX
CpPeACTB [JiI OCYIIECTBJEHUS] TOCYJapCTBEHHOM PpEeruMcTpauyuy WM PerucTpauuy JeKapCTBEHHbIX
MpernapaTroB WM IJIs1 OKa3aHWSI MEAVIIMHCKOM IOMOILIM IO >KM3HEHHBIM ITOKa3aHMSIM KOHKPETHOT'O
namyeHTa Mo 06 OTKase B Bbljaye YKa3aHHOT'O paspelleHus MTPOU3BOASITCS B CPOK, He TTPEBBIIIAIONINI
AT pabounx nHen. [1naTa 3a BbImavy yKasaHHOTO paspellieHus He B3MMaeTcsl.

(B pen. @enepanbHbix 3aKOHOB OT 06.12.2011 N 409-®3, or 30.01.2024 N 1-D3)

3.1. Yrpatun cuny c 1 suBaps 2024 roga. - @egepanbubiit 3akod ot 27.12.2019 N 475-D3.

3.2. Io 31 pekabpst 2027 rogma momyckaroTcs BBO3 Ha Teppurtopuio Poccuiickonn Depeparim u
obpamienne B Poccuiickon @epepainmyu ¢ yuyeTOM QCOOEHHOCTEN, YCTaHOBJIEHHBIX I[IpaBuUTE/NbCTBOM
Poccuiickont  @emepanyy, 3aperMcTPUpPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB [IJIsi MEeIUIIMHCKOTO
MIpMMEHEeHMsT B YIIaKOBKaXx, MpeaHa3sHauYeHHbIX IJIs1 0OpalleHus B MHOCTPaHHBIX TOCYIapCTBax, B Cyvyae
JedeKTypbl JIeKapCTBEHHBIX IIperapaToB WIM pPHUCKA €e BO3HMKHOBEHMS B CBSI3M C BBEIEHMEM B
ortHoueHun Poccuiickoit @enepalyy orpaHUUMUTETbHBIX Mep SKOHOMMUYECKOI'O XapaKTepa IMpy yCIOBUU
COOTBETCTBMSI BBO3UMBIX JIEKAPCTBEHHBIX IIperapaToB TpeOOBaHMSIM, YCTAHOBJIEHHBIM IIpU UX
perucTpaimm, 3a UCKIIOUYeHeM TPeOOBaHMII K MEPBUYHON YIIAKOBKE, BTOPUYHOI (ITOTPEOUTETHCKOMN)
YIIaKOBKe, a Takke MpU HaJIMUYMM Ha BTOPUYHOM (TIOTPEOUTENHCKONM) YIMAKOBKE JIeKapCTBEHHBIX
MperaparoB, HAXOMNSIIMXCSI B oOpallleHnM, CaMOKJIesIeNncsl STUKeTKM, comepskallel mHopManuo o
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKapCTBEHHOM IIperiapaTte Ha pyCCKOM SI3bIKe.
(uactb 3.2 BBemeHa PenepasibHbIM 3akK0HOM OT 26.03.2022 N 64-D3; B pen. DenepaabHbIX 3aKOHOB OT
19.12.2022 N 519-®3, ot 26.12.2024 N 494-®3, ot 15.12.2025 N 483-D3)

3.3. [Tomyckatorcst BBo3 B Poccuiickyro @eneparuio n obpaienne B Poccuiickon @emepauym ¢
YUYeTOM 0COOEHHOCTEN, YCTaHOBJIEHHBIX [TpaBuTEILCTBOM Poccuiickoii ®deneparnun,
3aperuCTPUPOBAHHBIX  OPUTMHAIBHBIX  Op(aHHBIX  JIEKAPCTBEHHBIX  IpermapatoB u  (Mn)
BbICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IIPENapaToB [JiI MEAUIIMHCKOTO IPUMEHEHUSI B TeUeHMe
IBeHAIIaTX MecsileB Tocjie nartbl ux peructpairuum B Poccuiickoin ®epmepanyy B - yIaKoOBKax,
MpegHa3sHAYEHHbIX [JIs1 OOpalleHuss B MHOCTPAHHBIX TOCYIApCTBaX, MPU YCJIOBUM COOTBETCTBUS
BBO3MMBIX  JIEKAPCTBEHHBIX  IIPenapaToB I  MEOUIMHCKOTO  TPUMEHEHMS]  TpeboBaHMSM,
YCTaHOBJIEHHBIM TpPM MX PpEerucTpanum, 3a MCKIIOUYEHMEeM TpeOOBaHMII K IIEPBUYHON YIIAKOBKE,
BTOPUYHOM (ITOTPEeOUTETLCKOM) YIIAaKOBKe, ¥ TP HAJIMYMM HA BTOPUYHOM (TIOTPEOUTENTHCKONM) YITAKOBKE
JIEKAPCTBEHHBIX IIPernapaTroB il MEeAMIMHCKOTO TMPUMEHEHMs, HaxXOIAIIMXCS B OOpalleHuN,
CcaMOKJIesIllencss  9TUKEeTKM, cojepxkaniern MHbOpMalMio O JIeKapCTBEHHOM Iperapare  [jist
MEeIUIMHCKOTO IMPUMEHEHMSI Ha PYCCKOM SI3bIKe. B OTHOIIIeHNM AAaHHBIX JIEKAPCTBEHHBIX MpEerapaToB He
MIPUMEHSIOTCS TOJIOKeHMsT yacTu 7 cratbu 9 u vacteit 1 u 2 crateu 52.1 Hacrosiero ®emepasbHOroO
3aKOHA.

(gactb 3.3 BBemeHa PenepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuitickyio ®epmepaliiiio MOXKHO BBO3UTh JIEKAPCTBEHHBbIE CPENCTBA, KAaueCTBO KOTOPBIX
MOATBEPKOEHO  CepTUMUKATOM  IIPOM3BOIUTENSI  JIEKAPCTBEHHBIX  CPEICTB,  YIOCTOBEPSIOIIVM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSIM, YCTAHOBJIEHHBIM P UX PErMCTPaLINA
VY TIPOBEIEHNM TIPOLIEIYP, CBSI3aHHBIX C PETUCTPAIMEN.

(B pen. @enepanbhbix 3akKoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

5. 3ampeiaercs BBo3 B Poccuiickyio Demepaiuio ¢danbcudUIMpPOBaHHBIX JI€KAPCTBEHHbBIX
CpelCTB, HeJOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPENICTB, KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPELCTB.
(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. danbcudpuLMpoBaHHbIE JIEKAPCTBEHHbIE CPEACTBAa, HeNOOPOKAueCTBEHHbIE JIEKAPCTBEHHBIE
CpeACTBa TIOMJIESKAT W3BSITUIO U TOCTEAYIOIIEMY YHMUYTOKEHMIO WM BbIBO3y wu3 Poccuiickon
®depnepannn, KOHTpadaKTHbIE JIEKAPCTBEHHbIE CPENICTBA - MU3BATUIO U TMOCJIEIYIONIEMY YHUUTOKEHMUIO.
YHuuroskeHue wim BbiBo3 13 Poccuiickon @enepatinm ¢aabcuuIMpOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HeOOPOKAUECTBEHHBbIX  JIGKAPCTBEHHBIX  CPeNCTB, KOHTpaaKTHBIX  JIEKAPCTBEHHBIX  CpEICTB
OCYILIECTBJIIETCS 3a CYeT JIMIA, OCYILIECTBUBIIErO UX BBO3. [IOPANOK VHMUYTOXKEHUS U3IbITHIX
danbCcuULMPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB, HeLOOPOKAUEeCTBEHHBIX JIEKAPCTBEHHBIX CPENCTB,
KOHTpachaKTHBIX JIEKAPCTBEHHBIX CPeNCTB ycTaHaBuBaeTcs [IpaBurenbctBom Poccuiickon @emepanym.
(B pen. @enepanbHoro 3akoHa oT 06.12.2011 N 409-03)

7. Jluua, ocyuiecTBiasdionle BB03 B Poccuiickyio @epepaiyio  baabCupUIMPOBAHHBIX
JIEKApCTBEHHBIX  CPEICTB, HeJOOPOKAYeCTBEHHBbIX JIEKAPCTBEHHBIX CpPEICTB, KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPENCTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickoi
Depepanyn.

(B pen. ®enepanbHbix 3aKkOHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

8. BbIBO3 jiekapcTBeHHBIX cpencTB u3 Poccuiickon @emepaniny oCyIecTBIsIETCS B COOTBETCTBUM C
akTamu, cocraBisiomMy mnpaBo Corosa, u (MaM) 3akoHomaTenabCcTBOM Poccuiickon ®Pepepaiy o
rOCYJapCTBEHHOM PEryJIMPOBaHMM BHEIITHETOPTrOBOM AeITeJIbHOCTM.

(uactb 8 B pen. DenepanbHoro 3akoHa oT 30.01.2024 N 1-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

9. BBom B rpaxkmaHCKuii 060pOT JIeKapCTBEHHBIX IperapaToB IS MeOUIIMHCKOIO IPUMEHEeHMS,
BBe3eHHbIX B Poccuiickyro Denepalinio, OCYILECTBIIIETCS C COOMIONEHEM TpeOOBaHMI, YCTaHOBJIEHHbBIX
cratbeii 52.1 "HacTosero MegepasbHOro 3aKOHA.

(uactb 9 BBeneHa MenepanbHbiM 3akoHOM OT 28.11.2018 N 449-D3)

KoncynpranTtlitoc: mpuMevanue.

Y. 10 ct. 47 He pacmpocTpaHsIeTcs Ha CepuUM JIeKapCTB ik BETePUHAPHOTO MPUMEHEHNsI, BBeJleHHbIE
B rpakmadckuii 06opot mo 01.09.2023, koTopble mOAIERKAT MPUMEHEHUIO OO MCTEUEeHMSI CpOKa MX
rogHocty (D3 ot 02.07.2021 N 317-D3).

10. BBop B rpaskgaHCKMii 060OPOT JIEKapCTBEHHBIX MPENapaToB sl BETePMHAPHOTO MPUMeHeHMs,
BBe3eHHbIX (TepemeleHHbIXx) B Poccmiickyio @epepannio, OCYILIECTBJSETCS C COOJIOEHMEM
TpeGOBaHNI, YCTAHOBJIEHHbIX cTaThel 52.2 HacTosiero denepaabHOro 3aKOHa.

(uactb 10 BBenena @enmepanbubiM 3akoHOM oT 02.07.2021 N 317-D3)

Cratba 48. HOpuguueckume nuua, KOTOPbIM paspelleH BBO3 JleKapCTBEHHbIX
cpepacTtB B Poccuiickyto degepauuto
(B pen. ®enmepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBeHHble cpencTBa B Poccuiickyro @enepaliyito MOTYT BBO3UTD:
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) MpousBoOANTEIN JIEKApCTBEHHbBIX CpeacTB  OJid HEHEﬁ COOGCTBEHHOTO IIpon3BOACTBaA
JIEKapCTBEHHLIX CPeaCTB;

2) WHOCTpaHHble pa3spabOTUMKM JIEKAPCTBEHHBIX CPENCTB ¥ WMHOCTPAaHHbIE IPOM3BOAUTEIN
JIEKAPCTBEHHBIX CPEACTB WM JpyrMe OpuaMuvecKkue Juila [0 TIOPYdYeHMIo paspaboTymka
JIEKApCTBEHHOTO CPENICTBA /IS pa3pabOTKM JIEeKapCTBEHHBIX CPENCTB, MPOBEAEHMS] HAyYHBIX M WMHBIX
VICCIIENOBAHMIA, TIPOBEEHMSI KIIMHUYECKUX VCCIEIOBAHMIA JIEKAPCTBEHHOTO MpernapaTa, OCyIleCTBIEHNS
rOCYyJapCTBEHHOM PpErucTpalyy WM PErucTpaluy JIEKAPCTBEHHOrO IMperapaTa, BKJIIOUEHUS
dapmaleBTHMUeCKOM CyOCTaHIMM B TOCYJApPCTBEHHBIN peecTp JIeKapCTBEHHBIX CPENCTB, KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB MIPU HAJIMUMM pas3pellieHs yIIOoJHOMOYEHHOro deepaabHOro opraHa
VICIIOJTHUTEJIbHOM BJIACTY HA BBO3 KOHKPETHOM MapTUM JIEKAPCTBEHHBIX CPEJICTB;

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) opraHu3anyy ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMHU CPEICTBAMM;

4) HayuyHble OpraHmMsanuu, oOpasoBaTebHble OpraHM3alMM  BBICIIETO  OOpPa30BaHMS,
IIPOM3BOAUTEN JIEKAPCTBEHHBIX CPENCTB MJIsT pa3paboTKM, MCC/IeIOBaHMIA, KOHTPOJST 6Ge30macHOCTH,
KauecTBa, 3(GGEKTUBHOCTY JIEKaPCTBEHHBIX CPENCTB IPY HaJMUMM DPaspelleHus YIoJTHOMOUYEHHOTO
benepaabHOrO OpraHa UCIOJIHUTETbHON BIACTH;

(B pen. ®enepanbubix 3akoHOB oT 02.07.2013 N 185-D3, ot 30.01.2024 N 1-D3)

5) memuiMHCKIe opraHu3alyn, MHbie YKa3aHHbIe B MyHKTaX 1 - 4 HACTOSIIEN CTaTbM OpraHM3aIumn
IJIT OKasaHMs MEIMIIMHCKOM ITOMOIIM TIO >KM3HEHHbIM ITOKa3aHMSIM KOHKPETHOTO TMallMeHTa IIpu
Ha/IMUYMM PaspellieHust yIOJTHOMOUEHHOTO (efepaJbHOrO OpraHa MCIOJHUTEIbHOM BJIACTM HAa BBO3
KOHKDETHOM MapTuM JIEKapCTBEHHOTO Iperapara, BbIZAHHOTO B YCTAHOBJIEHHOM IOpSIKe B ¢opMme
3JIEKTPOHHOT'O IOKYMEHTA, MOATIMCAHHOTO YCUJIEHHOM KBaIMOUIMPOBAHHOM 3JIEKTPOHHOM MOIMNICHIO;
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(B pen. @enmepanpHoro 3akoHa ot 12.03.2014 N 33-®3)

6) yrpatmi cuny ¢ 1 suBaps 2024 roma. - @epepanbhbiit 3akoH ot 27.12.2019 N 475-D3.

7) IPOU3BOAUTENN MEOUUIMHCKUX U3AEINN AJIS 1eJiel MTPOU3BOICTBA MEIUIIMHCKUX U3IEITUA.
(. 7 BBegen @epepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

Cratba 49. [lOKyMeHTbl, nNpeacTaBnseMble B TaMOXeHHble opraHbl Poccuiickow
depepaynu npu BBO3e SIeKapCTBEHHbIX cpeacTB B Poccuiickyto depepanuio
(B pen. denepanbHoro 3akoHa oT 06.12.2011 N 409-D3)

1. TIlpu BBO3e jeKapCcTBeHHbIX cpencTB B Poccmiickyio @Pepmepaiiio B TaMOXKEHHbIE OpPraHbI
Poccuiickont @enepanyy Hapsimy ¢ AOKYMEHTamMu, MpeJCTaBJieHMe KOTOPBIX MPeLyCMOTPEHO aKTamu,
cocrapsstonmu rpaBo Cotrosa, n (W) 3akoHozarenbctBoM Poccuiickoit @epepaiuy 0 TaMOXXEHHOM
peryaMpoBaHNM, IPEACTABISIIOTCS CAeAYIOIINE JOKYMEHThI B 3JIEKTPOHHOM hopMme:

(B pen. ®enepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

1) ceptudmkar (3akaOUEHME) COOTBETCTBMSI TIPOM3BOACTBA JIEKAPCTBEHHBIX CPENCTB IJIsT
BETEePMHAPHOTO HpMMEHeHMsI TpeOOBaHMIM MpPaBUJI HafjiesKalllell IIPOM3BOIACTBEHHOM IPaKTUKU
EBpasuitckoro skOHOMMUYeCKOI'O COI03a;

(. 1 B pen. ®epepanbHoro 3akona ot 31.07.2025 N 304-D3)

2) paspellieHre YIIOJIHOMOYEHHOro (denepajbHOro OpraHa MCIIOJHUTEIbHOM BJIACTM HAa BBO3
KOHKDETHOJM MapTuy JIEKAapCTBEHHOIO CPeNCTBA B CJIyYasX, YCTAHOBJIEHHBIX YaCTbiO 3 cTaThyu 47
Hacrosero ®emepasbHOro 3aKOHa.

2. JJOKyMeHTbI, yKa3aHHble B MyHKTax 1 M 2 yactu | HACTOsIEeN CTaTby, MPENCTaBISIIOTCS B
TaMoykeHHbIe opraHbl Poccuiickoit @epepauyy mpyu NpuOBITUM JIEKAPCTBEHHBIX CpeacTB B Poccuiickyio
®denepalnio.

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 50. BB0O3 nekapcTBeHHbIX npenapatoB B Poccuiickyto degepayuto ansa
JINYHOrO UCNOJIb30BaHUSA U NHbIX HEKOMMEpPUYECKUX Liesiet, a TaKke A1 UCNOJIb30BaHUsA
Ha TeppuTopUUN MeXAyHapoaHOro MeauLMHCKOro Kiacrepa
(B pen. ®enmepanbHbix 3ak0HOB OT 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHble mpemnapaTbl MOTr'yT ObITh BBe3eHbl B Poccuiickyio @epeparyio 6e3 yuera
TpebOBaHMI, TMpPeIyCMOTPeHHbIX dYacTsMu 1 - 4 cratbu 47, cratbsasmu 48 u 49 Hacrosiiero
®denepaabHOTO 3aKOHA, €CJIV OHM TTPeIHA3HAYEHbI JJIsT:

(B pen. @enepanbHoro 3akoHa oT 06.12.2011 N 409-03)

1) smuHOrO MCMONMB30BaHM (PU3MUECKUMU JMLamMy, MpuObIBIIMMY B Poccuiickyro @epepanyio.
[Ipy osrom BBO3 B Poccuiickyio @emepanyio JIeKapCTBEHHBIX —IPENapaToB, COAEpsKaIlnX
CUJIBHOJENCTBYIOIIME U (WIK) SIIOBUTbIE BellleCTBA, BKJIIOUEHHbIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJEMCTBYIOIIMX BEIECTB [IJIS 1[eJiell YTOJIOBHOTO 3aKoHoAaTeabcTBa Poccuiickon denepanyy u B
CIMCOK SIAOBUTBHIX BEIIECTB [IJIsT 1Iejieli YrOJIOBHOTO 3aKoHomarenbcTBa Poccuiickoin Demeparyu,
yTBepkaeHHbIe [IpaBuTenbctBoM Poccuiickoit @epepalivi, OCYIIECTBIISIETCS TIPY HAJIUUUM TOKYMEHTOB
(3aBepeHHBIX KOMMUI TOKYMEHTOB WM 3aBEPEHHBIX BBIMMCOK U3 HUX), TOATBEPKAAIOIIMX Ha3HAUEHMe
busnyeckoMy JIMITy YKa3aHHBIX JIEKAPCTBEHHBIX IIpernapaToB (3a MCKIIOUYEHMEM JIEKapCTBEHHBIX
MpernaparoB, 3apeructpupoBaHHbix B Poccuiickoin @epepariuy MO0 3aperMcCTpUpPOBAHHBIX B
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

COOTBETCTBUM C aKTamu, cocTapjsiomvu mpaBo Coro3a, U ormyckaeMbix B Poccuiickoit @epepauym
6e3 pelienTa Ha JiekKapCTBeHHbIN pemnapar). [logTBepskaatoliye JOKYMeHTbl (MX 3aBepeHHbIe KOIUM WU
3aBepeHHbIe BBIMMCKY M3 HUX) JMOOJDKHBI COIEep)KaTb CBEAEHMS O HaMMEHOBAaHMM U KOJUUYECTBE
Ha3HAUEeHHOI'O JIEKAapCTBEHHOTO IipemapaTta. B ciydae, eciu MOATBep)KIAmOIIMe AOKYMEHTbI (MX
3aBepeHHble KOMMM WJIM 3aBepeHHbIe BBIMMCKM M3 HUX) COCTABJIEHbI Ha MHOCTPAHHOM SI3bIKE, K HUM
MIPWIAraeTcsi HOTapuaJbHO 3aBEPEHHBIN TIEPEBOJL Ha PYCCKUN SI3bIK;

(B pen. @enepanbHbix 3aKOHOB OT 02.06.2016 N 163-D3, or 30.01.2024 N 1-D3)

2) UCToMb30BaHMs PAOOTHMKAMM  AUTJIOMATMUECKOTO KOpIyca WM  TPeCTaBUTEISIMU
MeKIYHAapOIOHbIX OpraHM3alyii, aKKpeauToBaHHbIX B Poccuiickoi @enepaiiny;

3) JedyeHMsT TMACCAXXMPOB ¥ UWIEHOB SKUITa’Ke TPAHCIOPTHBIX CPEACTB, IMOE3MHBbIX Opuram u
BOAUTEJIE TPAHCIIOPTHBIX CPeACTB, mpubbIBLIMX B Poccuiickyto deneparyio;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4) neveHus YYaCTHUKOB MEXKIAYHAPOIHbBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPOIIPUSITUIN U YUYACTHUKOB
MEXIYHApOIHBIX SKCITeIUIINIA;

5) JleyeHMsT KOHKPETHBIX >KMBOTHBIX B 300IapKax, 300CafaxX, IMpKaX, OKeaHapuyMax,
JenbOUHApUIX, JIeUeHMs OUKUX SKUBOTHBIX, IOCTOSHHO MJIM BPEMEHHO HAaCeJISIIOIMX TEePPUTOPUIO
Poccuiickoit Denmepaiiny, HaXOOAIIMXCI B COCTOSIHMM €CTECTBEHHOV CBOOOALI M NPUHAIIEKAIIMX K
BumIaM, 3aHeceHHbIM B KpacHyio kaury Poccuiickoit @emepauyy u (W) KpacHble KHUTU CyOBEKTOB
Poccuiickoit Demepannm, a Takke >KMBOTHBIX, BBO3UMbBIX B Poccuiickyio @emepaiinio IJig y4yacTus B
CIIOPTUBHBIX U 3PEJIUIIHBIX MEPOIIPUSITHUSIX;

(B pen. ®enepanbHbix 3aKkOHOB OT 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) MCIIOJIb30BaHMsI HAa TEPPUTOPUM MeXKIYHAPOJAHOIO MeAULIMHCKOIO KJIacTepa.
(1. 6 BBemeH @PenmepasnbHbIM 3aKoHOM OT 29.06.2015 N 160-D3)

2. B ciryyasx, mpelyCMOTPEHHbBIX YacThi0 1 HACTOSIIIEN CTaThby, JOMyCcKaeTcsl BBO3 B Poccuiickyto
®Depepalio eKapCTBEHHBIX MTPeNapaToB, He 3aperucTpupoBaHHbiX B Poccuiickon @epepanyy mmbo He
3apernCTPUPOBAHHBIX B COOTBETCTBUM C aKTaMu, COCTaBJIstonMu mpaBo Corosa.

(B pen. denepanbHbix 3aKkOHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3. JlekapcTBeHHbIE TIperaparhl, MpeJHa3HAYeHHbIE [JIs1 T'YMaHUTAPHO TTOMOIIY (COmENCTBYS) WA
MOMOIIM TIPM UPe3BbIUAMHBIX CUTyalusIX, BBO3sITCI B Poccmiickyio @Depepaivio B IOPSIKe,
ycraHoByieHHOM [IpaBurtenbctBom Poccuiickonn ®@emepaumm. 3amperjaetcs BBo3 B Poccuiickyio
@Depepalio  He3apPErMCTPUMPOBAHHBIX  JIEKAPCTBEHHBIX  IpENapaToB, IpeAHA3HAUEHHBbIX  MJIs
I'YMaHMUTapHOM MOMOIIM (COAEMCTBUS) MY TIOMOIIY TTPYU Ype3BbIUalHbIX CUTYaIUSIX.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 51. CoTpyaHunuecTBO (hpepepasibHOro opraHa WUCNONMIHUTE/IbHOW BacTu,
OCYLLECTBNAOWEro (PyHKLUM NO KOHTPOJIKO U HAA30pYy B 06/1aCTU TAMOXEHHOro aena, u
BPYrux yrnosIHOMO4YEeHHbIX (heaepasibHbIX OPraHOB UCNONHUTENbLHOV BNacTu
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1. YnomnomoueHHBIE d)eﬂepaanbIe OpraHbI MCIIOJIHUTE/IbHOM  BJIACTU IIpenoCTaBJIAIOT B
pacIiopst>keHne cbeaepaanoro OopraHa JICTIOJTHUTE/IbHOM BJIaCTH, OCYIIECTBJISIOIIEIO d)YHKL[I/II/I 1o
KOHTPOJIKO M HaA30py B 00JIaCTM TaMOKEHHOT'O agesia, FOCy,E[apCTBEHHbII‘/JI peecCTp JiIeKapCTBEHHBIX
cpeacTts, a TakKXKe I/IH(bOpMaLU/II-O O BbIOAHHBIX pa3peleHnsaxX Ha BBO3 KOHerTHOﬁ mapTmn
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKAPCTBEHHBIX CPENCTB B CIy4yasix, YCTAHOBJIEHHbIX YacTbio 3 cratby 47 Hacrosiiero denepajbHOTO
3aKOHa.
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. @enmepanbHbIii OPraH UCIOJHUTEIBHON BJIACTU, OCYILECTBJISTIOMMI (GYHKIMM MO KOHTPOJIIO U
HaZ30py B 0O6JIACTM TaMOXXEHHOro Aesa, MHPOPMMPYET yKasaHHble B 4YacTM 1 HACTOSILEN CTaTbyu
YIIOJIHOMOYEHHbIe (pefiepasbHble OpraHbl VCIIOJHUTEIBHOM BJIACTY O BBO3€ JIEKAPCTBEHHBIX CPENCTB B
Poccuiickyio ®epepanyio 1 BbIBO3€e JIEKAPCTBEHHBIX cpencTB u3 Poccuiickon Penepanyy no Gpopme u B
mopsizike, KOTopble ycTaHoBJeHbI [IpaBuTenbcTBom Poccuiickon @enepatimmn.

(B pen. denepanbHbix 3aKkOoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Masa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
Cratbsa 52. OcyuwecTBrieHme hapmMaleBTUHECKOWN AeATEe/IbHOCTU

1. ®apmarneBTnyeckass OesITeJIbHOCTb OCYIIECTBJISIETCSI OpraHM3alusIMyu OITOBOV TOPTOBJIU
JIEKapCTBEHHbIMU CcCpeacTBaMu, alITEYHbIMMU OpraHu3alsIMu, BeTepMHAapPHbIMU AIlITEYHbIMU
OopraHmsaumusmu, VHAVBUOYAJIbHbIMU npeanlnnpmHmMMaTe/IsIMHA, VMELIVMNU JIMIIEH3UIO Ha
(dapMaleBTMYECKYIO OesITeJIbHOCTb, MEIMIVHCKMMM OpraHM3aluysIMM, WMEIOIMMMM JIMIIEH3UIO Ha
(dapMalleBTUUECKYIO HesTeIbHOCTh, M MX 000COOJIEHHBbIMM IIOApa3ae/IeHUsIMU, PaCIIOJIOKEHHbIMY B
CeJIbCKUX HACEeJEeHHbIX IMYHKTAX, B KOTOPBIX OTCYTCTBYIOT aIllTE€UYHbIe OPraHM3aLuM, ¥ BeTepPUMHAPHBIMU
OpraHM3aIysIMy, UMEIOIIMMH JIMIIEH3MI0 Ha (hapMalleBTUYECKYIO eI TeTbHOCTD.

(B pen. @enmepanbHbix 3aKOHOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

2. @usmnueckue JIUIIA MOTYT OCYIIECTB/SATb (apMaleBTUUECKYIO esITeIbHOCTh MHPY HaJUUUM
BBICILIETO WIX CpeaHero ¢GapMaleBTUUYeCKOro o0pas3oBaHusi U cepTuduKara crHenuagucra Jambo
MPOMIEHHONM aKKpeOuTalUy CIelMaliCTa, BBICIIEro MM CpegHero BeTepMHapHOro obpasoBaHus (B
LIeJISIX OCYIIECTBJIEHMS (papMalleBTUUECKONM IesTe/IbHOCTU B cepe oOpallleHNs JIEKaPCTBEHHbBIX CPENICTB
IIJIST BETepPMHAPHOrO TpUMEHEHMsI), a TakkKe BBICIIErOo WIM CpeJHero MeIMIIMHCKOTO OOpa3oBaHMS,
ceptTuduKaTa Crenymaaucra Jubo IMPONIEHHOM aKKpeIUTaLyuM CIelUaJuCcTa U JONOJHUTEIbHOIO
npodeccroHaabHOro 06pasoBaHMsd B YaCTM PO3HUYHOM TOPIOBJIM JIEKAPCTBEHHBIMM IIperapaTaMy s
MEeIUIIMHCKOTO MPUMEHEHMS TIPU YCJIOBUM UX paboThl B 060COOIEHHBIX OAPasAeIeHNUsIX MeAUIIMHCKAX
OpraHmusanui, yKasaHHbIX B YaCTy 1 HACTOSIIIEN CTaThM.

(B pen. @enepanbhbix 3akoHOB OT 28.04.2023 N 149-D3, ot 29.12.2025 N 549-D3)

Koncynpranrtllntoc: npumeuaHne.

JlekapcTBeHHbIe TTpernapaThl AJIs1 MEJUIIMHCKOTO TTpUMeHeH s, BBeJIeHHbIe B I'PaskKIaHCKUI 060pOT OO
29.11.2019, nmopJsiexkaT XpaHeHMIO, MepeBO3Ke, OTIYCKY, peanu3alyuu, meperave, NMpUMeHEHUIO [0
ucteuennsi cpoka ux rogHoctu (@3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBog B rpaxpaHCKMW OOOPOT /eKapCTBEHHbIX CpeacTB Ans
MeAULMHCKOro NnpuMeHeHuns
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

(BBemeHa ®DemepanbHbiM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOOOM B TpaskJaHCKMII OOOPOT KaskIOM CEPUM MM KasKOOM MapTUM ITPOU3BEIEeHHOTO B
Poccuiickont  @epepanuyu  JIeKapCTBEHHOTO — IperapaTta [Jisi  MEeOUIMHCKOTO  IMpUMEHEeHus, 3a
VICKJIIOUEHMEM MMMYHOOMOJIOTMYECKMX  JIEKAPCTBEHHBIX IIPernapaToB, IPOU3BOAUTENb  TaKOTo
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKAPCTBEHHOr'O IMperapaTa IIPe[CTaBJisIieT B 3JIEKTPOHHOV (opme B (demepasbHbli  OpraH
VICTIOJIHUTEJIbHOM  BJIaCTY, OCYILIECTB/SIONMI (QYHKIMM 1O KOHTPONIO M Haa3opy B cdepe
3paBOOXpaHeHNs], JOKYMEHT ITPOU3BOIMUTEJISI JIEKAPCTBEHHOT'O CPEACTBa, MOATBEPIKAAIONINI KAaueCTBO
JIEKapCTBEHHOTO  Tpemapara, W  IOATBEepKIeHMe  YIOJHOMOUYEHHOTO JIMIIA  [POU3BOIUTEJIS
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBUS JIEKAPCTBEHHOTO IpernapaTa TpeGOBaHMSIM, YCTaHOBJIEHHBIM TP
€ro PerucTpalumn.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1.1. [Tepen BBOOOM B I'PaskIAHCKMIT OOOPOT KaXkKAOM Cepum WM KaKI0ou apTuu Mpou3BeIeHHO B
Poccuiickonn ®Depmepanyy  apmaiieBTMYECKOM CyOCTaHIMM ITPOM3BOAUTEIL TAaKOTO JIEKAPCTBEHHOTO
CpeliCcTBa TpeACTaBjsIeT B 3JIEKTPOHHOM ¢opmMe B dedepalbHbl/i OpraH MCIOJHUTEIbHOM BJIACTH,
OCYIIECTBJIIONIMIA (QYHKIMM IO KOHTPOJIIO M HaA3opy B cdepe 3apaBOOXpaHEHMs, TOKYMEHT
MPOM3BOAMUTEJIS  JIEKAPCTBEHHOTO  CPEJCTBA, IOATBEPXKAAMOIIMI  KaueCcTBO  (hapMalleBTUUECKO
cybCcTaHLMM, U TOKYMEHT, TIOATBEP KAAIOIINI COOTBETCTBME JIEKAPCTBEHHOI'O CPECTBA TPeOOBAHMSIM,
YCTAQHOBJIEGHHBIM TIpM €ro TOCYHApCTBEHHOM perucTpanuyM WM perucrpauyuu, u odbOopMIeHHbIN
YIIOJTHOMOYEHHBIM JIMIIOM MTPOU3BOAUTEIS JIEKAPCTBEHHBIX CPEICTB.

(uactb 1.1 BBenmena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-03)

2. Tlepen BBOOOM B TpakAaHCKUIM OOOPOT KaKIOW CEpUM WIM KaskIOM IMapTUM BBO3UMOIO B
Poccuiickyto  ®@epepanuio JIeKapCTBEHHOTO —IIperapara ajid  MEeOUIMHCKOrO IpUMMEHEHMs, 3a
VICKJTIOUEHMEM MMMYHOOMOJIOTMUECKUX JIEKAPCTBEHHBIX IPEerapaToB, OPraHM3alys, OCYIIeCTBISIONast
BBO3 JIeKapCTBEHHOTO Mpemnapata B Poccuiickyio @Denepaiinio, MpeacTaBisieT B 3JeKTPOHHOM ¢dopme B
(benmepasbHbBIN OpraH MCIIOTHUTEIbHOM BIACTU, OCYILLIECTBIISIIOMMI (PYHKIMM 110 KOHTPOJIIO M HAZ30py B
chepe 3apaBOOXpaHEeHMS, HOKYMEHT IPOU3BOIAUTENSI JIEKAPCTBEHHOIO CPENCTBA, MOATBEPKIAIOILIMIA
KaueCTBO  JIEKAPCTBEHHOTO  TIperapara, W  TOATBEPXKIEHME  TPeNCTaBUTENsT  OpraHM3alumy,
OCYILIECTBJIAIONIEN BBO3 JIEKAPCTBEHHOrO Mpenapara B Poccuiickyio @epepannio M yrmoJIHOMOUYEHHON
VMHOCTPAHHBIM IPOM3BOJIUTEJIEM JIEKAPCTBEHHBIX CPENCTB, COOTBETCTBUSI BBO3MMOTO JIEKAPCTBEHHOI'O
npernapara Tpe6OBaHMUSIM, YCTAHOBJIEHHBIM IIPU €0 PEeruCTpaiyn.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2.1. Tlepen BBOOOM B TpaskgaHCKMII OOOPOT KaskOOM CEpUM WIM KayKIOW TMapTUM BBO3UMOW B
Poccuiickyto @epepatmio dapmaiieBTMYeCKO CyOCTaHIMM OpraHu3alysi, OCYIIECTBJISIONIas BBO3
TaKOro JIeKapCTBEHHOro cpenacTBa B Poccuiickyio Demepaiyio, mpeacTaBisieT B 3JIEKTPOHHOM (Gopme B
(demepasbHbIN OpraH MCIIOJIHUTEIbHOM BJIACTH, OCYILECTBIISIOMMI (PYHKLIMM IT0 KOHTPOJIIO ¥ HAA30py B
chepe 3mpaBoOXpaHEHMS, NOKYMEHT ITPOU3BOIMUTEJISI JIEKAPCTBEHHOTO CpPEACTBa, IMOATBEP KAAOIINIA
KavyecTBO (hapMaleBTUIYeCKOM CyOCTaHLINMN.

(uactb 2.1 BBenmena @enepanbubiM 3akoHOM OT 30.01.2024 N 1-03)

3. Tlopspmok mpencTaBieHus1 B cooTBeTcTBuMM € vacTsamvu 1, 1.1, 2 u 2.1 HacToglieil cTaTbu
JTOKYMEHTOB U CBEeIEeHMII O JIeKapCTBEHHbIX CpeACTBaX, BBOAMMBIX B TpPa’kIaHCKMII 0OOpOT,
ycraHaBuBaetcs [IpaButenbctBom Poccuiickon ®@epepaiin.

(dactb 3 B pen. DenepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

4. B oTHOIIEeHMM TEPBBIX TpeX Cepuii WM TapTUil JIEKAPCTBEHHOTO IIperapara, BIEepBbie
npousBeaeHHoro B Poccuiickon @eneparum mam BiiepBbie BBO3UMOro B Poccuiickyio @epeparmio (6e3
y4yeTa JO3MPOBKM) B paMKaxX OJHOTO PETUCTPALMOHHOTO YAOCTOBepeHus, B GeAepasbHbIl OpraH
VICTIOJTHUTEJIbHOM  BJIACTY, OCYIIECTBJSIONMI (QYHKIMM TIO KOHTPOJIO U Ham3opy B cdepe
3[[paBOOXPaHEHMSI, JOTIOTHUTEIBHO MPEACTABIISIETCS TIPOTOKOJ UCIIBITAHUI O COOTBETCTBUU CEPUU WIIN
mapTuy JIEKapCTBEHHOTO TIperapaTta [IJid MeIMIMHCKOTO TpMMEHEHMs TIoKa3aTesiM KayecTBa,
MPeIyCMOTPEHHbIM HOPMAaTUMBHOM [TOKYMEHTaluel, wix TpebOBaHMSIM, YCTAaHOBJEHHBIM IIpK
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

perucTpaiuy B COOTBETCTBUMM C aKTaMu, cocTaBjstiommu mnpaBo Corosa (majiee - IPOTOKOJ
UCIIBITAHN), TIPOBOJIMMbBIX aKKPEeIMUTOBAHHBIMM B COOTBETCTBMM C 3aKOHOHAATebCTBOM Poccuiickoi
®Gepmepatn 06  akkpeguTalM¥M B HALMOHAJIBHOM CHUCTEMe aKKpeguTanuu  (pegepaibHbIMU
rOCyIapCTBEHHbBIMM OIOJKETHBIMM YUPEKIEHUSIMMU, TIOJBEIOMCTBEHHBIMY (delepalbHOMYy OpraHy
VICITOJTHUTEJIbHOM BJIACTH, OCYIIECTBJISTIONIEMY (QYHKIIMHA 110 BhIPaOOTKE U pean3aluy TOCyIapCTBEHHON
MOJIUTUKY M HOPMaTMBHO-TIPAaBOBOMY peryJMpoBaHMIO B cdepe 3apaBoOOXpaHeHMus, U QenepaabHOMY
OpraHy MCIIOJIHUTEIbHOM BJIACTM, OCYILIECTBJISIONIEMY (YHKIMM II0 KOHTPOJIO M Ham3opy B cdepe
3apaBooxpaHeHus. JlomyckaeTcss  IpencTaB/IieHMe IIPOTOKOJA  WMCIBITAHMIA, IIPOBEOEHHBIX C
MCIIOJIb30BAHMEM CPEeNCTB AMCTAHIMOHHOTO B3aumomencTBus. [IOpsSmoK BbiAauM  yKa3aHHBIMU
(demepasbHBIMM TOCYIapPCTBEHHBIMM OIOKETHBIMM YUPEKIEHUSIMM TAaHHOTO IIPOTOKOJIA ¥ pa3mep
TIJIaThI 32 €ro Bbiauy ycTaHaBauBaroTcs [1paBurenbctBoM Poccuiickoir @eneparym.

(8 pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4.1. IlpepcraBiieHre MPOTOKOJIA MCIIBITAHMI JOMYCKAeTCS TOJIbKO B OTHOIIEHUM IIepBOM Cepuu
UM TIEPBOJ MapTUM JIEKAPCTBEHHOTO IIperapara, BliepBble mpousBeneHHoro B Poccuiickon @emepanym
WM BIiepBble BBO3MMOro B Poccmiickyio @emepaiinio (3a MCKIIOUEHMEM JIEKapCTBEHHBIX MPEeapaTos,
YKa3aHHBIX B UacTsX 4.2 u 4.3 HACTOSIIIIEN CTaTby), B CJIy4yae MpeJOCTaBJIeHNsT CBEIeHMIA O IaTe Bbloaun
U PErucTPalyOHHOM HOMEpe 3aK/JIIOUeHMsI COOTBETCTBMS IIPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB
TpeGOBaHMSIM IIpaBWI HaJJIeXKalllell ITPOM3BOJCTBEHHONM IPAaKTUKY, BBbIZAHHOTIO YIIOJTHOMOYEHHbIM
(demepasbHbIM OpPraHOM MCITOJIHUTEbHOV BJIACTM, WIM cepTuduKaTa COOTBETCTBUSI IIPOM3BOICTBA
JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM MpaBWwi HajAJIeKalllell IPOU3BOACTBEHHOV  IPaKTUKU
EBpasmiickoro 5KOHOMMYECKOT'O CO03a, BHIJAHHOIO YITOJTHOMOYEHHBIM OPraHOM TrOCYZapCTBa - WieHa
EBpasuitickoro  5KOHOMMYECKOI'O  COI03a, B  OTHOILIEHMM  IPOMU3BOJACTBEHHO})  IUIOLLAAKA
(TTpPOU3BOACTBEHHBIX IUIOIIAIOK), OCYIIECTBIISIIOIIEN ITPOU3BOICTBO TOTOBOV JIEKAPCTBEHHONM (DOpMBI 1
BBIITYCKAIOIIMI KOHTPOJIb KauecTBa JIEKAPCTBEHHOI'O Iperaparta, Ipu yCJIOBUM OTCYTCTBUS B TeUeHUe
Tpex JieT, TMpedIIecTBYIOIIMX [aTe BblJauM IPOTOKOJA MWMCIBITAHMIA, CIyYaeB BbISIBIEHUS
HECOOTBETCTBMsI YCTAHOBJIEGHHbIM TpeOOBaHMSIM KauyecTBa JIeKapCTBEHHBIX CpPeICTB, MHQOpMAIus O
KOTOPBIX OITyO/JIMKOBaHa Ha canTe (emepayibHOTO opraHa MCIIOJHUTEIbHON BJIACTH, OCYILECTBIISIIONIETO
(bYHKIIMM TT0 KOHTPOJIIO U HAA30py B cdepe 3IpaBOOXpPaHEHMSI, B OTHOIIIEHUYM BCEX ITPOU3BOICTBEHHbBIX
TIJIOINIAMIOK, OCYIIECTBJISIONIMX ITPOMU3BOACTBO JIEKAPCTBEHHOTO Iperapara M BBIITYCKAIOIIMM KOHTPOJb
KavyecTBa JIeKapCTBEHHOIO IIpernapara.
(uactb 4.1 BBegeHa DenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. He TpebyeTrcs mpencTaBjeHMe IPOTOKOJA MCIbITAHMI, yKa3aHHOro B yactu 4 wm 4.1
HACTOSIIIeN CTaTby, B OTHOIIEHMM OpPGaHHBIX JIEKAPCTBEHHBIX IIPENapaToB, BbICOKOTEXHOJIOTUYHbBIX
JIEKapCTBEHHBIX IPenapaToB, MOTYUYEeHHbIX M3 OMOJIOrMYeCcKOro MaTepuasa onpeneeHHOrO yejoBeKka 1
MpeaHa3HAYeHHbIX JIJI IPYMEHEHMS TOMY 3Ke UeJIOBEKY.

(uactb 4.2 BBenmeHa PenepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOILIEHMM OJHOM CEPUM WM ONHOM IMapTUM BbBICOKOTEXHOJOTMYHOTO JIEKAPCTBEHHOIO
nmpernapara (3a MCKIIOUYeHMEeM BbICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHbBIX ITPENaparoB, MOJTYyUYeHHBIX U3
610JIOrMUeCKOTO MaTepuasia OIpeeIeHHOTO YejloBeKa U MpeHa3HaueHHbIX JJIs1 IPUMEHEHUS STOMY JKe
YyeJioBeKy), BIepBble MpousBegeHHOro B Poccwmiickoit @enepanuu wuau BHepBble BBO3MMOIO B
Poccuiickyto @epmepannio, mpencTaBseTcsl MTPOTOKO MCIBITAHUY, TTPOBEIEHHBIX C MCIIOTb30BaHMEM
CPe[CTB AMCTAHIVIOHHOTO B3aMMOZENCTBMS B TeUeHME TIEPBBIX TPeX JIET MOC/Ie BBOAA TAKOTO Mpernapara
B IPasKIaHCKMIZ 0OOOPOT.

(uactb 4.3 BBegeHa DenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. EskeromHo He mosgHee 1 ampesist MPOM3BOIMTENNM JIEKAPCTBEHHBIX CPEINCTB MM OpraHMU3alumu,
OCYIIECTBJIIONIME BBO3 JIEKAPCTBEHHbIX IpenapaToB B Poccmiickyio @emepannio, MpeacTaBisSIiOT B
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(benepanbHbIil OpraH MUCIOTHUTENbHOM BIACTU, OCYILECTB/ISIIOIINI (PYHKUIMM 110 KOHTPOJIIO U HAZ30py B
chepe 3mpaBOOXpaHeHMs, IPOTOKOJ MWCIBITAHMIA TIOCTYNUBIIErO B TeYeHMe IMpPeJIIeCTBYIOIEro
KaJIHJApHOTO TOZAa B TPaskAAaHCKMIL OOOPOT JIeKapCTBEHHOTO Tperapara COTJIaCHO PerucTpalyiOoHHOMY
yIooCTOBepeHnio (Ha OAHY CEPUI0 TOPTOBOTO HAaMMEHOBAHMSI C YUYETOM JIEKAPCTBEHHOV (OPMbI OJHOM
IO3MPOBKM), MPOBOAMMBIX AaKKPEIUTOBAHHBIMM B COOTBETCTBMM C 3aKOHOAATEJbCTBOM Poccuiickon
@epepauyyu 006 aKKpeguUTalMM B  HALUMOHAJIBHOM CUCTEME AaKKPeOUTAlMM MCIbITATETbHBIMM
Jnabopatopusimu (1ieHTpammu). IlpencrasiieHne MpOTOKOA UCIBITAaHUM, TTPELYCMOTPEHHOTO HaCTOSIEeN
YaCTbiO, B OTHOIIIEHUM JIEKAPCTBEHHBIX IpenapaToB, yKa3aHHbIX B 4YacTu 4.2 HACTOSIEN CTaTbH,
JIOITyCKAeTCsI OJMH pa3 B TPU rojia Py yCJIOBUYM UX BBOZAA B TpaskaaHCKMii 060poT. I1pu npencrasiennmn
MTPOTOKOJIA MCITBITAHUI, TIPETYCMOTPEHHOTO YacTssvu 4 u 4.1 HacTosiIen cTaTby, B heaepaabHbIi OpraH
VICTIOJITHUTENIbHOM  BJIACTY, OCYIIECTBJSIONMI (QYHKIMM TIO KOHTPOJSIO ¥ Ham3opy B cdepe
3[[paBOOXpaHEHMsI, TPOTOKOJI UCIIBITAHUM, TTPETyCMOTPEHHBIN HACTOSIIEN YacTblo, B YKa3aHHBIM OpraH
He TIpeJCTaBIISIeTCs.

(uacTb 5 B pen. enepanbHoro 3akona ot 30.01.2024 N 1-D3)

5.1. TIpomsBomuTenu JIeKapCTBEHHBIX CPENCTB WM OpPraHM3aluMyu, OCYILECTB/SIOIEe BBO3 B
Poccuiickyto @emepannio BbICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX IIPErapaToB, BMECTO ITPOTOKOJA
VICTIBITAHUM, TPEIYCMOTPEHHOTO YacThiO 5 HACTOSIIEN CTaTby, BIpaBe MPENCTaBUTh B (elepabHbIN
OpraH MCITIOJTHUTEJbHOM BJIACTM, OCYIIECTBJSIOMMI (QYHKIMM IO KOHTPOJIO M Hang3opy B cdepe
3[paBOOXpAHEHMsI, CBEAEHUSI O AaTe M PErMCTPAlMOHHOM HOMeEpe 3aKJIIOUeHMs] O COOTBETCTBUM
MTPOU3BONUTEJSI JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSIM TpPaBMUJI HaJIesKalllell MpOoM3BOACTBEHHON
MPaKTUKM Wi cepTuduKaTa COOTBETCTBUSI ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPENCTB TPeOOBaHUSIM
IpaBUJI HaJJIeskallel MpoM3BOLCTBEHHOM MPakTuKM EBpa3uiickoro SKOHOMMUYECKOTO CO03a, BbITAHHOTO
YIIOJTHOMOYEHHBIM OpPraHOM TOCYAapCTBa - wWieHa EBpa3smifickoro 5KOHOMMYECKOrO CO03a, s
MTPOM3BOACTBEHHON TUIOMIAAKM (TIPOM3BOACTBEHHBIX IIIOLIAAOK), OCYIIECTBIISIIOIIEN ITPOU3BOACTBO
TOTOBOJ JIEKAPCTBEHHOM (POPMBI M BBIITYCKAIOIIMIA KOHTPOJIb KaueCTBa JIEKapCTBEHHOTO Tperapara.
(uacTb 5.1 BBemena ®emepasnbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. IIpomsBoauTenu JiIeKapCTBEHHBIX CPENCTB WIM OpPraHu3aluy, OCYIIECTBJISIONME BBO3
JIEKapCTBEHHBIX IpemnapaToB B Poccuiickyio Denmepannio, He MeHee YyeM 3a OOVH TOJl 10 TJIaHUPYEMbIX
MIPMOCTAHOBJIEHNSI VUIM TIpeKpalleHus MPOU3BOMCTBA JIEKAPCTBEHHBIX IIperapaToB MM UX BBO3a B
Poccuiickyto ®Depepaiiviio  yBeOOMJISIIOT 00 3TOM B 3JEKTPOHHOV (opme denepaabHblii OpraH
VICIIOJTHUTEJIbHOM  BJIACTM, OCYIIECTBJSIIONIMI (QYHKIMM TI0 KOHTPOJIO M Ham3opy B cdepe
3IpaBOOXpaHeHuss U (enepaabHblii OPraH MCIIOJHUTEIbHOM BJIACTM, OCYIUECTBJISIOIMI (QYHKIUM IO
JINIIEH3UPOBAHUIO ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

7. BBoA B rpa’kIaHCKMUII OOOPOT KayKAOW CEpPUM WM KasKIOM MapTUM MMMYHOOMOJIOTMYECKOTO
JIeKapCTBEHHOrO TMperapaTa, INpousBeleHHoro B Poccuiickoii @Demepaiuy WM BBO3UMOIO B
Poccuiickyio ®emepaninio, OCyIIECTBJSIETCS Ha OCHOBaHMM paspelleHMs, BbLIAaHHOrO (emepasbHbIM
OpPraHOM MCITOJTHUTEIbHOM BJIACTM, OCYILECTBJISIOIMMM (PYHKIMM IO KOHTPOJIO M HAaA3opy B cdepe
3IpaBOOXpaHEHMsl, Ha OCHOBAaHMM BBITAHHOTO GeaepaJbHbIMM TOCYJapCTBEHHBIMM OIO/I’KETHBIMU
YUpEXIEHUSIMY, YKa3aHHbIMY B YacTV 4 HACTOSILEN CTAaTbM, 3aKIIOUYEHNSI O COOTBETCTBUM CEPUM MU
MapTUM UMMYHOOMOJIOTMYECKOTO JIEKapCTBEHHOI'O Tperapara TpebOBaHMSIM, YCTAaHOBJIEHHBIM TIPU €ro
rOCyJapCTBEHHONM perucrpanyy. [1ops/iok Bbimauy paspelleHns Ha BBOJ, B TPasKIaHCKMIE 000pOT cepum
UM TApTUM MMMYHOOMOJIOTMUYECKOTO JIeKapCTBEHHOIO IIperapara, a TakKKe IIOPSAOK BbIAaun
YKa3aHHOrO 3aK/IOUEeHMSI ¥ pasMep IUIaThl 3a €ro Bblgauy YyCTaHaBauBaloTcs I[IpaBurenbcTBOM
Poccuiickoir @egepanyn.

7.1. ®opma ¥ MOPANOK MPOBEIEHNMsT UCIbITaHMI, YKa3aHHbIX B YacTax 4, 4.1, 4.3 u 5 Hacrosien
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

CTaTby, B TOM UMCJIE C MCIIOJb30BAHMEM CPEICTB AMCTAHIMOHHOTO B3aMMOMEMCTBUSI, YCTaHABIMBAIOTCS
ITpaBurenscrBom Poccuiickoin @emgepanym.
(dactb 7.1 BBemeHa @enmepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8. 3a HempencTraB/lieHME WIM HECBOEBPEMEHHOE IIpe/CTaB/ieHe TOKYMEHTOB U CBEIEeHMU,
penyCMOTpPeHHbIX uactsvu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 HacTosIel CTaTby, MPOU3IBOLUTENN
JIEKAPCTBEHHBIX CPENCTB ¥ OpraHusaliMiu, OCYILECTBJ/ISIONYE BBO3 JIEKAPCTBEHHBIX IIperapaToB B
Poccuiickyio @enepaliynio, HECyT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickoi
Depepaiyn.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

9. IlpencraBiieHne AOKYMEHTOB M CBEAEHMI, MPEIYCMOTPEHHBIX YacTsIMu 1, 2 M 4 HacTosIIen
CTaTbM, U TIOJyYeHMe TMPeNyCMOTPEHHOTO YaCTblO 7 HACTOSIIEN CTaTby paspelieHus] Ha BBOJ
VMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO TIperapara B TPasKOAHCKUII OOOpOT He TpebyloTcs B
OTHOILIEHMM JIEKAPCTBEHHBIX IIPeraparoB, IMpeAHa3HAYEHHBbIX [JIS1 IIPOBEIEHMS] KIMHUYECKUX
MCC/IeIOBaHUI JIEKAPCTBEHHBIX IIpernapaToB, IPOBeAEeHMs SKCIEePTU3bl JIEKapCTBEHHBIX CPENCTB MJIs
OCYIIIECTBJIEHNUSI TOCYIAPCTBEHHOM PETrUCTPAIMy JIEKAapPCTBEHHbBIX ITPENapaToB, a TaKXKe B OTHOIIEHUN
He3apermCcTPMPOBAHHbBIX JIEKAPCTBEHHBIX ITPENapaToB, MpeIHa3HAYeHHBIX JJISI OKa3aHUSI MeAVIIMHCKOMN
MTOMOIIY TI0 JXKM3HEHHBIM ITOKa3aHMSIM KOHKPETHOTrO MallMeHTa WM TPYIIIbI MalyieHTOB, BBO3MMbIX B
Poccuiickyto @epepanyio B coOoTBETCTBUM € dacTsavu 3 u 3.1 cratbu 47 Hactosiero degepagbHOro
3aKOHa.

(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. IIpu BbISIBJIEHMM B TPaskJaHCKOM OOOpOTe CepuyM WM TMapTUM JIEKapCTBEHHOTrO Iperapara,
JOKYMEHTBI M CBeJleHMsI O KOTOPbIX, IIpeIyCMOTpeHHble uactavu 1, 2, 4, 4.1, 4.3, 5 u 5.1 HacTrosien
CTaTby, He TIpeACTaB/iieHbl B (demepayibHbII OpraH WMCIHOJHUTEIbHOM BJIACTU, OCYILIECTBIISTIOIINI
GYyHKIMM 1O KOHTPOJIIO M Haja3opy B cdepe 3ApaBOOXpaHeHMs, JMOO CepuM WM TapTUn
MMMYHOOMOJIOTMUYECKOTO JIeKapCTBEHHOIO IIperapara, He WMMeIOLIMX paspellieHuss Ha BBOZ, B
IPKIAHCKMUI O0OOpOT, TMPEeNyCMOTPEHHOTO YacTbio 7 HAcCTOSIIEeN CTaTby, deaepaabHblii OpraH
VCIIOJTHATENIbHOM  BJIACTM, OCYIIECTBJSTIONIMI (QYHKIMM 1O KOHTPOJIO ¥ Ham3opy B chepe
3 paBOOXpaHeHNMs], B IOps/IKe, ycTaHOBIeHHOM [IpaButenbctBoMm Poccuiickoin ®enepanyy, mpyuHuMaeT
pelieHre O TMpeKpalleHM TPasKIaHCKOTO 000pOoTa TaKUX CEepuyM WM MapTUM A0 TpeacTaB/IeHMS
YKa3aHHBIX JOKYMEHTOB ¥ CBeEHU JIMOO TOTyUYeHMs] YKa3aHHOTO pasperieHmusl.

(B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-®3)

Koncynpranrtllntoc: npumeuanue.

Cr. 52.2 He pacnpocCTpaHgeTcd Ha Cepuu JIeKapCTB IJisl BeTepMHAPHOIO MPUMeHEeHNs, BBeleHHbIe B
rpakmaHckui obopotr o 01.09.2023, koropble momiexaT MPUMEHEHMIO IO MCTEUEeHMS] CpoKa MX
rogHocty (D3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBog B rpaXpaHCKUii OGOpPOT J/ieKapCTBEHHbIX npenaparoB Ans
BeTepUHapHOro NnpMMeHeHus

(BBemeHa @enepanbHbiM 3akoHOM oT 02.07.2021 N 317-D3)

1. Tlepem BBOOOM B TpaskmaHCKMA OOOPOT KasKIOM Cepuyu IIpou3BeleHHOro B Poccuiickon
®enmepany  JIEKApCTBEHHOI'O IIpernapara [JisS BETEPMHAPHOIO IIPMMEHEHMS, 33 MCKIIOUYEeHMeM
MMMYHOOMOJIOIMYECKOr0 JIEKaPCTBEHHOIO MIpernapara il BeTepMHaPHOI'O IPMMEHEHMS, IIPOU3BOAUTE b
TaKOTO JIEKaPCTBEHHOTO Tperapara MpeCcTaB/sieT B YBeJOMUTEIbHOM TOpSiKe B demepasibHbI OpraH
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

VICTIOJTHUTEJIbHOM BJIACTY, OCYILECTBJISIONMI (PYHKIMM IO KOHTPOJIIO (HAam3opy) B cdepe oOpallieHus
JIeKapCTBEHHbBIX CPEICTB I BETEPUHAPHOTO NMPUMEHEHMS:

1) mokyMeHT mpou3BOAUTEIS JIEKAPCTBEHHBIX CPEICTB, ITOATBEP KAAIOIINI COOTBETCTBME KAauecTBa
JIEKApCTBEHHOTO IIperapaTa [Jid BeTepMHapHOIO IIPMMEHEHMSI, BBOAMMOIO B TI'PakAaHCKUII OOOpOT,
TpebGOBaHMSIM, YCTAaHOBJIEHHBIM IPU €0 TOCYapCTBEHHONM PErUCTpalni;

2) noaTBep>KaeHme  YIIOJITHOMOYEHHOI'o Juia JIIPpOM3BOAUTEIA  JIEKAPCTBEHHBIX  CPEnCTB
COOTBETCTBMUA  JIEKAPCTBEHHOr'o IiperapaTta mOJjid BETEPMHApPHOro  IIpMMEHEHUS Tpe6OBaHI/I${M,
YCTAaHOBJIEHHBIM IIpM €ro FOCYﬂapCTBeHHOﬁ perucrpauyn.

2. Ilepen BBOOOM B TPasKOAHCKMII OOOPOT KaskgOM Cepuy BBO3UMOro (IepeMellaeMoro) B
Poccuiickyto  ®epmepanuio JIeKapCTBEHHOTO IIperapara [IJjisl BeTepMHAPHOTO IpUMEHEeHMs, 3a
MICKJTIOUEHMEM MMMYHOOMOJIOIMUYECKOrO JIEKapCTBEHHOTO Ipernapara [jisl BeTepMHAPHOro MpUMeHeHMs,
opraHmsaiysi, OCyIleCTBJISIONIasi BBO3 (IMepeMelleHle) JeKapCTBEHHOrO Mpernapara [Ijisi BeTepUHAPHOTO
npuMeHeHust B Poccuiickyro @emepaiinio, mpeacTaBisieT B YBeIOMUTEIbHOM IOPSAKe B (emepabHbIN
OpraH MCIOJIHUTEIbHOM BJIACTM, OCYIIECTBJSIONMI GYHKIMM IO KOHTposito (Ham3opy) B cdepe
oOpallleHNs IeKapCTBEHHbIX CPENCTB JIsI BETEPUHAPHOTO MPUMMEHEHNS:

1) mokyMeHT TpoM3BOIUTEIS JIEKAPCTBEHHBIX CPEICTB, MTOATBEP KAAIONINI COOTBETCTBYE KAaueCTBa
JIEKapCTBEHHOT'O IIperapara [IJid BeTepMHApHOIO IIPMMEHEHMsI, BBOAMMOIO B T'pakAaHCKUI 00OpOT,
TpebOBaHMSIM, YCTAHOBJIEHHBIM IIPU €r0 rOCYJapCTBEHHOM PErnCTpaIm;

2) MoATBep)KIEHMe JINIA, YIOJHOMOYEHHOIO AepskaTesieM MM BiafesiblieM pPerucTpaiioHHOTO
YIOOCTOBEpEeHMs JIKAPCTBEHHOrO IIperapara [jisl BeTepMHApPHOrO IIPUMMEHEHMSI, COOTBETCTBUS
JIEKApCTBEHHOI'O IIpernapara [jil BeTepMHApHOTO MpMMeHEeHMs TpeGOBaHMsIM, YCTaHOBJIEHHBIM IIPU €ro
rOCyIapCTBEHHOM PErUCTPaINN.

3. BBom B rpaskmaHckuii 060poT BBO3MMOro (mepemeiaemoro) B Poccuiickyio ®Denmeparyio
JIEKapCTBEHHOI'O TIperapara [jisl BEeTepMHAPHOTO TMPUMEHEHMS OCYIIECTB/ISIETCS TPU  HaIU4IUU
3aKJTIFOYEHUSI O COOTBETCTBMM IIPOM3BOIOMTEJISI JIEKAPCTBEHHBIX CpPEACTB TpPeOGOBaHMSIM ITPABUII
Hajexkalen MpouU3BOACTBEHHOM IMPAKTUKY, BbIJAHHOTO YITOJHOMOYEHHBIM (enepasbHbIM OpPraHOM
VCIIOJTHATENIbHOM BJIACTM IJISI  TIPOM3BOJCTBEHHOM IUIOIIAJKM JIEKAPCTBEHHOrO IIperapara Ajist
BETEePUHAPHOTO MTPUMEHEHMsI, BBOAVIMOI'O B TPasKIaHCKMIZ 0OOPOT.

4. JIuio, yIIOJTHOMOYEHHOE aepskaTejleM WIM BJafesblieM PEerucTpalMMOHHOTO Y/IOCTOBEPEHMS
JIEKapCTBEHHOrO TIIperapara [Jid BeTepUMHApPHOrO IMpUMEHEeHMs, OOJDKHO ObIThb aTTeCTOBaHO B
YCTaHOBJIEHHOM YITOJTHOMOYEHHBIM (heZlepaJbHbIM OPraHOM MCIIOJTHUTEIbHON BJIACTY MOPSIKE U MMETh
CTaX paboThl He MeHee ueM IMSITb JieT B 00JacTM MMPOM3BOACTBA M (MJIM) KOHTPOJISI KauecTBa
JIEKAPCTBEHHBIX CpeOCTB JMOO B 00/1aCTM MOHMTOpPMHra S(P@eKTMBHOCTM U 6e30MacHOCTHU
JIEKApCTBEHHBIX IIpErapaToB [Jid BeTEPMHAPHOTO IIPMMEHEHMs], IPOBOAMMOIO JepiKaTeJeM WIn
BJIaJIeJIbIIEM PEruMCTPAlIOHHOTO YIOOCTOBEpeHMs JIeKapCTBEHHOrO IipernapaTra [Jjisi BeTepUMHApPHOTrO
MpUMEHeHUsT JIMOO  YIIOTHOMOYEHHBIM MMM  IOPUIMYECKMM JIMIIOM, BbICIllee 0OpasoBaHMe
COOTBETCTBEHHO 110 OAHOV U3 CIEeIMaJbHOCTeN ¥ (WJIM) OOHOMY U3 HaIpaBJEeHUI IOATOTOBKM:
61ojiorusi, OMOTEXHOJIOTMS, BEeTepUHApUs, BEeTePUMHAPHO-CAHMUTAPHAs SKCIIEPTU3a, KJIMHMYECKas
MeOMIMHaA, pagualMOHHAas, XMMMUYecKas ¥ Ouosjormyeckass 3ammta, dapmaiys, (GyHIaMeHTaIbHAas
MeAULIMHA, XMMUUYeCKas TeXHOJIOTHSI, XUMMUSIL.

5. [opanok mpeacTaB/ieHuss B COOTBETCTBMM C YacTIMM 1 ¥ 2 HACTOSIIEN CTaThbU JOKYMEHTOB U
CBeJleHMI O JIEKAPCTBEHHBIX IMpernapaTax [Jisi BeTePUHAPHOTO MPUMEHEHMsI, BBOOMMBbIX B I'PasKIaHCKUI
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

obopor, ycranasuBaercs [IpaButenbcrBoM Poccuiickon @emepariyn.

6. B oOTHOIIeHUM TepBbIX [BYX Cepuil JIEKAPCTBEHHOrO IIperapara [Jjisi BeTepUHApHOTO
MpMMEHeHMsI, BIlepBble IMpousBeneHHOro B Poccmitickoit @Depepanvym MM BIlepBble BBO3MMOTO
(nepemeriaemoro) B Poccuiickyio ®epeparyio, B demepasbHbli OpPraH MCIIOJHUTEbHON BJIACTH,
OCYILIECTBJISIONINI (QYHKIIMM 110 KOHTPOJTIO (Ha30py) B chepe obpallieHns JeKapCTBEHHbIX CPeICTB IS
BETEPUHAPHOIO IIPUMEHEHMsI, Hapsiy C JOKYMEHTaMu, IPeLyCMOTPEeHHbIMM YacTsIMu 1 1 2 HacTOsIIen
CTaThM, TMPENCTAB/SIOTCS IPOTOKOJbI MCIBITAHMIET O COOTBETCTBUM ISTUX Cepuil JIeKapCTBEHHOTO
mperapara Jijisi BETEpMHApHOTO IMPMMEHEHMsI TIOKa3aTesIIM KauecTBa, MpeayCMOTPEHHbIM HOPMAaTUBHBIM
JOKYMEHTOM (;Lanee - IIPOTOKOJI I/ICHbITaHI/II‘/JI), MNpOBOAMMDbBIX aKKpEeAUTOBAHHbBIMM B COOTBETCTBUM C
3akoHomaTeabcTBOM Poccuiickoin  ®Depepaumy 006 akKKpeOuUTallMyM B  HAIMOHAJIbHOM CUCTEME
dKKpeanTauum UCIblTaTeJIbHbIMU )'Ia60paTOp]/I$IMI/I (L[eHTpaMI/I).

7. ExxeromHo He mosgHee 1 ¢eBpasis MpOM3BOAUTEIM JIEKAPCTBEHHBIX CPEICTB MJIM OpraHM3alluM,
OCYIIECTBJISIONIME BBO3 (IlepeMellieH)e) JIeKapCTBEHHbBIX IperapaToB I BeTepUMHAPHOTO IMPUMEeHEeHMsT
B Poccuiickyio ®Depepaunio, MNpeacTaB/sSiOT B (enepajbHblii OpraH MCIOJIHUTEIbHOM BJIACTH,
OCYIIECTBJISIONMI GYHKIMY IO KOHTPOJIIO (HaA30py) B cdhepe obOpaliieHs JIeKapCTBEHHbIX CPEeICTB IJIsT
BETEPUHAPHOTO TPUMEHEHMs], TTPOTOKOJI MCIBITAHMI TOCTYNMBIIErO B TEUEHME TOofla B I'PaKIAHCKUI
000pOT JIEKapCTBEHHOTO MpernapaTa Ijis BeTepMHAPHOTO MIPMMEHEHMsT KOHKPETHOTO MPOMU3BOAMUTENS (Ha
OOHY CEepUI0 Ka’KIOro TOProBOrO HaMMEHOBaHMSI C YYETOM JIeKapCTBeHHOV (opMbl, a s
JIEKapCTBEHHOTO mpernapara TSI BEeTepUHAPHOro MIpUYMEHeHNs, He SIBJISTIOILIET OCSI
MMMYHOOMOJIOTUYECKMM, TaKKe C Y4YeTOM JO3MPOBKM), IIPOBOAMMBIX aKKPEIUTOBAHHBIMU B
COOTBETCTBMM C 3aKOHOZATeJbCTBOM Poccuiickoii Pepepauyy 06 akKpeaIUTalUM B HAIMOHAJIbHOM
CUCTeMe aKKpeaUTALMM UCIIbITaTeIbHBIMM JJAOopaTOpusIMu (LIEHTPaMM ).

8. BBom B rpaskmaHCKMii OOGOPOT MMMYHOOMOJIOTMYECKOTO JIEKapCTBEHHOT'O Iiperapara [Jjist
BETePMHAPHOrO TpUMeHeHus, mpousBeaeHHoro B Poccuiickoit ®Depeparum  wim  BBO3MMOIO
(mepemeiiaemoro) B Poccuiickyio @epepanuio, OCYIIECTBISIETCSI HAa OCHOBAaHMM pa3pelleHys,
BbIJAHHOTO (elepaibHbIM OpPraHOM MCIIOJTHUTENbHOM BJIACTU, OCYIIECTBJSIONMM (QYHKIMM IO
KOHTpOJIIO (Ham3opy) B cdepe obpallieHus JeKapCTBEHHbIX CPENCTB AJISI BETEPUMHAPHOTO ITPUMEHEHMSI.
VKkazaHHOe pa3pellleHVe BbIIAETCSI Ha OCHOBAaHMM MPOTOKOJA  WCIBITAaHMIA, MTPOBOSUMBIX
aKKpeIMTOBAaHHBIMM B COOTBETCTBUM C 3aKOHOMATenbCTBOM Poccuiickon @eneparm 06 akKpeauTalyum
B HAIMOHAJIbHOM CUCTEME aKKpeAUTAIUY OpraHu3alusIMy, IOABEAOMCTBEHHBIMY (enepaJbHOMY
OpraHy WCIIOJTHUTEJbHOV BJIACTH, OCYIIECTBJISIIOIEMY (YHKIMM IO BbIPAOOTKE TI'OCYIAapCTBEHHON
MOJIMTUKY Y HOPMATMBHO-TIPABOBOMY peryJIMpOBaHUIO B cdepe arporpOMBIIIUIEHHOTO KOMILIEKCa,
BKJTIOUasi obpalleHne JeKapCTBEHHbIX CPEICTB AJISI BeTepMHAPHOTO MpUMeHeHMs], win denepaabHOMY
OpraHy MCIIOJTHUTEJIbHOM BJIACTM, OCYIIECTBJISTIONIEMY (GYHKIMM IO KOHTpOIO (Ham30py) B cdepe
ob6palleHns JIeKapCTBEHHBIX CPEACTB IS BETePUMHAPHOTO IPUMMEHEHMSsI, a TaKKe TOKYMEHTOB U
CBeJIeHMIA, MPeqyCMOTPEHHbIX YacThio 1 ([J1s1 MpenapaToB, Mpou3BegeHHbIX B Poccuiickon dengepariyin)
VTV 4acThio 2 ([J1s1 TIpernaparoB, BBO3UMBIX (MepeMeliiaeMbix) B Poccuiickyio Demepaliyio) HacToOSIIIEN
CTaTbM.

9. Cpok BbIIauM paspelleHus, yKasaHHOTO B YacTu &8 HACTOSILEN CTaTbhy, COCTABJISIET IMISTh
pabounx OHEN CO THS TMpeICTaBJIeHMs MTPOU3BOANUTEIEM JIEKAPCTBEHHBIX CPENCTB MJIM OpraHM3alMen,
OCYIIIECTBJISIONIEN BBO3 (ITepeMelleHe) JeKapCTBEHHOTO IIperapara Jjisl BEeTepUHAPHOTO MPUMeHEHUS B
Poccuiickyio ®@epepaiviio, B (emepasbHbIii OpraH MCIOJHUTEIbHOM BJIACTY, OCYILECTBIISIOIINIA
GyHKIMM MO KOHTpOUTIO (HAam3opy) B cdepe obpalieHus JIeKapCTBEHHBIX CPEICTB [JII BETEPUHAPHOIO
MpUMEHEHMs, JOKYMEHTOB, IIPeIYCMOTPEHHBIX YaCThIO 8 HACTOSILEN CTAThMU.

10. Paspelnienne, ykazaHHOe B yacTy 8 HACTOSIIEN CTATbM, BbIJAETCSI B OTHOIIEHUM KaxkKIOU U3

www.consultant.ru CrpaHuua 123 3 155

HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511703&amp;date=29.07.2026&amp;dst=130&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511703&amp;date=29.07.2026&amp;dst=130&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MEPBBIX [BYX CepUil MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOTO IIpernapaTta /Ajid BeTepUHApPHOIo
MpuUMeHeHUs1, BIiepBble TMpousBeeHHOro B Poccuiickoit @Depepaiivyu MaM  BIlepBble BBO3MMOTO
(nepemeriaemoro) B Poccuiickyio @enepanyio. Takoe paspeliieHne BbIIaeTCsl HA BECbh CPOK OOpaIeHus
cepuM MMMYHOOMOJIOTMUYECKOTO JIEKAPCTBEHHOT'O IIperapara [IJii BeTepMHApHOIO IIPMMEHEHUs, B
OTHOIIIEHMM KOTOPOM OHO BbIZAHO. B OTHOILIEHUM TMOCIAeAYIONINX CepPUii OTHOTO TOPTrOBOTO
HaMMEHOBaHMSI UMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOTO Iperapara JJjisl BeTepMHAPHOTO MPUMeHeHMs,
npousBegeHHoro B Poccmiickonn @egepanyy maM BBO3MMOro (IepemeliaeMoro) B Poccuiickyio
®depepalinio, Takoe paspellieHne BbIIAeTCss CPOKOM Ha Tpu roga. [Topsimok Beimaum paspeliieHust Ha BBOJ,
B TPaKIAHCKMI OOOPOT MMMYHOOMOJIOTMUYECKOTO JIEKAPCTBEHHOrO IIperapara [Jis BeTepUMHApPHOTrO
IpMMeHeHMs, MNOPANOK BbldauM ITPOTOKOJIA I/ICHbITaHI/II‘/JI, YKa3aHHbIX B 4YaCTU 8 HH.CTOHLL[GIZ CTaTbH, a
TaK)ke METONMKA OIpeAeseHus pasMepoB IUIAThl 3a BbIJauy YKa3aHHOTO ITPOTOKOJIA WMCIBbITAHUMI
ycraHaBiamBaetcs [IpaButenbctBom Poccuiickon @emeparmm.

11. MMmyHOGHOMIOTMYECKME JIeKapCTBEHHbIE IMpernapaThl IJjisi BETEPUHAPHOTO IPUMEHEHMS,
BBeZIeHHbIe B TPAKIAHCKMII OOOPOT B COOTBETCTBUM C YaCTblO 8 HACTOSIIEN CTaTbhy, MOAJIEXaT
XpaHEHMIO, TepeBO3Ke, OTIYCKY, peajmMsanuy, Tmepemade, MPUMEHEHUIO IO MCTEUEHUS] CpoKa WX
TOIHOCTM.

12. 3a HempepacTaB/ieHMe WM HECBOEBPEMEHHOE TIIPENCTaBjIeHMe [TOKYMEHTOB U CBEIEHWIA,
MpeayCMOTPEHHBIX YacTsvu 1 - 3, 6 ¥ 7 HAaCTOSIIEN CTaTby, IIPOU3BOIUTENN JIEKapCTBEHHbIX CPENCTB U
OpraHm3alym, OCyIIeCTBIISIONMEe BBO3 (lepeMellleHNe) JIeKapCTBEHHBIX MPerapaToB /IS BETEPUHAPHOTO
npumeHenuss B Poccuiickyio  @egepaiio, HeCYT OTBETCTBEHHOCTb B  COOTBETCTBUU C
3aKoHOmaTeabcTBOM Poccuiickoin denmepaiium.

13. [IpencraBieHne JOKYMEHTOB U CBEIE€HMI, TTPETYCMOTPEHHBIX YacTsamu 1 - 3, 6 u 7 HacTosIen
CTaTby, UM TOJIydeHMEe paspelleHusl, YKasaHHOIO B 4YacTuM 8 HacCTOsIIEeN CTaThyi, He TPeOYyIOTCS B
OTHOIIIEHMM JIeKapCTBEHHBbIX IIpernapaToB IJjis1 BeTePMHAPHOrO IpUMEHEeHMs, MpeqHa3sHAaUYeHHbIX IS
BbIBO3a 13 Poccuiickonn ®emepauyy, MpoBeoeHMS TOKIMHUYECKUX WMCCAeNOBaHMI JIeKapCTBEHHbBIX
CPefCTB, KIMHUYECKUX MUCC/IeOBaHNI JIEKAPCTBEHHBIX IMpeIapaToB [l BeTepUHAPHOrO IMPUMEHEeHUS U
BBO3a IS 1IeJiell, yKasaHHbIX B MyHKTe 5 wactu 1 cratem 50 Hacrosimero demepaabHOro 3akoHa, a
TaKKe 06pas3loB JIeKaPCTBEHHbIX IIpeIapaToB /I BeTepUMHAPHOIo MPUMEeHeHMs, MpegHa3HaueHHbIX /IS
MIPOBEIEHNS] IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B 1IEJIIX OCYIIECTBJIEHNUSI TOCYIapCTBEHHON
perucTpaiyu JeKapCTBeHHbIX IpernapaToB AJis BeTepMHAPHOrO MPUMEHEHMS VI BHECEHUST M3MeHEeHU
B percTpalyOHHOE JOChe Ha JIEKAPCTBEHHbIN IIpernapar AJ1s1 BeTepUMHAPHOrO IIPMMEHEeHMSI.

Crartba 53. NMpogaxa, nepegaya nekKapCTBEHHbIX CPeACTB OpraHM3auusiMm onToBOA
TOProB/M NeKapCTBEHHbIMU CpeacTBaMu

1. Opranusanuym ONnTOBOM TOPrOBJ/IM JIEKAPCTBEHHBIMY CPEICTBAMY MOTYT OCYIIECTBJISITh MPOAAKY
JIEKAPCTBEHHBIX CPEACTB WM TlepelaBaTh MX B YCTAHOBJIEHHOM 3aKOHOAATEIbCTBOM Poccuiickon
®epepanun nopsiake (3a UCKIIOUeHEeM dhapMaleBTUUYeCKOM CYOCTaHIIMY CIIUPTa STUIIOBOTO (3TaHOA) C
y4eToM TpebGOBaHMI YaCTU 3 HACTOSIIIEN CTAThU:

(B pen. @enepanbHbix 3aKOHOB OT 27.12.2019 N 481-®3, ot 04.08.2023 N 428-D3)

1) apyrum opraHmsaimsm OITOBOI TOPTOBJIM JIEKAPCTBEHHBIMM CPEICTBAMI;

2) MMponU3BOAUTEJIAM JIEKAPCTBEHHBIX CPEACTB OJId ueneﬁ IMpON3BOACTBA JIEKAPCTBEHHbBIX CPENCTB;

3) aAIITeUYHBbIM OPraHU3alMsIM M BE€TEPMHAPHBIM alITEYHbIM OpPraHM3aliaM;
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

4) HAyYHBIM OpPraHMU3aLMsIM [IJI1 HAyYHO-MCCIIeIOBATEIbCKO PaboThI;
(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5) uMHOMBUIyaAJbHBIM IpPEOIPUHMMATEISIM, MMEIOIIMM JIMIEH3MI0O Ha (apMaleBTMYeCKYIO
JIesiTeJIbHOCTb VIV JIMIIEH3UIO Ha MEeIUIIMHCKYIO JesTeIbHOCTD;

6) MeIMIMHCKMM OpraHM3aiusiM, B TOM UMCJIEe CO3JaHHbBIM ¥ 3aperMCcTPUpPOBAaHHBIM B
COOTBETCTBMM C 3aKOHOJATEJbCTBOM MHOCTPAHHOrO TocymapctBa - uwieHa OpraHusanym
9KOHOMMYECKOI'O0 COTPYIHMYECTBA U Pa3sBUTHS MHOCTPAHHBIM IOPUANUYECKUM JIMIAM, MHIVBUAYaTIbHBIM
MpeAIpUHUMATESIM, SIB/ISIOIIMMCS YUYaCTHUMKAMM IIPOEKTa B COOTBETCTBUM ¢ DemepasibHbIM 3aKOHOM OT
29 mrons 2015 roma N 160-®3 "O MexayHApOAHOM MEIMIIMHCKOM KJIaCcTepe ¥ BHECEHUM M3MEHEHMI B
OTZe/IbHbIE 3aKOHOAATeIbHbIe aKThl Poccuiickon ®epepaii’, M BeTepuHAPHbIM OpraHU3alNsIM;

(B pen. @enepanbHbix 3aKOHOB OT 26.07.2019 N 240-®3, ot 04.08.2023 N 428-D3)

7) opraHusanusIM ¥ MHOVBUAYAJIbHBIM TPEATIPUMHUMATENSIM, OCYILIECTB/SIONMM pasBeleHue,
BbIpall[BaHWe ¥ COMAepsKaHMe >KMBOTHBIX (3@ MCK/IIOUEHMEM MPOAaKM UM (apMaleBTUUeCKUX
CcyOCTaHLIMIA MU UX TIepenaun).

(. 7 B pen. @enepanpHoro 3akona ot 02.08.2019 N 297-D3)

2. OpraHm3anuy OITOBOI TOPTOBJIM JIEKAPCTBEHHBIMM CpeACTBaMM He BIIpaBe OCYIIECTBIISITh
npojaxky (mepemadyy B YCTAHOBJEHHOM 3aKOHOAaTenbCcTBOM Poccuiickoit Demepainum mopsike)
(dbapmareBTIUeCKO CyOCTaHIMY CIIMPTA 3TUIOBOTO (3TAHOJIA).

(gactb 2 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

3. Opranusanyu ONTOBOJ TOPrOBJ/IM JIEKAPCTBEHHBIMM CPEACTBAMM MOT'YT OCYILECTBJISITH MPOIaKY
(mepemavy B yCTaHOBJIEHHOM 3aKOHOJAaTesbcTBOM Poccuiickon Demepaiiy MopsigKe) JeKapCTBEHHOTO
npenapaTa OJIsT MeaUIIMHCKOI'O HpI/IMEHEHI/IH C ME)KJIYHapO}IHbIM HeIIaTEeHTOBAHHBbIM HalMMEHOBaHMEM
" LAl

OTaHOI :

1) ropuaudeckum auIaM, MMEIOLIMM JIMIEH3MIO Ha (apMalleBTUUECKYIO JeSITeJIbHOCTb B cdepe
06pallleHNs IEKapCTBEHHbBIX CPEICTB IJIsI MEAUIIMHCKOTO MTPUMEHEHNST;

2) MHOMBUAYAJIbHBIM TMpENNpPUHUMATENSIM, MMEIOIIMM JIMIEH3MI0 Ha (apmaleBTUYecKylo
JIeITeJIbHOCTb B cpepe oOpallleHNsT IEKAPCTBEHHBIX CPeACTB IJISI MEIUIIMHCKOrO MPUMEHEHNS;

3) MHOUBUYaJIbHBIM MTPeAIPUHMMATESIM, MMEIOIIMM JIMIIEH3UIO Ha MEIUIIMHCKYIO IeSTeIbHOCTD;
4) 10pUaAMYECKUM JIUIIAM, MMEIOIIVIM JIMIIEH3MIO Ha MEIUIIMHCKYIO AesITe/IbHOCTb;

5) MHOCTpaHHBIM HOPUAMYECKMM JUIAM M MHIOVBUAYAJIbHBIM MPEAINPUHUMATEISIM, CO30AHHbIM U
3aperuCTPUPOBAHHBIM B COOTBETCTBMM C 3aKOHOAATEIbCTBOM MHOCTPAHHOIO TOCYJApCTBa - YieHa
Opranmsaimy 3KOHOMUYECKOTO COTPYOHMUYECTBA M PA3BUTHS, SBJISIOLIMMCS YYACTHUMKAMM IIPOEKTa B
cootBercTBUM ¢ DemepanbHbiM 3akoHOM OT 29 wmioHst 2015 roma N 160-@3 "O mekgyHapOmHOM
MEIMIIMHCKOM KJIaCTepe M BHECeHUM M3MEHEHMI B OTHAe/IbHble 3aKOHOJaTeNbHble aKThl Poccuiickon
®denepanyn";

6) MCIbITaTebHBIM JlabopaTOpMsM (LIEHTpPaM), MPOBOMSIIMM MCIBITAHUS B 0OJIACTM KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEICTB, aKKPEAUTOBAaHHbIM B COOTBETCTBMM C 3aKOHOAATEbCTBOM
Poccuiickont @enmepany 06 akKKpeauTalyy B HallMOHAIbHOM CUCTeMe aKKpeauTalyn.
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(uactb 3 BBemeHa demepanbHbiM 3akoHOM OT 04.08.2023 N 428-D3)
Cratba 54. NMpaBnna oNnToBOW TOProB/IN NNIEKAPCTBEHHbIMU CpeacTBaMuU

1. OmnroBass TOpProBisi JE€KapCTBEHHBIMM CPENCTBAMM OCYIIECTBJISIETCS ITPOM3BOAUTEISIMU
JIEKapCTBEHHBIX CPEICTB ¥ OPraHM3alysIMM OITOBOM TOPTOB/IM JIEKAPCTBEHHBIMM CPENCTBAMM IO
[paBMJIaM HaJJjIeskallel TUCTPUObIOTOPCKONM MPAKTUKM, YTBEPKIEHHbBIM EBpasmiickoil 5KOHOMMUYECKOM
KOMMCCHE, U TIpaBMIaM XpaHeHUS] JIeKapCTBEHHBIX CPEeNCTB, YTBEPXKIEHHBIM YIIOJHOMOUYEHHBIM
(benmepasbHBIM OPraHOM MCIIOJTHUTEIHHOM BIACTH.

(uactb 1 B pen. @enepasnibHoro zakoHa ot 30.01.2024 N 1-D3)

2. OpraHmsanusi ONTOBOM TOPTrOBAM JIEKAPCTBEHHBIMM CpPEICTBAaMM 00si3aHa COOJII0ATh
npefesibHble CPOKM OTTPY3KM 3aTpeOOBAaHHBIX aANTEYHOV OpraHu3anyell JeKapCTBEHHbBIX IpernapaToB
IJIST MEAUIIMHCKOTO TIPMMEHEHMSI ¥ He BIIpaBe OTKAa3bIBaTh allTE€YHOM OpraHM3alniu, C KOTOPOW y Hee
3aKJIIOUeH COOTBETCTBYIOIIMI AOTOBOP O IMOCTABKax JIEKAPCTBEHHBIX IPenapaToB IS MeIUIIMHCKOTO
MpUMMEHeHMsI, B IMOCTaBKe JIEKApPCTBEHHBIX IPEerapaToB AJIsI MEIUIIMHCKOTO MPUMEHEHMS TIpY HAIMINU
3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MMPENapaToB [JIsS MEOULIMHCKOTO MTPYMEHEHMS Y OpraHu3aIuy OITOBOM
TOPrOB/IM JIEKAPCTBEHHbIMM cpencTBaMu. [IpemesnbHble CPOKM OTTPY3KM 3aTpPeOOBAaHHBIX alTEUHOMN
opraHM3alyei JIeKapCTBEHHBIX IPEnapaToB s MEAUIMHCKOTO IPUMMEHEHMS B 3aBUCUMOCTM OT
paCIIOJIOKEHNST MeCTa OTTPY3KM JIEKAPCTBEHHBbIX IIpenapaToB MAJiS MEOUIIMHCKOTO IPUMEHEHMUS
YCTaHaBJIMBAIOTCS YIIOJTHOMOYEHHBIM (DeiepaibHbIM OpraHOM MCIIOJTHUTEIbHOM BIACTH.

(dactb 2 BBemeHa PenepanbHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

Crartbs 55. [opsaao0K pO3HMYHOW TOProB/U NeKapCcTBEHHbIMU NpenaparamMmu

1. Po3uuuHass TOProBjisi JIEKAPCTBEHHBIMM IIperapaTamMy B KOJMUECTBAX, HEOOXOOMMBIX ISt
BBITIOJTHEHMSI BpaueOHbIX ((desibllllepCKUX) Ha3HAUeHMd WIM HasHAueHMI CIelMaIMCTOB B 00JIacTu
BeTepMHApPUM, OCYIIECTB/ISIETCS  alTeYHbIMM  OpraHM3aluMsMy, BeTEepMHAPHbBIMM  alTeYHbIMU
OpraHu3alusMu, VHIUBUIYTbHBIMU MpeaNnpPUHUMATEIISIMU, MMEIOILIVIMU JINLIEH3UIO Ha
(dapMaleBTMYEeCKyI0 OesITeJIbHOCTb, MEIMUIIMHCKMMM OpPraHM3aluysIMM, WMEIOIMMMM JIMIIEH3UIO Ha
(apMalleBTMUECKYIO HesTeIbHOCTb, M MX 000COOJIEHHBIMM IIOApa3ae/IeHUsIMU, PAaCIIOJIOKEHHbIMY B
CeJIbCKUX HACeJIeHHBIX IYHKTaX, B KOTOPbIX OTCYTCTBYIOT allTeUHble OpraHM3allii, ¥ BeTepUHaPHbIMU
OpraHM3anyusIMiu, UMEIOIMMM JIMIIEH3UIO Ha (apMalleBTUUECKYIO JesTeIbHOCTh. PaspellleHa PO3HUYHAS
TOPIOBJII TOJIbKO JIEKAPCTBEHHBIMM IIpelapaTaMy, 3aperucTpupoBaHHbIMU B Poccuiickoin ®emepaiiyin
160 B COOTBETCTBUM C aKTaMM, COCTaBILOIMMM TpaBo Coi03a, WIM MU3TOTOBJIEHHBIMM aAITeYHLIMMU
OpraHusalysaMu, BeTepUHAPHBIMMU anTevYHbIMMU OpraHmu3alysIMu, VHIUBUAYJTbHBIMU
MpeAIpuHUMAaTEeISIMU, MMEIOIIMMM JIMLIEH3UI0 Ha (apMaleBTUUECKYIO OesiTeJIbHOCTh. PosHMuHas
TOPrOBJISI JIEKAPCTBEHHBIMM IIperapaTaMy OCYIIECTBJISeTCS IO IpaBujaM HajJjeskalleil aIrTeuyHOM
MPaKTUKM, YTBEPSKIEHHBIM YIIOJITHOMOYEHHBIM (heJlepaibHbIM OPraHOM MCIIOJIHUTE/IbHOM BJIACTH.

(B pen. ®emepanbHbix 3ak0HOB OT 25.11.2013 N 317-D3, or 22.12.2014 N 429-®3, or 30.01.2024 N
1-®3, ot 08.08.2024 N 323-D3)

1.1. Po3unyHass TOpProBJjisi JIEKAPCTBEHHBIMM TIperapaTaMiu IIJiT MeOUIIMHCKOTO TMpUMeHeHus (3a
MCKJTIOUEHMEM JIeKapCTBEHHBIX IperapaToB, OTIYCKAeMbIX IO PelelNTy Ha JIeKapCTBEHHbBINM Iperapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IIPEapaToB M IICUXOTPOITHBIX JIEKAPCTBEHHBIX IIPEIapaToB, a TaKKe
CIMPTOCOIEPsKAIIMX JIEKAPCTBEHHBIX IpPerapaToB ¢ OObEMHONM [OoJiell STUIOBOTO CIMpTa CBbille 25
MIPOIIEHTOB) MOJXKET OCYIIECTBJISATbCS AaIlTEUYHbIMM OpPraHM3auMsIMM OUCTAHLIMOHHBIM CIIOCOOOM.
PO3HMYHYIO  TOProBJIO  JIEKAPCTBEHHBIMM  IIpermapaTtamMmyu ISl MEOMIIMHCKOTO  IPUMEHEHMS
IUCTAHIMOHHBIM CITOCOOOM MOTYT OCYIIECTBJISITh alTeUHble OpraHM3allu, MMeIoIye JIMIEH3UIO0 Ha
(bapmalieBTMUECKYIO IeSITeJbHOCTb M COOTBETCTBYIOIIEE paspelieHre (QegepaJbHOTO oOpraHa
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

VICTIOJTHUTEJIbHOM  BJIACTM, OCYIIECTBJISIONIEr0 (YHKIMM 10 KOHTPOIK ¥ Haasopy B chepe
3apaBooxpaHeHust. [IOpSmOK BbIauM paspelieHus] Ha OCYIIECTBJIEHME PO3HMYHON TOPTOBJIN
JIEKapCTBEHHbIMM IIpernapaTtaMii OMCTAHIMOHHBIM CIIOCOOOM, TpeGOBaHMSI K allTEeUHbIM OPraHM3alysIM,
KOTOpble MOT'YT OCYIIECTBJISITh TaKyK TOPTOBJIIO, U TOPSIIOK ee OCYILECTBJIeHMs, a Takke IMpaBuia
IOCTaBKM JIEKAPCTBEHHBIX IPENapaToB TpakJaHaM yCTaHaBIMBarOTcs IIpaBuTenbcTBoM Poccuiickoi
®eneparyn. Miudopmaiiys 06 orutaueHHbIX (OTITYILEHHBIX) M MOJYUYEHHBIX JIEKaPCTBEHHbIX TperapaTax
BHOCUTCS B CHUCTEeMY MOHMTOPMHIA [ABVOKEHMSI JIEKAPCTBEHHbBIX TIperapaTtoB MIJjis MeIUIMHCKOTO
MIPUMEHEHNS B MOPSIIKE, TTPETyCMOTPEHHOM YacThIO 7 cTaThy 67 HacTosiiero @enepaabHOrO 3aKOHA.
(uacTsb 1.1 BBemena ®emepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Bunpl anTeyHbIX OpraHM3anMii M IpaBuiIa OTIyCKAa JIEKAPCTBEHHBIX IIperapaToB JIst
MEIUIIMHCKOTO TPMMEHEHMsT alTeUYHbIMY OpraHM3alMSIMMU, VHIMBUAYAIbHBIMY IPeaPUHUMATEISIMU,
VMEIOIIMMM  JIMIEH3UIO Ha (apMaleBTMYECKYIO [JeSTeJbHOCTb, a Takke MpaBWwia OTITyCKa
JIEKAPCTBEHHBIX IPENapaToB [Js1 MEAUIMHCKOTO TIPUMEHEHUSI MEeAUIVMHCKMMM OpraHMU3alsIMu,
UMEIOIIMMM  JIMIIEH3UI0 Ha  (dapMalleBTUUeCKyl0  JeSITeJIbHOCTb, U  UX  000COOJIEHHBIMU
MOAPAseIeHUSIMMU, PACIIOJIOKEHHBIMM B CEJIbCKMX HACEJIEHHBIX IYHKTaX, B KOTOPbIX OTCYTCTBYIOT
arTevyHble OPraHM3aluy, YTBEPXKAAIOTCS YIOJHOMOYEHHBIM (pefepasibHbIM OpPraHOM MCIIOJTHUTEIbHOMN
BJIACTH.

(B pen. ®enmepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. [IpaBwia oTmycka HApKOTUUYECKUX CPEICTB U MCUXOTPOITHBIX BEIIECTB, 3aPErMCTPUPOBAHHbBIX B
KauecTBe JIeKapCTBEHHBIX ITpernapaToB, JIEKAPCTBEHHBIX ITpenapaToB, COAepsKallMX HapKOTUYEeCKue
CpeACcTBa M IICMXOTPOITHbIE BeIeCTBa, YTBEPKAAIOTCS YIOJHOMOYEHHbIM (demepayibHbIM OpPraHOM
VICTIOJIHUTEJIbHOM BJIACTM IO COTJIACOBaHUIO C (efepaJbHbIM OpPraHOM MCIIOJTHUTENIbHOM BJIACTH,
YIIOJTHOMOYEHHBIM B chepe BHYTPEHHUX eIl
(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-D3)

4. JlekapCTBEeHHble TMIperapaTtbl /Jid BETEPMHAPHOrO IMPUMEHEHMs TOHJeXXaT OTIYCKY
BeTepMHAPHBIMM aITEUHbIMM OPraHM3aLMSIMU, BETEPUHAPHBIMM OpTaHU3AIUSIMY, VUHAVBUIYJIbHBIMU
MpeANpyuHUMATEISIMU, WUMEIOIIUMMM  JIMIIEH3UI0 Ha (apMaleBTUYeCKylo AesiTeIbHOCTh. OTITycK
JIEKapCTBEHHbIX IIPenapaToB IS BETEePMHAPHOTO TPUMEHEHUS! OCYIIEeCTB/ISIETCSI B COOTBETCTBUU C
MpaBWIaAMY HajjIeXkalllell anTeYHOM IPaKTUKM JIEKapCTBEHHBIX IIPernapaToB [JjIsI BeTePUMHAPHOTO
MIPUMEHEHMS, YTBEPKIEHHBIMI YIIOJTHOMOUEHHBIM (heZiepaibHbIM OPraHOM MCITOJIHUTETbHOM BIACTH.

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

5. IlepeueHb MeIMIMHCKMX OpraHM3aluii, MMEIOIIMX JMIEH3MI0 Ha (apMaleBTUUYECKYIO
JIeITeJIbHOCTb, M MX OOOCOOGJIEHHBIX IOApPa3dejeHNl, PAaCHOJIOKEHHbIX B CEJIbCKMUX HACEJIEHHbIX
MMyHKTaX, B KOTOPBIX OTCYTCTBYIOT amTe4YHble OpraHm3aluu, a Takke IepedyeHb JIeKapCTBEHHbBIX
MpernaparoB, MPOJa’ka KOTOPBIX MOSKET OCYIIECTB/ISTbCS YKa3aHHBIMM OpPraHM3alyMsIMU U UX
000CO6/IEHHBIMM IO pa3e/IeHUsIMI, YCTaHABJIMBAIOTCS MCIIOJIHUTEIbHBIMU OpraHaMyu CyOBbeKTOB
Poccuiickoin @enepanyn.

(B pen. ®emepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, or 03.04.2020 N 105-®3, ot 08.08.2024 N
232-®3, ot 08.08.2024 N 323-D3)

6. AnTeuHble OpraHM3alyy, WHAVBUAYAJbHbIE MPEIIPUHMMATEIM, MMeEOIe JIMIEH3MI0 Ha
(dapmaneBTMUECKYIO IesiTeJIbHOCTh, OOsI3aHbI ~ ObOecreuMBaTh yTBEPXKIEHHbIM [IpaBUTENbCTBOM
Poccuiickoit @enepauyu 1 GopMuUpyeMblii B YCTAHOBJIEHHOM MM MOPSIKE MUHUMATbHBIN aCCOPTUMEHT
JIEKApCTBEHHBIX IIPErnapaToB, HEOOXOAMMBIX [IJIT OKa3aHMsI MEOVIIMHCKOI TOMOIIIM.

(uacThb 6 B pen. enepanbHoro 3akona ot 25.11.2013 N 317-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

7. AnTeuHbple oOpraHmMsalyyM, MHAVBUAYaJIbHbIE MPEeAIIPUHMMATEIM, MMEIOIMe JIMIIEH3UIO Ha
(bapmaLieBTMUECKYIO OeSITeJIbHOCTb, Hapsily C JIEKApCTBEHHBIMM IIperapaTaMy MMEIT IIpaBo
npuobperaTh U MpPOJaBaTh, B TOM YMCJEe OUCTAHIMOHHBIM CIIOCOOOM, MEIUIVHCKUE U3Oesus,
Ie3sMHpUIMpPYIOole CPeICTBa, MPEeIMETbl M CPEICTBa JIMYHONW TUTMEHbI, TOCYAY IJISI MEeOUIMHCKUX
1esien, MpeaMeTbl M CpPeICTBa, MpeaHa3HAuYeHHbIe [JIT yXOJa 3a OOJbHBIMM, HOBOPOXKIEHHBIMU U
IeTbMU, He JOCTUTIMMM BO3pacTa Tpex JIeT, OUKOBYIO ONTUKY M CPEICTBa YXO[a 3a Heli, MUHepajbHbIe
BOJIbI, ITPOAYKTHI JIeUeOHOro, AETCKOTO M IMETUUYECKOI'O MUTaHMSI, OMOJIOrMYecKy aKTMBHbIE HOOABKH,
napgoMepHble ¥ KOCMETUYECKMEe CPelCTBa, MEOULIVMHCKME ¥ CAaHUTAPHO-IIPOCBETUTE/IbHbIE IeYaTHbIE
M3OaHKs, IpeJHa3HaueHHbIe /1S MpoIlaradabl 3I0POBOro 06pasa JKMU3HMU.

(B pen. ®emepanbHbix 3ak0HOB OT 27.07.2010 N _192-®3, or 25.11.2013 N 317-®3, or 03.04.2020 N
105-93)

8. [lesiTeNIbHOCTh anTeuyHbIX opraHusaumii Boopyskennbix Cust Poccuiickont @epepaiini, Opyrux
BOVICK, BOMHCKMX (POPMMPOBAHMI M OPraHOB, B KOTOPBIX 3aKOHOIATeIbCTBOM Poccuiickon Pemeparn
MPeIyCMOTPEHO IIPOXOXKAEHME BOEHHOM CIY>KObI WM (eaepaJibHOM T'OCyOAapPCTBEHHON CITYXKOBI,
CBSI3aHHOM C IPAaBOOXPAHUTEbHOM HesATEeIbHOCThIO, PeriaMeHTUpYyeTCss Hactosimmm @DenepasbHbIM
3aKOHOM ¥ YTBEPKIEHHBIMY COOTBETCTBYIOIIMMM (eaepasbHbIMM OpraHaMy MCIIOJHUTEIbHOM BJIACTU
nosioskeHnsiMu. KOHTpoOJIb 3a COOJIOeHNEM YKa3aHHBIMM alTeYHbIMM OPraHM3alMUSIMU TTOJIOSKEHUI
Hacrosiiero degepasibHOIO 3aKOHA OCYILIECTBJISIETCS COOTBETCTBYIOIIMMM (pelepasbHbIMU OpraHaMu
VICTIOJTHUTEJIbHOM BJIACTH.

(B pen. @enepanbroro 3akoHa ot 13.07.2015 N 262-D3)

9. Vrparun cuny c 1 susapst 2021 ropa. - @epepanbubiit 3akoH ot 03.04.2020 N 105-D3.

Cratba 55.1. YTpatuna cuny ¢ 1 maprta 2026 roga. - PeaepasibHbli 3aKOH OT
20.10.2022 N 405-P3.

Koncynpranrllntoc: mpumeuaHne.
C 01.09.2026 ra. 10 gononusiercs ct. 55.2 (D3 ot 02.05.2026 N 125-D3). Cm. 6yayIIyI0 PedaKIInIO.

CrtaTtba 56. 1I3roToBNneHne U oTNyck JieKapCTBEHHbIX NpenaparoB

1. WsroTtoBsieHue JieKapCTBEHHBIX ITPENapaToOB AalTEeYHbIMM OpraHM3alusIMy, BeTepUHAPHBIMU
anTeuyHbIMM OpraHM3alusIMM, MUMEIOIMMM JIMIEH3MI0 Ha (PapMaleBTMYECKYI0 [IesTeJIbHOCTD,
OCVILECTBJIIETCSI II0 peleNnTaM Ha JIeKapCTBEHHbIe IIpernaparbl, IO TPeGOBaHMSIM MEAUIMHCKUX
Opra’musalyii, BeTepUMHapHbIX OPraHM3aluil Uiy Opraumsanuii (MHAMBUAYaAIbHBIX MPeapUHMMAaTesen),
OCYIIECTBJISIOIIMX pa3BeeHle, BbIpalliyBaHye i CoflepyKaHue KMBOTHBIX, B COOTBETCTBUM C MTpaBUIaMU
M3roTOBJIEHUS u OTITYyCKa JIEKapCTBEHHbIX IperapaTos, YTBEP>XKOEeHHbIMU YIIOJTHOMOY€HHbIM
dbenepasbHBIM OPraHOM MUCIIOJTHUTEIbHOM BIACTHU.

(B pen. @enmepanbHbix 3akoHOB OT 05.12.2022 N 502-D3, ot 30.12.2021 N 463-D3)

2. ITpu M3roToBIEHNM JIEKAPCTBEHHBIX MPENapaToB alTeYHbIMY OPraHM3alsIMU, BETEPUHAPHBIMU
anTeyHbIMM OpraHM3aUMsSIMM, WMEIIMMM JIMIEH3MI0 Ha (apMaleBTUYEeCKyIO0 [esTeTbHOCTD,
VICTIOJIb3YIOTCSI JIEKapCTBEHHBbIE TMpemnapatbl U (Wam) dapMmaleBTUUecKue CyOCTaHIMM, BKIIOUYEHHbBIE
COOTBETCTBEHHO B IT'OCYJapCTBEHHBIN PeecTp JIEKapCTBEHHBIX CPEJCTB IJIs1 MEAUIIMHCKOTO IMPUMeHEeHMs,
rOCYIapCTBEHHbIV PEecTp JIEKaPCTBEHHBIX CPENCTB [IJiI BETEPUHAPHOTO MPUMEHEHUS, eIVHbII peecTp
3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeacTB EBpasmifickoro 5SKOHOMMUYECKOTO COI03a, eIMHbIN PEecTp
3aperMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IpernapaToB EBpasuiickoro 3KOHOMMWYECKOTO
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

COI03a B YCTAaHOBJIEHHOM Iopsiike. He [mOmMycKaeTcs M3rOTOBJIEHME aIllTeUHbIMM OpraHM3alsIMMU,
BeTEePMHAPHBIMM  aNTEUYHbIMM OpraHM3aLMsSIMM, WMEIIIMMM JIMIEH3UI0 Ha (apMaleBTUUECKYIO
IesITeJIbHOCTh, JIEKAPCTBEHHBIX MPeaparoB, 3aperucTpupoBaHHbiX B Poccuiickoit ®@emeparym 6o B
COOTBETCTBUU C aKTaMM, COCTaBJistiolMu mpaBo Corosa.

(B pen. ®enmepanbubix 3akoHOB OT 05.12.2022 N 502-D3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa JIEKApCTBEHHBIX IIPernapaToB, M3TOTOBJIEHHBIX aIlTEUHbIMM OpraHMU3aLVSIMMA,
BeTEePMHAPHBIMM aNTEeYHbIMM OpraHM3aLMsIMM, MMEIOIIMMM JIMLEH3UIO Ha (apMaleBTUUYECKYIO
JeATeIbHOCTD, U Oo(opMyIeHMe TaKuX IIPernaparoB JOJIKHBI COOTBETCTBOBATH IIPaBMIaM, YKa3aHHBIM B
yacTy 1 HaCTOsILIEN CTaThH.

(B pen. ®enmepanbroro 3akona ot 05.12.2022 N 502-D3)

4. Anreunble OpraHmsalyy, BeTepMHApHbIE alTeYHble OpPraHM3aLMM, MMEIOLIME JIMIEH3MIO Ha
(bapMaleBTUUECKYIO IesTeIbHOCTh, HECYT OTBETCTBEHHOCTD 3a HeCOOJII0/IeHNe TIPaBMl U3TOTOBJIEHMS U
OTITyCKa JIEKapPCTBEHHBIX IIPeapaToB B COOTBETCTBMU C 3aKOHOIATeIbcTBOM Poccuiickon Depeparmit.
(B pen. @enepanbroro 3akoHa ot 05.12.2022 N 502-03)

CraTtba 57. 3anpeljeHune NpoaaXu oTAeNbHbIX JIEKAPCTBEHHbIX CPeACTB
(B pen. ®enepanphoro 3akoHa ot 08.08.2024 N 292-D3)

1. 3amperiaercst nmpoaxka danbcubuIpoBaHHbIX JIeKapCTBEHHbBIX CpencTs,
HeJI0OpPOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPA(MaKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

2. 3ammpelaeTcs Ipoaayka:

1) JIEKapCTBEHHLBIX IIperapaTtoB OJid MEOUMLIMHCKOIO IIpMMEHEHMsI, B OTHOIIEHMM KOTOPbIX B
CUCTeMe MOHUTOPMHTa MOBV)KEHMs JIEKapCTBEHHbBIX TIPerapaTtoB MAJjii MEeOUIMHCKOTO TMpUMEHEeHMs
OTCYTCTBYIOT CBeIEHMsSI O HaHeCeHMM CpeacTB wuaeHTUbMKaimu u (Win) CBeleHus O BBOAE B
I'PaKIAHCKNUI 0O0POT;

2) JIeKapCTBEHHBIX TpernapaToB [ MEIUIMHCKOTO TIpMMEHEHMsl, B OTHOIIEHUM KOTOPBIX
ocylllecTB/IeHa GJIOKMPOBKA BHECEHMS B CUCTEMY MOHMUTOPMHTA IBVKEHMS JIEKAPCTBEHHBIX MperapaToB
IJIT MeOUIIMHCKOIO NpPMMEHEeHMSI CBeJeHMII O BBOJE B TIpaskIaHCKUiI 0GOpoT, 06 06opoTe UM O
IpeKpailieHny 06opoTa;

3) JIEKapCTBEHHbIX IIperapaToB JiIdI MeIMIMHCKOIO IIpMMEHeHMd, IIpMMEHEHNEe KOTOPbIX
MPMOCTAaHOBJIEHO I10 pelIeHNI0 YIIOJTHOMOYEHHOI'O (beﬂepaanoro opraHa UCIIOJTHUTE/IbHOM BJIaCTU;

4) nexapCTBEHHbIX ITPenapaToB IJIs1 MEIUIIMHCKOTO MTPUMEHEeHMSsI, IPakIaHCKUIT 060POT KOTOPBIX
MpeKpallieH;

5) nekapcTBeHHBIX MTpeNapaToB A/ MEAUIIMHCKOTO IPMMEHEHNMsI, CPOK TOIHOCTY KOTOPBIX MUCTEK;
6) JeKapCTBEHHbIX IpernapaToB OJjIs MEeAUIMHCKOTO IPUMEHEeHMS, B OTHOIIEHMM KOTOPbIX He
co6IoieHbl TpeGoBaHMs, ONpe/ie/ieHHbIe Ha OCHOBAaHUM YacTi 5 ctateyu 67 Hacrosiiero ®emepasbHOTO

3aKOHa.

3. eiicTBMe TOJIOKEHUIM YaCTM 2 HACTOSILEN CTaTbM HE PACIpPOCTPAHSETCS Ha JIeKapCTBEHHbIE
npernaparThl, yKazaHHble B yacTu 7.1 ctatbu 67 HacTosiiiero @enepaabHOrO 3aKOHa.
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

4, HO[}HZ!OK NMpMMEHEeHUS MOJIOKEHUI YacTu 2 HaCTOSII_L[eﬁ CTaTbM U CPOKM IMPpMMEHEHMS TAaKOro
NnopAaagKa yCTaHaBJIMBAIOTCA HpaBI/ITe.TIbCTBOM Poccuiickoii qDe/:LepauMM.

CraTtbA 58. XpaHeHMe nekapcTBeHHbIX CpeacTB

1. XpaHeHue JIeKapCTBEHHBIX CPEICTB OCYIIECTB/ISIETCS IPOM3BOAUTEISIMM JIeKaPCTBEHHbBIX
CpeACTB, OpraHM3alyusIMi  ONTOBOM  TOPrOBJIM  JIEKAPCTBEHHBIMM  CpeICTBaMM, alTeYHbIMU
OpraHu3alysIMu, BeTepUHAPHbIMMU alTeYHbIMU OpraHMu3ausIMu, VHIVBUIYaJIbHBIMU
MpeAIpUHUMATEISIMU, UMEIOIIMMM JIMIIEH3MIO Ha (papMalieBTMYEeCKYIO IesITeTbHOCTb VI JIMIIEH3UIO Ha
MEIUMIMHCKYIO OeATE/IbHOCTb, MEOMIMHCKUMM OPraHu3alvsamMu, BE€TE€PpUMHAPHbBIMU OpPraHmM3alivisaMu u
MHBIMM OPTraHM3alMsIMM, OCYIIECTBJSIIONIMMM OOpallleHre JIEKapCTBEHHBIX CpeACTB. XpaHeHue
JIEKAPCTBEHHBIX CPEACTB [JII BETEePMHAPHOIO IPMMEHEHMs OpraHu3alysIMU U MHIUBUOYaJTbHBIMU
NpeIpuMHUMATEeIIMU B CJIydasX, €CJIyM OHM MCIIOJb3YIOTCS MCK/IIOUMTENbHO IIpM pa3BeIeHuH,
BbIpAIlIVIBAHMM, COJEPsKaHMUM U JIEUEHUM JKMBOTHBIX, MOJKET OCYILECTB/ISIThCS Oe3 MOTyUeHMs JIULEH3UA
Ha (hapmMaleBTMYECKYIO IeSITeTbHOCTD.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. l'[paBI/ma XpaHEeHUsI JIEKapCTBEHHBbIX CpelacTB YTBEP>XKOAaOTCA COOTBETCTBYIOILIMM
YIIOJTHOMOY€HHBbIM d)enepaanbIM OpraHom MUCIIOJIHUTEJ/IbHOM BJIACTH.

3. XpaHeHre HapKOTUUYECKMX JIEKapCTBEHHBIX CPEACTB, ICUMXOTPOIHBIX JIEKapPCTBEHHBIX CPEICTB,
paguodapMaleBTMUeCKUX  JIEKAPCTBEHHBIX  CPENCTB  OCYILECTBJISIETCSS B COOTBETCTBUMU  C
3aKkoHomaTeabcTBOM Poccuitickon @eneparium.

Cratba 58.1. MNpegMeTHO-KONMYECTBEHHbIN Yy4yeT NeKapCTBEHHbIX CpeacTB ANns
MeAgULUHCKOro NnpumMeHeHus

(BBemena ®enepanbHbIiM 3ak0HOM OT 25.12.2012 N 262-D3)

1. [IlepeyeHb J/€KAPCTBEHHBIX CpPEOCTB IS MEOUIIMHCKOIO IIPMMEHEHMSI, IO IesKaIlINX
MpeIMeTHO-KOJIMYECTBEHHOMY Y4YeTy, VYTBEPXKAAeTCs YIOJHOMOYEHHBbIM ¢elepa/lbHbIM OpPraHOM
MCIIOJIHUTE/IbHOM BJIACTM.

2. Tlopsamok BK/IIOYEHUS! JIEKAPCTBEHHBIX CPEICTB /I MEOUIIMHCKOTO IpPUMEHEHUS] B IepeuyeHb
JIEKapCTBEHHbBIX CPENCTB JJIsi MEAUIIMHCKOTO ITPUMEHEeHMs, IoJIeXkalyx npeaMeTHO-KOJIMUYeCTBEHHOMY
YUYeTy, YCTAaHABIMBAETCS YIIOJHOMOYEHHBbIM GeaepaJbHbIM OPraHOM MCIOJHUTEIbHOM BJIACTU 10
COTJIAaCOBaHMIO C GefepaJibHbIM OPraHOM MCIIOJHUTEIbHOM BJIACTY, YIOJHOMOUYEHHBIM B cdepe
BHYTpPEHHMX JI€JI.

(B pen. ®enepanbHoro 3akona ot 03.07.2016 N 305-D3)

3. IlpengMeTHO-KONMMYECTBEHHBIM yUeT JIeKapCTBEHHbBIX CPeACTB [/ MeIULMHCKOTO NMpPUMeHeHMs
BeyT MPOU3BOOUTENIN JIeKapCTBEHHBIX CPENCTB, OpPraHM3alMy ONTOBOM TOPrOBJIM JiIeKapCTBEHHbIMMU
CpeACTBaMy, alTeyHble OpraHM3alyy, VHAMBUIYAJIbHbIE MpeAIpMHMMATeN, MMeole JUIEeH3MI0 Ha
(dbapmaneBTMUeCKYIO0 OeSTeTbHOCTb WINM JIMIEH3UI0 Ha MEeOULMHCKYIO AesITeIbHOCTb, M MeOULIMHCKNUE
opraHmusaluy, OCYIIeCTBJSIONMe obpallleHue JIeKapCTBeHHBIX CpeNCTB  [JJisl  MeIMLIMHCKOTO
IpYMeHeHMs, TTyTeM perucTpanyuy JIOObIX CBSI3aHHBIX C MX OOpallleHueM orepaumii, TIpu KOTOPBIX
M3MEHSIeTCS X KOJIMUeCTBO U (MIM) COCTOSIHME, B CIelMaIbHbIX KypHasIaxX yuyeTa olepaluii, CBSI3aHHbIX
C oOpallleHMeM JIeKapCTBEHHBbIX CPENCTB [ MeAUIMHCKOrO IpuMeHeHus (majee - cCrelyajabHble
JKYPHAJIbI).
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

4, HHHBI/IIIEI perucrpauumn onepaunﬁ, CBA3aHHBIX C O6paH_IeHI/IEM JIEKapCTBEHHbIX CpeOCTB OJId
MeIUIMHCKOI'O IIpMMEHEeHNS, BKIIOUYEHHBbIX B II€epeYeHb JIEKAaPCTBEHHbLIX CpeacCTB OJd MeOMIMHCKOI'O
IMpMMEHEHMN, IMoAJIeKallIuX MPpeaAMETHO-KOJIMYECTBEHHOMY YUeTY, B CIICHMAJIbHbIX KYPHaJ/IaX U IIPpaBuJia
BeoeHMda M XpaHEHMs CIIeOMa/IbHbIX JKYPHAJIOB YTBEPXKOAKOTCA YIIOJTHOMOYEHHbIM (be/:nepaanbIM
OpraHom MUCIIOJIHUTE/IbHOM BJIACTHU.

5. Koutposib 3a cobsiofeHreM MpaBuj PerucTpanyy Omepaiuil, CBSI3aHHbIX C OOpalleHreMm
JIEKAPCTBEHHBIX CPEICTB AJIsI MEIUIIMHCKOTO TPUMEHEHMS, BKIIOUEHHbIX B MepeyYeHb JIEKapCTBEHHBIX
CpPeACTB [IJiS MEeOUIMHCKOTO TpUMEHeHUs, TMOJJIeKallux IpeaIMeTHO-KOJIMYeCTBEHHOMY YueTy, B
CIelMaIbHBIX SKYpHAJax, a TakKKe 3a COOJIOeHMeM MpaBWiI BeOeHMS M XpaHeHUs CIelMaJbHbIX
JKYPHAJIOB BO3JIaraeTcsl Ha YIOJHOMOUYEHHble GefepasibHble OpraHbl MCIOJHUTEIbHOM BIACTU U
VICTIOJTHUTEJIbHbIE OpraHbl CcyobeKToB Poccuiickon Depeparyy, OCYIIECTBISIIONIME JIUIIEH3MPOBaHME
MPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB, (apMaleBTUUECKOM HesATeTbHOCTYM U MEeIUIIMHCKOM
JeATebHOCTY, ¥ OCYIIECTBIISIETCS B PAMKaX JIMLIEH3MOHHOTO KOHTPOJIS.

(B pen. ®enepanbHoro 3akoHa oT 08.08.2024 N 232-D3)

Mnasa 11. YHWYTOXXEHUE NEKAPCTBEHHbIX CPEACTB
Crarbsa 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUA NeKapCTBEeHHbIX CpeAcCTB

1. HepmobGpokauecTBeHHbIE JIEKAPCTBEHHbIE CPEeACTBa, (QaabCUUIMPOBAHHbBIE JIEKAPCTBEHHbIE
CpeACTBa TOMJIEKAT W3bITUIO U3 OOpalleHMs ¥ YHUUYTOXEHMIO B [OPSNIKe, YCTAaHOBJIEHHOM
[TpaButenbctBoM Poccuiickon @enepatimn. OcHOBaHMEM IS YHUUTOXKEHMUST JIEKAPCTBEHHBIX CPEICTB
SIBJIIETCSI  pellleHue  BJIafiesiblla  JIEKAPCTBEHHBIX  CPENCTB,  peIlleHMe  COOTBETCTBYIOIIETO
YIIOJTHOMOYEHHOTO (hefiepa/IbHOro OpraHa MCIOJHUTEIbHOM BJIACTU WIN pellieHue cya.

(B pen. ®enmepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KonTpadakTHble JieKapCTBEHHbIE CPENCTBA MOAJIEKAT U3BSITUIO U3 0OPAIeHNS Y YHUUTOKEHUIO
IO pellieHnto cyaa. [IopanoK YHUUTOKEHMS KOHTpa(aKTHbIX JIEKAPCTBEHHBIX CPEACTB YCTAaHABIMBAETCS
ITpaBurensctBom Poccuiickoit @egepayin.
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

3. PaCXO,E[bI, CBsA3aHHbIE C YHMUYTOXXEHMEM KOHTpaCbaKTHbIX JIEKapCTBEHHbLIX CpPeACTB,
Heﬂ06pOKa‘IECTBeHHle JIEKapCTBEHHbLIX CpeacCTB, (I)aJ'IbCI/ICl)I/ILU/IpOBaHHbIX JIEKapCTBEHHbIX CpPeAacCTB,
BO3MeNIal0TCA UX BJIaaeJIbIieM.

4. Bnagener seKapCTBEHHBIX CPEACTB MOJDKEH IMPEeACTaBUTh B YIIOJTHOMOYEHHbBIN (heaepaabHbIN
OpraH MCITOJTHUTEJIbHOM BJIACTM JOKYMEHT MJIM 3aBEPEHHYIO B YCTAaHOBJIEHHOM IIODSJIKE €ro KOIMIO,
MOATBEpsKAatoNIye GakT YHUUTOKEHNS JIEKAPCTBEHHbBIX CPEICTB.

5. CoOTBeTCTBYIOLIMI YIOJHOMOYEHHbI (denepaabHbli OpraH MCIOJHUTEIBHOM BJIACTH,
NPUHSBIINI pellleHe 06 YHMUTOXEHWUM JIEKapCTBEHHBIX CPEACTB, OCYILECTBJIIET KOHTPOJIb 33 UX
YHUYTOKEHMEM.

6. VHUUYTOXKEHMEe JIeKapCTBEHHBIX CPeACTB IPOM3BOAUTCS OpPraHM3aLyUsIMM, MMEIOLIMMU
COOTBETCTBYIOIIYIO JIMIIEH3UIO, Ha CIelMaJbHO OOOpPYAOBAaHHBIX IUIOIIAAKAX, IIOJMUIOHAaX U B
CrlelMaJibHO OOOpYIOBaHHBIX IIOMEIIEHUSIX C CcoOJofeHneM TpeboBaHUM B 0OJIACTM  OXpaHbI
OKpY>KaloIllel cpeibl B COOTBETCTBUM C 3aKOHOIATEIbCTBOM Poccuiickon ®epepaiin.

www.consultant.ru CrpaHuua 131 m3 155

HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=297220&amp;date=29.07.2026&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=297220&amp;date=29.07.2026&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=297220&amp;date=29.07.2026&amp;dst=100144&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=297220&amp;date=29.07.2026&amp;dst=100144&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=297220&amp;date=29.07.2026&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=297220&amp;date=29.07.2026&amp;dst=100011&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=297220&amp;date=29.07.2026&amp;dst=100144&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=297220&amp;date=29.07.2026&amp;dst=100144&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=501392&amp;date=29.07.2026&amp;dst=101310&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=501392&amp;date=29.07.2026&amp;dst=101310&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=362650&amp;date=29.07.2026&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=362650&amp;date=29.07.2026&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100671&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100671&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=362650&amp;date=29.07.2026&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=362650&amp;date=29.07.2026&amp;dst=100009&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100672&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=29.07.2026&amp;dst=100672&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=536583&amp;date=29.07.2026&amp;dst=100355&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=536583&amp;date=29.07.2026&amp;dst=100355&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511677&amp;date=29.07.2026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=511677&amp;date=29.07.2026
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

7. Hapkoruueckue JiIeKapCTBEHHbIe CpeNCTBa, TIICMXOTPOIIHbIE JIeKapCTBEHHbIE CpeCTBa,
paguodapMaleBTMUeCKMe  JIeKapCTBEHHbIE  CPeACTBA  YHUMUTOXKAIOTCI B COOTBETCTBUM  C
3aKkoHomaTeabcTBOM Poccuiickon denmeparium.

Mnasa 12. FTOCYAAPCTBEHHOE PEIY/IMPOBAHUE LEH
HA NEKAPCTBEHHbIE MNMPEMNAPATbI AN MEAUUUVHCKOIO NMPUMEHEHNA

Ctatbsa 60. FocygapcTBeHHOe perynvpoBaHue LeH Ha JIeKapCTBEHHble npenaparbl
ANA MeAULMHCKOro NpUMeHeHus

1. TocymapcTBeHHOe peryJMpoBaHMe IIeH Ha JIeKapCTBEHHbIE Mpemnaparbl [JsT MeIUIMHCKOTO
MIPUMEHEHMST OCYILIECTBJISIETCS TOCPEICTBOM:
(B pen. @enmepanbHoro 3akoHa ot 26.03.2020 N 67-03)

1) yrBepsknenus IlpaButenbctBom Poccuiickoin @epepalinyu rnepeyuHs >XKM3HEHHO HEOOXOOMMBbIX U
BaKHEMIIINX JIEKaPCTBEHHBIX ITpernapaToB, KOTOPbI (HOPMUPYETCS M He peske OMHOrO pasa B TOf
nepecMaTpUBAEeTCsl B YCTAHOBJIEHHOM MM IODSJIKE Ha OCHOBE KOMIUIEKCHOM OLIEHKM JIEKapCTBEHHbIX
MperapaToB, BKJIIOYAasl aHaIM3 CBeOEHUM O CPaBHUTEIbHON KIMHUYECKOM 3S(DPEKTUBHOCTU U
6e30macHOCTM  JIEKAPCTBEHHOT'O CPEACTBA, OLIEHKY 9SKOHOMMYECKMX TOC/I€NCTBUII TPUMEHEHMUS
JIEKAPCTBEHHOT'O CPEeACTBA U M3Yy4YeHME OIMOJHUTENbHBIX MMOCAEACTBUI ITPUMEHEHUST JIEKaPCTBEHHOTO
CpelCTBa;

(B pen. ®enepasnbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBepXKIeHMS METONMKYM pacueTa TMpefebHbIX OTIYCKHBIX LIeH IPOM3BOAUTENeN Ha
JIeKapCTBEHHbIE TIpernapaThl, BKJIIOUEHHble B IepeuyeHb >KM3HEHHO HEeOOXOOMMBIX ¥ BasKHEMILINX
JIeKapCTBEHHBIX ITPernapaToB, a Takske BHeIpeHMs] MeXaHM3MOB GOpMIUPOBaHNUS CUCTeMbI pedepeHTHBIX
IleH;

(B pen. ®@enepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TrocymapCTBEHHOV DEruCTpaluy TMpeaesbHbIX OTIYCKHBIX II€H IPOM3BOAUTENEN Ha
JIEKapCTBEHHbIE IIperapaThbl, BKJIIOUEHHbIe B TI€peYeHb >KU3HEHHO HEOOXOIMMbBIX ¥ Ba)KHEMIIIUX
JIEKapCTBEHHBIX MPeIapaToB;

(B pen. @enepanbHoro 3akoHa oT 06.06.2019 N 134-D3)

4) BeIeHUS TOCYJApCTBEHHOTO peecTpa IpedebHbIX OTITYCKHBIX II€H IPOM3BOAUTENIEN Ha
JIeKapCTBeHHbIe TIperaparbl, BKJIIOUEHHble B IlepeuyeHb >XM3HEHHO HEeOOXOAMMBIX U BaKHEMIINX
JIeKapCTBEHHbBIX IPEapaTos;

5) yTBepkaeHuss METOIMKY YCTaHOBJIEHMSI MCIIOJHUTEIbHBIMM OpraHamu cy6beKToB Poccuiickoi
@enepany peaebHbIX Pa3MepOB OMTOBBIX HAlOABOK U MPeNebHbIX Pa3MepOB PO3HUYHBIX HAIGaBOK
K (aKTMYECKMM OTITYCKHBIM II€HaM, YCTAaHOBJIEHHBIM MPOU3BOIMUTEISIMM JIEKAPCTBEHHBIX MPENapaTos,
Ha JIeKapCTBEHHbIE IperapaThl, BKIIOUEHHbIE B IepeveHb >KM3HEHHO HEOOXOMMMBIX M BasKHEMIINX
JIEKApCTBEHHBIX ITPENapaToB;

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

6) yCTaHOBJIEHUS MpefebHbIX Pa3MepOB ONTOBBIX HaJOABOK U MpeJebHbIX Pa3MepOB PO3HUUHBIX
Ham0aBOK K (haKTMUECKUMM OTITYCKHBIM Il€HaM, YCTAaHOBJIEHHBIM ITPOM3BOAUTEISIMUA JIEKAPCTBEHHBIX
MpernaparoB, Ha JIEKAPCTBEHHbIE IIpernaparbl, BKIIOUEHHbIE B TEpevYeHb KM3HEHHO HEOOXOOUMMBIX U
BaKHENIINX JIEKapCTBEHHbBIX ITPeraparos;
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

6.1) ompepenenus IIpaBurenbctBom Poccmiickonn @epepanyy mopsaka LieHOOOpa3oBaHMS Ha
He3aperucTpupoBaHHble JIeKapCTBEHHbIe TMpernapaTbl IJIsI MEeOUIIMHCKOTO TpUMeHeHMs, KOTOpble
BBe3eHbI B Poccuiickyto @enepalinio 151 OKazaHMsT MEAVIIMHCKOM ITOMOIIY 10 SKM3HEHHBIM TTOKa3aHUSIM
KOHKPETHOTO TMallMeHTa ¥ MeXIYHapoaHble HeIlaTeHTOBAaHHble, WM T'PYNNMPOBOYHbIE, WU
XMMMYECKME€ HaIMEHOBAHMS KOTOPBIX COMEPKATCS B IMEepevHe KM3HEHHO HeOOXOOMMBIX U BayKHEMIIIUX
JIEKapCTBEHHBIX MPEIapaToB;

(. 6.1 BBeneH PepepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) YTBepXKIeHMSI TIOpsAKa BbIAAYM TIPeANMCAHUIN MCIIOJHUTEIbHBIM OpraHaMm CyObeKTOB
Poccuiickoit @emepaiiyiu o IpMBeIeHUM B COOTBETCTBME C 3aKOHOAATebcTBOM Poccuiickon Demepaiiyin
perieHnii 06 YCTaHOBJIEHMM TIPENE/IbHbIX Pa3sMEPOB ONTOBBIX HAIOABOK M IpeIesbHbIX pa3MepoB
PO3SHMYHBIX HamOaBOK K (AKTUYECKUM OTITYCKHBIM IIeHaM, YCTaHOBJIEHHBIM ITPOM3BOIUTE/ISIMU
JIEKapCTBEHHBIX IIPEIapaToB, Ha JIeKapCTBEHHbIE ITperapaTthbl, BKIIOUEHHbIE B IepeYeHb >KMU3HEHHO
HEOOXOIMMbBIX M BaKHEMIIMX JIEKapCTBEHHBIX IIperapaToB, €CJAM OHM TIPUHSITHI C HapylleHUeM
3akoHomaTebcTBa Poccuiickoit Memepanun, B mopsanke, ycraHojaeHHOM [IpaBurenbctBoMm Poccuiickoii
Depeparnumn;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

8) HampaBieHMsS ~ YIIOJTHOMOYEHHBIM  (efepaJbHbIM OPraHOM  MCIIOJIHUTENIbHOM  BJIACTHU
VICTIOJTHUTEJIbHBIM OpraHaMm cyobekToB Poccmiickonn @epepauyy NpeanmMcaHuii O TPUBENEHUM B
COOTBETCTBME C 3aKOHOAATeJbCTBOM Poccuiickon Demepaimy  MNPUHATBIX € HapyIIEHUEM
3akoHozaTenbcTBa Poccuiickonn @epepanyy  pelieHuit 00 YCTAHOBJIEHUM TIpelesibHbIX pa3MepoB
ONTOBBIX HAN0ABOK ¥ IpeAebHbIX pPa3MepOB PO3HUMYHBIX HAMOABOK K IleHaM Ha JieKapCTBEHHbIe
mpernaparbl, BKJIIOUYEHHbIe B TI€peYeHb >KM3HEHHO HEeOOXOOMMbBIX M BasKHEMIINX JIeKapCTBEHHbBIX
Mpernaparos;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

9) ocyuectBienus ¢eaepaJbHOTO TIOCYZApCTBEHHOTO Hazszopa B cdepe obpaleHust
JIEKaPCTBEHHBIX CPENCTB ¥ PErMoOHAJIbHOIO TOCYJApPCTBEHHOTO KOHTPOJIS 3a IpMMEHEeHMeM ILieH Ha
JIeKapCTBEHHbIE  TpernapaTbl COOTBETCTBEHHO  YIIOJIHOMOYEHHbIMM  (peiepajbHbIMM  OpraHaMu
VICIIOJTHUTEJIbHOM BJIACTY U UCIIOJIHUTEIbHBIMM OpraHaMu cyobekToB Poccuiickoin @epepaliy coriacHO
X KOMIIETEHIMI B MTOPSIIKe, ycTaHOBAeHHOM [IpaBuTtenbcTBoM Poccuiickon ®enepartin;

(B pen. ®enmepanbHbix 3aKOHOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) npumeHeHMsT mpefyCMOTPEHHBIX 3aKoHOmaTesnbCcTBOM Poccmitckon Depepanyy  mep
OTBETCTBEHHOCTM 3a HapyllleHue T[opsifka I[eHOOOpa3oBaHMs Ha JieKapCTBEHHbIEe IIpernaparhl,
BKJTIIOUEHHbIE B IEPEYEHb KM3HEHHO HEOOXOIMMbBIX 1 BayKHEMIIMX JIEKAPCTBEHHBIX ITPEIapaToB.

(B pen. @enmepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusix upesBbIUaiiHON cuTyalmu u (M) TPy BOSHUKHOBEHUM YTPO3bl PaCIPOCTPaHEHMS
3a60s1eBaHMsl, MPEACTABJISIIONIETO OMACHOCTh IJISI OKPYSKAIOIIMX, & TaKKe B Ciydae, €CjlM B TeUeHMe
TPUALIATY KaJleHAApHbIX OHe mocie npuHsatus [IpaButenbctBom Poccuiickon @epepatym pereHus: o
MPOBeeHNY MOHUTOPUHTA PO3HMUYHBIX 1I€H Ha JIeKapCTBEHHbIE MpernapaThl, He BKJIIOUEHHbIE B IIepeuyeHb
SKM3HEHHO HEOOXOOMMBIX M BaYKHEMIIMX JIEKAPCTBEHHBIX ITPenapaToB, Ha TEPPUTOPUSIX CYOBEKTOB
Poccuiickont @enepanyy BISIBJIEH POCT PO3HUYHBIX II€H Ha YKa3aHHbIe JIeKapCTBEHHbIE TpernapaThl Ha
TPpUALIATh TpOIEeHTOB U Oosee, I[IpaBurenbctBo Poccuiickon @enmepanuy BIipaBe yCTAaHOBUTH
npenesibHble OTIYCKHbIe II€Hbl TPOM3BOIMTENEN Ha YyKa3aHHble JIeKapCTBEHHbIE ITperaparsl,
npenesibHble pa3Mepbl OINTOBBIX HAA0AaBOK M IIpelesibHble pa3Mepbl PO3HUYHBIX Hag0aBOK K
(dbakTMueckMM OTMYCKHBIM IIeHaM T[pPOM3BOAMUTENEM Ha YKa3aHHble JiIeKapCTBEHHbIe IIperaparsbl.
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

[TepeueHb JIeEKAPCTBEHHBIX IIPENAapaTOB, He BK/IIOYEHHBIX B I€peueHb >KM3HEHHO HEeOOXOOMMBIX WU
BOKHEMIIINX JIEKAPCTBEHHbIX IIpernapaTtoB, ¥ MOPSOOK ero GoOpMUPOBaHMS  OMPeAesIsSIIoTCS
ITpaBurenscTBom Poccuiickoir @egepanyn.

(dactp 2 BBemeHa DPenepanbHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

3. B TeueHme meBSHOCTa KaJleHIAPHBIX THEN cO OHS yTBepskaeHus [1paBurenbctBoMm Poccuiickoii
®depnepatiuy nepevHsi, yKasaHHOTO B YaCTY 2 HACTOSIIEN CTaTby, HE JOMYCKAITCS peajn3alys U OTITYCK
BKJIIOUEHHBIX B HEro JIeKapCTBEHHbBIX IpeIapaToB IO IieHaM, MPeBbILIAIOIIM [Ipee/ibHble OTITYCKHbIE
LIeHbl IPOM3BOANUTEJIEN Ha YKa3aHHbIE JIeKApCTBEHHbIE ITperiapaThl, IIpefe/ibHble pasMepbl OINTOBBIX
Ham0aBOK ¥ TIpefe/ibHble pa3Mepbl PO3HMYHBIX HAA0ABOK K (aKTMUYECKMM OTITYCKHBIM ILieHaM
MPOU3BOANTENIEN Ha YKa3aHHbIe JIEKapCTBEHHbIE IIpernapaTrbl C YYeTOM Hajora Ha J00aBJE€HHYIO
CTOVIMOCTb.

(gactb 3 BBemeHa DenepanbHbiM 3akoHOM OT 26.03.2020 N 67-D3)

Crtatbsa 61. FocypgapcTBeHHass perucTpauus M nepeperucTpaumsa npegesbHbIX
OTNYCKHbIX LEH npousBoguTesnieii Ha NeKapCTBEHHble npenapatbl, BK/IOUYEHHble B
nepeyeHb XXN3HEHHO HEOBXOAUMbBIX U BaXXHEWULIMX NeKapCTBEHHbIX NpenapaToB

(B pen. ®enepanpHoro 3akoHa oT 06.06.2019 N 134-D3)

1. IlpenenbHast OTIyCKHAs IieHA MPOM3BOAMUTEJS HA JIeKapCTBEHHbBIN Iperapar, BKIIOUEHHbIN B
nepeyeHb >KM3HEHHO HeO6XO,ELI/IMbIX M BasKHEMILMX JIEKapCTBEHHbBIX IIperapaTroB, IIOOJIEKUT
roCyIJapCTBEHHOM permcTpanum B mopsiake, ycraHoBiaeHHoOM [IpaBurensctBom Poccuiickon @eneparymy,
Ha OCHOBaHMM HAIPABJIEHHOTO TOCPENCTBOM €OMHOTO IOpTajia B YIOJHOMOYEHHbI (enepasbHbIN
OpraH MCIOJHUTENbHONM BJIACTM WM JIMYHBIM KaGMHET YIOJHOMOUYeHHOro denepaqbHOrO OpraHa
VICTIOJIHUTEJIbHOM BJIACTM B €IMHOM CUCTeMe, MOAIMCAHHOTO YCUJIEHHOM KBaIU(UIMPOBAaHHOM
JIEKTPOHHOM TMOATMCBIO 3asiBJIeHMsI JlepykaTesisl WM Bjajelblia PerMCTPalyOHHOTO YIOOCTOBEpPeHMs
JIeKapCTBEHHOTO Ipernapara (yIOJHOMOYEHHOTO MM JIULIA).

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

2. 3aperucTpuMpoBaHHasl TpefesibHas OTITYCKHAs IleHa TIPOM3BOAMUTEJSI Ha JIeKapCTBEHHbIN
mperapar, BK/IIOYEHHBbII B II€peueHb >KM3HEHHO HeOOXOOMMBIX M Ba)KHEMIIMX JIeKapCTBEHHBIX
IperaparoB, MOKET ObITb NEPEPEruCcTPUPOBaHa B CTOPOHY YBEJIMYEHMSI OAVH pa3 B KaJeHAAPHOM TOIy
Ha OCHOBaHMM HANpaBJE€HHOTO 1O 1 OKTIOps KaXAOro roja TMOCPEeNCTBOM €AVHOTO IopTaja B
YIIOJTHOMOYEHHbIN  (denepasibHbli OpraH MCIOJHUTENbHON  BJACTM WM  JIMYHBIMA ~ KaOuHeT
YIIOJITHOMOYEHHOTO (eiepalbHOTO OpraHa MCIIOJIHUTENbHOM BJIACTU B €OVHON CUCTeMe, MOAIMCAHHOTO
YCUIEHHON KBa/MGUIMPOBAHHON 3JIEKTPOHHOM TIOAMMCHIO 3asiBJIEHMS Jepskaressl WM Biaaesiblia
PErMCTPaIMOHHOTO YOCTOBEPEHMs JIEKapCTBEHHOTO Tpernapara (YIIoJTHOMOUYEHHOTO MM JINIIA).

(B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-®3)

3. 3aperucTtpuMpoBaHHas TipefejbHas OTIYCKHAs IleHa ITPOU3BOJAUTENSI Ha JieKapCTBEHHbIN
mpernapar, BKJIIOUYEHHBbI B TIepevyeHb >KM3HEHHO HEeOOXOAMMBIX ¥ BaKHEMIIUX JIeKapCTBEHHbBIX
MpernaparoB, MOXKET ObITh MEPEPErnCcTPUpOBaHa B CTOPOHY CHMKEHMSI Ha OCHOBAHMM HAIlPaBJIEHHOTO
MMOCPECTBOM €IMHOTO MOPTajia B YIIOJIHOMOUYEHHBIV (deepaabHbIi OpraH MCIIOJHUTEIbHON BJIACTU VN
JIMYHBIM KaOMHET YIIOJJHOMOYEHHOro ¢eaepaJbHOrO OpraHa WMCIOJHUTEIbHOM BJIAaCTM B eOVHOM
cucTeMe, IOANVCAHHOTO VYCUJIEHHOM KBaJIM(PUIMPOBAHHON 3JIEKTPOHHOM IIOJANMCHIO 3asBJIEHUS
Iepskaresis WIM BJaiesblla PEruMcTPalMOHHOTO  YIOCTOBEpeHUs JIeKapCTBEHHOro Iperapara
(YyIOJTHOMOUYEHHOTO UM JIUIIA).

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

4. JlepskaTesJib WJIM BJIajeJiell PerucTPalMOHHOIO YIOOCTOBEpPEHMS JIeKapCTBEHHOro IIperapara
(YTIOJTHOMOYEHHOE UM JIMII0) O0sI3aH HAIpaBUTh MOCPEACTBOM €OMHOIO MOopTaja B YIOJHOMOUYEHHbIN
(benmepasnbHbBI OpPraH MCIIOJHUTENbHON BJIACTY MJIU JIMYHBI KaOMHET YIIOJHOMOYEHHOTO (dheiepalbHOroO
OopraHa MCIOJIHUTEJIbHOM BJIACTY B €OMHOW CUCTEMEe IOAIMCAHHOEe YCUJIEHHOW KBaJIM(GUIMPOBAHHOM
3JIEKTPOHHOM TTOAIIMCHIO 3asiBJIEHNE O TepeperucTpauuy 3apermcTpMpOBaHHON MPeIebHOV OTITyCKHOM
1IeHbI TTPOM3BOAUTEJIS Ha JIEKAPCTBEHHBIN Mperapar, BKIIOUEHHbBIN B ITepeueHb JKU3HEHHO HeOOXOIMMBbIX
Y B&XKHEMIINX JIEKApCTBEHHBIX IPernapaToB, B CTOPOHY CHYDKEHMS B CJIEAYIOIIUX CITyUasX:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) cHwKeHMe 1leHbI B WMHOCTPAHHOM BaJIIOTe Ha JIEKAPCTBEHHBIM IIperapar B CTpaHe
MPOU3BOANTENS U (MIM) B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN Iperapar 3aperucTpupoBaH u (M) B
KOTOpbIE TIOCTABJISIETCS IPOU3BOINTETIEM;

2) CHUKEHMe lieH Ha pedepeHTHbIe JIeKapCTBEHHbIe IpernapaThl B COOTBETCTBUM C ITYHKTOM 1
HACTOSIIIEe 4YacTu (AJi1 COOTBETCTBYIOIIMX BOCIPOM3BEAEHHBIX, OMOAHAJIOTOBBIX (OMOMOJOOHBIX)
JIeKapCTBEHHbBIX IpernapaToB);

3) mpeBbIIIeHME TTPeIeIbHON OTITYCKHOM IIeHbl Ha IMepPBbIiI BOCIIPOM3BEIEHHbIN, 6110aHaIOTOBbI
(6MOTOIO6HBIN) JIEKAPCTBEHHBIV IperapaT MHOCTPAHHOTO MPOM3BOMCTBA HaJ, MPeIe/bHOV OTITYCKHOM
IIEHOV  TIPOM3BOAMTENII Ha BTOPOM  BOCIPOM3BENEHHBIM, OMOAHAJOTOBBI  (OMOMOIOOHBIN)
JIEKapCTBEHHBIM  TpernapaT, pPacCUMTAHHOM B COOTBETCTBMM C METOAMKOM, YTBEPKIOEHHOM
ITpaBurensctBom Poccuiickoin Mengeparny;

4) npeBblllieHNE TpPee/IbHOVM OTIYCKHOM IIeHbl Ha TepBblii BOCIIPOM3BEINEHHbIN, 6110aHAIOTOBbIN
(6MoTOIO6HBIN) JIEKAaPCTBEHHBIN Ipernapar IpOM3BOAUTENSI TOCydapcTBa - wieHa EBpasmiickoro
SKOHOMMYECKOTO COI03a HaJ TMpeaesibHOM OTITYCKHOM II€HOM IPOM3BOAMUTENSI Ha  BTOPOU
BOCITPOM3BEIEHHbIN, OMO0aHAJIOTOBbIN (OMOMOMOOHBIN) JIEKAPCTBEHHBIN IIpernapar IPOU3BOIUTEIS
rocyfapctsa - wieHa EBpasuiickoro 35KOHOMMYECKOTO COI033a, PAaCCUYMTAHHOM B COOTBETCTBUM C
MeTOAVKOM, yTBep:KaeHHo [TpaBurenbctBoM Poccuiickon ®epepanym.

4.1. B ciayyae, eciMm OT MMEHM OepsKaTessl WIM Bjafeliblla PErMCTPALMOHHOIO YIOCTOBEpPEHMS
JIEKapCTBEHHOTO IIperapaTra [IelCTBYeT ero MpeacTtaBuTesb (husmyeckoe JIMIO), YIOJTHOMOYEHHbIN
JIe/ICTBOBAaTh HAa OCHOBAHMM [JOBEPEHHOCTM B 3JIEKTPOHHOV (opMe B MAIIMHOYMTAEMOM BHUIE,
3asBJIEHMSI, YKa3aHHble B 4acTaX 1 - 4 HaCTOSIIEeN CTaTbM, MOTYT ObITb IMOMMCAHBI YCUJIEHHON
KBaJIMOUIIMPOBAHHOM 3JIEKTPOHHOM MOIMMUCHIO JIMOO YCUIEHHOM HEeKBaIU(UIIMPOBAHHON 3JIEKTPOHHON
MIOMTINCHIO.

(uacTb 4.1 BBemena ®emepanbHbiM 3akoHOM OT 31.07.2025 N 304-D3)

5. Topsamok  mepeperucTpanyyi  3aperMCTPUMPOBAHHBIX  IPEEeIbHBIX  OTIYCKHBIX  IIeH
MTPOM3BOINTEIEN Ha JIEKAPCTBEHHbBIE TTperapaThl, BKIIOUYEHHbIE B TIEpeYeHb JKM3HEHHO HEOOXOIMMBIX U
Ba)KHEMIIINX JIEKApCTBEHHBIX IpeIrapaToB, B CJIy4asix, NMPeIyCMOTPEHHbIX YacTsIMU 2 - 4 HaCTOSIIen
craThy, ycraHaBimBaeTcs [IpaBurenbctBom Poccuiickont @epepanym.

6. DKOHOMMYECKUI aHa/IN3 IPENeIbHOM OTIYCKHOM II€eHbl IPOM3BOIUTENS] Ha JIEKapCTBEHHBIN
Mpenapar, BK/IIOUEHHBbIA B IIepeyeHb JKU3HEHHO HEOOXOOMMBIX U BaKHEMIIMX JeKapCTBEHHbIX
MpernaparoB, IpM ee TOCYAAapCTBEHHOVW perucTpaummu WM TepeperucTpaimm OCYIIeCTBIISIeTCS
(denmepasbHbIM OPraHOM MCITOJHUTEIbHOM BJIACTY, OCYIIECTBJSIIOIIMM QYHKIUM TI0 TMPUHSITUIO
HOPMAaTMBHBIX IIPaBOBBIX aKTOB M KOHTPOJIO 3a CoOOJIoJeHueM 3aKOHOAAaTe/lbCTBa B cdepe
rOCYJapCTBEHHOI'O peryJnpoBaHus LieH (TapudoB) Ha TOBaphl (YCIYTM).
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

7. Pacuer mpenebHbIX OTITYCKHBIX I1€H, YKa3aHHBIX B 4acTIX 1 M 2 HACTOSIIEN CTaTby, MPU UX
rOoCyJJapCTBEHHOM PETrUCTpaly WIU TIepeperucTpaiyuy OCyleCTB/ISIETCS B COOTBETCTBUM C METOIUKOM,
ytBepkaeHHon [TpaButenbctBoM Poccuiickoin @enepatiyivt ¥ yYUTHIBAIOIIEN B TOM UMCTIE:

1) cobmomenne GamaHca MHTEPECOB MOTPeOUTENEN JIEKAPCTBEHHBIX MTPENapaToB, BKIIOYEHHBIX B
repeveHb >KM3HEHHO HEeOOXOAMMbIX UM BaKHEMIIMX JIeKapCTBEHHBIX IIpernapaToB, U IPOMU3BOAUTEIEN
JIEKapCTBEHHBbIX IIPErnapaToB, BK/IIOYEHHbIX B TepeYeHb >KU3HEHHO HEeOOXOAMMBIX M BasKHEMIIIUX
JIEKapCTBEHHbIX MperapaTos;

2) GbakTUUeCcKylo OTITYCKHYIO IIeHy Ha JieKapCTBeHHble mpemapartbl B Poccuiickoit @enmeparin,
1IeHy BBO3a JIEKapCTBEHHBIX IMpernapaToB B Poccuiickyio @emepaiiyio, a Takke I1[eHbl HAa aHAJOTMYHbIE
JIeKapCTBeHHbIE IpenapaThl, Haxodsiuyecs B oopaiennu B Poccuiickon Demepaiinn;

3) 3aTpaTbl IIPOM3BOAUTEJII JIEKAPCTBEHHOI'O IIpeliapaTa Ha IIPpOU3BOACTBO U peam3alyio
JIEKapCTBEHHOTI'O IIperapaTa,

4) 11eHy Ha JIeKapCTBEHHBIN Tperapar, ero eHy B CTpaHe ITPOM3BOAUTENIS U B CTPaHaX, B KOTOPbIX
JIeKapCTBEHHbIN TpernapaT 3aperMcTpMpoBaH U (M) B KOTOpPbIE IMOCTaBJISIETCS IPOU3BOAUTEIEM.

8. He momyckatoTcst peasimsanysi ¥ OTITYCK JIEKAPCTBEHHBIX MTPEIapaToB, BKIIOUEHHbBIX B IepeuyeHb
SKU3HEHHO HEOOXOIMMBIX M Ba)KHEMIIMX JIEKAPCTBEHHBIX ITPENapaToB, Ha KOTOpPbIE MTPOU3BOIUTEISIMU
JIEKapCTBEHHbIX IMperapaToB He 3aperuCTPUpOBaHa TMpefesibHasi OTIYCKHAs IIeHa, peaju3aius
IIPOM3BOAUTE/ISIMM JIEKAPCTBEHHBIX TPENapaToB IO I[eHaM, IMPEeBBIIIAIONIMM 3aperuCTPUPOBaHHbIE MU
nepeperucTpUpoBaHHbIe TTPee/bHbIE OTITYCKHbIE II€HbI Ha JIeKapCTBEHHbIE MpernapaTthl C yYeTOM Hajiora
Ha N00aBJEHHYIO CTOMMOCTb.

9. Oco6eHHOCTM TOCYmapCTBEHHOTO  PEryJMpoBaHMs  TpPeNeJbHbIX  OTITYCKHBIX  IIeH
MIPOM3BOAMTEJIEl Ha JIEKapCTBEHHbIE MpernapaThl, BKIIOUEHHbIE B TIepeueHb JKM3HEHHO HeOOXOOMMbIX U
BaKHENMIIINX JIEKAPCTBEHHBIX IpPerapaToB, B 3aBMCUMOCTM OT 3KOHOMMYECKUX U (MJIM) COLMabHBIX
KpuTepueB (M3MeHeHMe YCJIOBUM, MOPSIKa M CTOMMOCTM TMPOM3BOACTBA JIEKAPCTBEHHBIX IPEIapaToB,
MICIIOJIb30BaHMe HOBBIX (OPM, METOJOB ¥ CIIOCOOOB TOCYJapCTBEHHOTO pPETyIMPOBAHMS IIeH Ha
JIeKapCTBEHHbIE TperapaTbl, B TOM YMCJIe Ha OCHOBE MexaHusMa pedepeHTHOro IeHOOOpa3oBaHMsI,
M3MEHEeHUI MOpSAIKa OKasaHMs MEOUIIMHCKON ITOMOIIM, M3MEeHEHMe Kypca MHOCTPAHHOM BaIOThI U
MHbIe M3MeHeHMs1) ycTaHaBmBatoTcs [IpaButenbctBoM Poccuiickon @epeparimm.

(B pen. @enepanbroro 3akoHa ot 08.03.2022 N 46-D3)

Ctatbsai 62. TloOCyfapCTBEHHbIi peecTp npeAenbHbIX  OTMYCKHbIX  LeH
npoussoguTteneii Ha NeKapCTBEHHbIE Npenaparbl, BK/OYEHHbIE B NepPeUYeHb XXU3HEHHO
Heo6X0ANMbIX U BaXXHELUNX /leKapCTBEHHbIX NpenaparoB

1. 3apeructpupoBaHHBIE WM TI€PEPETUCTPUPOBAHHbIE Ipe[e/IbHbIe OTITYCKHbIE  II€HbI
MIPOM3BOANTEJIEN Ha JIEKAPCTBEHHbIE IperapaThl, BKIIOUYEHHbIE B IepeYeHb JKM3HEHHO HeOOXOIMMBbIX U
Ba)KHEMIIIMX JIEKApCTBEHHBbIX IIpernapaToB, IIOMAJIe’KaT BKJIIOUEHMIO B TOCYIJApCTBEHHBINM peecTp
Mpele/bHbIX OTITYCKHBIX IIeH IIPOM3BOIUTEJIEM HAa JIEKapCTBEHHbIE IIpenaparhl, BKJ/IIOUEHHbIE B
IrnepedyeHb >KM3HEHHO HeO6XO}1VIMbIX )41 Ba)KHeI‘/)ILLU/IX JIEKapCTBEHHBIX IIpeIiapaToB.

(B pen. ®enepasnbHOro 3akoHa ot 06.06.2019 N 134-D3)

2. FOCYﬂapCTBeHHbIﬁ peecTp InpenejibHbIX OTITYCKHBIX II€H HpOMBBOﬂMTEHeﬁ Ha JIeKapCTBEHHbIe
npemnapaTtbl, BK/IIOYEHHbIE B IIepe4Y€Hb >KM3HEHHO HEO6XO,ELI/IMI)IX M BaKHEMILIMX JIEKapCTBEHHbIX
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

IperaparoB, COAEPKUT B cebe CJIeqyIOIyI0 MHGOPMAIIO:

1) HaumeHOBaHMe AepykaTessl UM BIaiesiblla PerMCTPAlMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
npernapaTta, HaMMeHOBaHMe IPOM3BOJUTENST JIEKAPCTBEHHOI'O Iipernapara, CBeleHMsS O perucrpaiiuu
JlepskaTesis MM Biajesblia perMcTpaliMOHHOTO YIOCTOBEepeHNs JIeKapCTBEHHOI'O Mperapara, CBeIeH!s O
perucTpany Mpou3BOAUTEISI JIEKAPCTBEHHOI'O IIperaparTa AJjsi MeAUIIMHCKOTO MPUMeHEHMSI B KauecTBe
HAJIOTOIIaTe/IbIIMKA B CTpaHe  peructpauuu  (OJi1  POCCUMCKUX  IOPUAMYECKUX  JIMI -
UaeHTUGUKAIMOHHbIM HOMep Hasoromiatenbiyka (MHH), nns mMHOCTpaHHBIX HOPUAMYECKUX JIUI] -
CTpaHa perucTpauuy, HaMMeHOBaHMe pPETrUCTPUPYIOIIEro OpraHa, perucTpalMOHHbIA HOMED, KOZ,
HaJIOTOIIaTe IbIMKA B CTpaHe perucTpauuyu (MHKOpIopaluyu) Wiu ero aHajor), MeCTO HaXOKIeHUs
MPOM3BOJICTBEHHBIX IIJIOIIAIOK, YUAaCTBYIOIIMX B MpOliecce MPOU3BO/ICTBA JIeKapCTBEHHOTO Tpernapara, C
yKa3aHMeM CTaJuM IIPoIecca IPou3BOACTBA;

(. 1 B pen. ®epepanbHoro 3akona ot 28.12.2017 N 425-D3)

2) HaMMeHOBaHMe JIEKapCTBEHHOTO Ipemnapara (MeXIyHapogHOe HelaTeHTOBaHHOe, WU
I'PYIIPOBOYHOE, UM XUMUUECKOE U TOPrOBOe HaMEHOBaHMS);
(B pen. ®enepasnbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMEp PeruCTPanyOHHOrO YAOCTOBEPEHNS JIeKapCTBEHHOTO Mperapara;

4) nekapcTBeHHas popMa C yKazaHMeM JO3MPOBKM JIEKAPCTBEHHOTO Ipernapara M ero KOJIMJecTBa
BO BTOPUYHOM (TIOTPEOUTEILCKOI) YIIAKOBKE, a TAKXKE KOMIIJIEKTHOCTD;
(B pen. ®enmepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) saperucTpupoBaHHas rpeaebHasi OTITYCKHasl lleHa Ha JIeKapCTBEHHbIN Iperapar B py6IIsx;
(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) mara ¥ HOMeEp MpuKasza YIOJHOMOYEHHOTO (delepailbHOrO OpraHa MCIIOJIHUTEIbHOM BJIACTUA O
TrOCYyapCTBEHHOM DPEerucTpaliuy WIX TepeperucTpanuy IMpeleJbHON OTIYCKHOW IIeHbl Ha
JIEKApCTBEHHbIVI TIperapaT, BK/IIOUEHHbII B IlepeueHb >KM3HEHHO HEeOOXOOMMBIX ¥ BaKHEMIINUX

JIEKapCTBEHHBIX ITPEeNapaToB;
(B pen. ®@enepanbHbix 3aKOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) mara BCTyIUIEHMS B CMJTY TIpMKa3a YIIOJHOMOYEHHOTO ¢eepaTbHOro OpraHa MCIOJTHUTETbHON
BJIACTM O TOCYJAapCTBEHHOM PpErucTpauyuy WM TepeperucTpanyuy IpeaebHOW OTIYCKHOM II€HBI
MIPOM3BOANUTESI HA JIEKAPCTBEHHBIV TpernapaT, BKIIOUEHHbIM B IepeYeHb SKU3HEHHO HEeOOXOOVMBIX U
BaKHEMIINX JIEKapCTBEHHBIX MTPeraparTos;

(. 6.1 BBeneH PepepanbHbiM 3ak0HOM OT 06.06.2019 N 134-D3)

7) LITPUXOBOM KOJ, HAHECEHHBIM Ha BTOPUYHYIO (ITOTPEOUTETbCKYIO) YIIaKOBKY JIEKapCTBEHHOTO
npenapara;
(. 7 BBefen @epfepanbHbiM 3ak0HOM OT 22.12.2014 N 429-D3)

8) Kopm JleKapCTBEHHOTrO MperapaTa IO aHATOMO-TEePareBTUYECKO-XMMUUECKON KiIaccudUKaium,
peKOMeHAOBaHHOM BceMupHOI oprannsaimen 31paBoOXpaHeHNs.
(1. 8 BBegen @epepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. FOCYIL&DCTBEHH&H perucrtpauyusa Wi Iiepeperncrpanuyua IIpenejIbHbIX OTIIYCKHbIX II€H Ha
JIEKAapCTBEHHbIE IIpelapaTbl, BKJIIOUYEHHbIE B II€epeuYe€Hb >KM3HEHHO H€O6XO,I[I/IMLIX M BasKHEMIINX
JIEKapCTBEHHbIX IIpeliapaToB, BeOEcHME€ TOCydapCTBEHHOI'O peecCTpa IIpeae/IbHbIX OTIIYCKHBIX II€H
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MIPOM3BOINTEJIEN Ha JIEKApCTBEHHbIE IperapaThl, BKIIOUEHHbIE B IIepevYeHb JKM3HEHHO HeOOXOOMMBbIX U
BKHEMIIMX  JIEKAPCTBEHHBIX  IIpPerapaToB, OCYIIECTB/SIOTCS B MOPSAKE,  YCTaHOBJIEHHOM
ITpaBurenscTBom Poccuiickoir @egepanyn.

(B pen. ®enepanbHOro 3akoHa ot 06.06.2019 N 134-D3)

Cratbsa 63. YcTaHOBNEHMEe UCNONHUTE/IbHBIMU OpraHamMmu cy6bekToB Poccuiickoii
depgepaumn npegenbHbIX pasvepoB ONTOBbIX HaAbGaBOK W MNpefenbHbIX pasvepos
PO3HMYHbIX HaA6aBoOK K (PAaKTUYECKMM OTNYCKHbIM LEeHaM, YCTaHOBJ/IEHHbIM
npou3BoOAUTENAMU JNeKapCTBEeHHbIX npenaparoB, Ha J/leKapCcTBeHHble npenaparbl,
BK/IIOYEHHbIE B MepevyeHb XU3HEHHO HeOoOXOAUMbIX U BaXKHEWULWUX JeKapCTBEHHbIX
npenaparos
(B pen. @enmepanbHbix 3aKOHOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

1. WcnonaurenbHble opranbl cyobekToB Poccuiickoit Demepaiiny yCTaHABIMBAIOT IIpele/bHbIe
pasMepbl ONTOBbIX HAA0AaBOK ¥ IIpeldejbHbIe pasMepbl PO3HMUHBIX HAZOAaBOK K (PaKTUUECKUM
OTITyCKHBIM IleHaMm (6e3 yuera Hajiora Ha [J00OaBJIEHHYIO CTOMMOCTb), YCTaHOBJIEHHBIM
MIPOM3BOIUTEIIMM JIEKAPCTBEHHBIX IIperapaToB, Ha JIEKApCTBEHHbIE IIperapaThl, BK/IIOUEHHbIE B
1epeyeHb >KM3HEHHO HEeOOXOAMMBIX M Ba’KHEMIIMX JIeKapCTBEHHBbIX IIperapaTtoB, B COOTBETCTBUM C
YTBEPKIEHHOM B MOpsaake, ycraHoBJeHHOM IIpaBurtenbctBom Poccuiickoii @epepaiivu, METOIUKON
YCTaHOBJIEHMSI MCIOJIHUTEJIbHBIMM OpraHamm cyobekToB Poccuiickont @Pemepanyuy IpenesbHbIX
pa3MepoB OITOBBIX HaA0AaBOK M IpenejbHbIX Pa3MepPOB PO3HUUHBIX HaA0aBOK K (aKTUUECKUM
OTITyCKHBIM  II€eHaM, VYCTAHOBJEHHBIM ITPOM3BOIUTENIIMM  JIEKAPCTBEHHBIX  IIperapaTroB, Ha
JIEKapCTBEHHbIE TIIperaparbl, BK/IIOUEHHbIe B IepeuyeHb >KM3HEHHO HEeOOXOAMMBIX ¥ BaskKHEMIINMX
JIEKapCTBEHHBIX MpernapaToB. [IpOeKThbI pelleHuii UCIIOJHUTE/IbHBIX OpraHoB CyObekToB Poccuiickon
®epepauun 06 ycTaHOBJIeHMM M (MIM) M3MEHEHMM IIpeNesibHbIX pasMepoB OITOBBIX Ham0aBOK U
Mpee/bHbIX Pa3sMepOB PO3HUYHBIX Ham0aBOK K (aKTMUECKMM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM
MPOU3BOIUTEJIIMM JIEKAPCTBEHHBIX IIpelapaToB, Ha JIEKAPCTBEHHbIE IIperapaThbl, BK/IIOUEHHbLIE B
mepedyeHb JKM3HEHHO HeOOXOOMMBIX M Ba)KHEMIIMX JIeKapCTBEHHbIX IIpenaparoB, ITOAJIeKaT
COIJIaCOBaHMIO C  YIIOJHOMOYEHHbIM  (emepaJibHbIM  OpPraHOM  MCITOJTHUTEJNbHOV  BJIACTH,
OCYIIECTBJIIONIMM (QYHKUIMM TI0 TPUHSATUIO HOPMATMBHBIX IIPABOBBIX aKTOB M KOHTPOJIIO 3a
COOJTIO[IEHMEM 3aKOHOJATEIbCTBA B cdepe TOCyIapCTBEHHOIO peryaupoBaHus IieH (TapudoB) Ha
ToBaphl (YCJIyru), B mopsiake, ycraHoBieHHOM [IpaButenbctBom Poccuiickonn @epepariym.

(B pen. ®emepanbHbix 3ak0HOB OT 13.07.2015 N 241-D3, or 27.12.2019 N 475-®3, or 08.08.2024 N
232-®3)

2. OpraHusaiuu ONTOBOI TOPrOBJIM JIEKAPCTBEHHBIMM CpEICTBaMM, alTeuHble OpraHu3aluiu,
VHAVBUOYAIbHbIE TPEANPUHMMATENN, VIMEIOIMe JIUIEH3UI0 Ha (apMaleBTUUYECKYIO0 [esTeTbHOCTD,
MEeIOUIIMHCKME OpraHM3alyy, MMeIoIMe JIMIEH3MI0 Ha (apMaleBTUUECKYIO OesiTeJIbHOCTb, M WX
060C00JIeHHbIE TIOMIpa3/e/ieHNs], PACIOJIO)KEHHbIE B CEJIbCKMX HACEJIEHHbIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT amlTeUYHble OPraHu3allMi, OCYILIECTBJSIOT peajn3aluio JIEKapCTBEHHBIX IPerapaTos,
BK/IIOUEHHBIX B IE€pPEYEHb KM3HEHHO HEOOXOOMMbBIX M BasKHEMIIIMX JIEKapCTBEHHBIX IpernapaTroB, IO
1leHaM, KOTOpble (OPMMPYIOTCSI B COOTBETCTBMM C IODPSJIKOM, YCTaHOBJIEHHbIM [IpaBUTEIbCTBOM
Poccuiickoit @epepanyn, M ypoBeHb KOTOPBIX (6€3 yueTa Hajiora Ha [00aBJIEHHYIO CTOMMOCTb) He
IOJDKEH TIPEBBIIATh CYMMY (aKTMUYECKOM OTITYCKHOM LIeHbl, YCTAHOBJIEHHOV ITPOM3BOIUTEIEM
JIEKAPCTBEHHOT'O IperapaTa, He TMPEBBIIIAIONIEN 3aPErMCTPUPOBAHHON WJIM TIE€PEPEruCTPUPOBAHHONM
Mpee/ibHOM OTITYCKHOM II€Hbl MPOM3BOAUTENS (Ha [OaTy peajausaliMy JIEKapCTBEHHOTO Iperapara
MPOU3BOINTENIEM), M pa3Mepa OITOBOM HambaBkuM ¥ (MM) pasMepa PO3HMYHOM HamOaBKu, He
MPEBBIIIAIOIINX COOTBETCTBEHHO pasMepa TMpefebHON ONTOBOM HagbaBku U (WiM) pasmepa
npeesIbHOM PO3HUYHONM HaZbaBKM, YCTAaHOBJIEHHBIX B cyobekTe Poccuiickoi Demeparyn.

(B pen. ®emepanbHbix 3aKOHOB OT 27.12.2019 N 475-D3, or 08.08.2024 N 323-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3. UcnonuurenbHble opraubl cyobekToB Poccuiickoit @emepaumn pasmeraor B cetu ' MHTepHer"
MHpOpMAIMIO O 3aperMCTPUPOBAHHBIX Ipede/bHbIX OTIYCKHBIX IleHaX IIPOM3BOAMTENIe Ha
JIeKapCTBEHHbIe IIperaparhbl, BK/IOUEHHble B I[I€peYeHb JKM3HEHHO HEeOOXOOMMBIX ¥ BaKHEMILNX
JIEKApCTBEHHBIX ITPENapaToB, 0O YCTAHOBJIIEHHBIX B cyObekTe Poccuiickon Demepaiiu TpeaebHbIX
pasMepax OINTOBBIX HafbaBOK M (M) MpeAesbHbIX pa3Mepax PO3HUMUHBIX HaJ0AaBOK K YCTAHOBJIEHHBIM
MIPOVU3BOIUTEISIMM JIEKAPCTBEHHBIX IpernapaToB (aKTUUEeCKMM OTITYCKHBIM IieHaM Ha JIeKapCTBEHHbIe
mpernaparbl, BKJIIOUEHHble B II€pevYeHb >KM3HEHHO HEeOOXOOMMbBIX M BasKHEMIIMX JeKapCTBEHHbIX
IperaparoB, a TaK;Ke O CyMMe 3aperucTpPUpPOBAHHbIX MpeIe/bHbIX OTITYCKHBIX LIeH IMPOM3BOAMUTEIeN Ha
JIeKapCTBEHHbIe IIperaparhbl, BK/IOUEHHble B IIepeuYeHb JKM3HEHHO HEeOOXOOMMBIX ¥ BaKHEMILNX
JIEKapCTBEHHbIX IIpPernaparoB, YCTaHOBJIEHHBbIX B cyObekTe Poccuiickoit @emepaiiut MpeneabHbIX
pasMepoB OIITOBBIX HambaBOK M MpeNe/bHbIX pPasMeEpOB PO3SHMYHBIX HambaBOK M Hajiora Ha
JI06GaBJIEHHYIO CTOMMOCTb. MHbopMalus, mpeaycMOTpeHHasl HaCTOSIIEe! YacThiO, MO/DKHA HAXOAUThCS
TaK)ke B aITeUYHbIX OpraHM3alusx B [OOCTYIHOM [Ji1 BCeX 3aMHTEepeCOBAHHBIX Jinil dopMme U
OOHOBJISITbCSI TI0 Mepe ee pasMeLUeHMSI MCIOJHUTEIbHbBIMU OpraHamu cy6bekToB Poccuiickoit
®epepaunn B cetut "ViHTepuer".

(B pen. @enmepanbHbix 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Vrpatun cuny ¢ 1 mapra 2020 roga. - @enepanbHbiii 3akoH oT 27.12.2019 N 475-D3.

Mhasa 13. MOHUTOPUHIT 9PEKTUBHOCTU N BE3OINMACHOCTN
NEKAPCTBEHHbIX MNPEMNMAPATOB, HAXOAAWWXCAHA B OBPALLEHUAN
B POCCUNCKOWN ®EAEPALINN
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

Cratbs 64. ®PapmMmakoHa3op
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. JIekapcTBeHHbIe MpenapaTthl, HaxXongiuecs B oopaiienny B Poccuiickoit @egepatiym, NoaexaT
MOHUTOPUHTY Bd)d)eKTI/IBHOCTI/I u 6630HaCHOCTI/I B LeJIsIX BbBISIBJIEHMSI BO3MOXXHBIX HETraTUMBHBIX
MOCJIEICTBMIA MX MPUMEHEHMsI, MHOUBUIYAJIbHONM HEIepeHOCMMOCTH, MPenyIPesKIeHNs MeIUIMHCKIX
pabOTHMKOB, CIEILMAIMCTOB B 00JIACTM BeTepMHAPWUM, IMALMEHTOB WIX BJIALe/bleB SKMBOTHBIX U MX
3aIlUThI OT MIPMMEHEHMSI TaKMX JIeKapCTBEHHBIX IIPEIIapaToB.

(B pen. ®enepasnbHoro 3akoHa ot 02.08.2019 N 297-D3)

2. ®apMakoHaI30p OCYIIECTB/ISIETCS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHbIM GemepabHbIM
OPraHoOM MCIIOJTHUTEBHOM BJACTY B YCTAHOBJIEGHHOM MM MOPSIKE C YYeTOM TpeOGOBaHMII HACTOSIIIETO
®epmepasbHOTO 3aKOHA M aKTOB, COCTaB/siiOMX mpaBo Coro3a, MyTeM aHaIM3a MPeOCTaBIISIEMOI
cybbekTamMy  oOpallleHus] JIeKapCTBEHHbIX CpeAcTB MHMopmanuyu O TOOO0YHBIX IEMCTBUSIX,
HesKeJIaTeJIbHbIX PeaKklMsIX, Cepbe3HbIX HeXXeJIaTeJbHbIX peakIusxX, HelpeABUIeHHbIX HesKeaTeTbHbIX
peaknusix TPy TMPUMEHEHMM JIEKapCTBEHHBIX ITperaparoB, 00 MHAMBUIYaAJIbHOM HENepeHOCUMOCTH,
oTCcyTCTBUM  3(PGEKTMBHOCTM JIEKAPCTBEHHBIX IIpernapaToB, a Takke 00 WHBIX GakTax u
006CTOATENbCTBAX, MPENCTABSIOIIMX YIPO3Y JKU3HM WIM 3I0POBBIO YesIOBeKa MO0 >KMBOTHOTO TPU
MIPUMEHEHNY JIEKAPCTBEHHBIX MMPENapaToB ¥ BbISIBJIEHHBIX HA BCEX Tarax oOpaleHus JeKapCTBEHHbIX
npenaparoB B Poccuiickoit @emepaiimm u Apyrux rocygapcrBax.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. Cy6bekThl oOpallieHns JeKapCTBEHHBIX CPEJICTB B MOPSIAKE, YCTAHOBJIEHHOM YIIOJITHOMOYEHHbBIM
(denmepasbHBIM OpPraHOM MCIIOJHUTEJIbHOM BJIACTM, OOSI3aHbI COOOIIATh B  YIIOJTHOMOYEHHBIN
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(benepasibHbIVi OpraH MCIOJHUTEIBbHOM BJIACTY O TNMOOOYHBIX OECTBUSIX, HEKEJATEeJIbHBIX DPeaKIusX,
Cepbe3HbIX HeXKesaTeJbHbIX peaKlMsIX, HelpeABUIeHHbIX HeKeJIaTeIbHbIX peakiusX Mpu MpUMeHeHUn
JIEKapCTBEHHBIX IIperaparoB, 00 MHAMBUIYAJTbHOM HEMEePEeHOCUMOCTH, OTCYTCTBUM 3(bdEKTUBHOCTU
JIEKapCTBEHHBIX TIPENnaparoB, a Takke 00 MHBIX (PaKkTax M OOCTOSITETbCTBAX, MPECTABIISIOMINX YTPO3Y
SKU3HM WM 3[I0POBBIO UYesloBeKa JiMOO SKMBOTHOTO TPU TIPUMEHEHUM JIEKapCTBEHHBIX IPenapaToB U
BBISIBJIEHHBIX Ha BCEX 3Tarax oOpallleHMs JIeKapCTBEHHBIX MpemnapaToB B Poccmiickoin @epepauym u
IPYTUX TOCyIapCTBax.

4. JlepskaTes Wi BJIafeNibIbl PErMCTPALIMOHHBIX YIOCTOBEPEHUN JIeKApPCTBEHHBIX ITpernapaToB,
opunan4dyeckmue JimMia, Ha MMA KOTOPbIX BbIOdHbl pa3pelieHMrss Ha IIpOoBeaeHMe KIIIMHNYECKUX
uccienoBauuit B Poccuiickon @enepanym, b0 YIIOJTHOMOYEHHbIE MMM APYTUe IOPUANYECKNE JIUIA B
pamMKax obecrieyeHust 6e30MaCHOCTM JIEKAPCTBEHHBIX IperapaToB B MOPSJKE, YCTAHOBJIEHHOM
COOTBETCTBYIOIIMM YIIOJITHOMOYEHHBIM (elepasbHbIM OPraHOM MCIIOJHUTEIbHOM BJIACTH, OOSI3aHbI
OCYIIECTBJIATh IIpUeM, y4yeT, 06paboTKy, aHa/IM3 U XpaHeHMe TOCTYMAloIIMX B UX aJpec OT CyOBheKTOB
oOpallleHusT JIeKapCTBEHHBIX CPEICTB M OPraHOB IOCYIapCTBEHHOM BJIACTM COOOIIEHUII O MOOOYHBIX
,ILeI‘/JICTBI/IHX, HeXXeJlaTeJIbHbIX peaKkumiax, CEepbEe3HbIX HeXXeJlaTeJIbHbIX " HenpeaBuaeHHbIX
He’)XeJIaTeJIbHbIX peaKuusaX IIpM IIpMMEHEHMM JIEKAapCTBEHHBIX IIperaparTosB, 06 OCO6€HHOCTHX nux
B33]/IMO,IL€I71CTBI/I$[ C OPpYyIrMMM JieKapCTBEHHLIMM IIperiapaTaMu, I/IHIU/IBI/IILY&I[I)HOIZ HeIlepeHoCMMOCTH, a
TaKkke 00 MHBIX (DaKTaxX ¥ OOCTOSITEIbCTBAX, MPEACTABIISIOIINX YTPO3Y KU3HU UM 3MOPOBBIO UejioBeKa
J16O0 KMBOTHOTO MJIM BIMSIIOIINMX HA M3MEHEH)e OTHOIIEHMST O3KMIaeMOM I10JIb3bl K BO3MOXXHOMY PUCKY
MIpUMeHeHMsI JIeKapCTBEHHbBIX IpernapaTosB.

5. Tlpu BoIigBiAeHUM MHOOPMALMM O CEPbE3HBIX HEKeJATEeJIbHBIX PeaKUMsIX M HelpeaBUIeHHbIX
HEeKeJIaTe/IbHBbIX peakUusIX IIpyM IIPUMMEHEHUM JIeKapCTBEHHBIX IIpernapaTtoB, 06 OCOOEHHOCTIX UX
B3aMMOJIEIICTBUSI C APYTMMM JIeKapCTBEHHBIMM IIperapaTamMy, MHAUBUIYAJIbHOV HEIepeHOCMMOCTH, a
TakKe 00 MHBIX (paKTax M 0OCTOATEbCTBAX, BIMSIOIIMX Ha M3MEHEHMe OTHOIIEHNS O3KI/IaeMOJ ITOJIb3bI
K BO3MOXXHOMY PpMCKY TIpMMEHEHMS JIeKapCTBEHHBIX IIpernaparoB, HepsKaTeju WM BJIafdesIbilbl
PEruCTPalMOHHbIX YIOCTOBEPEHMI JIEKAPCTBEHHBIX IIpeIapaToB, IOpUANYECcKMe JIMiia, Ha UM KOTOPbIX
BbIJaHbI pa3pellieHus Ha IMpOBeAeHMe KIMHUUECKUX ucciaemoBanmii B Poccuiickoit ®@emepanym, b0
YIIOJITHOMOYEHHbIE MMM [pyrie IOpUAnYeckue JiMiia oO6s3aHbl IPUHATH Mepbl, HalpaB/eHHble Ha
yCTpaHeHue  HeraTMBHBIX  IOCJIENCTBMII  TMPMMEHEHMs] TaKuMX JIeKapCTBEHHbIX  IIpernaparos,
npenyInpeskaeHne IpUUYMHEeHNs Bpea KU3HM WK 300POBbIO UejIoBeKa JiM6O0 sKMBOTHOTO, 3aAIUTY UX OT
IpPUMEHEHMsST TaKMX JIeKapCTBEHHBIX IIpPernaparoB, Ha [IOIMOJHUTENbHbI c6Op [OaHHBIX 00
s pexkTBHOCTM 1 6€30IaCHOCTM TaKMX JIeKapCTBEHHBIX IIPeIrapaToB.

6. 3a HecooOllIeHNe WM COKPBITHE MH(pOPMAIMH, TPeyCMOTPEHHOM YaCThIO 3 HACTOSIILIEN CTaTbH,
Iep>kaTeJ  WIM  BJAAeNblibl PErMCTPAIMOHHBIX YIOOCTOBEPEHMII JIEKapCTBEHHBIX IIpernaparos,
lopuandyeckme JmMia, Ha MMA KOTOPBIX BbIOdHbI pa3pelieHrsi Ha IIpoBeaeHMe KIIMHNYECKUX
ucciaenoBaunii B Poccuiickon ®enmepaiini, 1160 yIIOJTHOMOUYEHHbIE UMM IpYyTie IOpUIMYecKne Juiia, a
TaKKe JTO/KHOCTHBIE JINIA, KOTOPHIM 3Ta MH(OpMAIMs CTajla M3BECTHA IO POAY MX IpodeCcCroHaIbHOM
JIeSITeJIbHOCTY, HeCYT OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATEILCTBOM Poccuiickoi @eneparinn.

7. Ilpu mony4eHUM YIIOJTHOMOYEHHBIM (efepabHbIM OPraHOM MCIOJIHUTEIbHOM BJIACTY B paMKax
ocylllecTB/ieHMss UM ¢apMaKOHAA30pa JOKa3aTesbCTB O HECOOTBETCTBMM JIEKAPCTBEHHOTO IIperapara
YCTaHOBJIEHHBIM TPEeOOBaHMSIM WM TIpU TOJyYeHUM MHGPOPMAIMM O HECOOTBETCTBMM [TaHHBIX 00
3¢bdeKTMBHOCTM U O 6e30MaCHOCTHM JIEKapCTBEHHOTO Ipernapara JaHHbIM O JIEKapCTBEHHOM IIperiapare,
colepsKaIMMcsl B MHCTPYKIVY TI0 €ro MPUMEHEHMIO (B TOM UMCJIe BbISIBJIEHHBIX B XOJ€ OCYILE€CTBJIEHMUS
(dapmakoHa30pa KOHTPOJIbHO-HAI30PHBIMY OpraHaMy MHOCTPAHHBIX TOCYAAPCTB), YIIOTHOMOYEHHbBIN
(benmepasnbHbBIN OpPraH MCIIOJHUTENbHOM BJIACTYM B YCTAHOBJIEHHOM MM IOPSIZIKE PaCCMaTpPUBAET BOIIPOC O
MIPMOCTAHOBJIEHUY TIPMMEHEHMST TAKOTO JIEKApCTBEHHOT'O Mperapara.
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Ctratba 65. lpuocTaHOB/IEHME NPUMEHEHUs1 JIeKaApCTBEHHOro nmnpenapara Ans
BeTEepUHapHOro npmMmeHeHunsA
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-@3)

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. ITpu nonyuyenun MHGOpPMALMK O HEXKeJIaTeIbHbIX PeaKIUsIX IIPU IPUMEHEHUY JIEKapCTBEHHOTO
mpernapara, He YKasaHHbIX B MHCTPYKIMM IO MPUMMEHEHMIO JIEKapCTBEHHOIO Iperapara, Cepbe3HbIX
HEKeJIaTeJIbHbIX pPeaklysix, 00 OCOOEHHOCTSX €ro B3aMMOMENCTBUSI C IOPYTUMM JIEKapCTBEHHBIMU
mperapaTamu, KOTOpble MOTYT IIPEACTaBJISATh YIrPo3y SKM3HM MM 3J0POBbIO SKMBOTHOIO, a TaKXKe O
HECOOTBETCTBMM HAaHHbBIX 00 3 (PEeKTUBHOCTM U O 6GE30MaCHOCTH JIEKAPCTBEHHOI'O Iperapara JaHHbIM O
JIEKapCTBEHHOM IIperapare, COOepKallMMCs B MHCTPYKIMM IO €ro IpMMEHEHMI0, B TOM YMCJIe OT
YVIIOJTHOMOYEHHBbIX OpraHOB MHOCTPAHHBIX TIOCYJapCTB, OOMEH KOTOpPOJM OCYILIECTBJISIETCS B
COOTBETCTBUM C COTJIAIIEHUSIMM MEXKIY YIOJHOMOUYEHHBbIM (eaepasbHbIM OPraHOM MCIIOJHUTETbHOM
BJIACTY ¥ YIIOJTHOMOYEHHBIMM OpraHaMy MHOCTPAHHBIX TOCYIApCTB, YITOJITHOMOYEHHbI (emepabHbIi
Oprad MCIOJIHUTEIbHOM BJACTM PACCMATPMUBAET BOIIPOC O BO3MOKHOCTM IPUOCTAHOBJIEHMS 0OpalleHNUsT
TaKOTO JIEKAPCTBEHHOrO IIperapaTa B IIOpPSIKE, YCTaHOBJIEHHOM YIIOJJHOMOYEHHBbIM QenepaabHbIM
OpraHoM MCITOJTHUTEeJIbHOM BJIACTM.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. Tlpu HeucrnosHeHMM WIM HEHaJJIeKallleM WCIOJHEeHUM JepykaTesiMy WIM BjafeabliaMu
PETUCTPAIIMOHHBIX YIOCTOBEPEHMI JIEKAPCTBEHHBIX ITPENapaToB [JisI BETEPUHAPHOTO IPUMEHEHMS,
IOPUINYECKMMY JIMIIaMM, Ha MMs KOTOPBIX BbIJaHbl paspelleHusi Ha IpPOBefeHMe KIMHUUECKUX
uccnenoBaunii B Poccmiickoit @epepanyu, MM yIOJHOMOYEHHBIMM MMM APYTUMU IOPUINYECKUMMU
JuIaMu 06sI3aHHOCTEN, YCTAaHOBJIEHHBIX YacTIMu 3 u 4 cratbu 64 Hacrosiero ®emepaabHOrO 3aKOHA,
JMbO B ciyyae HEBBINTOJHEHMS TPeANMCaHNsl, BbIIJAHHOTO YIIOJTHOMOYEHHBbIM (denepaibHbIM OpraHOM
VCIIOJTHATENIbHOM  BJIACTM IO  MTOraM  OCYILECTBJIEHMS  BbIOODOYHOTO KOHTPOJII  KauecTBa
JIEKapCTBEHHOI'O TIperapara, YIOJHOMOUYEHHbIN (erepanbHbli OpraH MCIOJHUTENbHOM BJIACTU B
YCTAHOBJIEHHOM MM TIOpSIKE pPAacCMaTPUBAET BOIMPOC O TMPUOCTAHOBJIEHUM TMPUMEHEHUS TaKOTO
JIEKapCTBEHHOT'O Tpernapara Jijis BeTepMHAapHOTO MPYMeHeHMS.

(uactb 2 B pen. @emepanbpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. Yrpartun cuity ¢ 1 suBaps 2026 ropa. - @enepanbhbiic 3akoH ot 30.01.2024 N 1-D3.

4. VYnosHOMOYeHHbI1 (emepasbHbIII OpraH WCIOJIHUTEIbHOM BJIACTUM TIPYM HAJUUUM Y HETO
CBeJleHMA O HEeCOOTBETCTBMM IPOMU3BOLUTENISI JIEKAPCTBEHHBIX CPENCTB TpeOOBaHUSIM IPABUII
HaJIJIesKalleli MPOM3BOACTBEHHON TPAKTUKM U (MIM) O HaAPYIIEHUM JIUIEH3MOHHBIX TpeOOBaHUM,
KOTOpble ObUIM BBISIBJIEHBI B XOJ€ TPOBEOEHMS VHCIEKTUPOBAHMS IPOU3BOAUTEINS JIEKAPCTBEHHBIX
CPEeICTB WMJIM OCYILIECTBJIEHMS JIMIIEH3MOHHOTO KOHTPOJSI B cdepe MpPOM3BOACTBA JIEKAPCTBEHHBIX
CpeACTB ¥ TIpUBEIM WM MOTYT TIPUBECTM K TIPOU3BOACTBY JIEKAPCTBEHHBIX IIpernapaToB MAJist
BETEepPUHAPHOTO MPUMEHEHMS], IPUUMHUBIINX MU CIIOCOOHBIX MPUUYMHUTDL BPeH JKU3HU WM 3MOPOBBIO
SKUBOTHBIX, PAaCCMaTPMUBAET BOMPOC O MPUOCTAHOBJIEHUM peanu3alyy U MPUMEHEHMs JIeKapCTBeHHbBIX
MpernaparoB JJ1s1 BETEPUHAPHOTO NMPMMEHEHMsI B YCTAaHOBJIEHHOM VMM TIOPSIAKE B CJIEAYIOMIUX CITyYassX:

1) cocraB u (W) TeXHOJIOTUSI NMPOU3BOACTBA JIEKAPCTBEHHOrO Ipernapara AJid BeTepUMHApPHOIo
npuMeHeHusT (C ONMMCAaHMEM CTaAMI MMPOU3BOICTBA) OTIMYAIOTCS OT 3asIBJEHHBIX B PErMCTPAIMOHHOM
JOChbe;

2) JleKapCTBEHHBIN ITpernapar IJjIs1 BEeTEPUMHAPHOTO MMpUMeHEeHMsI TTPOU3BeieH Ha MPOM3BOACTBEHHON
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Iionmlaake, He YKaBHHHOﬁ B peTUCTPALIMOHHOM JOChE,

3) y TpOM3BOIUTEJISI JIEKAPCTBEHHBIX CPEINCTB OTCYTCTBYIOT JAOKYMEHTBI, TMOJTBEPKAAIOIIE
COOTBETCTBME KauecTBa JIEKAPCTBEHHOIO Tperapara [Jjisl BEeTepMHApHOTO IMpPUMMEHEHMs, BBOIVMMOIO B
rpaykIaHCKUI 060pOT, TPeOOBAHMSIM, YCTAHOBJIEHHBIM TP €r0 TOCYAAPCTBEHHON PErnCTpalum;

4) mpou3BOAMTENIEM JIEKApCTBEHHBIX CPEICTB B COIVIACOBAaHHBIM C COOTBETCTBYIOILMM
YIOJITHOMOYEHHbIM (befepa/ibHbIM OpraHOM MCIIOJTHUTEIbHON BJIACTM CPOK HE YCTpaHEHbI HAapYyIIeHMS
TpebGoBaHMI TTpaBWI HajJIexKallleil MPOU3BOACTBEHHOW MPAKTUKU U (WIN) JINIIEH3MOHHBIX TpeOOBaHWM,
KOTOpble ObLIM BBISIBJIEHbI B XOJle TPOBENEHMS] MHCIIEKTUPOBAHMS TPOU3BOAMUTENIS JIEKAPCTBEHHbBIX
CPeACTB WM OCYIIECTBJEHUS JIMIEH3MOHHOTO KOHTPOJISI B cdepe IMPOM3BOACTBA JIEKAPCTBEHHbBIX
CPeICTB M TPUBEIM WM MOTYT TIPUBECTM K IIPOMU3BOJACTBY JIEKAPCTBEHHBIX IIPENapaToB AJis
BETEPUHAPHOTO MPUMEHEHMS], IPUUMHUBIINX UM CIIOCOOHBIX MPUUYMHUTDL BPEH, JKU3HU WM 3M0POBBIO
SKUBOTHBIX.

(uactb 4 BBemeHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. B nopsigke, npeayCMOTPEHHOM YacCTbiO 4 HACTOSIIEN CTaTby, YIIOJHOMOYEHHbIN (delepasbHbIi
OpraH MWCIOJHUTEIbHON BJIACTM pacCMaTpuMBaeT BOMPOC O TIPUOCTAHOBJIEHUM peanusaluu U
MIpMMEHEeHMsT JIEKAapCTBEHHOTO TIperapara [Jis BeTepMHAPHOrO IPMMEHEHUsI B Cjydae BbISIBJIEHUS B
rpaskJaHCKOM 000pOoTe cepuy JIeKapCTBEHHOTO TIpemapara [jisi BeTepMHAapHOTO TpUMeHeHMs,
IOKYMEHTBbI U CBe[EeHMsI O KOTOpPOM, MpemyCcMOTpeHHble vacTsavu 1 - 3 u 6 craTbyu 52.2 HACTOSILETrO
®epnepasbHOTO 3aKOHA, HE TMPEACTaBJIEHbl B YKa3aHHbBI OpraH, JiMbo cepuy MMMYHOOMOJIOTMYECKOTO
JIEKapCTBEHHOTO TIpemapaTta [Jis BeTEepUMHAPHOTO IIPMMEHeHMs, He UMeIoIlel paspelleHus,
MpeIyCMOTPEHHOro 4yacThio 8 cratby 52.2 Hactosiuero ®demepasbHOro 3akoHa. B ykasaHHOM ciiydae
YIIOJTHOMOYEHHBIN  (emepaysibHbII  OpraH MCIHOJHUTEJIbHOM BJIACTM IIPMHMMAET  peIlleHue O
MIPMOCTAHOBJIEHUY peaju3alyy U MpUMeHeHMs] TaKUX CEPUi A0 MpeICcTaBIeHNs] YKa3aHHbIX JOKYMEHTOB
M CBeIeHuN MO0 A0 MOTYyUYeHUsT YKa3aHHOTO pa3peleHus.

(gactb 7 BBemeHa depepanbubiM 3akoHoM oT 02.07.2021 N 317-D3)

Cratba 66. MHopmauma o pesynbtatax hapmakoHagsopa
(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

YHnosHOMOYeHHbI  (efepajbHbII  OpPraH  MCIOJHUTEIbHONM  BJIACTM,  OCYILECTBJISIOMIVNA
(dapmakoHag30p, IO ero pesyjabTaTaM pasMellaeT Ha CBOoeM oduuMaJbHOM caiTe B cetu "HHrepHer"
mH(opMaImio o:

1) BbISIBJIEHMIM HOBBIX IIOATBEPIKIOEHHbIX OAaHHBIX O MMOOOYHBIX ,ZLEIZCTBI/IHX, He>XeJlaTeJIbHbIX
peakuMiax, Cepbe3HbIX HeXXeJlIaTeJIbHbIX peaKUMsX, HelpeaBUIEHHbIX HeXXeJIaTe€JIbHbIX peaKUIUsaIX IIpu
IMpMMEHEHNN JIEKAPCTBEHHOI'O IIperiapaTra, B TOM 4McCjie BJIMAIOINX Ha OTHOIIEHNME O)KI/I,ELS.EMOIZ I10JIb3bI
K BO3MOJXHOMY PUCKY IIPMMEHEHMA OaHHOI'O JIEKapCTBEHHOI'O IIperaparTa,

2) IPUHSITBIX PelIeHUsIX O BHECEHUM U3MEHEeHMI B MHCTPYKIIMIO 10 MPUMEHEHMIO JIEKapCTBEHHOT'O
npenapara, O IPMOCTAHOBJIEHUM MIPUMEHEHUS JIeKapCTBEHHOrO Mpernapara, 006 U3bsITUM U3 OOpallieHus
JIEKAPCTBEHHOTO TIperapaTa M 0 BO30OHOBJIEHUY ITPUMEHEHMST JIEKapCTBEHHOT'O ITpernapara.

Mhaea 14. NUHOOPMALUWA O IEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHUTOPUHIA ABMXEHNA NEKAPCTBEHHbIX MPENAPATOB
Ana MEAUUUHCKOIO NPMMEHEHNA
(B pen. @enepanbroro 3akoHa ot 28.12.2017 N 425-03)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Cratba 67. MHhopmauua o nekapCTBEeHHbIX npenapatax. Cucrema MOHUTOPUHra
OBWMKEeHNs1 NeKapcTBEHHbIX NpenapaToB A1 MeAULUHCKOro NnpuMeHeHus
(B pen. ®enmepanbroro 3akoHa ot 28.12.2017 N 425-03)

1. Nudopmanusa o yleKapCTBEeHHBIX IpernapaTax, OTIYCKAeMbIX IO PELeNTy Ha JieKapCTBEHHbIN
mpernapar, JOJ/DKHA CONEpPsKaTbCsS TOJIbKO B CHEIMaJM3MPOBAHHBIX M3NAHMUSX, NMpeAHA3HAUEHHBIX MAJIs
MeIUIMHCKUX, (papmMalieBTMYeCcKuX paboTHUKOB, CIIEIMaIMCTOB B 06yacTu BeTepuHapuu. Mudopmariiys
O JIEKapCTBEHHBIX Ipernaparax s CIelMaJIMCTOB B 00JIACTM OOpallleHus] JIEKAPCTBEHHBIX CPENCTB
MOSKET COAEPXKaTbCS B MOHOTrpadusix, CIIpaBOYHMKAX, HAYYHBIX CTaThSIX, B IOKJIaJaX Ha KOHrpeccax,
KOH(pepeHIMsIX, CUMIIO3MyMaxX, HAay4yHbIX COBeTaX, a TakKXXe B MHCTPYKIUSIX I10 MPUMEHEHUIO
JIEKapCTBEHHBIX MPENapaToB.

(8 pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

2. ndbopmainusi 0 JieKapCTBEHHBIX ITpernapaTax, OTITyCKaeMbIX 0Oe3 pellernTa Ha JieKapCTBEHHbBIN
mperapar, MOXXeT COAepyKaTbCsSl B ITyOJIMKAIMSIX M OOBSIBJIEHUSIX CPENCTB MacCOBOM WHbOpMaLuu,
CITeNMaIM3UPOBAHHBIX M OOIIMX MMEeYaTHBIX U3JAHMUSIX, MHCTPYKIMSIX IO MPUMMEHEHMIO JIeKapCTBEHHbBIX
MperaparoB, MHBIX U3JaHMUSIX CyOBEeKTOB 0OpallleHNsT JIeKapCTBEHHbIX CPEACTB. PekiaMHbIe MaTepuasIbl
O JIEKapCTBEHHOM TIIperapare, OTITyCKaeMOoM Oe3 pelieriTa Ha JIEKAPCTBEHHBIV Ipenapar, JOJIKHbI
COOTBETCTBOBATh MHCTPYKIUY TI0 MTPMMEHEHMIO JIEKapCTBEHHOTO Mperapara.

3. ,HOHYCKaeTCH MUCIIOIb30BaHMe JIIOOBIX MaTepuaJIbHbIX HOCI/ITEJ'IGI‘/)I, MO3BOIIIOIINX XPAHUTD,
nepegaBaTb M MCIIOJIb30BATb I/IHd)OpMaLU/I}O O JIEKapCTBEHHBLIX IIperiaparax 6e3 ee UCKaKeHMUS.

4. Jna uenenm uneHTUGUKALIMM YIAKOBOK JIEKAPCTBEHHBIX IIpeNapaToB [Jsi MeOUIMHCKOIO
MPUMEHEHNST TTPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB B IMOPSIKE, YCTAaHOBJIEHHOM [IpaBuUTeNbCTBOM
Poccuiickont  @epepanyy, HAHOCAT HAa TEPBUYHYIO YIIAKOBKY (B OTHOIIEHUM JIEKAPCTBEHHBIX
MpernaparoB [IJi1 MeAUIIMHCKOTO TPUMEeHeHMs, 111 KOTOPbIX He MpeayCMOTpeHa BTOPUYHAS YIIaKOBKa) U
BTOPUYHYIO (TIOTPEOUTENIbCKYI0) YIAKOBKY JIeKapCTBEHHBIX IpernapaToB [Jisi  MeOUIMHCKOrO
NpUMeHeHUs] CpefcTBa wuAeHTUUKALMM, 3@ MCKIIOUEHMEM JIeKapCTBEHHBIX IpernapaToB Jis
MEeJUILIMHCKOTO MPUMeHeHMsI, TPOU3BOAVIMBIX JIJIS TPOBeIeHMs] KIIMHUYECKUX MCCAeIOBaHN, SKCIIOPTa,
JIEKapCTBEHHBIX MPENapaToB [Js1 MEOUIMHCKOTO NMpUMeHeHMs, YKa3aHHbIX B yacTsax 5 u 8 cratbu 13
Hacrosiiiero  @enepasbHOrO  3aKOHa, paauodapmaleBTMUYECKUX  JIeKapCTBEHHBIX  IpernaparTos,
BbICOKOTEXHOJIOTMYHbBIX JIEKAPCTBEHHBIX ITperapaTroB, KOTOpble ITPOU3BENEHbl MajbIMU CEpPUSIMHU,
COCTOSIT U3 OJHOM WM HEeCKOJbKMX [03 BbICOKOTEXHOJOTMYHOTO JIeKapCTBEHHOIO IIperapara,
nmpenHasHaueHbl [ KOHKPETHOrO TMalleHTa, MMEIOT KOPOTKMIL CPOK TOJHOCTM (OO [eBSTHOCTa
KaJIeHAAPHBbIX OHeN) M (WIM) TEeMIIepaTypPHbIM PEXKMM XpaHEHUs M TPaHCIOPTUpOBaHMS MuHYC 60
rpagycoB Lleabcust mam HuKe, MUSIBOK MEOMUMHCKMX ¥ Ta30B MeAUIMHCKMX. i JleKapCTBEHHBIX
mpernapaToB C  MEXKIyHapOAHbIM  HEMaTeHTOBAaHHbIM  HaMMEHOBaHMEM 'OTaHON'  CpenCcTBO
UaeHTUGUKAIMM HAHOCUTCS Ha BTOPUYHYIO (MOTPEOUTENbCKYI0) YIIAKOBKY B Cjydae, eCjiM Takas
yIaKOBKa  SIBJIIETCS  MHOMBUAYQJIbHOM  BTOPUYHOM  (MMOTPEOUTENbCKONM)  YIMAaKOBKOM  3TOTO
JIeKapCTBEHHOr'0 IpernapaTa, a B CJiyyae OTCYTCTBUSI BTOPUUYHOM (TIOTPEOUTENbCKON) YIMaKOBKU WMJIU
HaJaMuMsl YIaKOBKM, B KOTOPOM HaXOAUTCS Oosiee ONHOM €OMHMIIBI YKA3aHHOTO JIEKapCTBEHHOTO
mperiapara B IepBUYHONM YIIAKOBKe, CPEICTBO UAEHTU(DMKAIIMM HAHOCUTCS HA TIEPBUYHYIO YITaKOBKY.
(uactb 4 BBemeHa DepepanbHbiM 3akoHOM oOT 28.12.2017 N 425-®3 (penm. 27.12.2019); B pep.
®enepanbHbix 3aKOHOB OT 04.08.2023 N 428-P3, ot 30.01.2024 N 1-D3)

5. XapakTepuCTMKM CpeacTBa WAeHTU(PUKALMM, I[OPINOK €ro HaHeCeHMs ¥ TpeGoBaHMS K
CTpYKType U (opmaTy mHbDOpMaLuy, KOTOPYIO COAEPKUT CPeNCTBO MAEHTUOUKALMY, OMpPemesiioTCs
ITpaBurensctBom Poccuiickoit @egepanyin.
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

(uactb 5 BBegeHa DepmepanbHbiM 3akoHOM OT 28.12.2017 N 425-D3)

Koncynpranrtllntoc: npumeuaHne.
Y. 6 cr. 67 (B pen. @3 or 28.12.2025 N _514-®d3) pacopocTpaHsgercs Ha COIJIAIIeHMUs O
roCyIapCTBEHHO-YaCTHOM (MYHUIIMITAIbHO-YAaCTHOM) ITapTHEPCTBE, 3aKIoueHHble 10 28.12.2025.

6. CosgaHue, pasBUTHE M OSKCIUTyaTalys CUCTEMbl MOHMUTOPUHTA [BVOKEHMS JIEKAPCTBEHHBIX
mpernapaTroB s MEIMIMHCKOTO IPUMEHEHMSI OCYIIEeCTB/ISIIOTCS Ha OCHOBaHMM COIJIAIIEHUS O
rOCYIapCTBEHHO-YAaCTHOM IMapTHEPCTBE, 3aK/JIIOYEHHOIO0 MEXKAY POCCUICKMM HOPUAMYECKUM JIUIIOM U
Poccuiickoit @epepaiiveir, OT MMEHM KOTOpPOM BBICTYHAaeT (eaepasbHbIii OpraH MCIOJHUTEIbHON
BJIACTY,  OCYIIECTB/SIIOIMI  QYHKUMM 1O  BBIPAaOOTKE  TOCYJAapCTBEHHOM  TOJUTUKU U
HOPMAaTMBHO-TIPAaBOBOMY PETYJIMPOBaHUIO B cdepe BHYTpEHHE) TOProB/iM. YKa3aHHOE COTrJallleHue
3akouaeTcss B cootBercTBuM ¢ DemepanbHbiM 3akoHOM OT 13 wmronsg 2015 roma N 224-d3 "O
rOCyIJapCTBEHHO-YAaCTHOM [apTHEPCTBE, MYHUIMIIAIbHO-YaCTHOM IMapTHEpPCTBe B  Poccuiickoin
®depnepaliy 1 BHECEHUM M3MEHEHMII B OTHe/IbHbIE 3aKOHOIaTebHble akThl Poccuiickoi ®emeparn' ¢
y4eToM ycTaHaB/MBaeMbIx IIpaButesnbcTBoM Poccuiickoit @emepaiiny mOpsAaKa CO3mAHMUS, PasBUTHS,
BBOJA B OKCIUTyaTalMIO, SKCILTyaTallMy ¥ BbIBOJA M3 SKCIUIyaTal[MM CUCTEMbI MOHUTOPUHTA OBVKEHMUS
JIEKApCTBEHHBIX MPENnapaToB AJII MEAUIIMHCKOTO TPUMEHEHMS, IOPIIKa MpeqoCTaBieHus MHopMaimn,
conepsKalleicss B CUCTeMe MOHMUTOPMHrA IOBMKEHMS JIEKAPCTBEHHbBIX IMpPernapaTtoB ISl MeOVIIMHCKOIO
NpPUMEHEHNMsSI, ¥ TOpSAIKAa B3aMMOJENCTBMS YKAa3aHHOW CHUCTEMbl C WHBIMM T'OCYAapCTBEHHbIMM
MHOOPMAIIMOHHBIMM ~ CUCTEeMaMM ¥ MHAOPMAIMOHHBIMM  CUCTEMAaMM  IOPUAMYECKUX JIAIL U
VMHOVBUOYAIbHBIX TpeINpuHMUMaTesel, ykasaHHbiX B vactax 7 u 10 Hacrosiiei cratbu. Poccuiickoe
IOpUANYECKOe JIMIIO, YKa3aHHOe B HACTOSIIEN YacTu, OCYIIECTBJSIET (GYHKLUMM OIepaTopa CUCTEMBI
MOHUTOPMHTA [BVDKEHMSI JIEKAPCTBEHHBIX IIPENapaToB i MEOUIIMHCKOrO MpuMeHeHus. [IpuHsSTHE
[TpaButenbctBom Poccuiickon @epepaiivy pelleHnii O 3aMeHe YKa3aHHOTO oOreparopa Wi
MpeKpalleHny OCYIIeCTBAeHUsT MM (DYHKIMI orepaTtopa He MOITYCKAaeTCs B TeueHMe CpPOKa IeMCTBUS
corJiallieHusi, yKa3aHHOT'O B HACTOSIIEN YaCTH.

(uactb 6 B pen. DenepanbHoro 3akona ot 28.12.2025 N 514-D3)

Koncynpranrllntoc: npumeuanme.
4. 6.1 CT. 67  pacmpocTpaHsgeTcs Ha  COMIAIEHMSI O  TOCYZapCTBEHHO-YaCTHOM
(MyHMIIMTIQIBHO-YaCTHOM) TTApTHEPCTBe, 3aKkmoueHHbie 10 28.12.2025 (D3 or 28.12.2025 N 514-d3

)-

6.1. OnepaTop cMcTeMbl MOHUTOPMHTA ABMKEHMS JIEKAPCTBEHHBIX MPENapaToB AJIsI MEAUIIMHCKOTO
MpMMEeHeHUsT 1IeHTPaJIM30BaHHO obecreunBaeT (opMupoBaHue (reHepanuio) Koma IIPOBEpPKU C
MCIIOJIb30BAHMEM TEXHUUECKUX CpeAcTB (GOPMUPOBAaHMSI KOJa IPOBEPKM M OKa3bIBAET YCIYTU IO
MPeAOCTABIEHNIO KOIOB MapKMPOBKM, HEOOXOOMMBIX MJiT (DOPMMUPOBAHUSI CPEACTB MAEHTUDUKAIUU U
obecrieueHNs] MOHUTOPMHTA IBVKEHMS JIEKAPCTBEHHBIX MPENapaToB [JIs MEAUIMHCKOTO IPUMEHEHMSI.
Pasmep miaThl 3a OKaszaHMe TAKMX YCJIYT U TOPSOOK e€e B3MMAaHMS yCTaHABIMBAIOTCS HOPMAaTMBHBIM
nmpaBOBbIM akTOM IIpaButenbcTBa Poccuiickon @epepaiim, MpUHMMAeMbIM Ha OCHOBaHMM uacTu 4
crateu20.1 DepepanbHoro 3akoHa or 28 pekabps 2009 rogma N 381-@3 "O6 ocHoBax
rOCYIapCTBEHHOTO PEryJMpOBaHMs TOPrOBOM AesTelbHOCTM B Poccuiickon @epepauyn’. VsmeHeHme
pasMepa yKasaHHOM IUIaThl B TeUeHME CpOKa JMAEMCTBUSI COIJIAIeHMsS O TOCYIapCTBEHHO-YaCTHOM
MapTHEPCTBe, YKa3aHHOTO B YaCTy 6 HACTOSIIIIEN CTaThy, He JOITyCKaeTCsl.

(uactb 6.1 BBemeHa demepanbHbiM 3akoHOM OT 28.12.2025 N 514-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

KonHcynpranrllntoc: mpumeuaHne.
Y. 6.2 cr. 67 pacmpocTpaHsieTcs Ha  COTJIAIlEHMS] O  TrOCYAapCTBEHHO-YaCTHOM
(MYHUIMIIATIBHO-YaCTHOM) [TapTHEPCTBE, 3aKmoueHHbe 10 28.12.2025 (d3 or 28.12.2025 N 514-D3

)

6.2. OnepaTop cuCTEMbl MOHUTOPMHTA JBVYKEHMS JIEKAPCTBEHHBIX MPernapaToB AJIs1 MeIUIIMHCKOTO
IMpYMMEHEHNMS OCYHIECTBJISIET CBOU (bYHKLU/II/I B COOTBETCTBUM C HACTOMALIMM CDe,ILepa.TIbeIM 3aKOHOM,
®epnepanbHbiM 3akoHOM OT 13 mronsg 2015 roga N 224-®3 "O rocymapCcTBEeHHO-4aCTHOM MapTHEPCTBE,
MYHUIIMIIATbHO-YaCTHOM HapTHepCcTBe B Poccuiickon Demepaiiyy v BHECEHUY M3MEHEHUI B OTHeJIbHbIe
3aKOHOJaTesbHble akThl Poccuiickon @emepauyu’ 1 coryaiieHneM, YKasaHHbBIM B 4acTy 6 HaCTOSILIEN
cratby. [Ipy 3TOM B TeueHMe CpoKa JEeMCTBUS TAKOI'O COTJIAIIeHMS He JOIYCKAIOTCS:

1) u3meHeHMe CyIlleCTBEHHbBIX YCJIOBUIM TAKOTO COTJIAIIEHMSI B YaCTM YMEHbIIIEHUS CpOKa ero
IEeVCTBUST U M3MeHeHMsT oObeMa (MHAHCOBBIX 00S3aTEIbCTB €ro CTOPOH, 3a MCK/IIOUEHMEM CiTyvas,
YKa3aHHOTO B moanyHkTe 1 myHkTa 2 ctaThu 450 I'paskmanckoro komekca Poccuiickoit @eneparym;

2) M3MeHeHMe TMPOIEeHTa OOIIEro KOJMYECTBA TOJOCOB, MPUXOMNSIIMXCI Ha MO, KOTOpbIE
COCTABJISIIOT YCTaBHbIN KalMTaj OlepaTopa M B OTHOIIeHuM KoTopbix Poccuiickas @eneparms n (Wiim)
roCyIapCTBEHHasl KOPIIOpalysl MMEIOT IIPaBO MPSIMOTO M KOCBEHHOT'O PaCIIOPSIKEHNSL.

(uacThb 6.2 BBemeHa ®emepanbHbiM 3ak0HOM OT 28.12.2025 N 514-D3)

7. Opuagnueckue nmiia M MHAVMBUIYaIbHbIE MTPEINPUHMMATENN, OCYIIECTBIISIONINE TTPOU3BO/ICTBO,
xpaHeHMre, BBO3 B Poccuiickyio ®emepanmio, OTIYCK, peanusaliuio, Iepemady, IIpUMMeHeHue U
YHUUTOXEHHE JIEKapCTBEHHBIX ITperapaToB OJId MeIMIMHCKOI'O IpMMeHeHMsI, 06eCHe‘{I/IBa}OT B MOpSNKe
M B COCTaBe, KOTOpble ycTaHOBJieHbl I[IpaBurenbcTBoM Poccuiickonn ®epmepanyy ¢ y4eTom Bupaa
OCVIIIECTBJIIEMOI MMM [eSTeJIbHOCTM, BHeCceHMue MH@OpMaluy O JeKapCTBEHHBIX IIperaparax st
MeIUIMHCKOIO IIpMMEHEHMA B CUCTEMY MOHMUTOPMHIA AOBVOKEHMS JIEKAPCTBEHHLIX IIperiapaToB OJIsA
MeIULMHCKOI'O IIpMMEHEHNSI.

(uactb 7 BBemeHa DenepanbHbiM 3akoHOM OT 28.12.2017 N 425-D3)

7.1. JlexkapcTBeHHble IIpernaparbl I MEOUIIMHCKOTO IpPUMEHEHMs, TpeaHa3HauYeHHbIe [IJis
obecrieueHust i, OOJBHBIX reModuIMen, MyKOBUCIMAO30M, I'MIOGU3aPHbBIM HAHU3MOM, OOJIE3HbIO
[omte, 3770Ka4eCTBEHHBIMM HOBOOOpPA30BaHMSIMM JMMOOMIHON, KPOBETBOPHOM ¥ DPOACTBEHHBIX UM
TKaHel, pacCesTHHbIM CKJIEPO30M, JIII TIOC/Ie TPAHCIUIAaHTAIlMM OPraHoB U (MJIM) TKaHeM, TPOou3BeeHHbIe
nmo 31 mexabpst 2019 roma, a TakKe MHbIE JIEKapCTBEHHbIE TTPenapaThl 151 MEAVIIMHCKOTO MTPUMEHEHNS,
npousBeneHubie 10 1 wmiona 2020 roma, momjiexkaT XpaHeHMIO, TepeBO3Ke, OTIYCKY, peainsaiini,
nepefave, MPUMEHEHNIO 0e3 HaHeCeHUs CPeNCTB MIAEHTUUKAIMKA OO UCTEYEHUSI CPOKA UX TOTHOCTMU.
[TpaBurenbctBo Poccmiickoin @epepanyy BrpaBe yCTAaHOBUTh OCOOEHHOCTM BBOAA B TPasKAAHCKUIA
060pOT JIeKapCTBEHHBIX IPErnapaToB IJi1 MEAUIIMHCKOTO IPUMEHEHMSs], MPOU3BEIEeHHbIX B mepuop c 1
mtonist 2020 roma mo 1 okts6ps 2020 roma. B 1enssx BBOJa B TpaskJaHCKMIA 0OOPOT JieKapCTBEHHbIE
mpernaparbl IS MEOMIIMHCKOTO IIPMMEHEeHMsI, 3a WCKJIIOUEHMEM JIeKapCTBEHHBIX IIpernaparTos,
MpeaHa3sHAYeHHbIX IS oOecrieyeHust Jinil, OOJbHBIX reModuanen, MyKOBUCIMIO30M, TUTIO(GM3aPHBIM
HaHM3MOM, 60JjIe3HbIO ['OIlle, 3/T0KaYeCTBEHHBIMY HOBOOOPA30BaHUSIMMU JIMMGPOMIHOM, KPOBETBOPHON U
POICTBEHHBIX MM TKaHENM, PACCesTHHbIM CKJIE€PO30M, JIMI TOC/Ie TPaHCIUIAHTAIMY OpPraHoB M (MJIN)
TKaHel, Ipou3BeleHHble 3a npedeaamu Tepputopun Poccuiickoin @epepanuym no 1 oxktsa6ps 2020 rona,
MoryT 6bITh BBe3eHbl B Poccuiickyto @enepanmio go 1 suBaps 2021 roga B mopsiike, yCTaHOBJIEHHOM
ITpaBurensctBoM Poccuiickoin @emepaiym, 6e3 HaHECEHUS CPeNCTB UAECHTUDUKALA.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

8. Opranmsanysi WHGOPMAIMOHHOTO B3aMMOJENCTBUSI CUCTEMbl MOHMUTOPUHTA ABUKEHUS
JIEKapCTBEHHBIX TMpernapaToB IJjIs MEOMIIMHCKOTO TpUMEHEeHUs] C WMHBIMM TOCYIAapCTBEHHBIMU
MH(POPMAIIMOHHBIMM CUCTEMaMM OO€eCIIeUMBaeTCsI B TOM UMCJIe IOCPENCTBOM WHGPACTPYKTYPHI,
obecneunBaroliei MHGOPMALVOHHO-TEXHOJIOTMYECKOe B3aMMOJENCTBME MH(OPMAIMOHHBIX CUCTEM,
VCIIOJIb3YEMbBIX [IJII TIPEIOCTaBJE€HMS] TOCYJApPCTBEHHBIX M MYHMIIMIIAIbHBIX YCIYT UM MCIIOJTHEHUS
rOCyAapCTBEHHBIX M MYHUIMTIATBHBIX QYHKIMIA B 3JIEKTPOHHOM opMe.

(uactb 8 BBemeHa DemepanbHbiM 3akoHOM OT 28.12.2017 N 425-D3)

9. Nudopmarus, comepskalliasicsi B CMCTeMe MOHUTOPUHTA JBVYKEHMS JIEKapCTBEHHBIX IMpernapaToB
[T MEULIMHCKOTO MPUMEHEHMs], SIBJsieTCsl MHbOopMaIleil OrpaHMYeHHOro AOCTYTa B COOTBETCTBUM CO
cratheit 9 ®DepepanbHoro 3akoHa ot 27 wuwons 2006 roma N 149-®3 "O6 wundbopmaiumy,
MHOOPMAIIMOHHBIX TEXHOJOTMSAX M O 3ammre wuHbopManuu', 3a WCKIOUeHMeM uHGOpMalun,
HEIOMYCTUMOCTb OTPaHUYEeHMsI JOCTYMa K KOTOPOJ yCTaHOBJIeHa (emepasbHbIMM 3aKOHAMM, a TaKXKe
mHdopmaiyu, orHeceHHow [IpaBurenbctBoM Poccuiickoit @enepanyii B COOTBETCTBUM C HACTOSILIAM
®epnepanbHbIM  3aKOHOM K  oOiemoctymHou  uHbopmanmmu. OO6miegoctynHass — uHbOpManus,
CoepsKaIIasIcss B CUCTEME MOHUTOPMHTA IBMKEHMS JIEKAPCTBEHHBIX IIPEIapaToB JIsI MeIUIIMHCKOTO
MpUMeHeHNsI, pasMelaeTcss B MHGOPMAaIVOHHO-TeJIEKOMMYHUKAIMOHHOM cet '"HTepHeTr" (B TOM
yycie B (opMe OTKPBITHIX [aHHBIX) B MOpAIKe, ycTaHOBjJeHHOM [IpaBurtenbctBom Poccuiickon
®deneparumn.
(gactb 9 B pen. ®enepanbpHoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. Hoctyn K uHbopMauuu, coaepskaiiencs B CUCTeMe MOHUTOPUHTA ABMKEHUS JIeKapCTBEHHbIX
MpernaparoB I MeIUIIMHCKOTO IPUMEHeHMsI, 00ecreunBaeTcsl OnepaTopoM CUCTEMbI MOHUTOPMHTA
IBVDKEHMS JIEKAPCTBEHHBIX IpEeIapaToB JIS MEIUIIMHCKOTO IMPUMEHEHMSI B IMOPSIKE, YCTAHOBJIEHHOM
[TpaButenbctBOoM Poccuiickon @epepanvm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccumiickoii
@epepauymn 06 uHbOpManyy, WHGOOPMAIMOHHBIX TEXHOJOTMSIX M O 3ammre MHOOpMaIumy,
3aKOHOJATENbCTBOM Poccuiickon @epepauuu O TrOCYJapCTBEHHOM TaliHe, 3aKOHOAATEbCTBOM
Poccuiickoit @enepaiiyiv 0 KOMMepUeCKOM ¥ MHOM OXpaHsIeMOM 3aKOHOM TaifHe U C yUYeTOM IOJIOSKEHUI
Hactosmienn cratbu. IlpaButenbctBo Poccuiickoinn @epepaiivy  BIpaBe yCTaHABIMBAThb IepevYeHb
JIEKAPCTBEHHBIX TMpenapaToB Ijs MEAUIMHCKOTO TpuUMeHeHus] M (WaM) TPYNH JIeKapCTBEHHbBIX
MpernaparoB JJIsi MEOUIIMHCKOTO TPUMMEHEHUSI M OCOOEHHOCTM [OOCTyma K MHGPOPMAIlMM O TaKuUX
JIEKapCTBEHHBIX IIpernaparax, ColepyKalleiicsi B CUCTeMe MOHUTOPMHIA ABMKEHUSI JIEKAapPCTBEHHbBIX
MpernaparoB IJIsl MEAUIIMHCKOTO MTPUMEHEHMS.

(uactb 9.1 BBegeHa DenepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBaTesm CUCTEMbI MOHMTOPMHTA [ABVMKEHMSI JIEKAPCTBEHHBIX IIperaparoB Jist
MEIUIIMHCKOTO MPUMEHEHMsS] 00JIafaloT MPaBOM JOCTyIa K MHGOpPMALMM, COAEPSKAIIENCsS B CUCTEME
MOHMTOPMHTA OBVDKEHMSI JIEKAPCTBEHHBIX ITPENapaToB ISl MEOUIMHCKOTO IMPUMEHEHMS, C YYEeTOM
OTpaHMYEHUI [OCTyNa K YKa3aHHOM MHGbOpMaluy ¥ ee Mocjieqyioliein o6paboTke, yCTaHOBIEHHBIX
HactosuMm DenepasibHbIM 3aKOHOM ¥ MHBIMM HOPMAaTMBHBIMM IIPaBOBBIMM akTamu Poccuiickoii
Depepanyn.

(dactb 9.2 BBegeHa @emepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.3. ®epepanbHble OpraHbl MCIIOJHUTENbHOV BJIACTY ¥ WCIIOJHUTEIbHbIE OPraHbl CyOBEKTOB
Poccuiickont @emepanym B 11e15X, ornpeneneHHbIX I1paButenbctBoMm Poccuiickoit denmepanyy, umeroT
MpaBo JOCTyNa K MHGOpMamuy O CyObeKTax OoOpallleHus] JeKapCTBEHHbIX CPEIICTB, O JIeKapCTBEHHbBIX
mpernaparax 1 06 060poTe TaKuX JIeKapCTBEHHBIX MperapaToB, HeOOXOAMMOM ISl BBIIIOJIHEHMS 3a1au U
OCyIIecTB/IeHUsT (PYHKIMI, BO3JIOKEHHBIX Ha (QefepasbHble OpraHbl MUCIOJHUTENbHON BJACTU U
JCIIOJIHUTE/IbHbIE OpraHbl cyobeKToB Poccuiickoit @emepanyiu, CTaTUCTUYECKON WHPOpMaLUU O
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKapCTBEHHBIX IIperapaTax M 06 ux 0b60opore, a Takke K odiuenoctynHoi nH@opmauyy. CocTaB 3TOMI
mHpopMaIm orpenesnsieTcsl corjaneHusIMmu 06 MHPOPMAIMOHHOM B3aMMOMENCTBUM, 3aKTIOUEHHBIMU
OIepaTopoM CUCTEMbl MOHUTOPUHTA ABVSKEHMSI JIEKAPCTBEHHBIX IpernapaToB OjIs1 MeIUIMHCKOTO
MpuMeHeHusT ¢ denepaibHbIMY OpraHaMyM MCIOJHUTEIbHOM BJIACTY WMJIM UCIIOJTHUTEIbHBIMM OpraHaMy
cyobekToB  Poccmiickoit  @epepatmu u emepasibHBIM  OPraHOM  MCIOJIHUTENBHOM  BJIACTH,
OCYILECTBJSIOMMM (GYHKIMM TI0O BbIpAaOOTKE ¥ peaau3alyuy TOCYAApPCTBEHHOW TIOMUTUKA U
HOPMAaTMBHO-IIPaBOBOMY PEryJIMPOBaHMIO B chepe 3ApaBOOXPAHEHMS.

(uactb 9.3 BBenmeHna PenepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3; B pen. PenepasbHOrO 3aKOHA OT
08.08.2024 N 232-D3)

9.4. CybbekT obpalieHus JIeKapCTBEHHBIX CPENCTB MMeEEeT IMPaBO MOCTyIa K MH(opmaimu 06
orepanusiX C JIEKApCTBEHHbIMM ITperapaTtaMy IJjIsi MeOUIIMHCKOTO TPUMMEHEHMs, COBEPIIEHHBIX 3TUM
Cy6beKTOM 0OpallleHNs JIEKAPCTBEHHBIX CPEICTB, a TaKsKe K 00I1IeJOCTYITHOV MH(pOpMaInn.

(uactb 9.4 BBegeHa DenepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. OmnepaTop CUCTEMbI MOHUTOPMHTA JBMKEHNS JIEKAPCTBEHHBIX IIPerapaToB IJisi MeIUIIMHCKOTO
npuMeHeHus1 o6JiajaeT MpaBOM [OCTyIa K MHbOpMauuy, COAEpKaIlencs B CUCTEME MOHUTOPUHTA
IBVDKEHMS JIEKAPCTBEHHBIX IIPernapaToB Ijs MEAUIMHCKOTO IIpUMMEHEHMs, BKJIoYasi WHGOPMAINIO
OTPaHMYEHHOTO JOCTYIa, C BO3MOKHOCTBIO ee 00OpaboTKM, B TOM YNC/Ie ee MpeloCTaBJIeHUs U
pacmpocTpaHeHusi, obecriedeHus] JOCTYMa K HEM M OKasaHMsl YCJIYT C ee MCIIO/Ib30BaHMeM (nmasee -
06paboTKa).

(uacTb 9.5 BBemena ®emepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. OnepaTop cUCTEMbI MOHUTOPMHTA JBVDKEHMS JIEKAPCTBEHHBIX MPEnapaToB AJIs1 MEIUIIMHCKOTO
MIPUMEHEHUST MOKET OCYIIECTBJISITh 00pabOoTKy MHGOPMALMM OTPaHUUEHHOTO JAOCTYIIA, COMepPsKallleincs
B CMCTeMe MOHMTOPWHTA ABVKEHMS JIEKAPCTBEHHBIX IMpeIapaToB ISl MEAVIIMHCKOTO ITPUMEHEeHMSsI, TIpU
YCJIOBUM 00SI3aTEJIbHOTO 00e3/IMuUMBaHusl TakoM MHGOOPMAIMM B COOTBETCTBMM C YTBEPKAAEMBIMU
benepasibHbIM OpPraHOM VCIIOJIHUTENBbHOM BJIACTU, OCYIIECTBI/ISIIOIMM (QYHKIMM IO BBIPAOOTKE WU
peasM3alyuy TOCYHAPCTBEHHON TMOJUTUKM ¥ HOPMAaTUBHO-TIPABOBOMY peryJMpOBaHUI0O B cdepe
3IpaBOOXpaHEHMsl, [0 COIJIACOBaHMIO C (emepasibHBIM OpPraHOM MCIIOJHUTENbHOM  BJIACTH,
OCYIIECTBJIIONMM (QYHKIMM IO KOHTPOJIIO ¥ HAZ30py B cdhepe MHPOPMAIMOHHbBIX TEXHOJIOTUIA U CBSI3U,
n denepasbHbBIM OpPraHOM MCIIOJIHUTENBHOM BJIACcTM B o6sacTM obecrieueHusi 6e30MacHOCTH
TpeOOBaHUAMYM K O0E3TMUMBAHMIO TaKoi WMHpOpMauMM U MeToAamyu OOe3IMUMBAHMUS TaKOM
nHbopMmaryu. O6esnnueHHass uHOpMaLMs, IIOJyYeHHasT B pe3yJbTaTe YKa3aHHOM OOpaboOTKU U
coziepsKaliascs B CUCTeMe MOHUTOPMHTA IBUKEHMS JIEKAPCTBEHHBIX IperapaToB MJisi MeIUIIMHCKOTO
MIpUMeHeHMs, SIBJsieTcsl MHpopMalyen orpaimyeHHoro pocrymna. ObesnueHHast MHGOpMaIys, TOCTYII K
KOTOpOM ObLI 0becrieueH OrepaTopoM CUCTEMbI MOHUTOPMHTA ABVMKEHMS JIEKAPCTBEHHBIX ITperapaToB
IIJIST MEIULIMHCKOTO MPYMEHEHMS B LIeJISIX OKa3aHMs YCIYT C ee MCIO/Ib30BaHMeM, TOJIEXKUT XPaHEHUIO
B CUCTEMEe MOHMUTOPUHTA ABMKEHMS JIEKAPCTBEHHBIX MPENapaToB [JIs MEAUIVHCKOTO MpPUMEHEeHUS! He
MeHee IISITM JIeT C JOaThl TPeJOCTaBJIeHUSI OOCTyHa K 00e3JMyeHHOM MHpopMaluu, M Ha Hee He
pacIpoCcTpaHsItOTCsl TpeboBaHUsSI K MH(pOpMaIMM OrpaHMUYEHHOIO IOCTYIIA, YCTAHOBJIEHHbIE HACTOSIIEN
CTaTbeil.

(qactb 9.6 BBegena demepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. OnepaTop CUCTEMbI MOHUTOPMHTA OBVDKEHMS JIEKAPCTBEHHBIX MPEnapaToB AJIsI MEIUIIMHCKOTO
MIPUMEHEHNUST MOYKET OCYIIECTBIISITh 0O0paboTKy MH(pOpMAaIMM OrpaHMYEHHOTO JOCTYIIA, COAEPKAILENCS
B CUCTeMe MOHMTOPMHIA [BVDKEHMSI JIEKAPCTBEHHBIX IIPENaparoB IJIsi MEeAVIIMHCKOTO MpUMeHeHMs,
MOJTYUYeHHOM OT CyObeKTa oOpallleHusl JIeKapCTBEeHHBbIX CpEeJCTB, 3aperucTpMpPOBAHHOTO B CUCTEMeE
MOHMTOPMHTA JBVDKEHMS JIEKAPCTBEHHBIX IIpernapaToB JisI MEOUIMHCKOTO TMPUMEHEHUS U
MpeACTAaBUBIIIETO B Hee CBEIEeHMsI, B MHTepecax M [0 IMOPYYEHMIO TaKOro CyOobeKTa oOpalleHus
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

JIEKApCTBEHHBIX CPeCTB 6e3 06e3mmunBaHus MHGOPMaLMM OTPaHNMUYEHHOTO AOCTYIIA.
(uactb 9.7 BBegeHa DenepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. OnepaTop cucTeMbl MOHUTOPUHTA ABVKEHUS JIEKAPCTBEHHBIX IPerapaToB IJI1 MeIUIIMHCKOIO
MpMMEHEeHMsT BIIpaBe OKAasbIBaTh HAa HEAVMCKPUMMHAIMOHHOM OCHOBE YCJIYIM C MCIIOJb30BaHMEM
o6e3nueHHOM MHpOpMAalUK, COAEepsKalllelics B CUCTeMe MOHMTOPMHIA [ABVIKEHMS JIeKapCTBEHHBIX
MpernaparoB IjIs1 MeOULMHCKOTO IpUMeHeHMsl, CyObeKTaM oOOpallleHusl JIeKapCTBEHHBbIX CpEeJICTB,
MOPSIAOK M CTOMMOCTb OKa3aHMUSI KOTOPBIX OIpeHessioTCs OIepaTOpPOM CHUCTEMbI MOHUTOPMHIA
IBVKEHMSI JIEKAPCTBEHHBIX IIPEnapaToB Ui MEIMIIMHCKOrO IPUMEHEHMS, C YYETOM OrpaHUUYEHUI
JIOCTyTa K 00e3/IMueHHON MHGbOpPMaIMM, YCTAaHOBJIEHHBIX HACTOSIIEN CTaThbel. YKa3aHHbIE MOPSIOK U
CTOMMOCTb OKa3aHMs TaKuX YCJIYr pasMeIaloTcsl OIMepaTopoM CUCTEMbI MOHUTOPMHTA [IBUKEHMS
JIEKapCTBEHHBIX IIpernapaToB [AJjI1 MeOMUIMHCKOIO IIpMMEHeHMs Ha caiTe CUCTeMbl MOHMUTOPMHIa
IBVIKEHUSI JIeKapCTBEHHbBIX MperaparoB ISt MeIUIMHCKOTO IIPUMMEHEHMSsT B
MH(OPMAIMOHHO-TeJIEKOMMYHMKALMOHHONM ceTy "MHTepHeT" 1 momieskaT KOHTPOJIIO B COOTBETCTBUM C
AHTMMOHOIIOJIBHBIM 3aKOHOAATeNbCTBOM Poccuiickoit @epepanyy. YKasaHHbIE IOPSIIOK M CTOMMOCTD
OKa3aHMS TaKUX YCIYT JOJIKHbBI ObITh €AVHBIMM [IJIST BCEX JINII, OOPAIIArOIIMXCS 32 OKa3aHMEM YCIYTU B
OTHOIIIEHMM OIMHAKOBbIX BMIa, OOBEMA M cocTaBa IpeaocTasisieMoin uHbopMmamyuyu. CyOGbekTam
obGpallleHus1 JeKapCTBEHHbIX CPeACTB 3allpellaeTcs IMPeJoCTaB/ISITh M pacIpOCTPaHATb MHGPOPMALMIO,
MTOJTYYE€HHYIO B COOTBETCTBUM C HACTOSIIEN YaCThIO.

(uactb 9.8 BBegeHa DenepanbubiM 3akoHOM OT 04.08.2023 N 474-D3)

10. ITpomsBomuTenb JE€KapCTBEHHBIX CPENCTB, AepskaTesib JMOO Biazesel] PerucTpalyioHHOTO
YIOOCTOBEpEHMsI JIeKapCTBEHHOTO TIperapaTa WM IIPeACTaBUTEIbCTBO MHOCTPAHHOM OpraHM3alnm,
SIBJISTIOIIENCST  iepykKaTejieM JIMOO BJIAIeNIbIIEM PErMCTPAIMOHHOTO YIOCTOBEpPEHMS JIEKapCTBEHHOTO
npernapara, Ha Tepputopun Poccuiickonn ®epepaiivn, 3aperucTpyMpoBaHHbIE B CUCTEME MOHUTOPMHTA
IBVDKEHMSI JIEKAPCTBEHHBIX IIPernaparoB [Jis1 MeIMLMHCKOTO TPUMMEHEHMsI M TIpeACTaBMBIIME B Hee
CBeJIeHNSI O HaHeCEeHUM CPEeACTB MAEHTUGMKAIMY Ha YITAKOBKM JIEKAPCTBEHHbBIX IMperapaTroB, Hapsiay C
mHpopmarlen, ykazaHHOM B YacTu 9.4 HaCTOsIEN CTaThy, TMOJIy4YaeT COMEpsKalllylocsi B CUCTeMe
MOHMTOPVHTA ABVKEHUS JIEKAPCTBEHHBIX IPENapaToB [JIsi MEOUIIMHCKOTO MpUMeHeHMsT MHGOPMAaLNIo
OTPAaHNMYEHHOTO AOCTYMa O CEepUSIX M TMapTUSIX I3TUX JIEKAPCTBEHHBIX IperapaToB 0e3BO3ME3IHO U
BIIpaBe OCYIIECTBJIATh CAMOCTOSITEJIbHO WIM IOpydYaTh OOpabOTKy TakoV WMHGOPMAalUM TOJIBKO B
CcOOCTBEHHBIX MHTepecax. [Ipu 3TOM JOCTYN K Takoy MHGOpMauuy WiK pe3yjbTaTaM ee 0OpaboTKM
MIMeeT TOJIbKO JaHHBIN CyO'beKT 0OpallleHusT JIEKapCTBEHHBIX CPEACTB UJIU JIUIIO, KOTOPOMY OH MOPYYMIT
o6paborky. CocrTaB MpemoCTaB/IsieMOM B COOTBETCTBMM C HACTOSIIEM 4YacTbio MHMopMalym
omnpenensercd [IpaButensctBom Poccuiickoin @egepanyn.

(uactb 10 B pen. PenepasibHoro zakoHa ot 04.08.2023 N 474-D3)

11. 3a mpousBOACTBO MM MPOAAXKY JIEKAPCTBEHHBIX MPenapaToB IJIs MEAUIIMHCKOTO ITPUMeHEeHMS
6e3 HaHECEHUsI CPeICTB MAEHTU(OUKAIMMU, C HAPYILIEHMEM YCTAaHOBJIEHHOTO MOpSIKA MX HaHECEeHWs, a
TaKKe 32 HEeCBOEBPEMEHHOE BHECEHMe AAHHBbIX B CUCTEMY MOHMUTOPWHTA IBVDKEHUS JIEKAPCTBEHHbBIX
MpernaparoB Iy MeOUIIMHCKOTO TpPUMEHEHMS] WIXM BHeCeHMe B Hee HeIOCTOBEPHBIX HaHHbBIX
IOpUINYECKMe JINIA M UHAUBUIYAJIbHbIE MPEINpPUHUMATENM, YKa3aHHble B YacTsIx 4 M 7 HACTOSIIen
CTaTby, HECYT QTBETCTBEHHOCThL B COOTBETCTBUM C 3aKOHOaTeibcTBOM Poccuiickoit @enepariymn.
(uactb 11 BBemeHa @emepasbHbiM 3akOoHOM OT 28.12.2017 N 425-D3)

12. TIpaBurtenbctBo Poccuiickoit @enmepanyy BIpaBe YCTaHOBUTb OCOOGEHHOCTM BHeIpPEeHUSs
CUCTEMBbI MOHUTOPMHTA [JBVDKEHMSI JIEKAPCTBEHHBIX ITIperaparoB [JiT MeAMIIMHCKOTO TMpUMeHeHMs,
BKJIIOUass CpPOKM ee BHeJpeHMs, B OTHOIIEHMM JIeKapCTBEHHbIX IIperapaToB s MeIUIIMHCKOTO
MpUMMEHEeHMsI, BK/IIOYEHHbIX B ITI€peYeHb >KM3HEHHO HEOOXOOMMbBIX M BasKHEMIIMX JIeKapCTBEHHbBIX
MpernaparoB, JIeKAPCTBEHHBIX IMpenapaTroB, IMpeJHAa3HAUEHHbIX [Jig oOecreyeHusl JuI, OOJIbHBIX
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

remoduiiner, MyKOBUCIMIO30M, TUMIO(GM3APHBIM HaHM3MOM, OoJiesHbio ['ollle, 3/10KaYeCTBEHHBIMU
HOBOOOpAa3OBaHMSIMM JIMM(OUIHOM, KPOBETBOPHOM ¥ POJACTBEHHBIX MM TKaHEN, pacCesHHbIM
CKJIEpPO30M, JIUI] TOCJIe TPAHCIJIAHTALMY OPTaHOB M (MJIM) TKaHEl, MHBbIX JeKapCTBEHHBIX IpPernapaToB
JIJISI MEIUIIMHCKOTO IIPUMMEHEeHMs.

(uactb 12 BBemeHa @emepasbHbiM 3aKOoHOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OFPAHUYEHNA, HANNATAEMbIE
HA OPITrAHN3ALUUN, OCYLLUECTBNAOWNE AEATE/IbHOCTb
Mo OBPALLEHUNIO NEKAPCTBEHHbBIX CPEACTB

(BBemena ®enepanbHbIM 3ak0oHOM OT 25.11.2013 N 317-D3)

Crtatbsl 67.1. OrpaHuMyeHus, HajlaraemMmble MPU OCYLLECTB/IEHUN AeATeNbHOCTU B
cthepe oGpaLleHNs IeKapCTBEHHbIX CPeACTB

1. Opranmsaumm, 3aHMMAaIOIMECs pa3pabOTKOM, TMPOM3BOACTBOM U (WIM) peanausanyen
JIeKapCTBEHHBIX IperapaToB /i MeIUIMHCKOTO MpUMeHeHNs, opranmsanym, obafarolye npaBaMmu Ha
MICTIOSIb30BaHMe TOPrOBOTO  HAaMMEHOBaHMsSI  JIEKAPCTBEHHOTO Tperapatra Ijiss  MeIUIMHCKOTO
IIpMMEHEeHMs, OpraHM3alMM OTNITOBOI TOPrOBJIM JIEKAPCTBEHHBIMM CpPEeICTBaMM, allTeUuHble OpraHu3aIm
(Mx TIpenCcTaBUTENM, MHbIE GU3UYECKUE U IOPUAMUECKNE JINIIA, OCYIIECTBIISIONIME CBOIO AESITETbHOCTD
OT WMMEHM OSTUX OpraHMsauuii) B OTHOIIEHUM MEIUIIMHCKUX pabOTHMKOB U PYKOBOAMTESEN
MeOVLIMHCKMX OpraHu3aluii He BIIpaBe:

1) Bpy4daTb IIOAApPKM, BbIIJIAUMBATDL JE€HEXHbIE CpeacTBa (3a VCKJIIIOYEeHeM BOBHana)K,HEHI/Iﬁ 110
AJOroBopaM IIpM IPpOBE€OEHUNM  KIMHUYECKUX I/ICCJ'Ie,ELOBaHI/Iﬁ JIEKapCTBEHHbIX IIpeIapaToB  OJId
MeIUIIMHCKOIO IIpMMEHEHNMI, BOSH&I‘p&)K,H,EHMI;I, CBSA3AdaHHBIX C OCYIIECTBJIE€HMEM MeAMIMHCKIM
pa6OTHI/IKOM He,[laFOI‘I/I‘IGCKOI‘/JI 141 (I/IJ'II/I) HaquOfI ILEHTGJ'IIJHOCTI/I), B TOM 4UMcCJie OIlVIauMBaTb pa3BJIEeUeHMsI,
OTObIX, IIpOoe3n K MECTY OTAbIXa, a TaKXKe IMPUBJIEKATb K YUYaCTUIO B PA3BJIEKATE/JIbHbIX MEPOIIPUATUAX,
MMpOBOAMMEBIX 3a CUET CBOMX CpeaCTB,

2) 3aK/II04YaTh CorJiallieHusd O Ha3HAaYeHMM WM peKOMeHIaluuyu IIalilMMeéHTaM JIEeKapCTBEHHBIX
npermapaToB mjid MEOUMIMHCKOTO IIPMMEHEHNA (3&1 UCK/IIIOYEHMEM OOrOBOpPOB O IIPOBEOCHUU
KIIMHNYECKNX I/ICCJ'Ie,E[OBaHI/Iﬁ JIEKapCTBEHHBLIX IIpeIiapaToB OJISI MEOMIMHCKOI'O HpI/IMEHEHI/IH);

3) npemoCTaBIISITL 06pasiibl JIEKAPCTBEHHBIX MpernapaToB A1l MeAUIIMHCKOTO MPUMEHEHMSI B HeJISIX
Bpy4YeHMs TalMeHTaM (3a MCK/IIOUEHMEM CJy4aeB, CBSI3aHHbIX C IPOBEIEHNEM KIMHUUECKUX
MCCIeIOBAHNI JIEKAPCTBEHHBIX TPEerapaToB AJIsI MEOUIIMHCKOTO IIPYUMEHEHMS]);

4) TpemoCTaBJATb HENOCTOBEPHYIO ¥ (M/IM) HEMOJHYI0 WMHMOpPMAIMI0O O JIeKapCTBEHHBIX
npernaparax Ajisi MeIULMHCKOTO TPUMEHEHNST;

5) ImocemiaTb UMX B pa6oqee BpeMs Ha pa6oqnx MecCTax, 3a MCKIII0UYEeHneM CjiydyaeB, CBSI3aHHbIX C
npoBegeHneM KIMHUYECKUX I/ICC)'Ie,ILOBaHI/Iﬁ JIEKapCTBEHHLIX IIperiapaTrtoB [OJjid MeOUIMHCKOI'O
IMIpUMMEHEHNs, C Yy4aCTUEM B IOpsAaKe, YCTAHOBJIEHHOM PYKOBOOUTEIEM MG}II/IL{I/IHCKOI‘/)I opraHmsaunm, B
C06paHI/IHX MeIMIMHCKMX pa6OTHI/IKOB U MHBIX MEPOIIPUATUAX, HAIIPABJIEHHbIX Ha IIOBbIILIEHME HuX
HpOCbeCCI/IOHaJ'IbHOFO YPOBHA WJIM Ha IIpeaoCTaBJIEHUE I/IHCl)OpMaLU/II/I, CBSI3aHHOM C OCYyHIEeCTBJICHMEM
MOHUTOPMHI'a 6e301acHOCTH JIEKapCTBEHHLIX IIpeIrapaToB,

6) MOOY>KIATh K BBIMMCHIBAHMIO JIEKAPCTBEHHBIX MPENapaToB MJIsi MEAUIIMHCKOTO MPUMEHEHMs Ha
6y1aHKaX, colepsKallMxX MHOOpMaIUIO PEeKJIaMHOTO XapaKTepa, a TakKe Ha pelenTypHbIX OiaHKaxX, Ha
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

KOTOPBIX 3apaHee HalledyaTaHO HaMMEHOBaHMeE JIEKAapCTBEHHOI'O IIpernapaTta M4 MeOUIMHCKOI'O
IpMMEHEeHUs.

2. Opranusanmm, ykasaHHble B ab3alie 1mepBoM 4acTy 1 HACTOSIIIEN CTaTby, U UX MPENCTaBUTEN B
OTHOIIEeHMM (hapMalleBTMUECKUX PaOOTHMUKOB M PYKOBOIMTEJIEN alfTEeYHbIX OPraHU3alyil He BIIpaBe:

1) Bpy4yaTb IIOJAapKM, BbIIJIaUMBATb JE€HEXHbIE CpeacTBa, B TOM UMCJI€ OIIauMBATb pa3BJIEUEHMS,
OTObIX, IIpO€3d K MECTY OTAbIXd, M IIPUBJIEKATb K YYdCTUIO B PpPa3BJIEKATEJIbHbIX MEPOIIPUATUALX,
IMPpOBOAMMBIX 3a CUET CBOMX CpedCTB,

2) TIpefoCTaBJiATh OOpasiibl JEKAPCTBEHHbBIX MpernapaToB JisI MEeIUIIMHCKOTO IpUMEHEeHUs AJIs
BpYYEHMS HACEJIEHUIO;

3) 3aK/IIOUYaTb COIJIalleHuda O IIpedJIO’KeHMM HaCeJIEeHNIO OIIpede/IeHHbIX JIEKapCTBEHHbBIX
IperapaTtoB OJIsI MeIULIMHCKOI'O IIPMMEeHEeHM I,

4) TpemoCTaBJIATb HEAOCTOBEPHYIO ¥ (M/IM) HEMOJHYI0 WHOOPMAIMI0O O JIeKapCTBEHHBIX
npernaparax Ijisi MeAUIIMHCKOTO MpPUMMEHEHMs, B TOM YMCJIe MMEIOIIUX OAVMHAKOBOe MEKIyHapOmHOe
HeraTeHTOBaHHOe HauMeHOBaHue.

CratbAa 67.2. Tpe6oBaHUA K opraHusayum n NpoBeAeHUI0 HayYHbIX MepPOnpUATUiA,
MHbIX MepPONpPUATUIA, HanpaBNEHHbIX Ha NOBbIWEeHMe MNPodecCMOHaNIbHOIO YPOBHA
MeAULUHCKMX pPaGOTHUKOB WM Ha npeaocTtaBneHne uHopmauun, CBA3AHHOW C
OCyLLeCTB/IEHUEM MOHUTOPUHra 6e30nacHOCTU JieKapCTBEHHbIX NpenapaTos

1. TIpu mpoBegeHNy HayYHbIX MEPOIPUSITUN, MHBIX MEpPOIIPUSTHI, HalIPaBJI€HHbIX Ha TOBBIIIEHNE
MpoheCCMOHATIBHOTO YPOBHS MEOUIMHCKMX PAaOOTHUMKOB WM Ha IPeAOCTaBJIeHME CBSI3aHHOM C
OCYIIIECTBJIEGHMEM  MOHUTOpPUHTa  0Oe30MmacHOCTM  JIEKApCTBEHHBIX  IIpernapaTtoB  MHMopMarmn,
OpraHu3yeMbIX OpraHm3alyusMy, yKasaHHbIMM B ab3aile mepBoM yactu 1 cratbu 67.1 HacTosiero
@epnepalbHOrO 3aKOHA, MX TMpefcTaBuUTeNsIMM U (Mau) (QUHAHCUPYEeMbIX 3a CYeT CpeNCTB ITUX
opraHmusaluii M UX TpencTaBUTeseid, 3allpelaeTcss IPensTCTBOBAaTb YYyacTUMIO B yKa3aHHbBIX
MEepOIPUSTUSIX MHBIX OpraHM3alyii, KOTOPbIe TPOU3BOIAT WM PEaIM3YIOT JIeKapCTBEHHbIE TperapaThbl
IJIT MEeIUIIMHCKOTO TPUMEHEHMSI CO CXOKMM MeXaHM3MOM (apmMaKOJOTMYEeCKOro IeiCcTBUs, JMOO
CO3[1aBaThb OUCKPUMMHAIIMOHHBIE YCJIOBUSI IS ONHUX YYaCTHMKOB IO CpaBHEHUIO C OPYTUMU
y4aCTHMKaMM, & UMEHHO:

1) npeaoCTaBJIATh pa3/iMUYHOE KOJIMYECTBO BPpEMEHN JIA BbICTyrIIIEHMI;I Y4aCTHMKOB, pa3/JIMYHbIE I10
pasMepy 3aHMMAaeMO miomaau mMecra OJjd OeMOHCTpaluun O6p83L[OB JIEKapCTBEHHLIX IIpernapaToB JIsA
MEeIMLIMHCKOIO IIPpMMEHEHMsS WJ/IM PeKJIaMHbIX MaTepraJioB O JIeKapCTBEHHLIX IIperaparax mOJist
MEIMIMHCKOI'O IMMIPMMEHEHNMS Ha SKCIIO3NIUAX, CTeHOaX, 3da MCKIIOUEHMEM C/Iy4daeB, €C/IM TaKue yCJIOBUS
3aKpeIlyieHbl B COrJIalleHUAX 3TUX OpI‘&H]/I3&LUAI7[, nx Hpe,ELCTaBMTEJIeﬁ (6] CI)I/IHaHCI/IpOBaHI/II/I YKa3aHHbIX
MepOl'IpI/ISITI/Iﬁ n O6YCHOBIIEHBI Pa3/IMYHbIMMU 3aTpaTaMM YYaCTHMKOB Ha X OpraHU3alNIo;

2) ycTaHaB/JIMBaTh pa3Mep B3HOCA JJISI YUYACTHMKOB MEpOIPUSTUM, YKa3aHHbIX B ab3alle MmepBOM
HACTOSIIEeN 4YacTM, MPEBBbINIAIONIMI CYMMY 3aTpaT Ha OpraHM3alMi0 YKa3aHHbIX MEpPONPUSITUN U
BeIYIINIA K HEOOOCHOBAHHOMY OT'PaHMYEHMIO YMC/Ia UX YUYACTHUKOB.

2. Opranusanmm, ykasaHHble B ab3are mepBoM 4actu 1 cratbu 67.1 Hacrosiuero ®emepasbHOTO
3aKOHA, UX IPEeACTaBUTENM, OCYIIECTBIISIONIME OpraHm3almio u (i) GpuHaHCMpOBaHME MEpPOIIPUSITUM,
YKa3aHHBIX B 4acTy 1 HACTOSILEN CTaTbM, 0OSI3aHBI 0OeCceunBaTh JOCTYII K MHMOPMAIMK O AaTe, MecTe
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

M BpeMeHM MpPOBEINeHUS YKa3aHHbIX MEepONpUSITUH, IJIaHaX, IIporpaMmax IPOBEJeHNUsT YKa3aHHbIX
MEepOMPUSITUI U TeMaX, TUIAHUPYEMBIX [IJIT PACCMOTPEHMSI, COCTAaBe UMX YUYACTHUKOB ITyTEM pa3MeIleHNs
COOTBETCTBYIOIIEN MHpOpMalMM Ha CBOUX OPUIMAIbHBIX caiiTaX B ceTu "VIHTepHeT' He MOo3mHee OBYX
MecsI1IeB 10 HavaJia MPOBeNeHNsT YKa3aHHbIX MEPOIIPUSITHIA.

3. ludopmaiinst o mpoBeaeHnt MepOIPUITUI, YKa3aHHbIX B YacTy 1 HACTOsIEN CTaTbi, B CPOK,
YCTaHOBJIEHHbIN YaCThIO 2 HACTOSILEN CTaTbM, NO/DKHA ObITh HalpaBjieHa B (delepajbHblii OpraH
VICTIOJTHUTEJIbHOM  BJIACTM, OCYIIECTBJSIONMI (QYHKUMM 10 KOHTPOJIIO UM Hag3opy B cdepe
3paBOOXpaHeHMs], ISl MTOC/IeAYIONIero pasMeleHnsl ee Ha OQUIMAIBHOM CaliTe TOTO OpraHa B CeTU
"NHTepHert".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOAATE/IbCTBA
POCCUNCKOU ®EAEPALUN NPV OBPALLEHN NEKAPCTBEHHbIX CPEACTB
N BOSMELWEHNE BPEAA, NPUNYNHEHHOIO 310POBbLIO NIPAXXAAH
BCNEACTBUE NPUMEHEHNA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3aKoHopgatenbcTtBa Poccuiickoin
dPepepaumu npu odépaLleHNn eKapCTBEHHbIX CPeacTB

1. Hapymenne 3akoHomarenbcTBa Poccuiickoit @emepany mpy oO6pallieHuy JIeKapCTBEHHbBIX
CpeliCTB BJIEYET 3a COOOV OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOZATEJIbCTBOM Poccuiickoii
Depepanyn.

(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-03)

2. 3a HelpeaCcTaBIeHNe WM HECBOEBPEMEHHOe TpeicTaB/eHne MHpopmarym u (M) JOKYMEHTOB
JMbO TIpeACTaBJieHMe HeOOCTOBEpHbIX MHMopMaimyu u (WiK) IOKYMEHTOB, IIPemyCMOTPEHHbBIX
HactosiuM ~ DefepajbHBIM 3aKOHOM, CYOBEKTbI OOpallleHusl JIeKapCTBEHHBIX CPEeNCTB HeCyT
OTBETCTBEHHOCTb B COOTBETCTBMU C 3aKOHOAATEIbCTBOM Poccuiickoit @epepanymn.

(uactb 2 BBemeHa DenmepanbHbiM 3aK0HOM OT 22.12.2014 N 429-®3; B pen. @enepasbHOTO 3aKOHA OT
04.06.2018 N 140-®3)

Crtatbs 69. Bo3melleHue Bpeaa, NPUUNHEHHOIO 3[40POBbLIO FpaxaaH BcencTBue
NpPMMeHeHUA NeKapCTBEHHbIX Npenaparos

1. TlpousBomuTenb JieKapCTBEHHOTO IIperapara o00si3aH BO3MECTUTh Bpel, MPUYNMHEHHbIN
3[JOPOBbIO TPaskAaH BCJIEICTBYE TIPUMEHEeHMSI JIEKAapCTBEHHOTO IIpernapara, ecjiv JOKa3aHo, YTo:

1) HeKapCTBeHHbeI InpemnapaTt INpMMEHSJICA IIO0 Ha3HaYe€HMIO B COOTBETCTBUM C I/IHCTI_)YKLU/IEI‘/JI 110
IMIPMMEHEHMIO JIEKAapCTBEHHOI'O IIperapara " HpVI‘-II/IHOﬁ Bpeoa ABUJICA BBOJ B I‘pa)K,ELaHCKI/Iﬁ O60pOT
HeJ0OPOKAUYeCTBEHHOI'O JIEKapCTBEHHOTI'O IIperapara,

2) Bpen 300pOBbIO TPUUMHEH BCJENCTBME HENOCTOBEpHOM WMHGOpMaIMu, CoAepKallencs B
MHCTPYKIIMY TI0 TIPMMEHEHMIO JIEKAapCTBEHHOTO Tperapara, U3gaHHOM IMPOM3BOANTENIEM JIEKAPCTBEHHOT'O
mpernapara.

2. B cnyuae, ecysin Bpep, 3O0pOBBIO I'PaskaH MIPUYMHEH BCJIENCTBME TTPUMEHEHNS JIEKaPCTBEHHOTO
npernapara, IMpUILEIIIero B HErOJHOCTh B Pe3yJibTaTe HapYLIEHMs MPaBUI XpPaHEHWUS JIeKapCTBEHHBIX
CPEeICTB, MPaBWJI ONITOBOV TOPTOBJIM JIEKAPCTBEHHBIMM IIperapaTamMi, OIPaBWI OTITYCKa JIEKapCTBEHHbIX
MpernaparoB, I[pPaBWJI WM3TOTOBJIEHMSI M OTITyCKAa JIEKAPCTBEHHBIX IIperapaTroB, BoO3MellleHue Bpexda
OCYIIECTBJIIETCSI COOTBETCTBEHHO OpPraHM3aIMell OIMTOBOI TOPTOBJIM JIEKAPCTBEHHBIMM CpEeNCTBAMM,
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

afTevyHoM OpraHusalyei, MHIUBUOYAJIbHBIM IIpedNpMHMMATeIeM, MMEIOIIMMM JIMIEH3UI0 Ha
(dbapMalleBTUUECKYIO HeSTeJbHOCTh WIM JIMLEH3MIO Ha MEOUIMHCKYIO OesTeIbHOCTh, MeIUIMHCKONI
opraHmusainyein, MMeIel JUIEeH3MI0 Ha GdapMaleBTUUECKYIO0 eaTeJIbHOCTh (ee 0060CO6eHHbIM
MoJipase/ieHeM, paciioIOKeHHbIM B CeJTbCKOM HaCeJIEHHOM ITyHKTe, B KOTOPOM OTCYTCTBYET arnTeyvHast
opraHmsaiys), JOMyCTUBILIMMM IPOHAXKY MM OTITYCK TaKOTO JIEKapCTBEHHOTO Tperapara.

(B pen. ®enmepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bo3smellleHne Bpena, NPUYMHEHHOTO 3J0POBbI0 TpakAaH BCJIEACTBME IIPUMEHEHUS
JIEKapCTBEHHBIX IIpeIapaToB WM COBEPIIEHMSI MPOTUBOIPABHBIX AEUCTBUI CyObEKTaMM OOpalleHUs
JIEKApCTBEHHBIX CPENCTB, OCYIIECTB/SIETCSI B COOTBETCTBMM C 3aKOHOHATEJIbCTBOM Poccuiickon
Depepanyn.

Mnasa 16. SAK/TIOYUTENBbHbIE NMOJTIOXEHNA

Cratbsa 70. O NpUM3HaHUU YTPATUBLUUMU CUNY OTAE/NbHbIX 3aKOHOAATE/IbHbIX aKTOB
(nonoxxeHun 3akoHOAAaTeIbHbIX aKTOB) Poccuiickon degepauyumu

[IpusHaTh YTPATUBILIUMU CUITY:

1) ®enepanbublii 3akoH oT 22 mioHS 1998 roma N 86-®3 "O jekapcTBeHHBIX CpencTBax’
(Cobpanne 3akoHogarenbcTBa Poccuiickon @enepaunm, 1998, N 26, ct. 3006);

2) ®enepanbubiit 3akoH oT 2 ssuBaps 2000 roga N 5-03 "O BHeceHUn u3MeHeHMsI U TOTIOJTHEHNI B

®enepanbubiii 3akoH 'O yrekapcTBeHHbIX cpemctBax’ (CobpaHme 3aKOHOmATeNbCTBA Poccuiickon
®epnepanmn, 2000, N 2, ct. 126);

3) crathio 40 ®enepanbHoro 3akoHa ot 10 gsuBaps 2003 roga N 15-®3 "O BHeceHUM M3MEHEHUN 1
JIOTIOJTHEHMII B HEKOTOpbIe 3aKOHOaTesibHble akThbl Poccuiickon Demepaiiuy B CBA3M C MPUHATUEM
®epepanpHoro 3akoHa 'O JMIEHSMpPOBAHMM  OTHOENbHbIX BuAoB gearenbHoctu’  (CobpaHue
3akoHopaTenbcTBa Poccuitckon @enepannm, 2003, N 2, cr. 167);

4) crateio 31 ®enepanbHoro 3akoHa ot 30 uwoHst 2003 roga N 86-D3 "O BHeceHUM M3MEHEHUN U
JIOTIOJTHEHMIA B HEKOTOPbIE 3aKOHOAATe/IbHbIe akThl Poccuiickon Denepatyy, IpusHaHUM YTPATUBIIUMMA
CUIY OTHENbHBIX 3aKOHOMIATeNbHbIX akTOB Poccmiickoi ®Depepaiym, MpeaoCTaBIEHUM OTAETbHbBIX
rapaHTuii COTPYIHMKAM OPraHOB BHYTPEHHMX JieJI, OPraHOB 10 KOHTPOJIIO 38 0G0POTOM HAaPKOTUYECKMUX
CPeICTB ¥ TICUMXOTPOIHBIX BEIIECTB M YIIPasmHAEMbIX (emepabHbIX OPraHOB HAaJOTOBOM IOJMLIAKA B
CBSI3Y C OCYIIECTBJIEHMEM Mep I10 COBEpPIIIEHCTBOBAHMIO rocymapcTBeHHoro yrpasienus (CobpaHue
3akoHopaaTenbcTBa Poccuiickon @enepanmm, 2003, N 27, ct. 2700);

5) crathio 101 ®DepepanpHoro 3akoHa ot 22 asrycra 2004 roma N 122-®3 "O BHeceHun
M3MeHeHul B 3aKOHOJaTejbHble akThl Poccmiickoit ®emepauyy U MpU3HAHUM YTPATUBILIUMMU CUTY
HEKOTOPBIX 3aKOHOJATENbHbIX akTOB Poccuiickon @enepaimy B CBSI3M C TPUHITHEM (eaepabHbIX
3akoHOB "O BHeceHMM M3MeHeHMit U pornojaHeHuin B PemepanbHblii 3akoH 'O6 06IIMX IMPUHIMIIAX
OopraHM3alyy 3aKOHOHATEbHBIX (MPENCTAaBUTENbHbIX) M MCIIOJHUTENbHbIX OPraHOB I'OCYJapCTBEHHOM
BiaacTu cyobekToB Poccuiickoit ®epeparmn” u "O6 06LIMX NPUMHIMIIAX OPraHM3aLMM MECTHOTO
camoympasiyienus B Poccuiickoir @epepanyn’ (Cobpanne 3akoHomaTenbcTtBa Poccuiickon Denepatiyim,
2004, N 35, ct. 3607);

6) cratbio 28 ®enepanbHoro 3akoHa ot 18 gekabps 2006 roma N 231-D3 "O BBemeHun B fAeiCTBIE
yacTu uvetBepToii ['paskmaHckoro kopekca Poccuiickoit @emepanyn’ (CobpaHiue 3aKOHOAATEIbCTBA

www.consultant.ru CrpaHuua 152 n3 155
HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470677&amp;date=29.07.2026&amp;dst=101152&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470677&amp;date=29.07.2026&amp;dst=101152&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482566&amp;date=29.07.2026&amp;dst=100018&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=482566&amp;date=29.07.2026&amp;dst=100018&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=83340&amp;date=29.07.2026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=83340&amp;date=29.07.2026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=25447&amp;date=29.07.2026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=25447&amp;date=29.07.2026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=90741&amp;date=29.07.2026&amp;dst=100340&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=90741&amp;date=29.07.2026&amp;dst=100340&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=95582&amp;date=29.07.2026&amp;dst=100359&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=95582&amp;date=29.07.2026&amp;dst=100359&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=102902&amp;date=29.07.2026&amp;dst=104599&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=102902&amp;date=29.07.2026&amp;dst=104599&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=83483&amp;date=29.07.2026&amp;dst=100227&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=83483&amp;date=29.07.2026&amp;dst=100227&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
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(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

Poccwuiickoit @enpeparin, 2006, N 52, ct. 5497).
CraTtbAa 71. BcTtynneHue B cuny Hactosiwero deaepasibHoOro 3akoHa
1. Hacrostimin @epepanbHbIl 3aKOH BCTymaeT B cuity ¢ 1 ceHTsiops 2010 roga.

2. JlekapcTBeHHble CpeACTBa, 3aperMCTpPMpPOBaHHbIE OO IHS BCTYIUIEHUSI B CWIY HACTOSIILEro
®enepasbHOrO 3aKOHA, TOAJIEXKAT BKIIOUEHMIO B TOCYJaPCTBEHHbIE PEeCTpPbl JIeKapCTBEHHbBIX CPEACTB C
BHeCeHMeM YyKa3aHHbIX B uacTu 1 crarbyu 33 Hacrosiiero ®enepajbHOTO 3aKOHa CBelEeHU 00 3TUX
JIEKapCTBEHHBIX CpeACTBaxX 0e3 TMPOXOXKAEHMS BHOBb IMPOIEAYpPbl TOCYJapCTBEHHOM pPerucTparym
JIeKapCTBEHHBIX MTPEeNapaToB.

3. 'ocymapcTBeHHasT perucTpanys JIeKapCTBEHHBIX MPenapaToB, 3a UCKIIOUEHVEM JIEKAPCTBEHHBIX
MpernaparoB I MEIULIMHCKOTO IPUMEeHEHMs, IPeICcTaB/JeHHbIX Ha YKa3aHHYIO PErMCTpalyio 0 THS
BCTYIUIEHMS B CWITy HacTosiero MemepayibHOro 3aKOHA, OCYIIECTBJIIETCS B COOTBETCTBUM C HACTOSILMM
®enmepasbHBIM 3aKOHOM Ha OCHOBAHMM JOKYMEHTOB U JAHHbBIX, IIPEICTABJIEHHbIX IO AHS BCTYILJIEHUS B
cuity Hacrosiiero @enepasbHOTO 3aKOHA.

(B pen. @enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. TocymapcTBeHHas perucTpanys JIEKapCTBEHHBIX TpenapaToB [IJsI  MeIUIMHCKOTO
MPUMEHEHNS, TPEICTAaBIEHHbIX Ha T'OCYJAPCTBEHHYIO DPEruMcTpalyio [0 [HS BCTYIUIEHUSI B CUITY
Hacrosiiero degepasbHOrO 3aKOHA, M TOCYIaPCTBEHHAs] PETUCTPALMS JIeKaPCTBEHHBIX MTPernapaToB AJIs
MEIUIIMHCKOTO TPUMEHEHMS, TPEACTaBJIEHHbIX Ha 3SKCIEPTU3y JIEKAPCTBEHHBIX CPENCTB 1O IHS
BCTYIUIEHUSI B CMJTy HacTosiero ®@enepalbHOrO 3aKOHa B LIEJISIX UX MOCAeAYIOIIell TroCcyAapCTBeHHOM
perucTpaimm, OCYIIECTBJISIOTCS Ha OCHOBAaHMM [TOKYMEHTOB M [IAHHBIX, MPEICTABJIEHHBIX OO [THS
BCTYIUIEHUSI B CWIy Hacrosiiero @enepaqbHOTO 3aKOHA, a TakKXKe 3asgBJI€HUSI O TOCYAApCTBEHHON
perucTpanum JIeKapCTBEHHOI'O IIperiapara, IpeACTaBAeHHOTO IPOU3BOAUTENEM JIEKapCTBEHHBIX
IperaparoB WM YITOJITHOMOYEHHBIM MM JIMIIOM B COOTBETCTBMM C HacTosiuM DemepasbHbIM 3aKOHOM B
YIIOJTHOMOYEHHbBIN (efepasibHbIII OpraH MCIOJHUTENbHOM BiacTM no 1 mapra 2011 roma, 6Ges
TpebOoBaHMSI YIIJIAThl TOCYLAPCTBEHHON MOILUIMHBI, IIPeyCMOTPEHHOM 3aKOHONATeIbCTBOM Poccuiickon
®depepanyn o Hajorax u co6opax.

(gactb 3.1 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. TloxgTBepskmeHue TOCYIApPCTBEHHOV PETMCTpalMM JIEKAPCTBEHHBIX IpPeraparoB  IJIs
MEIUIIMHCKOTO MTPUMEHEHNS, PeCTaBIEHHbIX IJIS1 IIOATBEPKAEHNS TOCYIAPCTBEHHON PErUCTpaIn 0
IHS BCTYIUIEHMsST B Cuy Hactosiiero ®enepajbHOrO 3aKOHA, M IOATBEPXKIEHME TOCYIapCTBEHHOM
perucTpaiu JieKapCTBEHHBIX TpernapaToB [ MEeIMIMHCKOTO TNpUMEHEeHMs, IpeAcTaBJIeHHbIX Ha
9KCITIePTU3Y JIEKAPCTBEHHBIX CPEICTB IO OHS BCTYIUIEHMS B CUIY HacTosiero @emepajbHOro 3aKOHa B
LEeIIX TOCAeAYIOIero TMOATBEPKAEHUSI MX TOCYJapCTBEHHOM pPEerucTpaium, OCYIIECTB/ISIOTCS Ha
OCHOBaHMM J[IOKYMEHTOB M [AAHHBIX, MPEICTaBJIE€HHbIX IO [IHS BCTYIUIEHMSI B CWIY HACTOSIIIErO
@DepnepaqbHOTO 3aKOHA, a TaKke 3asiBJIEHMsS O TMOATBEPXKIEHMM TOCYIHApPCTBEHHOM PpEerucTpauun
JIEKApPCTBEHHOT'O IIpernapara, IpeCTaBJIEHHOTO ITPOM3BOAMUTENIEM JIEKAPCTBEHHBIX IPENapaToB WU
YIIOJIHOMOYEHHbIM MM JIMIIOM B COOTBETCTBMM C HacTtosimmMm DemepasibHbIM  3aKOHOM B
YIIOJTHOMOYEHHBIN (efepasbHbIii OpraH MCIHOJHUTENbHOM BiactM mo 1 mapra 2011 roma, 6es
TpebGOBaHMS YIUIaThl TOCYIapCTBEHHON IOIUIMHBI, MPeyCMOTPEHHON 3aKOHOIATeTbCTBOM Poccuiickon
®epepauyn 0 Hajorax u cbopax.

(gactb 3.2 B pen. PemgepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. HpI/IHHTI/Ie penieHss O BHECEHUU U3MEHEHUI B OOKYMEHTbI, coaepyKalmecda B
permcTpaiMOHHOM OOCbe€ Ha 3apeFMCTpMp0BaHHbIﬁ HeKapCTBeHHbIﬁ Inpemnapar mjsid MeOUIMHCKOIO

www.consultant.ru CrpaHuua 153 3 155

HajeXHaqd npaBoBasd nogaepxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470027&amp;date=29.07.2026&amp;dst=100064&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470027&amp;date=29.07.2026&amp;dst=100064&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=537946&amp;date=29.07.2026&amp;dst=5571&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=537946&amp;date=29.07.2026&amp;dst=5571&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470150&amp;date=29.07.2026&amp;dst=100207&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470150&amp;date=29.07.2026&amp;dst=100207&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470150&amp;date=29.07.2026&amp;dst=100209&amp;field=134
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470150&amp;date=29.07.2026&amp;dst=100209&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pen. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

MIPUMEHEHNUST M TIPe[CTaBJIeHHbIE OO IHS BCTYIUIEHUS B CwIy Hacrosiiero denepasibHOrO 3aKOHa, U
MIPUHSATIE PellleHUsI O BHECEHUM U3MEHEHU B TOKYMEHTDI, COJIepsKallliecsl B PerMcTpalyiOHHOM J10Che
Ha  3aperMCTPMPOBAHHBIM  JIEKAPCTBEHHBI  IIpermapar [T MEeOUIMHCKOrO  TpUMEHEeHUs U
MpefCTaB/IeHHble Ha SKCIEepPTU3y JIEKAPCTBEHHBIX CPEJCTB OO OHS BCTYIUIEHMSI B CWJIy HACTOSILEro
®enepasbHOTO 3aKOHA, OCYIIECTBJISIOTCS HA OCHOBAaHUM JOKYMEHTOB M TaHHBIX, MPEICTaBJIEHHbBIX IO
IHS BCTYIUIEHMSI B Cuiay Hacrosimero @epepajbHOrO 3aKOHA, a TakKXKe 3asBJIEHUS O BHECEHUU
M3MEHEeHU! B [JOKYMEHTBbI, COJEepXKalllMecs B PErMCTPAlMOHHOM [OCbe Ha 3aperuMCcTpUMpOBaHHbIN
JIEKapCTBEHHbBIN TIpenapaTr MAJjisi MeOUIIMHCKOTO IIpMMEHeHUs, TpeNCTaBJIeHHOTO IPOU3BOAUTEIEM
JIEKapCTBEHHBIX IIPenapaToB WIM YIOJHOMOUYEHHBIM MM JIMIIOM B COOTBETCTBMM C HACTOSIIVM
®enepaabHBIM 3aKOHOM B YIIOJTHOMOYEHHbIN (defepaibHbIM OpraH UCIOJHUTEIbHON BaacTu 1o 1 mapTa
2011 roma, ©6e3 TpeboBaHMSI yIUIAThl  TOCYJAAPCTBEHHOV  MOULIMHBI,  IPEIyCMOTPEHHON
3aKOHOJaTeIbCcTBOM Poccuiickon @epepauym o Hajorax u cbopax.

(gactb 3.3 B pen. PengepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bbimaua paspellieHuii Ha MpOBeleHMe KIMHUYECKUX WCC/IeNOBaHMIA JIeKapCTBEHHBIX
mpernaparoB [Ji1 MeAUIIMHCKOTO MPUYMEHEHMS IO 3asBJIEHMUSIM, MOJAHHBIM IO AHS BCTYIIEHUS B CUJTY
Hacrosiero @enepasbHOrO 3aKOHA, a TaKKe IO 3asBJIEHNSIM, IOAAHHBIM TOCJIe THS BCTYIUUIEHUS B CUITY
Hacrosiero @emepasbHOTO 3aKOHA HA OCHOBaHWUM 9KCIIEPTU3, TPOBEAEHHBIX IO JHSI BCTYTUIEHUS B CUITY
Hacrosiero demepasbHOrO 3aKOHA, OCYIIECTB/ISIETCS B COOTBETCTBMM C Hacrosumm DemepasbHbIM
3aKOHOM Ha OCHOBaHMM JTOKYMEHTOB U JAHHBIX, PEACTaBIEHHbIX MU TTOJYYEHHBIX OO THS BCTYIUIEHUS
B cwiy Hacrosiero @enepaJbHOTO 3aKOHA, a TakKke HA OCHOBAaHMU KOMMM MPeIBapUTEIbHOTO
JIOTOBOpa 06SI3aTEIbHOTO CTPAaxXOBaHMST KM3HM, 3MOPOBbS IMAlMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
MCCIeIOBaHNMM JIEKAPCTBEHHOTO IIperapara s MeOUIIMHCKOTO IPUMEHEeHUs, MM KOIMM OOTroBOpa
00s13aTEJIbHOTO ~ CTPAXOBaHMSI SKM3HM, 3[OPOBbSI TAIMEHTOB, YYACTBYIOUIMX B KIMHUYECKOM
MICCIeIOBAaHNM JIEKAPCTBEHHOIO IIpernapara IJid MeAUIMHCKOrO MpUMEHEHMs, JMOO IpeAcTaBIeHHOM
KOIMM JOTOBOpa 06SI3aTeIbHOTO CTPaXOBaHMsl, 3aK/IFOUEHHOTO B COOTBETCTBUYU C TUIIOBBIMYU ITPABUIAMMU
00513aTeJIbHOTO CTPaxXOBaHMsl, C yKa3aHMEM IMpelesIbHOV UMCIEHHOCTM IMalMeHTOB, YYaCTBYIOIIUX B
KJIMHMYECKOM MCCJIeOBAaHUM JIEKAPCTBEHHOrO IiperapaTa [jsi MeIMIIMHCKOTO IIpuMeHeHus, 6e3
TpebGOBaHMS YIUIAThl TOCYIapCTBEHHONM IMOIUIMHBI, MPEeyCMOTPEHHO 3aKOHOJATeIbCTBOM Poccuiickon
®denepanyn 0 HaJorax u c6opax.

(gactb 3.4 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apermMcTpupoBaHHbie B WMHOCTPAHHOM BajiOTe OO [OHS BCTYIUUIEHMS B CUIY HACTOSIIEro
®denepasbHOTO 3aKOHA TpefebHble OTIYCKHbIE I[€Hbl WHOCTPAHHBIX IPOU3BOAMUTENEN  Ha
JIEKAapCTBEHHbIE IIpelapaTrbl, BKJIIOYEHHbIE B IIe€peyYeHb >KM3HEHHO H€O6XO}1]/IMBIX "nu B&)KHG]ZI.LII/IX
JIEKapCTBEHHbIX IIperapaTroB, TMOJJjexKaT IiepecueTy B pyosu 1o Kypcy llenTpanbHoro 6aHka
Poccuiickoit @epepariuy Ha AaTy, ycraHoBjeHHYIO [IpaBurtenbctBom Poccuiickoit @epeparim, Ge3
MpeCTaB/JIeHNs] 3asiBJIEHMsST O TlepecyeTe IIeHbl C BHECEHMEM COOTBETCTBYIOUIMX W3MEHEHMII B
rOCYyIapCTBEHHbII PEecTp TNpPeIeSbHbIX OTIYCKHBIX IIeH IPOW3BOAUTENE)l Ha JIeKapCTBEHHbBIE
mpernaparbl, BK/IIOYEHHbIE B II€peUeHb >KU3HEHHO HEOOXOOMMBIX M BaKHENIIMX JIEKapCTBEHHbIX
mpernaparos.

(uactb 3.5 BBemena @emepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperMcTpupoBaHHble O IHS BCTYIUIEHMS B Cwiy Hacrosmero ®enepajJbHOrO 3aKOHA
npefeabHble OTIIYCKHbIE II€Hbl POCCUMICKMX IIPOM3BOIMTENIEI Ha JIeKapCTBEHHbIE IIperaparhl,
BKJIIOUEHHbIE B II€pevYeHb >KM3HEHHO HeOOXOOMMbIX I Ba’KHEMIIMX JIeKapCTBEHHBIX IIpernapaTos,
nopayiexkaT uHpAekcanyu ¢ 1 Hos6ps 2010 roma mcxodsi M3 MPOTHO3UPYEMOT'O YPOBHSI MHGJISLINMA,
yctaHoBjieHHOro @enepanbHbiM 3akOHOM OT 2 nmekabps 2009 roma N 308-®@3 "O denepasbHOM
6romskete Ha 2010 rog 1 Ha maHosbiii mepuox 2011 u 2012 rogos" na 2011 rog.

(gactb 3.6 BBemeHa PenmepasbHbiM 3akoHOM oT 11.10.2010 N 271-D3)
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®enepanbHblil 3akoH 0T 12.04.2010 N 61-®3

(pea. ot 29.12.2025) [IoKyMeHT npeaocTaBneH KoHcynbTaHTt0 C
"O6 ob6palleHnn nekapCTBEHHbIX cpeacTs” [aTa coxpaHeHus: 29.07.2026
(c usm. n gon., BCTyN....

3.7. Ilocne 1 mapra 2011 roga He moImycKaroTCs MPOU3BOACTBO U BBO3 B Poccuiickyro ®epepanio
JIEKapCTBEHHBIX IPENapaToB B YIIAKOBKAX C MapKUPOBKOI, KOTOpas Obljla HAHECEHA IO OHS BCTYIUIEHUS
B cwty Hacrosiero @epepanbHoro 3akoHa. [To McTeueHnn ykazaHHOTO CpOKa JTaHHbIE JIEKAPCTBEHHbIE
mpernaparbl MOTYT OTITYCKaTbCsl, peaM30BbIBATbCS, MEPemaBaThbCsl M MPUMEHSITbCS O UCTEUYEHUS UX
CpOKa TOJHOCTMH.

(B pen. @enepanbHbix 3aKOHOB OT 29.11.2010 N 313-®3, ot 06.12.2011 N 409-®3)

4. Co gHs BCTyIUIeHMsI B cuny Hacrosiiero @emepanbHoro 3akoHa u mo 30 ampens 2011 ropa
BKJIIOUMTE/IbHO [JIOITYCKAeTCS IIPOBEeAeHMe SKCIEPTM3bl JIEKAPCTBEHHBIX CPENCTB  SKCIIepTaMu
SKCIEPTHOTO YUpPEeXKAEHMS OO TMPOXOXKIEHUSI UMM aTTecTaluuy B TOpsiTKe, YCTAHOBJIEHHOM
YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM MCIIOJTHUTEIbHOM BJIACTH.

5. Co gus BcTymuienns B cuiy Hactosiero ®@emepanbHoro 3akona u mo 31 mekabps 2013 roga
BKJTIIOUMTEJIbHO OCYILIECTBJISIETCS TIePeXo] K MPOM3BOICTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUM C
MpaBWIaMy OpraHu3aly IIPOU3BOJCTBA M KOHTPOJISI KaueCTBa JIEKapCTBEHHbBIX CPEICTB, YKa3aHHbIMU B
yactu 1 cratbu 45 Hacrosuero ®egepasbHOro 3akoHa, B IosiHOM o6beme. Cpoku mepexopna
MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K WX IPOM3BOACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeGOBaHMSIMM JAHHBIX IIPAaBWI, BKIIOYAsi CPOKM aTTECTAllMM YIIOJHOMOYEHHBIX JIMI], YKa3aHHBbIX B
yactax 6 u 7 cratbu 45 Hactosiero ®emepasbHOro 3akOHa, YyCTaHaBIMBAIOTCS IIpaBUTEIHCTBOM
Poccuiickoit @enmepanymn.

6. JInueH3un Ha IPOU3BOICTBO JIEKAPCTBEHHBIX CpPeNCTB, BbimaHHble mo 1 sguBapsi 2014 ropa,
IenctByioT mocie 1 guBapst 2014 roga mo ucTeueHUs CPOKa UX OEVCTBUS IIPU YCJIOBUM COOTBETCTBUS
JIMIeH3MaTa IpaBuUjaM OpraHu3aluy IPOU3BOACTBA UM KOHTPOJISI KAuecTBa JIEKAPCTBEHHBIX CPEACTB,
yKasaHHbIM B yacTu 1 crateyu 45 Hacrosiero @emepajbHOrO 3aKOHa.

7. ®dopmupoBaHMe TOCYHAPCTBEHHOTO 33JaHMUSI HAa IIPOBEJEHME DKCIIePTU3bI JIeKAPCTBEHHBIX
cpencts (emepasbHOMY TOCYAApPCTBEHHOMY OIOIKETHOMY YUPEXIEHMIO 1O IPOBEIEHMIO 3KCIIEPTU3BI
JIEKAPCTBEHHBIX CPENCTB M (MHAHCOBOE obecrieueHne BBITTOJIHEHMS 3TOTO 3a[aHUSI OCYIIECTBIISIIOTCS B
nopsinke, ycraHoBieHHoM ®enepanbHbiM 3akoHOM oOT 12 suBaps 1996 roma N 7-®3 "O
HEKOMMEPUYECKMX OPraHM3almsx .

(uactb 7 BBemeHa DenepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

IIpesunmenT
Poccuiickoin ®@engepauyn
O.MEJIBEJIEB
Mocksa, Kpemib
12 ampeng 2010 roma
N 61-®3
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