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Mnasa 1. OBLWWWME MOJIOXXEHNA



Crartba 1. MpegmeT perynupoBaHus Hactoswero deaepaibHOro 3akoHa

1. Hacrosiumii ®epepanbHbI 3aKOH peryJjvMpyeT OTHOILIEHUs, BO3HHUKAKI[Me B CBSI3U C
obparrieHreM - pa3pabOTKOH, JOKIMHMUUECKUMM HWCC/Ie0BAaHUSIMU, KIMHUUYECKUMH WCC/Ie0BaHUSIMH,
9KCIIepTH30M, TOCyZapCTBeHHOW perucTpailjyeil B COOTBETCTBUHU C HacTosiuM PefiepajbHbIM 3aKOHOM
(manee - rocypmapcTBeHHasi perucTpalusi) WM pervcrpauyeldd B COOTBETCTBUM C MeXAyHapOJHBIMHU
JIOTOBOpaMM M aKTaMH, COCTaB/SIIOIIMMU TpaBo EBpa3uiiCkoro >KOHOMUUYECKOTO Coro3a (zanee -
pervcrpauys), CO CTaHZapTh3alyell W C KOHTPOJeM KauecTBa, IPOM3BOJCTBOM, HW3rOTOBJIEHHEM,
XpaHeHWeM, MepeBO3KOM, BBO30M B Pocculickyro ®denepaiuto, BbiIBO30M M3 Poccuiickon depepaiuy,
peK/iaMoM, OTIIyCKOM, peanu3aliveld, Tiepefaueid, NpUMeHeHUeM, YHUUTOXXeHUeM JiIeKapCTBEeHHBIX
CpeJiCTB.

(B pea. PenepanbHbIX 3aKOHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-®3)

2. Hacrosiumii ®epepanbHblii  3aKOH  yCTaHAB/IMBAaeT TMPUOPUTET  TOCYJAPCTBEHHOTO
peryiMpoBaHusi 0e30MacHOCTH, KauecTBa W 3(PQEeKTUBHOCTU JIeKapCTBEHHBIX CPEACTB TIPU HUX
obparrieHuy.

(B peg. PenepanbHOro 3akoHa ot 25.06.2012 N 93-D3)

Cratba 2. Chepa npumeHeHust HacToswero degepasibHOro 3aKoHa

Hacrosimii ®ezpepanbHblli 3aKOH TIPUMEHSIETCSI K OTHOLIEHHSIM, BO3HHKAIOIUM TTPU 00parieHn!
JIeKapCTBeHHBIX Cpe/iCTB Ha Tepputopun Poccuiickont Pezneparum.

Cratba 3. 3akoHOAAaTe/IbCTBO 06 O6GpaLLeHN fIeKapCTBEHHbIX CPeAcTB

1. 3akoHogatenbcTBO 00 O0OpalleHuW JIeKapCTBEHHBIX CPeJCTB COCTOUT W3 HACTOSIIEro
denepanbHOTO 3aKOHA, [ApPYyrux (efepasbHbIX 3aKOHOB M WHBIX HOPMATHBHBIX TIPAaBOBBIX AaKTOB
Poccutickor ®enepanyu.

1.1. 3akoHOaTeNLCTBO 00 OOpaIleHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIIEHUH FOPUANYECKUX JINL]
W UHYMBUAYyaNbHBIX TpeANpUHUMAaTe/eld, OCYILeCTB/SIOINIUX [IeATeJIbHOCTh Ha TeppPUTOPUM
MEXX/YHapOAHOTO MeAWI[MHCKOTrO KJjacTepa, MPUMEHSIeTCS C yUeToM OCOOeHHOCTeM, yCTaHOBJIEHHBIX
®epnepanbHbIM 3aKOHOM OT 29 nroHs 2015 roga N 160-®3 "O MexxayHapoJHOM MeJULIMHCKOM KjacTepe
Y BHECEHUM U3MEHEHU! B OT/ie/IbHbIe 3aKOHO1aTe/ibHble akThl Poccuiickon ®eneparun’.
(uactb 1.1 BBegeHa PenepanbHbiM 3aKOHOM OT 29.06.2015 N 160-D3; B pes. PefepanbHOro 3akoHa OT
04.08.2023 N 428-®3)

2. [eiictBue Hactosiero @ezepaJbHOTO 3aKOHa paClpoOCTpaHsieTcss Ha oOpailjeHue
HAapKOTUUYECKUX JIEKAPCTBEHHBIX CPEJCTB M TICUXOTPOITHBIX JIEKAPCTBEHHBIX CPEACTB C YUYETOM
0cobeHHOCTel, YCTaHOBJIEHHBIX 3aKOHO/ATe/NbCTBOM Poccuiickoii ®efepariii 0 HapKOTHUECKUX
CpeZCTBax, TICUXOTPOITHBIX BelljeCTBax U 00 MX MpeKypcopax.

3. [HetictBue Hacrosimero ®ezeparbHOrO0 3aKOHa pacCTpoCTpaHseTcss Ha obOpaijeHue
pagrodapMaLeBTUYeCKUX JIEKapCTBEHHBIX CPEICTB C yUeToM O0COOEHHOCTeH, yCTaHOBJIEHHBIX
3aKOHO/aTenbcTBOM Poccutickoli deziepariun B obs1acty obecrieueHus pajualiioHHOM 6e3011acHOCTH.

4. Ecii MexXlyHapoJHbIM foroBopoM Poccutickoii desepalinu, MeXXayHapOAHbIMU OTOBOPaMH U
aKTaMM, COCTaBJISIFOIIIMMU MpaBo EBpa3uiicKoro 5KOHOMHUYECKOTO COro3a (Jasee - akThl, COCTaBJISIOIINE
npaBo Coro3a), yCTaHOBJ/IEHbl WHbIE TIpaBU/Ia, 4YeM Te, KOTOpble MpPeJyCMOTPEHbl HaCTOSIUM
®efepanbHbIM 3aKOHOM, TIPUMEHSIIOTCSA MPaBUJia MeXXAyHapOAHOr0 JOroBopa, MpaBu/ia, CoeprKaluecs



B aKTax, COCTaB/sHOMMX npaBo Coro3a.
(uactb 4 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4.1. PelleHHMss MeXroCyJapCTBeHHbIX OpraHOB, TMPUHATBIE HA OCHOBaHWUU TOJIO)KEHUH
MeXIyHapoAHbIX AoroBopoB Poccuiickoii ®Pefepaiuu B UX MCTOAKOBAHWM, TPOTUBOpeYAIleM
Koucrutyiuu Poccutickoii @efepaiium, He mojiexxat UCoHeHut0 B Poccuiickoli @enepaiiyu. Takoe
TIPOTUBODPEUre MOXKeT ObITh YCTAaHOBJIEHO B TIOPSIIKe, Orpe/ie/ieHHOM (hefiepasibHbIM KOHCTUTYLIMOHHBIM
3aKOHOM.

(uactb 4.1 BBegeHa DesnepanbHbIM 3akOHOM OT 08.12.2020 N 429-D3)

5. B Poccurickori ®epnepaud B COOTBETCTBUU C MeXJyHapOAHBIMHU [OrOBOpPamMHu Poccuiickou
®enepatii U (MIM) HAa OCHOBe TIPUHLMIIA B3aUMHOCTM TMPU3HAIOTCS pe3y/bTaThl KIMHUUECKUX
WCC/e[IOBaHUM JIeKapCTBEHHBIX TIperapaToB [/l MeJULMHCKOrO TpUMeHeHMs, TpPOBe/leHHbIX 3a
ripefiesiaMu Tepputopuu Poccuiickoli @eziepalivi.

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

Inst uenelt Hactosiero ®eepasbHOTO 3aKOHA UCTIONB3YIOTCS CIeYIOIIE OCHOBHbIE TIOHSITHS:

1) nekapcTBeHHbIe Cpe/CTBa - BelljeCTBa WIM WX KOMOWHAI[MM, BCTYTAIOIIMe B KOHTAKT C
OpPraHM3MOM YejioBeKa WM >KUBOTHOTO, MPOHUKAIOLIMe B OpraHbl, TKaHW OpraHu3Ma 4YejioBeKa WU
JKUBOTHOT'O, TIpUMeHsieMble [jisi TIPO(MUIaKTUKH, AUArHOCTUKMU (3a WCK/IIOUeHHEeM BeIeCTB WM X
KOMOWHAIMI, He KOHTAaKTHPYIOIUX C OPraHU3MOM Ye/IOBeKa WM JKUBOTHOTO), JieueHus1 3a00/ieBaHus,
peaduIUTaLM, JJ1 COXpaHeHus], TIPeJOTBPAILeHHUs WX MpepbiBaHusl OepeMeHHOCTH U MO/TyuYeHHbIe U3
KpOBHY, Il/la3Mbl KDOBM, M3 OpraHoB, TKaHel OpraHu3Ma uejioBeKa WM >KWBOTHOIO, paCTeHUH,
MUHepasioB MeTOZaMU CHUHTe3a WM C TIpUMeHeHHeM OMOIOTHYeCKUX TeXHOJIOTHM. K ekapCcTBeHHbIM
CpeZcTBaM OTHOCSTCS (papMalieBTHUeCKHe CyOCTaHIMU U JIeKapCTBeHHbIE MperapaThl;

1.1) crTpaTernyecku 3HauuMble JieKapCTBEHHble CpeJCTBa - JieKapCTBeHHble CpeJCTBa AJis
MeIMLUHCKOTO TIPUMEHeHUsI, KOTOpble 00eCTieurnBatoT MPUOPUTETHBIE TIOTPeOHOCTH 3/IpABOOXPAaHEHMS B
1eAxX TMPOGWIAKTUKA M JjleueHWs 3a0ojeBaHUH, B TOM UHC/Ie TMPeo0/alalolluX B CTPYKTYpe
3abosieBaeMoctu B Poccuiickoit defjepaiivii, ¥ MPOU3BO/ICTBO KOTOPBIX [O/DKHO OBITH 0obOecrieueHO Ha
Tepputopuu Poccuiickoii @esnepanun. [lepeueHb cTpaTernyecky 3HaUMMBIX JIEKADCTBEHHBIX CPEJCTB, a
TakKKe TIOpSJOK U KpUTepud ero (QopmMupoBaHusi yTBepxkAatoTcsi [IpaBuTenbcTtBomM Poccuiickoi
®depepanuy;

(n. 1.1 BBegeH PepepanbHbIM 3akoHOM OT 23.07.2025 N 268-D3)

2) dapmaueBTHUeCKas CcyOCTaHLUS - JleKapCTBEHHOE CPeJCTBO B BH/e OJHOTO WM HECKOJIbKUX
obnazaroiux (hapMaKOJIOTUUECKOM aKTUBHOCTBIO JIeMCTBYIOIMX BeI[eCTB BHE 3aBUCUMOCTH OT
MIPUPO/IbI TIPOMCXOXKAEHHs, KOTOpOe TpeiHa3HaueHo /i/isl IPOU3BO/[CTBA, U3TOTOB/IEHUS JIeKapCTBEHHBIX
TriperiapaToB U orpeiesisieT Ux 3¢pGheKTUBHOCTb;

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

3) BCIIOMOraTe/ibHbIe  BeljeCTBa - BelleCTBA HEOPraHUWYeCKOoro wWjinM OpraHU4YeckKoro
MPONCXOXAEHUA, NUCIT0J/Ib3yeMbIe B ITponecce NMponu3BOACTBd, U3rOTOBJ/IEHUS JIEKaADCTBEHHBIX ITDErapaToOB
AJ1d TIpUIaHUS UM HEO6XO,E[I/IMBIX (I)I/IBI/IKO-XI/IMI/ILIECKI/IX CBOﬁCTB;

4) nekapCcTBeHHble TIiperaparbl - JeKapCTBEHHble Cpe/ACTBA B BU/le JIEKAPCTBEHHBLIX (oOpM,
NpUMeHsieMble  [jis  TIPO(UMIAKTHKH, AWUArHOCTHKH, JjeueHuss 3abosieBaHusi, peaOWIdTalvu, [jis



CoXpaHeHus1, TIPeIOTBPAIlleHus] UK MpepbIBaHKsl 6epeMeHHOCTH;

5) nekapcTBeHHasi popMa - COCTOSTHME JIeKapCTBEHHOTO Mperapara, COOTBETCTBYHOIee Criocobam
€ro BBe/leHUs U TIPUMeHeHHsT U 00ecrieurBarolree A0CTIKeHHe HeoOXoaumMoro geuebHoro sddexTa;

5.1) [Jo3upoBKa - COZep)KaHWe OJHOTO0 WM HEeCKOJbKUX [JeHCTBYIOLIMX BeIlecTB B
KOJTMUeCTBEHHOM BBID&KEHWM Ha eAWHUIY [03bl, WIM eJUHUI]y oObemMa, WIM eJUHUI]y MaccChl B
COOTBETCTBHUM C JIEKapCTBEHHOW ¢opMoii nmMb0 [/ HEKOTOPbIX BUJIOB JIEKAPCTBEHHBIX (opM
KOJIMYeCTBO BLICBOOOXK/Ia€MOTO W3 JieKapCTBEHHON (POpMBI IeMCTBYIOIETO BelljeCTBa 3a €JUHULLY
BpeMeHY;

(n. 5.1 BBegeH PemepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) TiepeueHb JKU3HEHHO HEOOXOAWUMBIX U Ba)KHEHUIIMX JieKapCTBEHHBIX T[IperapaTtoB -
yTBepxxaaeMbiii [IpaButensctBoM Poccuiickoit @ezepaliiy rnepeueHb J1eKapCTBEHHbIX TperaparoB [jist
MeJULMHCKOTO TpPUMeHeHUs, 00ecreunBarol[iuX IPUOPUTETHbIE TIOTPeOHOCTH 3[paBOOXpaHeHHs B
Lessax TPOGUIAKTUKA W JleueHWs 3aboseBaHW, B TOM UHC/Ie TMpeo0/aflalolliuX B CTPYKTYpe
3aboneBaeMoctu B Poccuiickoit depeparuy;

(B pea. @enepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdaHHBIe NeKapCTBeHHbIe TIperapaThl - JeKapCTBeHHbIe Iperaparhl, TpeJHa3HaueHHbIe
WCK/TIOUMTE/IbHO /IJI1  AIMAarHOCTUKH, STHUOMNATOTeHeTUYeCKOr0 WIM TaTOTeHeTHUeCKOTro JieueHus
(JleueHMs], HAaTTPAB/IEHHOTO Ha Me@XaHW3M pa3BUTHs 3abosieBaHus) peJKuX (opdaHHBIX) 3a00/1€BaHN;

(n. 6.1 BBeseH desepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. PenepaqbHOTO 3aKOHa OT
30.01.2024 N 1-®3)

6.2) OuwosorMyeckre JeKapCTBeHHbIe TIperaparbl - JieKapCTBeHHbIe TIperaparhl, JAeHCTBYOIee
BeIIIeCTBO KOTOPBIX MPOU3BEJEHO WU BBIZIEJIEHO M3 OHMOJIOTMUeCKOT0 UCTOUHUKA U [/l OTPe/e/IeHHs
CBOMCTB M KaueCTBa KOTOPBIX HeoOxoguMa KOMOWHAalUs OUOOTUUecKUX U (DHU3UKO-XUMHUeCKUX
MeToZoB. K OuonornyeckuMm JieKapCTBeHHBIM —TIIperiapaTaM OTHOCSITCS WMMMYHOOHOJIOrMUYecKue
JleKapCTBeHHbIe TiperapaThl, JeKapCTBeHHble TperapaThl, MOJAy4YeHHble W3 KPOBW, IUIa3Mbl KDOBHU
ye/ioBeKa W JKMBOTHBIX (3a HCK/IIOUEHWEM IIeJIbHOW KDOBH), OMOTEXHOJ/IOTHUECKHe JieKapCTBeHHbIe
rpernaparbl, TeHoTepareBTUUeCKUe JieKapCTBeHHbIe MperapaThl, 1eKapCTBeHHbIe TpernapaTrbl Ha OCHOBE
COMaTUYeCKHX K/IeTOK;

(n. 6.2 BBesieH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-®3; B pen. PenepaqbHOTO 3aKOHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUUHBIM JIeKapCTBEHHBIN Tperiapar - reHoTepareBTUUeCKUM JieKapCTBeHHbIN
riperapaT [Jjisi MeAULIMHCKOTO TIPUMEHEeHUs, WM JieKapCTBeHHbIN TperapaT Ha OCHOBe COMaTUUeCKUX
KJIETOK [I/Is1 Me/IMLIMHCKOTO TIPUMeHeHUs], WM TKaHeMH)KeHepHbI /ieKapCTBeHHbIN npernapat (rpernapaT
TKaHeBOW UH)KeHepUN);

(. 6.3 BBegeH PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7) UMMyHOOWOJ/IOTMUeCKHe JieKapCTBeHHbIe T[periapaTtbl - JieKapCTBeHHbIe  TIperiapaThl,
nipeJjHa3HaueHHbIe [y (OPMUPOBaHUS aKTUBHOTO W/IM MMaCCUBHOTO MMMYHHUTeTa JIM0O AMAarHOCTUKU
Ha/IMuWss WUMMYHUTeTa WIA  /JAAaTHOCTUKUA  CrHeld(UYecKoro  MPUOOPETEeHHOTO  WM3MEHEeHWs
MMMYHOJIOTUUECKOTO OTBeTa Ha a//Iepru3upylolye BemjecTBa. K  HUMMyHOOHOIOTMUECKUM
JIeKapCTBeHHLIM  TperiapataM  OTHOCSTCS — BaKI[MHbI, AHATOKCHUHBI, TOKCHHBI,  ChIBOPOTKH,
MMMYHOTJIO0Y/TMHBI U aJl/IepreHsl;

(n. 7 B pex. @enepasnbHOro 3akoHa ot 22.12.2014 N 429-93)



7.1) OuOTexHONOTWYECKHe JieKapCTBeHHbIe TMperiapaThl - JieKapCTBEHHbIE TIperiapaThl,
TIPOM3BO/ICTBO KOTOPBIX OCYIIIECTB/ISIETCS C HCIO/b30BaHHEM OMOTEXHOJIOTMUYeCKUX TIPOLeCCOB U
MeTozioB (B ToM uuciie JJTHK-peKoMOMHAHTHON TeXHOJIOTMH, TEXHOJIOTHH KOHTPOUPYEMOMN KCITPEeCCUH
TeHOB, KOJMPYIOL[UX OWOMOTHYECKH aKTHBHbIe O€IKHM B IPOKAPUOTaX MW 3yKapuoTax, BKJIIOUas
M3MeHeHHbIe KJIeTKA M/IeKOTUTAIOIMX ), THOPUIOMHOT'O MeTO/[a U MeTO/la MOHOK/IOHA/IbHBIX aHTHUTET,
(n. 7.1 BBegeH PesepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) TeHOTeparieBTUYeCKWe JiIeKapCTBeHHble TIperapaThl - JieKapCTBeHHble TIperaparsl,
dapMarieBTHUeCKasi CyOCTaHIMsSI KOTOPBIX SIB/ISIETCS PEKOMOWHAHTHOM HYKIEMHOBOW KWUCTIOTOW WU
BKIIOUaeT B ce0s pPeKOMOMHAHTHYIO HYK/IEMHOBYIO KHCJIOTY, TIO3BOJISIIOLIYIO  OCYIIEeCTB/ISITh
pery/nvMpoBaHue, pernapariuio, 3aMeHy, fo0aB/ieHre UK yjaieHre reHeTHUeCKoH 1oc/ieJoBaTe/TbHOCTH;
(n. 7.2 BBegeH PeepaabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKoTHUuecKre JieKapCTBeHHbIe CPeJCTBa - JIeKapCTBEHHbIe TpernapaTthl U (papMalieBTHUYecKue
cyOcTaHIUM, cofep)Kalljie HapKOTHUeCKWe Cpe/CTBa W BK/IIOUeHHble B [lepeueHb HapKOTHUECKUX
CpeJiCTB, TICUXOTPOMHBIX BeIeCTB U MX I[PEKypCOpPOB, TIOJ/eXKaluX KOHTpPoaw B Poccutickoit
®depnepaly, B COOTBETCTBMM C 3aKOHOAATe/lbCTBOM Poccuiickorn ®Pepepanyu, MeXAyHapOAHBIMU
noroBopamu Poccuiickoii @eznepauii, B TOM unciie EAMHONM KOHBeHI[MeN O HapKOTUYeCKUX Cpe/iCTBaxX
1961 ropaa;

9) NcUXOTpOIHbIE JleKapCTBEHHbIE CPeJCTBa - JieKapCTBEHHbIEe TperapaThl U (hapMalleBTHUYecKue
cyOcTaHI[UM, CoZiepKalljie TICUXOTPOITHbIE BellleCTBa M BK/IIOUeHHble B [lepeueHb HapKOTHUECKUX
Cpe/CTB, TICUXOTPOMHBIX BeILeCTB M HX IMPEKypCOpPOB, TMOAJeXaluX KOHTPOI B Poccuiickon
®depnepalyi, B COOTBETCTBMM C 3aKOHOAATe/lbCTBOM Poccuiickorn Penepanyu, MeXAyHapOAHBIMU
noroBopamu Poccuiickori @ezfepaiiyi, B ToM uncyie KoHBeHI[Mel O MCUXOTPOIHBLIX BellectBax 1971
roja;

10) papuodapmalleBTUUeCKHe JeKapCTBeHHble CpPe/CTBa - JIeKapCTBEHHbIe CpeJCTBa, KOTOpbIe
cojiep)kaT B FOTOBOM /IJIsl UCIOJIb30BaHUsl (DOpMe OJUH PaJUOHYK/IUJ WM HECKOJbKO PaJUOHYKIU/I0B
(pai0aKTUBHBIX U30TOMOB);

10.1) opurvHanbHBIM JIeKADCTBEHHBINM IIperiapaT - JIeKapCTBEHHBIM IIperapar C HOBBIM
JIeMICTBYIOIIMM BeLL[eCTBOM, KOTOPbIM TEepBbIM 3apernucTpupoBaH B Poccuiickont defepauyy Wiv B
VHOCTPaHHbIX TOCYZJapCTBaX Ha OCHOBAaHWU  pe3y/bTaTOB  JOKJIMHUYECKUX  MCC/e[0OBaHUN
JIeKapCTBeHHbIX  CPeJCTB M K/IMHUUYECKUX  MCCAe[0OBaHMM  JIeKapCTBEHHBIX  IIperaparos,
MO/ITBEPXK/IAIOIIHX €r0 KauecTBo, 3((eKTUBHOCTh M 6€301acHOCTb;

(m. 10.1 BBenen denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JIeKapCTBEHHBIN MpernapaT - JieKapCTBeHHbIH Iperapar, KOTOPbIM UCI0/b3yeTcs
JUIs1 OLIeHKH OMO3KBUBAJIEHTHOCTH WM TeparieBTUUeCKON KBUBAJIEHTHOCTU, KaueCTBa, 3(HeKTUBHOCTH
v 0e30MacHOCTM  BOCTPOU3BEEHHOTO  JIeKapCTBEHHOTO  TiperapaTa WM OHMOaHAnIoroBoro
(6bromog06HOr0) IeKapCTBEHHOT O Tiperaparta (OroaHanora). B kauecTBe peepeHTHOTO JieKapCTBEHHOTO
rperapaTa [ijisi MeJULMHCKOTO TMPUMEeHEeHUs] UCII0/b3yeTCsl OPUTMHAJIbHBINA JleKapCTBEHHBIN Tpernapar
mibo, ecM OpPUTHMHA/IbHBIA JIEKAaPCTBEHHBIN TIperapaT He 3apervMCTPUpPOBAaH WM He HaXOAWUTCS B
obopore B Poccuiickoii Pepepari ¥ He HaXOAWTCS B 000OpPOTe B MHOCTPAaHHBIX T'OCY/apCTBaXx,
BOCIIPOW3Be/IeHHbIN JIEKapCTBEHHBIN MperapaTr Wik OMoaHa/loroBbii (OMOMOJ00HbBIN) eKapCTBeHHbIHN
niperiapat (6voaHanor), KOTOPbIM IepBbIM 3aperMCTPUPOBAH M3 UMC/IAa HaxXOAsLMXcsi B 0b6opoTe B
Poccuiickoii ®epepaiiviv, OMO3KBUBaJIeHTHOCTh WM TeparieBTHUecKasi SKBHUBAJleHTHOCTb, KauyecTBO,
3¢ peKTUBHOCT U 0€30MacCHOCTh KOTOPOTO OLIEHWBA/JMCh [0 OTHOIIEHWID K OPUTHHAIBHOMY



JIeKapCTBEHHOMY TIperiapaTy, a Takke KauecTBO, 3((}eKTUBHOCTh M 0e30MacHOCTb KOTOpPOTO
MO/ITBEPXK/IAI0TCS pe3y/ibTaTaMu (hapMaKOHa/[30pa U MPOBEPOK COOTBETCTBUSI JIEKAPCTBEHHBIX CPEJICTB,
HaXOJSIIUXCS B TPaKAAHCKOM 000pOTe, YCTaHOB/IEHHBIM TPeOOBaHMSIM K WX KauecTBy. B KauecTBe
pedepeHTHOrO0 JiIeKAPCTBEHHOTrO Tiperapara /JJii BeTepUHApPHOIO TPUMEHeHUs MCIO/b3yeTcs
NleKapCTBeHHBIM Tperapar /s BeTepUHAapHOTO TPUMeHeHUs], 3apervcTpupoBaHHbIM B Poccuiickoit
@eslepallU Ha OCHOBaHUM pe3y/bTAaTOB JOKIMHUYECKUX MCC/Ie[OBAaHUN JIeKapCTBEHHBIX CPeJCTB U
K/IMHUYeCKUX MCC/Ie[IOBaHUM JIeKapCTBEHHBIX —T[peraparoB, TMOATBEPXKAAIOLMX €ero KayecTBo,
3¢ PeKTUBHOCTH 1 6€30TIaCHOCTb;

(n. 11 B pen. @enepanbHOro 3akoHa ot 27.12.2019 N 475-®3)

12) Bocripon3BeZieHHbI JIeKapCTBeHHbIN TIperapar - JIeKapCTBeHHbIN Tpernapat /151 MeULIMHCKOTO
NpUMeHeHUsl, KOTOPbIi HWMeeT SKBUBAJeHTHbIM pedepeHTHOMY JieKapCTBEHHOMY  Tiperapary
KaueCTBeHHBbIM COCTaB M KOJIMUECTBEHHbIM COCTaB [AeMCTBYIOIIMX BelleCTB B SKBHBa/IeHTHOM
JleKapCTBeHHOH (opMe, MO0 JeKapCTBEHHBIM TIperapar [/l BeTePUHApHOr0 MPHUMEHEHHSs, KOTOPbIA
vMeeT TakKuhe J>Ke, UYTO U pedepeHTHbI JieKAapCTBeHHbIN TiperapaT, KaueCTBeHHbIM COCTaB U
KOJIMUeCTBEHHBbIM COCTaB  [IeHCTBYIOIIMX Bel[eCTB B TakKOM JkKe JieKapCTBeHHOW ¢opwme,
OMO5KBUBA/JIEHTHOCTb WM  TepareBTHUecKasi SKBUBAJEHTHOCTb KOTOPBIX  COOTBETCTBYHOLLEMY
pedepeHTHOMY JieKapCTBEHHOMY TIperapary IMo/[TBep K/ieHa COOTBeTCTBYIOIIMMH UCC/Ie/JOBaHUSIMUY;

(n. 12 B pen. @enepanbHOro 3akoHa oT 27.12.2019 N 475-D3)

12.1) TepaneBTHUeCKasi 5KBUBaJIEHTHOCTD JIeKapCTBEHHBIX TTPEIapaToB - JOCTKeHHe KITMHUYeCKU
COTIOCTAaBUMBIX TeparneBTHUeckoro 3ddekra u mokazateneid 3PPeKTUBHOCTU W 0e30MacHOCTH TIpU
NpYMEeHEeHWH JIeKapCTBeHHBbIX IIperaparoB [J/s MeJULIMHCKOTO TpUMeHeHUsi, MMEIOLUX OJHO
MeXX/yHapoZHOe HelaTeHTOBaHHOe (WM XHWMHUUecKoe, WM TPYINMUPOBOYHOE) HaWMeHOBaHHWe, B
9KBUBAJIEHTHBIX [JO3UPOBKAaX I0 OJHUM U TeM )Ke TOKa3aHHsIM K TPUMEHEHUI0 U TpU OAUHAKOBOM
criocobe BBe/IeHUsT Y OIHOM M TOM ke TPYIITbI O0/TbHBIX;

(n. 12.1 B pex. @enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoanHasnoroBbIi (6MOTIO00HBIN) JIeKapCTBEeHHBIN mperapaT (6roaHasor) - G1MoIoTHYeCcKUid
JIeKapCTBEHHBIM Tperapar, CXOXXHWW I10 TlapameTpaM KauecTBa, 3(deKTHBHOCTH U 0e30rMacHOCTH C
pedepeHTHBIM OMOJIOTMUECKUM JIEKAPCTBEHHBIM TIperapaToM B TaKOM ke JieKapCTBeHHOH (opme u
HUMEIOIIWH UIeHTUUHBIN CITI0CO0 BBEIeHMS;

(n. 12.2 BBesieH PesepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3anMo3aMeHsieMbll JIeKapCTBEHHBIM TperapaT - JieKapCTBeHHBIM TperapaT C JJ0Ka3aHHOU
TepareBTUUeCKOW JKBUBAJIEHTHOCThIO WM OHO3KBUBAJEHTHOCTBIO B OTHOLIEHWU pedepeHTHOro
JIeKapCTBEHHOTO TperiapaTta, UMeIOI1il SKBUBa/IeHTHbIe eMy KaueCTBEHHBIM COCTaB U KOJTMUeCTBEeHHbBIN
COCTaB [IeMCTBYIOIIMX BeleCTB, COCTaB BCIIOMOTraTe/IbHBIX BeleCTB, JieKapCTBeHHYIO (opMy U Criocob
BBe/IeHHS;

(n. 12.3 BBeieH PesepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OHO3KBUBAJIEHTHOCTb JIEKaDCTBEHHBIX TIPerapaTOB - JIOCTWKEHWe COTMOCTaBUMBIX
roKasaresiell CKOPOCTH BCachbiBaHWsl, CTeIleHU TOCTYIJIEHHs K MeCTy JIeMCTBUSI U CKOPOCTH BbIBe/leHHsI
O/THOTO WJTU HECKOJIbKUX 00/1aziarolux (hapMakoJI0ornuecKol aKTUBHOCTBIO /IeHCTBYIOIIUX BEIIeCTB TIPU
MPUMEHeHWH JIeKapCTBEHHBbIX TMpernapaTtoB /s MeAULIMHCKOTO TpUMeHeHUs, HMEIOIIUX OJHO
Me)XJyHapOoJHOe HelaTeHTOBaHHOe (WM XWUMHYecKoe, WM TPYNNUPOBOYHOE) HauUMeHOBaHUe, B
9KBUBAJIEHTHBIX ZI03UPOBKAX U MPU OJUHAKOBOM CII0COOe BBeIeHUSI;

(n. 12.4 BBeieH deepanbHBIM 3aKOHOM OT 27.12.2019 N 475-D3)

13) nekapcTBeHHOe paCTUTE/ILHOE ChIPhE - CBEXXHE WM BBICYIIIEHHbIE pPacTeHHs MO0 WX uacTwy,



UCTIO/Ib3yeMble [i7Isi TIPOM3BO/CTBA JIEKAPCTBEHHBIX CPEJCTB OpraHM3alUsIMHd - TIPOM3BOAUTEJISIMU
NIeKapCTBEHHBIX CPeJCTB WM M3TOTOBJIEHUS JIEKAPCTBEHHBIX TIPErapaToB alTeYHbIMU OpPTraHU3alusMH,
BeTepUHAPHBIMHU aNTeYHbIMA OPraHW3aLUsIMUA, UHAWBUAYATbHBIMUA TIPeANIPUHUMATE/SIMUA, UMEIOIIMU
NIALeH3UI0 Ha (hapMar|eBTHUECKYIO JesiTelIbHOCTb;

14) nekapcTBeHHBIM paCTUTE/BLHBIM TIperapaT - JieKapCTBeHHBIM TiperiapaT, TIPOM3BeleHHbIA WIN
W3rOTOBJIEHHBIN U3 OZHOTO BHU/Ia JIeKapCTBEHHOTO PAaCTUTEILHOTO ChIPhSI WM HECKOJIbKMX BHZIOB TaKOTO
CBIPbSI U peann3yeMbiii B pac)acoBaHHOM BH/le BO BTOPUUHOMU (TIOTPeOUTebCKOM) YITaKOBKe;

15) roMeomnaTUyecKyl JIeKapCTBEHHBIM Tpernapar - JieKapCTBEHHBIM Tpernapar, Npor3BeeHHbIN
WIM M3TOTOB/IEHHBIM W3 (hapMalleBTHUeCKOW CyOCTaHIuM WM (hapMarleBTUUeCKMX CyOCTaHLM B
COOTBETCTBUM C TPeOOBaHUSMH OOIIMX (papMaKOMeHHBIX CTaTell K TOMeornaTHuecKUM JIeKapCTBEHHBIM
rperiapataM WM B COOTBETCTBUU C TpeboBaHUSIMU (hapMaKorier CTpaHbl TPOW3BOJUTEJSI TaKOTo
JleKapCTBEHHOT 0 Iperapara;
(m. 15 B pen. @enepanbHOro 3akoHa oT 22.12.2014 N 429-D3)

16) MexayHapoJHOe HelaTeHTOBAaHHOe HavWMeHOBaHWe JIeKapCTBEHHOIO — CpejcTBa -
HavMeHOBaHWe [IeHCTBYIOIIETO BeljecTBa (hapMalleBTHUECKON CyOCTaHLMHM, peKOMeHJOBaHHOe
BcemypHol opraHu3anyieii 3paBoOXpaHeHus;

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

17) ToproBoe HaMMeHOBaHWE JIEKADCTBEHHOIO CpeACTBAa - HauUMEHOBaHHE JIeKapCTBEHHOIO
CpeZiCcTBa, TIPUCBOEHHOE €ro pa3paboTuMKOM, Jiep)kKaTesieM WA BJafiesiblieM PerucTpalioOHHOTO
yI0CTOBepeHUsi JieKapCTBEHHOTO TiperapaTa;

(B pex. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

17.1) rpynmupoBOYHOE HauMMEHOBaHWEe JIeKAPDCTBEHHOTO Tiperapata - HaWMeHOBaHUe
JIEKapCTBEHHOT'O TperiapaTa, He MUMeOIero Me)XyHapOJHOT0 HeraTeHTOBAaHHOTO HauMeHOBaHUSsl, WU
KOMOWHAIMK JIeKapCTBEHHBIX TIPeraparoB, MCII0/b3yeMoe B Iie/isiX 00beJUHEeHHsI UX B TPYIIIY TOZ
eMHbIM HalMeHOBaHMeM UCXO/Is U3 OJJMHAKOBOI'O COCTaBa JeMCTBYIOLUX BelleCTB;

(n. 17.1 BBepeHn denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obuiast papmakorneiiHast CTaThs - JOKYMEHT, YTBEP>KJEHHBIN YIIOJTHOMOUYEeHHBIM (eJiepaTbHbIM
OpPraHOM HCITOJIHUTEe/IbHOM BJIACTU M COJZleprKalljuil TepeueHb MOKasaresel KayecTBa W (WIM) MeTO0B
KOHTPO/ISI KayecTBa KOHKDETHOM JIeKapCTBEHHOW (POPMBI, J1eKapCTBEHHOTO PAaCTUTENBHOIO ChIPhS,
BCIIOMOTaTe/IbHbIX BELeCTB, ONMWCAHWSI OHONOTMYecKUX, OMOXMMMUYECKHUX, MUKPOOMO/IOrMUEeCKUX,
(GU3MKO-XMMUUECKUX, (M3MYeCKUX, XMMUYeCKHX M JpYrMX MeTOJOB aHajau3a JeKapCTBeHHOrO
Cpe/CTBa, a Takke TpeOOBaHMS K WCIIO/B3yeMbIM B LIe/IsIX TIPOBeZIEHUs JaHHOTO aHaM3a peakTHBaM,
TUTPOBaHHBIM pacTBOpaM, MHJAUKATOpam;

(B peg. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

19) ¢apmakoneiiHas cTaThsl - [OKYMEHT, YyTBEpP)XJEHHBII YIIOJHOMOYEHHbIM (eJepaabHbIM
OpraHoM WCIIOJIHUTe/IbHOM BJaCTW U COZepKallUi IepeueHb II0OKa3aTeseld KaueCcTBa M MeETOZOB
KOHTPO/II ~ KauyecTBa  JIKADCTBEHHOIO  Cpe/CTBA, JIEKAPDCTBEHHOI'O  pPaCTUTE/IbHOTO  ChIPbS,
BCIIOMOTraTe/IbHBIX BeleCTsB;

(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 30.01.2024 N 1-®3)

19.1) cranmapTHbie 0Opas3ifbl - BellleCTBa, MOCPeICTBOM CPaBHEHUSI C KOTOPBIMU OCYIIECTBIISETCS
KOHTPOJIb KaueCTBa MCCJ/Ie[lyeMbIX JIeKADCTBEHHBIX CpeACTB C TIOMOIIbI0 (PU3UKO-XUMUUYECKUX U
OUMOJIOTHYEeCKUX METOZIOB B LefsX TIOATBEP)KIeHUs COOTBETCTBUSI JIeKapCTBEHHBIX CPeJCTB



TpeOOBaHUSIM HOPMaTHBHOM [OKYMEHTAllUH, YCTAaHOBJIEHHBIM TIPH OCYIIECTBJIEHUH TOCYZApCTBEHHOU
perucTpanyy, U KOTOpble TIPUMEHSIFOTCS /Il KaJMOPOBKM CTaHAAPTHBIX 00pa3IjoB MPOWU3BOZMTEIS
JIeKapCTBEHHBIX CPEZICTB, WCIO/Ib3YeMbIX [T KOHTPOJII KauecTBa M WMHBIX IieJied MpU oOpalieHuH
JIeKapCTBEHHBIX CPeICTB;

(m. 19.1 BBeieH denepanbHbBIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dapmakomeHbIii CTaHAAPTHBIM oOpa3el] - CTaHAApPTHBIA oOpasel, TPOH3BeJeHHBbIA B
COOTBETCTBUH C hapMaKOoIeliHOl CTaThel;
(m. 19.2 BBeeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HOpMaTWBHasi JOKYMEHTalusl - [JOKYMEHT, COJiep)Kalui IepeuyeHb OIpefessieMbIX I10
pesy/ibTaTaM COOTBETCTBYIOLIMX SKCIIePTH3 [OKasaTe/lel KauecTBa JIeKapCTBEHHOIO CpefCTBa [Is
MeJMLIMHCKOT0 IPUMeHeHHs], MeTO/J0B KOHTPOJIS1 er0 KaueCTBa M yCTaHOBJIEHHBIN ero Mpor3BOUTENIEM;

21) HOpMaTHUBHBIN JOKYMEHT - JOKyMEHT, CO/lep>Kalljiii IlepeueHb Orpeie/isieMbIX 10 pe3yJ/bTaTaM
COOTBETCTBYIOILIMX SKCIIePTU3 T[I0Ka3aTejell KauecTBa U (WIM) MeETOJOB KOHTPO/S KauecTBa
JIeKapCTBeHHOW  (OpMbI, OMMCaHUSI OHMOJOTMUECKUX, OHOXMMUUYECKMX, MHUKPOOMOIOTUYECKHX,
(bU3MKO-XUMUUYECKUX, (PU3NUeCKHX, XMMAYECKUX U IPYTMX METOZOB aHa/u3a JeKapCTBeHHBIX CPe/ICTB
J/Isl BeTepUHAPHOTO MpUMeHeHusi, Tpeb0BaHuUs K UCII0/Ib3yeMbIM B 11eJIsiX IPOBe/ieHHsI JAHHOTO aHan3a
peakTHBaM, TUTPOBAHHBIM pacTBOpaM, UH/MKATOPaM M YCTaHOBJ/IEHHBIN ero MPOX3BOUTENEM;

21.1) oOuui TeXHUUeCKU JOKYMEHT - KOMIUIEKT JAOKYMEHTOB M MaTepUasioB, COCTOSIIUANA W3
HeCKOMbKUX  pa3flefloB -  [JOKyMeHTaUMd  aJMUHUCTPATUBHOTO  XapakTepa, XWUMUYeCKOH,
dapMarieBTHUeCKold U OHONIOrMUecKod [JOKyMeHTal[uH, (apMaKoJOTHUeCKOW, TOKCHKOIOTHUeCKOU
JOKYMeHTalL[MM, KIMHWYeCKOH JOKyMeHTaluM M TIpe/CTaB/sieMblil OJHOBPEMEHHO C 3asiBJieHHeM O
roCyJJapCTBEHHOM perucTpalyd JieKapCTBeHHOro Tiperiapata /s MeAWULMHCKOrO TIPUMEHeHUsl B
¢dopmare, yCTaHOBIIEHHOM YTIOJIHOMOUEHHbIM (e/iepaTbHbIM OpPraHOM UCIIO/THUTETbHOM B/IaCTH;

(m. 21.1 BBeieH PesepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) KauecTBO JIeKapCTBEHHOTO CPe/ICTBA - COOTBETCTBHE JIEKADCTBEHHOTO CPeJICTBa TpeOOBaHUSM
dapMakoneiiHoi cTaThW JIMOO B C/ydyae ee OTCYTCTBUSI HOPMATHBHOW [OKYMEHTALIUHd WU
HOPMAaTHUBHOTO [JOKYMEHTa;

23) 6e30macHOCTb JIEKAPCTBEHHOI'O CpeACTBAd - XdPdKTE€pPUCTHUKA JIEKapCTBEHHOTO CpeACTBa,
OCHOBdHHAA HA CPaBHUTEJ/IbLHOM daHAJ/IM3€ €ro 9(1)(1)EKTI/IBHOCTI/I W DUCKA IIpUYHWHEHWA Bpeld 3J0DOBbIO;

24) 3¢ (deKTUBHOCTh J1eKapCTBEHHOI'O TperapaTa - XapaKTepPUCTHKA CTeleHU I10JI0’KUTeTbHOTO
B/WSIHUSL JIEKADCTBEHHOTO TIperiapata Ha TeueHWe, TPOJO/DKUTEbHOCT 3abosieBaHUs WU  ero
NpeJioTBpallleHre, peabuIMTaI[|I0, Ha COXpaHeHue, Mpej0TBpallleHre UK TIpepbiBaHre OepeMeHHOCTH;

25) cepuist 1eKapCTBEHHOTO CPEeZCTBA - KOJIMUECTBO JIEKAPCTBEHHOTO CPEeZICTBA, TIPOU3BEJeHHOe B
pe3yJibTaTe OFZHOTO TEXHOJIOTHUECKOTO LIMK/Ia €eT0 TTPOU3BOAUTEIIEM;

26) pervcTpallioHHOe y/I0CTOBepeHHue JIieKapCTBEHHOIO Tperapara - 3aruch B TOCy/japCTBEHHOM
peecTpe J/IeKapCTBEHHBIX CpeJCTB, TMOATBepXAawolias (akT TroCyJapCTBEHHOW pervMcTpauyu
JIeKapCTBeHHOTo TiperapaTa, Y (WIM) [JOKYMEHT, TIOATBepXKJaroluii ¢akT TroCyAapCTBeHHOU
perucrpauuu (perucTpainyu) JeKapCTBeHHOT 0 Ipernapara;

(m. 26 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

26.1) mep>xartesib WX Biajiesiel] PerMCTPAllMOHHOTO YAOCTOBepeHHs JIeKapCTBEHHOTO Tperiapara -



pa3paboTUYMK JIeKapCTBEHHOTO Cpe/ICTBA, IIPOM3BOAUTENb JIeKAaPCTBEHHBIX CPEeACTB WM HHOEe
I0pUMUYecKoe JIMI0, o0siaziaroiiee MPaBOM BJa/ieHUsT PErMCTPALMOHHBIM YZOCTOBEpeHreM, KOTOpbIe
HeCyT OTBETCTBEHHOCTb 3a KauecTBO, 3()(eKTUBHOCTh 1 06€3011acHOCT JIeKapCTBEHHOTO TperapaTa;

(m. 26.1 BBeieH PeslepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpaijMoHHbIN HOMep - KoZioBoe 0603HaueHUe, PUCBOEHHOE JIeKapCTBEHHOMY IperiapaTry
TIPY €r0 roCyIapCTBeHHOW PerrCTpaLiy UIH PerucTparym;
(B pea. @epnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

28) oOpaijeHrie JeKapCTBEHHBIX CPeACTB - pa3paboTKa, [JOK/IWHWUECKHe WCCIe0BaHus,
K/IMHUYeCKUe WCC/Ie/JoBaHus, JKCIepTh3a, TOCy/JapCTBeHHasi pervcTpauys WIA perucTpaius,
CTaH/apTU3alusi U KOHTPOJIb KaueCTBa, MPOW3BOACTBO, M3rOTOBJIEHUEe, XpaHeHHe, IepeBO3Ka, BBO3 B
Poccuiickyto ®esepauyto, BbiBo3 U3 Poccuiickoi ®efepaiiun, pekiama, OTITyCK, peaau3alivs, riepesiaya,
npYMeHeHNe, YHUUTOKeHHe JIeKapCTBeHHBIX CPe/ICTB;

(B pea. @enepanbHbIX 3aKOHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-®3)

29) cyObekTbl oOparieHusi J1eKapCTBEHHBIX CpeACTB - (u3MuUeckwe JWIjd, B TOM YHCIIe
VHJUBU/Yya/lbHble TIpeJIIpUHUMAaTeU, U HpUAUYecKue JMLa, OCYLeCTBIISIOLMe [esTe/IbHOCTh NPy
oOpallieHrH JIeKapCTBEHHBIX CPeJICTB;

30) pa3paboTuuK /eKapCTBEHHOTO CPe/ICTBA - OpraHM3aLuys, 00/iaziaroliiasi MpaBaMy Ha pe3yJibTaThbl
JOKIMHUYECKHUX  MCC/e[OBaHWM  JIeKapCTBEHHOTO  CpeJCTBa,  KAMHUUECKHUX  MCC/Ie[l0BaHUMN
JleKapCTBEHHOT 0 Mperapara u (Wn) Ha TeXHOJIOTUI0 MPOU3BO/ICTBA JIeKapCTBEHHOTO CPe/iCTBa;

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

31) mpou3BOACTBO JI€EKAPCTBEHHBIX CPEACTB - [eATe/JbHOCTh M0 MPOM3BO/ICTBY JIeKapCTBEHHBIX
Cpe/ICTB OpraHU3alUsIMU - TIPOU3BOJUTE/ISIMU JIeKapCTBEHHBIX CPeZCTB Ha OAHOW CTa/iuU, HECKOJIbKUX
W/ BCeX CTaZUsIX TeXHOJIOTMUUeCKOro TIPolLiecca, a TakKe M0 XpaHeHUI0 U peau3aliiy MPOou3BeeHHbIX
JleKapCTBEHHBIX CPe/ICTB;

31.1) mpou3BO/ACTBeHHas IIOLA/IKa - TEPPUTOPHUATEHO 060C00IeHHbIN KOMIUIEKC TTPOU3BOAUTEIS
JIeKapCTBeHHBbIX CpeJCTB, IIpeJHa3HAueHHbIM /i1 BBINIOJIHEHMs BCero rpolecca IPOU3BO/CTBA
JIeKapCTBEeHHBIX CPeJICTB WX ero OIpezie/IeHHOW CTaluu;

(m. 31.1 BBeieH PesiepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) npou3BO/iMTe/b JIeKapCTBEHHBIX CPeJCTB - OpraHM3aliusi, OCYILeCTBJISIOIIasi MPOU3BO/[CTBO
JleKapCTBeHHBIX CPe/ICTB B COOTBETCTBUM C TpeboBaHUSIMU HacTosiiero deziepasbHOr0 3aKOHa;

33) dapmarieBTUUeCKas 1eSITeIbHOCTD - IesATe/IbHOCTD, BK/IIOYAOIIasi B ce0si ONTOBYIO TOPTOBIIIO
JIeKapCTBEHHBIMH ~ CpeJCTBaMH, WX XpaHeHWe, T11epeBO3Ky U (WIM) PO3HHUUHYIO TOPTOBIIIO
JIeKapCTBEHHBIMHU TIperiapaTamMH, B TOM YHC/Ie AWCTAHL[MOHHBIM CIIOCOOOM, WX OTITyCK, XpaHeHue,
repeBO3KY, U3rOTOBJ/IeHUe JIeKapCTBEHHBIX TNperapaToB;

(B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-P3)

34) opraHuzalusi OINTOBOM TOPrOB/IM JIeKAPCTBEHHBIMU CpeJCTBaMU - OpraHu3alus,
OCYILIeCTBJISIFOLLasl OMTOBYIO TOPIOBJIIO JIeKapCTBEHHBIMU Cpe/CTBaMH, WX XpaHeHWe, MepeBO3Ky B
COOTBETCTBUHM C TpeboBaHUSIMU HacTosiero deepasbHOrO 3aKOHa;

35) anTeyHasi oOpraHu3alUsi - OpraHu3alus, CTPYKTypHOe moJpa3jereHre MeAULMHCKON
OpraHu3aluM, OCYIIEeCTB/ISIOL[Me PO3HUYHYIO TOPrOBJ/IO JIeKAapCTBEHHLIMU TperapaTamu, B TOM YHCJIe



JVICTaHLIMOHHBIM ~ Cr1I0cOO0M, XpaHeHHWe, TIepeBO3KY, W3rOTOBJEHWe U OTIYCK JIeKapCTBEHHBIX
MpernapaToB AJisi MeJWUIMHCKOTO TPUMEeHEeHUs] B COOTBETCTBMM C TpeOOBAaHWSIMK HACTOSILETO
®DeziepaIbHOIO 3aKO0Ha;

(B pegn. PenepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHasl anTeuHas OpraHM3alysi - OpraHu3alus, CTPYKTYpPHOe Tio/pa3jeseHre
BeTepUHApHOW  OpraHu3aliy,  OCYLIEeCTB/SIOLIMe  PO3HHMYHYIO  TOPIOB/IIO  JIeKapCTBEHHBIMU
nperapatamMM, B TOM YHC/e [WCTaHLMOHHBIM CHOCOOOM, XpaHeHHWe, M3TOTOB/EHWE U OTIYCK
JIeKapCTBEHHBIX TIPeriapaToB /i BeTepPUHAPHOTO TIPUMEHEeHHsI B COOTBETCTBMM C TPeOOBaHUSMH
Hacrosulero desepabHOrO 3aKOHa;

(B pegn. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

37)  danbcuduiupoBaHHOe  JIeKApCTBEHHOe  CPeJCTBO -  JieKapCTBEHHOe  CpPe/CTBO,
COMPOBOXKAaeMoe JIO>)KHOM MH(OopMal[reli 0 ero coctaBe U (W/K) MPOU3BOIUTEIE,;

38) HenoOpokauecTBEHHOe JIeKAPCTBEHHOE CpeJCTBO - JIeKApCTBEHHOe CpeJCTBO, He
COOTBeTCTBYIOIIlee TpeboBaHUAM (hapMaKoIeiiHOM cTaTby MO0 B Cydae ee OTCYTCTBHUSI TPeOOBaHUSIM
HOPMAaTHUBHOM JJOKyMeHTaL[u1 WX HOPMAaTUBHOTO JJOKYMEHTa;

39) KoHTpagaKkTHOE JIeKapCTBEHHOEe CPE/ICTBO - JIEKapCTBEHHOEe CPe/ICTBO, HaXosIieecss B 000poTe
C HapylIeHHeM IPa)KZaHCKOTO 3aKOHO/IaTe/TbCTBA;

40)  [JOKIMHWUYECKOe  HCCHAeloBaHHE  JIEKADCTBEHHOTO  CpeAcTBa -  OWOIOrMuecKue,
MUKPOOHMOIOTHYeCKre, UMMYHOJIOTUYeCKHe, TOKCHUKOJIOTHUecKre, (hapMakosoruueckue, (usnueckue,
XUMHUUeCKUe U JIpyrue Ucc/ieZloBaHus JIeKapCTBEHHOT'O CPe/ICTBA MyTeM MPUMeHeHHsl HayUHbIX MeTO/I0B
OLIEHOK B LIe/IsSIX TIOTyYeHUsT 10Ka3aTe/IbCTB 6€30MacHOCTH, KauecTBa U 3pPeKTUBHOCTH JIEKAPCTBEHHOTO
Cpe/iCTBa;

41) KIMHUYeCKoe HCC/ae/loBaHWe JIeKapCTBEHHOTO TiperiapaTa - M3y4yeHHe MarHOCTUUeCcKHX,
neyeOHbIX, MPOGUIAKTUYECKHX, (JapMaKoIOrMuecKUX CBOMCTB JIeKapCTBEHHOTO Tperapara B Iporjecce
ero TNpUMeHeHHUsl y uesioBeKa, >KMBOTHOTO, B TOM 4YMCJ/e IPOLIeCCOB BCAChIBAHHUS, pacIpefeseHus,
V3MeHeHUsi M BbIBe/leHUs], IyTeM IpUMeHeHUs Hay4HbIX MeTO/0B OLIeHOK B Le/X [0JlyuyeHUs
[lOKa3aTe/qbCTB 0e30MacHOCTH, KadeCTBa U 3(PQPEeKTHBHOCTH JIEKAPCTBEHHOTO TperapaTa, AaHHBIX O
He)KeslaTellbHbIX peakLMsiX OpraHu3Ma uejioBeKa, >KMBOTHOIO Ha TIpMMeHeHHe JIeKapCTBeHHOTrO
niperiapata U 00 3¢dekTe ero B3aMMOJENCTBUsS C JAPYTMMHU JieKapCTBEHHLIMU TperiapataMy U (W)
MUILEeBBIMUA NIPOYKTaMU, KOpMaMU;

42) MHOTOLIEHTPOBOE KJIMHUUeCKOe MCC/ie[iloBaHKe IeKapCTBEeHHOTI' 0 TiperapaTa Jijisi MeIULIMHCKOT 0
MpUMeHeHUsT - KJIMHUUeCKoe UCC/ie[joBaHhe JIeKapCTBEeHHOIo TiperapaTa [Jjisi  MeAWLIMHCKOTO
TIpUMeHeHws], TIPOBOJMMOe pa3pabOTUMKOM JIEKApCTBEHHOTO Tperapara B IByX U 0osiee MeJUITMHCKUX
OpraHu3alUsIX 10 eJMHOMY TPOTOKO/y KJIMHUUEeCKOT0 UCC/Ie/IoBaHUs JIeKapCTBEHHOT O MperapaTa;

43) MexJyHapoJHOe MHOTOLeEHTPOBOe K/IMHHWYECKOe HCC/e/loBaHUe JIeKapCTBEHHOIrO Iperapara
I/ MeQULIMHCKOTO TIDUMEHeHHsl - KJIMHWYeCKoe WCC/iefloBaHre JIeKapCTBEHHOrO Tperapara Ajis
MeULUHCKOTO TIpPUMeHeHUs, TIPOBOJMMOe pa3pabOTUMKOM JIEKapCTBEHHOTO TIperapata B pa3/MuHBIX
CTpaHax Mo eIMHOMY TIPOTOKOJTy KJIMHAYEeCKOT0 UCC/e/IoBaHus JIeKapCTBEHHOTO Tperapara;

44) TIOCTPervuCTpalMOHHOe KIMHUYeCKOe WCC/e/JoBaHMe JIeKapCTBEHHOTO TMiperiapaTta  [ijist
MEIUIUHCKOTO TIPUMEHEeHUsI - K/IWHMUECKOe UCC/IeloBaHWe JIeKapCTBEHHOrO TIperapara  [ijis
MeIULUHCKOTO MPUMEHEeHUs], TIPOBOZMMOE TIPOM3BO/IUTE/IEM JIEKAPCTBEHHOIO MperapaTta, rpaxJaHCKUH



000pOT KOTOPOTO OCYIIeCTBIISIETCS 110C/Ie TOCY/JapCTBEHHON PerucTpaliy Wi PerucTpanyy, B Leisx
JIOTIOJTHATENTBHOTO cbopa AaHHBIX O ero Oe3omacHOCTH W 3(Q(eKTUBHOCTH, PACIIMPeHHs TOKa3aHWH K
NIPUMEHEHHI0 JIaHHOTO JIeKapCTBEHHOTO IIperiapaTa, a Tak)Ke BbISBJIEHUSI He)KeslaTelbHbIX peakLd
MaleHTOB Ha ero J1elCTBYE;

(B pen. ®epepanbHoro 3akona ot 30.01.2024 N 1-P3)

45) wuccnenoBaHde OMO3KBHBAJIEHTHOCTH JIeKADCTBEHHOrO TMperiapata - BUJ KIMHAYECKOTO
WCC/IeIOBaHMS JIEKAPDCTBEHHOTO TIperapara, NpoBe/ieHHe KOTOPOTO OCYIIeCTBJISIETCS /ISl OTIpe/ie/ieHHUs]
CKODOCTH BCaChlBaHUSI W BBIBEJIEHHWS] OJHOTO WM HECKOJBKUX 00/azaronmx (apmMaKkoIoruueckon
aKTUBHOCTBIO [IeMCTBYIOIIUX BeI[eCTB, KOJMYEeCTBa JieKApCTBEHHOIO TiperiapaTa, [JOCTUTalOIIero
CHUCTEMHOTO KPOBOTOKa, W Pe3y/bTaThl KOTOPOTO TIO3BOJISIOT CZie/laTh BBIBOJ, O OMO3KBHUBa/IEHTHOCTH
BOCIIPOM3Be/|eHHOT0 JIEKAPCTBEHHOTO TIperiapara B Orpe/ie/leHHbIX JieKapCcTBeHHOW (hopMe U J03UPOBKe,
COOTBETCTBYHOLUX (hopMe U 03UPOBKe pehepeHTHOro JIeKapCTBeHHOTO TIperapara;

(1. 45 B pen. @enepanbHOTO 3aKoHa OT 22.12.2014 N 429-D3)

46) wuccnefoBaHMe TepaneBTUUECKOW SKBHBA/eHTHOCTH JIeKapCTBEHHBIX IIpernapaToB - BU[,
KJIMHUYeCKOr0 UCC/Ie/I0BaHus JleKapCTBeHHBIX NpernapaToB, IPOBe/ieHre KOTOPOro OCYILeCTB/ISIeTCS /IS
BbISIB/IEHUS] O/IMHAKOBBIX CBOMCTB JIeKAPCTBEHHBIX IMperapaToB OIpe/ie/ieHHOMN JieKapCTBeHHOW (OpMBI,
a TaKKe HaIMuusi O/MHAKOBLIX TII0Ka3aTesieli 0Oe30macHOCTM U 3(PQeKTUBHOCTH JieKapCTBEHHBIX
TperaparoB, OJUHAKOBbIX KIMHUYeCKUX 3(P(heKTOB IPU UX PUMEHEeHUH;

47) MpOTOKOJ KIMHUUECKOT0 MCC/Ie[JOBaHUs JIeKapCTBEHHOIO Tperapara - JOKyMeHT, B KOTOPOM
orpeiesisitoTCs e, GOpMbl OpraHU3alii U MeTO/I0/IOTHsI TIPOBe/leHUsT KITMHUUeCKOT0 UCC/elOBaHus,
CTaTHCTHUUECKHe MeTo[bl 00pabOTKM pe3ysbTaTOB TAaKOTO MCCAeJOBaHWS M Mephl 10 00ecrieueHHIo
6e3ormacHOCTU (PU3NUECKUX /ML, YYaCTBYIOIIMX B KJIMHAYECKOM WCC/Iel0BaHUN JIeKapCTBEHHOTO
riperapara;

48) Gporiropa uccieioBaTesIsi - CBOAHOE U3/I0KeHHe Pe3y/IbTaToB JOK/IMHUUECKOr0 UCC/IeJOBaHuUs
JIeKapCTBEHHOTO Cpe/iCTBa U K/JIMHUUECKOTO HCC/Ie[JOBaHUsl JIeKapCTBEHHOrO TiperapaTa AJisi
MeJULIMHCKOTO TTPUMeHEeHUsI;

49) uH(OpPMaILMOHHBINA JTMCTOK Tal[ieHTa - JOKyMeHT, KOTOPbiii opopmiseTcs: B BUe JOKYMeHTa
Ha OyMa)KHOM HOCHUTesie, TIOANMCAHHOTO TALMeHTOM WM €ero 3aKOHHBIM TIpe/icTaBUTesieM, JIMOO
dbopmupyercsi B ¢dopMe 37eKTPOHHOTO [JOKyMeHTa, IMOANMCAHHOTO TIAl[MeHTOM WM €Tr0 3aKOHHBIM
rpefiCTaBUTe/IeM C HCIO0/b30BaHUEM YCU/IeHHOW KBanu(ULMPOBAHHOM 37€KTPOHHOW TMOAIUCH, WU
YCU/IEHHOW HeKBaMU(PUIIMPOBAaHHOW 3/IEKTPOHHOW TMOJIUCH, WA TPOCTOM 3/1eKTPOHHOW TMOANUCH
MOCpPe/ICTBOM TIPUMEHEeHUs] eIMHOW CUCTeMbl WAeHTU(hUKALUA U ayTeHTU(PUKAMM, U B KOTOPOM
cofiep>katcsi B JOCTYIHOM (opMe CBeJleHUs], Kacarolyecsi MPOBOAUMOI0 KJIMHWYEeCKOT0 MCC/e/J0BaHuUs
JIeKapCTBEHHOTO TperiapaTa, U BbIpaKeHHOe B MHUCbMEHHOM opMe 0OpOBOBHOE COrjiacue TaljeHTa
Ha ydYacTHe B K/IWMHUYECKOM UCC/IeZIOBAaHUM JIEKADCTBEHHOTO TMperapara [Jjs MeAUlMHCKOTO
TIpUMeHeHUsl 1oC/ie 03HAKOMJIeHHUs Tal[deHTa WM ero 3aKOHHOTO Tpe/ICTaBUTeNsi C 0COOeHHOCTSIMU
K/IMHUYeCKOro UCC/e/JoBaHusl, UMEIOLLMMHY 3HaueHUe [/ BbIDayKeHUs1 TaKOT0 COTrJiacusi;
(. 49 B pen. PenepanbHOro 3akoHa ot 28.12.2025 N 504-D3)

50) mobouHOe [felCTBHE - peaklds OpraHW3Ma, BO3HUKIIAA B CBSI3U C TPUMEHEHUEM
JIEKapCTBEHHOI'0 TiperapaTa B [j03aX, PEeKOMeH/yeMbIX B MWHCTPYKLMM TI0 ero TNpUMeHEeHUo, [JIs
NpoUIaKTUKU, AUArHOCTHUKH, JieueHus 3a00/1eBaHuUs WK /1J1s1 peaOuIUTalvy;

50.1) HexxenaTesnbHasi peaklysi - HelpeJHaMepeHHass Heb/arornpusiTHas peaklysi OpraHu3Ma,
KOTOpast MOKeT OBITh CBsi3aHa C TIPUMeHeHHeM JIeKapCTBEHHOTO TperiapaTa;



(. 50.1 BBeieH deepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HeskelaTe/lbHasi peakldsi - HeKejaTe/bHas peaklds OpraHu3Ma, CBsi3aHHasl C
NpYMeHeHWeM JIeKapCTBEHHOIrO TIperapara, IpuBejilias K CMepTH, BPOXAEHHbIM aHOMAaUSIM WU
TOpoKaM pa3BUTHs MO0 TpefcTaB/stomasi coboii yrpo3y >kusHM, TpeOyroljas TOCIUTATN3aLUN W
NpUBe/IIasi K CTOMKOW yTpare TPy/[0CIIOCOOHOCTH U (W) UHBAIUJHOCTH;

52) HenpeZBHU/EHHas He)KerlaTejlbHas peaklusi - HeXXejaTelbHas peaklds OpraHv3ma, KoTopas
CBfI3aHa C TpPUMEHEeHWeM JIeKapCTBEHHOrO IiperapaTa B [j03aX, PEKOMEH/AyeMbIX B TMPOTOKOJe ero
KJIMHUYECKOTO WCC/Ie[IOBaHus, OpOIIIope WCCe[oBaTesis, WIA C TIPUMEHEeHHEeM JIeKapCTBEHHOTO
rperiapaTa B /l03aX, PEKOMEHJyeMbIX B MHCTPYKIMM TI0 €ro TpUMeHeHWIO [Jisi TIPO(dUIaKTHKHY,
JTUAaTHOCTUKY, JieueHWs 3abo/eBaHUS WM MEAULMHCKOW peabWIMTal[iM TaljeHTa, W CYIHOCTb,
TSDKeCTb WIM MCXOJ, KOTOpPOM He COOTBETCTByeT HH(OpMAalMM O JieKapCTBEHHOM Tperiapare,
cofiepXKallieiicss B TIPOTOKOJie ero KJIMHUYEeCKOro HCC/e/loBaHus, OpoIitope uccaenoBaresss WA B
VHCTPYKLWH TI0 IPUMeHEeHUI0 JIeKapCTBEHHOT0 Tiperapara;

(n. 52 B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-®3)

52.1) dapmakoHai30p - BUJ, AeATEIbHOCTH MO0 MOHHMTOPUHTY 3(P(eKTUBHOCTU M Oe301acHOCTH
JeKapCTBeHHBbIX TIperiapaToB, HalpaB/IeHHbIM Ha BBISBIEHUWE, OLIEHKY U  TpeJoTBpallleHue
He)KeJlaTeTbHbIX TTOC/Ie[ICTBUM MPUMeHeHHs JIeKapCTBEeHHBIX MPerapaTos,;

(m. 52.1 BBeieH PerepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) mlaH yTpaB/ieHWs] PUCKaMHU - TO/IPOOHOE OMKCaHWe MepONpHusTUN Mo (hapMaKoHa/30py,
HarpaBJ/IeHHBbIX Ha BbIsIB/IEHUeE, OLIEHKY U MpeJoTBpallleHre WM MUHHMMU3ALWI0 PUCKOB, CBSI3aHHBIX C
JleKapCTBeHHbIMU TIperapaTamy, BK/IH0Uast OLleHKY 3()()eKTHBHOCTH JaHHbIX MePONPHUSTHI;

(m. 52.2 BBeieH PeslepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peLleNiT Ha JIeKapCTBEHHbIM TMperapar - MeAULIMHCKUW JOKYMEHT YCTaHOBJIEHHOW (OpMBI,
cojiep’Kalluii Ha3HaueHue JIeKapCTBEHHOIO IiperapaTa [js MeJULMHCKOTO MPUMEHEHUs], BblJAHHbIN
MeJULUHCKUM PabOTHUKOM B IIeJisIX OTIyCKa JIeKapCTBEHHOTO TIperiapaTa W €r0 W3TOTOBJIEHUS U
OTITyCKa Ha OyMa)KHOM HOCHTesle WIH C COTJIacUsl Tal[deHTa WM €ro 3aKOHHOTO Tpe/ICTAaBUTEeNs B
¢opme 3/1eKTPOHHOTO [JOKYMEHTa, MOANKMCAHHOTO C UCI0/Ib30BaHWeM YCU/IeHHOM KBalU(HULIMPOBaHHON
3/IEKTPOHHOM TOJIUCU  MeJULMHCKOro paboTHHKa, /MO0 [JOKYMEHT YCTaHOB/IEHHOW (OpMBI,
CoJieprKalliuii Ha3HauyeHWe JIeKapCTBEHHOrO IperapaTa /Jis BeTepUHapHOrO0 MPHUMEHEeHUs, BbIJAaHHbIN
CrieLdanucToM B 00/acTH BeTepUHApUM B LiesX OTIyCKa JeKapCTBEHHOTO Tiperapata WA ero
W3rOTOB/IEHWSI U OTIyCKa Ha OyMaKHOM HOCHTesle WIM C COTJIaCHsl Bafiesiblla >KUBOTHOTO WJ/IH
3aKOHHOTO TIpe/[CTaBUTess Bajie/blia >KUBOTHOTO, O(OPM/IeHHBIM B 3/7eKTPOHHOW (opme C
UCII0/Tb30BaHuEM (efiepanbHOM roCy/JapCTBeHHON MH(OPMAL[MOHHOM CUCTeMbI B 00/1aCTH BeTeprHapHy;
(B pen. PenepanbHbIX 3aK0HOB OT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-®3, ot 30.12.2021 N
463-D3)

54) TpeboBaHWe MeAMIIMHCKOW OpraHU3alliM, BeTepUHAPHOW OpraHM3allid WIA OpraHU3alvH
(uHAVBUYyaNBbHOTO — TIpeJTIDUHMMATess1),  OCYILeCTB/sioel  (OCyllecTB/SIIOIEro)  pa3BefieHue,
BbIpalllMBaHUe U COJlep)KaHWe >XUBOTHBIX, - [OKYMEHT YCTaHOBJIEHHOW (hOPMBI, KOTOPBIMA BBIHCAH
MeIMIUHCKUM PabOTHUKOM WM CTHEMaTuCTOM B 00/IaCTH BeTepUHAPWH, UMEIOIIMMHU Ha 3TO TMpaBo, U
COJIeP>KUT B TIMChbMEHHOW (opMe yKa3aHWe anTeyHOW OpraHM3allid WM BeTepHHapHOM arTeuyHou
opraHusalui 00 OTIyCKe JieKapCTBEHHOIO TperiapaTta WM O ero U3rOTOBJeHHWH U 00 oTmycke Ajist
obecrieueHus JieueOHOTO TIpoLiecca B MeAULIMHCKOW OpraHM3allid, BeTepUHAPHOW OpraHu3al[uv Wiu B
opraHuM3aluv (UHAVWBUJYaJbHBIM TMpeANpUHMMATeNeM), OCYLIeCTB/sOLel (OCYIeCTB/ISOLVM)
pa3Be/ieHue, BhIpallliBaHUe U COZIep>KaHHe )KUBOTHBIX;



(. 54 B pen. @enepanbHOro 3akoHa ot 30.12.2021 N 463-D3)

55) KOMIUJIeKCHasi OLleHKa JIeKapCTBeHHOTO TMperapata - OLeHKa 3aperuCTpUpOBaHHOIO
JIeKapCTBEHHOTO Tperapara, BK/Irouarolasi B ceds aHamm3 nHGOpMaIv O CpaBHUTETbHON KIIMHUYECKOU
3 GeKTUBHOCTU M 0e30MacHOCTH JIEKapCTBEHHOTO TperapaTa, OLIEHKY 3KOHOMWYECKHMX TOCTIeCTBUN
ero NpyUMeHeHUsl, U3yueHue [JOTI0JTHUTeTbHbIX MOC/IeCTBUIN MPUMeHeH s JIeKapCTBeHHOTO MperapaTa B
LesiX TIPUHSTUSI pPeLleHW O BO3MO)KHOCTH BKJ/IIOUEHHsI JIeKapCTBEHHOIO IperiapaTta B IepeueHb
JKU3HEHHO He0OXO/MMbBIX Y Ba)KHEMIITHX JIeKapCTBEHHBIX TperapaToB, HOpMaTUBHbIE TIPAaBOBbIE aKThI U
VHbIe JOKYMEHTbI, OTpe/ie/Isitollie TIOPSiIoK OKa3aHUsi MeIULIMHCKOMN TTOMOIIU, UK UCK/TFOUeHUsI ero U3
yKa3aHHbBIX TIepeYHsi, aKTOB U IOKYMEHTOB;

(m. 55 BBefieH PezepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

56) cucTeMa MOHUTOPUHTrA [BW)XEHUSl JIeKapCTBEHHBIX TIperiapatoB Jjii MeJULMHCKOTO
NpUMeHeHUs1 - (QefepanbHas roCyAapCTBeHHass UH(OPMALMOHHAasi CMCTeMa MOHMUTODUHIA JBW)KEHHSI
JleKapCTBeHHBIX TIperapaToB /il MeJWLIMHCKOTO TpHMEeHEeHUsi OT TPOU3BOAUTENs] [0 KOHEYHOIo
noTpeOUTeNsT C WCIMOb30BAHMEM B OTHOIIEHHWW JIeKAPCTBEHHBIX IIPerapaTtoB Jisi MeAMIIMHCKOTO
TpUMeHeHHsl CPe/ICTB UeHTU(UKaInuy;

(m. 56 BBegeH PenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

57) Ko MapKHpDOBKU - YHHKa/lbHasi TI0C/Ie/l0BaTe/TlbHOCThL CHMMBOJIOB, COCTOsIasi M3 Koja
WeHTU(PUKALIMM U KOJA TIPOBEPKH, OIpejersieMblX B COOTBeTCTBUMU C PesepanbHbIM 3aKOHOM OT 28
nekabpss 2009 roma N 381-®@3 "OO ocHOBaXx TroOCy/JapCTBEHHOTO PperyJMpOBaHUSI TOPrOBOM
JesTelbHOCTH B Poccuiickor @enepauyn’.

(n. 57 BBefeH PenepanbHbIM 3aKOHOM OT 28.12.2025 N 514-D3)

Mnasa 2. MO/THOMOYUNA PEAEPAJIbHBLIX OPTAHOB I/ICI'IOHHI/ITEHbHQVI
B/TIACTU, UCMNMOJNTHNTE/IbHbIX OPTAHOB CYBbEKTOB POCCUNCKON
PEJEPALNU NMPU OBPALWEHNN NEKAPCTBEHHbLIX CPEACTB
(B pex. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratbsl 5. MonHomounsa cpegepasibHbIX OPraHOB WCMOJIHUTENIbHOW BRactu npu
oGpalleHNn NekapcTBEHHbIX CPeAcCTB

K mnonHomoumsiM  ¢efepasbHBIX  OpraHOB — WCIIOJIHUTENBHONW B/aCTM TIpU  oOpallieHruu
JleKapCTBEHHBIX CPe/ICTB OTHOCSITCS:

1) mpoBenenve B Poccuiickori Pefepaiui eJUHON TOCYZAPCTBEHHOMW TMOJUTHKH B 00/1acTU
obecrieueHust TeKapCTBeHHbIMH TpeTiapaTaMy TpakJaH B Poccuiickoil ®@efiepariuy;
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepkzaeHue 00X (apMaKomeWHbIX cTareld, ¢apMakoIelHbIX CTaTel, H3JaHHe
rocyjapCTBeHHOM (papMakorieu, Co3/laHue U BeZieHre peectpa (papMakorieiHbIX CTaHJapTHBIX 00pas3IioB;
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-@3)

3) ocyiectBieHue ¢efepaTbHOrO TOCYZAPCTBEHHOTO KOHTPOJIS (Hazzopa) B cdepe oOparieHus
NeKapCTBEHHBIX CPe/ICTB;
(B pea. PenepanbHbIX 3aKOHOB OT 25.06.2012 N 93-®3, ot 11.06.2021 N 170-P3)

4) nuLeH3UpOBaHWe T[IPOU3BO/CTBA JIEKAPCTBEHHBIX CpPeACTB, B TOM uucie ¢eaepanbHbli
roCy/1apCTBeHHbIN JTULeH3MOHHbIN KOHTPOJIb JIeITeTbHOCTH T10 TIPOM3BO/CTBY JIeKAPCTBEHHBIX CPEJICTB,



reproJiyecKoe MoJTBepKJeHrue COOTBETCTBHUS JIML|eH3uaTa, UMeIOLero JMLeH3MI0 Ha MPOM3BO/CTBO
JleKapCTBeHHBIX CPeJiCTB, M (hapMal|eBTUUeCKOW /1esiTe/IbHOCTU B COOTBETCTBUU C 3aKOHOZATeTbCTBOM
Poccutickon ®@enepanyy;

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

5) opraHu3alusi 3KCIepTU3bl JeKapCTBEHHBbIX CPeJCTB, 3TUUECKOM SKCIIePTU3bl BO3MOXKHOCTU
NIpOBeJileHUs]  K/IMHUUYeCKOI0 MCC/Ie[OBaHMs JIeKapCTBEHHOIO Iiperiapara Jjsi  MeAULIMHCKOIO
NPUMEHeHUs], SKCIIePTU3bl [OKYMEHTOB, TpeJCTaB/JeHHBbIX [JIg  OIpefe/leHUss BO3MOKHOCTHU
paccMaTpuBaTh JeKapCTBEHHBIM Iperapar [/ MeJMLIMHCKOrO NMpUMeHeHHsl B KayeCcTBe Op(aHHOrOo
JIeKapCTBEHHOI0 Mperapara;

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

5.1) opraHuzalusi TIpOBeieHUs] KOMIIJIEKCHOM OLIeHKH JIeKapCTBEHHOIO Tiperiapata B LieJisix
TIPUHSATHS pelleHnid 0 BO3MOYKHOCTU BK/IHOUEHHsl JIEKAapCTBEHHOIO TperiapaTa B IepeueHb >KU3HEHHO
HeOOXOMMBIX U BaKHEWIIIMX JIeKapCTBEHHBIX TIpPerapaToB, HOPMaTHUBHbIE TPABOBbIe aKThl U HHBIE
JIOKYMEeHTBI, Ofpefesisitolye TOPSJ0K OKa3aHWs MeAULIMHCKOW TMOMOILY WM WCK/IIOUeHUs ero u3
yKa3aHHbBIX TIepeyHsi, aKTOB U IOKYMEHTOB;

(m. 5.1 BBegeH PefepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) BblJjaua pa3pellieHrii Ha TIpoBe/ieHre KITMHUYeCKHUX UCC/Ie/loBaHUM JIeKapCTBeHHbIX Mperaparos,
BeJleHMe peecTpa BbIJJaHHBIX pa3pelleHui Ha MpoBe/ileHue KJIMHUUYeCKUX UCCrel0BaHUM J1eKapCTBEHHBIX
riperapaTos;

7) rocyjapCTBeHHas perucTpaliysi JIeKapCTBEHHBIX IIperapaTroB, BeJieHWe TOCyZAapCTBEHHOrO
peecTpa JIeKapCTBEHHbBIX CPe/ICTB;

7.1) perucrtpauys, MOATBEpPXJeHHWe perucTpanyy (repeperucrpanus), BHeCeHWe H3MeHeHUH B
pervcTpalyoHHOe 10Che, a TaKXKe TIPOBeJieHre TIPOLeAyp, CBSI3aHHBIX C perucTpalyeil, B COOTBeTCTBUU
C yTBep)K/leHHbIMU EBpa3uiicKoii 5KOHOMHUeCKOW KOMHUCCHel TpaBU/iaMy PerucTpaldd U 3KCTepTU3bI
JIeKapCTBEHHBIX CPEeJICTB /il MeJUI[MHCKOTO TIPUMEHEHHs] U TMpaBWIaMH PeryJMpoBaHUs OOpalleHHs
BeTePUHAPHBIX JIeKapCTBEHHBIX CPEJICTB Ha TaMOXKeHHOW TeppuTOpuM EBpa3uiickoro SKOHOMUUECKOTo
COM033;

(m. 7.1 BBegeH depepanbHbiM 3aK0HOM OT 30.01.2024 N 1-D3)

7.2) mpejcTaB/ieHMe WH(POPMALMU O  PerucTpauyy, TOATBEPXKAEeHUU  perucTpaluu
(mepeperucTpaiiui), BHECEHMM HW3MeHEeHMM B perucTpalioOHHOe [0Che, a TakKe O TMpoleaypax,
CBSI3aHHBIX C peructpanuei, B EBpa3uiickyl0 3KOHOMHUYECKYH) KOMMCCUIO C MCIO0/b30BaHUEM
VMHTEerpupoBaHHOM MHGOPMALMOHHOMN crcTeMbl EBpa3uiickoro 5KOHOMHUYECKOT0 COr3a B COOTBETCTBUHU
C yTBep)KAeHHbIMU EBpasuiickoii S5KOHOMUUYECKOW KOMHUCCHed TopsiikoM (OpMUPOBaHUSI U BeJeHUs
e[JMHOTO peecTpa 3aperuCTPUPOBAaHHBLIX JIeKaPCTBEHHBIX CPeACTB EBpa3suiCKOro >KOHOMUUECKOTO
COl03a U TMpaBW/aMM DeryJMpoBaHHs OOpalljeHus BeTepPUHAPHBIX JIeKapCTBEHHBIX CpeACTB Ha
TaMO>KeHHOW TeppyuTOprHy EBpa3uiickoro 5KOHOMUUECKOr0 CO03a;

(. 7.2 BBegeH PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-P3)

7.3) yTBepxK/[eHue TopsKa TMPUOCTAHOBIEHUS] JeNCTBUSI PervcTpaLMOHHOTO Y/J0CTOBEPeHUs
JIeKapCTBeHHOT0 IperiapaTta WM OrpaHWYeHHsi TNPUMEHeHUsl JIeKapCTBEHHOrO Iiperapara s
MeJMLIMHCKOIO0 TIpPUMEHeHHs1 B C/ayyasX, M[peJyCMOTPeHHBbIX yTBep)XJeHHbIMHA EBpa3suiickon
5KOHOMHYECKOW KOMMCCHeW MpaBW/IaMU PerucTpalyd M SKCIIepTU3bl JIEKAPCTBEHHBIX CPEJCTB /IS
MeIULMHCKOTO TIpUMEeHeHHUs, W BO300HOB/IEHUSI [IeHCTBUS DPeruCTPALMOHHOTO Yy/IOCTOBEpeHHUS
JIeKapCTBEHHOr' 0 TiperiapaTa WM CHSATHs OrpaHWYeHUs] TIPMMeHeHUsl JieKapCTBeHHOro TperapaTa AJisi



MeJULIMHCKOTO NPUMeHEeHUsI;
(n. 7.3 BBegeH PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranu3zaius ¥ (Win) TIPOBe/IEHHe WHCIIEKTHPOBAaHUS CyOBEKTOB OOpalleHHsl JIeKapCTBEHHBIX
CpeJICTB Ha COOTBETCTBUE YTBepXKAeHHbIM EBpa3uiickoll 3KOHOMHYECKOW KOMMCCHel TpaBUiamM
Hazijiexainei s1abopaTOpHOM TIPAKTUKH, TIPaBWIaM HajjeXkalled KIMHUYeCKOW TPaKTUKH, TTPaBWIaM
HazyieXaineid AUCTpUOBIOTOPCKONM TIPAKTUKH, TIPaBW/IaM HaJjiekallied MpakTHKY (apMakoHaz30pa, a
TaKXXe YTBepXK/IeHHBIM YIIOJIHOMOUEHHBIMU (e/lepaJbHbIMH  OpraHaMU  WCTIOJTHUTeTbHOM  BJIACTH
MIpaBU/IAM Ha/ljieKallleld anTeYHOU MPaKTUKH, TIpaBUIaM XpaHeHUs! JIeKapCTBEHHBIX CPe/ICTB;

(n. 8 B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

8.1) opranuzaims W (UaM) TipoBefieHMe (papmalleBTUUECKHUX WHCIEKIMA TPOU3BO/CTBA
NleKapCTBeHHBbIX CPeJCTB /il BeTepUHAPHOTrO TpPUMEeHeHWs Ha COOTBETCTBHUe TPeOOBaHUSIM TIPaBHWII
HaJ|jie)kallled TIPOM3BOACTBEHHOM TpaKTWKW EBpa3suiicKoro 5SKOHOMHWYECKOTO COro3a, Bbljaua,
MPUOCTAaHOB/IEHHEe, BO300HOB/IEHHE WM TIpeKpallleHrne AeMCTBUS CepTU(MHKATOB (3aKTFOUEHMI)
COOTBETCTBUS TIPOM3BO/ICTBA JIEKADCTBEHHBIX CPEZICTB /ISl BETEPUHAPHOTO NpUMeHeHUsT TpeboBaHUsAM
MpaBU/I HajjleXkallleld MPOU3BO/CTBEHHOM MPaKTUKX EBpPa3uiickoro sKOHOMHUUYECKOr0 COK03a, BHECEHUe
V3MeHeHU! B Takue cepTU(UKATHI (3aK/IF0UeHNs);

(. 8.1 B peg. ®epepanbHOro 3akoHa ot 31.07.2025 N 304-P3)

8.1-1) opraHuzaims W (Wid) mnpoBejeHUe (apMalleBTUUeCKUX WHCIEeKLUM TPOU3BOJCTBA
JIeKapCTBEHHBIX CPeJICTB [Jisi MeJUIIMHCKOTO TIPUMEHEeHWs Ha COOTBETCTBHe TpeOOBaHUSM TIPaBUIT
HaJjie)xallled TMPOW3BOACTBEHHOM TMPaKTUKM EBpasuiCKOro 3KOHOMHYECKOTO COKO3a, Bbljaua,
TIPUOCTAHOB/IEHWe, BO300HOB/IEHWE WM TIpEKpalljeHWe [eHCTBUS CepPTU(UKATOB COOTBETCTBHUS
TIPOM3BO/ICTBA JIEKADPCTBEHHBIX CPEJCTB /11 MEAMIIMHCKOTO TIPUMEHEeHUsT TpeOOBaHWSIM TIPaBUIT
HaZijieXkalleid TMPOU3BOJACTBEHHOM TIPAaKTUKK EBpa3suiiCKOro 5SKOHOMUUECKOTO COI03a, BHeCeHue
M3MeHeHU! B TaKue CepTHU(UKATHI;

(m. 8.1-1 BBesieH PegepanbHbIM 3aKOHOM OT 31.07.2025 N 304-D3)

8.2) ycTaHOB/ieHMe TOpsiika BelleHWs U BeJleHHWe TOCYy[JapCTBEHHOTO peecTpa CepTU(UKATOB
(3aK/TIOUeHM) COOTBETCTBUS TMPOU3BOJCTBA  JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHWSM  TMpPaBHUII
Ha/J|jie>kallleld TpOU3BOCTBEHHOM NMPAKTUKU EBpa3uiickoro 5KOHOMHUYEeCKOro COr03a;

(n. 8.2 BBeseH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-®3; B pen. PenepaqbHOTO 3aKOHa OT
31.07.2025 N 304-®3)

9) TrocyHapCTBeHHasi perucTpauysi TIpeiesibHBIX OTIYCKHBIX 1IeH TIPOW3BOJUTeNe Ha
JIeKapCTBeHHbIe TIperaparthbl, BK/IIOUEHHbIe B T€peYeHb JKU3HEHHO HeOOXOJUMBIX U Ba)KHEHIINX
NleKapCTBeHHBIX TIperapaTtoB, U BefleHWe TOCY/JapCTBEHHOTO peecTpa MpefiesibHbIX OTIYyCKHBIX LieH
TIPOM3BOIUTE/IEN Ha JIeKapCTBEHHbIE TIPeraparhl, BKIIOUEHHbBIE B TIepPeUeHb )KU3HEHHO HeOOXOUMbIX U
Ba)KHEMIIINX JIeKApCTBEHHBIX MPEeTapaToB;

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

9.1) cormacoBaHue TIPOEKTOB pelleHW HWCIOJHUTEbHBIX OpPraHoB CyOBeKTOB Poccuiickoit
@enepaiu 00 YCTaHOBIEHWW U (WIM) W3MEHEHWH TIpeJle/IbHbIX pa3MepOB OMNTOBBIX HaZi0aBOK U
TIpeJie/IbHBIX pa3MepOB PO3HUYHBIX Ha/l0aBOK K (DaKTUUECKMM OTITYCKHBIM I1l€HaM, yCTaHOBJIEHHBIM
TPOM3BO/IUTE/IIMUA JIeKAPDCTBEHHBIX TIperapaToB, Ha JieKapCTBeHHbIe TIperapaThl, BK/IIOUeHHbIe B
repeueHb >KU3HEHHO HeOOXOAMMBIX U BayKHEHIIINX JIeKapCTBEHHBIX MPeTapaToB;

(n. 9.1 BBesen ®PenepanbHbIM 3akoHOM OT 13.07.2015 N 241-®3; B pen. PenepaqbHOTO 3aKOHa OT
08.08.2024 N 232-D3)



10) Bblaua, yCTaHOBJIeHMe IIOpsiZKa BbIAYM pas3pellleHus] Ha BBO3 KOHKPeTHOW MapTUH
JIeKapCTBEHHOrO cpeficTBa B Pocculickyro ®epepariyto;
(n. 10 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

10.1) Bbifaua, ycTaHOB/IEHMeE TIOPsIKA BbIIauu U (OPMbBI JOKYMEHTa, KOTOPbIi TIOITBEP>K/AeT, UTO
TPOU3BO/CTBO JIeKaDCTBEHHOTO Tiperapara /il MeJUI[MHCKOrO0 TpHUMeHeHUs] OCYIIeCTBIeHO B
COOTBETCTBMM C TpeOOBaHUSIMM TIpaBWJI HaJjieXalledl TIPOU3BOJCTBEHHOM TIPaKTUKKA WM UTO
JIeKapCTBeHHBINM Tperapar [ijis BeTeDUHApDHOTO TMpPUMeHeHUs AOmylleH K oOparmieHuto B Poccuiickoit
denepaliuy, W TIOJJIEXKUT TIPEJCTAaBAEHUI0 TI0 TPeOOBaHWIO YIOTHOMOYEHHOTO OpraHa CTpaHbI, B
KOTODPYIO BBO3UTCS JIeKApCTBEHHbIM Tpernapar;

(n. 10.1 BBemen PepnepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. ®esepanbHOr0 3aKOHa OT
02.08.2019 N 297-®3)

10.2) Bplgaya, ycTaHOB/IeHUE TOPsJKA BblJaud U (OPMbI JOKYMEHTa, COJieprKalliero cBeZieHUs o
CTa[IUsAX TEeXHOJIOTMYEeCKOro Tpoliecca MPOU3BO/ACTBA JIeKapCTBEHHOTO CpeZCTBa [ijisi MeJULMHCKOTO
TpUMeHeHHs], OCYIIleCTB/ISieMbIX Ha TePpUTOpYK EBPa3uiickoro SKOHOMHUECKOT0 CO03a;

(n. 10.2 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3, B pen. denepanbHOro 3akoHa OT
13.07.2015 N 241-®3)

11) co3maHue COBETOB TI0 BOITPOCaM, CBSI3aHHBIM C oOpailleHreM JIeKapCTBEHHBIX CPe/ICTB;
12) arrecrauys u cepTUdUKalLUs CIIeL[HaTuCTOB,;
13) yrparun cuny c 1 centsbps 2013 roga. - @egepanbHeiii 3akoH oT 02.07.2013 N 185-D3,;

14) ocy1ectByieHre papMaKkoHaZ30pa;
(n. 14 B pen. @enepanbHOro 3akoHa oT 22.12.2014 N 429-®3)

15) yuacTue B Me)XlyHapOJHOM COTPYJHUYECTBE;

16) nosyyeHre 1O 3ampocam YIOJIHOMOUYEHHOTO (pe/lepa/ibHOTO OpraHa WCIOJIHUTE/IbHOM BIacTH
OT UCIIOJIHUTE/IbHBIX OpraHoB CcyObeKToB Poccuiickoit depepaiii, a Takke OT CyOBeKTOB obpaliieHust
NleKapCTBeHHBIX CPeJCTB /151 MeJULMHCKOTO MpUMeHeHUs] MH(OpMalMY 0 BOIPOCaM yCTaHOB/IEHUS U
TIpUMeHeHUs 1[eH Ha JIeKapCTBeHHbIe TIperapaThl M HaZil0aBOK K HUM;
(B pea. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

17) mnpuMeHeHWe Mep OTBETCTBEHHOCTHM 3a HapyllleHHWe 3aKOHojarenbCcTBa Poccuiickoi
®depeparyy;

18) yTBepxkJeHue TNpaBWI HajjeXKalleil anTeuHoM MPAKTUKH, MPaBUl XpaHEHUs JieKapCTBEHHBIX
CpeJCTB;
(n. 18 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

19) ycraHoB/ieHHe TmOpsiiKa (OPMUPOBAHUSI PErMCTPAI[MOHHOTO [IOChe Ha JieKapCTBeHHbBIN
TIperapar /il BeTePUHAPHOTO NPUMEHEHHsI ¥ TpeOOBaHHM K JIOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeHn PenepanbHbIM 3akOHOM OT 22.12.2014 N 429-®3; B pen. PenepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuny. - @egepanbHbii 3akoH oT 30.01.2024 N 1-D3;



22) yrpartun cuny ¢ 1 mapta 2020 roga. - @esepanbHblii 3aKoH OT 27.12.2019 N 475-D3;

23) yTBepKeHHe TpeOOBaHWM K MHCTPYKIMU 10 BeTePUHAPHOMY TPUMEHEHUIO JIEKapCTBEHHBIX
rpernaparos;
(n. 23 BBegeH PenepanbHbIM 3akOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

24) NpuHSATHe pellleHul, SIB/SIOLMXCS OCHOBAHUSIMM [IJIs BK/IFOUEHUs] JOMEHHBIX MMeH U (WIn)
yKasaresell CTpaHHWL] CAaUTOB B MH(OPMALIMOHHO-TeeKOMMYHUKAL[MOHHON ceTH "VIHTepHeT", a Takxe
CeTeBbIX a/[peCOB B e[MHYI0 aBTOMATH3UPOBaHHYI0 HH(MOPMALIMOHHYIO cucTemy "EnuHbI peectp
JIOMEHHbIX HMMeH, yKa3aTejell CTpaHHWL] CalToB B HH(OPMalMOHHO-TeJIeKOMMYHHUKALIMOHHOW CeTH
"NHTepHet" 51 CeTeBbIX aZipecos, [TO3BOJIAIOLLIAX WieHTUULIMPOBATh CaMThI B
MH(OPMalLMOHHO-Te/IEKOMMYHUKAL[MOHHOW  CeTU "NuTrepHeT", cofiepXkaique  MH(MOpMalUIO,
pacripocTpaHeHre KoTopod B Poccutickoii ®efepaijuu 3arpeiijeHO", B OTHOIIeHUWM HWH(OpMaly,
cojiepskallieil mpejjiokKeHHe O PO3HMYHOM TOProBjie jeKapCTBeHHbIMHU IperapaTam, B TOM 4YUCJIe
JUCTAHI[UOHHBIM CITOCOOOM, pPO3HWYHAs TOPrOB/SI KOTOPHIMUA OTpaHWuYeHa WM 3arpellieHa B
COOTBEeTCTBUM C HactosiuMm PesepasbHbIM 3aKOHOM, M (W1d) uHGOpMalMY, COZeprKallei
rpeJi/Io’keHre O PO3HUYHOW TOProBJie JieKapCTBeHHBIMU TperapataMy, B TOM YHC/e AUCTaHLIMOHHBIM
crioco6oM, JIMLIaMH, He UMEIOIIMMU JIMLIEH3WX U pa3pellieHus Ha OCYIL[eCTB/IeHUe TaKoM JiesiTeJTbHOCTH,
€C/IU TIOo/lyueHue JHLIeH3Ud W pa3pelleHds TPeAyCMOTPeHO 3aKOHOJaTenbCTBOM 00 obpaiijeHun
JIeKapCTBEHHBIX CPeJCTB;

(n. 24 B pen. PenepanbHoro 3akoHa ot 03.04.2020 N 105-®3)

25) BbIlaua pa3pelieHuit Ha BBO/ B TPaXKJAHCKUK 000pOT UMMYHOOHOIOTMUECKHX JIEKAPCTBEHHBIX
Trperaparos;
(m. 25 BBegieH PeziepaibHBIM 3aKOHOM OT 28.11.2018 N 449-03)

26) peryn1vpoBaHUe BOMPOCOB, CBA3aHHBIX C B3aWMO03aMeHsIeMOCTbIO JIeKAPCTBEHHBIX MperapaToB
JI71s1 MeJULIMHCKOTO TIPUMeHeHMS;
(. 26 BBegeH PenepanbHbIM 3akOHOM OT 19.10.2023 N 503-D3)

27) yTBepkJeHue MopsiiKa aTTecTaliuu hapMarieBTUueCKUX UHCTIEKTOPOB.
(n. 27 BBegeH PepnepanbHbIM 3akoHOM OT 31.07.2025 N 304-D3)

Cratba 5.1. Mepepaua ocyuwecTBNeHNA NOJIHOMOUNi dhepepasibHbIX OpPraHoB
WUCNOJIHUTENBLHOW BNAacTU Npu o6palleHuMn NIeKapCTBEHHbIX CPeACTB UCNOTHUTE/IbHbIM
opraHam cy6bekToB Poccuiickon depepaumm

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

[MomHOMOUMS (hefiepa/ibHBIX OPTaHOB WCTIOTHUTEILHOW BIACTH TIPU OOpallleHuH JieKapCTBeHHBIX
CpeACTB, MNpefyCMOTpeHHble HactosAuM DefepasbHbIM  3aKOHOM, MOTYT [epefaBaTbCs  [Jis
OCYIL[eCTBJ/IEHUS] WCIIOJTHUTETBbHBIM OpraHaMm cyOwnekToB Poccuiickoit ®defeparyivi 1MOCTaHOB/IEHUSIMU
[TpaButensctBa Poccuiickont ®esepaliid B TOpsi/IKe, YCTaHOB/AeHHOM PezepasbHbIM 3aKOHOM OT 21
nekabpst 2021 roga N 414-®3 "O06 00myX MPUHIMIAX OpPraHU3aluy MyO/IMUYHON B/IACTU B CyOBEKTax
Poccutickoii @egeparyu’.

Ctatbsai 6. Tlo/IHOMOYMS WCMOJIHUTENbLHBLIX OpPraHoB cy6bekTa Poccuiickoii
degepauum npu o6paLLeHUmn NTeKapcTBEHHbIX CpeacTB



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

K 1o/siHOMOUHMSIM UCTIOTHUTE/ILHBIX OpPraHoB cyObhekTa Poccuiickoli ®eepaiiui mpu obpartieHuu
JIeKapCTBEHHBIX CPeJCTB OTHOCSATCS:
(B pea. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) pa3paboTka 1 peanu3alysi perioHa bHbBIX TIPOrpaMM obecrieueHust Hace/ieHUs JieKapCTBeHHbIMU
riperiapaTamy;

2) yCTaHOBJIeHHe TIpe/e/IbHBIX Pa3MepOB OMTOBBIX HAZ0aBOK U TIpe/ie/IbHBbIX Pa3MepPOB PO3HUYHBIX
Ha/0aBOK K (DaKTMUECKUM OTITYCKHBIM IIeHaM, yCTaHOBJIEHHBIM ITPOM3BOJUTENISIMH JieKapCTBEHHBIX
TperapaToB, Ha JieKapCTBeHHbIe Tperaparthbl, BK/IIOUEeHHbIe B IepeueHb >KM3HEHHO HeOoOXOAUMBIX U
Ba)KHEMILIMX JIeKapCTBEHHbBIX Mperaparos;

3) ocyllecTB/eHMe PperuoHajbHOIO TOCYJapCTBEHHOIO KOHTPOJS 3a IMpPUMEHeHWeM LieH Ha
JleKapCTBeHHbIe TIperaparthbl, BK/IIOUEHHbIe B TlepeueHb >XKM3HEHHO HeOOXOAWUMBIX U Ba)KHEUIINX
JleKapCTBEHHBIX TIperapaTtoB, OpraHW3alysM{ OINTOBOW TOPrOB/AM JieKapCTBEHHLIMU Cpe/ICTBaMH,
anTeyHbIMU OpraHU3alysMU, WHAWBUAYATbHBIMM MpeANpPUHUMATE/SIMA, WMEKIIUMU JIULIEH3UI0 Ha
(apmalleBTUUECKYIO JesTe/IbHOCTh, MEJUIMHCKUMH OpraHu3alusMM, WMEIIMMH JIMIeH3WI0 Ha
(hapmalleBTUUECKYIO [esiTeIbHOCTh, U UX 000CO0/IeHHBIMU TOZpa3e/eHUsIMUA, pPacTio/IO’KeHHbIMUA B
CeJIbCKUX HaceJIeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT allTeYHble OPraHr3aLiu;

(B pen. demepanbHbIX 3aKOHOB OT 25.06.2012 N 93-®3, or 27.12.2019 N 475-®3, ot 08.08.2024 N
323-03)

4) npuHsATHe pelleHUs 00 WCIO/b30BaHUM Ha TeppuTOpUM CyObekTa Poccuiickoit ®epepaiiyu
Hapsily C pelenNTaMd Ha JieKapCTBeHHbIe Tperaparbi, OPOpPM/IEHHBIMM Ha OyMa)kKHOM HOCHUTeJe,
perienToB Ha JieKapCTBeHHbIe TIperaparthbl, CYOPMUPOBaHHBIX B (JOpMe 3/IeKTPOHHBIX JOKYMEHTOB.

(. 4 BBesieH PegepanbHbIM 3aKOHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAAPCTBEHHAA ®APMAKOINEA

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

1. Tlox rocymapcTBeHHOU (apMakorieell MOHUMAaeTCsl CBOA OOIMMX (hapmMakornelHbIX cTaTed U
(apMakoneiHbIX cTaTeil.

2. Pa3pabortka oOmux ¢apmMakornelHbIXx cTaTedl ¥ (hapMaKOIeHHbIX CTaTel, B TOM UHCIIe
¢dapMakoneliHbIx craTeid Ha (apMakomeiiHble CTaHJApTHble 00pas3ibl, W BK/IIOUEHHWE UX B
roCyJJapCTBeHHYIO (papMakorier0 OCYIIeCTB/ISIIOTCS B TIOpsiIKe, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM
(heepasbHBIM OPraHOM MCIIOJ/IHATE/TbHOM BIACTH.

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

3. Pa3paboTka ¢apmakorneiiHo# cTaTb Ha pepepeHTHBIN JIeKapCTBEHHBIH MperapaT ¥ BKII0UeHre
ee B roCy/lapCTBeHHYIO (hapMakoIielo B TeueHHWe CpOKa [eHCTBUs 3allUThl MCK/IOUUTELHOTO IpaBa,
yZI0CTOBEpeHHOT'0 NaTeHTOM Ha pedepeHTHbIN JieKapCTBeHHBIN Mperapar, OCYIeCTB/SIOTCS C COTJIacus
ero pa3paboTyuka.

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

4. TocypnapctBeHHass ¢apmakories U3[aeTcs YINOJHOMOUeHHBIM (efepaibHbIM OpPraHoOM



WCIIOJTHUTE/TbHOM B/IACTU 3a CUET CPe/CTB (e/lepanbHOr0 OI/PKeTa U TIOAJIEXKUT TIeper3iaHksM He pesxe
yeM OZIUH pa3 B MATh JIeT, B TIEPUOJ, MeXAy KOTOPbIMU W3[AI0TCsl TIPUIOXKEHHS] K TOCY/JapCTBEHHOM
dapMakoree, cozepxkaiie o0OmMe dapMmakomneiHble cTaThi U (WiM) (apMakomeiHble CTaThH,
yTBEP>KeHHbIe TT0C/Ie U3jaHUsI WK TIeper3/jaHus TOCYJapCTBEHHOM (hapMaKorien.

5. YrosHOMOUeHHBIM (Qe/iepasbHbIM OpraH HWCIOJHUTE/BHOM BJIaCTH pa3MelllaeT JaHHbIe O
rocyJapCTBeHHOM (hapmakoriee W TPUJIOKEHUSIX K Hel Ha cBoeM OQULMaJbHOM cailiTe B CeTH
"HTepHeT" B yCTaHOB/IEHHOM UM IOPSJKe.

Mnasa 4. TMUEH3VNPOBAHUE NMPON3BOACTBA JIEKAPCTBEHHbBIX CPEACTB
N ®PAPMALEBTUYECKOU AEATENBbHOCTWU, TOCYAAPCTBEHHbIN KOHTPO/1b
(HAA30P) B C®PEPE OBPALLEHNA NEKAPCTBEHHbIX CPEACTB
(B pea. ®enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctatba 8. JlMueH3upoBaHME MNPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB WU
chapmaueBTMUECKOI AeATEeNbHOCTU

1. JIulieH3MpoBaHUe MPOM3BO/ICTBA JIEKAPCTBEHHBIX CPeJCTB U (hapMal|eBTUUeCKOW JesiTelTbHOCTU
OCYILIeCTBJISIETCS] B COOTBETCTBUM C 3aKOHOZATenbCTBOM Poccuiickoit @ezepariym.

2. OO6s3aresbHBIM  yCIOBHMEM TIPeJJOCTaB/IeHHs] JIMLIEH3UM Ha TIPOM3BO/CTBO JIeKAPCTBEHHBIX
Cpe/iCTB SIB/ISIETCSl yKa3aHWe CBe/IeHUM O JIeKapCTBeHHBIX (hopMax M (Wiu) Bufax (apMareBTUUecKuX
cyOCTaHLMH, KOTOpble TMPOM3BOJUTENb JIeKapCTBEHHBIX CPeJCTB HaMepeH MPOU3BOJUTh, B 3asBIeHUH,
HarpaB/IeHHOM TIOCpeZicTBOM (efiepasbHON roCyZapCTBeHHOW WHGOpMaI[MOHHON cucTeMbl "EauHbIN
MopTasa rocyAapCTBEHHBIX U MyHULIMMNA/IBHBIX YCIYT (PyHKLUMNA)" (ganee - eJUHBINA TTOPTa).

(B pea. @enepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

3. B cnyyae HeoOXOAMMOCTH pacIIMpeHHUs POM3BO/CTBA JIeKaPCTBEHHBIX CPeZICTB 3a CYeT HOBBIX
NIeKapCcTBeHHBIX (OpM U BUZOB (hapMarieBTUUECKMX CyOCTaHLMI TIPOM3BOJUTENb JIeKapCTBEHHBIX
CpeJCTB [O/DKeH IoJaThb B JIMLIEH3UPYIOLIMKM OpraH 3asiBjleHWe O BHECEeHWM H3MEHEHHH B peecTp
JIULIEH3UI Ha NTPOM3BO/CTBO JIEKaPCTBEHHBIX CPEJICTB.

(B pen. PenepanbHbix 3aK0HOB OT 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuijeH3ust Ha IPOU3BO/ICTBO JIeKapCTBEHHBIX CpeZicTB (papmarieBTHUeCcKOW cyOCcTaHIMK CrvpTa
3TUJIOBOTO (3TaHOJIA) BbIJAeTCsl TIPH YCJIOBUM Ha/lMUWsl Y OpraHU3alii Ha IpaBe COOCTBEHHOCTH,
XO3SMCTBEHHOTO  BeJleHUsl WM  OIepaTWBHOIO  YIIPAB/I€HUSI OCHOBHOTO  TeXHOJIOIMYeCKOIo
obopy/ioBaHusT /11 TIPOM3BOJCTBA 3TUIOBOTO CITMPTA, 3aperMCTPUPOBAHHOTO B COOTBETCTBUU CO
cratheli 14.1 depepanbHOro 3akoHa oT 22 Hosiops 1995 roma N 171-®@3 "O rocyaapCTBeHHOM
peryJMpoBaHMM TIPOM3BOJCTBA U 000pOTa STHIOBOTO CITMPTA, aJKOTOJBHOW M CIMPTOCO/ep Kalljeit
MPOJYKLMU U 06 orpaHruueHny noTpebsieHus (paciyTys) aakorobHON MPOAYKLMN".

(uactb 4 BBesieHa PefepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

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

(BBegeHa Pefiepa/ibHBIM 3aKOHOM OT 27.12.2019 N 481-D3)
1. [lelicTBMe /MLIEH3UM Ha TIPOM3BO/ICTBO JIeKAPCTBEHHBIX CpeACTB ((apMaljeBTHUeCKOn

CyOCTaHLIMM CTMpTa 3TWIOBOrO (3TaHOJA) TMPUOCTAHABIMBAETCS B YAaCTH TpaBa Ha TPOU3BO/ICTBO
(apmalleBTHUeCKON CyOCTaHLIMM CIMpPTa 3TUIOBOTO (3TAaHO/A) JULEH3UPYIOIIUM OPraHOM B CJTyYasix,



onpe/ieneHHbIX cTtaThbell 20 ®emepanbHOro 3akoHa oT 4 masi 2011 roga N 99-®3 "O nu1eH3UpOBaHUU
OT[e/IbHbIX BHUJIOB [eATe/JbHOCTH", a TakXe Ha CpPOK IIPUOCTAHOBJIEHWS [EeUCTBUS JIMLIEH3UM Ha
MIPOM3BO/ICTBO 3TWUJIOBOTO CHMPTa /JIsi TIPOM3BOACTBA (papMalleBTUUECKOM CyOCTaHI[MM CIHUpTa
TUIOBOTO (3TaHO/Ia), BbIJaHHOW B COOTBeTCTBUU C De/lepabHBIM 3aKOHOM OT 22 Hosibpsi 1995 roga N
171-®3 "O rocyAapCTBEHHOM peryJMpOBaHUM TIPOM3BOJICTBA W 000pOTa STUIOBOTO CITUPTA,
alIKOTOJILHOM W CIUPTOCOJepsKalleid TPOAYKIMM U 00 orpaHuueHuM moTtpebneHus (pacivTHs)
aIKOTOJIbHOM MPOAYKIUK'".

2. [eiicTBUe JUIIeH3WM Ha TPOMU3BOJCTBO JieKapCTBEHHBbIX CpeAcTB ((hapmalleBTUuUecKoi
CyOCTaHLIMM CITUPTa 3TWIOBOTO (3TaHO/A) B YaCTHM TpaBa Ha MPOM3BOACTBO (papMarjeBTUUeCKOu
CyOCTaHLIMM CITUPTa 3THJIOBOTO (3TaHOJA) TpeKpallaeTcsl JIMIEH3WPYIOIUM OPraHOM B CJIyYasx,
onpeeneHHbIX crtaTtbel 20 denepanbHOro 3akoHa oT 4 masi 2011 roga N 99-®3 "O nuLeH3UPOBaHUU
OTJieNIbHbIX BUJOB [leATeNbHOCTU", a TaKXKe C JaTbl INMpeKpaljeHUs] WX aHHY/JIUPOBaHUSl [eNCTBUS
JIVLIEH3WW Ha TIPOM3BO/ICTBO ITWUJIOBOTO CTIMPTa AJIsi TPOM3BOACTBA (hapMalleBTUUeCKOW CyOCTaHIUH
CTIMPTAa 3TUIOBOTO (3TaHO/A), BBIJAHHOW B COOTBETCTBUU ¢ PesiepabHBIM 3aKOHOM OT 22 Host6pst 1995
roga N 171-®3 "O rocyZapCTBEHHOM peryJUpOBaHWU TIPOM3BOJCTBAa U 000pOTa 3TUIOBOTO CITUPTA,
aJIKOTOJIBHOM W CTIUPTOCOiep)Kallield TMPOAYKIMA W 00 OrpaHWyYeHHWH TOTpeOsieHust (pacTvTHs)
aJIKOT0JIbHOM MPOAYKIMK'.

Cratbf 8.2. OCOGEHHOCTU NuueH3MpoBaHua dpapmMmaLeBTUHECKOW AeATEeNIbHOCTU B
YyacTu OCyLLeCTB/IEHUA ONTOBOW TOProB/IN /IEKAPCTBEHHLIMU CpeAcTBamMun

(BBegeHa PeznepanbHbIM 3akOHOM OT 04.08.2023 N 428-D3)

1. leiicTBUe /ULeH3MK Ha (papMal|eBTUUECKYIO /eATebHOCTb B YaCTH OCYLeCTB/IEHHsI OMTOBOM
TOPrOB/IM  JIeKAPCTBEHHbIMU  CpPeJCTBAMM Il  MeJULMHCKOrO TpPUMEHEHHs  IpeKpalaeTcs
JIMLIEH3UPYIOLMM OPraHOM B CJlydasx, onpejie/ieHHbIX ctatberd 20 denepanbHOro 3akoHa ot 4 mas 2011
roga N 99-®3 "O /uUeH3MpOBaHUM OT[e/IbHBIX BUJOB [JeATeJbHOCTH', a TakXe [0 peLIeHUI0
JIULIEH3UPYIOLEero opraHa, IpUHATOMY B COOTBETCTBUM C HaCTOSIeH 4acTblo. B ciiydae BbIsSIB/IeHUs npy
oCyllecTB/ieHUM (peJieparbHOTO TOCYAAapCTBEHHOr0 KOHTpoJisi (Hazg3opa) B cdepe obpaiijeHus
JleKapCTBEHHBIX CPe/ICTB HapylleHus OpraHu3aljeil ONTOBOW TOProB/U JIeKAPCTBEHHBbIMU Cpe/iICTBaMHU
TpeboBaHmit uyactedi 1 - 3 crathu 53 Hacrosimero dejepanbHOr0 3aKOHa JAeWCTBUE JIUIEH3WH Ha
(apmalleBTUUECKYIO [JesiTe/IbHOCTh B YaCTU OCYILeCTBJeHUs] OINTOBOM TOPIrOB/M JieKapCTBEHHbIMU
Cpe/CTBaMH /Jisi MeULIMHCKOTO TMPYMeHeHHs TIPUOCTaHaB/IMBAeTCs B TeUeHUe [1ecsITH pabounx JHel co
[IHSI BBISIBJIEHUS] YKa3aHHOTO HapylieHUs. [leficTBUe nuLieH3MM Ha (papMalleBTUUYeCKYIO /1esTeIbHOCTb B
YyaCTU OCYLeCTBJEHUsS OINTOBOW TOPrOB/AW JIEKADCTBEHHBIMU CpeJCTBaMH [/l  MeJWULIMHCKOIO
NpUMeHeHHsl IPUOCTaHAaB/IMBAETCSl HA CPOK, KOTOPbIN OIpejensieTcs JIULeH3UPYIOIIUM OpraHoM (HO He
MeHee ueM Ha OJWH Mecsl]), M0 MCTeUeHUH KOTOpPOro [eHCTBUe [aHHOW JIMLEH3UU TIOJIEXKUT
MpeKpalieHul0 Ha OCHOBAaHWU peIleHUs JIMLeH3UPYIOLero OpraHa, 3a WCK/IOUeHHWeM Clyyvas,
yKa3aHHOTO B YaCTH 2 HaCTOsLeN CTaTby.

2. [eiicTBUe NWLEH3UM Ha (papMalleBTUUYEeCKYIO [iesiTeJIbHOCTh B YaCTH OCYILeCTB/IEHUS ONTOBOM
TOPrOB/IM JIeKAPDCTBEHHBIMU CPeACTBAaMM [JjIsl MeJULMHCKOrO0 TpUMEHEeHHs, [elCTBhe KOTOPOHU
TIPUOCTAHOB/IEHO B COOTBETCTBUU C YacThIO 1 HACTOsIILel CTaThH, TIOZJIEXXUT BO30OHOB/IEHUIO B C/TyUae,
€C/TU B MEepPUOJ, TIPUOCTAaHOBJIeHUsT [IeMCTBUS JaHHOM JIMLIEH3WH B paMKax JocyAeOHoro obykasoBaHUs
pellieHre KOHTPOJILHOTO (Ha/I30PHOTO) OpraHa B YaCTH BBISBJIEHHOTO HapylleHHst TpeboBaHMi yacteid 1
- 3 cratbu 53 Hacrosero ®efepanbHOr0 3aKOHAa OTMEHEHO. B yka3aHHOM ciyuae [eliCTBUe JTULEH3UU
Ha (papMalleBTUYeCKYIO JesTe/IbHOCTh B YaCTH OCYIeCTB/IeHHSI OINTOBOM TOPTOB/M JieKapCTBEHHBIMU
CpeACTBaMU /ISl MeULIMHCKOTO TTPUMeHeHHsI BO30OHOBJISIeTCS He TI03/jHee 0/IHOT0 pabouero /iHs Co IHs
OTMeHbI pellleHUs1 KOHTPOJIbHOTO (HaI30pHOI0) OpraHa.



CratbAa 9. TlocygapcTBeHHbIi KOHTponb (Hag3op) B cdepe o6GpalleHus
NeKapcTBEHHbIX CPeACTB

(B pen. ®epepanbHoro 3akoHa ot 11.06.2021 N 170-93)

1. TocypmapcTBeHHBI KOHTpPOJb (Hag30p) B cdepe oOpaileHUs] JIeKADCTBEHHBIX CPEJICTB
OCYILIECTBJISIETCS  TIOCPe/ICTBOM  (he/IepabHOTO TOCY/IapCTBEHHOTO KOHTpO/s (Haz3opa) B cdepe
oOpartieHusi 1eKapCTBEHHBIX CPEeCTB W (efiepasbHOTO TOCYJapCTBEHHOTO JULEH3MOHHOTO KOHTPOJIS
JlesiTeIbHOCTU TI0 TIPOM3BO/ICTBY JIEKAPCTBEHHBIX CPeJCTB, OCYIIeCTB/IsIeMbIX (pe/jlepaibHBIMU OpraHaMu
HICTIOJTHUTE/ILHOM B/IaCTH, YIIOJIHOMOUYeHHbIMU [IpaBuTenscTBoM Poccuiickoit Pezepaliuu.

2. Tlpegmetom (befepasbHOrO TOCYAPCTBEHHOTO KOHTpPO/S (Hazg3opa) B cdepe obpaijeHUs
JIeKapCTBeHHBIX CPE/ICTB SIBJISTFOTCS:

1) cobmomeHure obs3aTenbHBIX TpeOOBaHM B cdhepe 0OpallleHus IeKapCTBEHHBIX CPeJICTB, B TOM
quce:

a) TpeboBaHMH K [JOKIMHUYECKUM WCCAeOBAHUSAM JIEKAPDCTBEHHBIX CPEJCTB, KIMHUUECKUM
WCC/IeIOBaHUSIM  JIEKAPCTBEHHBIX TIPErapaToB, HW3rOTOBJEHWIO, XPAHEHHWI0, IepPeBO3Ke, BBO3y B
Poccuiickyto ®efepariio, OTMYCKy, peanv3alyuu, Tepejade, TPOZa)Ke JeKapCTBEHHBIX CPeJCTB,
NIPUMEHEeHUI0 JIeKapCTBeHHBIX TIperapaToB, YHUUTOXKEHHWIO JIeKapCTBEHHBIX CPEJCTB, yCTaHOBJEHUIO
TIPOM3BO/IUTE/ISIMU JIEKADCTBEHHBIX TIPerapaToB I[eH Ha JIeKapCTBEHHbIEe TMperiapaThl, BKIIOUEeHHbIE B
repeyeHb XXU3HEHHO He0OXOIMMBIX U BXKHEHIIINX JIEKapCTBEHHBIX MTPeraparos;

0) TpeboBaHMIi K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEJCTB, HAXOASAIIMXCS B oOparieHuy,
rokaszaTesisiM KauecTBa, 3((eKTUBHOCTH U 0e30MacHOCTH, YCTAHOB/IEHHbIM B COOTBETCTBUHM C
HacrosyM PefiepasbHBIM 3aKOHOM;

B) TpeboBaHUI K COO/IIOZIEHNI0 CyObeKTaMH oOpallieHus JIeKapCTBEHHBIX CPE/ICTB, yKa3aHHBIX B
yactu 1 cratey 67.1 HacTosero @esepaJbHOIO 3aKOHA, OrPaHUYeHNH, HajlaraeMbIX CTaTbsiMu 67.1 n
67.2 Hacrosiero defepasbHOro 3aKOHa;

2) cobsrofieHWe  JIMLIEH3WOHHBIX ~ TpeOOBaHMH K  OCYIIECTBJeHHIO  (hapMarleBTHUeCKOMH
JlesiTeIbHOCTY;

3) cobmoseHre TpebOBaHMM K TIPeJOCTaB/IEHUIO CyOBeKTaMH 00pall[eHus JIeKapCTBEHHBIX CPeJCTB
vH(boOpMalLMK O JeKapCTBeHHBbIX CpeZiCTBaxX U (W/M) JIeKapCTBEHHBIX TperapaTax, MpeaycMOTPeHHOU
cratbamu 9.1, 52.1, 52.2 u 64 Hacrosiero ®@efepajabHOIO 3aKOHa;

(B pex. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4) ytpatui cuny ¢ 1 maprta 2026 roga. - ®egepanbHbiid 3akoH oT 20.10.2022 N 405-P3.

Koncynbrantllntoc: npumeuanue.
C 01.09.2026 4. 2 ct. 9 gomnosHszeTcst 1. 5 (P3 ot 02.05.2026 N 125-D3). Cm. OyayIyIO peJaKL1Io.

2.1. B uensx obecrieueHuss TOCYZAPCTBEHHOTO KOHTpO/s (Hag3opa) B cdepe obpaljeHus
NIeKapCTBeHHBbIX CpeACTB  (efepanbHbIii OpraH WCIOJHUTENLHOW  BJ/IACTH,  OCYILeCTBIISIOLHUMA
roCyZlapCTBEHHYI0 DeruCTpaliyio JieKapCTBeHHbIX TperaparoB, MpefocTaB/sieT (eZepasbHOMY OpraHy



WCTIOJIHUTE/IbHOM  BJACTH, OCYIIeCTB/sOLleMY (YHKUMKA 10 KOHTPOJIO W HaA30py B cdepe
3/IpaBOOXpaHeHMs], 110 ero 3ampocy B paMKax Me>KBeIOMCTBEHHOT0 WH(OPMAaLIMOHHOTO B3aUMO/IeCTBUS
B TOpsiZiKe, YCTAaHOBJIEHHOM YyKa3aHHbIMU (hefiepajibHbIMU OpraHaMHM UCIIOJIHUTebHON B/acTH,
C/lefiyiolie CBeJleHUsi O JieKapCTBEHHBIX Cpe/iCTBaX, B TOM UMC/e B Caydae, eC/ld Takhe CBeJieHHsl
COCTaBJISIFOT KOMMEpPUeCKyH0 TalHy:

1) cBegenusi o (hapmarieBTHUeCKOH CyOCTaHIIUN:

a) HauMeHOBaHUe (hapMal|eBTUUeCKoW CyOCTaHIUH, ee CTPYKTYpa, 00II1e CBOWCTBa;

0) HaMMeHOBaHUWe U afipec TIPOU3BOIUTE]IS;

B) CBOWCTBA Y CTPYKTYypa JelCTBYIOILUX BeleCTB;

I') XapaKTepUCTHKa IpuMecel;

n) crietjudyKalyst Ha hapMalleBTUUeCKy 0 CyOCTaHIMIO U ee 000CHOBaHHUE;

€) aHaIUTHYeCKWe MeTOJUKH, UCIOob3yeMble TIPU OCYILLeCTB/JIEHMM KOHTPO/S KadecTBa
dapMarieBTUueCcKor CyOCTaHIIM;

K) pe3y/IbTaThl aHA/IM30B Cepyii (hapMal|eBTHUeCKOU CyOCcTaHIuY;

3) TIepeveHb CTaHJAPTHBIX 00pa31[0B UM BEIeCTB, UCTIOMb3YEMbIX MPH OCYIIeCTBIeHUA KOHTPOJIS
KauecTBa apMal|eBTUUeCKOW CyOCTaHIUM;

1) OIHCaHWe XapaKTepHUCTUK U CBOMCTB YIIAKOBOUHBIX MaTePHA/IOB M YKYTIOPOUHBIX CPE/ICTB;
K) ZIaHHbIe 0 CTAabHUIBHOCTH (hapMalleBTUUECKOM CyOCTaHIUH;

J1) CPOK T'O/THOCTH;

2) cBeZieHUsI O JieKapCTBEHHOM TiperiapaTe [i/isi MeIULMHCKOT 0 IPYMeHeHUsI:

a) ornucaHue U COCTaB JIeKapCTBEHHOTO Tperapara [ijisi MeJULIMHCKOTO pUMeHeHus;

6) ommcanue QapmaleBTUYecKol pa3paboTky (obocHOBaHMe BbIOOpa COCTaBa, IE€PBUUHOM
yaKOBKH);

B) HaMeHOBaHWe U aJipec MecTa OCYL[eCTB/IeHUs NTPOM3BO/CTBA JIeKAPCTBEHHOIO Tpernapara J/si
MeJULIMHCKOTO TMpUMeHeHUs (B C/iydyae HaaWuvsi HeCKOJbKHMX YYaCTHHUKOB Ipoliecca TpOW3BO/CTBA
HeoOX0/IMMO yKa3aTh HAUMEHOBaHMe U a[[peC KaX/0ro U3 HUX);

T') MUKPOOMO/IOTHUeCKHe XapaKTepPUCTHKHY;

[1) OIMCcaHue XapaKTepUCTUK U CBOMCTB YIIaKOBOYHBIX MaTepPUa/OB U YKYTIOPOUHBIX CPe/CTB;

e) TPE6OBaHI/IH K Ka4eCTBY BCIIOMOTI'dTe€J/IbHBIX BEILeCTB;

)K) aHa/JMTHYeCKUe MeTOAUKH, MCIO/b3yeMble T[PU OCYIEeCTBJIEHMM KOHTpOJII KauecTBa
BCIIOMOTaTe/IbHBIX BelleCTB;



3) CBeJeHud 00 MCIO0/b30BAaHUM BCIIOMOIaTeIbHBIX BellleCTB 4Ye/J0Be4YeCKOro M >XHMBOTHOI'O
MPOUCXOXKOEHUS,

I/I) CBeJleHud 00 KCIT0/1b30BaHUK HOBBLIX BCIIOMOTaTeIbHBIX BeIleCTB;

K) TpeboBaHMsI K KaueCTBY JIeKapCTBEHHOrO Tiperapara [jisi MeAWLMHCKOrO TpUMeHeHust
(ceptudukar, crierjuduKaliys Ha JieKapCTBeHHbIH Mperapar U uX 000CHOBaHUe);

) aHaJWTUYeCcKue MeTOJWKH, WCIOo/b3yeMble TIPU OCYLIECTBJIEHMH KOHTPOJISl KauecTBa
JleKapCTBEHHOT 0 Mpernapara Jijiss MeZJULIMHCKOT0 TIPUMeHeHUsl;

M) pe3y/bTaThbl aHA/IM30B CePUil JIeKapCTBEHHOTO Tperapara /sl MeJMLIMHCKOTO NTPUMeHeHMs;
H) XapakKTepuCTHKa NpuMecel;

0) TiepeueHb CTaHJAPTHBIX 00pa3sl[OB, WUCIOJb3yEeMbIX TPU OCYIIIECTBJIEHUH KOHTPOJS KauecTBa
JIeKapCTBEHHOTO TperapaTa /i MeJUL[MHCKOIr0 NPUMeHeHUs;

1) JaHHbIe 0 CTAOM/TBHOCTY JIEKapCTBEHHOTO Mperapara /il MEAULUHCKOTO TTPUMEHEHHS;
3) OTUeThI O JOKTMHUUECKUX UCC/IeI0OBAHUSIX;

4) OTUeThbI O KTMHUUECKUX UCC/Ie[IOBAHUSX;

5) macTtep-daiin cuctembl apMakoHaA30pa;

6) r1aH yripaB/ieHUsl pUCKAMU.
(uactb 2.1 BBefieHa ®esiepanbHbIM 3akoHOM OT 30.01.2024 N 1-D3)

3. Ilpu ocymectBieHun ¢efiepaJbHOIO T'OCYJapCTBEHHOTO KOHTpoJis (Haj3opa) B cdepe
oOpailrieHrs1 JIeKapCTBEHHBIX CPEJICTB TPOBOJATCS CJIeIyIOIIMe BHAbI KOHTPOJIBHBIX (HA/[30PHBIX)
MepPOIPUAITUU:

1) JoKyMeHTapHas IIPOBepKa;

2) Bble3/iHasl POBEPKa;

3) BLIOOPOUHLIM KOHTPOJIb KAaUecTBa;

4) KOHTpOJIbHAsI 3aKYTIKa;

5) MHCTIEeKIIMOHHBIN BHU3UT;

6) HaOmogeHne 3a cobmosieHueM 00s3aTenbHBIX TpeboBaHMM (MOHUTOPUHT 6e30TMacHOCTH)
(dbapmakoHazzop).

4. OpraHusalusi U ocyllecTBieHue (efiepaJbHOTO TOCYAAPCTBEHHOrO KOHTpPO/s (Haz3opa) B
cdepe obpairieHUs JIeKapCTBEHHBIX CPeJCTB perynupyorcs PenepanbHbiM 3akoHOM 0T 31 urons 2020
rojga N 248-®3 "O rocyaapcTBeHHOM KOHTpOJie (HaJ30pe) U MyHHULIMIIaJIbHOM KOHTpOJie B Poccuiickoit
®eneparuu’.



5. BHersiaHOBBI BbIOOPOUHBIM KOHTPOJIb KauecTBa TPOBOJAWTCS B TOM UHC/Ie Ha OCHOBaHUM
MPOrpaMMbI POBEPOK.

6. I11aHOBbIN BEIOOPOUHBIN KOHTPOJ/Ib KaUeCTBa He TTPOBOZMTCS.

7. Tlo pe3ynbratam (heiepabHOrO rOCYJapCTBEHHOTO KOHTpOJisi (Haf3opa) B cdepe obparieHus
JIeKapCTBEHHBIX Cpe/ICTB Hapsily C pelLleHUs MM, MpeAycMoTpeHHbIMU PDejiepanbHbIM 3aKOHOM OT 31
utosisg 2020 roga N 248-®3 "O rocyzapcTBeHHOM KOHTpoOJe (Haj30pe) U MyHHULUMIIaTbHOM KOHTpOJe B
Poccuiickoii @enepamu”, (eepasbHBIMU OpraHaMU MCTIOJHUTE/IBHOM B/IaCTH, YTIOTHOMOUEHHBIMU Ha
ocylijecTB/ieHHe QefepaTbHOTO TOCYJAPCTBEHHOTO KOHTPO/s (Haz3opa) B cdepe obparrjeHus
JIeKapCTBEeHHBIX CPeJiCTB, IPYHUMAIOTCS CJIejyOIl1e pelleHus:

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

1) o panbHelIeM TpakJaHCKOM 000pOTe CepWH, MapTUU COOTBETCTBYIOIIErO JIeKapCTBEHHOTO
CpeACTBa B C/iyuae TIOATBEPXKeHUs TI0 pe3y/ibTaTaM MPOBeeHHBIX UCTILITAHHUN COOTBETCTBUSI KauecTBa
JIeKapCTBEHHOTO CPe/ICTBa yCTaHOB/IEHHBIM TPeOOBaHUSIM;

2) 00 W3BATHM U3 TPAKIAHCKOrO 000pPOTa CepuH, TIAPTUM COOTBETCTBYIOIIErO JIeKapCTBEHHOT'O
CpefiCTBa B C/yuyae BbISIBJIEHUS M0 pe3y/bTaTaM IPOBeJEeHHbIX WCIIbITAHWK HECOOTBETCTBUS KauecTBa
JIeKapCTBEHHOTO CPEe/ICTBA yCTaHOBIEHHBIM TPeOOBaHHUSIM;

3) o mepeBojie JIeKapCTBEHHOTO Cpe/ICTBA Ha TMOCEPUMHBLIN BHIOOPOUHBIN KOHTPO/Ib KauecTBa
JleKapCTBeHHBIX CPEeJICTB B CJ/iyuae IMOBTOPHOTO BbISIBJIEHHsI HECOOTBETCTBUsI KauecTBa JIeKapCTBEHHOTO
Cpe/icTBa yCTaHOBJIEHHbIM TpeOOBaHUSIM U (TpU HEOOXOAWMOCTH) O TIpOBepKe CyObeKTa oOpalieHus
JIeKapCTBeHHBIX Cpe/iCTB. Pacxofipl, CBs3aHHBIE C TIPOBEZIEHHEM IMOCEPUHHOTO BBIOOPOUYHOTO KOHTPOJIS,
OTUTAYMBAIOTCS TIPOM3BOZAMTENIEM JIEKADCTBEHHOTO CpeJCcTBa /MO0 Jiep)kaTesieM WM BiaJe/iblieM
PErucTpariioOHHOTO Y0CTOBEPEHHUsI JIeKapCTBEHHOTO TIperapara;

4) 0 CHATUM JIeKapCTBEHHOTO CpeZACTBa C TOCEPUMHOTO BBIOOPOUHOTO KOHTPO/S KauecTBa
JIeKapCTBEHHBbIX CpPeJCTB HAa OCHOBAaHWHU TOJIO)KUTE/bHBIX SKCHEPTHBIX 3aK/IOUEHWM, BbIJ@aHHBIX
denepasbHBIM TOCYJAPCTBEHHBIM OO/DKETHBIM yUPeXKIAeHHEM, I10/IBeJOMCTBEHHBIM (e/iepaTbHOMY
OpraHy WCIOJHUTEbHOW BACTH, OCYIIeCTB/sOLeMy (DYHKUMK 10 KOHTPOJIIO U HaZA30py B cdepe
3/IpaBoOXpaHeHus], Win (eepasibHOMY OpPraHy UCTIOTHUTETLHOU BIACTH, OCYIeCTB/IsOeMY (hyHKIUN
Mo KOHTPOIO U Haj30py B cdepe obOpailleHUsi JeKapCTBEHHbIX Cpe/ACTB [/isi BeTepHHApHOTrO
NpUMeHeHHsl, HA OCHOBAHWH MPOTOKOJIA UCTIBITaHUM JIEKAPCTBEHHOTO CPeZICTBa, TIPOBeJIeHHBIX 110 BCEM
roKa3aTesisiM yYTBepK/eHHOW HOPMaTUBHOM AOKYMeHTal[uM (HOPMaTHMBHOI'O /I0KYMeHTa) B OTHOIIeHUH
TpeX cepuyi JIeKapCTBEHHOTO Cpe/iCTBa.

(n. 4 BBesieH ®PepepanbHbiM 3aK0OHOM OT 30.01.2024 N 1-D3)

8. ®denepanbHbld rOCYJapCTBEHHBIN JIMLIEH3UOHHBIM KOHTPOJ/Ib AesiTe/IbHOCTU MO MPOU3BO/CTBY
NIeKapCTBEHHBIX CPeJCTB OCYLIEeCTB/ISeTCSI B COOTBETCTBUM C 3aKOHOZATeNbCTBOM Poccuiickon
Depepanyu.

Crartbs 9.1. Nporpamma npoBepoK

(BBegeHa PenepanbHbIM 3akOHOM OT 11.06.2021 N 170-D3)

1. B 1ensx opraHusalid BbIOOPDOYHOTO KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPE/ICTB
dbopmupyeTcsi porpaMMa MpoBepOK.



2. [nsa ueneid peanv3alyyd TPOrpaMMbl MPOBEPOK TPOM3BOJUTENN JIeKapCTBEHHBIX CPeJCTB U
OpraHM3aluM, OCYIIeCTBJSIOU[Me BBO3 JieKapCTBeHHbIX cpeAcTB B Poccuiickyro ®Pepepaljuto,
MpeIOCTaB/SIOT B OTHOILIEHWW JIeKADCTBEHHBIX CPEJCTB [/ MEJUIMHCKOTO TIpUMeHeHUs B
yTIOJTHOMOUEHHBIN (efepaibHbli OpraH MCIIOTHUTENLHOM BIACTU, OCYIIECTB/SIONMN (QYHKUIWUN T10
KOHTPO/TIO M Haj30py B cdepe 3/[paBOOXpaHeHHUs, B OTHOIIEHWH JIeKapCTBEHHBIX CPeJCTB IS
BeTepMHApHOTO TpHMeHeHUs] B YIOJHOMOUEHHbIN (e/epanbHbIii OpraH MCIOJHUTeTHLHOM BJIACTH,
OCYILeCTBJISIOIINN (DYHKIMY TI0 KOHTPOJIIO U HaZI30py B cepe oOpaiiieHus JieKapCTBEHHBIX CPeJCTB IS
BeTePUHAPHOTO MPUMEeHEeHUs], CBe/IeHHsI O CepusiX, MapTUsX JieKapCTBEHHBIX CPe/ICTB, TOCTYMNAlIIUX B
rpaxkJjaHCKuii 000poT B Poccuiickoii deneparyu, B TOpsiike, COCTaBe U 00beMe, YCTAHOBIEHHBIX
yKa3aHHbIMM (efiepa/ibHBIMU  OpraHaM{ HCIIOJIHUTEIbHOM BJAaCTU B OTHOILIEHWM JIeKapCTBEHHBIX
CpeJCTB JJisl MeIULIMHCKOTO TPUMEHEeHUs ¥ B OTHOILIIEHWH JIeKapCTBEHHBIX CPEe/ICTB /IJIsi BEeTePUHAPHOTO
NpUMeHeHUs COOTBETCTBEHHO.

3. Tlporpamma mpoBepok ¢opMHpyeTcsi Ha KaleHZapHbId rof B cpok g0 30 mekabps rofa,
TMIPe/IIIeCTBYIOIEro roly TIPOBe/IeHUsI BRIOOPOYHOTO KOHTPOJISI.

4. B cnmyyae HacTymjieHusi COOBITUM, yKa3aHHBIX B TIOANyHKTax "6" u "B" myHKTa 2 yacté 6
HacTosiieli ctaTbH, ¢defepaJbHbIM OpPraHOM HCIIOJHUTETbHOM BACTH, OCYILeCTBSIOIUM (PYHKIMU TT0
KOHTPOJIIO M HaJ30py B Cepe 37paBoOXpaHeHus], (ejepaibHbIM OpPraHOM MCIIO/IHUTE/bHOW B/IaCTH,
OCYIIeCTBIISIIOIIMM (DYHKLIMU 10 KOHTPOJIIO U Haz30py B cepe obpailjeHus1 1eKapCTBEHHbIX CPe/CTB
[J1sl BETepUHApHOTO TIPUMeHeHHUsl, TIPpM HeoO0XOJUMOCTH BHOCSITCS COOTBETCTBYIOLME H3MeHeHHs B
[porpamMmy IpoBepoK.

5. B nporpaMMy NpoBepoK MOT'YT BK/IFOUAThCS MEPONPHUATHS C YUeTOM HapylLleHWM, BbISIBJIEHHbIX
B paMKax KOHTPOJIbHBIX (HaZj30pHbIX) MEpONPHUATHH 3a TIpeJblyLL1i KaleHJapHbIN TOZ.

6. TTporpamMma rpoBepOK COJIEPIKHUT:

1) nepeueHb 1eKapCTBEHHBIX CPe/ICTB, 0TOOP 00pa3L{0B KOTOPBIX Oy/IeT OCYIeCTBIATHCS B paMKax
BbIOODOYHOTO KOHTPO/S, (OPMUPYeMBbIli C YUeTOM pe3y/bTaTOB TOCY/IapCTBEHHOIO KOHTPOJIS
(Hag3opa) B chepe obpalieHus 1eKapCTBEHHBIX CPe/ICTB 3a KaJeHAAPHbIN IO, TIPe/IIeCTBYIOIIUN TOy
TIPOBe/IeHNs1 BBIDOPOYHOTO KOHTPOJIS;

2) ykasaHve Ha cOOBITHe, HACTyIJleHHe KOTOPOTO SIB/ISIETCSI OCHOBAHHEM [jisi OCYII|eCTBJIEHUS
BbIOOPOUHOT'O KOHTPOJIS:

a) TIofy4yeHHe CBeZleHWH, TIpe/iCTaB/sieMbIX B COCTaBe U 00beMe, yCTaHOB/IEHHBIX (e/iepasbHbIM
OpPraHOM MUCIIOIHUTeIbHOM B/IaCTH, OCYLIECTB/SIOIIMM (YHKIMM 0 KOHTPO/IO W Haj30py B cdepe
3/IpaBoOXpaHeHusi, deiepasbHbIM OPraHOM UCIIOJIHUTeTbHOW BJ/IACTH, OCYIEeCTB/SIOUMM (QYHKLUU T10
KOHTDOJIIO ¥ HaZi30py B chepe obOpartieHus JieKapCTBeHHBIX CPe/ICTB /I7Isi BETEPUHAPHOTO MTPUMEHEeHHs], O
Cepusix, TIApPTUSIX JIeKApCTBEHHBIX CPE/CTB, TIOCTYMAIOUIMX B TPaKIAHCKUM 000poT B Poccuiickoii
@eslepalM, yKa3aHHbIX B TIyHKTe 1 HacToslleld 4YacTWh, OpraHW3alLUsIMH, OCYILeCTBJISIOLUMU
TPOKM3BO/ICTBO JIeKApPCTBEHHBIX CpeAcTB B Poccuiickoii @esiepaliuv U BBO3 JIeKapCTBEHHBIX CPEZICTB B
Poccuiickyto ®efepauiyto, 3a MCKIIOYEHWEM Cepuil WM TMapTUid JieKapCTBeHHBIX Tperaparos,
YKa3aHHBIX B yacTu 4 cratby 52.1 1 yactu 6 ctathu 52.2 HacToslero @ejepasbHOro 3aK0Ha;

(B pex. @epepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

6) mosiyueHHe TOCTYyTIAIOIeH B TTOPsiiKe, YCTaHOB/IEHHOM CTaThell 64 HacTositiero dezepansHOTo
3aKOHa, MH(OpMaLMK 0 TTOOOUHBIX /IEHCTBUSIX, HEXKE/IaTe/TbHbIX PeaKLUsIX, CePbe3HbIX HeXXeaTelbHbIX



peakLusiX, HerpeIBU/IeHHbIX HeXKeJlaTe/IbHbIX peaklysixX NPy MPpUMeHeHUH JIeKapCTBeHHbIX Mperaparos,
00 MHIWBHU/Iya/bHON HEIepeHOCUMOCTH, OTCYTCTBUU 3(PPEeKTUBHOCTU JIeKAPCTBEHHBIX TperapaToB, a
Takke 00 UHBIX (pakTax U 0OCTOSITENHCTBAX, TIPE/ICTAB/ISIOIIUX YTPO3Y KU3HU W 30POBBIO UeioBeKa
b0 >KMBOTHOTO TPU TIPUMEHEeHWW JieKapCTBEHHBIX TIperapaToB M BbISIBJEHHBIX Ha BCeX JTarax
oOpairieHusi JieKapCTBEHHBIX TperapaToB B Poccuiickoit @eziepaliviy ¥ Jpyryx rocy/japCcTBax;

B) MoJiyueHWe B COOTBeTCTBUM C DesepanbHbIM 3aK0oHOM OT 31 wutosisi 2020 roga N 248-d3 "O
rocy/lapCTBEHHOM KOHTposie (HaA30pe) WU MYyHMLMMNAJbHOM KOHTposjie B Poccuiickoii Pepepauu”
CBe/IEHWM O TIPUUMHEHWU BpeZia Wiu 00 yrpo3e NMPUUMHEHUS BpeZia KW3HW, 3Z0POBBIO0 TPaXK[IaH WU
JKUBOTHBIX.

Cratba 9.2. TlocypapCTBeHHbIi KOHTponb (Hag3op) 3a peanusauuven
UCNONHUTENbHbIMN OpraHamm cyo6bekToB Poccuiickon degepauum nosIHOMOYUA B
chepe obpalLeHnsA NieKapCTBEHHbIX CpeacTB ANA MeSULMHCKOro NpUMeHeHus
(B pen. PenepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

(BBegeHa PeznepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. TocymapcTBeHHbINi KOHTPOJIb (HAZA30p) 3a peanu3aldeid HWCIOMHUTENbHBIMA OpraHaMu
cyobekToB Poccuiickoii deneparyi mosHOMOuUWi B cepe obpaiijeHUs ieKapCTBEHHBIX CPeZACTB IS
MEeJULIMHCKOTO TIpMMEeHEeHUsl OCYIIeCTB/sSeTCs yMoJHOMOYeHHbIM [IpaBuTenbcTBOM Poccuiickoi
®Desrepaliu OpraHoM HCIIOJIHUTE/IbHOM B/IaCTH.

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

2. TlpemmeToM rocCyAapCTBEHHOTO KOHTpO/s (HaZ3opa) 3a peasu3aljieidl HCIOJHUTeTbHBIMU
opraHamu cyOnekToB Poccuiickoit @ezepariu To/iHOMOUMM B cdepe obpaiileHus1 JIeKapCTBEHHBIX
CPeACTB /i1 MeJUIMHCKOTO  TPUMeHeHUs  siBjisieTcss  CoO/ofieHWe  YIOJTHOMOYeHHBIMU
WCTIOJTHUTE/IbHBIMA ~ OpraHamMu  CyObekToB  Poccuiickoit @efepallii  METOJWKH  yCTAHOBJIEHHUS
TpeJie/IbHBIX PAa3MepOB OITOBBIX HAJ0ABOK W TIPeJe/bHBIX pPa3MepOB PO3HUYHBIX HaZ0aBOK K
(haKTUUeCKUM OTITyCKHBIM IjeHaM, YCTaHOBJIeHHbIM MPOU3BOAUTE/ISIMU JIEKAPCTBEHHBIX TperiapaToB, Ha
JleKapCTBeHHbIe TIperaparthbl, BK/IIOUeHHble B TlepeueHb >XU3HEHHO HeOOXOAWMBIX U BayKHEHIIMX
JleKapCTBeHHBIX TperapaToB.

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

3. Ilpm ocywecTBieHMH TrOCy[apCTBEHHOTO KOHTpOJs  (HaA3opa) 3a  peanusalyen
WCTIOJTHUTEeIbHBIMU OpraHaMu CyObekToB Poccuiickoit Desepaiiun oHOMOUMA B cdepe obpareHus
NIeKapCTBeHHBbIX CPeACTB i1  MEJMLIMHCKOIO TMpHMMEeHEeHMsl TPOBOJATCS  Cefylolue  BUJbI
MepOTPUSITUI:

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

1) foKyMeHTapHble IPOBEPKY;
2) Bble3/iHbIE TIPOBEPKH.

4. OpraHu3alus ¥ OCYLIeCTBJIeHHEe TOCyJapCTBEHHOrO0 KOHTpO/sS (Haz3o0pa) 3a peanusaluen
WCTIO/THUTE/IbHBIMUA OpraHamMu CyObekToB Poccuiickoit @efepalju MoJHOMOUWEM B cdepe oOpaiijeHHs
JIeKapCTBEHHBIX CPe/ICTB /il MeJUI[MHCKOTO TIPUMeHEeHUs peryupytorcs PeepanibHbIM 3aKOHOM OT 21
nekabps 2021 roma N 414-®d3 "O6 o06IuX MPUHIMIIAX OPraHU3aUM MyO/JIMYHON BJIAaCTH B CyOBeKTax
Poccutickoii @egeparmn’.

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



5. IlonoxkeHre 0 rocyZapCTBEHHOM KOHTpoOsie (Haz30pe) 3a peanusaljeld HUCIOJHUTeTbHBIMU
opraHamu CyObekToB Poccuiickoit dDefepaiuv TogHOMOUMM B cdepe obpalrieHus1 JieKapCTBEHHBIX
CpeJCTB /11 MeJMLIMHCKOI O TIpUMeHeHus yTBepxkaaetcs [IpaButensctBom Poccurickon depepanyn.

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

Cratba 9.3. PervoHaNbHbIli roCcyfapCTBEHHbIVW KOHTponb (Hag3op) 3a
NPUMEHEeHMEM LieH Ha JieKapCTBEHHbIe npenapaTtbl, BK/IIOYEHHbIE B NepevyeHb XU3HEHHO
HeoOGX0AUMbIX U BaXKHELLNX NIEKAPCTBEHHbIX Npenaparos

(BBegeHa PeznepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PervoHanbHbBINM rOCyAapCTBeHHbIN KOHTPO/Ib (HaZ30p) 3a NMpHUMeHeHUeM 1ieH Ha JieKapCTBeHHbIe
rperaparbl, BK/JIIOUEHHbIe B TiepeueHb >KU3HEHHO HEeoOXOAWMBIX U BaKHEUIIMX JIeKapCTBEHHBIX
TperaparoB, OCYIIECTB/SIETCS MCIIOJIHUTEBbHBIM OpraHoM cyObekra Poccuiickoii ®Pepepaiyuy,
YIOJTHOMOYEHHBIM BBICIITM UCTIOTHUTE/ILHBIM OpraHoM CcyObekTa Poccutickoit ®eepariuu.

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

2. [lpeameToM pervoHasbLHOrO TOCYJAapCTBEHHOTO KOHTPOJS (HazA30pa) 3a NpUMeHeHWeM LieH Ha
JleKapCTBeHHbIe TIperiaparthbl, BK/IIOYEHHble B IepeuyeHb JKU3HEHHO HeOoOXOANWMBIX W Ba)KHEHIINX
JIeKapCTBEHHBIX  TIperiapaTtoB, sBAsSeTCs  COOJIOfleHHe  OpraHu3aldsMM  ONTOBOWM  TOPTOBJIH
NIeKapCTBEeHHBIMHU CPeZCTBAaMMU, alITeYHBIMH OPTaHU3aLMsIMU, WHAVBU/YaIbHBIMU TTPeATIPUHAMATEIISIMH,
MMEIOIIMMHU JIMLeH3UI0 Ha (apMaleBTUUeCcKyl [esiTeJIbHOCTb, MeAMLIMHCKUMM OpraHU3alysMy,
UMEIOIIMMH  JIMLIEH3WI0 Ha  (papMal|eBTUYeCKyl0  JeATeNlbHOCTb, U WX  000CO0IeHHBIMU
To/[pa3/ie/IeHUsIMH, PacIio/IOKeHHBIMU B CeJIbCKUX HacCeJeHHBIX MyHKTaX, B KOTOPLIX OTCYTCTBYIOT
anTeyHble OpraHU3aliiM, MPU peaau3allid JIeKapCTBEHHBIX TperapaTtoB TpeOOBaHUN K MPUMEHEHHIO
1leH, YPOBeHb KOTOPBIX He [JOJDKEH TPeBbIIaTh CYMMY (DaKTUUeCKOM OTIYCKHOM 1|eHbl, YCTaHOBIEHHOM
MIPOU3BOAIMTE/IEM JIeKapCTBEHHBIX TIIPerapaToB, W KOTOpPbIe He TIPeBBIIIAIOT 3aperuCTPUPOBAHHBIX
Tnipe/ie/IbHBIX OTITYCKHBIX 1|eH, U Pa3MepOB ONTOBBIX HAZ0ABOK U (W/M) Pa3MepOB PO3HUYHBIX HaJ|0ABOK,
He TIPeBBIIAIIMX COOTBETCTBEHHO pa3MepoB Mpefie/lbHbIX OMNTOBBIX HaJ0aBOK W (WIM) pa3mMepoB
Tripe/ie/IbHBIX PO3HUYHBIX Ha/l0aBOK, yCTaHOB/IEHHBIX B CyObeKkTe Poccuiickoit dezepariyu.

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

3. OpraHusanusi U OCyllleCTB/eHUe DerMoHaJbHOr0 TOCy/JapCTBEHHOTO KOHTpPOJsi (Haj3opa) 3a
TIpUMeHeHWeM TIeH Ha JieKapCTBeHHbIe TIperapathl, BKIIOUEHHbIE B TepeueHb )XKU3HEHHO HeoOXOIUMBIX
Y BKHEMILMX JIeKapCTBEHHBIX MpernaparoB, peryaupyorcs PenepanbHbIM 3akoHOM OT 31 urons 2020
roga N 248-®3 "O rocyaapCcTBeHHOM KOHTpOJie (HaJ30pe) U MyHHULIMIIaJIbHOM KOHTpoJie B Poccuiickoi
®epeparuu’.

4. ITono)xeHre 0 perMOHa/bHOM TOCYJapCTBEHHOM KOHTpOJie (HaZ30pe) 3a MpUMeHeHUeM LieH Ha
JleKapCTBeHHbIe TIperaparthbl, BK/IIOUEHHbIe B TlepeueHb >XM3HEHHO HeOOXOAWUMBIX U Ba)KHEUIIUX
JIeKapCTBEHHBIX ~ TIpPeraparoB, YTBEP)KAAeTCS BBICIIMM  WCIOJHUTEBHBIM  OpPraHoM CyObeKTa
Poccutickor @enepanyu.

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

Cratbsa 9.4. ®depgepasibHblii rocyfapCTBEHHbI  NIMLEH3NOHHbIA  KOHTPOJb
[eATeNbHOCTU Mo NPOU3BOACTBY /IeKapCTBEHHbIX CPeACTB

(BBegeHa PenepanbHbIM 3akOHOM OT 11.06.2021 N 170-D3)



1. ®epepanbHblil TOCYAAPCTBEHHBIA JMLIEH3UOHHBIM KOHTPOJIb /IeATeJbHOCTH 10 MPOM3BOJCTBY
JIeKapCTBeHHBbIX Cpe/CTB OCYLIecTB/seTcs (efepaibHbIMU OpraHaMM HCIOJHUTENbHOM B/acTH,
ynoaHoMo4ueHHbIMU [IpaBuTenscTBoM Poccuiickor ®epepanuu.

2. denepanbHbld FOCYJaPCTBEHHBIN JIMLIEH3UOHHBIM KOHTPOJIb AesiTe/TbHOCTU M0 MPOU3BO/CTBY
JIEKapCTBEHHBIX CPeJCTB OCYLIECTBJ/SETCS B COOTBETCTBUU C DemepasnbHbIM 3aKOHOM OT 4 mast 2011
roga N 99-®3 "O vLeH3UpOBaHUM OT/e/IbHBIX BUOB AesiTebHOCTU" U DesepasibHbIM 3aKOHOM OT 31
utosisi 2020 roga N 248-@3 "O rocyzapCcTBeHHOM KOHTpoOJe (HaA30pe) U MYHULIMIIATbHOM KOHTpOJie B
Poccuiickoli ®enepanmu”. B pamkax ¢ezepasbHOro rocy/apCTBEHHOIO JIMLIEH3MOHHOIO KOHTPOJIS
JlesAiTeJIbHOCTU TI0 TPOM3BO/ICTBY JIEKAPCTBEHHBIX CPEJACTB TUIAHOBbIe KOHTPOJIbHbIE (HAJ30pHbIE)
MepONpUSTUST He TIPOBOJSTCS, TIPU 3TOM TPOBOAUTCS MepUOArYecKoe MOJTBepXKAeHUe COOTBETCTBUS
JULIeH3UaTOB JIMI|eH3UOHHBIM TpPeOOBaHUSIM B COOTBeTCTBUM ¢ PDefiepanbHbIM 3aKOHOM OT 4 mas 2011
rozga N 99-®3 "O nuueH3upoBaHUU OT/Ie/IbHbIX BUIOB eI TeIbHOCTH" .

naBsa 5. PABPABOTKA, AOKTNHUYECKUE NCCNEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE K/IMHUWYECKUE NCCNEAOBAHNA
NEKAPCTBEHHbIX NMPEMAPATOB A/14 BETEPUHAPHOIO NPUMEHEHUA

Crartbsa 10. Pa3spaboTKa siekapCTBEHHbIX CPeAcTB

1. Pa3paboTka eKapCTBEHHBIX CPE/CTB BK/IOYaeT B CeDsi MOMCK HOBBIX (hapMaKOIOTHUECKH
dKTHMBHBIX BellleCTB, Iod/jleAyroijee wHW3yueHrne HMX JIeKapCTBEeHHbLIX CBOf/iCTB, AOK/IMHHU4YeCKue
WCC/ieJoBaHMsl, pa3pabOTKy TeXHOJIOTHH TMPOW3BO/CTBA (hapMalleBTHUECKUX CYyOCTaHLM, pa3paboTKy
COCTaBOB U TeXHOJIOTUU MPOU3BOACTBA JIEKaDCTBEHHBIX TIPEIdPaTOB.

2. duHaHCcoBOe obecrieueHe pa3pabOTKM JieKapCTBEHHBIX CPeJCTB OCYIIeCTBIISIETCS 3a CUeT:

1) cpenctB enepanbHOro Or0KeTa;

2) cpeficTB pa3pabOTUMKOB JIeKapCTBEHHBIX CPE/ICTB;

3) CpefCTB NIpOM3BOJUTeeN JIeKapCTBEHHbIX CpefCTB pu BBITIOJTHEHUU
Hay4YHO-UCC/IeJOBaTeIbCKUX PabOT TI0 ZIOTOBOPY MeXXAY pPa3pabOTUMKOM JieKapCTBEHHBIX CPeJCTB U
MMpoun3BoauTesieM JIeKapCTBEHHBIX CPeZiCTB;

4) VHBIX He 3alpellleHHbIX 3aKOHOZaTe/IbcTBOM Poccuiickoit desepaliiy HCTOUHUKOB.

3. TlpaBa pa3paboTuMKa  JIeKADCTBEHHOTO  CPeACTBA  OXPAHSIOTCS  TPaKAAHCKUM
3aKOHOZATeTbCTBOM.

Ctatba 11. [lOKNIMHWYECKOE WCCNeAOBaHWe JIeKapCTBEHHOINo cpeacTBa Ans
MeAMNLUHCKOro NpPUMeHeHus

1. JlokMHUUYeCKoe HCCaeZiloBaHUe JIeKapCTBEHHOTO CpeJCTBA /ISl MeAMIIMHCKOTO TIPUMeHEeHUs
MPOBOAUTCS TyTeM TpPUMeHeHUs] HayuyHbIX METO/I0OB OLIeHOK B Lie/isiX TOJy4YeHUsl J0Ka3aTe/bCTB
0e30macHOCTH, KauecTBa U 3GeKTUBHOCTH JIEKapCTBEHHOTO CPe/ICTRA.

2. Jlok/TMHUYeCKoe HCCie[loBaHUe JIeKapCTBEHHOTO CpeZCTBa [l MeJUI[MHCKOTO MpUMeHeHUs
TPOBOZAIMTCS B COOTBETCTBUM C TIpaBWIaMH Hajjiexxallell 1abopaToOpHOM MPaKTUKH, YTBEPXKIeHHBIMU
EBpa3uiicKkoi 5KOHOMUUeCKOW KOMUCCHEM.



(B pea. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

3. [na opraHu3aliuu U MpOBe/leHHsl JOK/JIMHUYECKOr0 UCC/e/l0BaHUsl JIeKapCTBEHHOTO CpeZiCTBa
JUTST METUIIUHCKOTO MPUMEHEHUsT pa3pabOTUMKK JIEKApCTBEHHBIX CPE/ICTB BIIpaBe MPUBJIEKATh HAyUHbIE
opraHu3aliu, obpa3oBaTe/ibHbIe OpraHW3alUy BhICIIETO 00pa30BaHUs U WHbIE OpraHU3al[uH, UMETOIIe
HeoOXOMMYI0  MaTepua/lbHO-TeXHUUeCKyro 6a3y ¥ KBa/M(UIMPOBAHHLIX  CHELMAJUCTOB B
COOTBETCTBYHOLL[eM 06/1aCTH UCC/IeIOBaHUSI.
(uactb 3 B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. [oK/IMHWYeCcKOe WCC/ie[joBaHUe J1eKapCTBEeHHOTO CpeACTBa [/is MeJULMHCKOTO MpHUMeHeHUs
MIPOBOAUTCS TI0 YTBEPXKJEHHOMY pa3paboTuvKoM JIeKapCTBEHHOTO CpeZCTBA IJIaHy C BeJeHHeM
MIPOTOKOJIa 3TOTO WCC/Ie[JOBaHUS M COCTaB/eHWeM OTYeTa, B KOTOPOM COjlep)KaTCsl pe3y/bTaThbl 3TOTO
WCC/IeIoBaHUST M 3aK/l0UeHHe O BO3MOXKHOCTU TIPOBeJIeHUs] K/JIMHUYEeCKOTO — HCC/ieloBaHUS
JIeKapCTBEHHOT 0 Mpernapara Jjisi MeJULIMHCKOT0 IPUMeHEeHUs.

5. TlpoBeseHue mpoBepoK COOMOZEHUsT TIpaBUI Hajyiexallell 1abopaTOpHOM TPAaKTUKUA U
NPaBOBbIX HOPM HCII0/Ib30BAHUS JKUBOTHBIX IIDU IPOBEJ€HUM [OKIMHUUYECKUX UCC/IeZlOBaHUN
JIEKAPCTBEHHBIX CPeACTB [JId MeAULMHCKOIO IpUMeHeHUs OCYILLeCTBJIAeTCs YIIOTHOMOYEHHBIM
¢enepasbHBIM OPraHOM UCIIO/IHUTETbHOMN B/IACTH.

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

6. Pe3ynbTaThl [JOKIMHUUYECKOTO MCC/IE[0BaHHWSI JIeKapCTBEHHOTO CpeZCTBa [JJisi MeJULMHCKOTO
TIpUMeHeHUsT MOTYT ObITb TIpeJiCTaB/ieHbl B YTIOJTHOMOYEHHBIN (esiepaibHbIi OpraH HCIOJTHUTeTbHOU
BJIaCTH B yCTAaHOBJIEHHOM MOPSiZIKe B LIe/IIX PeruCTpaLiuM JIeKapCTBEHHOT O Mperapara.

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

Cratba 12. [loKIMHMYECKOe wuccrniegoBaHMe JfleKapCTBEHHOro cpeacrtesa U
KNMHUYEecCKoe uccnefoBaHMe JieKapCTBEHHOro npenapara Ans  BeTepuHapHOro
npMMeHeHus

1. JIok/IMHUYeCKoe HCC/ieloBaHHe JIeKapCTBEHHOTO CPeZCTBA /ISl BETePUHAPHOTO TPUMeHeHHUs
MIPOBOAUTCS TMyTeM TIPUMEHEeHUs] HayYHBIX METOZIOB OLIEHOK B ILeJIIX TOJyYeHUs] [10Ka3aTesbCTB
Oe3omacHOCTH, KadecTBa U 3((eKTUBHOCTH JIeKAPDCTBEHHOTO CPEe/CTBA, B TOM 4YHWCJIe OIpefeeHHs
CpOKa ero BbIBe/leHHsI U3 OpraHuM3Ma >XMBOTHOTO, B Iiefsix obecrieyeHusi 6e30MacHOCTU TMPOAYKLMU
YKMBOTHOT'O TIPOUCXO>K/EHUs T10C/Ie TIPUMeHeHHsI COOTBETCTBYIOLIEero JieKapCTBEeHHOT'O Tperapara.

2. [okIvHUYeCKOe UCC/ie[iloBaHUe JIeKApCTBEHHOTO CpeJiCTBa M KJIWHUYEeCKOe HCC/eloBaHue
JIeKapCTBEHHOTO TIperiapaTa /il BeTEePUHAPHOI'O TMPUMEHEHUs, HMCC/e/j0oBaHie OMO3KBHUBA/IEHTHOCTH
yKa3aHHOTO JIeKapCTBEHHOTO TMiperapara TIPOBOJSATCS B COOTBETCTBHU C mpaBoM EBpa3suiickoro
KOHOMMYECKOT0 CO03a.

(B pea. @enepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

3. [oknuHHUYecKoe HCC/efloBaHUe JIeKapCTBEHHOIO CpeJCTBa U K/IMHUUYECKOe WCCre[0BaHue
JIeKapCTBEHHOr0 Tperiapata /il BeTepMHAPHOIO TIPUMeHeHHUsI TIPOBOJATCS 110 YTBEP)KAEeHHOMY
pa3pabOTYMKOM JIeKapCTBEHHOTO Cpe/CTBa IJIaHy C BeJeHHWeM IIPOTOKOJIOB 3TUX WCC/Ie[I0OBAaHUN |
COCTaBJ/IeHUEM OTUETOB, B KOTOPBIX CO/lePKaTCsl pe3y/bTaThbl ITUX UCC/Ie[0BaHUIA.

4. [Inst opraHu3alyy Y TIPOBe/IeHUs] TOKJIMHUYeCKOT0 UCC/Ie0BaHUsI JIeKapCTBEHHOTO CPeJiCTBA U
K/IMHUYEeCKOrO0 UCC/Ae0BaHUSl JIeKADCTBEHHOIO TiperiapaTa /[Jii BeTepUHApHOrO TpPUMEHEeHHs
pa3paboTurK JIeKapCTBEHHOTO CPeJCTBA MOXKET TpUBJIeKaTh OpraHW3alid, UMerIie HeoOX0JUMYHo



MaTepHa/IbHO-TeXHUUECKYH0 0a3y ¥ KBaJU(PUIIMPOBAHHBIX CTELIUMAIMCTOB B COOTBETCTBYIOIIENH 06/1acTH
WCcieJoBaHusl.

5. KnHnueckue ucciefoBaHusl JIeKApCTBEHHBIX IpenaparoB [/l BeTePUHAPHOIO IPUMEHEeHUs
MPOBOJATCS B BeTepUHApHBIX OpraHW3alUsiX W B OpraHU3alusaX, OCYILeCTB/SIOLIMX pa3BefieHue,
BbIpall[MUBaHUE U COZlep>KaHNe KMBOTHBIX, B Le/IAX:

1) ycTaHOB/IeHUSI IEPEHOCUMOCTH JIEKapCTBEHHBIX MPenapaToB 3Z,0POBbIMU >KUBOTHBIMU;

2) mojbopa ONTUMAsbHBIX [O3MPOBOK JIEKapCTBEHHBIX TMperapaToB W Kypca JieueHus Ha
KOHKDETHOM TPYTITe >KUBOTHBIX C OMpe/ie/IeHHbIM 3a00/IeBaHUEM;

3) ycraHoBseHuss  Oe3omacHOCTH W 3(G¢HEKTUBHOCTH  JIEKAPCTBEHHOTO  TIperapara,
rpejHa3HAuUeHHOTO JJisi JieueHUs OrpeJiesieHHbIX 3a00/ieBaHUM JKUBOTHBIX, WK 3((HeKTUBHOCTU
JleKapCTBeHHOTO Tperiapara /ijist MpouIakTUKK 3a00/1eBaHUM 3/J0POBBIX )KUBOTHBIX;

4) u3ydyeHUs] BO3MOJKHOCTEM pacIIMpeHHsi MOKa3aHUM K TPHMEHEeHUI0 3aperuCcTPUPOBAHHOIO
JIeKapCTBEHHOTO TIperiaparta v BhISIBJIEHUS] paHee HeM3BeCTHBIX TTOOOYHBIX JeHCTBHIM.

6. KiuHuyeckoe ucciefioBaHWe JIeKapCTBEHHOrO Iperapara /[Jii BeTepUHApHOro NpUMeHeHUs
OCYILIeCTBJISIeTCS 3a CUeT CpeiCTB pa3paboTurKa jieKapCTBeHHOro Cpe/iCTBa.

7. OryeTbl O pe3y/ibTaTax [JOKJIMHAYECKOTO WCC/AeOBaHUS JIeKADCTBEHHOTO CpeJCTBa U
KJIMHWUYECKOTO  HWCC/Ie[IOBAaHUsI  JIEKAPCTBEHHOTO —TperapaTa [jid  BeTEePUHAPHOTO TPUMEHEeHHs
COCTaBJISIFOTCSL  Pa3pabOTUMKOM JIeKapCTBEHHOTO CpeAiCTBa C Y4YeTOM 3aK/IHOUeHWI OpraHu3alui,
MIPUHUMABIIIMX yYacThe B OPraHU3alvy U MPOBeJIeHUH ITUX UCC/IeZJOBaHUM.

8. KoHTponb 3a mnpoBefieHHMEM [OKIMHUYECKUX MCC/Iel0BaHUN JIeKapCTBEHHBIX CPeJCTB U
K/IMHUYEeCKMX HCCIeJOBaHUM JIeKapCTBEHHBIX IIperiapaToB /il BeTePUHApHOIO0 TNpYMeHeHUs
OCYIL[eCTB/ISIeTCS YTIOJTHOMOYeHHbIM (he/iepaibHbIM OPraHOM MCITOJIHUTe/TbHOM B/IaCTH.

Mnasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOW PEFMCTPALIVN,
PETMCTPAUNUN NEKAPCTBEHHbIX NMPEMAPATOB
(B pex. @epepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

KoncynbranTllnroc: mpumeuaHue.

[To 3agBnenusm, noganHbiM g0 01.01.2021, sekapcTBeHHble TIiperaparbl [Jjs MeAULMHCKOIO
TIPUMeHEeHUsI PeTUCTPUPYIOTCSI B COOTBETCTBUM C TpeboBaHMsAIMH, AeticTBoBaBLMH /10 30.01.2024. O
NpUBe/leHrMY B COOTBeTCTBHe C akTaMyd EADC Takux M paHee 3apervCTPUPOBAHHbBIX MpPerapaToB CM.
@3 ot 30.01.2024 N 1-P3.

Cratbss 13. locypgapCTBeHHas perucrTpauusi, perucTpauusi JieKapCTBeHHbIX
npenapaTroB
(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

(B pexn. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuiickot ®Pepepaniuu [OMyCKarOTCs TPOM3BOJCTBO, XpaHeHWe, MepeBO3Ka, BBO3 B
Poccuiickyro ®@esepanuto, BbIBo3 U3 Poccuiickor ®efepajuy, pekiama, OTIIyCK, peaausanys, riepefava,



NpUMeHeHHe JIeKapCTBeHHbIX IIperapaToB, eC/JMd OHM  3aperMCTPUpPOBaHbl  YIIOJIHOMOYEHHbIM
(benepasbHBIM OpPraHOM MCIIOJIHUTE/BHOM B/IaCTM B COOTBETCTBUMM C HactosiiiuM defiepasbHbIM
3aKOHOM /1160 B COOTBETCTBUM C aKTaMH, COCTaB/IIOLMMY 1paBo Coro3a.

(B peg. PenepanbHbIX 3aKOHOB OT 13.07.2015 N 241-®3, ot 30.01.2024 N 1-D3)

2. T'ocyapCTBEHHOM pervcTpalyy MoAJIeXXar:

1) Bce /ekapCTBeHHbBIE TIperapaThl, BIIEPBbIe IMOZJIeXKallie BBOAY B obOpaiijeHHe B Poccuiickoi
®denepaiyy;

2) 7nekapCTBeHHble IIperaparhl, 3apervuCTpUpOBaHHble paHee, HO IPOM3BeJleHHble B [PYTUX
NleKapCTBeHHbIX (hopMax B COOTBETCTBUM C TepeyHeM HauMeHOBAaHWM JieKapCTBeHHBIX ()OpM, B HOBOM
JI03UPOBKe TPU [J0Ka3aTebCTBe ee KIMHUUeCKOW 3HaUMMOCTH U 3¢ (eKTUBHOCTH;

3) HOBEIE KOMGI/IHaL[I/II/I 3dperuCTprUpOBAHHLBIX DaHee JIEKADCTBEHHBIX IMPErapdTOB.

3. I'ocyiapcTBeHHasi pervMcTpalys JeKapCTBeHHBIX TIperapaToB OCYLIECTBIISeTCS TI0 pe3yJ/ibTaTaM
9KCIepTH3bl JIeKapCTBEHHBIX CPe/ICTB.
(uactb 3 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4. l'ocypapcTBeHHass ~ perucrpaudss — JIGKQpCTBEHHOrO — Iperiapata  OCYILeCTBIISeTCs
COOTBETCTBYIOL[UM YTIOJIHOMOYEHHbIM (pe/ilepasbHbIM OpPraHOM MCIIOJIHUTE/bHOM B/IaCTU B CPOK, He
TIPeBLILLAIOIINNA CTa LIECTUZeCATH pabouux [Heil CO [HsI MPUHSATHS 3asiB/IeHUs] O TOCYJapCTBEHHOU
perucTpalyy JIeKapCTBeHHOrO Iiperiapata /[Jii MeAMLIMHCKOIO IIPUMEHeHus, U B CpOK, He
NIPeBBIMIAIONIMNA CTa BOCBMM pabOuyMx [Hed CO [Hs TIPUHATHS 3asiB/leHWs O TOCYZapCTBEHHOM
pervucTpanyy JIeKapCTBeHHOrO Iiperiapara JJjisi BeTepUHApHOIO INpuMeHeHMs. B yka3aHHBIM CpOK
BKJTFOUAeTCs1 BpeMsi, HeoOX0JUMOe [ijisi TIOBTOPHOTO TPOBe/IeHHsT SKCIIePTU3bI JIeKapCTBEHHOTO Cpe/iCTBa
B COOTBETCTBUU CO cTaThed 25 Hacrosero PesnepanbHoro 3akoHa. CpoK TrocCyAapCTBEHHOW
perucTpalyy JIeKapCTBEHHOr'O Iiperiapara MWCYMC/ISeTCss CO JHS TPUHATHUS COOTBETCTBYHOLLUM
YTOJIHOMOYEHHbIM (pefiepalbHbIM OpPraHOM HCIOHUTE/IBHOW BJIACTU COOTBETCTBYIOLErO 3asiB/I€HUS O
rOCyZlapCTBEHHOM PpervcTpalii  JIeKapCTBEHHOTO TIperiapata C TpWIOXKeHHeM HeoOXOANMBIX
JIOKYMEHTOB TI0 [leHb BblJau/ PervCcTpaliOHHOrO yA0CTOBepeHUs JIeKapCTBEHHOrO Ipenapara. Bpewms,
HeoOXoZMMoe [i7Is HarlpaBJIeHusl YIIOTHOMOYeHHBIM (heiepajlbHBIM OPraHOM HCIIOJTHUTE/LHOM B/IACTH
3arpoca o Mpe/icTaB/IeHny HeoOX0JUMbIX MaTeprasioB U Mpe/iCTaB/IeHus 3asiBUTe/IeM OTBeTa Ha JaHHBIN
3arpocC B COOTBETCTBUU CO CcTaTtbamu 16, 19 u 23 HacTosero defepasbHOro 3aKOHa, He YUUTHIBAeTCS
IIPY UCUMCJIEHUU CPOKa IOCy,apCTBEHHOU perucTparyy J1eKapCcTBeHHOro rperapara.

(B pea. @enepanbHbIX 3aKOHOB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. 'ocyfapCTBeHHOM perncTpanyy He IO/jIear:

1) nekapcTBeHHbIe TMperapaTrhbl, U3rOTOB/IEHHbIE ANTeYHbIMKA OpraHU3al[UsiMU, BeTepUHApHBIMU
anTeuHbIMU OpTraHU3alUusIMU, UHAVBUAYaIbHBIMU TIPeANPUHUMATE/ISIMH, KOTOPble UMEIOT JIML[eH3UI0 Ha
(hapmalleBTUUECKYIO [esiTe/IbHOCTh, I10 pelieliTaM Ha JieKapCTBeHHbIe TIperapaTthl U TpeOOBaHUSIM
MeJULIMHCKUX OpraHu3aliiii, BeTepUHApHbIX OpraHu3alyid WIA OpraHu3alui (MHAWBUYaTbHBIX
ripeJiNpUHUMare/ieil), OCyIeCTB/SIOLIMX pa3Be/ieHue, BbIpall[uBaHue U Cofiep>KaHKe KUBOTHBIX;

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

2) yieKapCTBeHHbIe TIperapaThl, TpHoOpeTeHHbIe (HYM3NUeCKUMU JIMIIAMU 3a TipezesiaMu Poccuiickoit
®deslepaliuy U NpejHa3HayeHHbIE /1J151 TMYHOTO UCI0J/Ib30BaHUS;



3) J/ekapCTBeHHble Tiperapathbl, BBO3UMble B Poccuiickyro ®efepauyio [as OKa3aHUs
MEeJULIMHCKOM TOMOLM T0 >KM3HEHHbIM T[I0Ka3aHWsM KOHKDETHOTO TalllieHTa Ha OCHOBAaHUM
paspeliieHusi, BbIJAHHOTO YTIOJTHOMOUEHHBIM (pe/iepa/ibHbIM OpraHOM HCIIO/IHUTE/ILHOM B/IaCTH;

4) nekapCTBeHHble Cpe/CTBa, BBO3UMble B Poccuiickyro @esepaljiio Ha OCHOBAaHWU BbIZAHHOTO
YIOJTHOMOYEHHBIM (pefiepa/ibHbIM OpPraHOM WCIIOJIHWTEebHOM BIAaCTH pa3pelleHus U NpejHa3HaueHHble
[/1s1 TIDOBeJleHUs] K/IMHUYeCKUX WCC/e[OBaHMM JIeKapCTBEHHbIX IIperapaToB M (WIM) MpOBeJeHus
JKCIepTH3bl  JIeKapCTBEHHBbIX CPEACTB [/l OCYIIeCTB/A€HUs] TOCyJapCTBEHHOM peructpaluu
JleKapCTBEeHHBIX TperapaTos;

5) bhapmariieBTHUECKHE CYyOCTaHIIMN;

6) paauodapmalleBTUUeCKHe JeKapCTBeHHbIe TperapaThi, U3rOTOBJIEHHbIE HEroCpe/[CTBEHHO B
MeJIULIMHCKUX OpraHu3alysX B TMOpPsi[iKe, YCTaHOBJIEHHOM YIIOJTHOMOUYeHHbIM (efiepajbHbIM OpraHOM
WICIIOJTHUTE/IbHOM BJIaCTy;

7) NleKapCTBeHHbIe TIperapaThl, MPOU3BOAUMBIE [I7Is1 SKCIIOPTa;

8) OuoTexXHONOTMUECKHe JIeKapCTBEHHbIE TIperiapaThl, TpeAHa3HaueHHbIe [I/iss TPUMEHEHUs B
COOTBETCTBUM C WHAWBU/ya/IbHBIM MEAUIIMHCKMM Ha3HaueHWeM U CTelMalbHO W3TOTOBJeHHbIe [/Is
KOHKDETHOI'0 TMalleHTa HeroCpe/iICTBeHHO B MeJUIIMHCKOW OpraHu3alid, B KOTOPOM TIPUMEHSeTCs
TaKOW OHMOTEeXHOJIOTHUEeCKHi JIeKapCTBeHHBIN Tperapar, WUMeloIllie B CBOEM COCTaBe COeJIWHEeHUS,
CUHTEe3UpOBaHHble [0 pe3y/bTaTaM TeHeTUYeCKUX WCCAef0BaHMM Marepuasna, MOAyUYeHHOrO0 OT
TarvieHTa, Jjisi KOTOPOTO U3TOTOBJIEH TaKOW OMOTEeXHOIOrMYeCKUi JIeKapCTBeHHBIH Tipernapar. [lepeueHb
MeJULIMHCKMX  OpraHu3aluii, WMelIIUX TMpaBO  MW3roTaB/iuWBaTh U  NPUMEHATb  TaKue
OMOTEeXHOIOTUYEeCKHe JIeKApCTBEHHBbIE TIperapaThl, yTBepkzaaeTcs I[IpaButesbctBoM Poccuiickoi
@enepaiiuy. Pa3pellieHre Ha TIpUMeHeHHEe TaKUX OHMOTEeXHOJIOTHUeCKUX JIeKapCTBEHHBIX IperapaToB
BbIZIAeTCS  YTIOJTHOMOUEHHBIM  (beJiepabHBIM OpPraHOM  MCIIOHUTEBHOM BAAaCTU B TIOPSJKE,
ycTaHaB/ivBaeMoM [lpaButenbctBoM Poccuiickoii  @epeparuu. [lopsgok — oOpalljeHUs  TaKuX
OMOTEeXHOOTUYEeCKUX JIeKapCTBEHHBIX TperapaToB, BK/IOUAsl MOPSZAOK UX W3TOTOBJIEHMUS, IMPOBeeHus
9KCTIePTH3bl, OCYIIECTBIEHUS KOHTPOJII KaueCTBa TaKUX OWOTEXHOTOTMYECKMX JIeKapCTBEHHBIX
TIperaparoB, NMPUMeHEHUs, XPaHEHUs, TPAHCIIOPTUPOBKU W YTHU/IM3ALMMA TaKUX OHWOTEXHOJIOTUYECKUX
JIeKapCTBEHHBIX TIperapaToB, a TakKe TpeOOBaHMWsS K TaKUM OMOTEXHOJOTMYECKMM JIeKapCTBEHHBIM
rperiapaTaM U MEAMIIMHCKUM  OpraHW3al[ydsiM, WX M3rOTaB/IMBAIOIIMM U  TIPUMEHSIOIINM,
ycTaHaB/aMBaroTcs [IpaBuTenscTBOM Poccuiickoli @efiepalivu.

(. 8 BBesieH PegepanbHbIM 3aKOHOM OT 30.01.2024 N 1-03)

5.1. 3adBieHue O perucTpanud BOCIIPOU3BELEHHOIO JIeKAPCTBEHHOrO Iiperiapara  [jis
MeJUIIMHCKOTO TPUMEeHeHUs1 MO)KeT OBITb TI0JaHO B YIIOJTHOMOUEHHBI (QeJepanbHbI  OpraH
VICIIOJIHUTE/IbHOM  B/JIACTH, OCYLLECTB/SIOIIMNA TOCY[ApCTBEHHYH) DPervMcTpalyl0  JIeKapCTBEHHBIX
rperapaToB, MO WCTeYEHUU YeThIpexX JieT C JaThl rOCyJapCTBEHHOM perucTpalyy WiIu pervcrpauyy
pedepeHTHOr0 JIeKapCTBEHHOT 0 Tperapara /Il MeJULIMHCKOro puMeHeHus B Poccuiickoil @esiepaniyu.
(uactb 5.1 BBefieHa @esiepanbHBIM 3aKoHOM OT 30.01.2024 N 1-D3)

5.2. 3asBjieHHMe O perucTpauu OwoaHanoroBoro (6MONOLOOHOT0) JIeKapCTBEHHOTO TIperapara
(broananora) /s MeAULMHCKOTO MTPYMeHeHHsI MOKeT ObITh 10/JaHO B YIIOJTHOMOUEHHBIH (heepaibHbINA
OpraH HWCTIOJIHUTebHOW BIAaCTH, OCYIIECTBJSIOIINN TOCYJApCTBEHHYIO PETHMCTPALIMI0 JIeKapCTBEHHBIX
TIperapaToB /s MeJULIMHCKOTO TMpPUMEHEHHs, 10 WCTeUeHWHd TpeX JIeT C JaThl ToCyJapCTBEHHOM
PervcTpaLyiy U peructpanuu pedepeHTHOro JTeKapCTBeHHOr O Mpernapara B Poccuiickoii deseparyu.



(uactb 5.2 BBefieHa ®esiepanbHBIM 3aKoHOM OT 30.01.2024 N 1-D3)

5.3. He pjomyckaeTcsi UCHO/Mb30BaHWE B KOMMepUeCKMX Liesisix HWH(GOpMalMd O pe3yJbTaTax
JOKIMHUYECKUX  WCCAeflOBaHWUM  JIEKAPCTBEHHBIX  CPeJCTB M KIMHUUYECKUX  MCCJ/IeZlOBaHWUN
JIeKapCTBeHHBIX IIpernapaToB /i MeJMLIMHCKOrO IpUMEHeHHsl, TpeJCTaBJIeHHON 3asBUTE/NeM IS
roCyJJapCTBEHHOM permcTpalid Wi pervcTpaliy JieKapCTBeHHOro TiperapaTa, 6e3 ero corsiacusi B
TeyeHWe IIeCTU JIeT C JaTbl TOCy/JapCTBEeHHOM perucTpaluy WM perucrpauyy pedepeHTHOro
JIeKapCTBEHHOTO TpernapaTta B Poccuiickoit ®@esepariyu.

(uactb 5.3 BBefieHa DesiepanbHbIM 3aKOHOM OT 30.01.2024 N 1-D3)

6. He monyckaetcs rocyZilapCTBeHHasi perucTparys:

1) JIEKAPCTBEHHLIX IIPE€I1dpaTOB, OT/IMYAKOIIUXCA APYyr OT [Apyra Kd4eCTBEHHbIM COCTAdBOM
,E[EI‘/JICTBYI-OU_[I/IX BeleCTB, Mo, OJWHAKOBBIM TOProBbIM HAMMEHOBAHUEM;

2) O/IHOTO JIEKAapCTBEHHOTO TIperiapaTa, Mpe/CTaBJIeHHOr0 Ha TOCYAapCTBEHHYH) PerucTpalyio B
OTHOLIIEHWHA OJHOTO W TOTO >Ke Jiep)KaTessl WM Bafiesiblla PEerucTparjioHHOTO YOCTOBEPeHUs
JIeKapCTBEHHOTO TIperiapaTa B BUJe /ABYX W 0Oojiee jieKapCTBEHHBIX IIPerapaToB 0[], Pa3TnYHBIMU
TOPrOBBIMU HAMEHOBaHUSIMHU.

(n. 2 B pex. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B 53/eKTpoHHOW (opme cyObekTa oOpailjeHUss JiIeKapCTBEHHBIX CpPe/CTB
COOTBETCTBYIOLIMUM  YIIOJIHOMOUYEHHbIM  (efilepajlbHbIM  OpPraHOM  HCIIOJHUTebHOM  BJ/IACTH,
OCYILL[eCTB/ISIFOLIUM IOCYy/JapCTBEHHYIO PerMCTPaLIMIO JIeKapCTBEHHBIX NperapaToB, B yCTaHOBIEHHOM UM
TOpsiIKe OCYILeCTB/ISIeTCSI HayyHOe KOHCY/IbTHMPOBaHHWE I0 BONPOCAM, CBS3aHHBIM C IIPOBe/leHUeM
JOKITMHAYECKUX UCC/IeZlOBaHNM, KIMHUUEeCKUX UCC/Ie0BaHUN JIeKapCTBEHHBIX MpernapaTroB, SKCIIepPTU3bl
KayeCcTBa JIeKapCTBEHHBIX CpeAcTB, 3(deKTMBHOCTH U 0e30MacHOCTH, C  OCYIIeCTBJeHHEM
roCy/lapCTBEHHOM perucTpaly JieKapCTBEeHHBIX IpernapaToB. KOHCy/IbTUpOBaHME OCYILECTBJISIETCS C
npuBieyeHrueM (efiepasbHbIX TOCYJAPCTBEHHBIX OHO/KETHBIX YUpeXKAeHHH, I10/jBelOMCTBEHHBIX
JaHHOMY (e/lepaibHOMY OpraHy WCIIOJHUTEbHOM BJIaCTU M He YUacTBYIOIIMX B OpraHu3alyiu
MIPOBEe/IEHUs]  SKCIIePTH3bl KauecTBa JIEKADCTBEHHBIX CPeJCTB B LeJIIX OCYILeCTB/IEHUS HUX
roCy/lapCTBEHHOM perucTpaliv B COOTBETCTBUM CO cTaThed 16 Hacrosimero ®efepaJbHOrO 3aKOHa, B
BH/le OTBeTa B MUCbMeHHOH (popMe ymoIHOMOUYeHHOTO (efiepa/ibHOTO OpraHa MCTOHUTE/IbHOW B/IaCTH
Ha 3arpoc. Pa3mep B31iMaeMoii C 3asiBUTe/S MJ1aThbl ONpe/iesisieTCsl B COOTBETCTBHM C 3aKOHO/IaTelbCTBOM
Poccuiickoii denepauyi 06 opraHu3aliuM TpeAOCTaBlIeHUs] TOCY[APCTBEHHbIX U MYHULMIAIBHBIX
ycayr. MHdopmarusi 06 oCylecTB/IeHUM HayYHOTO KOHCYJIbTUPOBAaHHUS, B TOM YHCJ/Ie CTaTbU, 0030pbI,
CTIpaBOYHBIE MaTepHaabl U WHas HMH(opMauusi 00 OCyIecTBIeHHMM HAyYHOTO KOHCY/IbTHPOBAHWUS,
pa3melljaeTcsi Ha O(QUIMAJILHOM CaiiTe YMOJHOMOYEHHOro (efiepaJbHOTO OpraHa HWCIOJHUTeTbHOU
BAacTd B cetd "VIHTepHeT" € coOso/ileHeM OrpaHWYeHHH, YCTaHOBJ/IEHHBIX 3aKOHO/ATe/NbLCTBOM O
MepCoHabHbIX JJaHHBIX, KOMMepUeCKol U (M/1) roCy/lapCTBEHHOM TalHe.

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

8. T'ocymapcTBeHHasi perucrpanyisi JeKapCTBeHHBIX IIperapaTtoB, KOTOpble Ipe/Ha3HaueHbl /s
MPUMEHEHHsT B YCUJIOBUAX BOEHHBIX [EeUCTBUM, Upe3BbIYaWHBIX CUTYaLUM, TMpeayrpexaeHus
ype3BBIYAHBIX CUTYaLH, MPOPUIAKTUKN U JieueHHs: 3a00eBaHui, TIPe/ICTaB/ISIOLMX OMacHOCTh IS
OKpY’KaIoIINX, 3a00/1eBaHUI U TTOpa’KeHUH, TIO/TyUeHHBIX B Pe3yJibTaTe BO3/eMCTBUS HeOIaronpusTHBIX
XUMHAYeCKUX, OHOJIOTMUecKuX, paJuallMOHHbIX ()aKTOpOB, U KOTOpble pa3paboTaHbl B TOM UHCJIe TIO
3a/laHuio0 (peZiepasibHBIX OPraHOB MCIIOJHWUTE/NBHOM BJIACTH, YIIOJIHOMOYEHHBIX B 0067acT 0060pOHBI
CTpaHbl U 6e30IMacHOCTH rOCy/JapCTBa, a TaKXKe JIeKapCTBEHHBIX CPeJCTB B C/iyuyae uX fedeKTypbl Win
pUCKa BO3HMKHOBeHMs Jie(eKTypbl B CBsSI3U C BBejleHMeM B OTHolleHuM Poccuiickoii Pefepaiuu



OTPAaHUUUTENIbHBIX Mep 3KOHOMHYEeCKOT0 XapaKTepa OCYIeCTB/SeTCs B TIOpsiike, yCTaHOBJIEHHOM
ITpaButensctBOM Poccuiickon @eneparn.
(B pex. ®enepanbHbix 3aKOHOB 0T 01.04.2020 N 98-®3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpuHUUNbI 3KCNepTU3bl JIEKAPCTBEHHbIX CPeACTB
(B pen. @enepanbHOro 3akoHa oT 22.12.2014 N 429-D3)

1. DKcrepTH3a JIeKapCTBEHHBIX CPEJCTB OCHOBBLIBAETCS HA MPUHIUIAX 3aKOHHOCTH, COOJTIOIeHUS
npaB U CB0OOOJ uYe/OoBeKa W TPak[JaHWHA, TpaB IOPUJUUECKOTO JIWIA, HE3aBUCUMOCTH 3KCIIepTa,
00BEKTUBHOCTH, BCECTOPOHHOCTH W TIOJHOTHI WCC/AeI0BaHUM, TPOBOJMMBIX C HCIIO/Ib30BaHHUEM
COBPEMEHHBIX JOCT)KEHUM HAayKU U TeXHUKH, OTBETCTBEHHOCTH (hefepaibHOr0 TOCY[apCTBEHHOTO
OHO/HKETHOTO YUpeX/eHHUs TI0 TPOBEJeHUI0 KCIIePTU3bl JIeKapCTBEHHBIX CPEJICTB U JKCIIEPTOB 3a
TpoOBe/leHNe U KaueCTBO SKCIIePTU3bI.

2. BKCHepTI/IBa JIEKaDCTBEHHBIX ITPErapaToB AJid MeJUIIMHCKOI'O IIpMMEeHeHHs BK/II0UaeT B cebs:

1) aKcmepTH3y [JOKYMEHTOB, TIpe/iCTaBIeHHbIX /I OMpejesieHrss BO3MOYKHOCTA pacCcMaTpHBaTh
JIeKapCTBEeHHBIM TIperapar /s MeAWIIMHCKOro MpUMeHeHWs B KauecTBe Op(aHHOTO eKapCTBEHHOTO
riperapara;

(B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) SKCMepTU3y MpeJio’KeHHbIX MEeTOZO0B KOHTPOJISI KauecTBa JIeKapCTBEHHOTO CpejcTBa U (U/IN)
KayecTBa TIpe/CTaBlIeHHbIX 00pa3sl[0B JIeKAPCTBEHHOTO CPeACTBAa C WCIOIb30BaHUEM 3THUX METO/I0B
(manee - sKCmepTH3a KauecTBa JIeKapCTBEHHOTO CPeJICTBa);

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3) O9KCrepTuU3y OTHOLIEHUS OXKWJAeMOW TMO/b3bl K BO3MOXXHOMY PHUCKY NpPHUMEHEeHUs
JleKapCTBEHHOT 0 Mperapara;

4) 3KCrepTU3y PerucTpaldOHHOTO 0Che Ha JIeKapCTBEHHBIM MperapaT B LesaX OmnpefeneHust
B3aMMO3aMeHsIeMOCTH JIeKapCTBeHHbBIX IperaparoB /i MeAULMHCKOIO IIPUMEeHEeHHs.
(n. 4 BBesieH PegepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. OKcriepTH3a JIeKapCTBEHHBIX TPerapaToB [ijisi BeTePUHAPHOTO TPUMeHeHUs BKJ/IIOUaeT B ceOst
JKCIepTH3y KauecTBa JIEKADCTBEHHOIO CPEeACTBA M SKCIEPTH3Y OTHOLIEHWS] OXKWJAeMOW IM0/b3bl K
BO3MO)XHOMY PUCKY MpHMMeHeHUsI JIeKapCTBEHHOT O TMperapara.

Cratba 15. ®depgepasibHOe rocyaapcTBeHHOe OKOMKETHOe yupexaeHue no
npoBeAEeHNIO IKCNepPTU3bl JIeKApCTBEHHbIX CPeACTB

OKcrepTr3a JieKapCTBeHHBIX CPeZICTB TIPOBOAUTCS (efiepaJbHbIM roCy/JapCTBEHHBIM OO/PKeTHBIM
yupeXx/leHueM COOTBETCTBYIOIIEro YIoJHOMOYEHHOTO (efiepasibHOr0 OpraHa UCIOHUTeTbHOW BIACTH,
CO3/laHHBIM ZIjIT 0OecrieueHus] WCIIOTHEHUS TIOJTHOMOYMM 3TOro ¢eziepaJbHOrO OpraHa I0 Bblaue
paspellleHui Ha MpOBeJjleHHWe K/IMHWYeCKUX WCCAe[OBAHUM JIeKapCTBEHHBIX MpernapaTtoB U (Wid) 0
roCy/lapCTBEHHOM perucTpanuu (perucrpanuy) JieKapCTBEHHBIX IIperapaTtoB (Jasee - 3KCIIepTHOe
yUpeXx/eHue).

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Ctatbsa 16. OpraHusauusi NpoBeeHUs IKCNEePTU3bl JIEKAPCTBEHHbIX CPEACTB



(B pea. @enepanbHOro 3akKoHa ot 22.12.2014 N 429-D3)

1. DkcrepTu3a JIeKapCTBEHHBIX CPeJCTB TPOBOJWUTCS KOMMCCHEM 3KCIIEPTOB 3KCIIePTHOIO
yupeXx/ieHusl, Ha3HaueHHOW ero pyKOBOJUTe/eM, Ha OCHOBaHMM 3a/laHusl Ha NpOBeJileHUe 5KCIIepPTU3bI
JIeKapCTBEHHOT'0 Cpe/ICTBA, BbIJAHHOTO YIIOJIHOMOYEHHbIM (eZiepaibHbIM OpPraHOM MCIIOJHUTeTbHOU
B/JIaCTH. PYKOBO/IMTE/Ib SKCIIEPTHOTO yUpeskaeHus: obecrieunBaeT Hajjiexalljee MpoBejeHre SKCIepTH3bI
NleKapCTBeHHBbIX CPeJCTB B COOTBETCTBUM C 3a/laHMEM, BbIJIAHHBIM YTIOJTHOMOUEHHBIM (hefiepanbHbIM
OpraHOM MCTIO/THUTETbHOU B/IaCTH, U OPraHU3yeT MOAT0TOBKY CBOJHOTO 3aK/IH0UeHHUst 3To Komuccuu. B
COCTaB 3TOM KOMHCCHH TIO PeLIeHHI0 PYKOBOAUTEISI SKCIIEPTHOTO YUPEXKAEHHUSI MOTYT ObITh BK/IFOUEHBI
B KauecTBe SKCIIePTOB Jivlja, He paboTaroijye B [aHHOM 3KCIIEPTHOM YupeXAeHUM, eClId HUX
CrieLidasibHble 3HaHUsI HeOOXOAMMBI [ijisi TIPOBe/IeHUsT SKCIIePTH3bl U TaKhe SKCIepThl OTCYTCTBYIOT B
JJaHHOM 5KCIIePTHOM YUpPeXXJeHUU.

2. DKCIepToM T0 TPOBEJIeHUI0 SKCIIePTH3bI JIEKAPCTBEHHBIX CPE/ICTB SIB/ISETCS aTTeCTOBAaHHBIN
pPabOTHUK 3KCIIEPTHOTO YUpPEeXK/eHHUs, KOTOPbI WMeeT BBICIIee MeJWIIMHCKOe, (apMarieBTUUYecKoe,
OuosiornyecKoe, BeTepUHAPHOE WM XUMHUECKOe 00pa3oBaHKe U MPOBOAUT KCIEPTH3Y JIeKapCTBEHHBIX
CpeJICTB B TIOPSiZIKe UCTIO/THEHUsI CBOMX JO/DKHOCTHBIX 00513aHHOCTe (fasiee - 9KCIepr).

3. Tlpu mnpoBefleHWH SKCIEPTU3bI JIeKAPCTBEHHBIX CPEJICTB SKCIIEePT He MOXKeT HaxO[WUTbCS B
KaKoi-mb0 3aBUCHMOCTH OT JiMlja, Ha3HAUWBIIEro 3Ty 3KCIepTU3y, pa3paboTuuKa JieKapCTBEHHOTO
CpeJiCTBa WK APYTHX 3aMHTEPeCOBAHHBIX B pe3yJbTaTaX SKCIepPTU3bI JIUL].

4. Tlpy TIpOBe/ileHWH SKCIIEePTH3bl JIeKapCTBEHHBIX CPEe/CTB He JIOMyCKaeTcss HucTpeOoBaHMe
9KCIIePTOM Y 3asiBUTe/s] MO0 WHBIX JIML] MaTepraaoB, HeOOXOAUMBIX AJisi IPOBe/IeHUsT SKCIepTH3bl. B
C/lyyae HeJOCTaTOYHOCTH TIPeZCTaB/Ie€HHBIX 3KCMEepTy MaTephasioB B JINUHBIA KaOWHET 3asBUTeNs B
eIVHOM ToCy/lapCTBEHHOM HWH(OPMALMOHHON cucTeMe B c(epe 37paBOOXpaHeHHUs1 (Janee - eguHast
cUCTeMa) SKCIEepPTHbIM YUpe)kJeHHeM HarlpaB/seTcsi 3arpoc O TpeZCTaB/leHUHd Heo0X0AUMbIX
MaTepHuasoB, MOANMCAaHHbIM PyKOBOAWUTeNeM (YIIOTHOMOYEHHBIM JIML[OM) SKCIIEPTHOTO YUpeXKIeHHUs C
VCTI0/Ib30BaHMEM YCU/IeHHOM KBaM(ULIMPOBAHHOM 3/1eKTPOHHOW MOHCH.

(uactb 4 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4.1. 3asiBuUTe/Nb 00s3aH HAINpPaBUThb B JIMUHBIA KAOWHET SKCIIEPTHOTO YUPEXAEHUS B eJUHOHN
cucTeMe TMO/IMMCAHHbIA YCUeHHOM KBanU(ULMPOBAHHOM 3/1€KTPOHHOW TOANUCHI0 OTBET Ha 3arpoc
9KCIIEPTHOTO YUPEXKIEHHUsS] B CPOK, He TIPEBBIIIAIOIINNA [IeBAHOCTa pabouMx AHEM COo AHS TOJyuYeHUs
9KCIePTHBIM yUpeXX/leHHueM 3/1eKTPOHHOTO yBeJOMJ/IEHUs O TOJIyueHHH 3asiBUTesieM 3arpoca. Bpems co
[THST HaTTpaBJIeHUsI SKCTIEPTHBIM YUPeX/IeHUeM B JTMUHBIN KaOWHET 3asiBUTe/Is] B JMHOM CHCTeMe 3arpoca
0 TIpe/ICTaB/IeHUH JIOTIOTHATE/ILHBIX MaTepUasioB 10 [HsS HarpaB/IeHUs 3asBUTe/IEM B JIMUHBINA KaOWHeT
5KCIIePTHOTO YYpeXX/leHHsI B eJIUHOW CUCTeMe OTBeTa Ha 3arpoC He YUYUTBIBAeTCsl MPU MCUUC/IEHUU
CpOKa MpOBe/leHHsI SKCIIepTH3bl JIEKapCTBEHHOI'O Cpe/iCTBa.

(uactb 4.1 B peg. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4.2. Ecimu 3assBUTe/IeM B COOTBeTCTBUM C 4yacTbio 1.1 ctatbu 30 waM yacTteio 2 craTtbu 34
HacTosiero deepasbHOr0 3aKOHA TMpe/CTaB/ieHa KOMUs PelleHus] YIIOJHOMOUYeHHOTro ¢eepanibHOro
OpraHa HCIIOJIHUTEe/IbHOM BJaCTA O TIpoBefleHWH (¢apMalleBTUUeCKOW WHCIIeKIIUA TIPOM3BO/[CTBA
JIeKapCTBEHHBIX CPEJCTB /i1 MEJUIIMHCKOTO TPUMEHEHWs Ha COOTBETCTBHE TpPeOOBaHUSM TIPaBUIT
Ha/J|jieXkallleld TpPOW3BO/CTBEHHOW TIPaKTUKU EBpa3uiickoro KOHOMMUECKOTO COr03a, 3KCIepTy [0
odopM/ieHHs1 pe3ybTaTOB SKCIIePTU3bI JIeKapDCTBEHHOTO CPe/ICTBA IMpe/CTaB/seTCsl KOIUsI 3aK/TF0ueHust
O COOTBETCTBHMH TIPOM3BOZMTE/ISI JIEKAPCTBEHHBIX CPEeACTB TpeOOBaHUSM TIPaBHJI HajJIexKalei
TPOKM3BO/[CTBEHHOW MPAKTHKH, BbIIAHHOTO YTIOJITHOMOUeHHbIM (pe/iepaibHbIM OPraHOM UCIIOTHUTeTbHOM
BJIaCTH, WM KOMUs cepTU(dUKATa COOTBETCTBUS TIPOU3BOJWTENSI JIeKADCTBEHHBIX CPeACTB AJis



MeIULUHCKOTO TIpUMeHeHHs1 TpeOOBaHWSAM TIpaBWI HaJ|jIeXkalllell TPOWU3BO/ICTBEHHON TPAKTUKH
EBpa3uiickoro 5KOHOMUUECKOT0 COr03a.
(uactb 4.2 B peg. ®enepansHoro 3akoHa oT 30.01.2024 N 1-D3)

4.3. 3asBuTenb 00si3aH HAMpPaBUTh B JIMYHBIA KaOMHET 3KCIIEPTHOTO YUPEXIEeHUS B eQUHOU
CUCTeMe KOIHIO 3aK/IH0YeHHs] WM KOMUI0 cepTU(MKaTa, yKa3aHHbIX B 4acTy 4.2 HaCTosillel CTaTbH, B
CPOK, He TIpeBBbIIIAIONMKA CTa BOCBMUJECATH paboumx [JHeH €O [HS TIOMyueHHsl SKCIepTHBIM
yupesk/leHueM 3/IeKTPOHHOTO yBeJJOMJIEHUsI O TOJIyueHUU 3asiBUTesieM TMOANHMCAaHHOTO PYKOBOJUTe/IeM
(YIO/THOMOUEHHBIM ~ JIMLIOM)  3KCHEepTHOTO  yupeXkieHusi C  HCIO/Jb30BaHUWEM  YCUJIeHHOU
KBa/TM(ULIMPOBAHHOW 3/IEKTPOHHOM TMOJIMUCH 3arpoca O MpejoCcTaB/ieHuy J0KyMeHTa. Bpems co aHs
HarpaB/IeHHUs1 SKCIIePTHBIM YUpeKJieHreM 3arpoca B JIMUHbIA KaOWHeT 3asiBUTesIsi B eJUHON CHUCTeMe 10
[THST HaTIpaBJIeHus1 3asiBUTe/IeM B JIMUHBIA KaOMHET SKCIIePTHOTO yupeXX/leHUus! B e[UHON CHCTeMe KOTUU
3aK/IFOUYeHUs] WM KOMUY CepTU(UKaTa, YKa3aHHbIX B 4aCTH 4.2 HACTOsILLeN CTaTbH, He YUMTHIBAeTCs IIpU
VICUMC/IEHUM CPOKa NPOBe/IeHus] SKCI1epPTH3bI JIeKapCTBEHHOI'O Cpe/iCTBa.

(uactb 4.3 B peg. ®enepansHoro 3akoHa oT 30.01.2024 N 1-93)

5. OKCmepT Mpy TPOBEJEeHWU TOPYUEHHOM eMy pPYKOBOJUTE/IeM 3KCIEePTHOTO YyupeXXAeHUs
9KCTIepTU3bl JIEKAPCTBEHHOTO Cpe/iCTBa 00s13aH:

1) mpoBecTH TMOMHOE WCCAE€OBaHUE TIPE/CTaBJIEHHBIX €My OOBEKTOB, MaTepHasoB, JaTb
o00CHOBaHHOe U OOBEKTHBHOE 3aK/IHOUeHHWe TI0 TIOCTaBJeHHBIM Tiepesi HUM BOMpOCaM WU
MOTHBHDOBaHHOE 3aK/FOUeHHe O HEBO3MOXKHOCTH TIPOBeIEHUS] WM 3KCIIePTU3bI JIeKapCTBEHHOTO
Cpe/iCTBa, eC/IM MOCTaB/IeHHbIe BOTPOCKI BBIXO/ST 3a Mpe/leibl CIIeI[UaTbHBIX 3HAaHUH IKCIepTa, 00beKThI
WCC/IeIOBAaHUM M MaTepHasibl HEMPUTOJHbI WX HeIOCTaTOUHBI /I IPOBEJeHUsT UCC/IeIOBaHUM U IauM
3aK/TFOUEHUsT TMO0 COBPEMEHHBIM YPOBEHb Pa3BUTHS HAYKH He TI03BOJISIET OTBETHUTh HA IMOCTaBJIEHHbIE
BOTIPOCHI;

2) He pasr/allaTh CBeJleHUsl, KOTOPble CTaJu €My M3BECTHBI B CBSI3U C MPOBEJeHNEM SKCIepPTU3bI
JIeKapCTBEHHOT'0 CPe/ICTBAa, a TaKXKe CBeJleHUs], COCTaB/SOIIMe TOCy/JapCTBEHHY, KOMMEPUEeCKy WIn
VHYI0 OXPaHsieMyH0 3aKOHOM TaliHy;

3) obecreunTh COXPaHHOCTD TPE/ICTAB/IEHHBIX 00BEKTOB UCC/IeIOBAHUI U MaTepHasIOB.

6. DKCrepT He BIIpaBe:

1) MpoBOAUTBL 3KCIIEPTH3Y JIeKapCTBEHHOTO CPeJCTBA MO 0OpalljeHUI0 Herocpe/iICTBEHHO K HeMy
opraHu3alu wiv GU3nYecKux JIuLi;

2) CcamMoCTOsTeJILHO COOUMpaTh MaTrepuanbl [Jisi TIPOBeIeHUs] JKCTIepTU3bl JIeKapCTBEHHOTO
CpeJiCTBa;

3) MPOBOAWTE IKCIIEPTH3Y JIeKapCTBEHHOTO CPe/ICTBA B KAUeCTBE HEeTOCYIapCTBEHHOTO SKCIIepTa.

7. B iyuae HeoOXOAMMOCTH 3KCIEPT BIpaBe XOZAATalHCTBOBaTh T€peJi PYKOBOJUTEIEM
9KCIIePTHOTO YUpeX/eHUs O TpUBJIeUeHWHd K TPOBeJeHUI0 SKCIepTH3bl JIeKapCTBEHHOTO Cpe/iCTBa
JIPYTUX 3KCIIePTOB.

8. Kaxkapiii 3KCrepT, BXO/SAIIMM B COCTaB KOMUCCUM KCIIEPTOB, KOTOPOM MOPYUYeHO TMpoBe/ieHne
9KCTIepTHU3bl JIEKADCTBEHHOT'O CPEeJICTBA, HE3aBHUCHMO W CAMOCTOSITEJIbHO TIPOBOJUT HWCC/IeOBAHMS,
OlleHMBaeT pe3y/bTaThbl, TMOJyueHHble UM JIMUHO U APYTUMH 3KCIepTamMH, U (OpPMYJIUPYeT BbIBObI



OTHOCHUTEJ/IbHO ITOCTaB/IEHHBIX BOITPOCOB B IIpeAe/iaX CBOUX CII€lMa/IbHBIX 3HaHUI.

9. Pe3ynbTaThl 3KCMEPTH3bl JIEKAPCTBEHHOTO CpeZCTBa O(POPMIISIOTCS 3aK/IF0ueHHueM KOMHCCUU
JKCIIepPTOB. B 3aK/roueHrM KOMMCCHM SKCIepTOB YKa3bIBAIOTCSl TiepeueHb HCC/IeI0OBaHUM, 00BeM
MIPOBEe/IEHHBIX KaXK/bIM 9SKCIIEPTOM MCC/Ae/I0BaHUM, yCTaHOBJIEHHble KaXJbIM W3 HHUX (aKThl U
c/le/laHHble B pe3y/bTaTe HWCCAeJ0BaHUM BbIBOJbI. JKCIEPT, MHEHUWE KOTOPOrO He COBMajaeT C
pellieHMeM KOMHCCHM SKCIEepTOB, BIpaBe BbIpa3uTh CBOE MHEHHWE B MUCbMEHHOM ¢opMe, KOTOpoe
NpUOOBIIAeTCs K 3aK/TFOUeHUI0 KOMHUCCHU KCTIEePTOB.

10. 3kcrmepThbl, BXOAMIME B COCTaB KOMHCCHH, TPeAYIPeXJAroTcsi 00 OTBETCTBEHHOCTH B
COOTBeTCTBUM C 3aKOHOZaTe/nbCTBOM Poccurickor Pefepanuu 3a fJady 3aK/IOYeHUs, COZepKallero
HeoO0CHOBaHHbIe WK (a/bCUPULIMPOBaHHBIE BBIBO/bI, O UeM OHU Jal0T MO/ITUCKY.

11. OnpepeneHue ypoBHs MpodeccroHaIbHOW TTOATOTOBKU 3KCIIEPTOB U aTTeCcTalys WX Ha TpaBo
TpOBe/leHUsT SKCIePTU3bl JIEKAPCTBEHHBIX CPeZCTB OCYILECTBJISIIOTCS 3KCIIePTHO-KBaTU(HKALIMOHHBIMA
KOMHUCCUSIMU B TIOpsI[IKe, YCTaHOB/IEHHOM COOTBETCTBYIOIIMM YIIOTHOMOUEHHBbIM (heZiepanbHbIM
OpraHOM UCIIO/THUTeTbHOW B/aCTU. YPOBeHb MPo(ecCrOHaNbHOM TMOATOTOBKU SKCIIEPTOB TOJIEXKUT
MepecMOTPYy YKa3aHHbIMA KOMUCCUSIMU He pPeKe YeM OJIMH pa3 B MATh JieT.

12. TlpaBmsia TIpOBeJieHHSI IKCIIEPTH3bI JIEKADCTBEHHBIX CPEJCTB U OCOOEHHOCTH HSKCTIepPTU3bI
OTZAENbHBIX BU/IOB JIEKaPCTBEHHBIX TIperiapaTtoB (ped)epeHTHBIX JIEKapCTBEHHBIX —TIPeraparos,
BOCIIPOM3Be/IeHHbIX JIeKaDCTBEHHBIX TIperapaToB, OMOIOTMYeCKMX JieKapCTBEHHBbIX IIperaparos,
OroaHanoroBbix (OMOMOZOOHBIX) JIeKApPCTBEHHBIX IperapaTtoB (OMOaHanIoroB), TrOMeOoIaTHUeCKUX
JIeKapCTBeHHBIX TPeTapaToB, JIEKAPCTBEHHBIX PAaCTUTE/IbHBIX TperiapaToB, KOMOWHALIWHN JIeKapCTBEHHBIX
rperiapatoB), ()OpMbI 3aK/IIOUEHU KOMMCCHMM 3KCIEpTOB YCTaHABJIMBAIOTCS COOTBETCTBYIOLUM
YTIOJTHOMOYEHHBIM (heZiepaTbHbIM OPraHOM UCTIOTHUTETbHOU BIaCTH.

(uactb 12 B pep. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoncynsranTllntoc: npumeuanue.

Ho 31.12.2027 pna npemnapaToB, TMpou3BeJeHHbIX B P® B mensix uMIOpPTO3aMelleHus,
yCTaHaB/IMBaeTCs PEXUM YCKODEHHOM TIpOLeAypbl TOCpPerMcTpalydd B COOTBETCTBUU  C
ITocranoBnenvem IlpaButensctBa P® ot 12.03.2022 N 353.

Cratbsa 17. Nopaya u paccmoTpeHue 3asiB/iIeHUs1 O roCyAapCTBEHHOW perncrpauuu
NeKapCcTBEHHOro npenapara A1 BeTepuHapHoro npumMeHeHus

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

KoucynbranTllntoc: npumeyanue.

[Tonoxenus ct. 17 (B peg. @3 ot 30.01.2024 N 1-®3), kacarowiecs npefoCTaBaeHHs roC. yCIyT MpU
oOpalleHUy J1eKapCTBEHHBIX CPEe/ACTB /s BeTePUHAPHOTO TIPUMeHEeHMs TT0CPeJCTBOM eJUHOTO
rioprasa, npumensitorcs ¢ 01.01.2026.

1. [ns rocyJapCTBEHHOM peructpaiuu JieKapCTBEHHOrO TiperiapaTa /Jisi BeTepUHAapHOTO
NpUMeHeHUsT pa3pabOTUMK TaKOTO JieKapCTBEHHOTO TiperiapaTa WM YIIOJIHOMOUYeHHOe WM [Ipyroe
IOpUIMUecKoe JIMIO (Janee B HACTOsIeM CTaTbe - 3asBUTE/Ib) HarpaBiseT TOCPeJCTBOM eIWHOTO
roptajsia B YIIOJHOMOYEHHBIM (efepanbHbI OpraH MCIOJHUTENHLHOM BJ/IACTH  3asiBieHUE O
roCyJJapCTBEHHOM pEerucTpaliii JIeKapCTBEHHOTO Tiperaparta /s BeTePUHApPHOTO TPUMeHeHUs,



MO/NMCAaHHOe YCHUIeHHON KBalW(PULIMPOBAHHOM 3/1€KTPOHHOW TMOJAMMCHIO, a TakKe [JOKYMEHTBI, U3
KOTOpBIX (hOpPMHPYeTCsi PerucTpaldoHHOe A0Che Ha JiIeKapCTBeHHbIM TiperapaT [ijisi BeTepHHapHOI0
rpuMeHeHus. B ciiyuae, ecsii OT UMeHHU 3asiBUTeNs IeHCTBYeT ero rnpefcTaBUTesb (usnueckoe JUIO),
YTIOJTHOMOUEHHBIM [eMCTBOBaTh OT MMEHM 3asiBUTe/isi Ha OCHOBAHWU /IOBEPEHHOCTH B 37€KTPOHHOM
dbopMe B MalIMHOUMTAEMOM BH7e, 3asiBieHMe O T'OCYZApCTBEHHOW perucTpaljuu JieKapCTBeHHOTO
Triperiapara Zijisi BeTepHHAPHOTO MPUMeHeHUsT MOyKeT OBbITh MOANMCAHO YCUIeHHOW KBaM(UL[MPOBAaHHOM
3JIEKTPOHHOM TIOAMMCBI0 /MO0  yCWIeHHOW HeKBaMu(UIMPOBAHHOM  3/IEKTPOHHON  TIO/IHUCHIO,
cepTUdUKAT K/TFOYa TTPOBEPKU KOTOPOHM CO37IaH M UCII0Jb3yeTCsl B MH(paCcTPyKType, obecrieurBaroliei
MH(OPMaLIMOHHO-TEXHOJIOTUUeCKOe B3auMOo/eicTBrue MHGOPMAI[MOHHBIX CUCTEM, UCIO/b3yeMbIX Jis
Tpe/IoCTaB/IeHHs TOCY/IapPCTBEHHBIX U MYHHUIUIA/IBHBIX YC/IYT B 37IeKTPOHHOM (hopMe, B yCTaHOBIEHHOM
[TpaButenscTBOM Poccuiickoit ®efepaliuy Mopsiike W TIPU YCIOBHK OpPTraHU3alMM B3auMOJeHCTBUS
(b13MYeCcKoro uiia C Takou MH(GPaCTPYKTYPOU C MpYMeHeHHeM TIPOole/INX B YCTaHOB/IEHHOM MOpsiJKe
MpoLeAypy OLIeHKU COOTBETCTBUSI CPeJCTB  3allUThl uHbopManuu (fanee -  yCUIeHHast
HeKBa/M(ULMPOBaHHAs 3/IeKTPOHHAsI MO/IINCh).

(B pex. @enepanbHbix 3aKOHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2. B 3agBnenuu o FOCy,E[ElpCTBEHHOFI perucTpannu JIEKApCTBEHHOI'O TIperiapaTa AJjid BeTepUHAPHOI'O
MMPpUMEHEHUS YKA3bIBAIOTCH:

1) HaumeHOBaHMe U ajpeC 3asBUTeJs, pa3pabOTuMKa U TIPOM3BOJAWTEJIS JIeKApPCTBEHHOTO
rperiapata [/l BeTepUHApDHOTO TIpUMEHeHWss U afipec MecTa OCYILIeCTB/IeHUs TIPOM3BO/ICTBA
JIeKapCTBEHHOT0 TMperapara /Jisi BeTepUHAapHOTO TprUMeHeHUsi (B C/y4yae HaJUuusi HECKOJIbKUX
yUYaCTHHMKOB TIpOL{ecca MMPOM3BO/[CTBa HEOOX0AMMO yKa3aTh KaXK/I0T0 U3 HUX);

2) HaWME€HOBdHHKE JIEKaDCTBEHHOI'O IIpeliapaTa AJid BeTEPUHAPHOT'O TIPUMEHEHNS (Mem,quapo,que
HelnaTeHTOBAHHOE, W/IK I'PYIIIIMPOBOYHOE, NI XUMHUUYECKOe U TOProBoe HaI/IMEHOBaHI/IH);

3) mepeueHb JEMCTBYIOLIMX M BCIIOMOraTe/bHbIX BELECTB, BXOZSIIMX B COCTAB JIeKapCTBEHHOTO
riperiapaTa /ijisi BeTepMHapPHOI 0 MPUMeHEeHUs], C yKa3aHWeM KOJIMUecTBa KaXK/10ro U3 HUX;

4) nekapctBeHHasi (OpMa, A03UPOBKa, CIOCOOBI BBeZIEHWS] M TIPUMEHEHHs, CPOK T'OJHOCTU
JIeKapCTBeHHOT 0 Mperapara /ijisi BeTepUHapHOro IPUMeHeHMs;

5) (papmakoTeparnieBTHUUECKas TPYIIIa;

6) HeoOXOZAMMOCTb TIPUMEHEHHsI YCKOPEeHHOMW MPOLIeAyPbl SKCIIEPTH3bI JIEKAPCTBEHHBIX CPE/ICTB B
L[eJISIX TOCY/IapCTBEHHOM PernucTpaLyy JieKapCTBeHHOTO TperapaTa;

7) KOITUM [OKYMEHTOB, [TO/ITBEPKAAOLMX YIIJIaTy rOCy/japCTBeHHOM MOIIMHBIL:

a) 3d MpoBeJAeHHEe SKCIIEPTHU3bl KAaUeCTBa JIEKAPDCTBEHHOI'O0 CpeACTBd M 3KCII€PTH3bl OTHOIIEHUA
O)KI/IAHEMOI\/’I MoJ/Ib3bI K BO3MOXHOMY PHCKY TIIpMMEHeHHA JIeKapCTBeHHOr'o IIperapaTta [AJjisd
BE€TEPHUHAPHOI'O ITIPUMEHEHU TIPU €T0 FOCy,Z[apCTBEHHOI\/JI perucTpanunu;

0) 3a BbIJJauy PEruCTPAIIMOHHOTO YOCTOBEPEHHUsI JIEKapCTBEHHOT'O Mperapara;

8) Hanuuue corjacusi, NpPefyCMOTPEHHOTO 4YacTbi0 7/ HACTOsILed CTaTbd, €Cid C MOMEHTa
pervcTpauyy pegepeHTHOro JIeKapCTBEHHOIO TperiapaTa /s BeTepUHApHOTO TPUMeHeHHUs MPOLIIOo
MeHee YeM I11eCTh JIeT.

(B pea. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)



3. PerucrpaliioHHOe [0Che B LieJisiX SKCIepPTU3bl JIeKapCTBEHHOTO TperaparTa /[ijisi BeTepUHapHOTO0
rpuMeHeHust GOPMUPYeTCs U3 CeAYIOIINX JOKYMEHTOB U CBeJleHUit:
(B pex. ®enepanbHOro 3akoHa ot 27.12.2019 N 478-D3)

1) cBefieHUs1 0 /aTe MpeAOCTaB/AeHUs U PEerucTpaliOHHOM HOMepe JIMIIeH3WH Ha TIPOW3BOJCTBO
JIeKapCTBEHHBIX CpeACTB, TIPe/IOCTaB/IEHHOW TIPOM3BOAUTENI0 PEruCTPUPYeMOro JIeKapCTBEHHOTO
Tiperiapara Jijisi BeTepUHapHOTO TTPUMeHeHUs, /ISl POCCUHCKUX TIPOU3BOJUTEIel;

(B pea. @enepanbHbIX 3aKOHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

2) cBefleHUs1 O JiaTe TIPe/IOCTAB/IEHUSI U PETUCTPALIMOHHOM HOMepe JIML[eH3UW Ha TMPOU3BO/ICTBO
JIeKapCTBEHHBbIX CPEeJCTB, TIPEJOCTABJI€HHON TIPOM3BOAUTENO (hapMal|eBTHUeCKOW CyOCTaHIuH,
BXOZSIIlel B COCTaB PerMCTPUPYeMOro JIeKapCTBEHHOIO Tipernapara [jisi BeTepUHAPHOTO MpUMeHeHUs,
JL7Is1 POCCUMCKUX TTPOU3BOUTEIEeN;

(B pea. @enepanbHbiX 3aKOHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-D3)

2.1) Komusi AOKyMeHTa, BbIJAHHOTO YIOJTHOMOUEHHBIM OPraHOM CTPaHbl TIPOW3BOJUTENS [/
KKIOW TPOU3BOJCTBEHHOM TIOLIAJKKA PEerucTpUpyeMoro JieKapCTBeHHOTrO —TiperiapaTta  AJisi
BeTepMHApPHOTO TPUMEHEeHUs1 Y TOATBEpP’KJAIOLero COOTBETCTBHE TPOU3BOAUTENS JIeKapCTBEHHOTO
mperapara TpeOOBaHMSIM TIPaBU/ HaJJIeXallled TPOW3BOJACTBEHHON TPAaKTUKH, M €ro TepeBo] Ha
PYCCKUI SI3bIK, 3aBepeHHble B YCTAHOBJIEHHOM TIOpsI/IKe, a TaK)Ke KOIMWsI 3aK/IF0UeHUs] O COOTBETCTBUM
TIPOM3BO/INTE/Sl JIeKapCTBEHHBIX CpeJCTB TpeOOBaHUSAM TIpaBUI HajJlekalllell TPOU3BO/CTBEHHOU
MPAaKTUKH, BBbIJJAHHOTO YTIOJHOMOUYEHHBIM deziepaibHbIM OpPraHOM WCIIOJIHUTebHOM B/IAaCTH ISt
KKIOW  TPOU3BOJCTBEHHOM TMJIOIIAJKKA PEerucTpUpyeMoro JieKapCTBeHHOTrO —Tiperiapata  AJist
BeTEPHUHAPHOTO NPUMEeHEeHHs, MO0 KOIUS PelleHrsl O MPOBeJeHUH WHCITEKTUPOBAHUS MPOU3BOMTEIS
JIeKapCTBEHHBbIX CpeZCTB, TMPHHSATOTO YIOTHOMOUEHHBIM defiepasbHbIM OpraHOM UCIIOHUTeTbHOM
BJIACTH JJ1s1 K&XKZ0W MPOU3BO/CTBEHHOM TIJIOLaJKU PerMCTPUPYeMOro JieKapCTBEHHOTO Tiperiapara [ijisi
BeTePUHAPHOr0 MpHMeHeHUs. YKa3aHHble JOKYMEHTHI TIPeJCTaB/IsSIOTCS B Cay4ae, eC/ii MPOU3BOJCTBO
JleKapCTBEHHOT 0 Mperapara OCyILecTB/sieTcs 3a pefenamu Poccuiickoii @esepaiuy;

(m. 2.1 BBegeH PepnepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) Komusi [OKyMeHTa, BbIJAHHOI'O YIIOJJHOMOUEHHBbIM OpPraHOM CTpaHbl TPOU3BOAUTEIS
dapmarieBTMUeCKOolM ~ cyOcTaHLMM W TIOATBepXKJAlollero  COOTBETCTBUE  TPOM3BOJUTEIS
dapmarieBTUUeCKOM CyOCTaHLMHM, BXOZsIIe B COCTaB PErMCTPHUPYEMOro JeKapCTBeHHOrO TperiapaTa
[J1s1 BeTepUHAPHOT0 TIpUMeHeHHs1, TpeOOoBaHWsAM NpaBW/1 Hafjlekalljed por3BO/ICTBEHHOMN MPAaKTHUKH, U
ero nepeBo/i Ha PyCCKUM SI3bIK, 3aBepeHHble B YCTAHOB/IEHHOM IOpsiJiKe, B C/Iyuyae, eC/ii IPOM3BO/ICTBO
hapMareBTHueCKoW CyOCTaHI[UM OCYIIeCTBIISIeTCS 3a npejenaMu Poccuiickoii deneparym;

(m. 2.2 BBegeH PepnepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

3) IMPpOEKT HOPMATHUBHOI'O [JOKYME€HTA Hd HEKapCTBEHHBIﬁ rnperiapat Ajd BeTEepUHAPHOI'O
IMPpUMEHEHUS;

4) JOKYMEHT, CojepsKallluii CaeAyroiy0 uH(opmaruio o (apmarieBTHUeCKol CyOCTaHIMM WU
dapMarieBTUUeCKuX CyOCTaHLIMSAX, BXOSIIUX B COCTaB JIeKapCTBEHHOTO TIperapara /ijisi BeTepUHapHOTO
TIpUMeHEeHUsL:

a) HauMeHOBaHWe (hapMarleBTUUeCKOW CyOCTaHLMHM, ee CTPYKTypa, oOmue cBoiicTBa (Tipu
rOCyZapCTBEHHOM  perucTpalu  MMMYHOOMOTIOTHUECKMX  JIeKAaPCTBEHHBIX — TPerapaTtoB IS
BeTepHHAPHOI0 TPUMeHeHUs! TIPeJCTaB/SIFOTCS CBe/leHUsl O ILTaMMe, BK/IlOUasi ero HalMeHOBaHHe,
HMH(OopMal[1IO 0 TIPOUCXOXK/IeHUH, ero CBOMCTBaX, XapaKTePUCTUKaX U MeCTe [IeTIOHMPOBaHUs);



(B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)
0) HaMMeHOBaHUWe U a/ipec TIPOU3BOIUTE/IS;

B) TeXHOJIOTMA IMMPOU3BOACTBA C OIIMCAHHEM CTa,E[I/Iﬁ IMpOM3BOACTBA U METO/I0B KOHTPOJIA Hd BCeX
CTagusAX MPOU3BOACTBA;

r) uHdopmainus o TIpUMecssx (He TIpeACTaB/seTCS TIPU TOCYJAapCTBEHHOW perucTpaiiuu
UMMYHOOHOJIOTMUeCKUX JIeKapCTBEHHBIX TperapaToB /IJisi BETEPUHAPHOTO MPUMeHEeHUs]);
(B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

o) cneuudukauusi Ha  (apMarieBTHUeCKyr0 CyOcTaHuWio (He  TIpe/CTaB/sieTCsl  TIpH
rOCyZapCTBEHHOM  pEerucTpaluv  MUMMYHOOHMOJIOTMUECKMX  JIeKAaPCTBEHHBIX  TIPeriapaTtoB  [iis
BeTepHHApHOI0 MpUMeHeH!s);

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

€) onMCcaHve MeTOJVK KOHTDPOJISI KaueCTBa;

’K) pe3y/nbTaThl aHaaW3a cepuid GapMalleBTUUecKold CyOcTaHMU (He TIpeACTaB/SIOTCS TIpU
rOCyJJapCTBEHHOM  perucTpaiiii  MUMMYHOOMOJIOTUYECKMX  JIeKapCTBEHHBIX  TperapaToB /s
BeTepHHApHOI0 NIPUMeHeH!s);

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

3) TlepeueHb CTaHJAPTHBIX 00Pa31[0B WM BEIECTB, UCTIOIb3YeMbIX MPH OCYIIECTBIEHUHA KOHTPOJIS
KayecTBa;

1) OMMCcaHue XapaKTepUCTUK U CBOMCTB YIIaKOBOYHBIX MaTepHaioB U YKYTIOPOUHBIX CPeJCTB;

K) [laHHble O CTaOWIBHOCTH (HE TIPeJCTaB/SIOTCS TPH TOCYZAAPCTBEHHOM perucrpanyu
MMMYHOOHO/IOTMYeCKHX JIeKapCTBEHHBIX TTPerapaToB /I BETEPUHAPHOTO TIPUMEeHeHHs);
(B pegn. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J1) CPOK F'O/IHOCTH, yCJIOBUSI XpaHEeHMS;

KoncynbranTllnroc: npumMeuaHue.

IIpy yckopeHHOM IIpollefype perucTpalid BOCIIPOM3BEJeHHOIO Iiperiapara JOIyCKaeTcst
Henpe/CTaB/lIeHne ONMUCAHUS MeTOZ0B Y UX [JOKYMEHTa/JbHOIO IOATBEepPXXAeHHUs, NIPU MUCbMEHHOM
00si3aTeNbCTBe WX TIPE/ICTABUTH B TeueHWe 12 MecsueB co fgHs peructpauuu (IloctaHoBreHue
[TpaButensctBa PO ot 12.03.2022 N 353).

5) oT4eT O pe3yjabTaTaXx [JOK/JIMHUYECKOTO WCCIeOBaHUSI JIEKADCTBEHHOTO CpeJCTBa ISt
BeTePUHAPHOT0 MpUMeHeHUs], BK/IHOUAIOIIUN OMMCcaHre MeTO/I0B OTpe/iesieHHsl OCTaTOUHbIX KOJTMUeCTB
JIeHCTBYIOILIEr0 BelllecTBa (JeMCTBYIOLMX BeIeCTB), [OCTUTaloIlero (JOCTUTaloIIuX) CHUCTEMHOTO
KPOBOTOKA, B MPOAYKLHN >KUBOTHOTO TIPOUCXOKAEHUs T0C/ie TIPUMEHEHHUS] TaKOro JIeKapCTBEHHOTO
Cpe/CTBa, a TaKXKe JOKyMeHTalbHOe T0/ITBepyKAeHue (BamuJaliysl) YKa3aHHbIX MeTO/IOB;

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

6) oTueT 0 pe3yabTaTaXx KIMHAYECKOTO WCCIe[0BaHUSl JIeKapCTBEHHOIO Iiperapara Jjist
BeTePUHAPHOI0 NTPUMEHEeHUs Y KaXK/I0r0 BU/A JKUBOTHBIX, YKa3aHHBIX B MHCTPYKLMHU 110 BeTePUHAPHOMY



TIpPUMeHEeHUI0;

7) TIDOEKT WHCTPYKLUM 110 BeTePUHAPHOMY TIPUMEHEHHIO JIeKapCTBEHHOrO TIperapara,
cofiepXKallied ciiefyrome cBeZieHust:

a) HaMME€HOBdHHKE JIEKADCTBEHHOI'O IperapdTa AJid BETEpUHAPHOI'O MTPpUMEHEHUA (Mem,quapo,que
HelmaTeHTOBAHHOE, W/IK I'PYIIIIMPOBOYHOE, NI XUMHUUYECKOe U TOProBoe HaI/IMEHOBaHI/IH);

0) JekapcTBeHHass ¢opMa C yKa3aHMeM HaWMEHOBAaHMM M KOJIMYECTBEHHOTO COCTaBa
JIeMCTBYIOIIMX BeI|eCTB ¥ KaueCTBEHHOTO COCTaBa BCIIOMOTaTe/TbHBIX BeIlleCTB;

B) OMMCaHKe BHELIHero BH/ia 1eKapCTBEeHHOT 0 Nperapara /ijisi BeTepUHapHOT 0 pUMeHeHus;

r) (QapmakorepaneBTHUecKasi TIpyMna JieKapCTBEHHOrO Iiperapara [ BeTepuHapHOIo
NpUMeHeHHUs] WU yKa3aHue "ToMeoIaTH4yeCcKui leKapCTBeHHbIM Tperapar';

o)  dapmakoguHaMuMKa M ¢dapMakKOKMHeTHMKa (3a  UCK/IouYeHHMeM  (hapMaKOKMHETHUKU
roMeonaTUuecKrx JieKapCTBEHHBIX IIperapaToB Y PacTUTeNbHBIX JIeKapCTBEHHBIX IpernapaToB) WU
oTMCcaHre UMMYHOOHOIOTMUeCKUX CBOMCTB JIEKapCTBEHHOTO TIperapaTa;

e) MoKa3aHus Jjisi IPUMeHeHusl;

’K) TIPOTHUBOIIOKA3aHus 151 IpUMeHeHMs;

3) Mep&I IIpeJ0CTOPOXHOCTU T1PpU TIPUMEHEHNH;

1) yKa3aHue BO3MOXXHOCTU U 0COOeHHOCTel TIpuMeHeH st Y 6epeMeHHBIX )KUBOTHBIX, Y )KUBOTHBIX
B I1epUO/| JIaKTal|uH, Y IOTOMCTBA )KUBOTHBIX;

K) PeXXUM [I03UpOBaHusi, Cocob BBe/leHUs W TPUMeHeHHs, TIpU HeoOXOJMMOCTH BpeMsi MpremMa
JleKapCTBEHHOT 0 Tperapara /i/isl BeTepUHapHOT0 NPUMeHeHUs], IPO/I0JDKUTETbHOCTD JIeUeHMsT;

JT) BO3MO>KHBIE TOOOUHBIE [IeHCTBUS, HEXXeslaTe/IbHble PeaKI[UU TpY NTPUMEHEHHUH JIEKapCTBEHHOTO
ripernapara [i/isi BeTepuHapHOTro NMPHYMeHEeHUs;

M) CUMITTOMBI TIepe/[03UPOBKH, MepPhI TI0 OKa3aHUIO ITOMOIIY TIPY TIepej03UPOBKe;
H) B3aUMO/IeliCTBUe C JPYTUMH JleKapCTBeHHbIMU TIperiapaTaMu U (W1) KOpMaMy;
0) popMBI BBITTyCKa JIEKapCTBEHHOTO TIperapara /ijisi BeTePUHAPHOTO NPUMEeHEeHHS;

1) ykasaHue (TIpU HEOOXOJUMOCTH) OCOOEHHOCTEeH [eMCTBUS JIeKApCTBEHHOTO Tperapara /st
BeTepHHApHOT0 MPUMeHeHUs1 TIPU MIepBOM TpHeMe W/ MPU ero OTMeHe;

p) omucaHue (TpyU HEOOXOJUMOCTH) JEMCTBUH Criel[HajucTa B 00/1aCTH BeTEePUHAPUH, Bjaje/blia
JKABOTHOTO TIpM TIPOINYyCKe TpuMeMa OJHOM WJ/M HeCKOJIbKHX [103 JIeKapCTBEHHOIo TiperapaTa [Jisi
BeTePUHAPHOT0 NMPUMeEHEeHMS;

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

C) CPOK TOJHOCTM U YyKa3aHMe Ha 3arpeT IPUMeHEHMUs JIeKapCTBeHHOro TpernapaTa s
BeTePUHAPHOI0 ITPUMEHEeHUs 110 UCTeUeHUH CPOKa F'OHOCTY;



T) YC/IOBUSI XpPaHEHUS;

y) yKa3aHuWe Ha HeoOXOJWMOCTb XpaHEHWs JIeKapCTBEHHOTO TIperiapaTa /jsi BeTepUHAapHOrO
TIpUMeHeHHs] B MeCTaX, HeIOCTYITHbIX JJIs1 [leTel;

¢) ykaszanue (mpu HeOoOXOJUMOCTH) CIeliMaJbHbIX Mep TMPeJ0CTOPO’KHOCTU TIPU YHUUTOXXKeHUH
HEeWCI0/Ib30BaHHbIX JIEKapCTBEHHBIX MPeraparoB /sl BeTePUHAPHOT0 TPUMeHEeHMS;

X) CPOKM BO3MO’KHOTO MCIO/Ib30BaHUs MPOAYKLIMU JKUBOTHOTO TPOMCXOXKAEHHUs 110C/Ie BBe/leHHs
JKUBOTHOMY JIeKapCTBEHHOT'O TIperapaTa [ijisi BeTepUHapHOT 0 NpUMeHeHUs;

1]) YC/IOBUS OTITYCKa;

Y) HAaUMEHOBaHUs U ajipeca TPOU3BOJCTBEHHBIX IUIOMIAJ0OK MPOU3BOAUTE/ISI J1€KAPCTBEHHOIO
ripernapara /i/isi BeTepuHapHOTro NMPHYMeHEeHUs;

) HAaWMEHOBaHHe, aJipeCc OpraHW3alvd, YIIOJHOMOUEHHON [ep)kKaTejleM WX B/aJe/blieM
PErMCTPAlIMOHHOTO  YAOCTOBEPEHHs] JIEKADCTBEHHOTO TIperiapata Ha TIPUHATHE TIPEeTeH3Ud OT
roTpeduTe/s;

8) mpoeKkThl MakeTOB MEPBUYHOM YIaKOBKM M BTOPUYHOM YIaKOBKHU JIeKapCTBEHHOrO IperapaTa
[/151 BeTepUHAPHOT' O [IPYMEeHeHUS;

9) criepytolyie CBe/ieHUsI O JieKapCTBeHHOM TIperiapaTe [ijisi BeTepUHapHOTr0 TIPUMeHeHHsI:

a) orMcaHWe U COCTaB JIeKapCTBEHHOTO TIperiapara /ijisi BeTePUHAPHOTO MPHUMeHeHHUS;

0) ormcaHve dhapMalleBTUUECKOM pa3paboTKu;

B) OMMCaHKe Mpoliecca MPOM3BO/ICTBA U €r0 KOHTPOJISA, TIOATMCAHHOE B MOPs/IKe, YCTaHOB/IEHHOM B
COOTBETCTBHUHM C YaCThiO 1 HACTOSIIIEN CTaThU;

(B pex. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

r) omucaHhe KOHTPOJiS KPUTHUYECKUX CTaJiuii TIPOM3BOJCTBA U TPOMEKYTOUHON TMPOAYKLIUH,
TMO/ITTMCaHHOe B TIOPsA/IKe, YCTAaHOBJIEHHOM B COOTBETCTBUU C YaCThIO 1 HACTOSIIIEN CTaThy;

(B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

[) HaVMEHOBaHWsI W afpeca pa3paboOTuvKa, [Jep)kaTeiss WM BiaJiesiblla PEerucTparjioHHOTO
yIOCTOBEPEHHs]  JIEKADCTBEHHOTO  TIperiapata, TMPOW3BO/CTBEHHBIX IJIOMIAZIOK  TPOU3BOZMTEIS
JIeKapCTBEHHOTO TIperapaTta [ijisi BeTepMHapPHOTO TIPUMeHeHHsl C yKa3aHWeM CTaiuii TeXHOJIOrMuecKoro
rpoijecca, OCYII[eCTB/IIEMbIX Ha TPOU3BO/CTBEHHBIX TUIOMIAKaX TPOU3BOAUTENS] JIeKapCTBEHHOTO
riperiapaTa /ijisi BeTepHHAapPHOTO TIPUMeHEeHUS;

(B pea. @enepanbHbIX 3aKOHOB 0T 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) hapMaleBTHUeCKasi COBMECTUMOCTb;

’K) MUKPOOHOIOTHUeCKHe XapaKTePUCTHKY;

3) MaTepuasbHbIN OaslaHC Jj1s TTPOU3BO/ICTBA CEPUM TOTOBOTO MPOAYKTa;



1) OMMCcaHue XapaKTepUCTUK U CBOMCTB YIIaKOBOYHBIX MaTepPUaioB U YKYTIOPOUHBIX CPeJCTB;

KoucynbranTllntoc: npumeyanue.

IIpy perucTtpanum MO YCKOPEHHOW IIpoLeAype J[OIyCKaeTCs Herpe/cTaB/ieHue [OKYMEeHTOB,
npeAyCMOTpPeHHBIX mim. "K' m. 9 u. 3 cr. 17, mpU yCJOBUM TMCbMEHHOTO 00s13aTe/ibCTBa MX
1peJloCTaBUTh B TeueHue 12 mecsueB co AHs peructpaumu (ITocraHoBnenuve IlpaButensctBa PO ot

12.03.2022 N 353).

K) JOKyMeHTalbHOe MOATBepXAeHre (Baauzaliusi) NpoLeccoB U (Win) UX OLIeHKa;

) TpeboBaHUS K KauecTBY BCIIOMOraTesbHbIX BelleCcTB (cepTUdUKAT, creludUKalus Ha
BCIIOMOTaTeJIbHbIe BellleCTBa U MX 000CHOBaHuUe);

KoncynbranTllnroc: mpumMeuaHue.

[Ipy perucTtpauuMyd MO yCKOPEHHOW MpoLeAype [JOMYyCKaeTCsl HerpejcTaBIeHue [JOKYMEeHTOB,
NpeAyCMOTPeHHBIX M. "M" 1. 9 u. 3 cr. 17, NMpu yC/IOBUM THUCBMEHHOTO 00s3aTebCTBa MX
NpeioCTaBUThL B TeueHue 12 MmecsitieB co AHs peructpauuu (I[ToctanoBnenue IlpaButensctBa PO ot
12.03.2022 N 353).

M) dHAJIMTUYECKUE METOAWKH, HCIIOJ/Ib3yeMble TIpU OCYILIEeCTBJIEHMHW KOHTPOJ/IA KaueCTBa
BCIIOMOTI'aTe/IbHbIX BEIECTB;

KoncynbranTllnroc: npumeuaHue.

[Ipy peructpanu MO YCKOPEHHOW TpoLeAype [OMyCKaeTcs HerpejcTaBieHue [JOKYMEHTOB,
npeaycMoTpeHHbIX min. "H" 1. 9 u. 3 cT. 17, pW yC/lOBUM TIMCbMEHHOTO 00s13aTesibCTBa MX
NpeloCTaBUTh B TeueHue 12 mecseB co AHA peructpauuu (I[ToctanoBnenue IlpaButensctBa PO ot
12.03.2022 N 353).

H) JIOKyMeHTa/lbHOe TO/JTBep)KJeHue (Baluzaliyisi) aHaTUTUUeCKUX MEeTOAUK, UCTIOIb3yeMbIX NPy
OCYLL[eCTB/IEHUY KOHTPOJISI KaueCTBa BCIIOMOTaTe/IbHbIX BeLeCTB;

0) uHdopMalis 00 KCII0/Ib30BaHUM BCIIOMOTATe/TbHBIX BEIIeCTB Ue/I0BEUECKOT0 W KMBOTHOTO
MPOUCXOXK/IEHUS;

1) yTpaTun cuny. - ®egepanbhbiii 3akoH oT 02.08.2019 N 297-D3;

p) TpeboBaHMs K KauecTBY JIeKapCTBEHHOTO IIperiapaTta /[jii BeTepUHApHOIO IpPUMeHeHUs
(ceptudukar, crierfuduKayst Ha JIeKapCTBEHHBIH Mperapar U X 000CHOBaHUE);

C) dHA/IMTUYEeCKWe MEeTOMUWKH, MCIIO/Ib3yeMble TIpU OCYIIECTB/IEHHMHW KOHTPOJIA KaudeCTBd
JIEKAPCTBEHHOTI'O TIpE€IidpaTa AJid BETEPDUHAPHOI'O IIPUMEHEHNS;

Koucynbrantllntoc: npumeyanue.
Ilpy perucTpauyy MO YCKOPeHHOM TpolLiefype [JOIyCKaeTCsl HellpejCTaB/eHUue [OKYMEHTOB,

mnwn

npeaycMOTpeHHbIX mr. "T" m. 9 4. 3 cr. 17, TpU YCAOBUM TIMCbMEHHOTO 00s3aTesibCTBa UX



Tpe/ioCTaBUTh B TeueHue 12 MecsiieB co AHs peructpauuu (I[ToctanoBnenue IlpaButenbcTBa PO ot
12.03.2022 N 353).

T) JOKyMeHTa/lbHOe TIOATBepXKJeHue (Banujalnus) aHaIMTUYeCKUX MeTO/UK, UCTO/b3yeMbIX NPy
OCYI1leCTB/IEHMM KOHTPOJISl KaUeCTBa JIeKapCTBEHHOT'O Tperapara /ijisi BeTepUHApHOT0 MPUMeHeHMUS;

y) AOKYMEHT, TOATBEP>KIAIIUN KaueCTBO JIeKAPCTBEHHOTO Tperapata TpeX MPOMBIIIIEHHbIX
cepuil (IIPOTOKOJI aHanM3a WM CepTU(UKAT aHanaM3a), OfHa Cepusi KOTOPOro [OJ/DKHA COBMajaTh C
cepueli 0Opas3iia JIeKapCTBEHHOIO TIperiapara, ToJaHHOTO Ha PerucTpaLyio;

() xapakTepucTHKa IIpUMecei;

X) TepeueHb CTaHAAPTHBIX 00pAa3liOB, MCMO/Ib3yeMbIX MPH OCYL[eCTB/IEHUA KOHTPOJIS KauecTBa
JleKapCTBEHHOT 0 Mperapara /ijissi BeTePUHApHOT0 PUMeHeHMS;

KoucynpranTllntoc: npumeyanue.

[Ipy yckopeHHOM TipoLieAype perucTpalvv BOCIPOU3BEEHHOTO Mperapara /J0MyCKaeTcCs
Herpe/CTaB/ieHue CBeJeHUM, TpeAycMOTpeHHbIx mm. "0" m. 9 u. 3 cr. 17, npyu NHUCbMEHHOM
00si3aTe/IbCTBe WX TPejOCTaBUTh B TeueHue 12 MecsiteB co fAHs peructpauyu (ITocraHoBieHue
[TpaButenscTBa P® ot 12.03.2022 N 353).

11) JaHHbBIe 0 CTAOM/ILHOCTY JIEKapCTBEHHOT'O Tperapara /ijisi BeTepUHAPHOTO MTPUMeHEeHWST;

10) komwms [OKyMeHTa, cCojiepyKallero MH(GOpPMaL{io O HaIUuuu WM 00 OTCYTCTBUM (PaKTOB
pervcTpalyy JIeKapCTBeHHOT0 TperaparTa [ijisi BeTepUHapHOro NpUMeHeHus 3a TipefenaMu Poccuiickoi
®denepanyy;

11) cornacue B mucbMeHHOU (hopMe, MpeAyCMOTPEHHOe YacThiO0 7 HACTOSIIeN CTaTbH, B C/lydae
perucTpanyy BOCIIPOM3BeJeHHOr0 JIeKapCTBeHHOT'O Mperapara;
(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

12) komusi [OKyMeHTa Ha pYCCKOM $3blKe, 3aBEPeHHOr0 B YCTAHOBJIEHHOM IIOpsiJKe U
MO/ITBEPXK/JAIOIET0 TIPABOMOYHOCTh 3asiBJIEHUs] O TOCYJapCTBEHHOW pervcTpalyy JeKapCTBEHHOIO
riperiapaTa [i/isi BeTepMHapHOI 0 pUMeHeHUs ([J0BePeHHOCTb);

KoucynbranTllntoc: npumeyanue.

Ho 31.12.2030 pocCCUMCKUM MpPOM3BOJAWTE/SIM paspellieH0 He TMpeJCTaB/sATh CBeJeHHs B
COOTBeTCTBMM C M. 13 u. 3 cT. 17 mpu perucrpauuv UMMYHOOMOJIOTMYeCKUX JieKapCTBEHHbBIX
niperniapatoB ([ToctanoBnenue IIpaButenbcTBa PO ot 12.03.2022 N 353).

13) cBefeHHsi O TrOCy/JapCTBEHHOM perucTpalid TreHHO-UHXKeHepHO-MOAU(ULIMPOBaHHbBIX
OpPraHM3MOB, I[IpeJHa3HAUeHHbIX /[JI BBbIIYCKAa B OKPYXKawllyl cpefy (MIpHU TroOCy[apCTBEHHOM
pervcTpalyy JIeKapCTBeHHBIX MperapaTtoB /Jii BeTEepPUHAapHOIO TIPUMEHEeHHsl, TOIy4YeHHbIX C
NpUMeHeHWeM TeHHO-UH)KeHePHO-MOJUGULMPDOBAaHHbIX OpPraHM3MOB WM  COJepXKal[uX TaKue
OpraHu3MBbl).

(n. 13 BBegeH PepnepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)



4. Tlpu npoBefleHMM YCKOPEHHOM IMpOoLieflypbl SKCIepPTHU3bl JeKapCTBEHHOrO IperapaTa /s
BeTEPMHAPHOIO TMpUMeHeHUs (3a MCK/IOUYeHWeM JIeKapCTBeHHOIO TiperapaTta [ijis BeTepHHApHOTro
TIPUMeHeHHs], YKa3aHHOIO B yacTU 4.1 HacCTosIel CTaTbu) B LieJIsIX ero roCcyZapCTBeHHOM pervucrpanyy
BMeCTO OTueTa pa3paboTumKa O pe3y/bTaTax JOK/IMHHUUECKOro UCC/Ie/l0BaHNsI JIeKapCTBEHHOTO CPeZCTBa
JUIsi BeTepUHAPHOTO TPUMeHeHUs] MOXKeT OBbITh Tpe/cTaB/ieH 0030p HayuyHbIX PaboOT O pe3yJbTaTax
JOK/IMHUUYeCKOr0 HCC/IefloBaHUsS pe(epeHTHOro JieKapCTBEHHOro Iiperapara /Jjisi BeTepUHapHOro
NIpYMeHeHMs], a BMEeCTO OTUeTa O pe3yJibTaTax KJIMHUYeCKOro UCC/Ie[0BaHus JIeKapCTBEHHOIO IperapaTa
JUIi  BeTEPUHApHOrO TIPUMEHeHHWs OTYeT O pe3y/lbTaTaX MCC/IeI0BaHN OHWOIKBHUBAJIEHTHOCTH
BOCIIPOM3BE/IeHHOT0 JIEKaPCTBEHHOTI'0 TIperapara /1 BeTepUHapHOr 0 [IPUMeHeHUs.

(B pegn. Penepanbhbix 3aK0HOB OT 02.08.2019 N 297-®3, ot 28.04.2023 N 171-D3)

4.1. Tlpu mpoBejleHUM YCKOPEHHOW TIpoLeJypbl 3KCIepTU3bl JIeKapCTBEHHOIO mMperiapara /s
BeTepHYHAapHOr0 NPUMEeHeHHs], MpeJHa3HaueHHOro JJIsl JIeYeHUs] JOMAIllHUX >KUBOTHBIX, OIpe/ieleHHbIX
deneparbHBIM 3aKOHOM OT 27 gaekabpst 2018 roma N 498-®d3 "OO6 OTBeTCTBEHHOM OOpaIlleHHUH C
JKMBOTHBIMU U O BHECEHUM M3MeHEeHUM B OT/e/bHble 3aKOHOZaTe/IbHble akThbl Poccuiickont @enepauyn’,
Y 3aperuCTPUPOBAHHOIO B KaueCTBe JIeKAPCTBEHHOrO Mperapara AJjsi MeAULMHCKOrO NMpPUMEHEHUs, B
L[e/ITX  €ro TOCYAApCTBEHHOM perucTpald BMeCTO OTdeTa pa3paboTuvka O pe3yJsbTarax
JIOKJTMHAYECKOT0 HCC/eZloBaHUsl JIeKapCTBEHHOTO Cpe/CTBa /Jisi BeTepUHAPHOTO TIPUMEHEeHHsI MOTYT
ObITh TIpeJiCTaB/IeHbl Pe3y/IbTaThl JOKIMHUYECKOTO UCC/IeJOBaHKSI COOTBETCTBYIOIIEro JIeKapCTBEHHOTO
CpeAcTBa [ MeJULMHCKOrO TpPHMeHeHHWs, a BMeCTO OTyeTa O pe3y/ibTaTaX K/IWMHUUECKOro
HCC/IeIOBaHMS JIEKAPCTBEHHOTO TIperiapaTa /il BeTepUHAPHOTO TIPUMeHeHHsT - 0030p Hay4yHbIX paboT o
pe3y/bTaTax KIMHUYECKHUX MCCIeOBAaHUM JIeKapCTBEHHOTO TpernapaTa AJisi MeAULMHCKOTO MpUMeHeHUst
Ha BU/IaX >KUBOTHBIX, KOTOPBIM MpeJHa3HauaeTCst UCCelyeMbli JIleKapCTBeHHbIM Mperapar.

(uactb 4.1 BBefieHa DesiepanbHBIM 3aKOHOM OT 28.04.2023 N 171-D3)

5. Ha »3kcrnepTusy pas/iuuHBIX JIeKapCTBEHHBIX (OPM OJHOIO U TOTO >Ke JIeKapCTBEHHOIrO
rperiapata /[Jil BeTePUHAPHOIO TNIPUMEHEHUs 3asBUTe/b IIpe/iCTaB/sieT OT[e/IbHble 3asB/IeHUsl U
perucTpalioHHble 10Cbe Ha KaKAYH0 JieKapcTBeHHyto ¢opMy. [Ipy yCcrIoBHMM OJHOBpEMEHHOW Mojauu
Ha 9KCIMepTU3y OFHOU JIeKapCTBEHHOUW ()OPMBI C Pa3/TUUHBIMH [JO3UPOBKOW, KOHIeHTpaleld, 00beMoM
3asBUTe/b Tpe/CTaB/seT OJHO 3asiB/leHWe W PerucTpaljiOHHOEe [O0Cbe C TpPWIOXKeHHWeM MaKeTOB
MepBUYHOM YIMAakOBKM W BTOPUYHOW yNakoBKW. Ha MakeTax NepBUUHOM YINAaKOBKU W BTOPUYHOMU
YTIaKOBKM YKa3bIBAlOTCsI BCE MPOM3BO/MMBIE 03UPOBKH, KOHL|EHTPAL[MH, 00beMbl U KOJIMUeCTBO /103 B
yIaKOBKe JIeKapCTBEHHOI0 I1periapara /i1l BeTepUHapHOr0 IPUMeHeHNs.

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

6. B cnyyae Hempe/cTaBieHusl C 3asiBJieHHEM O TOCY/apCTBEHHOW perucTpaliiy jeKapCTBeHHOTO
riperiapaTa /i BeTePUHApHOTO MPUMeHeHUs JOKYMEeHTOB, MOATBeP KAA0IIHX YII/IaTy TOCyAapCTBeHHOM
TOIL/TMHBI M YKA3aHHBIX B TIYHKTe 7 YacTU 2 HACTOSIIeN CTaTbH, CBeJIeHUH O JIUI[eH3UsAX, YKa3aHHbIX B
nyHktax 1 W 2 dyactd 3 HacTosilled CTaTbd, a TakXe BbljaBaeMbIX (TIpe0CTaBJIsIeMbIX)
YIIOJTHOMOUEHHbIMU  (befiepalbHbIMKA OpraHaMu WCIIOJIHATebHON B/IaCTH JOKYMEHTOB (CBeZieHUi),
yKa3aHHbIX B TIyHKTe 2.1 4YacTu 3 HaCTOslel CTaTbd, YIOJHOMOYeHHbIN deepanbHbli OpraH
WCTIOJIHUTE/IbHOM ~ BJIACTM  3ampalliMBaeT  yKa3aHHble  [JOKyMeHTbl  (CBeJjeHUs)) B  TOpsiKe
Me)XBeZIOMCTBEHHOTO UH(OPMAIIMOHHOTO B3aUMO/IeHCTBUSI.

(uactb 6 B pes. PenepanbHOro 3akoHa ot 27.12.2019 N 478-D3)

7. He pomyckaeTcss WCIIO/b30BaHWe B KOMMeEpUECKUX LiesiiX MH(OpMalM¥ O pe3yJbTaTax
JOK/IMHUUeCKUX  MCCJeIoOBaHUN  JIeKADCTBEHHBIX  CPeJCTB U KAMHUYECKMX  MCC/e[0BaHUI
JIeKapCTBeHHBIX IpernaparoB /i BeTepUHAPHOrO TpPUMeHEeHMs], TMpe/CTaBlIeHHOW 3asBUTeeM [JIs
rOCyZapCTBEHHOUM PerucTpaLvy JIeKapCTBeHHBIX TIPeraparoB, 0e3 ero corjacus B TeueHHe IIeCTH JIeT C



JlaTbl TOCYJApPCTBEHHOW peructpalyuu pe@epeHTHOro JiIeKapCTBEHHOro mpernapata B Poccuiickoi
®dejepalyu.

8. JepxaTenb WU Brajesiel] perucTpaljMOHHOIO YAOCTOBEPeHHsl JieKapCTBEHHOI'O rperaparta /s
BeTePUHAPHOT0 TIPUMEHEeHUsI Mpe/iCTaB/IsieT B YIIOJIHOMOUYeHHbIN (e/jepa/ibHbIN OpraH UCIIOTHUTeTbHOM
B/JIACTH OTUeT TI0 pe3yJibTaTaM (papMakoHa/30pa OJWH pa3 B I1eCTh MeCsLieB B TeUueHHe ABYX JIeT Mocje
roCcyJapCTBeHHOM perucTpalyy JieKapCTBeHHOro TIiperapaTa B Poccuiickoli ®epepaljuu, 3aTem
€XXero/HO B TeueHUe MoC/IeYIIIMX TPeX JieT U B Jja/ibHelIIeM OIUH pa3 B TPH rofa.

(uactb 8 BBesieHa PepepanbHbiM 3aK0OHOM OT 02.08.2019 N 297-D3)

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

Ctatbsa 19. MpuUHATHNE pPELIEeHUs O Bbigaye 3KCMEepPTHOMY YUPEXAEHUIO 3afaHusi Ha
npoBeAeHNe 3KCNepTU3bl JIeKapCTBEHHOrO cpeacTea

(B pepn. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B TeueHwe deThipex pabouuMx JHel CO [HS TIPUHSTUS 3asiBJIeHHST O TOCY/AapCTBEHHOMU
perucTpalyy JIeKapCTBeHHOTO Tperiapata MW 3asiB/ieHWs O TIPU3HAHWM JIEKApCTBEHHOTO TIperiapaTa
opdhaHHBIM JIEKAPDCTBEHHBIM TIPEIapaToM COOTBETCTBYIOU[UM YIIOJTHOMOUEHHBIN (hefeparbHbI OpraH
WCTIOJTHUTE/IbHOM BJIaCTU TIPOBOAUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTU U TIPABUJILHOCTU 0()OPMIIeHHS
rpe/iCTaB/IeHHbIX [JOKYMEHTOB PervCTpallMOHHOTO [0Che Ha JieKapCTBEHHBIM rperapar W NMpUHUMAaeT
pellieHye O Bbilaue 3a/laHusI Ha TIPOBe/ieHHe:

(B pea. @enepanbHbiX 3aKOHOB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

1) sKcrepTu3bl JOKYMEHTOB, Mpe/CTaBleHHbIX [/ ONpefe/ieH’ss BO3MOXKHOCTU pacCMaTpUBaTh
JleKapCTBEeHHBIN Tpenapar [Jjis MeJULIMHCKOrO NMpUMeHeHUsl B KayecTBe Op(aHHOIO J1eKapCTBEHHOTO
Tperiapara;

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

2 - 3) yrpatunu cuny c 1 guBaps 2026 roga. - @esepanbHblii 3akoH oT 30.01.2024 N 1-D3;

4) >SKCmepTu3bl JIEKADCTBEHHOTO CpeZCTBA B OTHOLLEHWM JIEKADCTBEHHOIO Mpernapara [Jisi
BeTePUHAPHOT0 NMPUMEHEHUS.

2. YNo/nHOMOYeHHbIV (eflepaibHbI OpraH MCIIOJHUTEbHOM B/IACTU Hampab/seT B JIMUHbBIN
KaOWHeT 3KCIIePTHOTO YUpeXX/ieHUsl B e[JMHOW CUCTeMe TOIMCaHHOe yCHUIeHHON KBau(UIMPOBaHHOM
3/IeKTPOHHOM MOJMNUCHIO 3a/laHre Ha MpOoBeJleHre SKCIepTH3, MpeJlyCMOTPeHHBIX YacTblo 1 HacToslen
CTaTb¥, B JIMUHBIA KaOWHeT 3asBUTeNIE B eAUHOM CUCTeMe - TIOJIMUCAHHOe YCUJIeHHOU
KBa/IM(PULIMPOBAHHOM 3/1eKTPOHHOM NOJMNMCHIO YBeJOM/IeHe O MPUHATOM pelleHWH O BblJaue 3a/jaHus
Ha T[IpOBeJileHHe 5SKCIepTH3, MpeJyCMOTPeHHbIX 4YacTbl0 1 HacToslled CcTaTbd, M B CJyuae
HeoOXOZMMOCTH O Bbljlaue pasperieHus Ha BBO3 B Poccuiickyro @ejepariyito KOHKPETHOW TIapTHH, CePUH
3apervCTPUPOBAaHHBIX U (WIM) He3aperrMCTPUPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB WM 00 OTKase B
MPOBeJIeHNM TaKUX KCIIePTU3 C yKa3aHWeM IPUUMH OTKasa.

(uactb 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B iyuae BbIsSIBJIeHUS] OTCYTCTBUSI WM HeJOCTOBEPHOCTH WHQOPMaLMHU, cofep)Kalleics B
rpe/iCTaB/eHHbIX 3asiBUTE/IeM JOKYMEeHTaX, YIOTHOMOUEHHbIN (e/iepasbHblii OpraH UCIOJIHUTeTbHOU
BJIACTH HAIPABJISIeT 3asiBUTEJTFO TIOCPEJCTBOM eMHOr0 TIOpTajia UM B €ro JIMYHbIN KabWHeT B eMHOU



cucTeMe 3ampoc 00 yTOUHeHWH 3TOW WH(OPMAlWH, TOAMMCAHHBINA YCUTeHHOW KBaTU(MHUIIMPOBAaHHOU
3/IeKTPOHHOM TOAMUCHIO (Aasiee - 3ampoC YMOJHOMOYEHHOTo (pe/ilepa/ibHOTO OpraHa WCIOJIHUTEeIbHON
BJ/IACTH).

(uactb 3 B pex. PegepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 3asBUTeNnb 00si3aH HAMpaBUTh IIOCPEACTBOM €JWHOTO TIOpTajia B  YIOJHOMOYEHHbIH
denepanbHBIE  OpraH HWCIOJIHUTENILHOM BAACTA WX B JIMUHBIM KaOWHET yIOJTHOMOUYEHHOTO
denepanbHOrO oOpraHa WCIIOJIHUTENBHOM B/IacTH B eJWHOM CHUCTeMe TOJAMMCAHHbINA YCUIeHHON
KBa/IM(ULIMPOBAHHON 3/1eKTPOHHOW TOJMMCHI0 OTBET HAa 3arpoc YIOJHOMOYEHHOro ¢ezepanibHOTro
opraHa WCIIOJIHUTE/IbHOW B/AaCTH B CPOK, He TIPEBBIIIAMOIIMN JeBSHOCTa pabouux [gHeW co [AHSA
MOJIyuYeHHsl YTIOJIHOMOUeHHBIM (efiepasibHbIM OPraHOM HCTIOJTHUTE/NLHOM BAACTU  3JIEKTPOHHOTO
yBeZIOM/IeHUsI O TIOJyUeHWH 3asBUTe/ieM JaHHOro 3armpoca. CpoK, yKa3aHHbIM B yacTd 1 Hacrosiei
CTaTbY, NPUOCTAHAB/IMBAETCS CO [HS HarpaB/eHHs MOCPEACTBOM €JWHOr0 MopTajga WM B JIMUHBIN
KaOuHeT 3asBUTENII B €AWHOM CHCTeMe 3arpoca YIOJHOMOYEHHOTO (e/epalbHOTO OpraHa
WCTIOJIHUTE/IbHOM BJACTH [0 AHS HarpaB/ieHUs 3asiBUTesieM IOCPeJCTBOM eJUHOr0 IopTaia Wid B
JIMYHBIN KaOWHET YIOJTHOMOYeHHOTO (hefiepasbHOTO OpraHa UCTIOTHUTE/ILHOW BIACTH B €JUHON CUCTEMe
oTBeTa. B ciyuae, ecii OT MMeHU 3asBUTeNs [|eMCTBYeT ero mpeJcTaBUTesb ((pU3nueckoe JMILIO),
yTIOJTHOMOUEHHBIM [eMCTBOBAaTh OT MMEHM 3asiBUTe/sI Ha OCHOBAHWUU /IOBEPEHHOCTH B 3TEKTPOHHOM
dbopMe B MalIMHOUMTAaeMOM BHjle, OTBeT Ha 3alpoCc MOXKeT ObITh TOAMUCAH YCUTEeHHOU
KBaJTU(ULIMPOBAHHOW 3/IEKTPOHHOM TMO/IUCHI0 MO0 YCUIeHHON HeKBaTM(PULIMPOBAaHHOW 3/1eKTPOHHOU
TMO/THCHIO.

(B pex. ®enepanbHbix 3aKOHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHOBaHMEM Jj1 OTKa3a B OpraHv3aldy 5KCIIepTU3, MpeJyCMOTPEHHBIX YacTbl0 1 HacTosen
CTaThH, SIBJ/ISIETCS TIpeJiCTaB/ieHMe HeoOXOAWMBIX [ijisi TIPDOBeZleHHs] TIpeAyCMOTPEHHBIX 3KCIepTH3
JIOKYMEHTOB B HeTI0JTHOM 00BeMe WM HeTipe/iCTaB/ieHNe 3asiBUTe/IeM B YCTAaHOBJIEHHBIM CPOK OTBeTa Ha
3arpoc ynoJHOMOYeHHOro (hefiepalbHOrO OpraHa MCIOJHUTE/bHOW B/IAaCTH, a TakXKe TMpeJCcTaB/ieHue
JIOKYMEHTOB, He COJIep>Kall[iX UCUEePITLIBAIOLIETO ITepeuHs: HeOOXOAMMbIX CBe/I€HHM.

6. Ilpy oTkase B opraHu3aluM 3KCIIePTU3bl, NIPeJyCMOTPEHHOM MYyHKTOM 4 yacTu 1 HacTosien
CTaThH, OKYMEHThl, BXOJsI{Me B COCTAaB PErMCTPaljMOHHOTO ZI0Che Ha JIeKapCTBEeHHbBIN Tperapar s
BeTEpPHHAPHOI0 TPUMeHeHUs, MOTYT ObITb BO3BpallleHbl 3asBUTENI0 Ha OCHOBAaHMM ero 3arpoca,
MOANUCAHHOTO  YCU/IEHHOM KBa/IM(PUIIMPOBAaHHOW 3/7IeKTPOHHOM TIOANMCHIO U HaIlpaBJeHHOTO
MOCpe/ICTBOM eJUHOTO MOpTasia B yIOJTHOMOYEHHbIN defiepanbHblii OpraH UCIIOHUTeTbHOW B/IaCTU WX
JIMYHBIA KaOWHET YTIOJTHOMOYeHHOro (heZiepa/lbHOTO OpraHa WCIIOJIHUTEbHONW B/IaCTH B €AWHOU
cUcTeMe, B TeUeHHe TPHU/LIATH pabourx [JHeW CO [JHS TIPUHATHUS YTIOJTHOMOYEHHBIM (efiepasbHbIM
OpPraHOM UCIIOJTHUTE/IbHOW BJIAaCTH pellleHUsi 00 OTKa3e B OpraHW3alldd TaKOW SKCMepPTU3bI.
YnonHoMoueHHbIW (pefiepanbHbIA OpraH MCIOJMHUTE/LHOW BJ/IAaCTU BO3BpAIllaeT 3asBUTEI0 YKa3aHHbIe
JOKYMEHTHI B TeueHHe JecsaTd pabouux [Hel co [AHsS TIOMy4deHUsi COOTBETCTBYIOLETO 3arpoca
3asBUTeNsl. B ciyuae, eci OT MMeHU 3asiBUTeNsl JeMCTBYeT ero rnpejcTaBuTenb (dusuueckoe L),
YIOJTHOMOYEHHBIN [1efiCTBOBaTh OT MMEHM 3asiBUTe/isi Ha OCHOBAHWU [IOBEPEHHOCTH B 37IeKTPOHHOM
¢dopmMe B MalIMHOUMTaeMOM BHje, 3alipOC MOXKET OBbITh TOAMMCAH YCUIeHHOW KBalM(HULIMPOBAHHON
3/IEKTPOHHOM TMO/TIMCEIO MO0 yCUIeHHON HeKBaMU(UITMPOBAaHHOM 3/IEKTPOHHOM MO/THUCHIO.

(uactb 6 BBeseHa PegepanbHbiM 3aK0HOM OT 02.08.2019 N 297-®3; B pes. PefepasbHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

Ctatba 20. 3KcnepTu3a JAOKYMEHTOB, MNpPeACTABMEHHbIX A1  onpegeneHus
BO3MOXHOCTM paccMaTpuBaTb JIeKapCTBEHHbIA npenapar Anas  MeAULUHCKOro
NpUMeHeHUs B KauecTBe opd)aHHOIO SIEKapPCTBEHHOIO Npenapara



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

1. Tlpouepypa omnpefeneHusi BO3MOXXHOCTM pacCMaTpuBaThb J€KapCTBEHHBbIM Mpenapar Ajis
MeJUIIMHCKOT0 TIPUMeHeHHsI B KauecTBe Op(aHHOTO JiIeKapCTBEHHOTO TperapaTta MOXXeT MPOBOAUTHLCS
KaK B OTHOILLIEHWU JIeKapCTBEHHOI'O TiperapaTa, 3aperdiCTPUPOBAHHOIO B COOTBETCTBUU C HACTOSIIIUM
defepanbHBIM 3aKOHOM JIMOO B COOTBETCTBHM C aKTaMH, COCTaB/SIOU[UMU TipaBo Coro3a, Tak U B
OTHOIIIEHWY He3aperuCTPUPOBAaHHOTO JIeKAPCTBEHHOTO TMperapara. OJKCIepTH3a JOKyMEHTOB,
rpe/iCTaB/eHHbIX /i OrpejesieHUss BO3MOXKHOCTM pacCMaTpUBaTh JIeKapCTBEHHBIM Tiperapar AJisi
MeJUIIMHCKOTO0 TpHUMeHeHusi B KaueCcTBe Op(aAHHOTO JieKapCTBEHHOTO TiperapaTa, COCTaBjieHHe
KOMUCCHEeN SKCIepTOB 3aK/IOUeHWs O BO3MOXKHOCTM WM HEBO3MOXXHOCTU pacCMaTpUBaTh
JIeKapCTBEHHbIN TpernapaT Ajis MeAUIMHCKOro MpUMeHeHUsl B KauecTBe Op(aHHOIO JieKapCTBEHHOTO
rperiapata ¥ HarpaBjieHWe B JIMYHbIA KaOWMHeT yIOJHOMOYeHHOTo (ezepasbHOrO OpraHa
WICTIOJTHUTE/IbHOM BJ/IaCTU B €IMHOM CHCTeMe JaHHOTO 3aK/toueHusi B (hopMe 3/1eKTPOHHOTO [JOKYMEHTa,
MO/NMCAHHOTO YCH/IeHHON KBa/M(ULIMPOBAHHOM 3/IeKTPOHHOM TO/TUCHIO, OCYIIECTBISIOTCS B CPOK, He
TIPEBBIIIAIOIINN TPUALIATH PabOuMX [JHEW CO [AHsA HalpaB/eHUs B JIMYHbIM KaOWHET 3KCIIEPTHOTO
yUpeXx/ieHusI B e[JMHOW CHCTeMe 3a/laHvsl YTIOJTHOMOUeHHOro (e/lepa/ibkHOTO OpraHa MCIOJHUTeTHbHOM
BJIACTH U CJIe/IyIOLIMX JOKYMEHTOB U CBe/IeHUI:

1) 3asiBNeHre o TPU3HAHKU JIEKapCTBEHHOTO Tperapara op(aHHbIM JieKapCTBEHHBIM TpPerapaToMm,
cocTaBjieHHOe TI0 (popme, yTBEP)KJEHHON YIIOJHOMOUeHHbIM (he/iepaJbHbIM OpPraHOM HCIOJIHUTEIbHON
B/IACTH, TIOJTMCAHHOE YCH/IEHHON KBaJU(PHUIIMPOBAHHOW 37€KTPOHHOW IMOAIMCHIO YTIOJTHOMOUYEHHOTO
TIpeJCTaBUTeNIsI  IOPUJUYECKOTO  JIMIlA, /JAeWCTBYIOLIEr0 B  COOCTBEHHBIX  HWHTepecax WM
YTIOJTHOMOUEHHOT O MPe/ICTaB/IATh UHTEPeCkl PYroro I0pUANUeCKOro JIMIa;

2) Komnus [JOKyMeHTa Ha PpYCCKOM sI3blKe, 3aBepeHHOr0 B YCTaHOBJIEHHOM TMOpsiike U
MO/ITBEPXK/JAIOLEr0 TTPABOMOYHOCTh 3asiBUTe/Is1 T0JaBaTh 3asBjieHHWe O TMPH3HAHWW JIeKapCTBEHHOI'O
riperapara op(aHHbIM JIeKapCTBEHHBIM TIperiapaToM (TIpy HeoOX0AUMOCTH);

3) obocHoBaHre opdaHHOCTH 3aboneBaHUs], He OTHECEHHOTO B COOTBETCTBUH C PesepanbHbIM
3akoHOM OT 21 Hosi6pst 2011 roga N 323-®3 "O6 ocHOBax OXpaHbI 3[I0POBbs IPaKJaH B Poccuiickoi
depepauyn” K peakuMm (opcdaHHbIM) 3ab0seBaHUSM, B TOM 4YHC/Ie ToApoOHas WHQoOpMauus o
[IMarHOCTHKe, NMPOo(UIaKTHKe WK JIeYeHUH Takoro 3abosieBaHus;

4) yTBepXK[eHHasi WUHCTPYKLUS IO MeAULIMHCKOMY IPUMEHEHUIO JIeKapCTBEeHHOIo Mperapara,
3aperuCTPUPOBAHHOTO B COOTBETCTBHM C HacTosiuM @DefepanbHbIM — 3aKOHOM, WM oOImas
XapaKTepUCTUKa JIeKapCTBEHHOI0 TMperapara, 3aperuCTPMPOBAHHOTO B COOTBETCTBUM C aKTaMH,
COCTaB/ISIOLMMU TIpaBo Coro3a (Mpy Ha/TMuKHn);

5) MHCTPYKUMSI M0 MeJULMHCKOMY MPHMMEHEHWI0 WM KpaTKasi XapaKTepHUCTHKa JIeKapCTBEHHOIO
riperiapaTa, yTBep’KJeHHble B CTpaHe NPOU3BOAUTe/s (TIPU HaJTMUUN);

6) KOmWM [I0KyMEHTOB, 3aBepPeHHBbIX B YCTaHOBJIEHHOM IIOpsiiKe U IOATBEP)KAAOLMX (hakT
perucTpalyy JieKapCTBEHHOIO IIperapara B MHOCTPaHHBIX TOCy/apCcTBax B KauecTBe OpP(aHHOrO
JIEKapCTBEHHOTO Tpernapara (Mpy HaTuuuu);

7) TIPOEKT XapaKTepUCTHKHU He3apericTpUpOBaHHOIO JIeKapCTBEHHOrO Iperapara, COZeprKalljero
C/leflylolie  MUHUMajibHble CBeJeHHWsT O He3aperMCTPUPOBAHHOM JIeKapCTBEHHOM  Tperaparte
(momyckaeTcsi Tpe/CTaB/ieHUWe TIPOeKTa XapaKTePUCTHKM He3aperucTpUpPOBAaHHOTO JIEKapCTBEHHOTO
Trperiapara, COCTaB/IeHHOTO B COOTBETCTBUM C JOCTYIHBIMHU JJaHHBIMU T10 NPOBe/IeHHbIM KJIMHUYeCKUM
WCC/Ie/JOBaHUSIM JIeKapCTBEHHOIO TIperiapaTta M [JOKIMHHUYECKHUM HCC/Ie/JOBaHUSIM JIeKapCTBEHHOTO



CpeJCTBa Ha MOMEHT IIO0/lauM 3asiBJieHUs] O TIPU3HAHUM JIeKapCTBEHHOTO TMperapara Op(aHHbIM
JleKapCTBEHHBIM MperapaTom):

a) HauWMeHOBaHWe JIEKAPDCTBEHHOrO Tiperapara (MeXIyHapoZHOe HeIlaTeHTOBAaHHOEe, WU
TPYMITMPOBOYHOE, UJIK XUMHUECKOe U TOPrOBOe HaUMEeHOBaHWs);

6) nekapctBeHHasi ¢opMa C yKa3aHMeM HalMEHOBAaHWMN U KOJIMYeCTBEHHOTO COCTaBa
JIeVCTBYIOIIMX BeIeCTB M KaueCTBEHHOI'O COCTaBa BCIIOMOTATe/bHBIX BelllecTB (MPU HEO0OXOAWMOCTH
KOJIMUeCTBEHHOT'0 COCTaBa BCIIOMOTraTe/IbHbIX BEl[eCTB);

B) dapMakoJuHaMHKa U (JapMaKOKUHETHKa;
I') IOKa3aHus /1/1s1 IPUMeHeHUs;
) TPOTUBOIIOKA3aHUsl [IJisi IPUMeHeHus;

e) BO3MOXXHBIE TT0OOUHBIE I,ILEI‘/JICTBI/IS'-[ U HeXejiaTe/IbHble peakKiuu Tpyu  [MPpHUMEHEHUH
JIEKAPCTBEHHOTI' O IIperidpaTa AJjid MeAULUHCKOIO MPUMEHEHHUA;

)K) HavMEeHOBaHUSI W afipeca TPOU3BOJCTBEHHBIX IJIOMIAJOK TPOU3BOJAUTENSI J1eKapCTBEHHOIO
riperiapara;

3) cBefeHMs O pa3paboTuMKe JIeKapCTBEHHOTO CpeACTBa (JepskaTesie pPerMCTPaLjiOHHOIO
yOCTOBepeHUs);

8) cBemeHUss O TeKylleM CTaTyce pa3pabOTKM He3aperuCTPUPOBAHHOTO JIEKapCTBEHHOT'O
Tiperiapara, a Takke TjiaH ero pa3paboTkuy;

9) o0030pbl [AOKIMHUYECKMX HCC/IeIOBaHUMA JIEKapCTBEHHBIX CPEeICTB W KIMHUYECKUX
WCC/Ie/JOBaHUM He3aperucTpPHPOBAHHOTO JIeKapCTBEHHOTO TiperiapaTa, [OCTyMHble Ha JeHb [0fauu
3as1BJIeHUS;

10) OTUETBI O TIIpOBEeAEHHBIX MOOKIMHUYECKUX HUCC/IeA0BAHUAX JIEKADCTBEHHOI'0 CpeAcTBa U
KIIMHUYECKHX UCC/1eJOBAHUAX HE3daPETUCTPUPOBAHHOI'O JIEKaDCTBEHHOI'O IMMperiapdaTa (HpI/I HaJ'II/I‘—II/II/I);

11) pekBU3UTHI JOKyMeHTa, NOATBEP KJAIOLLEro yIiaTy rocyapCTBeHHOU MOILTUHBL.

2. B wlyyae HeOCTaTOYHOCTH TMpe/CTaB/lIe€HHbIX MaTepuaioB B LieJisiX MPOBeJeHUs] SKCIepTHU3bl
JIUIsl  oTipefie/ieHHsi BO3MOXXHOCTM pacCMaTpuBaThb JieKapCTBEHHBbIM Mpernapar Ajisg MeAULIMHCKOTro
NpYMeHeHUsl B KauecTBe Op(aHHOrO JIeKapCTBEHHOI'O MpernapaTa 3KCIepTHOe yupek[eHre HarpaB/isieT
B JIMYHBIA KaOWMHET 3asiBUTESI B eJUHOM CHCTeMe 3arpoc O MpeCTaB/IeHU He00X0JUMbIX MaTepUasioB,
MO/JNIUCAHHBIA  pyKOBoAuTesneM  (YIIOJHOMOUEHHBIM  JIMIIOM)  SKCIIePTHOTO  yUpeXXJeHusi C
WCII0/Ib30BaHeM YCHIEHHOM KBa/MM(MHUIPOBAHHOM 3/IEKTPOHHOW TIOANMCH. 3asBUTe/Nb 00s3aH
HarpaBUTh B JTMUHBIA KaOWHET SKCIIePTHOTO YUPEX/eHUs B eZJMHOM CrCTeMe TIOAMCAaHHbINA yCUIeHHOU
KBa/IM(ULIMPOBAHHON 3/7IeKTPOHHOW TMOAMNKUCHI0 OTBET Ha 3alpoCc B CPOK, He TPeBbIIIAIINN
mecTUAecATd paboumx [AHeH CO [HS TIOMyYeHWs SKCTIEePTHbIM YyupeXIeHHeM 3JeKTPOHHOTO
yBeJOMJIeHUsI O TI0JlyueHUM 3asiBuTesieM 3ampoca. CpokK, yKa3aHHbIM B yacTu 1 HacTosIeil CTaThby,
TIPUOCTaHAB/IMBAETCS CO [HS HaripaB/ieHUs 3asBUTE/I0 B €r0 JIMUHBIM KaOWHeT B eJUHON CHUCTeMe
3arpoca JKCIepTHOrO yupexxJeHus [0 AHs HalpaB/ieHus 3asBUTe/IeM B JIMUHBIA KaOWHEeT KCIIePTHOrO
yupexx/ieHusi B eJUHOW cucTeMe OTBeTa Ha 3alpoC M He YUWThIBAeTCS TPU MCUMCAEHUM CpOKa
MpOBeJleHUs1  JKCTMepTH3bl  JIOKYMEHTOB, TIpe/ICTaB/AeHHbIX [/l Ofpejie/ieHUsi BO3MOKHOCTHU



paccMaTpuBaTh JIeKApCTBEHHbBIM TiperapaT [jisi MeJULMHCKOTO TprMMeHeHusi B KauecTBe OpP(aHHOTO
JleKapCTBEHHOT 0 Tperapara.

3. B cpok, He MpeBbILIAIOIMI MATH pabouMXx [JHell CO [JHS HArpaB/jeHUs B JIMUHBIA KaOuHeT
YTI0JIHOMOYEHHOI 0 (pe/ilepa/lbHOro OpraHa MCIIOJHUTE/IbHOM B/IaCTH B eJUHOM CHCTeMe 3aK/I0ueHus,
yKa3aHHOro B yacTu 1 HacTosllel CTaTbd, YIIOTHOMOUEHHbIM (efiepajbHblid OpraH UCIOJIHUTeTbHOU
B/JIACTH OCYLIeCTB/sleT OLeHKY 3ak/II0ueHus [Ji1 OIpefe/ieHWss ero COOTBeTCTBMS 3aJaHHI0 Ha
NIpOBe/ieHre SKCIIePTU3bl M HarpaB/isieT B JIMUHBINA KaOWHeT 3asBUTe/IsI B eIMHON CHCTeMe TO/IMCaHHOe
YCU/IEHHOW KBamU(PUIIMPOBAaHHOW 3/1eKTPOHHOW TMOAMUCHIO YBelOM/IeHHe O pe3y/bTaTax INpOoBeJeHHOU
9KCTepTU3bl C TIPUI0XKEeHHeM KOIUM KCIepTHOro 3ak/aoueHus (C coxpaHeHHeM KOH(UeHLIManbHOCTH
vHpOpMalLMK O COCTaBe KOMHUCCHM 3KCTIePTOB) U BO3MOXXHOCTU WJIM HEBO3MOKHOCTH pacCMaTpUBaTh
NleKapCTBEeHHBIN Tperapar /s MeJULIMHCKOrO0 MpUMeHEeHMs B KauecTBe Op(aHHOro jeKapCTBEHHOI'O
nperiapara.

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

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

Crtatbs 23. 3JKcnepTu3a KauyecTBa JIeKApCTBEHHOIO CpeAcTBa UM 3KcnepTusa
OTHOLUEHUSI OXMAAEMOI MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI JIeKapCTBEHHOro
npenapara gss MegULUHCKOTO NpUMeHeHNs

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

1. OKcriepTU3a KauecTBa JieKapCTBEHHOI'O CPe/ICTBA M SKCIIePTU3a OTHOILLIEHUS 0>KU/JaeMOM T0JIb3bl
K BO3MOXXHOMY PHCKYy TIpMMeHeHHUsl JIeKapCTBEHHOIO TIperiapaTta /s MeAWULMHCKOrO MpUMeHeHus,
COCTaB/ieHWe KOMHCCHSIMH SKCIIePTOB 3aK/IHOUeHWM 10 pe3y/jbTaTaM IPOBeJeHHbIX SKCIepTU3 u
HarpaB/ieHHe 3TUX 3aK/IF0UeHHH, MOJAMUCAHHBIX YCHUIeHHBIMU KBa/lM(UIIMPOBAHHBIMU 3/1IeKTPOHHBIMU
TIO/ITTUCSIMU, B JIMUHBINA KaOWHEeT YIIOJIHOMOUeHHOro (hefiepa/ibHOIO OpraHa MCTOTHUTeIbHOW BJ/IaCTU B
eIMHOW CUCTeMe OCYIIeCTBJSIOTCS B CPOK, He TIPeBBIMIAOIIMA CTa [ecaTd pabounx AHed co AHSA
HarpaB/IeHUs] B JINUHBIA KaOWHET 3KCIIEPTHOTO YUPEXeHHWs B eIUHOW CHUCTeMe COOTBETCTBYIOIIErO
3a/laHUs  YTIOJTHOMOYEHHOTO (hefiepalbHOTO OpraHa HCTOJHUTEIbHOM B/IaCTU W HEe0OXOAWMBIX
JIOKYMEHTOB.
(B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

KoncynbranTllnroc: npumMeuaHue.

ITo 3asBnenuto, noganHoMy B Mun3zapaB Poccum 1o 11.04.2022, ipy HeBO3MOXXHOCTU TIPOBEIEHUS
9KCIePTU3bl KauecTBa JIeKAPCTBEHHBIX CpeJCTB B SKCIIEPTHOM YUpeX[eHWHW, [OIyCKaeTcs ee
TpOBeJleHNe TI0CPe/ICTBOM AMCTAHLIMOHHOTO B3auUMO/IeHCTBUS,, TOPSAOK U (OpMbI KOTOPOTO
OTpe/lesIItOTCS KCIIePTHBIM yupeXXJeHueM Io corjacoBaHuio ¢ 3asBurensmu (IloctaHoBieHue
[TpaButensctBa PO ot 05.04.2022 N 593).

2. B TeueHue JeBSIHOCTA JHeH CO JHs TOMy4YeHHUs YIOJHOMOYEHHBIM (esepajbHbIM OpraHOM
VICIIOJIHUTE/IbHOM BJIaCTH yBeZOMJ/IEHUS] B 3JIEKTPOHHOM (POpMe O MOJIyYeHWH 3asiBUTesIeM pelleHUsl O
MPOBEJIeHUM SKCIIePTU3, TIpelyCMOTPEHHBbIX YacTbi0 1 HACTosIel CTaThbY, 3asiBUTE/b IpeJCTaB/seT B
9KCIIePTHOE yupeX/eHue [isl MPOBe/leHUs SKCIIePTU3bl KauecTBa JIEKApCTBEHHOTO CpeficTBa 00pasiibl



JIeKapCTBeHHOr0 Tpernapara [AJisi MeJWLIMHCKOTO TpPUMEHEeHUs, MPOU3BeJeHHOIO0 B COOTBETCTBUM C
TpeOOBaHUSIMHU  OTBITHO-TIPOMBIIIJIEHHOTO W (W/M) TIPOMBIIIJIEHHOTO PEerJIaMeHTOB, YTBEPKAE€HHBIX
PYKOBOJUTE/IEM TPOU3BOJUTENSI JIEKaDCTBEHHBIX CPEeACTB, a TakKKe B COOTBETCTBYIOLIMX Coyuasx
obpa3ifpl (apMarjeBTHUeCKOM CyOCTaHI[MM, TeCcT-IIITaMMa MUWKPOOPTaHU3MOB, KYJIbTYPhl KJ/IETOK,
o0pa3ifbl BelecTB, IPUMeHsIeMbIX /111 KOHTPOJISI KauecTBa JIEKapCTBEHHOTO Cpe/iCTBa MyTeM CPaBHEHUS
C HUMH WCC/e[yeMOro JieKapCTBEHHOTO Cpe/CTBa, Crieljuduueckyie peareHTbl, HeoOXOoAWMble AJis
TIPOBE/IEHUS] UCTIBITAaHUK 00pa3IioB JIeKapCTBEHHBIX TMperapaToB, B KOJIMUECTBAaX, HEOOXOJUMBIX [IJIs
BOCIIPOU3Be/IeHHs] METOJ0B KOHTPOJISI KauecTBa.

(B pex. @epepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3. Tlpu mosyyeHMH 00Opa3IlOB JIEKAaPCTBEHHOTO TiperapaTta W (apMarjeBTUYeCcKOW CyOCTaHIMN
JKCTIEPTHOE yupeskieHue HallpaB/iseT B JIMUHBIN KaOWHeT 3asBUTe/sT B eIMHOM CUCTeMe yBeJOMJIeHue,
Mo/ITBep K/Aarolliee TIoyyeHre YKa3aHHbBIX 00pasioB.

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

4. YKa3aHHBIA B YacTH 2 HACTOSIEN CTaTbU CPOK /IJIsi TIPEJCTaB/ieHUsl 3asiBUTe/ieM 00paslioB
JIeKapCTBEHHOTO TiperapaTta ¥ (hapMalleBTUUeCKOW CyOCTaHIIMM He BK/IFOUAeTCSI B CPOK TIPOBEE€HMS
3KCIepTH3, NPeAyCMOTPEHHBIX YaCThiO 1 HAaCTOsILel CTaThH.

(uactb 4 B pes. PegepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. ¥YTpatun cuny. - ®esepanbHbii 3akoH ot 30.01.2024 N 1-D3.

Koncynbrantllntoc: npumeuanue.

[Tonoxxenus ct. 24 (B peg. @3 ot 30.01.2024 N 1-®3), Kacarolyecs npeoCcTaBAeHus TOC. YCIyT NPU
oOpallleHny J1eKapCTBeHHBbIX CPeJCTB /il BETePUHAPHOTO TIPUMEHeHUs IMOCPeACTBOM eIWHOTrO
noprasa, npumenstorcs ¢ 01.01.2026.

Cratbs 24. JKcnepTmsa KayecTBa JiIeKAPpCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLIEHUA OXUJAeMOi NOJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NIeKapCTBEHHOro
npenapara A/ BeTepMHapHOro npumMeHeHus

1. OKcriepTU3a KayecTBa JIeKapCTBEHHOI'O CPe/ICTBA M SKCIIePTU3a OTHOLLEHUS 0>KUJAeMOU T0JIb3bl
K BO3MOXXHOMY DMCKY IpHMEHEeHMs JIeKapCTBEHHOIO Iperapara /il BeTepUHapHOrO IMpUMeHeHus,
COCTaB/leHMe KOMUCCHSIMM SKCIIepTOB 3ak/IIOUeHWH I10 pe3y/bTaTaM YKa3aHHBIX 3KCIepTH3 U
HarpaB/ieHHe TaKUX 3aK/0ueHuil B 371eKTPOHHOW (opMe B YIOJHOMOUeHHbIN (eZepanbHbli OpraH
VCTIOJTHUTeIbHOW BJIACTH OCYIIECTB/ISIIOTCS B CPOK, He TIPEBBIMIAIOIIMN CTa pabounx gHed co JHS
MOJIyueHUs: SKCIIePTHbIM yupeXkJeHWeM B 3/1eKTPOHHOM ¢opMe 3aJlaHusi  YTIOJTHOMOYEHHOTO
(enepanbHOrO0 OpraHa UCIOMHUTEIBHOW BJIACTU C [JOKyMEHTaMH, yKa3aHHbIMU B uyacTu 3 craTbu 17
Hacrosiero ®efepanbHOro 3aK0Ha.
(B pen. @esnepanbHbIX 3aKOHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-®3, ot 31.07.2025 N 304-D3)

2. B Teuenwe TpuAlaTH paboumx [AHEW CO [AHS TIO/NyueHHs YIIOJTHOMOUEHHBIM (efepanbHbIM
OpraHOM HCIIOJIHUTE/IbHOW B/aCTH YBeJOMJIEHUs] B 37IeKTPOHHOW (opMe O TMO/yueHUM 3asiBUTeeM
pellieHus O IPOBe/IeHNH YKa3aHHbIX B UaCcTH 1 HaCTOsIIel CTaTbU SKCIEPTH3 3asiBUTEb [pe/iCTaB/IseT B
9KCTIepTHOe yupeskieHue [i7isi TIPOBe/leHUsT SKCIepTH3bl KauecTBa JieKapCTBEHHOTO Cpe/icTBa 00pasiibl
JIeKapCTBEHHOr0 Tiperapara [ijisi BeTePUHApHOrO TPUMEHEeHHs, MPOW3BeJEeHHOT0 B COOTBETCTBUM C
TpeOOBaHUSIMM TEXHOJIOTUYECKUX DPerjiaMeHTOB, YTBEP)KIEHHBIX DPYKOBOJUTENEM TPOU3BOJUTES
JIeKapCTBEeHHBIX CPeJICTB, a TakKKe B COOTBETCTBYIOLIMX C/Iy4asX TeCT-IITaMMbl MUKPOOPraHU3MOB,



KyJ/IbTYpPbI KJIETOK, 00pa3ipl (hapMarieBTHUeCKoi cyOcTaHI[uM, 0Opasijbl BelecTB, NMpUMeHseMble IS
KOHTpOJISI KauecTBa JIeKapPCTBEHHOTO CPe/ICTBA, B KOJMUECTBAX, HEOOXOJUMBIX [/isi BOCTIPOM3Be/IeHUS
MeTO/I0B KOHTPOJISI KaueCTBa.

(B peg. PenepanbHbix 3aKk0HOB OT 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Tlpu monyueHuM 0Opas3LOB JieKAPCTBEHHOIO Tiperapara M ¢apMalieBTUueckon cyOcTaHLUu
9KCTIepTHOe yupexx/eHue B [ieHb MoyiyueHus: 00pasijoB HarpaB/isieT B 37IeKTPOHHOUM (opMme 3asBUTEITIO
yBeZlOMJIeHHe, TIOATBEP>KJatolilee MoTyueHre yKa3aHHbIX 00pasIioB.

(uactb 3 B pex. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4. YKa3aHHBIA B YacTH 2 HACTOSIEH CTaTbU CPOK /IS TIPEJCTaB/eHUs 3asiBUTe/IeM 00paslioB
JIeKapCTBEHHOTO Tperapata U ¢apMalleBTUUecKoi CyOCTaHI[MM He BK/IHOYAeTCs B CPOK IPOBe/leHUs
9KCIIepTH3, MPeyCMOTPEHHbBIX YacThi0 1 HaCTosILel CTaThH.

(uactb 4 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5. YtpaTtun cuny. - @esepanbHbliii 3akoH oT 30.01.2024 N 1-P3.

CrtatbA 25. MoBTOPHOE NpoBeAeHNe 3KCNEepPTU3bl IEKAPCTBEHHbIX CPeACcTB
(B pegn. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasx HegoCTaTOYHOM OOOCHOBAaHHOCTU WJ/IM HETIOJHOTHI 3aK/IHOUeHUs] KOMHUCCUU
JKCIepPTOB, Haauuus B HEM T[IPOTHBOPEUMBBLIX [aHHBLIX, (anbCU(PUKALUM BLIBOJOB SKCIEPTU3bI
JIeKapCTBEHHOT'O CPeJICTBA, COKPBLITUSI OT YIOJTHOMOUEHHOTo ¢efepasbHOrO OpraHa UCIOJHUTeTbHON
BJIACTM OCHOBAaHWM [/l OTBOZJA SKCIepTa BC/IEeJCTBHE €ro 3auHTepecOBaHHOCTH B pe3y/bTaTax
COOTBETCTBYIOILI[EM SKCMEpPTU3bl, HAIMUUS [AHHbIX O TIPSMOM JIMOO KOCBEHHOM BMeILIAaTe/NbCTBE B
TMpOLIeCC COOTBETCTBYIOILEM SKCIMepPTU3bl JIMl, He Y4yaCTBYIOI[UMX B ee TPOBeJeHUH, HO OKa3aBLIMX
B/IMSIHUE Ha TMpoLlecC U pe3y/bTaThl ee TPOBEJEHHUs, YIOJHOMOYEHHbIM (e/lepaibHbIM OpraHoM
WCTIOJTHUTE/IbHOM B/ACTA Ha3HayaeTcs TOBTOpPHAsl SKCIepTH3a JIeKapCTBEHHOrO CpeAcTBa U (WIH)
3TUYecKast 3KCrepTr3a.

(B pex. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

2. IloBTOpHAs 3KCIepTH3a JIeKapCTBEHHOI'0 CpefCTBa MPOBOJUTCS C YYETOM pe3y/bTaTOB paHee
TPOBeZIEHHOW SKCIepTu3bl B CPOK, YCTaHOBJ/IEHHbIM YIIOJIHOMOYEeHHbIM (efiepaJbHbIM OpraHOM
WCTIO/THUTE/IbHOU B/IACTH U He TIPeBBILIAIIUI TPUALATU PaboumnX AHel Co IHS TOy4YeHHs SKCIIePTHBIM
yupekieHHeM B JTMUHOM KaOuHeTe B eIMHOW CHUCTeMe 3a/laHus Ha TIPOBe/ileHHe TIOBTOPHOW KCIePTH3bI
JIeKapCTBEHHOT'0 CPe/iCTBA, MOANUCAHHOTO YCUIEHHOM KBaTU(PULIMPOBaHHOW 3/1eKTPOHHOMN MO/ITUCHIO.
(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 30.01.2024 N 1-®3)

3. duHaHCOBOe O00ecreueHue BBINOJHEHUS 3daJdHHdA HaA IIpoBeJeHHe HOBTOpHOﬁ SKCIIepTU3bI

JIeKapCTBEHHOTO CPe/ICTBa He OCYIIeCTB/ISIeTCSI.
(B pea. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

KoncynbranTllntoc: npumeuanue.
C 01.01.2026 ct. 26 He pacIpoOCTpaHseTCs Ha TTPABOOTHOIIIEHMs], BO3HUKAFOIIME TMPH 0OpaljeHur
JIeKapCTBEHHBIX CPeJICTB /151 MeAUIIMHCKOTo TipuMeHeHus (@3 ot 30.01.2024 N 1-D3).

Cratbsl 26. YCKOpeHHas npoueaypa 3KcnepTusbl /ieKapCTBEHHbIX CPeACTB

1. YckopeHHasi mpoliefypa 3KCIepTH3bl JeKapCTBEHHBIX Cpe/CTB B LieIX TIOCYAapCTBeHHOU



pervcTpalyy JieKapCTBeHHBIX TperiapaToB TMPUMEHSIeTCsl B OTHOLLIEHWM OpP(aHHBIX JieKapCTBEHHBIX
TMpernaparoB, MePBbIX TPeX JIeKapCTBEHHBIX MpernapaToB, perucTpupyembix B Poccuiickont defepauu B
KayecTBe BOCIIPOM3BEeJEeHHbIX JIeKAPCTBEHHBIX IIperaparoB, OuYepeJHOCTb KOTOPBIX ONpejesseTcs B
COOTBETCTBMM C HOMEPOM U [aTOM BXOSAILIMX 3asiB/IeHWA O TOCYyJapCTBEHHOW perucTpalyu
JIeKapCTBEHHBIX TMpernapaToB B paMKaxX OJHOTO MeK[yHapOJHOrO HeNaTeHTOBAaHHOI'0 HauMEeHOBaHUS
JIEKapCTBEHHOI'0 TIperapaTta WM TIPYIIIMPOBOYHOIO HaUMEHOBAHUS JIeKAPCTBEHHOIrO IIperiapara,
JIEKapCTBEHHBIX TIpernapaToB /[jisi BeTepUHApHOTO NpWMeHeHWs, MpeJHa3HaueHHbIX /I JieYeHUs
JIOMAIITHUAX >XUBOTHBIX, ompefiesieHHbIX defepanbHbIM 3aKOHOM OT 27 nekabpsi 2018 roga N 498-d3
"OO6 OTBeTCTBEHHOM OOpalleHUH C >KUBOTHBIMM M O BHECEHHMM W3MEHEHWH B OT/e/IbHbIe
3aKOHO/jaTelbHbIe akTbl Poccuiickoit Pefepaiuu’’, U 3aperuCTPUPOBAHHBIX B KaueCTBe JIeKapCTBEHHbIX
rperaparoB [Jii MeAULMHCKOTO TIpUMEHEeHUsl, W JIeKapCTBEHHBIX TIperaparoB, IpeJHa3HaueHHbIX
WCKJIFOUUTEJILHO /IJ1s1 IPYMEeHeHNs] HeCOBepILIeHHOIeTHUMHU pakKaHaMH.

(B pen. @esmepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. YcKopeHHas Tpoleaypa 3KCIepTH3bl JIeKapCTBEHHBIX CPeACTB B LiesiX TOCy/JapCTBEHHOU
perucTpalyy JeKapCTBeHHbIX MperapaToB He MPUMEeHSIeTCSI B OTHOLLIEHUH:

1) 6uoananoroBbix (61OMOAOOHKIX) IeKapCTBEHHBIX TperapaToB (610aHaIoroB);

2) pedepeHTHBIX JiIeKapCTBEHHBIX IIpernapaTtoB (3a MCK/IoueHWeM OpdaHHbIX JieKapCTBEeHHBIX
TiperapaToB);

KoucynbranTllntoc: npumeyanue.

Hdo 31.12.2027 poCCHMUCKUM NPOU3BOAUTE/ISIM JIeKAPCTBEHHBIX IIperiapaTtoB JJ/si BeTepuHapHOI0
NIpUMeHeHUsl paspellleHo 0JaBaTh PerucTpaljioHHOe 10Che M0 YCKOPeHHO# mpoleaype 6e3 yuera
TpeboBanmii 1. 3 u. 2 cT. 26 ([ToctaHoneHue [TpaBuTesnbcTBa PD ot 12.03.2022 N 353).

3) BOCIIpOM3Be/IeHHBbIX JIeKADCTBEHHBIX IIperapaToB (3a MCK/IOYeHWeM TepBbIX Tpex
pervcTpupyeMbix B Poccuiickon @efepalii B KaueCTBe BOCIPOM3BEJ€HHBIX JIeKapCTBEHHBIX
rperapaToB M JIeKapCTBEeHHBIX IIperiaparoB, IpeJjHa3sHaUeHHbIX WCK/IOUUTEeIbHO /JI TPUMeHeHUs
HeCOBEepIIeHHOJIeTHUMHU Tpak[jaHaMH, a TakKe JIeKapCTBeHHbIX IperapaToB, IpejHa3HaueHHbIX [
JieUeHusT JOMAIIHUX >KUBOTHBIX, orpezie/ieHHbIX PezsepanbHBIM 3aKOHOM OT 27 nekabpst 2018 roga N
498-®3 "OO6 oTBeTCTBEHHOM OOpall[eHWd C >KUBOTHBIMH W O BHECEHWW HW3MEHEeHWW B OT/ie/bHbIe
3aKOHoZaTesbHble akThl Poccurickont @esfepaliun’’, U 3aperiCcTpUpOBaHHbIX B KaueCTBe JIeKapCTBEHHBIX
rperniapaToB [i/Isl MeJULMHCKOT O [IPYMeHeHUs);

(B pea. @enepanbHoro 3akoHa ot 28.04.2023 N 171-®3)

4) HOBBbIX KOMOMHALIMI 3aperMCTPUPOBAHHBIX paHee JIeKapCTBEHHBIX MperapaToB;

5) /leKapCTBEHHBIX IIperapaToB, 3aperMCTPUPOBAaHHBIX paHee, HO TPOU3BEJEHHbIX B JPYTUX
NeKapCcTBeHHbIX hopMax B COOTBETCTBUM C MepeuHeM HauMeHOBaHUH JieKapCTBeHHbIX (hOpM U B HOBOM
[lIO3UPOBKe;

6) NekapCTBEeHHBIX TIperapaToB /s MeJIULIMHCKOTO TIPUMeHeHHsl, TOCy/lapCTBeHHasi perucTparusi
KOTOPBIX OTMEeHeHa, TIPU WX PervcTpaliyd B KauecTBe JieKapCTBEHHBIX MperaparoB /IJisi BeTepUHAapPHOTO
TIpPUMEHEeHUs.

(. 6 BBeeH PeznepanbHbIM 3aKOHOM OT 28.04.2023 N 171-P3)
(uactb 2 B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-D3)



3. YckKopeHHas TipolieJlypa 35KCIepTu3bl JeKapCTBEHHbIX CPEeJACTB MPOBOJWUTCS TI0 PeLIeHUI0
COOTBETCTBYIOILIET0 yYIIOJTHOMOUYEHHOTO ¢efiepasbHOrO OpraHa MCIOJ/IHUTebHON BAaCTU Ha OCHOBaHUU
3as1BJIeHUs 3asiBUTE/ISI B CPOK, He MPEBBIIIAION[UN BOCBMUIECITA pabounx qHel. [Ipu 3TOM 3KCIiepTr3a
JIOKYMEHTOB, COZEep’Kall[uXCsi B PerMCTPALJMOHHOM [I0Che Ha JieKapCTBeHHbBIM Mpernapar, MPOBOAUTCS B
CPOK, He TIPeBBILIAIOIUN AecITh pabounx [gHeH, JKCIepTH3a KauyecTBa JIEKAPCTBEHHOTO CpeACTBa U
9KCIepTH3a OTHOLIEHUs O’KWJAeMOW TOjb3bl K BO3MOXXHOMY DHMCKY TPUMEHeHHUsl JIeKapCTBEHHOTO
Tiperiapara MpOBOASTCS B CPOK, He MPEBBIIIAI[UH [IeCTUECATH pabounX THe.

(uactb 3 B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

3.1. Ytparun cuny. - ®enepanbhbii 3akoH 0T 30.01.2024 N 1-®3.

4. YckopeHHas TIpoLe[ypa 3KCIepTH3bl JIEKAPCTBEHHBIX CPeACTB TPOBOAUTCS B TMOpPsJKe,
yCTaHOB/IeHHOM cTtaTtbsiMu 17, 19, 20, 23 u 24 nHactosijero PefepaqbHOr0 3aKOHa, U He O3HAyaeT
CHWKeHHUs1 TpeboBaHMM K 6e301acHOCTH, KauecTBY U 3(PGeKTHBHOCTU JIeKapCTBEHHBIX TTperapaToB.

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Ctartbs 27. PelleHue 0 rocyaapCcTBEeHHOII perucTpayum ieKkapcTBeHHOro npenapara

1. B cpok, He TpeBbIIAOIINIA UeTbipex pabounx JHel co [HS MOoTydYeHus 3aK/IF0ueHnid KOMUCCUN
3KCIIePTOB I10 pe3y/ibTaTaM 3KCIepTH3bl KaueCTBa JIeKapCTBEHHOI'0 CPeJCTBa U SKCIIePTU3bl OTHOLLEHUS
OKH/laeMOM  TIO/b3bl K  BO3MOXXHOMY  PHCKYy TIIPUMEHEHMs JIeKapCTBEHHOIO  IpernapaTa,
COOTBETCTBYIOLMI YTIIOJTHOMOYEHHbIN (efiepaibHbli OpraH UCIIOJTHUTETbHOM BJIaCTH:

(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 31.07.2025 N 304-D3)

1) ocyiijecTB/sieT OLeHKY 3aK/IIOUeHHW KOMHCCHM 3KCIIepTOB [ijisl OTpejie/ieHUss COOTBETCTBUS
3a/laHHMIO Ha MPOBe/ieHre 3THUX IKCIIePTH3;
(n. 1 B pexn. PegepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) TIpYHUMaeT pellleHWe O TOCYAAapCTBEHHOW PervcTparnvy JieKapCTBeHHOTO TiperiapaTa WK 00
OTKa3e B roCy/JapCTBEHHOU perucTpaiuu JieKapCTBeHHOr o Tiperapara;

3) BHOCHUT TIpU TIPUHSTUU PellieHUs] 0 TOCy/IapCTBeHHON perucTpaijuy JeKapCTBeHHOTo TiperapaTa
JlaHHble O 3aperuCTPUPOBAHHOM JIeKADCTBEHHOM TIperiapaTe, B TOM uucae O (apMaljeBTHUeCKon
cyOcTaHIMM, BXOJMIe B COCTaB JIeKapCTBEHHOTO TMIperiapata, B T'OCYZApCTBEHHBIM peecTp
JIeKapCTBEHHBbIX CPEJCTB M BblJAeT 3asBUTENI0 PEervCTpalMOHHOe YOCTOBEepeHHe JieKapCTBEHHOI'O
riperiapara MyTeM HarpaB/ieHUsl 3asBUTENIO0 TOCPEICTBOM e[MHOTO TopTaja WA B JIMYHBIA KaOWHET
3asBUTe/ISI B €QUHOM CHCTeMe BBIMUCKU W3 TOCy/JapCTBEHHOIO peecTpa JieKapCTBEHHBIX CpPeJCTB,
MOANMCAHHOW  YCUJIeHHOW  KBa/iM(UIIMPOBAHHOM  3/IeKTPOHHOW  TOATNKCHIO, (opmMa  KOTOpOM
YTBEP)KAAeTCs YIOTHOMOUeHHBIM (heJiepaJbHbIM OpPraHOM WCIIOTHUTETHLHOM BACTU, COTJIaCOBaHHbIe
HOPDMAaTHBHYIO  [JOKYMEHTAalldl0, HOPMAaTUBHBIA  [JOKYMEHT, WHCTPYKI[MIO TI0 TMPHUMEHEHUIO
JIeKapCTBEHHOTO TIperiapaTa ¥ MaKeTbl T€PBHYHON YIAKOBKM W BTOPUYHOM (TIOTpeOHTEeNbCKOM)
YINaKOBKH C YKa3aHMeM Ha HUX HOMepa 3alllCH B TOCy/1JapCTBEHHOM peecTpe JieKapCTBeHHbIX CPeJCTB U
JaTbl €r0 TOCYJAapCTBEHHOM perucTpalid WM B C/y4ae TIPUHATUS pellleHWss 00 OTKa3e B
roCyJJapCTBEHHOM perucTpaluyy JeKapCTBEeHHOrO TperapaTa HarpaB/sieT 3asBUTENI0 I10CPeACTBOM
eIMHOTO TIOpPTajla WIA B JIMUHBIA KaOWHET 3asiBUTENs] B €IMHOW CHCTeMe yBeJOoMJIeHWe 00 3ToM C
yKa3aHWeM TIPUYMH TaKOTO OTKa3a. 3a Bbilauy PervCTpaldOHHOTO Y/OCTOBEPEeHUs J1eKapCTBEHHOTO
rperiapaTa B3WMaeTCsl FOCy/JapCTBeHHas MOLUIMHA B COOTBETCTBUU C 3aKOHOJAaTe/bCTBOM Poccuiickoi
desepariyii 0 Hajlorax U coopax.

(B pen. ®@enepanbHbix 3aKOHOB OT 22.12.2014 N 429-@3, ot 30.01.2024 N 1-®3, or 31.07.2025 N



304-D3)

2. OcHOBaHuMeM i OTKa3a B rOCyJapCTBEHHOW perucTpaiuy JieKapCTBEHHOrO Tiperiapara [jisi
MEeJUIIMHCKOTO  TIPUMEHEHHs  SIBSIeTCSl  3aK/Il0UeHHWe  COOTBETCTBYIOIIEro  yIoJHOMOUYEHHOTO
denepanbHOrO OpraHa MCIOMHUTENLHOM BAAaCTU O TOM, UYTO KaueCcTBO U (W) 3¢ GheKTUBHOCTh
pPervcTpUpyeMoro JieKapCTBeHHOTO Tiperiapara [jisi MeAWLMHCKOTO TIPUMeHeHUsl He TIO[TBeP>KJeHbI
TOJTyYeHHbIMU JaHHBIMK WM YTO PUCK TNPUUWHEHHUs BpeJia 3/0POBbI0 UesioBeKa BC/IeJCTBUE TpHeMa
JIeKapCTBEHHOTO TIperapaTa /s MeJUIMHCKOTO TIpUMeHeHUsl TIpeBbIliaeT 3(PQGeKTUBHOCTh €ero
TIpUMeHeHUs.

(uactb 2 B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE TMpe/CcTaB/lieHMe B COOTBETCTBYIOLIUM YIIOJHOMOUEHHbIN ¢esepaabHbIii OpraH
WCIIOJIHUTE/IbHOM B/AaCTA JIEKAPCTBEHHOI'O IIperiapaTa, B OTHOLIEHMM KOTOpPOrO TOJy4YeH OTKa3 B
roCyJ,apCTBEHHOM perucTpaLyy U KOTOPbIN BIIOC/IeACTBUY MOJBEPrcsl U3MEHEHHUIO B YaCTH ero COCTaBa,
paccMaTpuBaeTCsl Kak Mpe/cTaBleHrde HOBOTO JIeKAPCTBEHHOIO Iperapata Ha ero rocy/iapCTBeHHYIO
perucTpaLnyo He3aBUCUMO OT COXPaHeHUs ero NepBUYHOr0 HaMeHOBaHUS.

(uactb 3 B pex. PenepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

4. Tlpu Tipe/joCTaB/IeHUU 3asiBUTE/IEM B COCTaBe PETMCTPAI[MOHHOTO J0Che Ha JieKapCTBeHHbIN
riperiapaT /i1 BeTepUHAPHOTO TIPYMeHEeHUsI KOTIMU pellleHHsl YIIOTHOMOUeHHOTo (eepa/ibHOTO OpraHa
WCTIO/THUTE/IbHOW BJIACTU O TIPOBeJIeHWW WHCIIEKTUPOBAHUs TIPOU3BOJUTESISI JIeKapCTBEHHBIX CPe/JCTB
CPOK TIDUHSTHSI pelIeHUus] O TOCy/lapCTBEHHOW perucTpalii JIeKapCTBEHHOrO TiperapaTta Jyis
BeTepHHAPHOTO MPUMEeHEeHHUsI IPUOCTAHAB/IMBAETCS CO /IHS TTOJTyUeHUs 3aK/TF0UeHUH, YKa3aHHBIX B YaCTH
1 HacTosimield ctaThH, [0 AHS TIPUHATHS YTIOJTHOMOUYEHHBIM (hefiepasibHbIM OpPraHOM MCITOJTHUTETbHON
B/JIACTH PeIlleHHsT O BblJaue WM 00 OTKa3e B BbIJaue 3akK/IHOUEHHST O COOTBETCTBUM MPOU3BOZMTE]IS
JIeKapCTBEHHBIX CPEJCTB TpeOOBaHWSIM TMpaBW/I HaZ/ieXXallled MPOW3BOZACTBEHHON TMPAKTUKH, HO He
Oo/iee ueM Ha CTO BOCEMbBECST pabounx JHEH.

(uactb 4 BBesieHa PegepanbHbIM 3aK0OHOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMeM [Jisi OTKa3a B T'OCY/lapCTBEHHON pervcTpalyy JieKapCTBeHHOro Tperapara [jis
BeTePUHAPHOTO TIDUMEHEeHHUsl SIB/IsSIeTCs 3aK/oueHWe YIOJHOMOueHHOro deziepabHOrO OpraHa
WCTIOJIHUTE/IbHOM BJIAaCTU O TOM, UTO KadecTBO U (win) 3¢hGeKTUBHOCTh PerucTpupyeMoro
JIeKapCTBEHHOTO TiperiapaTa /Jii BeTePUHAPHOTO TIPUMEHEHHUsI He TIOATBep)KAeHbI TIOyueHHBIMU
JIaHHBIMU WM YTO PUCK TPUUMHEHUS BpeJia 3/[0POBbI0 YKUBOTHOT'O BC/IeICTBHE TIpUeMa JieKapCTBEHHOTO
rpernapara [jisi BeTepUHApPHOTO TpUMeHeHUsl TpeBblillaeT 3¢ GheKTUBHOCTh €ro MpUMeHeHMs, OTKa3
YIOJTHOMOUEHHOTO  (pe/ilepa/ibHOTO OpraHa HCIIOJHUTE/NbHOM B/aCTM B BbJjlaue 3aK/IIOUeHUsi O
COOTBETCTBUM TIPOU3BOJMTENS] JIEKAPCTBEHHBIX CPEACTB TpeOOBaHWAM TpaBWI  HafjleXKarlen
MPOM3BO/ICTBEHHOM TIPAKTUKU [Jjisi Ka)KAOW TMPOU3BOACTBEHHOM TIIOMIAIKM  PEruCcTpUpyeMoro
JIeKapCTBEHHOTO Tperapara /Jisi BeTepUHAPHOrO TIpPUMEHeHHsI B CJiydyae, eC/Jd TMPOU3BOJCTBO
JIeKapCTBEHHOI'0 TiperapaTa [/ BeTepUHApHOTO TPUMeHeHUs OCYIeCTB/sSeTCs 3a TMpejernamu
Poccuiickol @esepaliu, Uk OTCYTCTBHE TAKOTO 3aK/IHOUEHHSI.

(uactb 5 BBeseHa PegepanbHbiM 3aKOHOM OT 04.06.2018 N 140-D3)

KoncynbranTllnroc: mpumMeuaHue.
O mnopsiike U CpoKax ompefe/eHusi B3aMMO3aMeHsIeMOCTH JIeKapCTB JIeKapCTBEHHBIX IIpernaparos,
3apeructpupoBaHHbIxX 10 01.03.2020, cm. cT. 3 @3 ot 27.12.2019 N 475-D3.

Cratba 27.1. B3anmosamMeHAeMOCTb JiIeKapCTBEHHbIX nMpenapartoB And
MeAULMHCKOro NnpuMeHeHus



(B pen. @enepanbHOro 3akoHa ot 27.12.2019 N 475-®3)

1. B3aumo3aMeHsieMOCTh JIeKapCTBeHHBIX TIperapaTtoB [JAs MeAUIIMHCKOrO0 TIpUMeHeHHs
orpeie/isieTCsl YIIOJHOMOUYEeHHbIM (he/iepaibHbIM OPTaHOM HCIIOJIHUTETLHON BJ/IaCTH, OCYIIECTB/ISIONUM
rOCyJJapCTBEHHYIO DervcTpalyio JieKapCTBeHHBbIX TIperaparoB [jisi MeAWLIMHCKOTO TPUMeHeHUs], B
paMKax OJIHOTO MEXYHAapOAHOTO HEeTNaTeHTOBAHHOTO (WM XUMHUYECKOTO, WIA TPYIITHUPOBOYHOTO)
HaMEHOBaHUsS Ha OCHOBE 3aK/FOUeHWs KOMHCCUM JKCIIePTOB 3KCIIEPTHOTO  YUPEXIEHUs O
B3aMMO03aMeHsIEMOCTH JIEKapCTBEHHOT'O Tperapara s MeAUIUHCKOr0 TpUMeHeHHs1 MO0 O TOM, uTo
JleKapCTBeHHBIM Tperapar /s MeULIMHCKOTO TIPUMeHeHUsI He SIB/IsieTCsl B3auMo3aMeHsieMbiM. [Topsijok
orpezie/ieHUs] B3aMMO3aMeHsSIeMOCTH JIeKapCTBEHHBIX TperapaToB Ajisi MeJULIMHCKOTO TpPUMeHeHUs U
dbopma 3ak/rOUeHUsT KOMMCCHMHM 3KCIIEPTOB SKCIIEPTHOTO YupeXJeHUss O B3arMMO3aMeHseMOCTU
JIeKapCTBEHHBIX TIperaparoB /sl MeJUI[MHCKOTO TIpUMeHeHUss MO0 O TOM, UTO JieKapCTBeHHBIM
rperapar /sl MeJUIIMHCKOTO TPUMEHEHUs He SBJSeTCS B3auMO3aMeHsIeMbIM, YCTaHABJIUBAOTCS
benepasbHBIM OpPraHOM MWCITOJTHUTEIBHOM B/IaCTH, OCYIIECTBISIOMAM (YHKIMMA 110 BbIPAOOTKE U
peasnu3aliid TOCYZApCTBEHHOW TIOMUTUKKM W HOPMAaTHBHO-TIPAaBOBOMY peTy/MpOBaHUI0 B cdepe
3[paBOOXpaHeHusi, TI0 COIrJIaCOBaHMIO C (efepasibHbIM OpPraHOM  UCIIOJHUTENbHOM  B/IACTH,
OCYILLeCTBJISOIINM (DYHKLIMHU TI0 JTULeH3UPOBaHUIO TTPOM3BO/ICTBA JIeKAPCTBEHHBIX CPEJICTB.

(B pea. @enepanbHoro 3akoHa ot 19.10.2023 N 503-®3)

2. Komuccus 3KCIIepToB 3KCIEPTHOTO yYpeXXAeHUsl faeT 3aK/I0uYeHHe O B3auMO3aMeHseMOCTH
JIeKapCTBEHHOTO TIperapara Ajs MeJULMHCKOTO TpUMeHeHHUs MO0 O TOM, UTO JieKapCTBEeHHBIH
npernapaTt [/l MeJULMHCKOrO TIIDUMEHeHHsi He sBJseTCs B3avMO3aMeHsieMbIM, Ha OCHOBaHWU
C/eyIolIX KpUTepUeB (XapaKTepUCTHK):

1) »skBuBaneHTHOCTb (Ayi1 OWoaHanMOroBbIX (OMOIOAOOHBIX) JIEKAPCTBEHHBIX TIperapaToB
(buoaHamoOTrOB) -  COMOCTAaBUMOCTb)  KAueCTBEHHbIX W KOJWYECTBEHHBIX  XapaKTepPUCTHK
dapMarieBTHueCKux CyOCTaHI[UN WM COTIOCTaBUMOCTh aHTUTEHHOI'0 COCTaBa BakKIWH. VIcro/ib30BaHMe
pa3/IMuUHBIX CoJiel, 3(UPOB, KOMIIEKCOB, N30MePOB, KPUCTA//TMUeCKUX (HOPM U JIPYTUX TMPOU3BOJHBIX
OJHOTO YW TOTO >e [eHCTBYIOIIero BellleCTBA He SB/SETCS TMPensaTCTBUeM [Js  OorpefesieHus
B3aMMO3aMeHsIeMOCTH  JIeKapCTBEHHBIX ~ TIperiapaToB, €eCAM TIpU  TIPOBEJIEHUH  UCC/IeIOBaHUs
OMOSKBUBA/JIEHTHOCTA  JIKapCTBEHHOTO  TIperiapaTa  WIM  WCCAeOBaHWS  TepareBTHUUecKou
9KBUBAJIEHTHOCTH JIEKAPCTBEHHOTO TIperapaTa JJ0Ka3aHO OTCYTCTBUE KIMHUYECKW 3HAUMMBIX Pa3Iduuii
dapMakokuHeTKU W (W) 3(dekTMBHOCTH W 6€30MacHOCTH JIEKapCTBEHHOTO TIperapaTa Jjis
MeJULIMHCKOT'0 TIPUMeHeHUsI;

2) 5KBUBAJIEHTHOCTh JieKapCcTBeHHOH (opMbl. Tloj 3KBHBa/eHTHBIMU JIeKapCTBEHHBIMU (hopMaMu
MOHUMAIOTCSI pa3Hble JieKapCTBeHHbIe (HOPMbI, MMeIOIe OJWHAKOBbIe CII0CO0 BBeJEHHS M CITIO0CO0
npuMeHeHUsi, 00/afamoIIe COTMOCTaBUMbIMH  (pJapMaKOKMHETUUEeCKHMHU  XapaKTepUCTUKaMU U
dapMakosiornyeckuM  JlelicTBieM W obecrieuMBaroIIye TakkKe [JOCTI)KeHHe  Heo0XOAUMOro
K/iMHu4eckoro S¢dekra. Pa3nduusi nekapcTBeHHbIX (OpPM He SIBJSIOTCS TIPENSITCTBUEM  A1Jist
orpezie/ieHUs1 B3aMMO3aMeHsIeMOCTH JIeKapCTBEeHHBIX TIperapaToB, eC/iu TIPU MPOBeIeHUH UCCieJoBaHUs
OMO5KBUBA/IEHTHOCTH  JIEKADCTBEHHOTO  Tperapata  WIA  WUCCAeIOBaHUS  TeparieBTUUeCKOoi
9KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O TIperapaTa JokKa3aHO OTCYTCTBHE KIMHAYECKH 3HAUMMBbIX Pa3IUunit
dapmMakokuHeTMKH W (W) 3hdekTMBHOCTH W 0e30MMacCHOCTU JIEKAPCTBEHHOT'O IiperiapaTa /st
MeIULUHCKOTO TIPUMeHeHHST;

3) 3KBHUBA/IEHTHOCTb WJ/IM COIMMOCTABMMOCTBb COCTaBa BCIIOMOTI'dT€/IbHBIX BEIIECTB JIEKaPCTBEHHOI'O
nperiapata A MeAWLHWHCKOro IIpMMEeHEeHN . Paznuumsi coctaBa BCHoOMOraTe/bHBIX BelecTB
JIEKADCTBEHHOI'O TIIp€llapaTda He MABJIAIOTCA TMPEendATCTBUEM [Jid OIlpeJe/ieHud B3dWMMO03daMeEHAEMOCTH



JIeKapCTBEHHBIX  TperapaTtoB, ecCAM Tpd  TPOBeJeHWH  UCCIe[oBaHUs  OHMOIKBHBAa/JIEHTHOCTH
JIeKapCTBEHHOT0 TperiapaTta MWW WCC/Ie[loBaHUSI TepareBTUUeCKOM SKBUBAJIEHTHOCTH JIeKapCTBEHHOTO
rperiapara /[0Ka3aHO OTCYTCTBME K/IMHUUECKU 3HAUMMbBIX pas3Muuuil (apMakOKWHETUKH U (W)
3¢dekTUBHOCTH U 6GE30MacHOCTH JIeKapCTBEHHOTO TperapaTa [Jjisi MeJULIMHCKOTO mpuMeHeHus. [Ipu
Ha/lMuMM KAMHUYECKW 3HAUMMBIX pa3Iduuil  (apMakOKWMHEeTHKU W (Wir) S(QQeKTUBHOCTU U
6e30MacHOCTH JIeKapCTBEHHOIO TIperapaTa [Jisi MeJULIMHCKOrO TIpUMeHeHHs B3auMO3aMeHseMOCTb
orpejiesisieTcsl C yKa3aHWeM Ha MCK/IF0UeHHUe OT/e/IbHBIX TPYII MaljueHTOoB;

4) UIeHTUYHOCTH CII0co0a BBeJIeHUsI U CII0Co0a TIpUMeHeHUsT;

5) COOTBeTCTBHE TIPOU3BOAUTE/ISI JIEKAPCTBEHHOTO CpeZCTBa TpeOOBaHMSM TPAaBW/ Hajyiexariei
TIPOM3BO/ICTBEHHOM MPAKTUKH.

3. be3 HEO6XOAI/IMOCTI/I A0Ka3aTe/IbCTBa 0103KBUBA/IECHTHOCTH OCYyLIEeCTB/IA€TCA OIlpeJejyieHre
B3aMMO3dMeHsAEMOCTH BOCIIPOKM3BE€AE€HHBIX JIEKAPCTBEHHLIX IIPEI1apaTOB, KOTOPLIE!:

1) mpejHasHaueHbl [/ MapeHTepaJbHOro (MOAKO)KHOIO, BHYTPHUMBILLIEUHOTO, BHYTPUBEHHOIO,
BHYTPUI/Ia3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKODOHAapHOIO) BBeJeHUS W
TIPe/ICTaB/ISIIOT COO0M BOZHBIE PAaCTBOPHI;

2) Mpe/iCTaB/IsAIOT COO0M PaCcTBOPKI /IJ1s1 IEPOPATLHOTO TIPUMEHEHHS;
3) pou3Be/ieHbI B (hOpMe TTOPOIIKOB U/ JIMO(PUIN3ATOB AJisi IPUTOTOB/IEHUS] paCTBOPOB;
4) SIBASIFOTCS Fa3aMy;

5) SIBASIFOTCS YIIHBIMU W TJIa3HBIMU JIeKapCTBEHHBIMU TperiapaTamMu, Mpou3BeJileHHbIMU B (hopme
BOZHBIX PaCTBOPOB;

6) mpefHa3HayeHbI [Jii MECTHOTO W (WIM) Hapy’KHOrO TNpPUMEeHeHUsi U MPUrOTOB/eHbI B (opme
BOZIHBIX PaCTBOpPOB;

7) TIpe/iCTaB/ISIOT COO0M BOIHBIE PACTBOPHI ISl UCTIO/IB30BaHUs B (hOpMe MHTA/SI|M C ITOMOII[LIO
HeOysalizepa WM B KauecTBe Ha3a/lbHBIX CIIPeeB, MPUMEHSIeMbIX C TOMOILBI0 CXOJHBIX (TIOXO0XKUX,
aHAJIOTUUHBIX) YCTPOUCTB (TIpUOOPOB, armaparos).

(uactb 3 B pex. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4. OcobeHHOCTH oOmpefefeHUss B3aUMO3aMeHsIeMOCTH  OHOJIOTMYEeCKHX — JIeKapCTBEHHBIX
TiperapaToB, KOMOMHUPOBAHHBIX JIEKaPCTBEHHBIX TIPeriapaTtoB (cojepykKalux KOMOWHAI[MI0 ABYX |
Oonee [eWCTBYIOLIMX BeIleCTB), JeKapCTBEHHBLIX TIperapaToB /[ijisg TapeHTepasbHOTO IUTaHUsS U
He/03VPOBaHHbIX  JIeKAPCTBEHHBIX  IpeliapaToB  yCTaHABIMBAlOTCA  (efepajbHBIM  OpPraHoM
VICTIOJTHUTEe/TbHOW BJIACTH, OCYIIECTB/ISIOIUM (YHKIMU 110 BBIPAOOTKe M peann3aliuy rocyZapCTBeHHOM
TIOJIUTUKN ¥ HOPMATHUBHO-TIPABOBOMY PeTyJ/TMPOBAaHHIO B chepe 37paBOOXpaHeHHUs], TI0 COTJIACOBAHUIO C
¢benepasbHBIM OpPraHOM MCIIOJIHUTETBbHON B/IACTH, OCYLLECTB/SIOMIMM (YHKLMW 10 JIMLeH3UPOBaHUIO
MIPOM3BO/ICTBA JIeKaPCTBEHHBIX CPeJCTB.

(B pen. ®enepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

5. OrnpeseneHvie B3aMM03aMEHSIEMOCTH He OCYLIECTB/SEeTCS B OTHOIIEHWH JIeKapCTBEHHbIX
pacTUTebHBIX MpernapaToB, FTOMeOoNaTUUeCKUX JieKapCTBeHHBIX MperaparoB.

6. dopMupoBaHUe TiepeyHsi B3aMO3aMeHsIeMbIX JIeKapCTBEHHBIX MpernapaToB /il MeJULIMHCKOTO



NIPUMeHEeHUsI OCYIIeCTB/ISIETCSl SKCIIEPTHBIM YUpeXKJeHHeM I0Cpe/ICTBOM 00beJMHeHUsI JIeKapCTBeHHbBIX
rperapaToB B OT/e/bHble TPYIIbl, B KaXJ0M M3 KOTOPBIX JeKapCTBEHHbIe IpernapaThbl SIBJSHOTCS
B3aUMO3aMeHsieMbIMHU.

7. B cimyuvae BK/IOUEHMSI B WHCTPYKLMIO MO MeJULMHCKOMY IIDUMEHEHHIO JIeKapCTBEHHOIO
rperiapaTa Ha OCHOBaHWH pe3y/bTaTOB COOTBETCTBYIOIIMX UCC/e/I0BaHUM MOKa3aHWM [i/1s1 IPUMeHEeHus],
KOTOpbIe OT/IMYAIOTCS OT MOKAa3aHWW JJis IPUMEeHEeHHs IPYTHX JIeKapCTBEHHbIX TperapaToB W3 IPyMiibl
B3aMMO3aMeHsieMbIX JIeKapCTBEHHBIX IIperapaToB, B TepeuyHe B3alMO3aMeHsieMbIX JieKapCTBEHHBIX
TIperaparoB s MeIMI[UHCKOT0 TIPUMeHeHHs I0/DKHA ObITh YKa3aHa COOTBETCTBYIOIIAast MH(MOPMaLIHS.

8. IlepeueHb B3aMMO3aMeHsieMbIX JIeKAPCTBEHHBIX TperapaToB [/l MeJUI[MHCKOTO MPUMeHeHUsI
pa3MelriaeTcsl yroJTHOMOUEHHBIM (efiepa/ibHbIM OPraHOM MCIIOTHUTeTLHOM BJIaCTH, OCYIECTBIISIOIIM
roCy/IapCTBEHHYIO PErucTpal[{io JIeKapCTBEeHHBIX TIperapaToB /s MeJAWIMHCKOrOo TpUMeHEeHHs, Ha
cBoeM odulManbHOM cailite B cetu "VHTepHer". MHdopmalus B TiepeuHe B3aWMO3aMeHseMbIX
JIeKapCTBeHHBIX TIperapaToB /jisi MeJUI[MHCKOTO TIpUMeHeHHs 0OHOB/ISIeTCsl yKa3aHHbIM (e/iepabHbIM
OpraHOM WCITOJIHUTETbHON BJIACTU C YUETOM HOBBIX 3aPerMCTPUPOBAHHBIX JIEKapPCTBEHHBIX TPeriapaToB
IS MeJWLIMHCKOTO TIpMMEeHeHUs] W BHECeHHbIX W3MeHeHUM B [OKYMeHTbI, Cojieprkaiiuecss B
PervcTpalMoHHBIX [0Che Ha 3aperduCcTpUpOBaHHbIE JIeKAPCTBEHHbIE Mperaparhbl AJid MeAUlMHCKOTO
TIPUMeHeHUs.

9. TTopsaoK uUCIo/b30BaHUsS MH(OPMALIMKU O B3auMO3aMeHsieMbIX JieKapCTBEeHHBIX IMperapaTax /s
MeIULUHCKOTO TIPUMEHEeHHs] W TIOPSIOK [Jlaud pa3bsiCHEHWH 110 BOMPOCAM B3aWMO3aMeHSIeMOCTH
JIeKapCTBEHHBIX TIpPernaparoB /sl MeAWI[MHCKOTO TIPUMEHEeHWsI YCTAHaBIWBAKOTCA —(eeparbHbIM
OpPraHOM WCITOJIHUTE/TbHON BJIACTH, OCYIIECTBI/ISIONMM (GYHKIMKA 110 BbIpabOTKe U peaM3ariuu
roCy/IapCTBeHHOM TMOJIMTUKA 1 HOPMaTHUBHO-TIPaBOBOMY PeryJIMPOBaHMIO B cepe 3/[paBOOXpaHeHUs], 10
COTJIaCOBaHUIO C (efiepasbHBIM OPraHOM MCITOTHUTeTbHOM BJIACTH, OCYIIECTB/SIONUM (QYHKIUU TI0
JIULIEH3MPOBaHUIO MMPOM3BO/CTBA JIEKAPDCTBEHHBIX CPEJICTB.

(B pen. ®enepanbHOro 3akoHa ot 19.10.2023 N 503-D3)

Koncynbrautlntoc: ipumeuanue.

CpoKM  [eUCTBUSL  PErMCTpPalMOHHBbIX  YJOCTOBEPEHUM  JIeKApDCTBEHHBIX  IpernapaToB sl
MeJULIMHCKOr O TIpUMEeHeHUs1, KOTopble uctekaroT B 2024 r. ripoasieHsl Ha 12 mecsues, a B 2025 1. -
1o 31.12.2025 (IToctanoBnenue IlpaButensctBa PP ot 12.03.2022 N 353).

Ctartbs 28. PerncrpauuoHHoe ya0oCTOBepeHe NIeKapCTBEHHOIO nNpenapara

KoncynbrauTtlntoc: ippumeyaHue.

Pa3speraercs obpairieHrie B P® 3aperncTpyupOBaHHBIX JI€KApPCTBEHHBIX IPEapaToB, CPOK JeHCTBUS
PEerucTpaLMOHHOI0 YJOCTOBEPEeHUs] KOTOPBIX UCTEK B C/lyyae, rpejycMOTpeHHOM 4. 11 ct1. 4 @3 ot
30.01.2024 N 1-®3.

Koucynbrantllntoc: npumeyanue.
C 01.01.2026 u. 1 - 3 cr. 28 He paclpOCTPaHAKTCA Ha IPAaBOOTHOLLEHUs, BO3HUKAIOLKe IpU
oOpalljeH1H JIeKapCTBEeHHBIX CPeZCTB [i/isi MeauluHCKOTo npuMeHeHus (P3 ot 30.01.2024 N 1-D3).

1. PeructpariioHHOe yJOCTOBEepeHUe JIeKapCTBEeHHOTO TperiapaTa C yKa3aHWeM JieKapCTBEHHBIX
dbopM W [J03UPOBOK BBIZIAeTCS 0eCCPOYHO, 3a WCK/IHOUEHWeM pPervCcTPaljiOoHHOTO Y0CTOBEpeHHUs



JIeKapCTBeHHOT0 Tperapara, BbIJaBaeéMOTO CO CPOKOM [JIefiCTBUSI MSTh JIeT, Ha BIepBbie
pervctpupyemble B Poccutickoii ®eiepaliviy ieKapCTBeHHbIe Mpernaparhbl.

2. Tlo ucTeueHMM yKa3aHHOTO B 4YaCcTH 1 HACTOSIIEM CTaThM CpPOKa BbIZaeTcs OeccpouHoe
perucTpalMoOHHOEe YyAOCTOBEPEeHHe JIeKapCTBEeHHOrO Tiperapata MpU YCJIOBUU TIOATBEP)KIEHUS] ero
roCcyJjapCTBeHHOM perucTpaLyu.

3. B cinyuae BHeceHUs1 B cCOOTBeTCTBUM €O cTaThbAMM 30 U 31 Hacrtosiero ®deepaabHOro 3akoHa
M3MeHeHHM B COjlepKalljuecsi B PerucTpaliOHHOM J0Che Ha 3aperMCTPHMPOBAHHBIN JIeKapCTBEHHbIN
rperiapaT [JOKyMeHTbI, 3aTparvBarolUuX CBeZieHUs], OTpaKeHHble B PeruCTPal[MOHHOM Y[O0CTOBEPEeHUH
JIeKapCTBEHHOTO TiperapaTa, YIoJIHOMOUYeHHbIH (hefiepanbHbii OpraH UCTIOTHUTETbHOU B/IaCTH BbIaeT
HOBO€ pervcTpaliOHHOe y/I0CTOBepeHHe JIeKapCTBEHHOIO Tpernapara, cofiepykalliee BHeCEHHbIe B HETrO
H3MeHeHUsl.

(uactb 3 BBesieHa PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. Ytpartun cuny c 1 suBapsi 2026 roga. - @efepanbHbiii 3akoH oT 30.01.2024 N 1-P3.

Koncynbrautlntoc: ipumeuanue.
C 01.01.2026 cT. 29 He pacHpoCTpaHseTCs Ha ITPABOOTHOIIEHHs], BO3HUKAFOIIHMe TMPH OOpaleHur
JIEKapCTBEHHBIX CPeJCTB AJ1s1 MeAULUHCKOro rpumMeHenus (@3 ot 30.01.2024 N 1-P3).

Koncynbrautlntoc: nippumevanue.
CpoK perucrpauyy JeKapCTBeHHOrO IperapaTa [Jii BeTePUHAPHOIO NPUMEHEeHHs], UCTeKarLui B
2025 roay, npogsieH Ha 12 mecseB (ITocranoBnenue [IpaButensctBa P® ot 12.03.2022 N 353).

Koncynbrautlntoc: nippumeyanue.

PeructpaljuoHHble y/10CTOBepeHUsl IeKapCTBEHHBIX MpernapaToB /Jisi MeJULMHCKOTO NPUMeHeHUs Ha
OyMa>)kHOM HOcUTesle, [AyOJUKaThl YJOCTOBEPEHWN [jii MEAUIUHCKOTO U BeTepUHAPHOTO
ripumeHeHus ¢ 01.01.2026 He BeigatoTcst (D3 ot 30.01.2024 N 1-D3).

Crtatba 29. lMopaTBepXAeHWEe rocyAapCTBEHHOW perucrpauun nekapcTBeHHOro
npenapara

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

1. IToaTBEpKAEHUe TOCYAAPCTBEHHOW pervcTpalyy jeKapCTBeHHOr0 Mperapara OCyLeCTBIIsSeTCs
MpU Bbllade GECCPOYHOTO PErvCTPAlMOHHOTO YAOCTOBEPEHUS JIeKapCTBEHHOrO TIperapara B C/Iyvae,
yKa3aHHOM B yacTu 2 ctaTbM 28 Hacrosero deepasbHOro 3aKOHa, B CPOK, He MPEeBbILLIALINNA COPOKa
pabouux JHeH Co AHs HarpaB/eHHsl OCPeACTBOM eIMHOIO MOpTasia B YIIOJTHOMOUYEHHBIH (ejepanbHbIHI
OpraH WCIOHUTEFHOM BIACTA WM JIMUHBIM KaOWHeT YIIoJIHOMOueHHOro deziepalbHOrO OpraHa
WCIIOJIHUTE/IbHOM BJIaCTU B €JUHOW CHUCTeMe 3asiBJieHUs] O TIOATBEPXK[EHUM TIOCy/1apCTBEHHOU
perucTpalyy JIeKapCTBEHHOrO IiperapaTa /Jii MeJWLIMHCKOTO TIPUMEHEeHUs, U B CpOK, He
TIPEBBIAIOIINNA TPUALIATH TpeX paboumx [JHeM CO [JHS TIDUHATHS 3asiB/IeHUs O TOCYZApCTBEHHOU
perucTpalyy JeKapCTBeHHOT 0 mperaparTa [/ BeTePUHAPHOTO NTPUMeHeHUs1, MOAITMCAaHHOI 0 YCU/IEHHOM
KBa/IM(ULIMPOBAHHOM 3/7IeKTPOHHOM MOAMUCHI0. He ocyliiecTB/isieTcs: TOATBEPXK/IeHHe TOCyAapCTBeHHOM
perucTpayMid B OTHOLUEHWM JIeKapCTBEHHOrO Tiperapara /Jid BeTepUHApHOro TpUMEHEeHHs, He
Haxo/iMBIIlerocsi B obpaijeHun B Poccuiickoit ®enepaiun B TeueHue Tpex U Oosiee JieT, a Takke B



OTHOIIIEHUH JIEKAaPCTBEHHOTO CPeJICTBA, TIPOU3BEIEHHOT0 C HapyllleHueM TpebOBaHMs, YCTaHOBJIEHHOTO
yacteto 3.7 crateu 71 Hacrosujero ®epepasbHOrO 3aKOHa. 3asiB/ieHWE O [OATBEPXKAeHUU
rOCyJJapCTBEHHOM perucTpalyy JIeKapCTBEHHOTO TIperapata MOXKeT ObIThb TOAMHUCAHO yCUIEHHOU
KBa/TU(ULIMPOBAHHOMN 3/IEKTPOHHOM TMOAMUCHIO MO0 YCHIEHHON HEeKBaTU(PUIIMPOBAHHOMN 3/IEKTPOHHOM
MOAMNUCHI0 B C/ly4yae, eCii OT UMeHU 3asiBUTeJisl [IeCTBYeT ero mnpejcTaBUTeb ((usnyeckoe JUILIO),
YIIOJTHOMOYEHHBIM [1eMICTBOBAaTh OT MMEHM 3asiBUTe/si Ha OCHOBAHWU [OBEPEHHOCTH B 37J1€KTPOHHOMU
dbopMe B MallIMHOYUTAaeMOM BU/IE.

(B pex. @epnepanbHbix 3aKOHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2. 3asiBjieHWe O TIOATBEP)KAEeHWH TOCYJapCTBEHHOM pervcTpalyy JieKapCTBEHHOro TiperiapaTa
HarpaB/isieTCsl  TIOCPeZICTBOM  €QWHOr0 T[opTaja B  YIOJHOMOUEHHBIM  (ejepasbHbIM  OpraH
WCTIOJIHUTE/IbHOM  BJAaCTU WM JIMUHBIA ~KaOWHeT yIOJHOMOYeHHOTo (eJepalbHOrO0 —OpraHa
WCTIOJTHUTE/IbHOW BIACTH B €MHOM CHCTeMe He paHee UeM 3a CTO BOCEMbJECST AHed /10 WCTeueHUs
CpOKa [eWCTBUS DPervCTPALMOHHOTO VOCTOBEPeHHsl JIeKapCTBEHHOTO TiperiapaTa W He TMO37Hee
OKOHUaHUsI CPOKa ero /1elCTBUSI.

(uactb 2 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Ytparun cuny. - ®enepanbhbii 3akoH oT 30.01.2024 N 1-P3.

3. [NoaTBep)xieHMe TOCYJapCTBEHHOM perucTpalyu JIeKapCTBEHHOTO IMpernapara OCYIeCTB/IsSeTCs
M0 pe3y/jbTaTaM S3KCIEePTU3bl OTHOLLEHUSl 0XKUJAeMOW I0/b3bl K BO3MOXXHOMY PHUCKY TPUMEHEeHHs
JIeKapCTBEHHOTO TperiapaTa Ha OCHOBAHWU Pe3y/IbTaTOB MOHUTOPUHTA 3 GeKTUBHOCTUA U Oe30T11aCHOCTH
JIeKapCTBEHHOT0 TiperapaTa, IIPOBOJUMOIO Jiep)KaTesleM WM BjajiefiblieM pPerucTpalioOHHOTO
y[IOCTOBEpeHHsI JIeKapCTBEHHOTO TIperiapata Jiubo YIOJIHOMOYEHHBIM WMH FOPHAWYECKUM JIUL[OM, a
TaK)Xe COOTBETCTBYIOILIUM YIIOJHOMOUEHHbIM (e/lepaibHbIM OpPraHOM MCIIOJIHUTE/bHONM BJIaCTH B
COOTBETCTBUM C TpeboBaHUSIMU CTaTbu 64 HacTosiero @esiepaabHOTO 3aKOHa.

4. K 3asB/IeHUIO O MOATBEP)KJEHUU TOCyJapCTBEHHOM perucTpalyy JeKapCTBEHHOrO Ipernapara
JI71s1 MeJULIMHCKOTO TIPUMeHeHUsI MPUIaratoTCs:

1) [OKyMeHTHI, cofep)Kaijue pe3yJabTaTbl MOHUTOPWHra 3(¢eKTUBHOCTH U 0e30MacHOCTH
JIeKapCTBeHHOI0 IIperapaTta J/as MeAWLIMHCKOrO IPUMeHeHMs, IIPOBeJleHHOro JepykaTejleM WIn
BJIafle/IbL[eM PEeruCcTpPaljMOHHOIO YAOCTOBEpeHUsl JIeKapCTBEHHOIO Tperapara [Jisl MeAWULMHCKOIO
npuMeHeHUss MO0 YIIOTHOMOYEHHbIM UM HOPUJUUECKUM JIMIOM, 10 ¢opMe, YTBep>KIeHHOU
YTOJIHOMOY€EHHBIM (hefiepalbHbIM OPraHOM MCITOJIHUTE/IbHOM B/1aCTH;

2) cBefleHUs1 O JlaTe IpeJOCTaBlIeHMsI U PerMCTPALMOHHOM HOMepe JIMLeH3UM Ha MPOM3BOZCTBO
NIeKapCTBeHHBbIX Cpe/CTB, WIM CBeJleHUsl O JaTe TIpeJOCTaBleHUsI M PerucTpalioOHHOM HOMepe
3aK/TIOUEHHSI O COOTBETCTBUM TIPOM3BOZMTEJIS JIeKapCTBEHHBIX CPeACTB TpebOBaHUSM TpaBUII
Ha/ijie)kalllel MpoM3BO/ICTBEHHON TIPAaKTHUKW, WA KOMUsl CepTU(HUKATa COOTBETCTBUS MPOWU3BOAUTEIS
NIeKapCTBeHHBbIX CPeJCTB [JIsi MeAWLMHCKOrO TpUMeHeHus TpeOOBaHUSIM TIpaBW/I HaJjiexallei
NIPOM3BOJICTBEHHOM  MpakTMKM  EBpasuiickoro  5KOHOMMWYECKOIO  CO3a,  IIpeJoCTaB/IeHHbIX
YTOJIHOMOYEHHbIM (pefiepaIbHbIM OpPraHOM HCIOHUTEebHOU BaCTH B OTHOLLEHUM NIPOU3BO/CTBEHHOU
IJIOIAJKK  JIeKapCTBEHHOr0 Iiperapara /il MeJULIMHCKOTO TIpUMeHeHHWsl, ToCy/lapCTBeHHas
perucrpanys KOTOporo nojTBep KAaeTcs B cly4ae, eC/Id IIPOM3BOCTBO JIeKapCTBEHHOI'O MperapaTa s
MeJMLIMHCKOr0 IpUMeHeHUs ocylecTBisieTcs: B Poccuiickor @esepanyy;

(B peq. PenepanbHbIX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-®3)

3) Komnusi MpefoCTaBAeHHOM YIMOTHOMOUEHHBIM OpPraHOM CTpaHbl MPOM3BOAUTENISl JULIEH3UM Ha
TPOKM3BO/ICTBO JIEKAPCTBEHHOT'O TperapaTa [Jjisi MeJULIMHCKOTO MPUMeHeHUs U ee TIepeBOJl Ha PYCCKUM



S3bIK, 3aBepeHHble B YCTAaHOBJAEHHOM TIOpsiIKe, a TakK)Ke KOMWs 3aK/IoueHusi O COOTBEeTCTBUU
TIPOM3BO/IUTE/IST JIEKAPCTBEHHBIX CPeJCTB TpeOOBaHWSAM TIPABW/I HajjleXkallel TPOW3BO/[CTBEHHOU
MPAaKTUKW, WM KOMHUs cepTU(dUKAaTa COOTBETCTBUSI TIPOM3BOJUTE/IS JIeKAPCTBEHHBIX CPEJCTB Jis
MEIMIUHCKOTO TIpUMEeHeHHs1 TpeOOBaHWsAM TPaBWI HaJjIeXKalllell TPOW3BO/ICTBEHHON TPAKTUKH
EBpasuiickoro 3KOHOMHYECKOTO COl03a, BBbIJIAHHBIX YIOJHOMOUEHHbIM (pesiepasbHBIM OpPraHOM
WCIIOJIHUTE/IbHOM BJIaCTU B OTHOLLIEHUM MPOW3BO/CTBEHHOW TUIOIIAJK/ JIeKapCTBEHHOTO TperapaTta AJist
MeJULIMHCKOTO TIPMMEeHeHUs], TOCy/JapCTBeHHasi perucrpalusi KOTOpOro TMO/JTBeP)KJAeTCsl, UK KOIMus
pellieHus1  YTIOJIHOMOUYeHHOro (eJiepalbHOTO OpraHa HCIOJHUTE/NbHOM B/aCTU O TPOBeeHUr
(dapmalleBTUUeCKOM UWHCIEKI[MM TIPOM3BOACTBA JIeKAPDCTBEHHBIX CPEJCTB [Jid  MeJUL[MHCKOTO
MpUMeHeHUsT Ha COOTBETCTBUE TpeOOBaHUSM TIpaBWI HajJiexxalljell MPOU3BOACTBEHHOM TPaKTHUKU
EBpa3suiickoro s5KOHOMHUYECKOI0 COl03a B C/Iyvae, ec/Id MPOU3BO/CTBO JIeKAPCTBEHHOIO IpernapaTa [/
MeJULIMHCKOTO NPUMeHeHUs OCYLLeCTBIsIeTCs 3a npejenamu Poccutickoit defepanyu.

(n. 3 B pex. PegepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

(uactb 4 B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIIEHUH OMOIOrMYECKHUX JIEKaPCTBEHHBIX TPerapaToB /s MeAUIUHCKOTO TIPUMEHEHUsT
3asiBUTE/b JOTMOJHUTENBHO TpeJCTaB/sieT pe3y/abTaTbl MepONpUSITHM, TPeAyCMOTPEeHHbIX TIJIaHOM
yIpaB/eHUs PUCKaMH, YTBEDP’)K[€HHbIM YIIOJTHOMOUeHHBbIM (eJiepa/ibHbIM OPraHOM MCIOJIHUTeTbHOM
BJIaCTU TIPU OCYLLIECTBAEHUU TOCYJApCTBEHHOW pervMcTpalyy JeKapCTBeHHOro T[perapara Ajist
MeJULIMHCKOTO NPUMeHeHHs .

(uactb 4.1 BBegeHa DesepanbHbIM 3akOHOM OT 04.06.2018 N 140-D3)

4.2. K 3asB/IeHHI0 O MO TBEPXKAEHUM rOCyJapCTBEHHOM perucTpalvy JeKapCTBeHHOr O mpernapara
[UJIS1 BETePUHAPHOI'0 TIPUMEHeHMs TPU/IararoTCsl JOKYMEHTBI, COJeprKalle pe3y/bTaTbl MOHUTOPHHIA
3¢ heKTUBHOCTH W 0e30MacHOCTH JIeKapCTBEHHOTO TIperapaTta /jisi BeTePUHAPHOTO TIPUMEHEeHUs,
MPOBOJAYMOI0 Jiep)KaTeJieM WM BJafe/ibLieM PerucTpaldOHHOrO YAOCTOBEPEHUsl JiIeKapCTBEHHOTO
rperapara [Jisi BeTePUHAPHOTO MPUMeHeHUs] MO0 YIOJTHOMOYEHHbIM MM FOPUAMUYECKUM JIAI[OM, TI0
dbopMe, yTBepXKIE€HHOW YMOJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM UCIIOJIHUTeIbHOW BacTh, |
JIOKYMEHTHI, yKa3aHHbIe B MyHKTax 1, 2 - 2.2, moanyHkTax "a", "6", "K", "n" myHkra 4 yactu 3 cratbu 17
Hactosijero  Peflepa/ibHOTO 3aKOHa. B OTHOIIEHWHM WMMYHOOMOTOTMUECKUX JIeKapCTBEHHBIX
TriperiapaToB /Jid BETePUHAPHOI0 MPUMEHEHUsT He TIpe/CTaB/ISIOTCS CBeJleHUs, YKa3aHHbIe B MOAMYHKTe
"K" myHKTa 4 yactyd 3 cratbu 17 Hactosiiero ®enepasbHOro 3akoHa. B OTHOILLIEHWM j1eKapCTBEHHBIX
TrperapaToB JUIst BeTEPUHAPHOT 0 MpYMeHeHUs, TIOJTyYeHHBIX c MprYMeHeHreM
reHHO-UH)KeHePHO-MOIU(HUIIMDOBAHHBIX ~ OPraHW3MOB WM  COJIEpPXKAlL[UX  TakKWe  OpraHU3Mbl,
JIOTIO/THUTE/IbHO TIPe/ICTaB/ISAIOTCS CBeJleHus, YKa3aHHble B IyHKTe 13 yactu 3 cratbu 17 HaCTOSLIEro
®efepabHOIO 3aKOHa.
(uactb 4.2 BBegeHa PenepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3; B pen. PegepasbHOro 3akoHa OT
02.08.2019 N 297-®3)

4.3. 3asiBUTeNb BIMpaBe TIPeJCTaBUTL C 3asBlIeHWEeM O T[IOATBEePXKAEeHHWH TOCy/japCTBEHHOMN
pervcTpalyy JIeKapCTBEHHOTO TiperiapaTa peKBU3UThl JAOKyMeHTa, TOATBEpXK/JAlolero yrary
roCy/lapCTBeHHOW TIOLIIMHBI 3a TIO[TBEP)KJeHHe TOCYyZapCTBeHHOW perucTpalu JeKapCcTBeHHOTO
riperiapaTa, a TakXke BbllaBaeMble (TIpe/jOCTaB/isieMble) YIIOTHOMOUeHHbIMU (hefiepaibHBIMKA OpraHaMu
WCTIOJTHUTE/IbHOM BJIACTU JJOKYMEHTHI (CBe/leHHs1), YKa3aHHble B IMyHKTaxX 2 W 3 uacTu 4 Hacrosiei
cTaThu. B ciyuae ux HerpejcTaB/AeHUs] YIOJTHOMOUYEHHBIM ¢eZiepaibHblii OpraH UCIOJHUTeTbHOU
BJIaCTU 3ampallMBaeT yKa3aHHble [OKYMeHTbl (CBefleHHs]) B TIOpsIKE Me)KBeJOMCTBEHHOIO
HMH(OPMaLIMOHHOTO B3aUMO/eNCTBUSI.

(B pex. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-d3, ot 30.01.2024 N 1-®3)

5. B TeueHue misiTu paboumx [gHeW CO [JHS HarpaBAeHWs TOCPeJCTBOM eAWHOTO TIopTajia B



YIIOJTHOMOYEHHbI  (efiepanbHbId  OpraH  WCIIOJIHUTE/NBHOM  BAaCTU WM JIMYHBIM  KaOWHeT
yIOJTHOMOUEHHOTO (heJilepabHOTO OpraHa WCIO/IHWTEebHON B/aCTU B €JUHOW CHUcTeMe 3asiBleHHs O
MO/TBEPXK/I€HUU TOCYAAPCTBEHHOW peructpaluu JeKapCTBEeHHOTO TiperiapaTa W [JOKyMEHTOB,
COJIeprKallux pe3y/bTaThl MOHUTOPUHTA 3(PeKTUBHOCTH M Ge30racHOCTH JIeKapCTBEHHOTO TMperiapara,
MIPOBO/IUMOrO Jlep)KaTesieM WM Bjajie/lblieM PperucTPaljioOHHOrO Y/ 0CTOBepeHUsl J1eKapCTBEHHOTO
Triperiapara Jin0o yroJiHOMOUYeHHBIM UMH FOPUANYECKUM JIULIOM, YIIOJTHOMOUEHHBIN (ejepabHbIi opraH
WICTIOJIHUTE/IbHOM BACTH:

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

1) mpoBOAMUT IPOBEpPKYy IIOJHOTBI CBeAEHWUW, COZEep’KallluXCsl B Ipe/CTaB/eHHbIX 3asBUTE/IeM
JIOKyMeHTax;

2) MpUHMMaeT pellleHHe O TPOoBeJeHUU WM 00 OTKa3e B TIPOBE/IEHUM SKCIePTH3bl OTHOILIEHUS
O’KHJIaeMOH TO0/b3bl K BO3MO)XHOMY PHMCKY TIDUMEHEHHsl JIeKapCTBEHHOrO Tperapara Ha OCHOBaHUM
pe3y/bTaTOB MOHUTOPUHTA 3P PeKTUBHOCTU U 6e30MacHOCTH JIeKapCTBEHHOTO TIperapara, MpoBOIUMOT0
JiepKaTtesieM WU Bjlafie/iblieM PeruCTPaljiOHHOTO YAOCTOBEPEHHs JIeKapCTBEHHOTO Tperapara Jiubo
YTOJIHOMOYEHHbIM MMHU HOPUJMUECKUM JIMLIOM, a Takxke (eepajbHbIM OPraHOM HCIOJHUTeTbHOU
B/JIACTH B COOTBETCTBUU C TpeboBaHUsIMU cTaThbU 64 HacTosiero deiepasbHOro 3aK0Ha;

3) HampaB/sieT B JIMUHbIA KaOWHET SKCIIePTHOTO YUPeXXJeHWs B eJMHOW CHCTeMe TMOZIMCAaHHOe
yCUIeHHOW KBanU(ULMPOBAHHOM 3/IeKTPOHHOM TMOJAIMCHI0 3aZlaHue Ha MpoBeJjeHre 3KCIIepTH3bl,
MIpelyCMOTPEHHOM TyHKTOM 2 HACTOSIL[eH uaCTh, a TakKe HarpaB/isieT 3asBUTEI0 ITOCPeACTBOM
e/IMHOTO TIOPTajia WKW B JIMYHbIM KaOWHeT 3asBUTeNs B €JUHON CUCTeMe TOAMUCAHHOE YCUIeHHOU
KBa/IM(ULIMPOBAHHOM 3/IEKTPOHHOM TIOATKCHIO0 YBeIOM/IeHHe O TIPUHSATOM pellleHWd O Bbilaue 3a/laHus
Ha TIpOBe/leHWe YKa3aHHOW 3KcrepTu3bl MO0 00 OTKase B MPOBeEHUM YKa3aHHOW 3KCIIEPTH3bI C
yKa3aHheM TIPUYHH OTKa3a.

(n. 3 B pex. PegepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

6. B cnyuae BbISIBIeHUs HeJOCTOBEPHOCTM W (WIM) HeJOCTaTOUHOCTU MHGOpMalLy,
cojiepskallieiicsi B Tipe/iCTaB/eHHbIX 3asiBUTe/ieM [I0KyMeHTaX, YIOJHOMOYeHHbIN (e/iepa/ibHbIi OpraH
VICTIOJTHUTE/IbHOW BJIACTH HarpaB/isieT 3asBUTENI0 TOCPEJCTBOM eJWHOr0 TopTajga WA B JIMYHBIMA
KabuHeT 3asiBUTeNs B IUHOM cHcTeMe 3arpoc 00 yTOUHEeHWM yKa3aHHOW MH(pOPMAL|H, MTOAMACaHHbIHI
YCUJIEHHOW KBa/IM(PULIMPOBAHHOM 3/IEKTPOHHOM MOZMUCHIO.

(uactb 6 B pes. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

7. 3asBuTenbp 005i3aH HampaBUTb I[I0CPEJCTBOM €[MHOrO TOpTaria B  YIIOJIHOMOYEHHBIN
(benepanbHBIN OPraH MCIOJHUTE/TFHOM BIACTH WX JTMYHBIN KaOWHET yIo/JTHOMOYeHHOTO (e/iepanbHOro
opraHa WCIIOJTHUTebHOM B/IaCTU B €/IMHOW CUCTeMe TOAINMCAHHBIM yCUIeHHOW KBalu(ULIMPOBaHHON
3/IeKTPOHHOM TIOZMUCHI0 OTBET Ha 3arpoc YIOJHOMOUEHHOTo ¢e/iepaJbHOr0 OpraHa MCIOIHUTE/IbHOM
BJIACTH, YKa3aHHOTO B UacTy 6 HaCTOsIIel CTaTbU, B CPOK, He TMPEeBbIIIAOIINN IeBTHOCTa pabourx [Hei
CO [IHSI TIOJTyYeHHs1 YIIOJTHOMOUEHHBIM (pefiepasbHbIM OPraHOM MCIIOTHUTE/ILHOW BIaCTH 371eKTPOHHOIO
yBeJOMJIEHUsI O TIOJy4YeHMU 3asBUTesleM Takoro 3arpoca. Cpok, yKa3aHHBIM B uUaCTU 5 HACTOSILeH
CTaTby, NIPUOCTaHAB/IMBAETCS CO [HS HarpaB/IeHUs 3asBUTEIO0 TOCPeJCTBOM eMHOr0 ropTana Wik B
JMYHBIA KaOWHeT 3asBUTENsT B €JUHOM CHCTeMe TaKOro 3ampoca [0 /[HS HarpaB/ieHUsl 3asBUTe/IeM
MOCPe/ICTBOM eIMHOTO T0pTasa B YIIOJTHOMOYeHHbIN (pefiepanbHbIA OpraH WCIOJHUTeIbHOM B/IaCTU WU
MUYHBIA KabWHEeT yTOIHOMOYeHHOro (efiepaJibHOTO OpraHa WCIIOJIHUTEbHONW B/IaCTM B e[UHOU
cUCTeMe OTBeTa Ha TakOW 3alpoc U He YUMUThIBaeTCsl IIPU WMCUYMC/IEHWH CpOKa IOATBEp)KIeHHUs
roCyJ,apCTBEHHOM perucTpalui JiIeKapCTBeHHOIro Iiperaparta. B ciyuae, eciv OT MMeHM 3asiBUTes
JlelicTByeT ero rmpejicTaBuTenb (du3nueckoe JUL0), YIOJHOMOYEHHbIN [elWCTBOBaTb OT WMEHHU
3asiBUTe/Isl HA OCHOBAHUM [IOBEPEHHOCTH B 3/IeKTPOHHOH (hopMe B MalllMHOYMTaeMOM BH/e, OTBeT Ha



3arpoC MOKeT OBbITh TIOJNMCAH YCHIEHHOW KBa/JM(MUIIMPOBAHHOW 3/IEKTPOHHOM TMOJIUCHI0 OO0
yCUJIeHHOUM HeKBamU(pULIMPOBAaHHOM 3/1IeEKTPOHHOU MOJTUCHIO.
(B pex. @enepanbHbix 3aKOHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

8. OcHoBaHMeM [ijIsi OTKa3a B TPOBEJEHUN SKCIePTU3bl OTHOIIEHUS OXUJAaeMOM I0/b3bl K
BO3MOXXHOMY PHCKY TNPHUMeHeHUs JIeKapCTBEeHHOTO TIperiaparta sIBJISIeTCS MpeZicTaB/ieHHe JOKYMEHTOB,
coiep>KalliX pe3ysibTaTbl MOHUTOPUHTA 3P ¢GeKTUBHOCTU 1 6e30MacHOCTH JieKapCTBeHHOTO TperiapaTa,
U (WIM) B OTHOIIEHWUM OMONIOTWYECKUX JIeKapCTBEHHBIX TIperapaToB pe3y/bTaTOB OCYIeCTB/IEHHUS
MEpOTIPUSITUA B COOTBETCTBUU C TIJIAHOM YIIPAB/IEHUS] PUCKAMU, YTBEPKAE€HHBIM YIIOJTHOMOUYEHHBIM
benepanbHBIM OPraHOM UCTIOIHATEIbHON BACTH TPH OCYILeCTBAEHUU TOCyAapCTBeHHOW perucTpaiyuu
JIeKapCTBEHHOTO TIperiapaTa, B HeToJ/JIHOM o0beme, OTCyTCTBUe WH(OpMaIH, TOATBepKIatoIleid GakT
yIUlaThl ~ TOCYJapCTBEHHOW  TIONIIMHBI 3@  TOATBEpP)KAEeHWe TOCYJapCTBEHHOM  pervucTpalyu
JIeKapCTBEHHOTO TIperiapaTa, 100 HerpeJcTaB/ieHWe 3asBUTeNIeM B YCTAaHOBJIEHHBI CPOK OTBeTa Ha
yKa3aHHbII B uacTd 6 HacTosilled CTaTbd 3arpoc YIIOJIHOMOYEHHOro (efepasbHOrO OpraHa
WCTIOJTHUTEIbHOW BJIACTH, a TakKKe OTCYTCTBUE B YKa3aHHBIX JOKyMeHTax WH(OpMalu, KOoTopas
JIOJDKHA OBITb B HUX OTpakeHa.

9. OkcrepTusa OTHOLIEHHWS OXKUZJAeMOM TO/b3bl K BO3MOXXHOMY DHUCKY TNpHUMEHEeHMs
JIeKapCTBEHHOT0 TIperapara B Lie/isiX MMOATBepP)KAeHHsl roCyAapCTBEHHOW PerucTpaliy jeKapCTBEeHHOI 0
Trperiapara NpOBOJUTCS KOMMUCCHEMN 5KCIepTOB 3KCIePTHOTO YUpeXK[eHHs B CPOK, He IpeBbIIIaolri
TPUALIATA pabouux [Hel, TpH TOATBEP)KAEHUM TOCY/apCTBEHHOW PperucTpalyd Jj1eKapCTBEHHOTO
rpemapara AJisi MeJULIMHCKOTO TIPUMEHeHHsI U B CPOK, He TIPeBBIIIAONIMN ABaALaTH Tpex pabounx
[lHew, TIpU TIOATBEP)KJEHUM TOCYyZapCTBEHHOW PperucTpalyy JIeKapCTBEHHOrO Iperapara s
BeTePUHAPHOT0 NTPUMEHEHMS.

(B peq. Penepanbhbix 3aKk0HOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

10. B cnyyae Hej0CTaTOYHOCTH Ipe/ICTaB/IeHHBIX SKCIEPTY MaTepuasoB /IS Jaud 3aK/II0ueHHs B
JMYHBIA KaOMHeT 3asBUTessI B eJMHON CHCTeMe HarpaB/IsieTCs 3arpocC O MpeJiCTaBIeHu HeoOX0AMMbIX
MaTepHuasoB, MOANUCAHHbIA pPyKOBOAWUTeNeM (YIOTHOMOYEHHBIM JIMLOM) SKCIIEPTHOTO YUpEeXKIeHHUs C
WCTI0/Ib30BaHMEM YCU/IeHHOM KBaM(ULIMPOBAHHOM 3/1eKTPOHHON MOAIHCH.

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

11. 3asiBuTenb 00si3aH HamNpaBUTh B JIMUHBIA KaOWHET 3KCMEPTHOTO YUpeXx[eHWs B eJWHOU
cucTeMe TMO/IMMCAHHbIA YCUIeHHOM KBanu(ULMPOBAHHOM 3/1€KTPOHHOW TOANUCHI0 OTBET Ha 3arpoc
9KCTIEPTHOTO YUPEXXJIeHUsI B CPOK, He TPEBBIIIAI[UN IeCTUAeCATH pabourx JHel CO AHS TIOIy4YeHust
9KCTIEPTHBIM  YUPeX/IeHHEeM 3JIeKTPOHHOTO YBeJJOMJIEHUsT O TIOJyueHWU 3asiBUTE/IeM YKa3aHHOTO
3ampoca. Bpemsi co AHs HarpaBjieHHs] B JIMUHBIA KaOWMHeT 3asBUTeJi B €JUHOM CHUCTeMe 3arpoca
JKCIIEPTHOTO YUPEXAEHHWs [0 [Hs HarpaB/ieHUus 3asBUTe/eM B JIMYHBIA KaOWHET 3KCIePTHOTrO
yupeK/ieHusi B e/[MHOM CHCTeMe OTBeTa Ha YKa3aHHBIN 3arpoC He YUUTLIBAeTCs TPU UCUMC/IEHUM CPOKa
TIPOBE/IEHUS] JKCIePTHU3bl OTHOLLIEHWsS OKH/aeMOW TI0/ib3bl K BO3MO)KHOMY DUCKY TPUMeHEeHHUs
JIeKapCTBEHHOTO TIperiapata Ha OCHOBAHWHU [JOKYMEHTa, COJep)Kalllero pe3y/abTaThl MOHHUTOPHHIA
3¢ dekTuBHOCTH 1 6€30MIACHOCTH JTEKAPCTBEHHOTO TIperiapara.

(uactb 11 B pen. @epepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

12. B Cpok, He TPEeBBIMIAIOIINK MATH pabouMX JHEH CO [JHSI HalpaB/IeHWS B JIMUHbIM KaOWHET
YTIOJTHOMOYeHHOro (e/lepabHOr0 OpraHa WCIOJHUTebHOM BIACTH B eUHON CHCTeMe 3aK/IHoueHUs
KOMMCCHH KCTIePTOB T10 pe3yJsibTaTaM 3KCIePTH3bl OTHOIIEHHSI OXKHUZAeMOU I0JIb3bl K BO3MOKHOMY
PUCKY TIPUMeHeHHsl JIeKapCTBEHHOTO TperapaTa, COOTBETCTBYIOIIUM yTIOTHOMOUEHHBIN (defepanbHbIN
OpraH MCIOJ/IHUTEebHOMN BaCTH:

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



1) ocyiecTBsIeT OLIEHKY 3TOTO 3aK/IFOUeHHs JJIsi OTpefielieHUst ero COOTBETCTBHUS 33/laHUI0 Ha
MIpOBe/ieHre YKa3aHHOU JKCITePTH3b;

2) TpUHMMaeT pelleHue O TMOATBEepPXXJAEHWM TOCYy[apCTBEHHOW PperucTpalyuu JieKapCTBEHHOTO
rperiapaTa WaM 00 OTKase B TOATBEP)KAEHUU TOCYJapCTBEHHON perucTpaiu JeKapCTBeHHOTO
rperapara;

3) BHOCUT TIpU TIPUHSITUM pelleHHss O TMOATBEPXKAEHWH TOCyJapCTBEHHON perucTrpaluu
JIeKapCTBEHHOT0 TperiapaTa CBeJileHUsl B TOCYJapCTBEHHBIN peecTp JieKapCTBEHHBIX CPe/ICTB U BblaeT
3asBUTE/I0 OEeCCPOUHOe PerucTpariioHHOe Y/I0CTOBepeHHe JIeKapCTBEHHOTO Tperapara MoCpe/iCTBOM
HarpaB/IeHUs] yepe3 eIUHbINA TOPTal WIN JIMYHBIM KaOWHET 3asBUTE/S B €[JUHON CUCTEMe BBITIMCKH U3
roCy/IapCTBEHHOI'O0 peecTpa JiIeKapCTBeHHBIX CPe/ICTB, MOZANMMCAHHON YCUIeHHON KBamU(PUIIMPOBaHHOMN
3/1eKTPOHHOM TO/TUCHIO.

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

13. OcHoBaHMeM ijisi OTKa3a B MOJTBEPKAEHUN rOCY/IapCTBEHHOW PerucTpalyy JIeKapCTBEeHHOTO
rperiapara sIBJIIETCSI  3aK/IIOUeHWe COOTBETCTBYIOIIEr0 YIOJIHOMOYEHHOTo ¢e/lepaJibHOrO OpraHa
WCTIOJTHUTE/IbHOM BIACTA O TOM, UTO PUCK TIPUUMHEHUsT Bpe/la 3/I0pPOBbI0 uUesioBeKa WM YKUBOTHOTO
BCJIE/ICTBUE TIpUeMa JieKapCTBeHHOT0 Tiperapara TpeBbiiiiaeT 3(h()eKTUBHOCTb ero MpUMeHeHUs.

(B pea. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mepuoj TIpoBeleHUs] TpOLleAypbl TOJATBEpPKAEHUs TOCYyAapCTBEHHOW perucTpaLyu
JIeKapCTBEHHOTO Tperapara ero obpaijerue B Poccuiickoii ®efiepaljuyl He MPHUOCTaHABIHUBAETCS.

15. omyckaercsi oOpaijeHne jeKapCTBEHHBIX IIperapaToB [0 HWCTeUYeHHs CpPOKa T'OJHOCTH,
NpOM3BE/IeHHbIX B TeYyeHWe CTa BOCBMUJECSATH KaJleHAAapHbIX [JHeW Iocje [aTbl T[PUHATHS
YTIOJITHOMOYeHHbIM  (heiepaibHbIM OPraHOM MCIIOJIHUTE/IbHOM BJIAaCTH pelleHUss O TOJTBep KAeHUU
roCy/lapCTBEHHOM perucTpalyy, B COOTBETCTBMM C WH(OpMaLMel, cofeprkalieics B [JOKyMeHTax
PerucTparioHHOr0 OChe Ha JieKapCTBeHHBIN Iperapar /0 JaTbl IPUHATHS TaKOrO pelleHusl.

(B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

Koncynbrautlntoc: ipumeuanue.

Io 01.01.2027 momyckaeTtcsi oOpalljeHue TIperapaToB, B OTHOIIEHWH KOTOPbIX f0 31.12.2025 He
T10/jaHbl 3asB/IeHVs O TIPUBeJeHUM 10cke B cooTBeTCcTBUe € akTaMu EAODC, ecmm Ha 01.12.2025 oHu
BBe/leHbI B 000POT He MeHee 3 Moc/ieJHUX KaneHAapHbIX jieT ([ToctaHoBseHue [IpaButenscTBa P® ot
12.03.2022 N 353).

Cratba 30. BHeceHMe WU3MeHeHWUII B [OKYMEHTbl, cojepXauwueca B
perucTpauuoHHOM fAOCbe Ha 3aperucTpupoBaHHbIA JleKapCTBEHHbIA npenapar Ans
MeANLUHCKOro npuMeHeHus

1. B uensix BHeceHUs] USMEHEHUM B JIOKYMEHThI, COJeprKalliiecss B PerucTpalOHHOM [I0Che Ha
3apervCTpUpPOBaHHbIN JIeKAPCTBEHHbIN TMpernapaTr /s MeAULMHCKOrO MpUMeHeHUs], Aep)kaTejb WU
BJ/IaJiesiel] PerucTpaliOHHOTO YAOCTOBEPEeHUsl JIEKapCTBEHHOrO TperapaTa WM YIMOJHOMOYEHHOe UM
JIpyroe rOpUAMYECKOe JIMLO (Zajsee B HACTOSIIEM CTaTbe - 3asiBUTe/Ib) HarpaB/sieT TOCpPeJCTBOM
e[JMHOTO TOpTa/ja B yIMOJHOMOUYeHHbIH (efepasbHbli OpraH UCIOJHUTEIbHOW BJIACTA WM B JIMUHBIN
KaOuHeT yro/JiHOMOUeHHOro (hefepalbHOrO OpraHa WCIIOJIHATebHONW BIACTH B €AWHON CHCTeMe
MO/INMCaHHOe YCUIeHHOW KBaTM(ULMPOBAaHHOW 3/71eKTPOHHOM MOJMMUCHIO 3asiB/ieHUe O BHECEHUU TaKUX



v3MeHeHWH 10 (opMe, yCTAaHOBJIEHHON YMOJHOMOYEHHBLIM (eZiepaibHbIM OPraHOM WCIIOJHUTeTbHOU
BJIaCTH, U TIpWiaraemMble K HeMy HW3MeHeHHUsI B YyKa3aHHble [JOKYMEeHTbl, a TaKkKe JOKyMeHTHhI,
TIOATBEpsKAarolIe HeoOX0[UMOCTb BHECEHHSI TaKUX U3MeHeHWH. B ciiyuae, ecrii oT MMeHM 3asBUTeJIS
JlefiCTByeT ero rmpeAcTaBUTenb ((u3nueckoe JKIO), YIIOJHOMOUYEHHbIH [1elCTBOBaThL OT WMEHHU
3asiBUTe/Is1 HA OCHOBaHUU JIOBEPEHHOCTH B 3/IEKTPOHHOM (pOpMe B MalllMHOUWTAaeMOM BH/Ie, 3asB/IeHHE O
BHECEHWM U3MEHEHWM B  [JOKYMEHTbl, CO/ep)Kal[uecsi B  PerucTpaljMOHHOM  [JOCbe  Ha
3aperuCTPUPOBAHHBIA JIeKapCTBEHHBIM TpernapaT /[ MeJUIIMHCKOTO TIpUMeHeHHs, MOKeT ObITb
MO/JIIMUCAHO  YCUJIEHHOW  KBAJU(UIIMPOBAHHOW  3/IEKTPOHHOM  TMOAMHUChIO MO0  yCUIeHHOM
HeKBaM(pULMPOBaHHOM 3/1IeEKTPOHHOU MOJITUCHIO.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-®3, ot 30.01.2024 N
1-®3, ot 31.07.2025 N 304-D3)

1.1. TIpy HeOOXOAMMOCTH BHECEHUS B JOKYMEHTHI, COZIepP>Kall[iecsl B PeruCTPaliOHHOM /I0Che Ha
3apervuCTPUPOBAHHBIN JIeKapCTBEHHBIM Mperapar [y MeJUI[UHCKOTO TIPUMEHEeHUsl, HW3MeHeHHWI
OTHOCHTE/ILHO MeCTa TPOU3BO/CTBA JIEKADCTBEHHOT'O TIperiapaTa [yl MeJUIIMHCKOTO TIPUMEHEeHHS,
TPeOYIOIMX TPOBeIeHUs] SKCIEePTHU3bl KauecTBa JIeKapCTBEHHBIX CPEZICTB, 3asiBUTE/Ib JIOTIOTHUTEILHO
HarpaBJisieT TTOCPeCTBOM e[JMHOr0 TopTasa B YIIOJIHOMOUeHHbIN (hefiepanbHbIid OpraH UCIIOTHUTeTbHOM
BJIaCTH WU JIMYHBIA KaOWHET YIOJIHOMOUYEHHOTro (e/iepasbHOTO OpraHa HCIOJHUTE/ILHON B/IaCTH B
eJIMHOI CcHCcTeMe:

1) cBemeHust 0 JaTe TIPeAOCTaB/IEHUS] U PETUCTPAL[MOHHOM HOMepe JIUIeH3UW Ha TPOM3BO/ICTBO
JIeKapCTBEHHBIX CPEeJICTB, a TAK)Ke KOTHIO 3aK/TFOUE€HUSI O COOTBETCTBUHU TIPOU3BO/IUTEJIS JIEKAPCTBEHHBIX
CPeACTB [isi MEeAWMIIMHCKOTO TIPUMeHEeHHWs TpeOOBaHMUsAM TIPaBU/I HAJIeXKallel MpPOU3BOCTBEHHOU
MPAaKTUKH, WIA KOIMUI0 cepTHU(UKAaTa COOTBETCTBHUSI TIPOM3BOJUTENS JIeKADCTBEHHBIX CPeACTB AJis
MeJUIIMHCKOT0 TIpUMeHeHUsT TpeOOBaHUSIM TIpaBU/I HaJjieXkaled TPOU3BOCTBEHHOW TPaKTHKU
EBpa3uiicKoro 3SKOHOMHUECKOT0 COK03a, BbIIaHHBIX YTIOJTHOMOYEeHHbIM (hefiepaibHbIM OpPraHOM
WCTIONTHUTE/IbHOM BJ/IaCTA B OTHOIIIEHWM W3MeHeHHOW W (WM) [IOTIOJIHEHHOW TIPOU3BOZCTBEHHOM
TJIONIAZIKK JIEKADCTBEHHOTO TIperapara /jisi MeJUIIMHCKOTO TIPUMEeHEHHsl, WIH KOMUIO pelleHHUs
YIOJTHOMOUEHHOTO (efiepa/ibHOTO OpraHa MCIOJHUTE/ILHOM B/IaCTH O TIpPOBeJieHUM (papMaljeBTHUeCKon
WHCTIEKIIMY TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB A/ MeAUIIMHCKOrO MPUMeHeHUs] Ha COOTBETCTBUE
TpeOOBaHUSIM TIpaBU/ Ha/JIeXXall[ell TIPOM3BOZACTBEHHON TPAaKTUKK EBpa3viickoro 3KOHOMHUYECKOTO
COH3a B OTHOILIEHWM U3MeHeHHOW U (WId) [IOTIOJIHEHHOW TIPOU3BOJCTBEHHOM  I/IOLAJKU
JIeKapCTBEHHOTO TIperapata /s MeJUIMHCKOTO TIPUMEHEHHWsT B C/y4ae, eCIW IIPOM3BO/ICTBO
JIeKapCTBEHHOTO TIperapara ocCyliecTssieTcss B Poccuiickoii eneparym;

2) KOINHWI0 MpeOCTaB/IeHHOW YIOJTHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOAUTES JIULIEH3UU Ha
MPOU3BO/CTBO JIEKapCTBEHHOTO Mperapara Jjis MeJULIMHCKOTO TIPUMeHeHUs1 U ee TMepeBo/] Ha PYCCKUM
SI3bIK, 3aBepeHHble B YCTAHOBJIEHHOM TIOpsi/IKe, a TakXKe KOIHI0 3aK/JH0UeHUsi O COOTBETCTBUU
TIPOM3BO/IUTE/S JIEKAPCTBEHHBIX CPeACTB TpeOOBaHUSIM IIpaBU/I HaJJIeXKall[el ITPOH3BOJCTBEHHOM
MpPaKTUKH, WM KOIHI0 CcepTU(HUKaTa COOTBETCTBUSI TIPOM3BOAUTE/IS JIeKapCTBEHHBIX CPeZCTB [
MEIUIUHCKOTO TIpUMeHeHHs1 TpeOOBaHWsAM TIpaBWI HaJIeXKalleld TMPOU3BO/ICTBEHHON TPAKTUKH
EBpa3uiickoro 5KOHOMHUYECKOTO COl03a, BBbIIAHHBIX YTIOJTHOMOUEHHBIM (e/iepaJbHbIM OpPraHOM
WCTIO/THUTE/IbHOM BJ/IaCTA B OTHOIIEHWM W3MeHeHHOW W (W/M) [IOTOJIHEHHOW TIPOU3BOJCTBEHHOM
T/I0LLIa/IKU JIeKapCTBEHHOTO TIpernapara, Wix KOTUI0 PellleHUs YII0JTHOMOUeHHOTo (pefiepabHOTO OpraHa
WCTIONTHUTE/IbHOM ~ BJIaCTMU O  TpOBeJeHWH  (hapMalleBTUUeCKOW  WHCIIeKI[MM  TTPOM3BO/CTBA
JIeKapCTBEHHBIX CPEJCTB /11 MEJUI[MHCKOTO TIPUMEHEeHUs Ha COOTBETCTBHE TpeOOBAHMSIM ITPABHII
HaJjie>xallled MPOU3BOJCTBEHHOM TPAKTMKU EBpasuiiCKOro 5KOHOMHUUECKOrO COr3a B Cjydae, eCiau
TPOU3BO/CTBO JIEKaPCTBEHHOTO Mperapara OCyLeCTB/IsIeTCs 3a npejenamu Poccuiickor @efiepalivi.
(uactb 1.1 B peg. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)



1.2. TIpu HeOOXOJUMOCTH BHECEHUsI B JOKYMEHTHI, COJiep Kall[iecst B pErUCTPAljMOHHOM /I0Chbe Ha
3aperiCTpUpPOBaHHbIN JIeKapCTBEHHBIM Mperapar [Jjs MeJULMHCKOTO TIPUMEHEeHUsl, W3MeHeHUM
OTHOCUTe/ILHO TIOKa3aTesieid KauecTBa JieKapCTBEHHOTO Tperapara /s MeJUI[MHCKOTO TpUMeHeHUs U
(w11) MeTONOB KOHTPOJSI KaueCTBa JIeKapCTBEHHOTO TMperiapara /[Jisi MeAULIMHCKOTO TIpUMeHeHUs,
TpPeOyIOIMX TIPOBeJeHUs SKCTepTH3bl KauecTBa JIEKAPCTBEHHBIX CPE/ICTB, 3assBUTE/b ZOTOJHUATETHHO
HaripaBJ/isieT TTI0CPe/ICTBOM e/JMHOTI0 TopTasia B YIIOJTHOMOUeHHbIN (eiepabHbIi OpraH UCTIO/IHUTETbHOM
B/IACTH WM JIMYHBIA KaOWHET YIOo/JTHOMOUeHHOTO (hefiepaJibHOTO OpraHa HCIIOJIHUTE/NbHOW BlaCTH B
eZJMHOU CHUCTeMe:

1) cBepenust 0 JaTe MpefOCTaB/AeHUS] U PErMCTPALIMOHHOM HOMepe JIMLEH3UU Ha TMPOU3BO/CTBO
JIEKapCTBEHHbIX CPeACTB WA CBeJeHWsi O JiaTe TMpeJoCTaBJeHUs] U PerucTpaljioOHHOM HOMepe
3aK/IFOUEHUSI O COOTBETCTBUM TIPOM3BOZMTE/ISI JIeKAaPCTBEHHBIX CpEeACTB TpeOOBaHUSIM TIPAaBUJI
HaJijieXkallleld MpOU3BOACTBEHHOW MPAaKTUKU WM KOMUIO CepTU(UKaTa COOTBETCTBUSI MPOM3BOAUTEIS
JIeKapCTBEHHBIX CPeJCTB [JIi MEeAULMHCKOTO TpPUMeHeHUs TpeOOBaHUSM TIpaBW/I HaJjiexallei
MPOU3BO/CTBEHHOM MpPaKTUKKU EBpPa3suCKOro 3KOHOMHUUYECKOr0 COK03a, BbIJJaHHBIX (MpeJoCTaBIeHHbIX)
YIOJTHOMOUEHHBIM (pe/iepa/ibHbIM OpraHOM MCTIOJTHUTE/ILHOM B/IaCTU B OTHOIIIEHUU TIPOM3BO/CTBEHHOM
M/IOLA/IKU JIEKApCTBEHHOrO Tperapara, B C/ayvyae, ec/id IPOM3BOJCTBO JIeKAPDCTBEHHOIO Iperiapara
ocyujectssieTcs: B Poccuiickoit desepaiiuy;

2) KOMWI0 MpeJoCTaB/leHHOW YTOTHOMOUEHHBIM OpraHOM CTPaHbl MPOU3BOAUTEST JIMLEH3UW Ha
MPOKM3BO/ICTBO JIEKAPCTBEHHOT'O TperapaTa [jisi MeJULIMHCKOTO MPUMeHeHUs U ee TIepeBOJl Ha PYCCKUM
SI3bIK, 3aBepeHHble B YCTAHOBJIEHHOM TIOpsiiKe, a TakKe CBeJileHUs O JaTe TIpeoCTaB/leHUsl U
PEervMcTpalioHHOM HOMepe 3aK/IFoueHUsi O COOTBEeTCTBUM TIPOM3BOJUTE/S JieKapCTBEHHBIX CPe/ICTB
TpeOOBaHUSIM TIPaBW/I Hajie)Kallled TIPOM3BOJCTBEHHON TPaKTHUKW, WM KOMUI0 cepTudUKaTa
COOTBETCTBUS TIPOU3BOJUTE/ISI JIEKADCTBEHHBIX CPE/ICTB JIsi MEeAULIMHCKOTO TIpUMeHeHUs TpeboBaHUSIM
MpaBWI HajjieXkallleil IpoM3BOCTBEHHOM MPaKTUKKU EBpa3uiickoro 5SKOHOMHUYECKOr0 CO03a, BbIIaHHBIX
YIOJTHOMOUEHHBIM (pe/iepaibHbIM OpPraHOM MCIOJTHUTE/bHOUM B/IaCTU B OTHOLIEHUU TTPOM3BOJCTBEHHOM
T/IOIIA/IKU JIeKApCTBEHHOTO Tperapara, WiId CBe/leHUsl O JlaTe Tpe/0CTaB/ieHUs U PerucTpalyvoHHOM
HOMepe pellieHUs] YIIOJTHOMOUYEHHOro (efiepaJbHOr0 OpraHa MCIOJHUTENbHON B/IaCTU O MPOBeeHUU
(dapmalleBTUUECKOM UWHCIEKI[MM TIPOM3BOACTBA JIEKAPDCTBEHHBIX CPEJCTB [Jid  MeJUI[MHCKOTO
MpUMeHeHUsT Ha COOTBETCTBUE TpeOOBaHUSM TIPaBW/I HajJIeXXalljell MPOU3BO/CTBEHHOM TIPaKTHKU
EBpasuiickoro  5KOHOMMWUECKOTO  CO03a, eCId TPOM3BOJCTBO  JIEKAPCTBEHHOrO  Tperapara
ocyl1ecTB/IsieTcs 3a npeenaMu Poccuiickoi ®esieparliuu.

(uactb 1.2 B peg. ®enepansHoro 3akoHa oT 30.01.2024 N 1-@3)

1.3. TlpuHATHe pellleHWsT O BHECEHUHM M3MeHeHWH WM 00 OTKa3e BO BHECEHHWU W3MEHEHWH B
JIOKYMEHTBI, COJiep>Kallldecss B PerdcTpaljMOHHOM [l0Cbeé Ha 3aperdCTPUPOBAHHBIMA JieKapCTBEHHbIN
rperiapaT s MeJULUHCKOTO TIPUMEHEHHs, B Cjyuyae HeoOXOAMMOCTH TPOBe/eHHsI SKCIePTU3bI
KauecTBa JIeKapCTBEHHBIX CPeJCTB U (U/IM) SKCIePTHU3bl OTHOLLIEHUS 0’KWJAaeMOM T0J1b3bl K BO3MOXKHOMY
PUCKY TpUMEHeHHsl JIeKapCTBEeHHOr'0 mperapara [Jjsi MeJULMHCKOrO0 MPUMeHeHUs] OCYLLeCTBJISIeTCs B
CPOK, He TIPEeBBIIAIUN MATHAECATH pabouux [AHeH, a B OCTaIbHBIX C/IyYasx B CpPOK, He
TIPEBBIIIAIOIINN 1eCcITU paboumMx JHeld CO [JHsS HarpaB/eHUS TIOCPeJCTBOM €JUHOrO IIOpTaja B
YIOJTHOMOYEHHbI  (befiepanbHbIi  OpraH  MCIIOJHUTE/NBHONW  BJAaCTU WM JIMUHBIM  KaOWHET
YIOJTHOMOYEHHOT 0 (hefiepaJbHOr0 OpraHa WCIIOJIHWTEeNbHON B/IaCTU B €JUHOW CHUCTeMe 3asB/IeHHsI O
BHECEHUU TaKUX M3MeHEeHHUH.

(uactb 1.3 BBegeHa PesepanbHbIM 3aKoHOM OT 04.06.2018 N 140-®3; B pes. PeaepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

1.4. YnosmHOMOUeHHbIN (efepanbHbIii OpraH MCIOJHUTE/IBHOW BIACTH C yueTOM pe3y/bTaToB



(apmMakoHa/j30pa U NPOBEPOK COOTBETCTBUS JIeKAPCTBEHHBIX CPe/ICTB, HAaXOJSALIMXCS B IPakJaHCKOM
000poTe, yCTaHOBIEHHBIM TPeOOBaHWSM K WX KaueCTBy B TeueHWe [ecSTH paboumx [AHeW co AHS
MOCTYTIJIEHHsI COOTBETCTBYIOLIeld MH(OpMalMM pa3MelliaeT Ha CBOeM O(UIMAJbHOM cailiTe B CeTH
"HTepHeT" CcBefieHUs] 0 HEOOXOJMMOCTH BHECEHHUS B MHCTPYKIHMIO TI0 MeJULIMHCKOMY TPUMEHEeHHIO
JIeKapCTBEHHOI'0 Tperapara W3MeHeHWHd B OTHOLIEHWM CBeJeHUM O MOKa3aHWsX [Ji1 MPUMEeHEeHUs U
MIPOTHBOIIOKA3aHUSIX /I/Is IPUMeHeHUs! JIeKapCTBEHHOT O T1perapaTa, BbIsIBJeHHbIX TTOOOUHBIX JeHCTBUSX,
He)KeslaTesbHbIX peaklUsiX MpU NpYMeHeHWH JIeKapCTBeHHOrO IperiapaTa U Hampas/seT MOJNUCaHHOe
YCUIeHHOW KBamM(UIUPOBAHHOM 3/IEKTPOHHOM TIOJTKMCHIO YBeZOM/IEHHE B JTMUHBIA KaOWHET 3asiBUTEIsI
B eJVHOW CHCTeMe, a TaKKe B JIMYHble KaOWHeTHI 3asBUTe/Ne B €[IWHON CHCTeMe, SIBJISFOLIXCS
Jlep>kaTtenssMi WA BrajenbliaMM  PerMCTpalMOHHBIX  yJOCTOBEPEHUM  B3avMO3aMeHsIeMbIX
JleKapCTBEeHHBIX IpernapaToB (MU yIOJHOMOYEHHBIX UMH IPYTHX FOPUAMYECKUX JIULL).

(uactb 1.4 BBegeHa PesepanbHbIM 3aKOHOM OT 27.12.2019 N 475-®D3; B pes. PegepasbHOro 3akoHa OT
30.01.2024 N 1-®3)

1.5. [lepxare/ib WX BJlajesel] peruCTpalMOHHOIO y/A0CTOBepeHUs JIeKapCTBEeHHOro Iperiapara, a
TaKKe Jep)kaTeJyd WU BraJenblibl PerucTpalyOHHBIX Y[ OCTOBEPeHUH JIeKapCTBEHHBIX IMpernapaTroB
(WM yrosHOMOUEeHHble UMM [IpyrHe IOpUJuYecKue Julia), KOTOpble SB/ISIOTCS B3auMO3aMeHseMbIMHY,
00s13aHbl HamNpaBUTh B JIMYHbIM KaOWHET YIOJHOMOUEHHOTO ¢e/iepaJbHOr0 OpraHa MCIOHUTE/bHON
BJIaCTU TOANKUCAHHbIE YCUIEHHBIMU KBaTU(QULIMPOBAHHBIMU 3JIEKTPOHHBIMHU MOAMMUCSIMU 3asiBJIEHUS] O
BHECEHWM U3MEHeHWM B  JOKYMEHTbl, COjiep)Kaluecs B  DEerMcTpalMOHHBIX  [JOCbe  Ha
3aperuCTpUpOBaHHbIe JIeKapCTBEHHbIe MpernapaThbl [Jjs MEeAULMHCKOrO TPUMEHEeHHs, B OTHOLLIEeHUU
CBeJIeHWl, yKa3aHHbIX B MHCTPYKLIMY 10 MeJULIMHCKOMY IPUMEHEHHIO JIeKapCTBEHHBIX pernaparosB, B
TeueHWe COpOKa pabouuMx [Hel CO /[HS TOJyueHHs] YIIOJTHOMOUEHHBIM (he/iepasbHbIM OpraHoOM
WICIIOJIHUTE/IbHOM B/AaCTH 37€KTPOHHOIO YBeZOMJ/IEHUS] O TOJIyYeHWH Jep)kaTesieM WA BiafiefblieM
PervMcTpaLyoHHOr0 Y/OCTOBEPEeHUs JIeKapCTBEHHOrO TperapaTta (WM YIOJHOMOYEHHbIM UM JApPYTHUM
IOPUINYEeCKUM JTUL[OM) UH(OPMAL[UK, yKa3aHHOW B uacT 1.4 HacTosiiel craThu. laHHOe TpebGoBaHHe
He pacrpoCTpaHsieTCsd Ha C/yyad BHECeHUs] B MHCTPYKLMIO T0 MeJULMHCKOMY TPHUMEHEHHIO
JIeKapCTBeHHOT0 Iperiapata W3MEeHEeHWM B OTHOLIEHWM HOBBIX [I0OKa3aHWM [yid TPUMEHEeHUs
JIeKapCTBEHHOT0 IperiapaTa Ha OCHOBaHUM pe3yJ/IbTaTOB COOTBETCTBYIOLMX MCC/eZloBaHUW. B ciyuae,
ecd OT UMEHU 3asBUTesIsl [IeMCTBYeT ero mnpezcTraBUTeb ((y3nueckoe JUL0), YIOJTHOMOYEHHbIN
JleliCTBOBaTh OT UWMEHU 3asiBUTe/ii Ha OCHOBAaHMM [IOBEPEHHOCTH B 37eKTPOHHOW (opme B
MalIMHOYMTaeMOM BHje, 3asiBieHMe O BHECeHHWHW W3MEeHeHWM B [OKYMEHThl, cojeprkalluecs B
PErnuCTpalMOHHOM [JOChe Ha 3aperMCTPUPOBAHHBIM JIeKAPCTBEHHBIM TMpernapaTr Jjs MeJULIMHCKOrO
TIPUMeHEeHHsI, MOXKeT OBbITh TIOAMMUCAHO YCUIEHHOW KBaTM(UIIMPOBAHHOM 37IeKTPOHHOM TOAIUCHIO JTHO0
yCUIeHHOW HeKBamM(pULIMPOBaHHOM 3/1IeKTPOHHOU MO/ITUCHIO.

(uactb 1.5 BBesieHa @esiepanbHbIM 3aKOHOM OT 27.12.2019 N 475-®3; B pes. desepanbHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2. PerieHvie o TIpOBe/IEHUM YKCTIEPTH3bI KaueCTBa JIEKADCTBEHHBIX CPEJCTB W (WIH) SKCITePTU3bI
OTHOIIIEHUsT OXKHM/IaeMOH T0JIb3bI K BO3MOXXHOMY DHCKY TIPUMEHEHUSs JIeKapCTBEHHOTO Tperapara Jyist
MeJULIMHCKOTO TIpUMeHeHUs] TIPUHUMAeTCs B COOTBETCTBUM C YTBEPXKIEHHOUW YIIOJIHOMOUYeHHbIM
denepanbHBIM OpraHOM HCIIOJIHUTENILHOW BfacTU  KiaccuduKalvell HW3MeHeHUM, BHOCHMBIX B
JIOKYMEHTBI, COfiep)Kall[iecsi B PErucTpaliOHHOM J0Che Ha 3aperdCTPUPOBAHHBLIN JIeKapCTBEHHBIN
riperapar.

(uactb 2 B pex. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3asBUTenb BMpaBe IIPeJCTaBUTb 10 COOCTBEHHOW WHUI[MATHBE BMeCTe C 3asiB/IeHHEM O
BHECEHUM U3MEHEeHUWM B  [OKYMEHTbl, COJep)Kaljuecs B  perucTpaljiOHHOM  [OCbe  Ha
3apervCTpUpOBaHHbIM JIEKAPCTBEHHbIM IIpernapaT /[Jil MeJULMHCKOTO TIPUMEHEeHUs, DPeKBHU3UTHI
JIOKyMEHTOB, TMO/ATBEP)KAAIOIIMX YIIaTy TOCYJapCTBEHHOM MOLUIMHBI 3a BHECEHWe B JJOKYMEHTHI,



cofiep)Kalliiecsi B perucTpaliMOHHOM J/I0Cbe Ha 3aperMCTpUpOBaHHBLIM JiIeKapCTBEHHBIN Tperapar s
MeIUL[UHCKOTO TPUMEHEeHUs, W3MeHeHHH, TpeOyIoNX TPOBeEHUsT SKCIePTHU3bl JIEKAaPCTBEHHBIX
CPe/CTB B YaCTU SKCIEPTU3bl KaueCTBa JIEKAPCTBEHHOIO CpPeJCTBA W (M/IM) SKCIEePTU3bl OTHOLLEHUS
0’KH/laeMOM T10J1b3bI K BO3MOXKHOMY PHCKY TIPUMeHEeHHsI JIeKapCTBEHHOTr 0 MpernapaTa /1Jisi MeJULIMHCKOTO
TPUMEHEeHHUs], TOCYy/J]apCTBeHHOM TIOIUIMHbI 3a BHeCeHWe B JOKYMeHThbl, COJep’kaluecs B
PerucTpalMoOHHOM [JJOChe Ha 3aperMCTPUPOBAHHBLIM JleKapCTBEHHbIN IiperapaT Ajsi MeJULMHCKOTO
TIpUMeHeHUs], U3MeHeHUH, He TPeOYIOIIUX MPOBe/IeHNsT KCIIePTH3bI JIEKaDCTBEHHOT'O CPeJICTBA, a TaKkKe
BbiZlaBaeMble (TIpe/lOCTaB/isieMble) YIOTHOMOUEHHbIMU (hefiepaibHbIMKA OpraHaMu  UCIOJHUTeTbHON
BJIaCTA JOKyMeHThI (CBeleHUsi), yKa3aHHble B yacTsx 1.1 m 1.2 Hacrosimer cratbu. B ciayuae ux
HeTIpe/ICTaB/IeHUsT  yTIOJTHOMOUeHHBIM (efiepanbHbIi OpraH MCIOMHUTETLHOM BACTU 3aripalliiBaeT
yKa3aHHble  /IOKYMeHTbl (CBeJjeHWs]) B TOpsiJKe  MeXBeJOMCTBEHHOTO  HWH(OPMal[MOHHOTO
B3alMO/IeMCTBYS.

(B pea. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-®3)

4. B TeueHue mATH pabouMx /IHEH CO AHS MMOCTYTIIEHUs] YKa3aHHOTO B YacTH 1 HaCTOsIILeH CTaTbu
3asiB/IeHUsT 1 HEOOXOAMMBIX [JOKYMEHTOB YIIOJIHOMOYEHHBIN (e/epasbHblii OpraH HWCTOJHUTeTbHOU
BJIACTH:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) mpoBOAUT MPOBEPKY MOTHOTHI M JJOCTOBEPHOCTU CBeJIeHUM, COAep KalliXcsi B MPeJCTaBIeHHbIX
3asiBUTe/IeM MaTepuasax;

2) TmTpuHMMaeT pelleHWe O TIPOBeJEHMU YKa3aHHbIX B 4YacTU 2 HAcTosiLlell CTaTbu
COOTBETCTBYIOIIMX IKCIePTU3 JIeKapCTBEHHOTO CPe/ICTBA WX 00 0TKa3e B UX MPOBe/IeHNY;

3) HampaB/jseT B JIMUHBIM KaOWHET 3asBUTeNss B €JUHON CHUCTEMe TIOZANMCAHHOEe YCUIeHHOH
KBanM(ULMPOBAHHOM 3/IEKTPOHHOM TOAMNUCHI0 yBeJlOM/IeHHMe O TIPUHSITOM pellleHWd WM B Cilydyae
TIDUHSATHS pellleHHsi 00 OTKa3e B TPOBeJEHHWH COOTBETCTBYIOLEM SKCIepPTU3bl C yKa3aHWeM TPUYHH
TaKoro OTKasa.

(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 30.01.2024 N 1-®3)

4.1. B cnayuae BbISIBIeHUS] HeOCTOBEPHOCTH CBeJleHUH, COJepyKallluxcsi B MpeZCTaB/IeHHBIX
3asiBUTe/IeM MaTepuasax, YIIoJHOMOUYeHHbIHN (hefepanbHbId OpraH UCIO/HUTETbHON B/IaCTH HaTpaBJ/iseT
B JIMYHBbIM KaOWHeT 3asBUTe/sI B €AWHOM CHCTeMe 3arnpoc 00 YTOUHEHWH YKa3aHHBIX CBeJIeHUH,
TOANMCAHHBIN yCHUIeHHOW KBaTU(ULIMPOBAHHOM 3/IeKTPOHHOM MO/TUCHIO.

(uactb 4.1 B peg. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenb 00s3aH HANpPABUTh B JIMUHBIA KaOWHET yIOJTHOMOYEeHHOTO ¢e/jepasbHOr0 OpraHa
WCTIOJIHUTE/IbHOW BJaCTW B €IMHOW CHUCTeMe TMOAINMCAHHbIM yCUIeHHOM KBalW(ULMPOBaHHOU
3/IeKTPOHHOM TIOZMUCHI0 OTBET Ha 3arpoc YIOJHOMOUEHHOro ¢e/iepaJbHOr0 OpraHa MCIOHUTE/IbHON
BJIACTH B CPOK, He TIPeBbIILAIOIINN JieBSHOCTa pabouux Hel €O JHS TOJyueHUs] YIOJHOMOYEeHHBIM
(befepasbHBIM OpPraHOM MCIIOJIHUTEIbHOM B/aCTU 3/IEKTPOHHOTO yBeJOMJIEHWS O IOJlyuYeHUH
3asiBUTe/IeM JlaHHOro 3arpoca. CpoK, yKa3aHHbIM B 4acTH 4 HacCTOsIIIel CTaTb, IPUOCTaHABIMBAETCS CO
[HS HarpaBjeHUs] B JIMUHBIA KaOMHeT 3asBUTeNs] B eJUHOM CHCTeMe 3arpoca YIOJHOMOYEHHOTO
¢benepanbHOTO OpraHa WCTOMHUTEBHOW BACTH /10 [HS HArpaBlAeHWss B JIMYHBIA KaOuHeT
YTIOJITHOMOYeHHOro (e/lepaJbHOr0 OpraHa MCIOJHUTENbHOM BAaCTH B €/IMHOW CHUCTeMe OTBeTa Ha
JlaHHBIW 3aMpOC U He yUWTHIBAETCS MPY UCUMC/IEHUU CPOKA MPHHSTHUS pellleHrsl 0 BHECeHMU M3MeHeHUH
B JJOKYMEHTBI, COZepyKalljiecss B PerMCTPallMOHHOM J/lI0Chbe Ha 3apervCTpPUPOBaHHbIN JieKapCTBEHHBIN
Trperapar /11 MeJULINHCKOTO NPUMeHeHMs.

(uactb 4.2 B pey. ®enepansHoro 3akoHa oT 30.01.2024 N 1-93)



5. OcHoBaHueM /[jig OTKa3a B MPOBeJEHUM yKa3aHHBbIX B 4aCTU 2 HACTOSIIIIeM CTaTbU IKCIEPTH3
SIBJISIeTCS TIpe/iCTaB/IeHUe JOKyMEeHTOB, TlePeurc/IeHHbIX B uacTsax 1 ¥ 3 HacTosillel CTaTbU, B HETIOJTHOM
o0beMe, HempeZiCTaB/ieHHe 3asiBUTe/IeM B YCTAHOBJIEHHBIM CPOK OTBeTa Ha yKa3aHHbIM B uactu 4.1
HacTosillel CTaTby 3arpoc YIoJIHOMOUeHHOro (efiepasibHOrO OpraHa UCIIOJTHUTeTbHOM B/IaCTH, a TakkKe
OTCYyTCTBHEe B  TMpPe/CTaB/€HHBIX [JOKYMEHTaX /[JOCTaTOUHBIX CBeJEeHWM, TOATBEPKIAIOIINX
He0bX0JUMOCTb BHECEHUs] U3MEHEHHH, WM OTCYTCTBHe WH(OpMaLUY, MTOATBep KAaroleli (pakT yriaTel
roCy/1lapCTBeHHbIX TMOI/IMH, YKa3aHHbIX B UaCTU 3 HACTOSIIIIel CTaThby.

(B pex. @enepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. YKa3aHHbIe B YaCTH 2 HaCTOsIILel CTaTbU SKCIIePTU3bI NIPOBOJSATCS B MOPSKe, yCTaHOBIEHHOM
craTtbell 23 Hacrosiero ®eziepabHOrO 3aKOHa.

7. B CpOK, He TpeBbIIAIOIINNA MATH pabouux JHeW Co [Hs HaripaB/ieHUs TOCPeJCTBOM eUHOTO
ropTaza B yIOJHOMOUYEHHBIM (egepasbHbI OpraH WMCIIOJIHUTeTbHONW BIACTU WM JTMYHBIM KabuHeT
YIOJTHOMOUEHHOTO (pe/ilepa/ibHOTO OpraHa WCIOJHUTE/bHOM B/IaCTU B €IMHOM CHCTeMe TOANHMCAaHHBIX
yCU/IeHHBIMU KBa/TM(DULIMPOBAHHBIMU 3/IEKTPOHHBIMU MOATUCSIMU 3aK/TF0UeHU KOMUCCHM 9KCTIepTOB 110
pe3y/jbTaTaM YKa3aHHBIX B YaCTH 2 HaCTOsiled CTaTbW 3KCIEepTU3, YIIOJHOMOUEHHBIN (eepanbHbIii
OpraH WCIIO0JIHUTEeIbHOM B1aCTH:

(B peq. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

1) nmnpuHMMaeT pellleHHe O BHECEHWU U3MEHeHWM B [IOKyMEHTbI, CoJep)alldecs B
pervcTpalvoHHOM [I0Che Ha 3aperduCTPUpPOBaHHbIA JIeKapCTBEHHbIN TMpernapaTr JAJis MeAWULIMHCKOTO
TIpUMeHeHWs], WK 00 OTKa3e BO BHECEHWH TaKUX U3MeHeHUH;

2) BHOCUT B TOCYy/IapCTBeHHbI peecTp JieKapCTBEHHbIX CPe/ACTB Ha OCHOBaHUM peIlleHUs O
BHECEHWH U3MEHeHWM B  [JOKYMEHTBI, CO/lep)Kall[iecss B  PEeruCTPalMOHHOM  [oCbe  Ha
3apervuCTPUPOBAHHbBIN JIeKapCTBEHHBIM TIperapaT [/ MeAULMHCKOTO TIpUMeHeHUs, HeoOXOAuMbie
V3MeHeHUsT;

(B pea. @epnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3) BbIJ@eT 3asBUTENI0 HOBOE PErMCTPalMOHHOE YJIOCTOBEpeHMe JIeKapCTBEeHHOrO MperapaTta B
Clyyae WM3MEHEeHUsl CBe[eHWM, Cofep)KallluxCs B HeM, MyTeM HarpaB/ieHUs 3asiBUTE/I0 MOCPeACTBOM
e/IMHOTO TTOpTaJia WX B TMUHBIA KaOMHET 3asBUTE/IS B €ZJMHON CUCTEMe BBITTMCKHU U3 TOCYAapCTBEHHOTO
peecTpa JieKapCTBEHHbIX CpeJICTB, TIOAMMCAHHOW YCUIeHHOW KBaaU(ULIMPOBAHHOM 3/IeKTPOHHOM
TOZTIUCEIO.

(n. 3 BBeseH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. demepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHMeM [i11 OTKa3a BO BHeCEHWM U3MEHEHUN B [OKYMEHTBl, COJep’Kaljuecs B
pervcTpaloHHOM [OChe Ha 3aperduCTPUpPOBaHHBIM JIeKApCTBEHHbIM IpernapaTr JJjisg MeAWULIMHCKOIO
TIpUMEeHEeHUs], SIBJISIeTCS 3aK/IF0UeHre YII0JTHOMOYEeHHOT 0 ¢eZiepaibHOro OpraHa UCIoJIHUTEeIbHOM BIaCTH
0 BO3MOXXHOCTH CHIDKEeHMs 0e30racHOCTH, KauecTBa, 3(G¢eKTHBHOCTHU JIeKapCTBEHHOTO CpejCTBa B
C/lyyae BHeCEeHMsI TaKUX M3MeHeHUH.

9. [Homyckaercsi obpalrjeHre eKapCTBEHHBIX MPenapaToB /sl MeJWLMHCKOrO TPUMEeHeHHUs [0
VCTeYeHHsl CPOKa IOHOCTH, NIPOM3Be/IeHHBIX B TeUyeHHe CTa BOCBMU/ECATH JHel Moc/e 1aThl IPUHATHS
YTIOJITHOMOYeHHbIM (efiepaJbHbIM OpPraHOM UCIOJTHUTeTbHOM B/IaCTU pelleHrsl 0 BHECEHUH W3MeHeHU
B [JIOKYMEHTBI, CO/lep)Kalljuecsi B DPerucTpalOHHOM JloCbe, B COOTBETCTBUM C HWH(OpMaLeH,
cojep)kalleiicss B JOKyMeHTaX pervcTpaljuOHHOIO [OChe Ha JIeKapCTBeHHBbIM Iperapar [oO /JaThbl



TIPUHSITHS TAaKOTO peLleHus!.
(uactb 9 B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

10. TIpaButenbctBo Poccuiickoii @enepauyy BIpaBe YCTaHOBUTh OCOOEHHOCTH BHECEHUsI
VM3MeHeHHH B [OKYMEHThI, COJep)Kaliecsi B pPerMcTpalOHHOM [0Cbe Ha 3aperduCcTpUpOBaHHbBIN
JIeKapCTBEeHHbIM TperiapaT [JJjs MeJULMHCKOrO TIpUMeHeHHsi, B cjiayuyae JedeKTypbl WM pHUCKa
BO3HMKHOBEHUSl Je(eKTypbl JIeKapCTBeHHBIX IIperapaTtoB B CBs3M C BBeJleHUEM B OTHOLLEHUU
Poccuiickoii ®efiepaljui OrpaHAYUTeIbHBIX Mep SKOHOMUYECKOI 0 Xapakrepa.

(uactb 10 BBegeHa PenepanbHbIM 3akoHOM OT 08.03.2022 N 46-D3)

KoncynbranTllnroc: mpumMeuaHue.
[Tonoxxenust ct. 31 (B pea. @3 ot 30.01.2024 N 1-d3), kacarouiyecs NMpeAoCTaB/leHUs TOC. YCIyT
1oCpe/iCTBOM eIMHOrO0 TopTasa, npumeHsroTcs ¢ 01.01.2026.

Cratba 31. BHeceHMe W3MeHEHWUII B [OKYMEHTbl, cogepXauwueca B
permcTpauMoHHOM A0Cbe Ha 3aperncTpupoBaHHbLIV JleKapCTBEHHbIV npenapaTr Ans
BeTepPUHAPHOro NpMMeHeHus

1. B uensix BHeceHUs] USMEHEHUM B JIOKYMEHTBI, COZeprKalliecss B PeruCTPaliOHHOM [I0Che Ha
3apervCTpUpPOBaHHbIN JIeKapCTBEHHBIN TMpernapar [ijisi BeTepUHAapPHOTO TPUMEHeHUs, [eprKaTeslb WU
BJIafiesiel] PervCTpaLMOHHOTO YJOCTOBEPeHHUsl JIeKapCTBEHHOr0 TperapaTta Wid YIOJHOMOYEHHOe WM
Jpyroe OpuAduYeckoe JMLO (fajsee B HACTOSILed CTaTbe - 3asBUTe/Ib) HarpasiseT IIOCPeACTBOM
eIMHOTO TOpTajia B YIMOTHOMOUEHHBIM (efiepanbHbli OpraH MCIOMHUTeTHHOW BIACTH MOZANMCAHHOE
yCUIeHHOW KBa/M(ULIMPOBAHHOM 3/IEKTPOHHOM TMOAMNUCHIO 3asiB/ieHHe O BHECEHUM TaKWUX M3MeHeHUH 110
¢opMe, yCTaHOBIEHHOM YIIOJIHOMOYEHHbIM (De/lepajJibHbIM OpPraHOM HCIIOJIHUTeNbHOM B/acTH, |
rpusiaraeMble K HeMy M3MeHeHHUsl B YKa3aHHble [JOKYMEHTbI, a TakXe JOKyMEeHThbl, MOATBepKAatoliye
HEOOXOIMMOCTh BHECEHUS TaKuX wu3MeHeHuU. IIpy HeoOXOAWMOCTH BHECEHUS] W3MEHEeHWH B
JIOKYMEHTBI, COJepKallliecss B PerdcTpalMOHHOM [10Cbeé Ha 3aperdCTPUPOBAHHBIA J1eKapCTBEHHbIN
rnpernapatr /[Jid BeTePUHApDHOrO TMpPUMEHeHWs, B CJiydasXx W3MeHeHUs U (WIM) [OTIOJIHeHUs
MPOM3BO/|CTBEHHOMW IJIOLAZIKU JIeKAPCTBEHHOI'O CPe/ICTBa, a TakKe W3MeHeHUs IoKasaTesell KauecTBa
JIeKapCTBEHHOr0 Tperapara [ijisi BeTePUHApHOro0 TNpUMeHeHHs1 U (W/IM) MeTO/0B KOHTPOJISi KauecTBa
JIeKapCTBEHHOT 0 Tpernapara [ijisi BeTepUHApHOTO MPUMeHeHUsl 3asiBUTe/Ib [JOTIOJTHUTE/IbHO HarpabJ/isieT
MOCpe/iICTBOM €e[UHOI0 TOpTaja B YIOJHOMOYEHHbIN (e/epasbHblii OpraH WCIIOJHUTeTbHOW BACTH
ceiyrolye JOKYMEHThI (CBeJleHNs):

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-d3, ot 30.01.2024 N 1-®3)

1) cBepenust 0 JaTe MpeoOCTaB/eHUs] U PerMCTPALIMOHHOM HOMepe JIMLeH3UM Ha TPOU3BO/CTBO
NIeKapCTBEHHBbIX CpEJCTB, TPeJOCTaB/AeHHOM TMPOM3BOJMTE/O JIeKapCTBEHHOrO TMperapara AJisi
BeTePUHAPHOT0 MPUMeHeHUS], J/1s1 POCCUHMCKUX TIPOU3BOUTEIEl;

(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 478-D3)

2) cBefieHUs1 O JiaTe TIPe/IOCTAB/IEHUSI U PETUCTPALIMOHHOM HOMepe JIMI[eH3UW Ha TPOU3BO/ICTBO
JIeKapCTBEHHBIX CPEe/ICTB, TIPEJOCTAB/JI€HHON TIPOM3BOAUTENO (hapMal|eBTHUeCKOW CyOCTaHIuy,
BXO/IAIIIEM B COCTaB JIeKapCTBEHHOT'O TIperiapata /s BeTePUHAPHOrO TMPHUMEeHEeHUs, AJIi POCCUMCKUX
TIPOM3BO/IUTE IEH;

(B pea. @enepanbHOro 3akoHa ot 27.12.2019 N 478-D3)

3) KomMs [OKYMEeHTa, BbIZJAHHOTO YIIOJHOMOUEHHbIM OpraHOM CTPaHbl MPOU3BOJUTENS /IS
KaK[,0H TIPOM3BO/ICTBEHHOM I/IOLA/IKU JIeKapCTBEHHOTO Tperapara /il BeTepUHapHOI0 NPUMeHeHUs U



TIO/ITBEP)K/IAIOIIEr0 COOTBETCTBUE TPOM3BOAUTENS JIEKAPCTBEHHOTO Tperaparta TpeOOBaHUSIM TIPaBUIT
HaZijieXkailleld TPOU3BO/ICTBEHHOW TMPAKTWKW, U ero TepeBOJi Ha PYCCKWM 3bIK, 3aBepeHHble B
YyCTaHOBJIEHHOM IOPsIJiKe, a TaKKe KOMMS 3aK/IF0UeHUs] O COOTBETCTBUM MPOU3BOJUTE/S JIEKapCTBEHHBIX
cpeacTB  TpeOOBaHWSIM — TIpPaBWI  Hajjiexalleld  TPOU3BOJCTBEHHOW  TIPAaKTHKH,  BBIJAHHOTO
YIOJTHOMOYEHHBIM (pe/iepajibHbIM OpPraHOM MCIOJHUTE/bHOU BJIACTH [l KaK[OW IPOM3BOJCTBEHHOM
TJIOIIAZIKK JIeKAapCTBEHHOTO Tiperiapara [Jisi BeTepUHAPHOTO TpUMeHeHUsl, MO0 KOMHs pelleHusi o
MpOBeJleHUM  WHCIEeKTUPOBaHUS  MPOM3BOJAUTENSI  JIeKapCTBEHHBIX CpeJiCTB, TIPUHSTOTO
YIOJTHOMOUEHHBIM (pe/ilepaibHbIM OpraHOM MCIIOJHUTE/LHOM B/IaCTH [ijIsl KaXKJOW TTPOM3BOJCTBEHHOM
IJIOLA/IKM  JIEKAPCTBEHHOIO TperiapaTta /sl BeTepUHAapHOIO IpPUMeHeHMs. YKa3aHHble JOKYMEeHTbI
MpeJICTaB/SIOTCSl B C/lydyae, eC/Au IPOM3BOJCTBO JIEKAPCTBEHHOrO IIperapaTa [Jii BeTepuHapHOIo
TIpUMeHeHHs1 OCYLeCTBIIsieTCsl 3a nipefienamu Poccuiickoit defepariyy;

4) Komusi [JOKYMeHTa, BBIZAHHOTO YIIOJIHOMOYEHHBIM OpraHOM CTPaHbl TIPOU3BOJUTEJIS
dapMarieBTHMUeCKold ~ CyOCTaHIIMM W TIOATBEPXKJAIOIIEro  COOTBETCTBUE  TIPOW3BOJUTEIS
dapMarieBTHUeCKol CyOCTaHI[UM, BXO/MAINEH B COCTAaB JIEKaPCTBEHHOTO TIperiapaTa [ijisi BeTepUHAPHOTO
NpUMeHeHUsl, TpeOOBaHUAM TIpaBWJ/I HAJ|jIeXKalllell MPOM3BO/ICTBEHHON TPAKTUKHM, W €ro TepeBofi Ha
DYCCKUi f3bIK, 3aBepeHHble B yCTAaHOBJEHHOM TIOpsiike, B CJiyuae, ecCJd TPOU3BOJCTBO
dapMarieBTHUUECKOM CyOCTaHLIMM OCYILeCTBIIsIeTCS 3a rpejenaMu Poccuiickoii defepariyu.

(uactb 1 B pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B ciyuae usmeHeHUs] W (WIM) JOTIOJIHEHWsI TIPOM3BOZCTBEHHOM IJIOLA/JIKK JIeKApPCTBEHHOTO
Cpe/CcTBa [OKYMEHTBI, yKa3aHHble B uUacTA 1 HACTOsILeN CTaTbW, MPEJCTaB/SIOTCS 3asBUTE/IEM B
OTHOLLIEHWH H3MeHsieMOM W (WIM) [OMOJIHAEeMOW TPOU3BOJCTBEHHOM IIIOLaJKU JIeKapCTBEHHOTO
cpeacTBa. PellieHre 0 BHeCEHUU U3MEHEHUH B [JOKYMEHTBI, COZieprKall[iecsi B PeruCTPaLiMOHHOM J0Che
Ha 3aperuCTPUPOBAHHBIN JIeKapCTBEHHBIM TIperapat Ajisi BeTepUHAapHOTO MpUMeHeHus], Uin 00 oTKase B
WX BHECeHUM TPUHUMAeTCsl B CJiyuyae HeoOXOJUMOCTH TIPOBe/eHUsI SKCIIePTU3bl JIeKapCTBEHHOTO
CpeZiCTBa B CPOK, He TPEeBBIMIAIOIIHIA [IeCTUAECATH MATH Pab0UMX JHEeH, a B OCTa/bHBIX C/TyYasix B CPOK,
He TIPeBBIIAINMN ABa/llaTH pabouux AHeW Co [HS HallpaB/IeHWs TOCPEeICTBOM €IWHOrO TopTaia B
YIIOJTHOMOUEHHBIN  (efilepa/ibHbIM OpraH WCIOTHUTETLHOM BJIACTU 3asiBJIeHUssT O BHECEHUM TaKUX
H3MeHeHUH.

(uactb 1.1 BBesieHa @esepanbHbIM 3aKkoHOM OT 04.06.2018 N 140-D3; B pes. PenepanbHbIX 3aKOHOB OT
30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

1.2. B ciyyae peopraHv3alyy Jep)kaTesisi WM Bjajesblia PerMCTPAlJMOHHOTO YOCTOBEpPeHHs
JIeKapCTBEHHOTO TIperiapara [jisi BeTepUHAPHOTO TIpUMeHeHHs, pa3paboTuhKa W TPOU3BOZMTEIS
JIeKapCTBEHHOTO Tperiapara [ijisi BeTePUHApHOT0 MPUMeHeHUsl B 3asiBlieHHH O BHECEHWW U3MeHeHWM B
JIOKYMEHTBI, COfiep)Kall[iecsi B PerMcTpaliOHHOM J0Che Ha 3aperdCTPUPOBAHHBLIN JiIeKapCTBEHHbBIN
riperiapaT [Jii BeTePUHAPHOTO TMPHUMEHEHUs, YKa3bIBalOTCS J/aHHbIe JOKYMEHTa, TO/ATBEp)KAarollero
BHeCeHHe COOTBETCTBYIOI[UX W3MeHeHH B EWHbBIN rocyAapCTBeHHbIN peeCTp HOPUAMUEeCKUX UL (/15
OpraHu3aluii, 3aperuCTpUpOBaHHbIX Ha TeppuTopun Poccuiickoii Pefepalium), UK UHOTO [JOKYMEHTa,
MO/ITBEP>K/IAIOIET0 peopraHu3aliio FPUIUYecKoro aulia (/s opraHv3aliyii, He 3aperuCTPUPOBaHHBIX
Ha Tepputopun Poccuiickor Pepepauuu). 3asiBleHMe O BHECEHMM UW3MEHEHWM B [IOKYMEHTHI,
cojiepsKaliyecss B PerucTPal[MOHHOM [IOChe Ha 3aperdCTPUPOBAHHLIN JIeKapCTBeHHBIN Tperapar /s
BETEPUHAPHOTO TPUMEHeHWs, W TIpWiaraeMble K HeMy JAOKyMeHThbl HampaB/IsIOTCA TI0CPeACTBOM
eZIMHOTO TIopTasa B yIMOJHOMOUYeHHbIN (efilepasbHbIM OpPraH UCIOJHUTETLHOW BIACTU He MO3/Hee ueM
yepe3 TpHUALIATH pabourx [JHel CO [HA BHECEHHs COOTBETCTBYIOL[MX U3MeHeHWH B EJuHBIN
roCy/1lapCTBeHHbIN peecTp HPUAWYECKUX JIUL] ([T OpraHu3aljuii, 3aperuCTpPUPOBaHHBIX HAa TEPPUTOPUHA
Poccutickori ®efepaliun) WM CO JHSI TIPUHSTUSI COOTBETCTBYIOLETO AOKYMEHTa, MOATBEP>KAAroIlero
peopraHv3alivi0 FOpUUYeckoro Juija (/s OpraHd3alivii, He 3aperduCTPUPOBAHHBLIX Ha TEPPUTOPUHU
Poccuiickoii ®@eznepaiy). B cnydyae peopraHu3zaluu jepskaTesisi WA Biafiesblia PerucTpaldoOHHOTO



yOCTOBepeHUsl JIeKapCTBEHHOI'O Tperaparta i BeTepUHAapHOro NMpUMeHeHHs 3asiBjieHue O BHeCeHWUH
VM3MeHeHHWM B [JOKYMEHTBI, CO/ep)Kalljhecsi B pPervcTpalMOHHOM [0Cbe Ha 3aperuCcTpUpOBaHHbBIN
JIeKapCTBEHHbIM TIpernaparT /[jisi BeTePUHAPHOIO TIPUMEHEeHHs, T0/laeTCsd HOPUAWUYECKUM JIMLIOM,
KOTODOMY B XO/le peOpraHu3aldd T[epejlaH0 T[paBO B/aJleHUs] TakKUM PerucTpaldOHHBIM
yI0CTOBEPEHUEM.

(uactb 1.2 BBegeHa PenepanbHbiM 3aKkoHOM OT 02.08.2019 N 297-®3; B pes. PegepasbHOro 3akoHa OT
30.01.2024 N 1-®3)

1.3. 3asBeHus, ykKa3aHHble B uacTsx 1 - 1.2 HacTrosied CTaTbd, MOTYT OBITH TOZTMMCAHBI
YCUIEHHOW KBamM(UIMPOBAHHOW 3/IEKTPOHHOHN TOJMCHI0 MO0 YCUIEHHOW HeKBaii(UI[MPOBAHHOM
5/IEKTDOHHOM TMOJAMNKWCHI0O B C/y4yae, eC/id OT MMEHM 3asBUTeIsl [JeUCTBYeT ero IpefCcTaBUTe/ b
(pusnueckoe uL0), YIIOTHOMOUEHHBIN [1eHICTBOBATh OT UMEHU 3asiBUTE/Is1 HA OCHOBAaHUM JJ0BEPEHHOCTH
B 3/IeKTPOHHOU (popMe B MallIMHOUUTAaeMOM BU/JIE.

(uactb 1.3 BBefieHa @esiepanbHbIM 3aKoHOM OT 31.07.2025 N 304-D3)

2. B ciiyyae BHeceHHs] U3MEHEHUM B JIOKYMEHTHI, COZeprKaljuecsi B PErMCTPALMOHHOM J0Chbe Ha
3aperuCTpUpPOBaHHbIN JIEKAPCTBEHHbIM TMperapaT JJjs BeTepUHApHOrO TPUMEHEHHs, B OTHOLLIEeHUU
CBeJleHWH, yKa3aHHbIX B nojmyHkrax "e", "x", "k", "a", "H", "c", "x" myHkTa 7 yactu 3 crtaTbu 17
Hacrosijero ®efepasbHOrO 3aKOHa, M3MeHeHUs1 U (M) [IOTOJIHEHUsI MPOM3BO/ICTBEHHOW TJIOIIAIKU
JIeKapCTBEHHOI'O0 CpPe/ICTBa, a TakKe B Cjydyae H3MeHeHMs IOKa3aTesjieli KaueCTBa JieKapCTBEHHOTO
rperaparta Jjisi BeTepMHAapHOTO MpHUMeHeHUs U (WIW) MeTO/0B KOHTPOJ/SI KauecTBa JieKapCTBEHHOTO
riperiapara /Jig BeTepUHApHOr0 IPUMeHeHUsl MPOBOAUTCS 3KCIepPTH3a JIeKapCTBEHHOI'O CpejCTBa [JIs
BeTEpHUHAPHOrO TpPUMeHeHUs. B ciiyuae HeOOXOJUMOCTM BHECEHWS] MHBIX W3MEHEHWH B [JOKYMEHTHI,
cofiep>Kalliecsi B PerucTpaliMOHHOM [I0Chbe Ha 3aperuCTpUpPOBaHHBIN JIeKApCTBeHHbIM Tpernapar Ajis
BeTePUHAPHOI0 TIPUMEeHeHUs, SKCIepTU3a JIeKapCTBEeHHOI0 CPefCTBa [Jisi BETePUHAPHOI0 TIPUMEHeHUs
He TIPOBOJUTCS.

(B pea. @enepanbHbIX 3aKOHOB OT 22.10.2014 N 313-P3, ot 22.12.2014 N 429-03)

3. 3asBUTenb BMpaBe IIPeACTaBUTb IO COOCTBEHHOW WHUI[MATHBE BMeCTe C 3asiB/IeHHEM O
BHECEHUM U3MEHEeHUWM B  [OKYMEHTBbl, COJep)Kaljuecs B  PpernucTpaljiOHHOM  [OCbe  Ha
3apervCTpUpOBaHHbIM JIeKapCTBEHHBIM TMperniapaT /[Jii BeTepUHAapHOrO TPUMEHEHUs, DPEeKBHU3UTHI
JIOKyMEHTOB, TMOATBEP)KJAIOIIUX YIIaTy TOCYJapCTBEHHOM MOLUIMHBI 3a BHECEHWe B JJOKYMEHTHI,
cofiep>aljecss B perucTpaljiOHHOM [0Cbe Ha 3aperdCTpHpOBaHHbIN JeKapCTBEHHBIM IpernapaT AJisi
BeTepUHApHOr0 TpPUMeHeHus, W3MeHeHWH, TpeOymoLMX IpOoBe/leHHs SKCIIePTU3bl J1eKapCTBEHHOTO
Cpe/CTBa, WM W3MEeHeHW, He TPeOYIOIIMX TPOBeJeHHs] SKCIepTU3bl JeKapCTBEHHOTO CpefcTBa. B
c/lyyae HeoOXOJUMOCTH W3MEHEHHs CBeJieHHH, CO/Iep)KAIlUXCsS B PErMCTPALIMOHHOM Y/JOCTOBEPeHHU
JIeKapCTBeHHOr0 Tiperapara /il BeTepMHapHOIO NPUMEHEeHHs], C 3asiB/IeHHWeM, YKa3aHHbIM B yacTu 1
HacTosilllell CTaThM, 3asBUTE/Ib BIIpaBe TPeACTaBUTh 10 COOCTBEHHOM WHUIMATHBE PEKBU3UTHI
JOKYMeHTa, IO/TBep)KAAOLero yrjaTy rocy/apCTBeHHOM MOLIMHBI 3a BblJauy perucTpaliiOHHOIO
y[IOCTOBepeHUs JIeKapCTBEHHOTO TIiperapaTta. 3asBUTeNb BIIpaBe IIPeACTaBUTh II0 COOCTBEHHOM
VHULIMaTUBe CBeZIeHHUs O JIMLIeH3UsIX, YKa3aHHble B MyHKTaX 1 U 2 yacTu 1 HacToslel CTaTby, a Takxke
Bbl/laBaeMble YIIOJJHOMOUYEHHbIMU (efiepa/ibHbIMKA OpraHaMyd MCIIOJHUTE/IbHOW BAaCTH [JOKYMEHTHI,
yKa3aHHble B TIyHKTe 3 yacTM 1 HacTosled cTaTbU. B ci1yyae HemnpezacTaB/ieHUs] yKa3aHHBIX
JIOKyMeHTOB  (CBeZleHMil) yINOJHOMOYEHHbI (efiepanbHbli OpraH MCIOJHUTE/NBHOU  B/IAaCTH
3ampanivBaeT yKa3aHHble JOKYMeHTb! (CBeJleHUsl) B MOpsiJKe MeXBeJOMCTBEHHOTO MH(OPMAaLMOHHOIO
B3aUMO/IeCTBYSI.

(B pex. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-d3, ot 30.01.2024 N 1-®3)

4. B cpok, He MPEBBIIIANUN TSTU pabourx AHEH CO JHS TIOCTYIJIEHHsI YKa3aHHOTO B uacTu 1
HaCTosIIel CTaThH 3asB/eHUs U HeOOXOAUMBIX [OKYMEHTOB, YIIOJTHOMOYEHHBIM (efepaibHbIli OpraH



WICTIOJIHUTE/IbHOM BACTH:
(B pen. PenepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

1) mpoBOAUT MPOBEPKY MOHOTHI U JOCTOBEPHOCTH CBeJ€HUM, COZep KallluXCsl B IpeJCTaBIeHHbIX
3asBUTe/IEM JOKyMeHTaXx;

2) TpUHMMaeT pelleHWe O TPOBeJEHWHU SKCIIepPTU3bl JIeKapCTBEHHOTO CpeAcTBa /s
BeTepUHAapHOI0 MpUMeHeHHs UM 00 0TKase B ee NPOBe/|eHNY;

3) HampaB/sfeT [OCPeACTBOM €[MHOrO0 IOopTaja 3asBUTeI0 TOANMCAaHHOE YCU/IeHHON
KBa/IM(ULIMPOBAHHOW 3/IeKTPOHHOM TMOJMUCHI0 yBeJOMJIeHHe O TPHUHATOM pelleHud WM B Cilyuae
NPUHSATHSL pellleHuss 00 OTKa3e B TIPOBeJEHUM SKCIepTU3bl JIEKapCTBEHHOTO CpPeACTBa IS
BeTePUHAPHOI0 NTPUMEHEeHUs C yKa3aHWeM MPUYMH TaKoro OTKasa.

(B pegn. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

4.1. B ciiyuae BbISIBJIEHUS] HEZJOCTOBEPHOCTU U (U/IM) HEJOCTAaTOYHOCTH CBeJeHUM, COep Kalluxcsi
B TIpe/ICTaB/IeHHbIX 3asBUTe/IeM MaTepuasax, YIoJIHOMOUeHHbIN deepanbHblii OpraH UCIIOMHUTeTbHON
B/JIACTH HarpaB/sieT TIOCPeJCTBOM €[WHOTO TOpTaja 3asBUTEIO0 3arpoC 00 yTOUHEHWM YKa3aHHBIX
CBeJIeHUi, TIO/IMMCaHHbIN yCUIeHHOW KBa/TU(ULMPOBAHHOM 3/1IEKTPOHHOM MOATUCHIO.
(uactn 4.1 B pep. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4.2. 3asiBuTenb o00s3aH HamNpaBUTh TIOCPEJCTBOM €AMHOTO TIOpTaja B  YIIOJIHOMOUEHHbIN
(denepanbHbli OpraH MCIOJHUTENBLHOM B/IaCTA TIOANMCAHHBIA yCUIeHHOW KBaJU(HUI[MPOBAaHHOU
3/IeKTPOHHOM TIOJINMCBHI0 OTBET Ha 3arpocC YMOJHOMOYEHHOro (eJiepaJbHOTO0 OpraHa WCIOJIHUTEeNbHON
BJIACTH B CPOK, He TIPEBBLIIIAIOIINN ZEeBIHOCTa pabouux AHeW CO JHS TO/yueHHs YIOJTHOMOUYEHHBIM
¢denepasbHBIM  OPraHOM — MCIIOJIHUTEbHON BACTM  3/IEKTPOHHOTO  yBEeJOMJIEHUS O TOJyuyeHU!
3asiBUTesieM  JaHHoro 3amnpoca. Cpoku, yKasaHHble B yactd 1.1 Hacrosiued  cTaThb,
MIPUOCTAHAB/IMBAIOTCS CO [HS HarpaB/ieHUsl TIOCPeJCTBOM eJUHOTO TOpTaja 3asBUTEeNI0 3arpoca
YIIOJTHOMOYEHHOT0 (pefilepa/ibHOTO OpraHa WCIOJIHUTEeIbHOM B/IaCTH 10 JHS HarpaB/eHUs T0CpeACTBOM
eIMHOT0 TIOpTasia B yIIOJTHOMOUEHHbIN (pe/iepaibHbIid OpraH UCIIOHUTeIbHOW B/IaCTU OTBETA Ha JaHHbIN
3arpoC ¥ He YYMUTHIBAIOTCS MPH MCUMCIEHUM CPOKAa TMPUHSATHS pellleHds O BHECEHUM H3MeHeHWN B
JIOKYMEHTBI, COfiep)Kall[hecsi B PerucTpaliOHHOM J0Che Ha 3aperMCTPUPOBAHHBIN JiIeKapCTBEHHbBIN
rperapar JJisi BeTepMHApHOTO TpuUMeHeHUs. B ciyyae, ecii OT WMeHM 3asiBUTessi [1eHCTBYyeT ero
npeficTaBuTeNb ((usmyeckoe JUI0), YIOJHOMOYEHHBIM [eHCTBOBaTb OT UWMEHHU 3asiBUTe/isd Ha
OCHOBaHUM JIOBEPEHHOCTH B 3/IEKTPOHHOU (popMe B MallIMHOUMTAaeMOM BH/ie, OTBET Ha 3allpOC MO’KET
ObITh TMOAIMCAH YCWIEHHOW KBaJM(PUIIMPOBAHHOW 3JIEKTPOHHOW TIOAMMCHI0 JIMOO  YCUIeHHOU
HeKBaU(pULMPOBAaHHOM 3/1IeEKTPOHHOU MOJITUCHIO.

(B pex. ®enepanbHbix 3aKOHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHoBaHMeM /[yisi OTKa3a B TIPOBeIEHMM SKCIIePTH3bl JIeKapCTBEHHOI'O CpejCTBa [ijIs
BETEPUHAPHOTO TPUMEHEHUs SIB/ISIeTCs TIpe/iCTaB/ieHre [JOKYMEHTOB, YKa3aHHBIX B uacTsax 1 u 3
HacTosiIIel CTaThby, B HETIOJHOM 00beMe WM OTCYTCTBHE B MPE/ICTaBIeHHBIX JOKYMEHTAX J0CTaTOUHbBIX
CBe/IeHUM, TIOATBEPXK/JAIOIIUX HeoOXOAUMOCTb BHECEHUs W3MeHEeHW, JiM00o HerpejcTaBieHne
3asBUTe/IeM B YCTAHOBJIEHHBIM CDPOK OTBeTa Ha yKa3aHHbIM B uacTu 4.1 HacTosiied CTaTbd 3ampoc
YTIOJIHOMOY€EHHOr0 (hefiepa/ibHOrO OpraHa UCIOJHUTETbHOM B/IACTH.

(B pea. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcrepTy3a J1eKapCTBEHHOIO CpeJCTBa [/ BeTEPUHAPHOIO MpPHMEHeHUs! B Lie/iIX BHeCeHUsl
VM3MeHeHHH B [OKYMEHTbI, COJep)Kalliecsi B DPErMcTpalMOHHOM [0Chbe Ha 3aperucTpUpOBaHHbBIN
JleKapCTBeHHBIM  TIperapaT /il BeTepUHApPHOTO TIPUMEHeHHsl, OCYLIeCTB/sSeTCs B TOPSJKE,



YCTaHOBJIEHHOM CTaTbel 24 HacTtosiero dejepanbHOro 3aKOHa.

6.1. B cpok, He MpeBbILIAOIMI NISTH pabounx JHEH CO AHS HampaB/IeHHs TIOCPe/ICTBOM eUHOTO
ropTasia B YIIOJTHOMOYEHHBIN (e/iepabHbIi OpraH MCIOMHUATEIbHOW B/IACTU MOANKMCAHHOTO yCUIEHHOU
KBaJTM(ULIMPOBAHHOW 3/IeKTPOHHOW TMOAIKMCHIO 3aK/IF0UeHUss KOMHUCCHM SKCIepPTOB IO pe3y/bTaTam
yKa3aHHOM B YaCcTUM 2 HaCTOSILeN CTaTbU 3KCIEepPTU3bl, YIOJHOMOYEHHBIN (Qe/epaibHblii OpraH
VICTIO/THUTE/IbHOW B/IaCTH:

(B pen. @enepanbhbix 3akoHOB oT 02.08.2019 N 297-@3, ot 30.01.2024 N 1-®3, ot 31.07.2025 N
304-D3)

1) npuHUMaeT pelleHWe O BHECEHUM U3MEHeHUM B JOKYMEHThl, COZep’Kaljuecs B
PerucTpalMOHHOM JI0Chbe Ha 3aperMCTPUPOBAHHBIN JIeKapCTBEHHBIM Tpernapar [ijisi BeTepUHAapPHOTO
TpUMeHeHus], U1 006 0TKa3e BO BHECEHUU TaKUX U3MeHEeHUH;

2) BHOCUT B TOCYZJApCTBEHHBI DeeCTp JIeKapCTBEHHBIX CPeJCTB Ha OCHOBAHUM peLleHUs O
BHECEHWM W3MEHeHUWM B  JIOKYMEHTbl, CoOJepKalljdecss B  PerucTpalMOHHOM JloCbe  Ha
3apervCTPUPOBAHHBIN JIeKapCTBEHHBIN TIperiapar [Jisi BeTepUHApHOrO TpHUMeHeHHs, Heo0XOoJuMble
V3MeHEeHUsT;

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

3) BHOCHUT B TOCYy/lapCTBEHHBIN peecTp JeKapCTBEHHbIX CpeJCTB B Ciyuyae HeoOX0AWMOCTH
M3MeHeHUs1 C COXpaHeHVeM TeKylllero HoMepa 3alMCU B roCy/JapCTBEHHOM peecTpe JieKapCTBeHHbIX
CPeZICTB U HaIpaBJIsieT 3asiBUTEJTI0 TTOCPEeICTBOM €JUHOTO TIopTasia WK B JIMUHBIA KaOWHeT 3asiBUTesIs B
e[JMHOW CHCTeMe BBIMUCKY K3 TOCY[apCTBEHHOTO peecTpa JIeKapCTBEeHHBIX CPe/CTB, MOJAMNUCAHHYIO
yCUIEHHOU KBa/TM(ULIMPOBAHHOMW 3/1eKTPOHHOM MOATKUCHIO.

(n. 3 B pex. PegepanbHOro 3akoHa ot 31.07.2025 N 304-D3)
(uactb 6.1 BBefieHa DesiepanbHBIM 3aKOHOM OT 22.10.2014 N 313-D3)

6.2. B c1yuae BHeceHUs] M3MeHeHWH B [JOKYMEHTBI, CO/ieprKalljiecss B perucTpalOHHOM [JOChe Ha
3aperuCTpUpPOBaHHbIM JIeKAPCTBEHHBIM TIperapaT /[jisi BeTepUHApHOTO TPUMEHeHUs, B 4YacTH,
Kacarwoulencss W3MeHeHWss W (WiIM) [OMOJIHEHWS TIPOWU3BOACTBEHHOM TIIOL[AJKWA JIeKapCTBEHHOIO
rpernapara, Mpu Npe/iCTaB/IeHUY 3asiBUTe/IeEM B COOTBETCTBUM C MYHKTOM 3 yacTy 1 HacTosier CTaTbu
KOTUU pellleHus] YIOoJTHOMOYeHHOTo defiepasbHOTO OpraHa HMCTIOJHUTENLHOM B/IaCTH O TMPOBeEeHUH
WHCITEKTUPOBAHUS TIPOU3BOAUTEISI JIeKapCTBEHHBIX CPeJICTB CPOK, yKa3aHHbIM B yacTu 6.1 Hacrosiei
CTaTbU, MPUOCTaHABIUBAETCS CO JHS MOIYUYEHUs 3aK/IFOUEHUs] KOMUCCUU SKCIEePTOB 10 [HS MPUHATHUS
YTIOJTHOMOYEHHbIM (heZiepasibHbIM OpPraHOM WCTIOTHATE/ILHOW BJ/IaCTU pellieHHs O Bbilaue WK 00 OTKase
B BbIJjaue 3aK/IIOUEHHsI O COOTBETCTBUM TTPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSIM TIPAaBUIT
Ha/lIeXkalleld Mpou3BO/JCTBEHHOM TIPAKTHKH, HO He O0/iee 4eM Ha CTO BOCEMBIECAT PabOUMX JHEH.
(uactb 6.2 BBefieHa DesiepanbHbIM 3aKoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHMEM /[jisI OTKa3a BO BHECEHWM W3MEHEHWM B [OKYMEHTbI, COjepsKaliuecs B
PEerucTpaliioOHHOM [I0Cbe Ha 3apervCTPUPOBaHHBIN JiIeKapCTBEHHBIN TpernapaT [ijis BeTepHHapHOTrO
TIpUMeHeHUs], B C/Ty4asiX, He TpeOyoIUX MpoBejeHNsT SKCIIePTH3bI JIEKADCTBEHHOT'O CPeJICTBA, SIBJ/ISETCS
TIpe/iCTaB/ieHre JIOKyMEHTOB, YKa3aHHbIX B UacTsaX 1 ¥ 3 HaCTOsAIIed CTaTbd, B HETIOJTHOM 00beMe WU
OTCYTCTBHE B TPe/CTaB/IeHHbIX JOKYMEHTaX CBe/IEHUM, KOTOPbIE O/DKHBI ObITh B HUX OTPa’KeHbI, MO0
HeTipe/ICTaB/IeHNe 3asiBUTe/IeM B YCTAaHOBEHHbI CPOK OTBeTa Ha yKa3aHHbIM B uacTu 4.1 Hacrosiiei
CTaThU 3arpocC yIoJHOMOYeHHOro (efiepa/ibHOr0 OpraHa UCIIO/THUTETbHOM B/IaCTH.

(uactb 7 B pes. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM [Jisi OTKa3a BO BHECEHWU H3MEHEHWN B [JOKYMeHTbI, COJep)Kalllyiecs B



pervcTpalvoHHOM [J0Cbe Ha 3apervuCcTpUpPOBaHHBIA JIeKapCTBEHHBbIN mMperapar [jisi BeTepHHapHOI0
TIpUMEeHeHUs, B C/IydasiX, TPeOYIOIIMX TPOBe/IeHHsI SKCIIePTH3bI JIeKapCTBEHHOTO CPEJICTBA, SIBJISETCS
3aK/H0UYeHHe YIOJIHOMOYEHHOro (efiepalbHOTO OpraHa WCIOHUTENbHOW BIaCTM O BO3MOXXHOCTHU
CHIKeHHsI 6e30MacHOCTH, KauecTBa, 3((heKTUBHOCTH JIEKAPCTBEHHOT'O TIperapara BC/IeZICTBUE BHECEHUS
W3MeHeHHW:d B  yKa3aHHble [JJOKYMEHTbI, OTKa3 YIOJHOMOUYeHHOro (eZiepalbHOrO  OpraHa
WCIIOJIHUTE/IbHOM B/IaCTU B BblJjaue 3aK/IOUEHUs] O COOTBETCTBUM TPOW3BOJUTEJISI JIeKapCTBEHHBIX
cpeACTB TpeOOBAaHUSM MPaBWJI HajljeXKallleld TIPOU3BO/[CTBEHHOU MPAKTUKH B C/Ty4yae U3MeHeHUs U (WJTH)
JIOTIONTHEHUsI TIPOU3BO/ICTBEHHOM TUIOIIAJKWA JIeKAapCTBEHHOTO TiperiapaTa, ecjiud IPOM3BOJCTBO
JIeKapCTBEHHOT'0 TIperiapara [yjii BeTepUHApHOrO TPUMEHEHUsl OCYIIeCTB/seTCsl 3a IpeZe/laMu
Poccuiickoii @efiepaliu, UM OTCYTCTBHE 3TOTO 3aK/TFOUeHUS.

(uactb 7.1 BBefieHa ®esiepanbHbIM 3akKoHOM OT 04.06.2018 N 140-D3)

8. Homyckaercsi obpailjeHue JieKapCTBEHHBIX TperapaToB [ijisi BETEPUHAPHOTO TPUMEHEHUs [0
HCTeueHUs CPOKA r'OJHOCTH, MMPOM3Be/IeHHbIX B TeUeHHe CTa BOCbMU/IECSTH IHEH TI0C/Ie JaThl IPUHSATHS
YIOJTHOMOYEHHbIM (hefiepabHbIM OpPraHOM UCITOJTHUTETbHOM BJ/IACTU PeIleHrs] 0 BHECEHUU WU3MeHeHUH
B [JIOKYMEHTbI, coOJiepKallliecss B PperucTpaljuOHHOM [IOCheé Ha JIeKapCTBEeHHBIM TMperapar, B
COOTBETCTBUM C UH(OpMalUel, cojepskaieiics B [JAOKyMeHTaX perucTpaldoOHHOTO [oCchke Ha
JIeKapCTBEeHHBIH Mperiapar [0 AaThl MPUHSATHS TAKOTO PelleHusl.

(uactb 8 B pes. PenepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumeuanue.

O Bo3MOXHOCTH OOpareHrss B PP jeKapCTBeHHBIX TperapaTtoB I10C/Ie MPUHSATHS pelleHds 00
OTMeHe TOCPeTrMCTPal[Mi U UCKIFOUEeHHBIX U3 peecTpa (hapMaljeBTHUeCKUX CyOcTaHImid cM. cT. 4 3
ot 30.01.2024 N 1-®3.

CratbA 32. OTMeHa rocyapCTBeHHOI perncrpayum eKkapcTBeHHOro npenapara

PemteHne 06 OTMeHe TOCYZIapCTBEHHOM PerucTpariiy JeKapCTBEeHHOTO Tperapara U UCKIF0UeHUH
JIeKapCTBEHHOTO TIperiapata M3 TroCy/JapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPeJCTB TMPUHUMAETCS
YIO/JITHOMOYEHHBIM (e/iepabHbIM OPraHOM MCITOJIHUTE/TbHOM B/IaCTH B C/Tydae:

1)  mpencraBfeHWss ~ COOTBETCTBYIOLIUMM  YIIOJTHOMOYEHHbIM  (eZiepa/ibHbIM  OpPraHOM
WCTIOJTHUTE/IbHOW BJIAaCTH 3aK/IFOUeHHsi O pUCKe WA 00 yrpo3e 3/0pOBbIO, >KW3HM UeOBeKa WM
JKUBOTHOTO TIPH TIPUMEHEHWU JIeKapCTBEHHOTO TperiapaTa, MpeBhIaimX ero 3Gp¢eKTUBHOCTD, IO
pe3yJibTaTaM OCYILeCTB/ISIEMOr0 UM MOHHUTOPHHTA 0e30T1aCHOCTH JIeKapCTBEHHOTO TIperiapara;

2) mojauM Jiep)kaTeseM WM Biaje/blieM PervcTpaliOHHOIO YAOCTOBEpeHUsl JIeKapCTBEHHOTO
rperiapata WIA YIOAHOMOYEHHbIM WM [JDYTMM OpUAWYECKUM JIMLIOM 3asiBjieHUss 00 oTMeHe
roCy/lapCTBEHHOM  perucTpaljui  JIeKapCTBEHHOTO  [pernapaTra,  IOJANMCAHHOTO  YCUJIEHHOW
KBa/IM(ULIMDOBAHHOM 3/71eKTPOHHOM TMOJAMNMCHIO, TIyTeM €ero HarpaB/eHusi IOCPeJCTBOM eAUHOI0
ropTajia B yIOJHOMOYEHHbIM (e/iepasbHbIi OpraH WCTIOTHUTEbHOW BACTH WM JIMUHBIA KaOWHET
YTIOJITHOMOYEHHOr0 (pe/lepaJbHOro OpraHa WCIOJHUTeIbHOM BAaCcTH B eJUHON cucteMe. B ciyuae, eciu
OT UMeHHU Jiep)KaTesisl UK BJafiesiblia pernCTPaljMOHHOrO y/OCTOBEPEHUs JIeKapCTBEHHOr0 Ipernapara
JIeiCTByeT ero TipeAcTaBuTe/Nb ((pu3nueckoe JULI0), YIIOJHOMOYEHHBIM [eCTBOBaTb OT WMeEHHU
Jlep)katesiss WIM BjaJiesiblia PerucTpaliOHHOrO YZOCTOBepeHusl JIeKapCTBEHHOrO IiperiapaTa Ha
OCHOBAHMU JIOBEDEHHOCTH B JIEKTPOHHON (hopMe B MalllMHOUMTAaeMOM BHU/e, 3asiBjieHHe 00 OTMeHe
rOCyJJapCTBEHHOM pPerucTpaluy JIeKapCTBEHHOTO TIperiapata MOXKeT OBITh TOAMHUCAHO yCUIeHHOU
HeKBaMU(pULMPOBAaHHOM 37IeKTPOHHOW TIOJTIHUCHIO;

(B pen. ®denepanbHbix 3aKOHOB OT 22.12.2014 N 429-@3, ot 30.01.2024 N 1-®3, or 31.07.2025 N



304-D3)

KoucynbranTllntoc: npumeyanue.
C 01.01.2026 . 3 - 6 cT. 32 He pacIpOCTPAHAKOTCA Ha IPaBOOTHOLLIEHMs, BO3HUKAIOLKe IpU
oOpalljeH1H JIeKapCTBEeHHBIX CPeZCTB [i/isi MeauliuHCKOTo npuMeHeHus (P3 ot 30.01.2024 N 1-D3).

3) HenoATBep’KJeHUsl TOCY,apCTBEHHOM perucTpaluu JieKkapCTBeHHOI0 Tpernapara 1o UCTeYeHHH
CpOKa JIeMCTBUS pernCTPaljMOHHOrO YA0CTOBEPeHus, BbIJaHHOIO Ha IISITh JIeT;

4) HerpejCTaB/ieHUs] 3asBUTesleM MWHQOpMaL[MK, KOTOpas MOJKeT TioB/eub 3a Coboit
He0OX0/IMMOCTh BHECEeHUsI W3MeHeHWM B JIOKYMEeHTbhI, COJiepXKalljiecss B PeruCTpaljiOHHOM J0Che Ha
3aperuCTPUPOBAHHBIA JIeKAaDCTBEHHBIN TIperapar, B TeueHWe TPUALIATH pabouux [gHeW co [HsA
HaCTYTJIEHUS] 3TUX U3MeHeHUl;

5) OCyllecTB/IeHUsl TOCY[ApCTBEHHOM perucTpaliy JIeKapCTBeHHOIO Iperniapara I0f, TOPrOBBIM
HavMeHOBaHWeM 3aperiCTpUpPOBAHHOIO paHee II0J, 3TUM TOPIOBbIM HaWMeHOBAaHWEM JIeKapCTBEHHOI'O
riperiapaTa, OT/IMYaroIlerocs KaueCTBeHHbIM COCTaBOM JIeMCTBYIOLLMX BelleCTB;

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

6) ocylecTB/IeHHsI TOCYZAPCTBEHHOW pPerucTpaluu OHOTO U TOTO ’Ke JIeKapCTBEeHHOTr' O Mpernapara
B OTHOIIEHWW OJHOTO W TOTO K€ JeprkaTess WU Bjafesblia PerucTpaljioOHHOTO YAOCTOBEpeHHs
JIeKapCTBEHHOTO TIperiapaTa B BUJe /ABYX W 0Oojiee jieKapCTBEHHBIX TPerapaToB T0J, Pa3nYHBIMU
TOPrOBbIMU HAaUMEHOBAHUSIMY;
(n. 6 B pex. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BbIHeCeHWs CyJOM pelleHus] O HapylleHWM TipaB MpaBoobsajaTensi 0OBEKTOB
VHTeJIeKTyaTbHOM COOCTBEHHOCTH MPU 00pallleH!H JIeKapCTBEHHBIX CPEe/ICTB;

KoncynbrauTtlIntoc: ippumeyaHue.
C 01.01.2026 1. 8 cT. 32 He pacrpOCTPaHseTCs Ha TIPaBOOTHOIIIEHHS], BO3HUKAOII[He TTPY 00palieHuH
JIeKapCTBEHHBIX CPeJCTB AJ1s1 MeAULMHCKOro ripuMeHenust (@3 ot 30.01.2024 N 1-P3).

8) oTCyTCTBUs JIeKapCTBEHHOTO TIperapaTa B oOparieHun B Poccuiickoii denepariiv B TeueHHe
Tpex u bosee JieT;
(n. 8 BBezieH PefepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBbINIOJIHEHUS]  Jlep)KaTejieM WM BjaJiefiblieM  PervcTpPalMOHHOr0  yAOCTOBepeHust
JIeKapCTBEHHOTO Tiperapara b0 yroJHOMOYeHHbIM UM IDYTUM FOPUJUUECKUM JIULIOM MepOTpPHUSTHIA
rno obecrieyeHHWt0 0e30TIACHOCTU JIeKAPCTBEHHBIX TIpPeraparoB, YCTAaHOBJEHHBIX YIOJTHOMOYEHHBIM
(degepanbHBIM OpPraHOM MCIOJHUTETBHOM BJAaCTM B COOTBETCTBUM C dYacTaMu 3 W 4 crtaThu 64
HacTosiero ®eepanbHOro 3aKOHa, B paMKax OCYIeCTB/IeHUs (h)apMaKOHa/130Da;

(n. 9 BBesieH PefepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) otkasa [JepkaTens WM Bjajeblid PErMCTPALMOHHOIO YAOCTOBEPEHUsl JIeKapCTBEHHOIO
riperiapara 100 yIOJHOMOYEHHOI0 MMM JPYroro HOPUAMUeCKOro Jvija OT BHeCeHWs W3MeHeHHi B
VHCTPYKLIMIO TI0 TPUMEHEHUI0 JIeKapCTBEHHOro IiperiapaTa, KacaroIUXCsl HOBBIX MOJATBEP)KAEeHHBIX
JJaHHBIX O TOM, UTO PUCK MPUUMHEHUs BpeJa 3/I0POBbI0 UesioBeKa WX KUBOTHOTO BCJIeACTBUE TIpHeMa
JleKapCTBEHHOT 0 Tperiapara rnpeBbiiiaeT 3(h(eKTUBHOCTb ero MprMeHeHUsl.



(. 10 BBegieH PeziepaibHBIM 3aKOHOM OT 22.12.2014 N 429-03)
Crartba 33. FlocyaapCcTBEHHbIN peecTp /IeKapCTBEHHbIX CpeacTB

1. TocymapcTBeHHbIM peecTp JieKapCTBEHHBIX CPeJICTB COZEP)KUT TepeueHb JieKapCTBeHHbIX
TIperaparos, TMPOLIeJIINX TOCYAapCTBEeHHYH0 PeruCTpaLio, repeueHb apMaljeBTUuecKux CyOcTaHLnH,
BXO/SILLIMX B COCTaB JIeKAPCTBEHHBIX MPerapaToB, U Ceylolly0 HH(OPMaLI1O:

1) B OTHOLLIEHUHU JIeKAPCTBEHHBIX MpernapaToB:

a) HaVMeHOBaHWe JIeKapCTBEHHOrO Iiperniapara (Me)XAyHapoJHOe HelaTeHTOBaHHOE, WJIU
IPYNNUPOBOYHOE, UM XMMHYECKOe M TOPrOBOe HaMEeHOBaHMS);
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) ynekapcTBeHHast (hopMa C yKa3aHHEM JI03MPOBKH JIeKapCTBEHHOTO TIperapara U ero KOoJii4yecTBa
B TIOTPeOUTETCKOM YTIaKOBKE;

B) HaVIMEHOBaHMe JieprKaTe/isi Uv BiaJie/blia PErUCTPALMOHHOTO y/I0CTOBEPEHUS JIEKAPCTBEHHOTO
riperiapara u CBefleHUsl O pervMCTpaLyu Jiep)kaTessi Wiv Biajesblia PeruCTPaLOHHOIO YA0CTOBepeHus:
JIeKapCTBEHHOI0 Tperapara /ijisi MeJULIMHCKOr 0 MPUMeHEeHHs B KaueCTBe Ha/IororsiaTesbliMKa B CTpaHe
perucTpauuu (/51 pPOCCUMCKUX FOPUAUUeCKUX JIULL - UAeHTU(hHKALMOHHbIM HOMep HaJlororjiaTe/bIIvKa
(MHH), pana  WHOCTpPAHHBIX  HOPUAMYECKWMX JIML[ - CTpaHa perucTpauyy, HavMeHOBaHUe
PervcTpUpyHollero opraHa, peruCTpalMOHHbIM HOMED, KO/] HaJlororyiaTe/lbIIUKa B CTpaHe PerucTpauyu
(MHKOpIIOpAl[MK) WM ero aHasor);

(nm. "B" B pex. PenepanbHOro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMeHOBaHUe U a/ipeC TTPOM3BO/INTe/Isl IeKapCTBEHHOTO TIperapara U CBeJleHUs O perrcTpaLyn
MIPOM3BO/IUTE/S  JIEKADCTBEHHOTO —Tperaparta [ijis  MeJUIMHCKOTO TpUMeHeHWss B  KauecTBe
HajororjiaTtefpliuka B  CTpaHe peructpayuu (4 POCCUMCKUX — HODUAWYECKUX UL -
HJeHTU(UKaAI[MOHHBIM HOMep Hanororuiatesnbiiuka (MHH), ans wHOCTpaHHBIX HOPUAWUECKUX JIWL] -
CTpaHa perucTpalyy, HavMeHOBaHWe PperucCTPUPYIOLero OpraHa, pPerucTpalMOHHbI HOMeEp, KO
HaJIorornJiaTe/bl{MKa B CTpaHe perucTpauyy (MHKOPIOpaLyK) WK ero aHajor);

(nm. "r" B pex. @epepanbHOro 3akoHa ot 28.12.2017 N 425-03)

by (hapmakoTepaneBTHUECKasT rpyrma, KOZI JIeKapCTBEHHOT O TriperiapaTa 1o
aHaTOMO-TepareBTUYeCKO-XUMHUUeCKOU KlaccuduKaliy, peKoMeH1J0BaHHON BceMypHOU opraHu3alyei
3/IpaBOOXpaHeHus;

(nm. "n" B pen. denepanbHOro 3akoHa oT 22.12.2014 N 429-03)

e) MoKa3aHus ¥ MPOTUBOIOKA3aHUs K PUMeHeHHI0 JIeKapCTBeHHOT O Mperiapara;

’K) MoOOUHbBIe eUCTBUS JIeKAapCTBEHHOTO TIperapara;

3) CPOK I'0/THOCTH JIeKapCTBEHHOT'O TperapaTa;

1) YCJIOBUSI XpaHeHUs1 JIeKapCTBEHHOT 0 Mperapara;

K) YCJIOBUSI OTITyCKa JIeKapCTBEHHOTO TIperapara;

1) HoMmep dapMakorelHOM CTaTbd WIM B C/y4yae ee OTCYTCTBUS HOMEep HOPMaTUBHOMU



JIOKyMeHTal[uH JTUO0 HOPMaTUBHOTO JOKYMEHTa;

M) Jara roCyJapCTBEHHOM perucTpalyM JIeKapCTBEHHOrO MperapaTa M ero perMcTpaljuOHHbIN
HOMep, JjaTa 3aMeHbl PeTMCTPALMOHHOTO YAOCTOBEpPeHHs JIeKapCTBEHHOTO TperapaTta Ha OeccpouHoe
pervcTpalyoHHOe — YZ0CTOBEpeHMe JIeKapCTBeHHOIO IiperiapaTa, Jara I[I0fiaud  3asB/eHds O
MO/TBEPXK/IEHUU TOCYJapCTBEHHOW PperucTpaluy JIeKapCTBEHHOrO IiperapaTa, Jara OTMEHbI
roCy/,apCTBEHHOM pervucTpaly jJeKapCTBeHHOr 0 Iperapara;

(B pea. @enepanbHOro 3akKoHa ot 22.12.2014 N 429-D3)

H) KaueCTBEHHBIM COCTaB M KOJMUECTBEHHBIM COCTaB [EeWCTBYIOIIMX BeleCTB M KauyeCTBEHHbIN
COCTaB BCIIOMOraTe/IbHBIX BelleCTB JIeKapCTBEHHOIO IIperapara;
(nm. "H" BBeJjeH PeiepasbHBIM 3aKOHOM OT 22.12.2014 N 429-03)

0) uHdopMariusi 060 Bcex pa3pellieHHbIX BUJ[aX BTOPUUHOU (TTOTpebUTeTbCKOM) YIIaKOBKY;
(nm. "o" BBesieH PesepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

M) JaTa TPUHATHS pelleHus] 0 BO3MOXXHOCTM pacCMaTpuBaTh JIeKapCTBEHHbIN IpernapaTr Ipu
roCy/lapCTBeHHOW perucTpalydd B KauecTBe Op¢aHHOrO JieKapCTBEHHOro Tmperapara (s
JIeKapCTBEHHBIX MperapaToB /i MeJULIMHCKOTO MPUMeHeHUs1);

(nm. "n" BBemeH PenepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. PefepaqbHOrO 3aKOHa OT
27.12.2019 N 475-®3)

p) Haauuue JIeKapCTBEHHOrO TiperiapaTa B TepeuyHe >KW3HEeHHO HeOoOXOAMMBIX U Ba)KHEMIINX
JleKapCTBeHHBIX TpernapaToB (Z/1s1 leKapCTBEHHBIX TIperapaToB /i MeJULIMHCKOTO NPUMeHEeHUs);
(nm. "p" BBesmeH PemepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3; B pen. ®@enepasbHOrO 3akOHa OT
27.12.2019 N 475-®3)

C) Ha/lMuue B JIeKapCTBEHHOM MperapaTe HapKOTUUeCKUX CPeZCTB, IICUXOTPOITHBIX BEIeCTB U UX
MPeKypcopoB, MOJ/eXallluX KOHTpPo/to B  Poccuiickoit ®epepaijid, B  COOTBETCTBUU C
3aKOHO/laTeNbCTBOM  Poccuiickot  @ezepalii, MeXAyHapOJHbIMH  JloroBopamMu  Poccuiickoit
®enepalyiy, B TOM unciie EAMHON KOHBEHIIMeM 0 HapKOTHUYeCcKUX cpefctBax 1961 roma v KoHBeHiuei
0 NICUXOTPOIHBIX BellecTBax 1971 roga;

(nm. "c" BBefeH PeiepasbHBIM 3aKOHOM OT 22.12.2014 N 429-03)

T) uHbOpMAI[Usi O TOM, SIBJSI€TCS JIM [JaHHBIM JiIeKapCTBeHHBIN TiperiapaT pedepeHTHbIM
JleKapCTBEHHBIM IperiapaTom;
(nm. "T" BBegeH PenepasbHBIM 3aKOHOM OT 22.12.2014 N 429-03)

y) CBefieHMsI O Tofiaue 3asiB/ieHWss O BHECEHWM H3MeHeHHM B JIOKYMEHTBI, CO/ieprKalliiecs B
PerucTpariiOHHOM /IOChe Ha JIeKapCTBeHHBIH Mperapar;

mnwe

(nm. "y" BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

&) yrpatun cuny ¢ 1 mapta 2020 roza. - ®@efiepanbHbiii 3akoH oT 27.12.2019 N 475-®3;

X) CPOK BBeJleHHs JIEKapCTBEHHOI'O Tpernapara /il BeTepUHAapPHOTO NIPUMEHEHHsI B TPak/jaHCKUW
?11612.[) ('?>T<:' BBeJleH PefepaibHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepasbHOro 3akKOHa OT
30.01.2024 N 1-®3)

1)) uHpOpMaLusi O TOM, SB/sSETCS JM JaHHbIA JieKapCTBeHHbIM TiperapaT oOp¢aHHbIM



JleKapCTBeHHbIM TIperaparom, UMMYHOOHOJIOTHUeCKUM JleKapCTBeHHbIM TIperaparom,
paguodapMalleBTHUeCKUM  JIeKapCTBEHHbIM  TIperapaTtoM, T'OMEOIIaTHUeCKUM  JIeKapCTBeHHBIM
rperapaToM, OMOJIOTUYECKUM JIEKAPCTBEHHBIM TIPerapaToM, BbICOKOTEXHOJIOTUYHBLIM JIeKapCTBEHHBIM
riperiapaToM, BIiepBbie 3aperuCTPHUPOBaHHBIM B Poccuiickoii defepalii B COOTBETCTBUU C HACTOSIIIM
defepanbHBIM 3aKOHOM WJIM aKTaMU, COCTaBJISIOIMMU TipaBo Coro3a;

(nm. "u" BBegeH PenepanbHbIM 3akoHOM OT 30.01.2024 N 1-D3)

2) B OTHOIIIeHUH (papMalleBTUUeCKUX CyOCTaHLIUMI:

a) HanMeHOBaHWe (hapMalleBTHUECKON CyOCTaHIuM (MeXAyHapOAHOe HeraTeHTOBaHHOe, WU
IPYyNIIMPOBOUHOE, WIM XMMHYeCKOoe M TOproBoe HaWMeHOBaHHs), (opma BbIMycKa (C yKasaHUEM
JI03UPOBKH (TIpY Ha/IMUMK), ()aCOBKU U YTIAaKOBKH);

(B peq. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

0) HaMeHOBaHHe W aJpec TIPOH3BOAUTE ST (apMalleBTUUECKOM CyOCTaHI[UH (J/1s1 POCCHUHCKUX
IOpUANUECKUX WL - UeHTU(UKalMOHHbI HOoMep Hanoromatenbliuka (MHH), ans WHOCTpaHHBIX
IOpDUJNUeCKUX  JIML - CTpaHa perucTtpaluy, HauMeHOBaHWe DerucTpUpPYIOLLero  OpraHa,
perucTpaloHHbIN HOMep, KOJ, Ha/loronsaTesibllidKa B CTpaHe perucTpalyy (MHKOPIopaLyu) Uik ero
aHasor);

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

B) CPOK TOAHOCTH (hapMalleBTUUECKOM CyOCTaHI1Y;
I') YC/I0BUSI XpaHeHus papMarieBTHUYeCKoi cyOCTaHIUY;

) HoMep dapMakorelHOW CTaTbd WM B C/ydyae ee OTCYTCTBUS HOMep HOPMaTUBHOM
JOKyMeHTaLWH MO0 HOPMaTUBHOTO IOKYMEHTa;

e) Hasmuue (papMarieBTUUeCKOH CyOCTaHIIMM B TMepeuHe HapKOTUUECKUX CPeJICTB, TICUXOTPOITHBIX
BellleCTB U UX TPEeKypCOpOB, MOJJieXKallux KOHTpo/to B Poccuiickoit ®denepaljiy, B COOTBETCTBUU C
3aKOHO/laTeNbCTBOM  Poccuiickot  @ezepauii, MeXAyHapoJHbIMH  JloroBopamMu  Poccuiickoit
®enepalyiy, B TOM unciie EAMHON KOHBEHIIMeM 0 HapKOTHUYeCcKUX cpefctBax 1961 roma v KoHBeHiuei
0 NICUXOTPOIHBIX BellecTBax 1971 roza.

(nm. "e" BBefeH PeiepasbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2. ®apmareBTUYeCKasi CyOCTaHIMsI, TPOU3BeIeHHas AJIsl peann3aljii, MOXKeT ObIThb BKJFOUEHa B
roCyJJapCTBEHHBIM peecTp JIeKapCTBEHHBIX CPeJCTB Ha OCHOBAaHUM 3asiB/ieHHs pa3paboTuvKa Wu
TIPOM3BO/INTE/ISI JIEKAPCTBEHHOT'O0 CpeJCTBa JMOO YIOJHOMOUYEHHOTO WMHU OPUJUYECKOTO JIUIa TIpU
yCJIOBUM TIPOBEZIEHHSI B OTHOIIEHWM TakoW (hapMaleBTHUeCKOW CyOCTaHIIMM SKCIepTH3bl KauecTBa
dapMarieBTHUeCKol CyOCTaHIIMU B TOPSJKEe, YCTaHOB/IEHHOM cTaThell 34 Hactosimero ®demepasbHOrO
3aKOHa. B oTHomeHuy (hapMarleBTHUECKMX CyOCTaHLMM, TIPOW3BEJEHHBbIX [/ pean3alud, B
roCy/JapCTBEHHOM peecTpe JieKapCTBEeHHBIX CPeZICTB COAEePKUTCS ClieAiytoliiasi MHpopMaLusi:

1) HaummeHoBaHue (hapMalieBTHUeCKOl cybOcTaHIuM (MeXKAyHapoJHOe HelaTeHTOBAaHHOe, WU
IPYNNUPOBOYHOE, WM XUMHUECKOe M TOProBOoe HauMMeHOBaHUs), (opma BbIllycka (C yKa3aHHeM
JI03UPOBKM (TIpU HaMMuMK), (PAacOBKU U YTIAKOBKK);

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

2) HaMeHOBaHuUe, ajipec TPOU3BOAUTENS dhapMalleBTUUeCKol CyOCTaHIIMY, a TAK)Ke B OTHOIIIEHUH
JIEKapCTBEHHBIX CPEJCTB [Jid MeAULMHCKOrO0 MpUMeHeHUs] CBeIeHUs] O PeryucTpalydy MPOU3BOJUTEs



dapMarieBTUUeCKOl CyOCTaHIIMM B KayeCTBe HAJOTOIUIaTe/bIMKa B CTpaHe perucrpaiuu (ajis
POCCUUCKUX HOPUJWYECKUX /UL - WAEeHTU(PUKAIIMOHHBIM HOMep Hanororatensiuka (MHH), anas
MHOCTPAHHBIX FOPUAWYECKUX JIUL] - CTpPaHa pPerucTpaluv, HauMeHOBaHWe PEervuCTPUPYIOIIero OpraHa,
PEerucTpaloOHHBIN HOMeD, KO/ Ha/IororviaTe/bIUKa B CTPaHe pervcrpaluu (MHKOPIopalyul) Wi ero
aHasor);

(n. 2 B pex. PenepanbHOro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHoOCTH (hapmalleBTHUeCKOM CybcTaHInY;
4) ycnoBusi XpaHeHUs papMarieBTUUYeCKOU CyOCTaHIINY;

5) Homep (apMakoreiHoW cTaTbd /MO0 B Cjy4dae ee OTCYTCTBUS HOMED HOPMAaTHBHOMN
JIOKyMeHTaL[i1 UM HOPMaTUBHOTO JJOKYMEHTa;

6) Hasiure (hapmarieBTUUeCKON CyOCTaHLIUM B TIepeuHe HapKOTUUeCKHUX CPe/ICTB, TICUXOTPOIHBIX
BeleCTB U WX MPEKypCOpPOB, MOJJexKalux KOHTpoio B Poccuiickoit defepaniyi, B COOTBETCTBUU C
3akoHozarenbCcTBOM  Poccuiickoii  ®efepauyy, MeXAyHapoAHbIMU — AoroBopamu  Poccuiickoit
®epnepauyy, B TOM yncie ENMHOM KOHBEHLIMEW 0 HApKOTHYeCKUX cpefctBax 1961 roma v KoHnBeHLmein
0 IICUXOTPOIHBIX BellecTBax 1971 roja;

7) JaTa BK/IOUeHUs1 (papMalleBTHUeCKOW CyOCTaHIIMM B TOCY/JapDCTBEHHBIN peecTp JieKapCTBeHHBIX
CpeJICTB, /laTa BHeCEeHHUsI U3MeHEeHUM B JJOKYMeHThI (hapMalieBTUUeCKOi CyOCTaHI[MH, [laTa UCK/TIOUeHUs
dapMarieBTUUeCKOW CyOCTaHI[MM 13 TOCYJapCTBEHHOTO peecTpa jieKapCTBeHHBIX CPeiCTB.

(uactb 2 B pesi. PefepanbHOro 3aKoHa oT 22.12.2014 N 429-D3)

3. TlopsifioK BefleHMs1 TOCY/lapCTBEHHOIO peecTpa JIeKapCTBEHHBIX CPeJCTB /i MeJULIMHCKOrO
NpUMeHeHWsT U TOpSJOK BeJleHHsl TOCy/lapCTBEHHOIO peecTpa JieKapCTBEHHBIX CPeACTB  [iIs
BeTEPUHAPHOIO0 TIPMMEHeHHsl YTBep)KAaloTCs COOTBETCTBYIOILIMM YIIOJIHOMOUEHHBIM (ejiepaibHbIM
OpraHOM HCTIO/THUTE/IbHOU B/IaCTH.

Cratba 34. Bk/loueHue B rocyflapCTBEHHbIi peecTp /ieKapCTBEHHbIX CPeAcTB U
UCKJ/TIOYEeHne us rocypapcTtBeHHOro peecTpa NleKapCTBEHHbIX cpencrts
cthapmaueBTUUECKOW CyOCTaHLUMU, NPON3BEAEHHOI ANA peanusayumn
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [na BxkmoueHWs (apMarjeBTUUeCKOH CyOCTaHI[UH, ITIPOM3BEIEHHOM /i peanu3aljiu, B
roCy/1lapCTBeHHbIN peecTp JieKapCTBEeHHbIX CPe/ICTB, IPOBOAUTCS SKCIIePTHU3a ee KauecTBa.
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. JKclepTv3a KauecTBa yKa3aHHOM B uyacTd 1 Hacrosiedl craTbW (apMalieBTHYeCcKOi
CyOCTaHLIMM, COCTaB/ieHWe KOMHCCHUEH SKCIIePTOB 3aK/IFOUeHWH MO0 pe3ysbTaTaM 3TOW 3KCIepTU3bI,
MO/ITIMCaHNe WX YCUJIEeHHbIMH KBa/JM(UIIMPOBAHHBIMUA 3/IeKTPOHHBIMU TIOATMCSIMH, HarlpaB/ieHHe
JTAHHBIX 3aK/TIOUeHUN B JIMUHBIA KaOWHET yIIOJIHOMOUYEHHOro ¢ezepasbHOTO OpraHa MCITOTHUTeTbHON
BJIACTH B eJUHOM CHCTeMe OCYIIeCTB/ISIFOTCS B CPOK, He TIPeBBILIAIOIINN TPUALIATH pabounx JHel co HS
HarpaB/IeHUs] B JIMUHBIA KaOWHET 3KCIIEPTHOTO YUPEeXeHHWs B eIUHOW CHUCTeMe COOTBETCTBYIOIIErO
3a/laHus1 YTI0JIHOMOUEHHOro ¢e/iepaJbHOr0 OpraHa UCIOJHUTeIbHOM B/IaCTH, OAMCAHHOTO YCHUIeHHOU
KBa/IM(ULIMPOBAHHOM 3/IEKTPOHHOM MOAMUCHIO, U CIeYIOIIUX TOKYMeHTOB (CBeZieHUi):

(B pegn. PepepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) cBefieHust O Jare MpefoOCTaB/AeHUs] U PeruCTPalMOHHOM HOMepe JMLIeH3MM Ha IMPOM3BOJCTBO



NleKapCTBeHHBbIX CpPeACTB WM CBeJeHUsi O JiaTe TIpPeJoCTaB/ieHUs] W PerucTpaljiOHHOM HOMepe
3aK/FOUEHUSI O COOTBETCTBUM TIPOM3BOJUTE/ISI JIEKADCTBEHHBIX CPEICTB TPeOOBaHUSIM TMpaBUII
HaJjieXxallled TPOW3BOACTBEHHOW TMPAaKTUKH, BbIJaHHbIX (TIPeOCTaB/I€HHbIX) YIOJTHOMOYEHHBIM
¢benepasbHBIM OpraHOM HWCIIOJHUTENBHOM B/AacTH, B CJlyuyae, €C/IM TPOM3BO/CTBO JIeKAPCTBEHHOTO
cpezcTBa ocyiiectBisieTcsi B Poccutickoii @efiepaiinu;

(B pea. @enepanbHbIX 3aKOHOB 0T 04.06.2018 N 140-P3, ot 27.12.2019 N 478-03)

2) Komusi [JOKyMeHTa, BbIJaHHOTO YIOJHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTEIS
JIeKapCTBEHHOT'0 Cpe/ICTBa U TO/ITBEP>K/Jatolero pa3pelleHre MPOU3BO/ICTBA JIEKAPCTBEHHOT'O CPe/ICTBa,
Y ero TepeBO/] Ha PYCCKUM sI3bIK, 3aBepeHHbIe B YCTAHOBJIEHHOM TOPSiKe, a TaK)Ke KOMUS 3aK/IH0UeHus
O COOTBETCTBUM TIPOM3BOJUTE/NSI JIEKADCTBEHHBIX CPEACTB TpeOOBaHWUAM TIPaBU/I  HajleXKallen
TPOM3BO/[CTBEHHOU MPAKTHKH, BbIIAHHOTO YIIOJTHOMOUEHHBIM (pe/iepa/ibHbIM OPraHOM UCITOTHUTeTbHOM
BJIACTH, JIMOO KOMUsI pellieHUs YIIOJTHOMOYeHHOro (heZiepasbHOTO OpraHa WCTIOHUTEIbHOW BIAaCTH O
rnpoBefieHMM  ¢dapMalleBTUUeCKOW  MHCMEKMM TPOU3BOACTBA  JIeKAPDCTBEHHBIX  CPeACTB  AJis
MeIULUHCKOTO TIPUMEHEHUs] Ha COOTBETCTBHE TPeOOBAaHMSIM TPAaBU/ Haj|jlekallel TIPOU3BO/[CTBEHHOU
MpakTuKK EBpa3suiickoro s5KOHOMHYECKOTr0 COr03a. YKa3aHHbIe IOKYMeHTbI TIPeJCTaB/sSIOTCS B C/lyuae,
ec/id  TIPOM3BO/ICTBO  JIEKADCTBEHHOT'O CPe/ICTBA  OCYIIECTBJISIETCS 3a TipefienamMu  Poccuiickoit
®epeparyy;

(B pea. @enepanbHbiX 3aKOHOB 0T 04.06.2018 N 140-P3, ot 30.01.2024 N 1-®3)

3) IOKYMEHT, CojiepyKall[iii Clieyolye cBeJieHus 0 (hapmalieBTHUeCKOU CyOCTaHIuu:
a) HauMeHOBaHMe (hapMal|eBTUUeCKOW CyOCTaHI|H, ee CTPYKTYpa, 00IIye CBOWCTBa;
0) HauMeHOBaHMe U aZipec TIPOU3BOAUTEJIS;

B) TEXHOJIOTUsA MPOU3BOACTBA C OIMMCAHUEM CT(:I,Z[I/II\/JI MPpOU3BOACTBA U METOAOB KOHTPOJIA Ha BCEX
CTagusAX MPOU3BOACTBA;

I) orvcaHue pa3paboTKH IpoLjecca IPOU3BO/CTBA;

[l) OmnvcaHue KOHTpOJiI KPUTHYECKHMX CTauil Tpoljecca MPOU3BOACTBA U TMPOMEXYTOUHOU
TIPOAYKIUHY;

e) IOKyMeHTa/IbHOe MO/ TBep KAeHue (BaniaLys) MPOLieCCoB U (MIM) UX OLIeHKa;
’K) CBOMCTBA U CTPYKTYpa JeMCTBYIOIUX BeIeCTB;

3) XapaKTepUCTHKa IpUMecel;

1) crielduKanys Ha hapMarieBTUUeCKyro cyOcTaHIMIO ¥ ee 000CHOBaHHE;

K) aHa/JMTHUUeCcKue MeTOAMKH, HWCIIo/b3yeMble TP OCYILeCTBJIEHUM KOHTPOJS KayecTBa
dapmartieBTHUECKOM CyOCcTaHLINY;

J1) JOKYMeHTa/IbHOe TMOATBepXKAeHue (Balujalys) aHa/IMTUYeCKUX MeTOAUK, UCMO/Ib3yeMbIX MPU
OCYIIleCTB/IEHUM KOHTPOJISI KauecTBa (papMaljeBTHUeCKo CyOcTaHIuMY;

M) pe3y/IbTaThl aHa/IM3a cepuil (hapmarieBTHUeCKOM cyOcTaHLuy;

H) repeyeHb CTaHJAPTHBIX 00pa31[0B WU BellleCTB, UCI0/Ib3yeMbIX TIPY OCYIL[eCTB/IeHUU KOHTPOJIS



KauecTBa;
0) OIMCAHMeE XapaKTePUCTHK U CBOMCTB yITAKOBOUHBIX MaTePHaIOB M YKYTIOPOUHBIX CPe/CTB;
1) JaHHbIe 0 CTaOWUIBHOCTU (hapMal|eBTHUeCKOW CyOCTaHIUH;
P) CPOK r'O/IHOCTH;

4) OKYMEeHT, COJlep>Kall[iii CBeJieHUss O PervcTpaliiyd MPOU3BOJUTENS JIEKApCTBEHHBIX CPeJCTB
IJ1s1 MeJWLMHCKOTO TIpMMEeHEeHUs1 B KauecTBe HaJororn/aTesblijika B CTpaHe perucrpauuu (/s
POCCUMCKUX IOPUAMYECKUX JIUL] - WJeHTU(hUKaAI[MOHHBIM HoMep Hamnororuiarenbiiuka (MHH), ans
MHOCTPaHHbBIX HOPUJWYECKUX JIUI] - CTpaHa perucTpaiuy, HavuMeHOBaHWe pPervuCTPUPYIOIIero OpraHa,
pervucTpalvoHHbIA HOMep, KOJ, Ha/lororiaTebiidka B CTPaHe perucTpaiuu (MHKOPIopaiuu) Wiu ero
aHasor).
(n. 4 BBesieH PefepasibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(uactb 2 B pesi. PefepasnbHOro 3akoHa ot 22.12.2014 N 429-®3 (pea. 13.07.2015))

3. [na mipoBefjleHUs] SKCMEpPTH3bl KayecTBa YKa3aHHOM B 4YacThu 1 HacTosimleild CTaTbu
dapMarieBTUUecKol CyOCTaHI[MM 3asBUTE/b  HarpaB/seT TIOCPeJACTBOM eJWHOTr0 TopTajia B
YIOJTHOMOYEHHbI  (befepasbHbIA  OpraH  WCIIOJIHUTE/NbHONW  BJAaCTU WM JIMYHBIM ~ KaOWHET
YTIOJTHOMOYeHHOr0 (hefiepa/ibHOTO OpraHa UCIO/THUTeTbHOM B/IaCTU B eIMHON CUCTeMe:

(B pegn. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) 3asiBjieHMe O BKJ/IOUEHHWHW B TOCYZApCTBEHHBIM peecTp JeKapCTBEHHbIX CpeJCTB AaHHOU
dapMarieBTUUeCKOW CyOCTaHLIMM, TIOANMCAHHOe YCHIEHHON KBaJU(UIIMPOBAHHOW 37€KTPOHHOU
MOATKMCHI0 3asiBUTENs, a B CJ/iyyae, eCid OT MMeHMW 3asiBUTesisi [elCTBYyeT ero TmpeJCcTaBUTe/b
(dusnueckoe UII0), YIIOTHOMOUEHHBIN /1eHiCTBOBaTh OT UMEHU 3asBUTE/Isl HA OCHOBAaHUM JI0BEPEHHOCTH
B 3/IeKTPOHHOM (hopMe B MAIlIMHOUMTaeMOM BH/e, TIOANUCAHHOe ero YCUIeHHOW KBamU(PUIIMPOBaHHOM
3JIeKTPOHHOM TOATMCHIO WX YCUIeHHOW HeKBa/TM(UI[POBAHHOM 3/IEKTPOHHOM TOAIUCHIO;

(B pea. @enepanbHbix 3aKoHOB 0T 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2) peKBH3UTHI JOKyMeHTa, MOATBEeP KAA0ILero yriaTy rocyjapCTBeHHOM MOLUIMHBI 3a BK/IFOUeHNe
B FOCY/IapCTBEHHbBIN PeecTp JIeKapCTBEHHBIX CPe/ICTB (hapMal|eBTHUeCKOW CyOCTaHIMU, TPOU3BeIeHHOU
Ui peanu3alid, au00 10 COOCTBEHHOW WHMIMATHBE YyKa3aHHBIA [JOKYMEHT. YTIOJIHOMOYEHHbBIN
benepanbHBI OpraH WCIOJHUTEIBHON BIACTUA TIpoBepsieT (akT YIiaThl TOCYJapCTBEeHHOMN TOLITUHbI
3asBUTE/IEM C MCTIO/Ib30BaHHeM MHGbopMaI[iu 00 yriaTe ToCy1apCTBeHHOM TOIITMHBI, CO/IeprKallieiics B
['ocynapcTBeHHOW WMH(OPMAaI[MOHHOW CHCTeMe O TOCYy/JapCTBEHHbIX W MYHMIUIANBHBIX TIaTe)kax, Ha
OCHOBAaHWM TIpe/ICTaB/IeHHbIX 3asiBUTe/leM PpEeKBU3UTOB J[OKYMEHTa, TOATBEepKJAOLero yIuwiaTy
roCcyZapCTBeHHOU MOLLINHBI;
(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 30.01.2024 N 1-®3)

3) JOKyMeHTbI, yKa3aHHbIe B UaCTH 2 HACTOsLLel CTaTbH;
(B pea. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asiBjieHHe O Bbllaue pa3pellleHUs1 Ha BBO3 B Poccuiickyto desepaljito KOHKPETHOW MapTHU
He3aperuCcTpUpOBaHHOTO JIeKapCTBEHHOTO CpPeJCTBa, Ipe/JHa3HaueHHOro /Jisi MpOBe/eHHsl YKa3aHHOU
9KCIepPTU3bL.

(n. 4 BBesieH PefepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B ciyuae HenpezcTaB/ieHUsl C 3asB/IeHMEM O BK/IIOYEHUMM B TOCYJapCTBEHHBIN peecTp



JIeKapCTBeHHBIX  CpeJCTB  (apMalleBTUUeCKod CyOCTaHIMM  BblJjaBaeMbIX  (ITPeJOCTaBJISIEMbIX)
yIOJTHOMOUEHHbIMU  (befiepabHBIMKA OpPraHaMu WCTIOJIHATeIbHON B/IaCTH JJOKYMEHTOB (CBeZieHUi),
yKasaHHbIX B MyHKTax 1 M 2 yacTW 2 HACTOsLed CTaTbd, YNOTHOMOYEHHbIH ¢eepasibHbI OpraH
WCIIOJIHUTE/IbHOM  B/IaCTM  3amlpalllMBaeT  yKa3aHHble  [OKyMeHTbl (CBeJeHMs])) B  TIOpsifKe
Me)XXBeZIOMCTBEHHOT0 MH(OPMAaLIMOHHOTO B3auMO/IeHCTBUSI.

(uactb 3.1 BBegeHa PesepanbHbIM 3aKOHOM OT 27.12.2019 N 478-®3; B pes. PegepasbHOro 3akoHa OT
30.01.2024 N 1-®3)

4. B TeueHue nsTH pabounx JHeH CO /IHS MPUHSTHS 3as1BJIeHUs] O BK/IFOUEHUH YKa3aHHOW B UacTu 1
HacTosIleld cTaTbu (hapMalleBTHUECKOW CyOCTaHLMM B TOCYJAPCTBEHHBIM peecTp JieKapCTBeHHBIX
CpPeJCTB U [OKyMEHTOB, Mepeuyuc/eHHbIX B 4YacTh 1 M NyHKTe 2 4YacTM 3 HAaCTOSILEeH CTaThy,
YIOJTHOMOYEHHbIN (pe/iepasibHbIN OpraH UCTIOTHUTeTbHOW B/IAaCTU:

(B pea. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

1) mpoBOAUT MPOBEPKY MOJHOTHI U AOCTOBEPHOCTH [JaHHBIX, COJI€PIKAIUXCSl B TPe/|CTaBIeHHbIX
3asiBUTe/IeM IOKyMeHTaXx;
(B pea. ®enepanbHOro 3akoHa ot 25.11.2013 N 317-®3)

2) MMPpUHUMAET pelIeHWEe O HAIIPpdBJIEHMHW B JKCIIEPTHOE YUpeXIAe€HHWe 3d/jaHHsdA Hd IMpOBeJeHHe
3KCIIepTU3bl Ka4eCTBd yKa3aHH0171 B uacTu 1 HaCTOHMEﬁ CTaTbH (l)apMaLIEBTI/I‘JECKOﬁ CY6CT&1HL[I/II/I U 0o
OTKad3€ B TadKOM HAIIpaB/I€EHUH;

3) HampaB/isieT B JIMUHBIA KaOWHET 3asBUTeNss B eJUHON CHCTeMe TIOZATUCAaHHOe YCHIeHHOMN
KBa/IM(ULIMPOBAHHON 3/IEKTPOHHOMN TIO/MKUCHI0 yBeZOM/eHHe O TIPUHSTOM pelleHWd WX B Clydae
OTKasa C yKa3aHWeM IIPUUMH TaKOro OTKasa.

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

4.1. B ciiyuae BbISIBJIEHUS] HEZJOCTOBEPHOCTU U (U/IM) HEJOCTAaTOYHOCTH CBeJ€HUM, COZeprKalluxcsi
B Tpe/ICTaB/IeHHbIX 3asBUTe/IeM MaTepuasax, YIIOJTHOMOUYeHHbIN (pejiepanbHbIM OpraH UCTOJ/JHUATETbHOM
B/IAaCTHU HArpaB/sieT 3asBUTENIO TOCPeACTBOM e[MHOrO IMOpTajia WM B JIMUHBIA KaOWHET 3asiBUTess B
eIMHOW CHUCTeMe 3ampoc 00 YTOUHEeHWM YKa3aHHBIX CBe/IEHWH, TOANMCAHHBIM  YCHUTeHHOU
KBaJIM(ULIMPOBAHHOM 3J/IEKTPOHHOM MOAIMHUCHIO.
(uactn 4.1 B pep. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4.2. 3asBuTesnb 00si3aH HalpaBUTh TIOCPEACTBOM eJWHOTO TIOpTajia B  YIOJHOMOYEHHbIH
benepanbHBINA OpraH WCIO/THUTEILHOMN BJIACTH WX JIMUHBIA KaOWHET yIOJTHOMOUYEHHOTo (eepasbHOro
OpraHa HWCITOJIHUTE/IbHOM BIAaCTH B €JAWHOM CUCTeMe TIOATMCaHHBbIA yCUIeHHOW KBalW(ULIMPOBAHHOMN
3JIEKTPOHHOM TIOZMUCHI0 OTBET Ha 3arpoC YIOJHOMOUEHHOTO (e/lepaJbHOr0 OpraHa MCTIOTHUTE/TbHOU
B/JIACTU B CPOK, He TIPEBBIIIAIOIIUN ZeBIHOCTa Pabouux AHeH CO JHS TOJyuYeHHs YIOJTHOMOUYEHHBIM
denepanbHBIM OPraHOM HCTIOJTHUTE/NLHOM BACTU  3/IEKTPOHHOTO YBeZAOM/IEHUS O TIOJNyueHUH
3asiBUTe/IeM IaHHOTO 3aripoca. Cpok, yKa3aHHbBIN B UaCTU 4 HACTOSIIEN CTaTbU, TTPUOCTAaHABIUBAETCS CO
[THST HarpaBJ/IeHUsI 3asBUTEJIIO0 TOCPEICTBOM eJWHOTO TopTajia WM B JIMUHBIA KaOWHeT 3asBUTeNs B
e/IMHOW CHCTeMe 3arpoca YIIOJIHOMOUEHHOTo (e/iepabHOTO OpraHa UCIOJHUTETbHOM BACTH [0 JIHS
HampaB/IeHUs] 3asBUTEIEM TIOCPEJICTBOM €AMHOTO TOpTaja B YIOJTHOMOYEHHBIM (efepanbHbIA OpraH
WCTIOJTHUTEIbHOM  BJIaCTMU WM JIMYHBIA ~ KaOWHET  yIOJTHOMOYEHHOTO Qe/epalbHOr0 OpraHa
WCTIOJTHUTE/IbHOM BJIaCTH B €QWHOM CHCTeMe OTBeTa Ha JJaHHBIA 3aripoC WM He YUWTHIBAeTCS TIpU
HCUMC/IEHUW CpPOKa JKCIepPTU3bl KauecTBa (hapmarieBTUUeCKON CyOCTaHIUM, TPOU3BeAEHHON s
peanu3alyy. B ciiydae, ec/ii OT UMeHU 3asiBUTeNsl AEMCTBYeT ero mpejcTaBuTesb (pusnueckoe ULI0),
YTIOJTHOMOYEHHbBIN [1efiICTBOBaTh OT WMEHH 3asiBUTes] Ha OCHOBAaHWU JIOBEPEHHOCTH B 3/IeKTPOHHOU
dbopmMe B MalMHOUMTAaeMOM BH7e, OTBET Ha JAHHBIA 3arpoC MOXKeT OBbITh TMOATMCAH YCHUTEHHOU



KBaJTU(ULIMPOBAHHOMW 3/IEKTPOHHOM TMO/MUCHI0 MO0 YCUIeHHON HeKBaTU(PUIIMPOBAHHOW 3/1eKTPOHHOU
TMO/THCHIO.
(B pex. @enepanbHbix 3aKOHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

5. OcHOBaHMeM /i1 OTKa3a B HarpaB/ieHUM B KCIIEPTHOE yupeXk[eHue 3aJjaHus Ha TIpoBefieHUe
9KCTIepTH3bl KauecTBa yKa3aHHOW B YacTh 1 Hacrosiieid cTaThbW (apMaileBTUUecKol CyOCTaHI[UH
SIBJISIETCSl  HeTpeZiCTaB/ieHre AOKYMEHTOB, yKa3aHHBbIX B UYaCTH 2 HaCTOsIed CTaTbd, OTCYTCTBHE
vHbopMalMy, TIOATBepXKjarolei ¢akT yriaTel TOCYJapCTBEHHOM TIOLUUIMHBI 33 BK/IHOYeHHe
dapMarieBTHUeCKol CyOCTaHLIMM, TIPOW3BE/IEHHOW [ji peayu3aliii, B TOCY/IapCTBEHHBIA peecTp
NleKapCTBEHHBIX CPeJICTB, Hellpe/CcTaB/ieHue 3asiBUTe/IeM B YCTaHOBJ/IEHHBIM CPOK OTBeTa Ha YKa3aHHbIN
B yactu 4.1 HacTosilell CTaTbW 3ampoc YIOJHOMOYEHHOTO (¢e/iepasbHOTO OpraHa WCIOJHUTeTHHOU
BJIaCTH WM TIpe[CTaB/IeHHe OKYMEHTOB, He COZep)KallliX HCUYepITbIBalOIIero mepeuHs HeoOXoJUMbIX
CBe/IeHUI.

(uactb 5 B pesi. PenepanbHOro 3aK0Ha oT 22.12.2014 N 429-D3)

6. B TeueHme mnATHaAUATH pabOuYMX [HEW CO [AHS TIOMyuYeHWs DeIIeHHs YIIOJIHOMOYEHHOTO
(esepanbHOrO OpraHa UCIOHUTEILHOM B/IaCTU O HalpaB/leHUH B 3KCIIEPTHOe yupexk/ieHue 3a/iaHusl Ha
MIpOBe/leHre SKCIepTH3bl KauecTBa yKa3aHHOM B uacTd 1 Hacrosiieid craTbM (hapmaiieBTHUeCcKOM
cyOcTaHIUM 3asiBUTe/Tb TIPeJICTaB/IsIeT B SKCIIePTHOe yupesKAeHue /Jisl POBe/ieHus JaHHOM KCTepTU3bl
o6pasibl hapmareBTUYeCcKoM cyOcTaHLIMY B KOIMYeCTBe, He0OX0MMOM [i71s1 BOCIIPOU3Be/|eHHsI MeTO/J0B
KOHTDOJISI KauecTBa. OKCIIEPTHOe YupeXXJeHue IpU ToayueHMd oO0pasioB yKa3aHHOW B uactu 1
HacTosIleld cTaThy (hapMarieBTHUECKOW CyOCTaHL[MM B TOT K€ [leHb HarpaB/isieT B JIMYHBIA KaOWHeT
3asiBUTe/IS B eIMHOM cHCcTeMe yBeJOMJIeHHe, TTOTBep)K/atolriee MomyueHre 3TUX 00pasrjoB. OTH CPOKU
He BKJIIOYAIOTCS B CPOK IIPOBeJIeHUS JaHHOU 3KCIIePTU3BI.

(B peq. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-®3)

7. YTpatun cuny. - ®esepanbHbii 3akoH ot 30.01.2024 N 1-P3.

8. B cpok, He MpeBBIIAIOLMN TSTH pabounx [HEH COo [JHS HarpaB/ieHUs] TTOCPe[CTBOM eMHOTO
ropTajia B YIOJHOMOYEHHbIH (e/iepasbHbI OpraH WCTIOTHUTEbHOW BACTH WM JIMUHBIA KaOWHET
YTIOJIHOMOYEHHOr0 (pe/lepaJbHOr0 OpraHa WCIOJHUTEIbHOM BIACTH B €UHOM CHCTeMe 3aK/II0ueHUs
KOMHCCHM 5KCMEepTOB MO pe3yJ/bTaTaM 3KCIepTH3bl KauecTBa YKa3aHHOW B 4aCTU 1 HACTOsILeN CTaTby
(hapmalieBTUUECKOM CyOCTaHIIMH, YIIOJTHOMOUeHHbBIN (heZiepanbHbIi OpraH UCIIO/IHUTETLHON BIaCTH:

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) ocyiecTB/sieT OLeHKY TaKOro 3aK/I0UeHHUsl [/ OIpefie/ieHUs] ero COOTBEeTCTBUS 3aJaHHI0 Ha
MIpOBe/leHye JaHHOM 5KCI1epTH3bI;

2) TmNpvHUMaeT pelleHWe O BK/IIOYEHUMM YyKa3aHHOM B yacTh 1 HacTosllen CTaTbu
(apmalieBTHUeCKOM CyOCTaHI[MK B TOCY/JapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPeZICTB WU pelieHre 00
OTKa3e B TAKOM BKJ/IFOUEHWUY;

3) BHOCUT IpU IPUHATHU pelleHus] O BK/IIOYEHWU YKa3aHHOM B yacTd 1 HacTosilled CTaTbu
dapMarieBTMUeCKold  CyOCTaHIIMM B TOCYJApCTBEHHBIM  peecTp  JIeKapCTBEHHBIX  CPEJICTB
MpelyCMOTPeHHYI0 uYacTbio 2 cTatbu 33 Hactosijero ®enepasbHoro 3akoHa HWHGOpMaLMI0 U
Harpa.J/isieT 3asBUTEJTI0 TIOCPeACTBOM €IMHOTO TIOpTajia WM B JIMUHBIN KaOWHET 3asiBUTeNs B eJUHOM
CUCTeMe BBINIMCKY U3 FOCY[apCTBEHHOTO peecTpa JieKapCTBeHHBIX CPeJCTB.

(B pen. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-P3, ot 30.01.2024 N
1-®3)



9. OcHoBaHMeM [/s1 OTKa3a BO BK/IOYEHMM YyKa3aHHOM B 4YacTd 1 HacTosilleid CTaTbu
(apmalieBTHUECKON CyOCTaHIMM B TOCYAApPCTBEHHBI DPeecTp JieKapCTBEHHBIX CPEeZCTB SIBIISETCS
3aK/IF0YeHHe COOTBETCTBYIOLIEro YIOJIHOMOUEHHOro ¢e/lepaJbHOr0 opraHa UCIOJTHUTebHOM B/IaCTU O
TOM, UTO KaueCcTBO (papMalleBTUUeCKOi CyOCTaHLIMK He MO/ TBeP K/eHO MOTyYeHHbIMU JaHHBIMU.

(uactb 9 BBegeHa PefepasbHbIM 3aKOHOM OT 22.10.2014 N 313-®3; B pes. PenepasbHOTO 3aKOHa OT
04.06.2018 N 140-93)

10. He pmomyckaeTcs BK/IIOUeHHE B TOCYJapCTBEHHBIM peecTp JieKapCTBEHHBIX CPeJCTB OJHOMU
dapMarieBTHUeCKOl CyOCTaHIIUM, TTPOM3BEZEHHOM /i1 pean3aliid U BBITyCKAEMOW OJHUM W TeM >Ke
TIPOU3BOAMTE/IEM, B BU/IEe BYX U O0JIlee peecTpOBBIX 3alMCei.

(uactb 10 BBegeHa PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. BHeceHre U3MeHeHUI B [JOKYMeHThI Ha (hapMal|eBTHUecKyr CyOCTaHLMIO, TIPOU3BE/IeHHYIO
JI/1s1 peanu3aliy U BKIOYEHHYIO B TOCY/apCTBEHHBIN peecTp /1eKapCTBEHHBIX CPE/ICTB, OCYLECTBIISeTCS
B mopsiike, ycraHoBieHHOM cTatbssMu 30 u 31 Hacrosiuero PejepanbHOro 3aKOHa, C YIJIaTOM
roCyJapCTBeHHOW TMOLUIUHBIL, TPeJyCMOTPEHHOW 3aKOHOJaTenbCTBOM Poccuiickon @epepauuud o
Hasiorax u cbopax.
(uactb 11 BBegeHa PesepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumeuanue.
O BO3MOXHOCTH OOpatieHusi (hapMareBTUUeCKol CyOCTaHLMM, UCK/IHOUEeHHOW W3 rocpeectpa, CM.
take @3 ot 30.01.2024 N 1-D3.

12. [domnyckaetcs obpaitieHre ¢apMaljeBTUueckol CyOCTaHLIMM [0 UCTeueHWsi CPOKa T'OJHOCTH,
MpOM3Be/IEHHON [/Isl peanv3aldd B TeueHUWe CTa BOCBMHJECATH JHeW mocjae [JaTbl MPUHATHS
YIOJTHOMOUEHHBIM (pefilepa/ibHbIM OpPraHOM HCITO/IHUTE/bHOM B/IaCTH pelleHUs] 0 BHECeHUU HM3MeHeHU!
B JOKYMEHTBI Ha (hapMal|eBTHUeCKYH CyOCTaHIMI0, B COOTBETCTBUM C WH(POPMaLIeH, CoiepKallieiics B
JIOKYMeHTax Ha apMal|eBTUUeCKYt0 CyOCTaHIUIO /10 JaThl IPUHATUS TAKOTO PEIeHUsl.

(uactb 12 B pen. PepepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

13. Pemennie 00 UCK/IIOUEHWMM U3 TOCYJAPCTBEHHOTO peecTpa JeKapCTBeHHBIX CpeJCTB
dapMarieBTUUeCKOW CyOCTaHLIMM, TIPOU3Be/IeHHON /i peanu3aliid, TIPUHUMAeTCsl YTOJTHOMOYeHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTETbHOW BJIACTU B C/Tyvae:

1) mpencraBieHHWss ~— COOTBETCTBYIOLUMM  YIIOJHOMOYEHHbIM  (eZiepaj/ibHbIM  OpPraHoM
WCTIOJTHUTEIbHOW BJIACTH 3aK/TIOUEHHS] O PUCKe WM 00 yrpo3e >KU3HM WM 370POBBIO uesioBeKa JIM0Oo
JKUBOTHOT'O TIPY MCII0J/Ib30BaHUM JIEKapCTBEHHOTO CPe/ICTBa;

2) HarpaBleHUs ~ Pa3pabOTUMKOM  JIEKAPDCTBEHHOTO  CpeACTBA WM  TIPOM3BOAMTEIEM
JIeKapCTBEHHOTO CpeJiCTBa MO0 YIIOJIHOMOUEHHBIM UMH JIDYTUM FOPUJUUECKUM JIULIOM TOCPeCTBOM
eVHOr0 TopTazna B YIOJHOMOYEHHbIM ¢ezepanbHbli OpraH MCIOJHUTENbHOW BAaCTU WM JIMUHBIN
KaOWHeT YIIOJHOMOUEHHOTO (e/iepalbHOTO OpraHa WCIIOJIHUTEbHONW B/IaCTH B eIUHOW CHUCTEMe
TIO/IITMCAHHOTO YCUIEHHON KBaTM(PUIIMPOBAHHON 3/IEKTPOHHOMN TO/IIMCHIO 3asiBeHUSI 00 UCKTHOUEHUH
U3 TOCyJApCTBEHHOTO peecTpa  JIeKapCTBEHHBIX CpeJACTB  (apMalleBTHUeCcKOl CyOCTaHLuH,
TIPOM3BeZIeHHON [/ peanu3aluu. B ciyuae, ecid OT UMeHHM pa3paboTumKa JIeKapCTBEHHOT'O Cpe/iCTBa
WM TIPOM3BOJIUTE/ISI JIeKapCTBEHHOI'0 CpeJiCTBA JIeMCTBYeT ero IipejcTaBuTeNb ((pusrueckoe UII0),
YIIOJTHOMOYEHHbI ~ IeWCTBOBaTh OT HWMeHM pa3paboTurKa JIeKapCTBEHHOTO CpeJCTBa WM
TIPOM3BO/INTE/IST JIEKADCTBEHHOTO CpE/ICTBA Ha OCHOBAHWM JIOBEPEHHOCTH B 3JIEKTPOHHOU (opme B



MalIMHOYMTaeMOM BU/le, 3asiBlieHHe 00 WMCK/IIOUeHWH W3 TOCYJapCTBEHHOTO peecTpa JieKapCTBEHHBIX
cpeAcTB dapMalrieBTUUeCKOW CyOCTaHIMM, TTPOW3BEeHHOM /i peayr3al[ii, MOKeT ObITb TIOJIMCaHO
YCUIEHHOW KBamM(UIMPOBAHHOW 3/IEKTPOHHOHN TIOJMCHI0 MO0 YCUIEHHOW HeKBaiu(UI[MPOBAHHOM
3JIeKTPOHHOM MOJUCHIO;

(B peq. PenepanbHbix 3aKk0HOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

KoncynbranTllitoc: npumeuanue.
C 01.01.2026 1. 3 4u. 13 cr. 34 He pacIpoCTpaHsSeTCs Ha MPaBOOTHOIIEHWS, BO3HUKAIOIIME TIPU
oOpallieHrH JIeKapCTBEHHBIX CPeJCTB it MeAuluHCKoro ipuMeHenust (P3 ot 30.01.2024 N 1-D3).

3) otcyTcTBUS (hapMalleBTUUECKOM CyOCTaHIIUM, TIPOM3BeIeHHOM [I/Is1 peann3aliiu, B 00palljeH|uH B
Poccuiickoii ®@esiepariyivi B TeueHHe Tpex U bostee jieT.
(uactb 13 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 35. Ytpatuna cuny ¢ 1 wrona 2015 roga. - degepasibHbIi 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OGxanoBaHue pelweHMA 06 OTKase B Bblgaye paspeleHuMa Ha
npoBefeHne KJIMHUYECKOro uccneaoBaHUsl NIeKapCTBEHHOro npenapara, peleHus o6
OTKase B rocyfapCTBEHHOI perucrpauunm nekapcTBEHHOro rnpenapara, 3aknayeHus
KOMUCCUN IKCNEPTOB IKCNEPTHOIO yUupexaeHns Unm 3akiroueHus coseta no 3aTuke

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

PerieHrie COOTBETCTBYIOILIETO YIIOJTHOMOUEHHOTO (he/iepajbHOTO0 OpraHa MCIO/IHUTEeIbHOM B/IaCTH
00 OTKa3e B Bbllaue pa3pelleHUs Ha IMPOBeJeHe KIWHUYEeCKOTO WCC/Ie[JOBaHUs JIeKapCTBEHHOTO
nperiapara, pellleHHe YyKa3aHHOTO (eJepasbHOTO OpraHa HCIIOJIHUTebHOW B/acTH 00 OTKase B
roCy/lapCTBEHHOM perucTpaliii JIeKapCTBEHHOrO T[perapara, 3ak/JlueHre KOMHCCHUM 3KCIIepPTOB
9KCTIEPTHOTO YUpeX/eHUs] WM 3aK/IioueHre COBeTa I0 3THKe MOXeT ObITh 00’KasoBaHO B TOpSZKe,
YCTaHOBJIEHHOM 3aKOHOJaTe/nbCcTBOM Poccuiickoit Pepepaiiu. 3ak/itoueHMe KOMHUCCUM 3KCIIEPTOB
5KCIIEPTHOTO YUpeXJeHHUs] O B3auM03aMeHsSieMOCTU JIeKapCTBEHHBIX MpernapaToB [AJii MeJULMHCKOTO
TIpUMeHeHuUst JTMO0 O TOM, UTO JIEKAPCTBEHHBIM Tperapar /1 MeJAUIUHCKOTO TIPUMEHEHUS He SIBJISeTCSI
B3aMMO3aMeHsIEMbIM, MOXXeT ObITh 00)Ka/JIOBAaHO Jep)KaTejleM WM BJia/le/lblieM pPerucTpaliOHHOTO
yA0CTOBepeHUs1 IeKapCTBEHHOI'O MperapaTa B YIIOJIHOMOYeHHbIN (efiepaibHbIi OpraH UCTIO/IHUTETbHOM
BJIaCTH, KOTOPBIH TpUBJ/IEKaeT K PACCMOTPEHHIO YKa3aHHOU >Kasio0bl M0/IBe/JOMCTBEHHbIE eMy Hay4HbIe
opraHusalii W oOpa3oBaTe/ibHble OpraHM3alldM  BbICHIETO 00pa30BaHUs, OCYIECTBJISIOIINAE
JesTesTlbHOCTh B cepe oOpallleHHs1 JIeKapCTBEHHBIX CPE/CTB. 3aK/IoueHWe KOMHUCCHU 3KCIIEPTOB
3KCIIEPTHOTO YUpeXXAeHus, OQOpM/IeHHOe TI0 UTOTaM TiepecMOTpa O00>Ka/OBaHHOTO 3aK/THOUeHHUs
JKCIIepTa, MOXKET OBITh OCTIOPEHO Jep’kaTesleM WM Biafe/blieM PerdCTpalOHHOTO YOCTOBEpPeHUs
JIeKapCTBEHHOTO TIperapaTa Jii0O YIIOJHOMOYEHHBIM HWMH JIMIIOM B TIOps/iKe, YCTaHOBIEHHOM
3aKoHO/IaTelbCcTBOM Poccuiickoii @epepanyu. Ilpu o006)ka/loBaHWUM peIlleHHst  YIIOJTHOMOUEHHOTO
(denepanbHOrO OpraHa WCIIOJIHATEbHOM B/IACTH, 3aK/IOUEHUsl SKCIepTa WM KOMMCCUU SKCIepTOB
5KCIIEPTHOTO YUYPeXXJeHUsl, 3aK/IF0UeHNs] COBeTa M0 3THUKe [lep)KaTelb WK Bjafiesiel] PeruCTpaliOHHOTO
yIOCTOBEPEHHsI JIEKAPCTBEHHOI'O TIperapara 00 YIoJHOMOUEHHOe WMHM JIUIO BIIpaBe TMPe/ICTaBUTh
pe3yJibTaThbl SKCIIePTH3bl JIEKAPCTBEHHOI'O MperapaTa, NMPOTOKO/bI MOJIyYEHHbIX aKKpeJWTOBAHHBIMU
WCTTIbITaTeTbHBIMU JTa00paTOPUSIMU (LIEHTPAMM) Pe3y/IbTaTOB MCC/IeJOBaHUM, UCITBITAHUM.
(B pea. @enepanbHOro 3akoHa ot 27.12.2019 N 475-®3)



Cratba 37. WHdopmauusa, cBAisaHHass C OCYyLWEeCTB/IEHNUEM TFOCYyAapCTBEHHOW
peructpaumm wWnM perucTpauum neKapcTBeHHbIX npenapartoB, WHcgopmayma o
3aperncTpnpoBaHHbIX J/1eKapCTBEHHbLIX MpenaparaxXx n JNeKapCTBeHHbIX npenaparax,
NUCKNMTHOYEHHbIX U3 TOCyAapCTBEHHOIO peecTtpa /1IeKapCTBeHHbIX CpeaAcTB
(B pen. ®epepanbHoro 3akona ot 30.01.2024 N 1-P3)

1. CoOoTBeTCTBYWOIIMM YIOTHOMOUEHHbIM (eJepanbHbld OpraH WCIOJHUTENbHON BIACTH
pa3MelliaeT Ha CBoeM OQuIMaJbHOM caiite B ceTu "MHTepHeT" uWHGOPMaLMIO, CBS3aHHYIO C
OCylL[eCTB/IeHeM T'OCY[apCTBEHHOM perucTpaljiy Wik PerucTpaLyy ieKapCTBeHHbIX MperaparoB, B TOM
yuc/e TpoBeJeHUeM 3KCIepTU3bl JIeKapCTBEHHBIX CPeJCTB (BK/IOUasi pe3yJ/bTaThl ee IpPOBeeHus),
MHGOPMALIMI0O O 3aperMCTPUPOBAHHBIX JIeKapCTBEHHBIX IperiapaTtax M JieKapCTBEHHBIX TperapaTax,
WCKJTIOUEHHBIX U3 TOCY/JapCTBEHHOI'O peecTpa JIeKapCTBEHHBIX CPe/CTB, He TO03JHee ueM 4Yepe3 MsTh
pabouux Hel co AHS TOayUYeHUsT YII0JTHOMOUEHHbBIM (pefiepasbHbIM OPraHOM HCIIOTHUTE/LHOW B/IACTH
COOTBETCTBYHOLLel nHGOpMaLUK.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-®3)

2. Cpoku M TOpsIJOK pa3MellleHHsi yKa3aHHOM B yacTu 1 HacTrosijed cTaTbud HWH(OpMaluu
yCTaHaB/IMBaIOTCsl YTIOJTHOMOUYEHHBIM (pefiepa/ibHbIM OpPraHOM UCIIOHUTeNbHOM BiaacTu. VHbopMarius,
yKa3aHHasi B 4acTU 1 HaCTOSILelN CTaTbH, SIBMSIETCS OTKPLITOM U OOIIeJOCTYITHOM U TIPeZ0CTaB/ISeTCS
3alHTepeCOBaHHBIM JIML]aM B COOTBETCTBUM C 3aKOHOZATeIbCTBOM Poccuiickon desepanuu.

(B pex. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

Mnasa 7. KMTMHNYECKUNE NCCNEAOBAHUA NEKAPCTBEHHbIX
NMPENAPATOB And MEAUUNHCKOIO NPUMEHEHNA, AOITOBOP
Ob X NMPOBEAEHNN, MPABA NALUMEHTOB, YYACTBYIOLWWUX
B 3TNX NCCNEAOBAHUAX

Ctatba 38. KnuHuueckuMe wuccnefoBaHUs JleKapCTBEHHbIX MNpenapaTtoB Ans
MeAMNLVHCKOro NPUMeHeHus

1. KnuHuueckre UCCIel0BaHUs JleKapCTBeHHBIX IperaparoB /I MeJULMHCKOrO NPYMEeHeHus, B
TOM YMCJIe MeX/yHapOJHble MHOTOLIeHTPOBbIe, MHOTI'OLIEHTPOBBIE, ITOCTPErUCTPaLiMOHHbIe, [IPOBOJSATCS
B OJIHOM WY HECKOJIbKMX MeJULIMHCKUX OPraHU3alUsaxX B CIeyHOIINX LesisX:
(B peg. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

1) ycraHoB/ieHWe 6e30TMacHOCTHU JieKapCTBEHHBIX TIperaparoB [ijisi 3/0POBbIX J0OpPOBO/BLIEB U
(W) TIePeHOCMMOCTH WX 3[0POBBIMU JOOpDOBO/BIIAMHM, 3a WCK/IOUEHWeM TaKUX MCC/Iel0BaHUN
NleKapCTBeHHBIX TperapaToB, TIPOM3Be/leHHbIX 3a Tipejienamu Poccuiickoit Pepnepariiuy;

2) mo60p ONTHMANbHBIX J03MPOBOK JIEKaPCTBEHHOTO TIperiapaTa v Kypca JieueHus /1/1sl TTaljueHTOB
C orpefesieHHbIM 3a00/ieBaHHEM, ONTHUMAJBHBIX 7103 M CXeM BaKI[MHAL[UM MUMMYHOOHOIOTHYeCKUMU
JIeKapCTBEeHHBIMU TperapaTaMu 3/10POBbIX 00POBOJIBLIER;

3) ycraHoBneHHWe 0e30MacHOCTU JieKapCTBEHHOTro Tiperiapata W ero 3((eKTUBHOCTH Jisi
TalyeHToB C orpejeneHHbIM 3abo/ieBaHUEM, NpOUIaKTHUECKOMN 3¢ deKTUBHOCTHU
MMMYHOOHOJIOTMUeCKUX JIeKapCTBEHHBIX MPerapaToB /IS 37I0POBBIX J0OPOBOJIBIIER;

4) wW3yuyeHMe BO3MOXXHOCTH pAaCLIMpeHMs T[I0Ka3aHWUM [/ MeJULMHCKOTO TIpUMeHeHus |
BBISIBJIEHHS] paHee HeNW3BeCTHhIX TO0DOOYHBIX /IeHCTBUN  3aperrMCTPUPOBAHHBIX  JIeKApPCTBEHHBIX



TIperaparoB.

1.1. KnvHnueckue UCC/ie0BaHUsl JI€KaPCTBEHHBIX TpenapaToB [/ MeQULMHCKOrO MPUMEeHEeHHUs
MIPOBOJATCS B COOTBETCTBUM C TpaBW/IaMM HaJjlekalled K/IMHUYeCKOW IIPAKTUKY, YTBeP)K[EeHHbIMU
EBpa3suiickol 5KOHOMUUECKON KOMUCCHEH.

(uactb 1.1 BBefieHa ®esepanbHbIM 3aKoHOM OT 30.01.2024 N 1-D3)

2. B oOTHOmeEHUM BOCIIPOM3BE/EHHBIX JIeKAPCTBEHHBIX IIpernapaToB [/ MeJULMHCKOTO
TIpUMEeHeHUsT  TIPOBOJSATCS  WCC/Ie[oBaHUS  OMOIKBUBAJEHTHOCTH W (WIM)  TepareBTUYeCKOU
5KBUBAJIEHTHOCTHU B MOPSiJiKe, yCTAHOB/IEHHOM aKTaMH, COCTaB/ISOIIMMU paBo Coro3a.

(B pex. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

3. OpI‘aHI/BaL[I/II-O npoBegeHrsa K/IMHHUYEeCKUX I/ICC]Ie,Z[OBaHI/Iﬁ JIEKAPDCTBEHHOI'O TIIperiapdTa AJjid
MeJUIIMHCKOI'O IIpUMEeHEeHUS BIIpaBe OCYILeCTBJIATh:

1) pa3paboTuuK eKapCTBEHHOTO Tperapara Wid YIoJHOMOUeHHOe UM JTULIO;

2) obpa3oBaTesibHbIE OpraHW3aliyd BBICIIEr0 00pa30BaHMs, OpraHW3aly JOTIOJTHUTETHBHOTO
npodheCcCUOHATBHOTO 00pa30BaHMS;
(n. 2 B pex. @epepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HayuyHble OpraHU3aLuH.
(B pegn. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4. KivHWueckue WCC/IeloBaHUs JiIeKapCTBEHHOTO Tiperapara [jisi MeAMLIMHCKOTO TpPUMeHeHUs
TIPOBO/IATCSI HA OCHOBAHUM pa3pellieHysT Ha TIPOBe/leHre KITMHUYEeCKOTO HCC/IeIoBaHUsl JIeKapCTBEHHOTO
riperiapaTa, BbIJJaHHOTO YIIOJIHOMOYEHHbIM (De/ilepajibHbIM OpPraHOM  MCIIOJHUTE/NbHOM  B/IACTH.
YnomHOMOYeHHbIH (efiepa/ibHbIN OpraH UCTIOTHUTETbHOM B/IaCTU Be/leT peeCTp BbIZIAHHBIX pa3pelleHui
Ha TpoBeJieHWe KIMHWYeCKUX HMCCIe[0BaHUM JieKapCTBEHHOTO TperiapaTa, COZiepXKalluii yka3zaHWe Ha
VX 11e/Tb WIH 1]eJId, B YCTAaHOB/IEHHOM 3THM OpPTraHOM TIOpPSiZIKe.

(B pea. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3)

5. Ytpatun cuny c 1 utons 2015 roga. - PenepanbHblii 3aKoH oT 22.12.2014 N 429-D3.

6. K opraHusanuu mpoBeJieHHs KIMHAYECKUX MCC/Iel0BaHUM JIeKapCTBEHHOrO Tiperapara /st
MeJUIIMHCKOTO TpPUMeHeHHs1 pa3paboTuvKOM JIeKapCTBEHHOTO TIperiapata MOTYT TIPUBJIEKAThCs
IopyiMyeckde Jvia Jio00W  OpraHM3al[MOHHO-TIPaBOBOM (OpMBI TpPU  yC/IOBUU — obecrieueHUs
COOTBETCTBUSI 3TUX UCC/Ie/l0BaHUM TpeboBaHUsAM HacTosiiero ®esepanbHOro 3aKoHa.

7. YTpatun cuny. - ®esepanbHbii 3akoH ot 30.01.2024 N 1-D3.

8. [IlepeueHb MeJWLMHCKWX OpraHU3alvii, TMPOBOJALIMX KIWUHUYECKHWEe HWCCeJ0OBaHUs
JIEKApCTBEHHBIX TIpenapaTroB [/ MeJULIMHCKOTO MPUMEHEHUs, U PeecTp BbIJaHHBIX pa3pelleHrd Ha
MpOBe/IeHHe K/IMHWUECKUX MCC/Ie/JOBaHUN JIeKapCTBEHHBIX TIperapaToB  OMyO/MKOBBIBAIOTCA U
pa3MeIrarTcs YIIOTHOMOUeHHBIM ¢eZiepaibHbIM OPraHOM HCTIOJTHUTE/LHOW BAaCTU B YCTAHOBIEHHOM
MM TOpsiIKe Ha CBOeM O(uI[MabHOM caiiTe B ceTu "VIHTepHeT".

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Ctatbs 39. PewieHue o NpoBefeHUN KTMHUYECKOro uccneaoBaHus NEKapCTBEHHOTO
npenapara gss MegULUUHCKOTO NPUMEHeHNs



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

1. KnuHuueckoe uccaefoBaHWe JIeKAPCTBEHHOIrO Tiperapara Ajisi MeJULMHCKOTO TpPUMeHEeHUs
TPOBO/IUTCS Ha OCHOBAHMH pa3pellieHrs] Ha MpoBeJjeHre KIMHUUeCKOro UCC/ie[loBaHusl JieKapCTBEHHOTO
rperiapaTa, BbIJJAHHOTO YMOJIHOMOUYEHHBIM (eZiepaibHbIM OPraHOM MCIOHUTEbHOW BIACTA 1O
pe3y/abTaTaM 3KCTepTH3bl JOKYMEHTOB, HeOOXOAMMBIX [/Isi TIOJy4YeHHsl paspellieHs Ha TIpOBe/leHHe
K/IMHUYeCKOT0 MCCie/JoBaHUsl JIeKapCTBEHHOTO TperiapaTa U 3TUYeCKOW SKCIepTU3bl.

2. [1nsa momyyeHUs paspellleHdsi Ha TPOBe/leHHe KIMHUUeCKOro HCC/e/JoBaHUsl JieKapCTBEHHOTO
riperiapaTa fjisi MeJULMHCKOTO TIPUMeHeHUsI 3asBUTe b HaIlpaBJiseT MOCPeCTBOM eUHOTO TopTania B
yIIOJTHOMOUEHHbIM  (efepanbHBI OpraH MCIOJHUTeTBHOW BACTA WM  JIMUHBIA  KabuHeT
yIOJIHOMOUEHHOT0 (pefiepaibHOTO OpraHa UCTIOJIHUTeTbHOM BIaCTU B eIMHOW CcHUCTeMe:

(B pea. @epnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) 3asiBnieHWe O BblJaue pa3pellleHHdss Ha TIpOBeJileHHe K/IWMHWYECKOT0 UCC/ef0BaHus
JIeKapCTBEHHOr0  Tperapara /s  MeJULMHCKOTO  TpPUMEHEeHMs, TMOJIMCAHHOe  yCHUIeHHOU
KBaJTM(ULIMPOBAHHOW 3/IeKTPOHHOW TMOJIMUCHI0 3asiBUTE/s, @ B C/yyae, eCM OT UMeHU 3asiBUTes
JIeiCTByeT ero TipeicTaBuTesNb ((pu3nueckoe JULI0), YIOTHOMOYEHHBIM [1eiCTBOBaThb OT WMeEHHU
3asBUTe/sI HAa OCHOBaHUM [IOBEPEHHOCTU B 3JIEKTPOHHOM (opmMe B MallMHOYMTaeMOM BU/JE,
MOJNMCAHHOEe €ero YyCW/IeHHOW KBalW(ULIMPOBAHHON 5/IEKTPOHHOM TMOAMNUCHI0 WKW  YCUJIEHHOU
HeKBa/M(ULIMPOBAHHOM 3/IEKTPOHHOM MOANUCHIO;

(B pex. @enepanbHbix 3aKOHOB OT 30.01.2024 N 1-®3, ot 31.07.2025 N 304-D3)

2) ytpaTtun cuiny. - @efepanbHbiii 3akoH oT 30.01.2024 N 1-93;

3) TIPOTOKON KIMHWUYECKOTO HWCC/IeJOBaHUS JIEKapCTBEHHOrO Tperapara AJis MeJUIIMHCKOTO
TIpUMeHeHUsT;

4) Gportopy uccieioBaresis ([ 3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tperaparta JIomyCTHMO
3aMeHUTb 0/00peHHON 0OIeli XapaKTepUCTUKON JIeKAapCTBEHHOTO TIperapaTta, eC/lId — TaKou
JleKapCTBeHHBIN Mperapar 3aperuCcTpUpOoBaH B COOTBETCTBUU C aKTaMM, COCTaBJIAIOIIMMU ITpaBo Coro3a,
U ero TMpUMeHeHWe B KJIMHWYECKOM WCC/Ae/JOBaHUM He TPOTHUBOPEUUT OZ00OpeHHOW 001eit
XapaKTepUCTUKE JIeKapCTBEHHOIO NpernapaTa Ji/isl MeJULMHCKOT0 IPYMeHeHUs1);

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5) uHbOopMaIMOHHBIN TUCTOK Mal[ieHTa;

6) cBezmeHuss 00 ormbiTe pabOThI WCC/IEOBATe/eN M0 COOTBETCTBYIOIIUM CIEIUATBHOCTIM U UX
OTIbITe PabOTHI TI0 TIPOBE/IEHUIO KITMHUYECKUX UCC/IeIOBaHUM;

7) - 8) yrpatunu cuny. - @esnepanbhbiii 3akoH 0T 30.01.2024 N 1-D3;

9) KOIMWUIO OO0TroBOp4 00s13aTe/IbHOrO CTPAaXOBaHHsA, 3dK/IFOUEHHOTO B COOTBETCTBHMK C TUIIOBBIMHU
MMpaBHU/aMH 00s13aTe/IbHOTO CTpaxXxOBadHHA, C YKd3dHHEM HpE,E[GJ'IbHOfI UMC/JI€HHOCTU IIalJMeHTOB,
YUaCTByIOIIMX B K/IWMHHUYECKOM HMCC/I€J0BAHHWKW JIEKADCTBEHHOI'O TIIperapata Ajad MeJUIUHCKOIO
MMPpUMEHEHNS;

10) uHdopMalMio 0 COoCTaBe JIeKapCTBEHHOTO TiperapaTa [jisi MeJULIMHCKOro mpruMeHeHus (3a
HCK/TIOUeHUEM OMOIOTMUYeCKHX JIEKAPCTBEHHBIX MTPEraparToB);



(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

11) poKyMeHT, COCTaB/IeHHbIM TIPOW3BOUTE/IEM JIEKAPCTBEHHOTO TIperiapaTa /il MeAUIIMHCKOTO
MpUMeHeHUsT U CoJiepyKallluii ToKa3aTesnu (XapaKTepUCTHUKU), a TakKe CBeZileHUs O JieKapCTBeHHOM
rperiapaTe i MeAUIIMHCKOTO TIpUMEHEeHUs, TIPOM3Be/[eHHOM [l TIPOBeJeHUs KIMHUUeCKUX
HCCIeJOBaHUM (3a UCK/TIOUeHHeM 0HO0/IOTHUYeCKHX JIeKapCTBEHHBIX TTpPerapaToB);

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

11.1) JOKyMeHTBI U CBeZleHUs, IIpPeJyCMOTpeHHble IpaBW/IaMHM TNPOBeJleHUs] MCC/Iel0BaHUN
OMOJIOTMYeCKHX JIeKapCTBEHHBIX Cpe/CTB EBpasMiiCKOro 3KOHOMHUECKOTO CO03a, yTBEPKAEeHHBIMU
EBpa3suiickol 3KOHOMUUeCKON KOMUCCHEN;

(m. 11.1 BBeseH PepepanbHbiM 3aKkoHOM OT 30.01.2024 N 1-D3)

12) cBefeHust 0 farte TIpeOCTaB/IeHUsI ¥ PErMCTPALIMOHHOM HOMepe JIUI[eH3WH Ha TTPOM3BO/CTBO
JIeKapCTBEHHBbIX CPeJCTB B C/yyae, eC/id TIPOU3BOACTBO JIeKapCTBEHHOIO TperapaTa OCYILeCTBIISIETCS B
Poccuiickori ®Pepepaiuy, WiIA [JOKYMEHT, COJep)Kall[uil CBeJileHWs O JaTe TpeJoCTaBIeHus |
pervcTpalvoHHOM HOMepe 3aK/IFoueHUsi O COOTBETCTBUU MPOM3BOAUTE/ISI JIeKapCTBEHHOTO Tperapara
TpeOOBaHUSIM  TIPaBWI  HajjieXallleld  TPOW3BOJCTBEHHOM  TIPAKTUKW,  TPe0CTaBJIEHHOTO
YTIOJTHOMOUEHHBIM OPTaHOM CTPaHbl TIPOM3BOAUTEJIS JIeKapCTBEHHOTO Tperapara.

(B pen. ®enepanbHbIX 3aKOHOB OT 04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-®3)

2.1. Cegenus, TogTBep)Karoiie (akT yIyjiaTbl rOCYapCTBEHHOW TONUIMHBI 3a TIPOBeZeHHe
TUYECKOW SKCIePTU3bl, 3KCIIEePTU3bl [OKYMEHTOB Ha JIeKapCTBEHHBIN TIperapar /s TOJydYeHust
paspellleHUsi Ha T[poBeJileHWe KJIMHUYECKOro UCC/IefloBaHUS JIeKapCTBEHHOIO TiperapaTta  [ijis
MeJUIIMHCKOT0 TIPUMeHeHHs], 3a BbiJjauy pa3pellleHuss Ha TMpOoBe/ieHHe KIMHUUeCKOTO UCC/Ief0BaHus
JIeKapCTBEHHOTO TpeTiapara [/l MeJUI[MHCKOTO TPUMeHeHus], 3a TIPOBe/ieHre IKCTIePTH3bl JOKyMEeHTOB
Ha JIeKapCTBEHHBIM Tiperapar [yis TIOJyuyeHWs paspellieHWss Ha TIPOBeieHHe MeXXIyHapOJHOTO
MHOTOLIEHTPOBOTO KJIMHUYECKOTO HWCC/IeZIOBaHUsS JIeKapDCTBEHHOTO TIperapara [yl MeAULIMHCKOTO
NpUMEHEeHUs, 3a BblZlauy pa3pellleHHdss Ha TMPOBeIEHHEe MEXXIYHapOJHOTO0 MHOTOIIEHTPOBOTO
K/IMHUYeCKOr0 HWCC/e/IoBaHUsl JIeKapCTBEHHOTO Tperapara [jis MeJUIMHCKOTO TpUMeHeHus, 3a
MpoBej/ileHNe ITUUECKOM SKCTepTH3bl, KCTepTH3bl JAOKYMEHTOB Ha JiIeKapCTBEHHBIM TiperapaT Ajis
MOJIyueHHs pa3pellieHus Ha TIPOBeJieHHe ITOCTPerrMCTPAl[MOHHOTO K/IMHUUYECKOTO UCC/Iel0BaHuUs
JIeKapCTBEHHOTO TIperiapaTa [ijis MeJULIMHCKOTO MPUMeHeHUs], 3a BbiZlauy pa3pellleHdsi Ha TIPOBe/leHHe
MOCTPEruCTPALIMOHHOTO KIIMHUYECKOTO MCC/Ie/JOBaHMs JIeKapCTBEHHOTO TperiapaTa [Jjisi MeAULIMHCKOTO
NpUMEHeHUs, a Takke CBeIEHUSI O BblJjaBaeMbiX (TIPeJOCTaB/ISIEMbIX)  YIIOJHOMOUEHHBIMH
benepanbHBIMU OpraHaMU HCIIOJIHUTE/BHOM B/IaCTH JIOKYMeHTaX (CBe/leHHUsIX), YKa3aHHbIX B MyHKTe 12
yacTU 2 HacCTosiled CTaTbM, YIOTHOMOUEHHBIM (defepasbHbli OpraH HWCIOJHUATEbHON BIACTH
3arpailivBaeT B TIOPsiZIKe ME>KBeIOMCTBEHHOT'O 3/IEKTPOHHOT'O B3aMMO/IeHCTBUS.

(uactb 2.1 B peg. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. B Cpok, He MpeBBIMAOIUHA Tpex pabouux AHeM CO AHsS HamlpaB/eHHS B JIMUHBIM KaOWHET
YIOJTHOMOUEHHOTO (pefiepa/ibHOTO OpraHa WCIOJHUTeTbHOW BIaCTU B €IMHOM CHCTeMe YKa3aHHOTro B
nmyHKTe 1 YacTh 2 HaCTOSILeH CTaThH 3asiBleHUs M HeOOXOAMMBIX JOKYMEHTOB, YIIOJTHOMOYEHHBIH
¢enepasnbHbIN OpraH UCIOJTHUTETBHOM B/IaCTH:

(B pen. PepepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) mpoBOAUT MPOBEPKY MOTHOTHI M JJOCTOBEPHOCTU CBeJieHUM, COZep KalliXcsi B MPeJCTaBIeHHbIX
3asiBUTe/IeM IOKyMeHTaXx;



2) mpyYHKMaeT pellleHre O MPOBeJleHUM SKCIepTU3bl JOKYMEHTOB [i/Isl IOy4YeHUsl pa3pellieHus: Ha
TpoBe/leHre KIMHUUeCKOro UCC/ie[loBaHUs IeKapCTBEHHOT'0 TiperapaTa [i/isi MeIMLMHCKOT 0 TIPUMeHeHusI
Y 3TUYECKOM IKCIIepTH3bI UK 00 0TKa3e B TIPOBE/IEHUH YKa3aHHbBIX IKCIIEPTH3;

3) HampaB/sieT 3assBUTE/I0 TIOCPEJCTBOM €MHOTO TIOpTaja WK B JIMUHBIA KaOWHET 3asBUTENS B
e[JMHOM cucTeMe TIOANKMCAHHOE YCWIEHHOW KBa/JM(PUIIMDOBAHHOW  3JIEKTPOHHOM  MOJIHCHIO
yBeZIoM/IeHWe O TIPUHATOM pPeIlleHrH MO0 B C/iyuae TIPUHSTHS PellleHHs1 00 0TKase TakKe C yKa3aHUeM
TIPUYMH TaKOTO OTKa3a;

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

4) HarpaB/sieT B JIMUHBIA KaOMHET SKCIIePTHOTO YUpeXeHWs B eJWHON CHUCTeMe U JIMYHBINA
KabWHeT coBeTa TIO 3THKe 3aJaHUSl Ha TPOBE/IEHHE COOTBETCTBYIOIIUX HKCIIePTU3, TMOAMUCAHHbIE
YCU/IEHHBIMU KBa/THM(ULIMPOBAHHBIMU 3/1IEKTPOHHBIMU MOATHCSMHU.

(. 4 B pex. PegepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4. B csiydae BbIsIB/IEHUSI HEMOMHOTHI U (M) HeJJOCTOBEPHOCTH MH(OPMalLMY, CoZep Kallleics B
rpe/iCTaB/eHHbIX 3asiBUTE/IeM JOKYMEeHTaX, YIOJTHOMOUeHHbIN (e/iepaibHbIi OpraH UCIOIHUTeTbHON
BJIACTH HaTpaB/IsieT B JIMYHBIA KaOWHET 3asiBUTeJIsI B eJMHOU CHCTeMe 3arpoc 00 yTOUHeHUH YKa3aHHOM
vHOpMaLMK, TOANMCAaHHbIN YCUIeHHON KBaMW(ULMPOBAHHOM 37eKTPOHHOW TMOJIUCHI0. 3asiBUTENb
00si3aH HarpaBUTb B JIMUHBIA KabOWHeT YIIO/JIHOMOUeHHOro (ezepasbHOrO OpraHa MCIOHUTE/bHON
BJIaCTH B €IUHOW CUCTeMe TOANUCAHHbIA YCHUIeHHOW KBa/W(PUIIMPOBAHHOW 3/1€KTPOHHOW MO/IHCHIO
OTBeT Ha 3arpoC YMOIHOMOUEHHOro (e/iepaJbHOTO OpraHa HCIO/JHUTE/NbHOM B/IacTU B CPOK, He
TIPEBLIIAIOIINN /IEBAHOCTA pabouMx [HeM €O [AHsS TIOMy4YeHUs YIIOJTHOMOUEHHBIM (eiepaibHbIM
OpraHOM MCIIOJIHUTE/IbHOM B/IaCTU 3/IEKTPOHHOTO YBeJOMJIEHUMs] O TOJyuyeHWW 3asiBUTe/IeM 3arpoca.
CpoK, yKa3aHHBIA B UaCTU 3 HacCTOsilIel CTaTbH, IPUOCTAHAB/IMBAETCS CO JHS HarpaB/eHUsl B JIMUHBINA
KabuHeT 3asBUTE/II B eAWHOM CHCTeMe 3arpoca YIIOJHOMOYEHHOTo (e/epaJbHOTO OpraHa
WCTIO/THUTE/IbHOW B/IaCTH A0 [THSI HampaBjieHWsl B JIMUHBIA KaOWHET yIOJHOMOUeHHOTO (heiepasbHOTO
OopraHa WCIOJIHUTeNbHON BJacTU B eJWHOM CHUCTeMe OTBeTa Ha 3alpoC W He YUWThIBaeTCs TMpHU
WCUYUC/IEHUM CPOKa TIPUHATHS YTIOJIHOMOUYEHHbIM (pefiepasibHbIM OpraHOM WCIIOTHUTETbHOW B/IaCTH
pellieHHsi O TPOBeJEHWH SKCIepTU3bl JOKYMEHTOB /Jisi TOJyueHHs paspellieHUss Ha TpoBefieHHe
KJIMHUYEeCKOT'0 UCCJIe/IoBaHUs JIeKapCTBEHHOTO Tperapara /s MeJULIMHCKOTO NPUMeHeHHUs.

(uactb 4 B pes. PegepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHuMeM /151 OTKa3a B MIPOBeJeHUU KCIIePTU3bl JOKYMEHTOB /ISl TI0/yueHusl pa3pelleHus
Ha TMpOBe/leHMe KIMHUUYECKOTO WCCAe/loBaHUsl JIeKApCTBEHHOrO Tiperapata AJisi MeAWULIMHCKOTO
MpUMeHeHHsT W 3TUUeCKOW SKCTepTH3bl SIB/SIeTCs Tpe/iCcTaB/ieHre [JOKYMEHTOB, MpeayCMOTPeHHBIX
YacThi0 2 HACTOSILEH CTaTbU, B HETIOJTHOM OObeme, Herpe/CTaBleHHe 3asiBUTeIeM B yCTaHOBJIEHHBIH
CPOK OTBeTa Ha yKa3aHHbIM B yacTW 4 HaCToOsillell CTaTbu 3arnpoc YTMOJIHOMOYeHHOro (efiepasbHOTO
opraHa MCIIOJIHUTe/TbHON BIacTH MO0 OTCYTCTBUE B Ipe/CTaB/IeHHbIX JOKYMEHTax MCUYepIibiBaloIero
riepeuyHst HeoOxoauMOM uHbOpMaK WK WHGOpPMALUK, KOTOpasi [0/DKHA ObITb OTpa)keHa B HMX, a
TaKkKe OTCYTCTBMe CBeJleHWil, KOTOpble B Ja/JbHelIleM TOATBeP)KAAITCS  TMOCpPeACTBOM
Me)XBeZIOMCTBEHHOT'0 3JIeKTPOHHOT'O B3aMMO/IeNCTBUS, O (paKTe yriaThl TOCYJapCTBEHHOM TMOILTMHbBI 3a
NpOBeJileHNe 3TUYeCKOM SKCIepTH3bl, SKCIepTH3bl JOKYMEHTOB Ha JIeKapCTBEHHbIM IperiapaTr AJisl
T0JIyYeHHsl pa3pelleHNs Ha MpoBe/leHre KIMHUUYeCKOro UCC/eloBaHus JIeKapCTBEHHOIO Mpernapara Jjist
MeJMLIMHCKOrO0 TIPUMEHEeHHs], 3a BblJjauy paspelleHdss Ha MpOBe/leHHe KIMHUUeCKOTro MCC/e[0BaHus
JIeKapCTBEHHOT 0 Tperapara Ji/isi MeJULMHCKOTO NPUMeHeHMs], 3a POoBe/leHre SKCIepTH3bl JOKyMEHTOB
Ha JIeKapCTBeHHbIN TiperapaT JJig TOJAy4YyeHUs] pas3pelleHusi Ha T[IpOBefleHue MeXAyHapOoJHOIo
MHOTOLIEHTPOBOT'0 K/IMHUUECKOTO HWCC/e/loBaHUsl JIeKapCTBEHHOTO Tiperiapata [jisi MeAWULIMHCKOTO
NpUMEHeHHsl, 3a BblJlauy paspelleHus Ha [pOBeJleHrMe MeXAYHapOJHOrO0 MHOIOLIEHTPOBOIO



KJIMHUYECKOTO HCC/IeIOBaHUs JIeKapCTBEHHOTO TMperiapata [jisi MeJUIMHCKOTO TIpUMeHeHHs, 3a
TIPOBE/IEHHEe 3TUYECKOM SKCIIePTH3bI, SKCIEPTHU3bI [OKYMEHTOB Ha JIeKapCTBEHHBIN TIperapaT [jis
MoJIyueHrs paspellieHUs Ha TIpOBeJileHHe TIOCTPerucTpPaljMoOHHOTO K/JIMHUUYeCKOTO UCC/el0BaHuUs
JIeKapCTBEHHOTO TiperiapaTa /ijii MeJUIIMHCKOro MpUMeHeHUs], 3a Bbifiauy pa3pellieHust Ha MpOoBe/ieHre
MOCTPETUCTPALIMOHHOTO KTMHUUECKOTO WCC/Ie/JOBaHUs JIEKapCTBEHHOTO TIperapara [jisi MeJULMHCKOTO
TIpUMeHeHUsl.

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

6. IIpoBejeHve »>KcnepTH3bl [JOKYMEHTOB [/l TIOy4YeHUs paspelleHusi Ha MpoBeJeHue
KJIMHUUeCKOT0 MCC/Ie/JOBaHMs JIeKapCTBEHHOrO TMperapara Jjsi MeAULMHCKOrO TpPHUMEHeHUs |
3TUYEeCKOM 3KCMepTH3bl, COCTaB/ieHWe KOMHUCCHeW SKCIePTOB KM COBETOM IO 3THKE 3aK/IHOUeHUM O
BO3MOKHOCTH WM HEBO3MO>KHOCTH TIPOBe/IEHUs] TAaKOr0 KJIMHWUYEeCKOTO MCC/ie/loBaHus, TOANUCaHUe
3aK/TFOUeHUM yCUIeHHbIMU KBa/IU(PUIIMPOBAHHBIMU 3JIEKTPOHHBIMU TMOAITUCSMU U HarlpaB/ieHHe JJaHHbIX
3aK/TFOYEeHUH B JIMUHBIA KaOWHET YIIOJTHOMOUEHHOTO de/iepaJbHOr0 opraHa WCIIOJTHUTeTbHOM B/IaCTU B
e/IMHOW CHCTeMe OCYIIeCTB/ISFOTCS B CPOK, He TIPEBBIIIAIOIIUN BAZLIaTH TISATH pabouux AHeH CO AHS
HampaB/eHus] B JIMYHbIM KaOWHET SKCMEepTHOTO YUpeXAeHWs B eJUHOH CHUCTeMe 3a/jaHHs
YTIOJTHOMOUEHHOTO (efiepa/lbHOTO OpraHa HWCIOJIHUTEbHON BIACTH C TIPUIOKEHUEeM [JOKYMEHTOB,
yKa3aHHbIX B myHKTax 3, 4, 10, 11 u 11.1 yacTu 2 HacTosiledl CTaTbd, U HaMpaB/eHUs B JIMUHBIN
KaOWHeT coBeTa IO 3THKe B eAMHON CHCTeMe 3aJlaHHs YIOJHOMOYEHHOTo esepasbHOTO OpraHa
WCTIOJTHUTE/IbHOM B/IaCTH C TIPUJIOKEHMEeM [JOKYMEHTOB, yKa3aHHbIX B MYyHKTax 3 - 6 u 9 uactu 2
HAaCTOSIII|eN CTaThbH.

(uactb 6 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

7. B cpok, He TIpeBbIIAIOINIMK Tpex pabouux AHeH CO /AHs HarpaB/ieHWs B JIMUHBIM KaOWHET
YTIOJTHOMOYeHHOro (hefiepa/lbHOTO OpraHa WCTIOJHUTEIbHOW BJIaCTH B eMHOW CHCTeMe 3aK/IF0UeHHH,
yKa3aHHbIX B YacTW 6 HaCTOsILed CTaThM, YIOJTHOMOUEHHBIM (e/epasbHbId OpraH MCIOJ/JHUTETbHOM
BJIACTHU:

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

1) ocyujecTBasieT OLEHKY TMOCTYNMBIIMX 3aK/JHOUEHUW [/ OIpefie/ieHHuss UX COOTBETCTBUS
33/laHYsIM Ha MPOBeJieHNe COOTBETCTBYIOIINX IKCIIepPTH3;

2) mpyHMMaeT pellleHHWe O BblJaye pas3pelleHusl Ha TpOBeJileHue KIWMHUYECKOro HCCe/J0BaHUs
JleKapCTBEHHOT 0 MpernapaTa /sl MeJULIMHCKOTrO IpMMeHeHNs, BHOCUT B PeeCTp BbIZIaHHBIX pa3pelleHui
Ha T[poBeJileHMe KJIMHWYECKUX MCC/Iel0BaHUM JIeKapCTBEHHOrO IIperapata COOTBETCTBYIOLYIO
MH(pOPMAIMI0 ¥ HarpaB/sieT MOCPEeJCTBOM eJUHOTO TOpTajia 3asiBUTEN0 WM B JIMUHBIA KaOWHeT
3asBUTe/sI B eJWHOM CHCTeMe BBIIMCKY M3 peecTpa BbIJAHHBIX pa3pellleHud Ha IpoBeJieHue
K/JIMHUYEeCKUX  WCCAelloBaHUM  JIeKapCTBEHHOI'O rperiapara, MO/NIMCaHHYIO YCUJIEHHOU
KBa/IM(ULIMPOBAHHOM 3/IEKTPOHHOU MMOANUCHIO;

(. 2 B pex. PegepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) mpuHHMaeT pelieHHe 00 OTKa3e B Bbilade pa3pellieHWss Ha TIPOBe/leHHe KIMHUYECKOTO
WCC/IeIOBAaHUST  JIEKADCTBEHHOTO TIperapaTa /Jii  MeAWIIMHCKOTO TIPUMEeHeHHsI U HarlpaB/isieT
TOCPe/ICTBOM €IMHOTO TIOpTaja 3asBUTE/I0 WIM B JIMUHBIA KaOWHET 3asBUTeNs B eJUHOW CHUCTeMe
JlaHHOe DpellleHWe, TIOATNMCAaHHOe YCUIeHHOW KBaMU(HUIMPOBAHHOW 3/IEKTPOHHOW TMOAMNMCHIO, C
yKa3aHheM TIPUYHH OTKa3a.

(n. 3 B pex. PegepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHoBaHHEeM [JIs1 OTKa3a B BbiJd4e pa3pelieHud Ha IIpOoBeJeHHe K/IMHHUYeCKOro rMcciejoBaHuAd
JIEKapCTBEHHOTI' O IIperapaTa A/ MeJUIIUHCKOI'O IIPUMEeHEHUS ABJIAETCA Ha/lnyre 3aK/IFI0UYeHUA KOMUCCUH



SKCIIepTOB HW/IM 3dK/IHUYEHHA COBE€Ta II0 3THKE O HEBO3MO>XHOCTH IIPpOBeieHHs KIMHUYECKOro
HCCiegOoBaHUA JIGKADCTBEHHOI'O0 IIperapaTta [Ajad MeIWIUHCKOro IIpUMeHEHHda TI0 pe3y/bTaTdM
MpOBeAeHHBIX SKCIIEPTHU3, IMPpeyCMOTPEHHLIX YdCTBIO 6 HaCTOHLL[Eﬁ CTaTbU.

9. PerieHrie 06 OTKa3e B MPOBeAEHUU SKCTIEPTU3bI JOKYMEHTOB /Jisl TIOyUeHUs] pa3pellieHus Ha
MpOBeZieHre KIMHUYeCKOro UCC/eloBaHUsI JIeKapCTBEHHOTO Tipernapara /i/isi MeJUL[MHCKOr0 MpUMeHeHUst
M 3TUYEeCKOW SKCIepTU3bl UM B BblJaue pa3pelleHUs Ha TpOBeJieHHe KJIMHUYEeCKOro MCC/e[0BaHus
JIeKapCTBEHHOTO TIperapaTa /il MeAWLIMHCKOTO TIPUMeHeHHs] MOXKeT ObITh 00)ka/loBaHO B TOPsJKeE,
yCTaHOBJIEHHOM 3aKOHO/aTe/1bcTBOM Poccurickont @efepanum.

Cratbs 39.1. 3TUYeckKas aKkcnepTusa
(BBegeHa PefiepabHBIM 3aKOHOM OT 22.12.2014 N 429-03)

1. OTuueckas 3KCIIepTH3a IIPOBOJAUTCA COBETOM I10 3TUKE, CO3JaHHBIM B ITOPA/IKe, YCTaHOBJIEHHOM
YIIOJITHOMOY€HHBIM cbegepaanLIM OpraHoM WCTIOTHUTEIbHOM BJ/1IaCTH, B LeJIIX BbIIAUM 3aK/IHOUEHUA 00
9TUYECKOH 000CHOBAHHOCTH BO3MOKHOCTH MpoBeAeHNA KIIMHUUEeCKOro uccjied0BdHUA JIEKAPCTBEHHOI'O
rperiapaTta AJjid MeJUIIMHCKOIr'O IIpMeHeHHs.

2. DKcriepramMM coBeTa I10 3THKe MOTYT ObIThb IpefCTaBUTeNd MeJULIMHCKUX OpraHu3alui,
HayYHBIX OpraHu3aluii, oOpa3oBaTe/NbHBIX OpraHW3alldii  BbICIIET0 00pa3oBaHMs, a TakKXkKe
TIpe/ICTaBUTe/IA  OOI[eCTBEHHBIX OpraHW3alliii, PeJMTrHO3HBIX OpraHM3aliidi W CPeZACTB MacCOBOM
uHpopMaruu. [laHHBIe SKCIIEPTbl He [O/DKHBI HAaXOAWUThCS B KAaKOM-TMOO 3aBUCHMOCTH  OT
pa3paboTUMKOB JIeKapCTBEHHBbIX TIperapaTtoB M JpYyTrUx JIML, 3aUHTePecOBaHHbIX B pe3yJbTaTax
3TUUECKOM SKCIepTHU3bI.

3. Omata ycayr SKCIEepTOB COBeTa MO STHUKe OCYLIeCTB/SeTCs Ha OCHOBAaHWM [OTOBOPa,
3aK/IFOUEHHOT0 MEeX[y YIOJHOMOUEHHbIM (pefiepa/ibHbIM OPraHOM HCIIOJIHUTENBHOM BACTU, KOTOPLIM
CO3/laH COBET MO STHKEe, W SKCIIEPTOM COBeTa IO 3THUKe, 3a CYeT O/PKEeTHBIX aCCUTHOBAaHWMH,
MpelyCMOTPEeHHBIX YIIOJHOMOUYEHHOMY (pefiepa/ibHOMY OpraHy HCIIO/IHUTEe/bHON BAaCTH, KOTOPbIM
CO3[IaH COBET TI0 3THKe, B (efepasbHOM OHO/KeTe Ha COOTBETCTBYIOI[WM roji Ha obecrieyeHue ero
JlesiTeJIbHOCTH, B pa3Mepax, yCcTaHoBJ/IeHHbIX [IpaBuTesnibcTBoM Poccuiickoit ®epepaiyu.

4. DKCIiepThl COBeTa 10 3THKe HEeCyT OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHO/AaTe/bCTBOM
Poccutickoii @ezepalivu.

4.1. Tlpy TpoBefileHMH 3TUYECKOW SKCIIEPTH3bl He [OMYyCKaeTCs HCTpeOOBaHHE HKCTIePTOM Y
3asiBUTeNsE MO0 MHBIX JIML] MaTeprasoB, HeOOXOJUMBIX /s TPOBeIeHUsT STUYeCKOW IKCrepTh3bl. B
C/lyyae HeJOCTaTOYHOCTH TIPeCTaB/Ie€HHBIX 3KCMEepTy MaTephasoB B JINUHBIA KaOWHET 3asBUTeNs B
eMHOM CHCTeMe yIOJHOMOYEHHBIM JIMLIOM COBeTa [0 3THKe HallpaB/sieTcs 3arpoc O MpefCcTaB/ieHun
HeoOXO/IMMBIX MaTepHasioB, TOATMCAHHBIA PYKOBOAUTe/NeM (YIOJTHOMOUEHHBIM JIMLIOM) COBeTa II0
3TUKe C UCI0Ab30BaHUEM YCUIEHHOM KBalU(PULIMPDOBAHHOW S/IEKTPOHHOM TIOANUCH, a TaKkKe
HampaB/sieTcsl yBegoM/eHWe 00 yKa3aHHOM 3ampoce B JIMUHBIA KAaOWHET yIIOJTHOMOYEHHOTO
(enepasbHOrO OpraHa UCIOJHUTETbHOM BIaCTH B eJUHON CUCTeMe.

(uactb 4.1 BBefieHa DesiepanbHbIM 3aKoHOM OT 30.01.2024 N 1-D3)

4.2. 3asBUTe/nb 00s3aH HaNpaBUTb B JIMUHBIM KaOWHeT cOBeTa 10 3THKe B eAWHOW CHUCTeMe
MOANUCAHHBIM  yCUIeHHOW KBa/M(PUIMPOBAHHOW 3/7IeKTPOHHON TOJIKCHbI0 OTBEeT Ha 3arpoc O
Tpe/iCTaB/IeHN HeoOXOAWMBIX MaTepUasioB COBETY IO 3THKe B CPOK, He TPEeBbIIIAOIINN JIeBTHOCTa
pabounx [HEW CO [HS TIO/MyueHHWs COBETOM I10 3THKe 3JIEKTPOHHOTO YBEJOMJIEHHWS O IOTyUYeHUH



3asBUTE/IeEM YKa3aHHOTO 3ampoca. Bpemsi co JHsS HarpaB/ieHUs] COBETOM T10 3THKe B JIMUHBIA KaOWHeT
3afBUTENII B €IWHOW CHUCTEMe 3ampoca O TIpe/CTaB/eHMM HeOOXOJUMBIX MaTepuasoB [0 [IHS
HarpaB/IeHUs 3asBUTE/IEM B JIMUHBIN KaOWHET COBeTa Io 3THKe B e[UHON CUCTeMe OTBeTa Ha yKa3aHHBIM
3arpocC He YYUTBIBAeTCs TTPU UCUMC/IEHWH CPOKa MPOBe/IeHUs] STUUeCKON SKCITepTHU3bI.

(uactb 4.2 BBefieHa ®esiepanbHbIM 3aKoHOM OT 30.01.2024 N 1-D3)

5. CocTaB COBeTa 10 3THKe, TT0JIOKeHHe 00 3TOM COBeTe, MOPSIIOK ero JeATebHOCTH, TpeOOBaHUS
K KBa/JMGHUKAIMA U OMBITy pabOThl MO SKCIIEPTHOM OIleHKe HayuHbIX, MEeJULUHCKUX U 3TUUYEeCKUX
acreKTOB KJIMHUYEeCKUX UCC/eIoBaHUM JiIeKapCTBEHHbIX MperapaToB /s MeJULIMHCKOT0 TPUMeHeHus],
npeAbsiB/sieMble K 35KCIIepTaM COBeTa MO 3THKe, MOPSJOK OpraHu3alid U TIPOBeJeHUs] 3TUUYEeCKOU
9KCTepTH3bl, (hopMa 3aK/IroueHUsT COBeTa TI0 ITUKe yCTaHAB/IWBAIOTCS YIIOJIHOMOUEHHBIM (efiepasbHbIM
OpraHOM HCIIOJIHUTe/IbHOW BjiacTh. Uucio mnpejcraBuTesell MeJULIMHCKUX OpraHu3aliii He MOXXeT
TIPEBBIIIATh ITOJIOBUHY OT OOIIEero UrMc/ia SKCIePTOB COBeTa I0 3THKE.

6. Mudopmaist o cocTaBe coBeTa MO 3THKe, IJIaHaX ero paboTbl W TeKyleil JesTeTbHOCTH
pasmeljaeTcsi Ha O(UIMAJILHOM CaliTe YMOJHOMOYEHHOro (hefiepaJbHOTO OpraHa HCIOJHUTeTbHOU
BJIaCTU B ceTy "IHTepHeT" B yCTaHOBJIEHHOM UM IOpPsZKe.

Cratbs 40. NMpoBegeHNe KIMHUYECKOro UCC/1eA0BaHuUs IEKapCTBEHHOTO npenapara
ANsi MeAULMHCKOTO NPUMeHeHUs

1. PykoBojuTe/Nb MeAWLIMHCKON OpraHu3aliiM, KOTopasi MPOBOAUT K/IMHWYECKOe HCC/iefiloBaHUe
JIeKapCTBEHHOTO  TiperapaTa /sl  MeAMWIIMHCKOrO  TpUMeHeHWs, Ha3HauaeT HCC/e/oBaTes,
OTBETCTBEHHOTO 3a TIPOBeJeHHe TaKOr0 WCC/Ie[OBaHUS W HMeIIero JieueOHYI CIeruanbHOCTb,
COOTBETCTBYIOLYIO TIPOBOJUMOMY K/IMHHUYECKOMY WCC/Ie[JOBaHUIO JIeKapCTBEHHOTO Tiperapara, Co
CTa)keM paboThI 10 TIPOrpaMMaM KJIMHWUeCKUX MCC/e/JOBaHWi JleKapCTBeHHBIX TperapaToB He MeHee
yeM TPU rofla U TI0 ero TIpeJIOKeHUI0 Ha3HauaeT COMCC/e/loBaTe/ield W3 uWCAa Bpauel 3Tou
MeJULIMHCKOW OpraHU3ali|i.

(B pex. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

2. UccnemoBareb OCYIIECTB/ISET BbIOOP MMAI[MEHTOB, KOTOPbIE MO MEAUIIMHCKHAM TI0Ka3aHUSIM
MOTYT OBITh TPHUBJIEUEHBI K YUaCTUIO B KJIMHUYECKOM HCC/Ie[JOBaHUM JIEKapCTBEHHOTO TIperiapaTa AJis
MeJULIMHCKOTO IPUMeHEeHHSs.

3. MUccnepmoBarens W coucciiefioBaTesd  JO/DKHBI  ObITb O3HAaKOMJ/IEHBI C  pe3y/bTaTaMu
JOK/IMHUYECKOTO  HWCCJIe/JOBaHUS  JIEKAPCTBEHHOTO  CPeZCTBA, CO/epKalMMHUCS B Oporrope
UCCIIeloBaTesIs, IPOeKTOM IIPOTOKO/Ia K/IMHUUYECKOr0 WCC/Ie[0BaHUs JIeKapCTBEHHOIO Iperiapara [jis
MeIMLMHCKOTO MPUMeHeHUs], pa3paboTaHHBIM pa3pabOTUMKOM JieKapCTBEHHOT'O Tperapara Wiad UHBIM
IOpUMUECKUM JIMLIOM, TpPUBJEKaeMbIM K OpraHv3alliyd IpOBe/leHHsl K/IMHUYEeCKOro MCC/e0BaHus
JIeKapCTBeHHOr0 Iperapara /js MeJULIMHCKOrO IpUMeHeHWs, W J[pPYyIMMU MaTepuajaMd TaKoro
WCCIIe/lOBaHMS.

3.1. PykoBoauTe b MEAULIMHCKOW OPraHM3allii B CPOK, He TIPEBBIMIAIOIINN TpeX pabounx JHeH co
[THS1 Hauasia TIpoBe/ieHusT KIIMHUYeCKOTo UCC/e/IoBaHus JIeKapCTBEHHOTO TiperapaTa Jjisi MeJULIMHCKOT0
ripuMeHeHus, coobirjaeT 00 3TOM B yIOJIHOMOUYeHHbIN (e/lepa/ibHbIM OpraH UCTIOTHUTETLHOW BIACTH,
BbI/IABIIIMI pa3pellieHre Ha TIPOBe/ieHre TaKOTo MCC/ie[IoBaHus, TI0 YCTAaHOB/IEHHOW UM ¢opMe.
(uactb 3.1 BBefieHa PesiepanbHBIM 3aKOHOM OT 29.11.2010 N 313-D3)

4. OpraHusaluy, OCYLIeCTBJISIFOIIMe OpraHW3alldi0 MpOBeJeHUs] KIMHUYEeCKOro HCC/Ie[0BaHUs
JIeKapCTBEHHOr0 TiperapaTa /sl MeJULMHCKOrO MPUMeHeHWs M yKasaHHble B uacTh 3 cTaTbu 38



Hacrosiiiero PejiepasbHOTO 3aKOHA, B Cydae HeoOXOAWMOCTH BHeCeHUsI W3MeHEeHUH B IPOTOKOJ
K/IMHUYeCKOTO MCC/Ief0BaHMs JIeKapCTBEHHOTO TperapaTa //isi MeIMLMHCKOr0 TIPUMeHeHHsT COO0I[ar0T
00 3TOM B yIOJTHOMOUEHHBIN (e/jepasbHbIN OpraH UCIIOJTHUTE/ILHOMN B/IaCTH, BbIABILMI pa3pelleHre Ha
NIpOBeJieHre TaKoro UCC/Ie[0BaHuUs, 110 yCTaHOB/IEHHOM UM (popMe.

(B pen. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-P3)

4.1. dopma cooOIieHUss O BHECEHMM W3MEHEHWUM B IIPOTOKOJI K/IWHHUYECKOro HCCe0BaHUsS
JIEKapCTBEHHOI'0 Tipernapara /[yid MeJWLMHCKOrO TpPMMEHeHUs [JOJDKHA COoJepykaTb Clefyrolue
CBeJleHUs:

1) HaMeHOBaHUe, WeHTU(PUKAI[MOHHBIN HOMED U iaTa TTPOTOKOJIa KTMHUUeCKOT0 UCC/Ie[lOBaHuSI;
2) faTa BHeCeHHUsI U3MeHEeHWH B TMPOTOKOJI KTMHUYECKOT 0 UCC/IeJ0BaHMS;
3) HaMMeHOBaHUe U MeCTO HaxO>K/JeHUsl 3asiBUTe/IS;

4) HauMeHOBaHWe OpraHW3alluM, MPHUBJIEYEHHOW pa3pabOTUMKOM JIeKapCTBEHHOIO MperiapaTta K
OpraHM3aLvy MpoBe/leHNs1 KTMHUUeCKOr 0 UccieZjoBaHus (TIpYU HalUuuK);

5) HaMMEHOBaHUSI U MeCTa HaxOXKAeHUs MeAULIMHCKUX OpraHu3aliuii, B KOTOPbIX TPOBOAUTCS
K/IMHUYeCKOe UCCIe[J0OBaHue;

6) mara BbIJAuM paspellieHds] Ha TIPOBeJieHHe KIMHUYeCKOTO WCC/IeIOBAHUSI U HOMED 3TOrO
paspeleHus;

7) U3MeHeHUsl, BHOCUMbIe B TIPOTOKOJI KITMHUYECKOTO UCC/Ie[JOBaHUSI.
(uactb 4.1 BBefieHa @esiepanbHbBIM 3aKoHOM OT 11.10.2010 N 271-®3)

5. B cpok, He TIpeBbIIAMOLIMIA [Ba/ILIATA BOCBMU paboumnx [Hel CO AHS TMOJTyueHHs] YKa3aHHOTO B
yacTy 4 HacTosILel CTaTbd COOOILeHUs, YIOJTHOMOUEHHbIM (hefepasbHbI OpraH WCIOTHUATETHHOM
BJIACTM pacCMaTpUBaeT 3TO COOOIIeHWe B yCTAaHOBJIEHHOM WM TIOPSJKE W TPUHUMAET pelleHne O
BHECEHVWU M3MEHEHUN B TIPOTOKOJ K/IMHUUECKOrO HCC/Ie[0OBaHUs JIeKapCTBEHHOrO Iperapara st
MeJULIMHCKOTO TMPUMeHeHHs1 Ui 06 0TKa3e BO BHECEHUM TaKWX M3MeHeHWH, MO/1CaHHOe YCUIeHHOM
KBaJIM(ULIMPOBAHHOM 3/1€KTPOHHOM TMOJIMCHI0, TIOCPeACTBOM HarlpaB/leHUs] COOTBETCTBYIOLEro
pelleHUs] B JMYHbIM KaOWHET 3asBUTeNs] B eQWHOW cucTeme. [Ipy paccMOTpeHMH COOOIeHUs O
HEOOXOZMMOCTH BHECEeHHWs] W3MeHeHWH B TPOTOKOJ KIMHUYECKOTO HCC/IeIOBAHUS JIeKapCTBEHHOTO
mperiapara [jisi MeJULMHCKOTO TIpUMeHeHWs B Lie/siX OLeHKM O0OOCHOBaHHOCTU TIpefjlaraeMbIX
V3MeHeHHH U orpe/ie/ieHusl CTeleHu pUCKa /sl MalyeHTOB, MPUHUMAIOLUX yyacTHe B KJIMHUUeCKUX
VCC/IeIOBaHUSAX, YIIOJTHOMOYEHHbIM (e/lepajibHbIM OpraHOM —HCIIOJHUTebHOM BAacTH  MOTYT
NIpUBJIEKAThCS SKCIePThl COBETA 10 3TUKe U (M/IM) SKCIIepThl 5KCIIEPTHOTO YUpPeXXJeHHS.

(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 30.01.2024 N 1-®3)

6. KiuHMueckoe wuccrefoBaHMe JeKapCTBEHHOrO TperapaTta AJisi MeAULIMHCKOrO TMpPUMeHeHUs
MOKeT OBITh TPHMOCTAHOBJIEHO WM TpeKpalleHO, eCd B TPOLiecce ero TpoBefieHUs OOHapy’keHa
OTAaCHOCTh [i/IsI YKW3HW, 3[]0POBbsi TAIIMEHTOB. B cjlyuae BO3HWKHOBEHUsI OMACHOCTH [JIS KU3HH,
3[J0pOBbS TALJMEHTa, yYaCTBYIOLIEro B KIMHUUECKOM MCC/Ie[JOBaHUU JIeKapCTBEHHOI'O TiperapaTa st
MeULUHCKOTO TIPUMEeHeHUs, UCC/ie/loBaTe/lM 00si3aHbl MPOUH(GOPMHUPOBATL 00 3TOM DPYKOBOZMTESIS
MeJULIMHCKOW OpraHu3allud W OpraHu3alyio, TOJIyUMBIIYH pa3pelleHre  yIoJHOMOYEHHOT O
¢benepasbHOrO OpraHa WCIOJHUATEILHOW BaCTM Ha OpraHU3aldi0 TPOBe/leHUs] KJIMHUUeCKOro
WCC/IeflIoBaHUST  JIeKapCTBEHHOTO — Tiperapara. PellleHWe O  TMPUOCTAaHOBTEHUWM  KJIMHUUECKOTO



WCCie/JoBaHMsl JIeKapCTBEHHOTO Mperapara /jisi MeJULMHCKOT0 pYMeHeHUs! TPUHKUMAl0T PYKOBOJUTE b
MeJULIMHCKOW OpraHu3aluu W (WIu) opraHu3alusi, IOy4MBIlas pa3pelleHue YIOoJHOMOUYEHHOTO
¢benepasbHOrO OpraHa WCIOJMHUATEILHOW BACTM Ha OpraHU3aldi0 TPOBe/leHUs] K/IMHUUeCKOro
WCC/Ie/JOBaHUs JIeKapCTBEHHOT O Mpenapara /il MeJJULIMHCKOro TIPUMeHeHHs], pellleHre O MpeKpalleHuH
TaKOr'0 MCCJIeI0BaHUsl TIPUHUMAeT YIIOJTHOMOYeHHbIN (e/iepasibHbIN OpraH UCIOHUTE/IbHOW B/IaCTU Ha
OCHOBAHMHU COOOIIeHUs B TIMCbMeHHOW (opMe pPYKOBOAUTeNST MeAWLMHCKOW OpraHu3alyu Wid
OpraHu3alusi, ToJyuuBlIasi paspellieHre YIOJHOMOYEHHOTO (e/iepaJibHOTO OpraHa HCIOJIHUTEIbHON
BJIaCTU HAa OpraHW3alMI0 MPOBeJeHUs KIMHAYeCKOT0 MCC/e[loBaHUs JIeKapCTBEHHOrO TperapaTa AJisi
MeIULMHCKOT'0 TIPUMeHEeHHsI.

7. B CpOK, He TPEeBBILIAIOIINN TIATH pabounx AHeH COo [Hs 3aBeplleHus, IPUOCTAHOBIEHUST WIN
rpeKpallleHusi KJIMHUYEeCKOro HCC/Ie[OBaHUSl JIeKapCTBEHHOTO Tiperaparta [Jisi  MeAMLIMHCKOTO
npUMeHeHuUs], Coo01eHre 00 3TOM HarpaB/seTCsl OpraHU3al[UsIMU, YKa3aHHBIMU B uacTu 3 CTaTbu 38
Hacrosiero ®PenepanbHOrO 3aKOHa, B YIIOJIHOMOUYeHHbIN (heJiepaibHblid OpraH UCIOJTHUTE/IbHOM BIaCTH
T10 yCTaHOBJIEHHOM UM ¢opMme.

8. ®dopma coobmieHuss O 3aBepIIeHWH, TPUOCTAHOBJIEHWH WM TIPEKpAIlleHUH KIMHUYeCKOTO
WCCIe/J0BaHM JIeKapCTBEHHOIO Tperapara Jijisi MeJULMHCKOr0 MPUMeHEeHUs J0JKHA COZlepKaTh:

1) uadopmalio 0 MeJUIIMHCKON OpraHu3aliyd Wik MeAULIMHCKUX OpPTraHW3alUsiX, POBO/UBIIINX
JlaHHOe WCCie/J0BaHUe;

2) omucaHue JaHHOTO MCC/Ie/JOBaHusI;

3) maHHBIe WiccnenoBarens (hamMuIus, UMsi, OTUECTBO, MeCTO pabOoThI, 3aHMMaeMasi JO/KHOCTb,
CTelMaNbHOCTh, CTaK paboThl 10 TporpaMMaM K/IWHHUECKUX HWCC/Ie0OBaHUM JIeKapCTBEHHBIX
rperiapaToB, TepedyeHb KIMHUUECKHWX MCC/IeZIOBaHUNM JiIeKapCTBEHHBIX TIperapaTtoB, B KOTODPBIX OH
MPUHUMAJT yuacTHe (TIepuo/ibl yUacTHsl) B KaueCTBe MCC/iefioBaTessi UK COMCCe[oBaTeis);

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

4) pe3y/bTaT JaHHOTO UCC/Iel0BaHus (3aBepllieHre, MPUOCTaHOB/IeHWe WK MpeKpallleHre JaHHOTO
WCC/IeIOBaHUS C yKa3aHUeM WX MPUUWH U BJIUSHUS Ha OLIEHKY €Tr0 pe3y/bTaToB, OOIIYI0 OIIeHKY pHCKa
¥ OXHUJaeMOM TII0/b3bl OT IIPUMEHEeHHsT MCC/IeZlyeMOro JeKapCTBeHHOIO Iiperiapara, a Takxe
rpeAnoJiaraemMble JaabHeNIIMe 1elCTBUs).

8.1. Tlpu BbIAB/IEHWH (GeepasbHBIM OPraHOM WCIIOJIHUTeTbHOM BJIACTH, OCYIIEeCTBJISIONUM
(GyHKLIMM TI0 KOHTPOJIFO M Haj30py B cdepe 3ApaBoOXpaHeHUs], HapyllleHWW TpaBWI Hajjexxallen
KJIMHUYECKOW TIPAaKTUKW TIPY TIPOBE/IEHWH K/IMHUYECKOTO WMCC/Ie[J0OBaHUS JIeKapCTBEHHOIO TIperapara,
B/MSIFOIUX HAa TIOJHOTY U (WIM) IOCTOBEPHOCTh JAHHOTO KIMHUYECKOTO WCC/Ie/OBAHUs, yYKa3aHHBIMU
denepanbHBIN OpraH UCTIOHUTETLHOM BIACTA MPUOCTAHAB/IMBAeT MPOBeJieHNe JAaHHOTO KIMHUYeCKOTO
WCC/Ie/JOBaHUST M BBIHOCUT MeAMIIMHCKOW OpraHW3aliid, B KOTOPOM TIPOBOAUTCS JaHHOE K/IWHHUYecKoe
WCCieJoBaHue, TIpe[IMcaHe 00 ycTpaHeHWM BBLISBJIEHHBIX HapylleHuid. [Ipu HeycTpaHeHUH
MeJIULIMHCKOW OpraHu3aljdell BbISIBJIEHHbIX HapyllleHWWd B YCTAHOBJEHHBIM B MpeJIMCaHud CPOK
yKa3aHHbIM (¢efepanbHblii OpraH UCIOJIHUTENbHOW B/ACTUM TPUHMMAeT pellieHue O MpeKpalleHuu
TIPOBE/IEHUsT KTMHUYECKOTO MCC/IeZIOBaHUs JIEKAPCTBEHHOTO TIperiapaTta W Hampas/sieT B (efepanbHbIHI
OpraH UCIIO/IHUTE/ILHOW BJIACTH, OCYL[ECTBJSIONMNA (YHKIMM 110 BbIPAOOTKE U  peaM3ariiu
roCy/IapCTBeHHOW TIOJIMTUKA U HOPMAaTHWBHO-TIPAaBOBOMY Dery/iMpoBaHUI0 B cdepe 3ApaBOOXPaHEHUS,
3aK/IFOUeHHe O BBISIBJIEHUH MPU TTPOBeJeHUH JaHHOTO KITMHUUECKOTO MCC/IeZIOBAaHUSI HapyLIeHUM TPaBU/I
Hajjie)xalleld KIMHAYeCKOW TIPaKTHUKW [/ TPUHATHSL pellleHHMss 00 OTMeHe paspelleHds Ha
OpraHu3al[vi0 TIPOBeJIeHUs [JAaHHOTO K/JIMHWYEeCKOTO WCC/AeJOBaHUs C JaThl TIPUHATHS peIIeHusl O



MPUOCTaHOB/IEHWY NPOBeJeHUsI KIIMHUYEeCKOT0 NCC/e/IoBaHus JIeKapCTBEHHOTO Tpernapara.
(uactb 8.1 B peg. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-®3)

8.2. Ilpu T1ipoBejeHWH K/IWMHUYECKOrO MCC/IeJOBaHUS JIeKaDCTBEHHOrO TIiperiapara Ajis
MeJUIIMHCKOT0 TIPUMEeHeHUs B cjlyuae yTOuHeHUs (M3MeHeHUs1) JaHHbIX, COZiepyKallliXxcsl B pa3pelieHnn
Ha TpOBe/leHHe [JaHHOTO KJIWHWUYEeCKOro WCC/Ie[loBaHMs, Ha OCHOBAaHWM HAIPAB/IEHHOTO B JIMYHBIN
KaOWHeT YIIOJTHOMOUEHHOTO (eJiepaslbHOTO OpraHa WCIIOJIHUTEBbHONW B/IaCTU B eUHOW CHUCTeMe
oOpairieHus1 3asiBUTeSIs], MMOANMCAHHOTO YCHUIEHHOW KBalM(UI[MPOBAHHOM 3/IEKTPOHHOM TOJMKCHIO, C
TIPUIOYKEHeM MOTHBUPOBAHHOTO OOOCHOBAHUS U [JOKYMEHTOB, TIOATBEPXKIAIOIIUX HeOOXOJUMOCTh
yTOUHEeHUs JaHHBIX, YIIOJHOMOUYEeHHbIM (Qe/epa/bHbIii OpraH HWCIMOJHUTE/NBLHOM BaCTU B CPOK, He
TIPEBBIIIAIOIINN Ba/IlIaTH BOCBMHU PabOUMX AHeH CO [AHSI TIOCTYIIEHWs TaKOrO OOpallleHusi, BHOCHUT
M3MeHeHHs1 B pa3pellieHre Ha MpOBe/ieHHe KIWHUYEeCKOro HCC/e/JOBaHus JIeKapCTBEHHOrO Tperiapara
I/ MeJULIMHCKOTO TIPUMEHEHUsI U peecTp BbIJAHHBIX pa3pelleHuid Ha IpOBeJeHue KIMHUYeCKUX
WCC/IeIOBaHUM JIeKapCTBEHHBIX TpPerapaToB, a TaK)Ke HarpaB/iseT B JIMUHbIA KaOWHET 3asiBUTENsS B
eIUHON cucTeMe BBIMKWCKY M3 peecTpa BbIJIAHHBIX pa3pelleHUii Ha TMpoBeleHHe KIMHUUeCKUX
WCC/Ie/JOBaHUM  JleKapCTBEHHBIX —TIperapaTtoB, TMOAMNUCAHHYI YCUJeHHOW  KBaIU(PUIIMPOBaHHOM
3/IEKTPOHHOM TOZMKCHIO, MO0 MPUHUMAET pellieHre 00 0TKa3e BO BHECEHUH M3MEHEHHH B pa3pellieHne
Ha TpOBe/ieHHe K/IMHUUECKOTO WCCIeIoBaHUSl JIeKApCTBEHHOTO TIperapata Ajid MeAULMHCKOTO
NpUMeHeHUWssT W HampaB/sieT B JIMUHBIA KaOWHeT 3asBUTeNss B eJUHOM CHCTeMe 3TO pellleHue,
MO/NMCAaHHOe YCU/IeHHOW KBaW(ULIMPOBAHHOM 3/1IeKTPOHHOM MOAMUCHIO, C yKa3aHHWeM MPUYMH OTKasa.
(uactb 8.2 BBefieHa DesepanbHbIM 3aKOHOM OT 30.01.2024 N 1-D3)

9. VYmosHOMOUeHHbIH (hefiepasbHBI  OpraH MCIIOJIHUTEBHONH BJAaCTH  OMYOJIMKOBBIBAE€T U
pa3melljaeT Ha CBoeM oOQuLManbHOM caiite B ceTd "VHTepHeT" cooOlljeHWe O 3aBeplleHuH,
MPUOCTAaHOB/IEHUU WM MpeKpallleHWH K/IMHWYEeCKOro UCC/e0BaHHMsl JIeKapCTBEHHOIO Mpernapara AJisi
MeJIULIMHCKOTO TPUMEeHeHHs B CPOK, He TpeBbIIIAIOIMi NSTH pabounx [JHel co JHS ero MoayueHus, B
yCTaHOBJIEHHOM UM TOPSsIJKe.

10. YmonHomoueHHbIN (hefiepanbHbIA OpraH WCIOTHUTENHHOW B/IaCTH OCYILIECTB/sieT BefeHue
peecTpa UCC/e[OBaTesed, MPOBOAALIMX WIA  TPOBOAMBIIMX  KJIMHUYECKHE  HWCCAe[OBaHUS
JIeKapCTBeHHbBIX TIperapaToB AJis MeQULIMHCKOTO MPUMeHEeHUs], B COOTBETCTBUU C YTBEPKIEHHBIMU UM
rpaBW/laMy M pa3MelllaeT ero Ha CBoeM O(ULMa/JIbHOM caiiTe B ceTd "MIHTepHeT" B yCTaHOB/IEHHOM UM
NopsiiKe. YKasaHHbIM peecTp COAepXXUT WH(GOpMalMio, NPeJyCMOTPEHHYH MYHKTOM 3 uacTu 8
HaCTOSIIeN CTaThU.

11. Otuer o0 pesynbrarax K/IMHUUYECKOIO WCC/IeL0BaHUs JIeKAPCTBEHHOrO IIperapara s
MeJULIMHCKOTO TIPUMEHEeHHsI COCTaB/IsIeTCs OpraHu3aliel, yKa3aHHOM B 4aCTU 3 CTaTbU 38 HACTOSILEero
®eflepa/IbHOTO 3aKOHA, W TIPE/ICTAB/ISIeTCsS B YIIOJTHOMOUEHHBIM (e/lepa/bHbIN OpraH HCIMOJ/HUTETbHON
BJIaCTH, BbIJABIIMK pas3pelleHre Ha TpOBeJleHHWe 3TOr0 MCC/e[iloBaHUs, B CPOK, He TMpeBbIIAIIIUN
JIBeHa/lllaTh MecsilleB CO [JHSl ero 3aBeplleHus, NPUOCTAHOBJIEHWS WM TpeKpalleHus, B MOpsJKe,
YCTaHOBJIEHHOM YTIOJTHOMOUEHHbIM (heJiepabHbIM OpPraHOM MCTIOJTHUTE/IbHOM B/IaCTH.

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

12. HapyiieHue TIpaBWI Hajjiexkallleidl KJIMHAYECKOW MPaKTUKH, (anbCrudUKalvs pe3yabTaToB
K/IMHUYeCKOTr0 MCC/IefIoBaHMs JIeKapCTBEHHOTO Tperapara [ijisi MeULIMHCKOTO TPUMeHeHUs BIeKyT 3a
coboli OTBETCTBEHHOCTh B COOTBETCTBUM C 3aKOHO/IaTesibcTBOM Poccuiickoi defepariui.

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

13. Tlpu npoBeleHVMH KIMHWUYECKOTO WCCAeNOBAHUS JIEKAPCTBEHHOrO Tiperapara Ajis
MeIULUHCKOTO TMPUMEHEeHUs J0IMyCKaeTcs 3a00p y MalyeHTOB OMOOrMuecKux MaTtepuanoB (00pasiibl



OUMOJIOTUYECKUX KUJKOCTeH, TKaHel, CEeKPeTOB U TPOJYKTOB >KU3HE/eATeJIbHOCTH Ue/lOBeKa,
(GU3MOIOTHUECKUX W TIATOJIOTUYECKUX BBIJe/IEHUM, Ma3KoB, COCKOOOB, CMBIBOB, MHKPOOPTaHHU3MOB,
OuorcuiiHbId Marepuan) Aas ux u3ydyeHusi B Poccuiickort ®Pepepanu v (WIM) 3a mpefenaMu
Poccutickoii @enepaniyu.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

14. Tlopsimok BBO3a B Poccutickyro ®@efepaijuio U BbiBO3a 3a Tipefiesibl Poccuiickoit ®enepaiiyiu
OUMOJIOTUYEeCKUX  MaTepuasioB, TIOJNyUeHHbIX TIpM TIPOBeJeHUM KJIMHUYECKOTO  HCC/Ie/[OBaHUs
JIeKapCTBeHHOT0 Tperapara Jjigi MeAULIMHCKOrO TpUMeHeHHUs, ycTaHaBjauBaeTcsi [IpaBUTeNbCTBOM
Poccutickor @enepanyu.

(B pegn. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Ctatbs 41. [loroBop 0 NpoBeAeHUUN KJIMHNYECKOro nccriefoBaHns NeKapCTBEHHOro
npenaparta Ans MeAULUHCKOro npumMeHeHus

1. KnuHudeckoe wucciefoBaHHe JIeKADCTBEHHOTO TMperapara /s MeAULIMHCKOrO TIpUMeHeHHs
MPOBOAUTCS B COOTBETCTBUM C JIOTOBOPOM O TIPOBeJeHUM KJIWHUYECKOTO UCC/el0BaHUs
JIeKapCTBEHHOTO Tperiapara [ijii MeAWIIMHCKOr0 TIPUMEHEeHHs], 3aK/IHUaeMbIM MeXKIY OpraHu3aliue,
MOJIyurBLLIel pa3pellieHre YIOJHOMOYEHHOro (eJiepaJbHOTO OpraHa WCIOIHUTEIbHOW B/IAacTM Ha
OpraHM3alvi0 MPOBeJIeHHsI TaKOTO UCC/Ae0BaHusl, U MeAULIMHCKOW OpraHu3aliyeil, oCyllecTB/soLei
TpOBe/leHre TaKOTro UCCe/JOBaHMUs.

2. [loroBop O TIpOBeJEHWH K/IMHUYECKOTO WCC/IeJOBaHUsS JIEKAPCTBEHHOTO TiperapaTa Ajisi
MeIMLUHCKOTO TIPUMEHEHHS I0/DKEH CO/IepyKaTh:

1) yQj10BUA U CPOKM TMpOBeAeHUA JdHHOT'O NCC/leJOBaHNSA,

2) ompeneneHve o0IIell CTOMMOCTH TIPOTPaMMbI JAHHOTO MCC/Ie[JOBaHUSI C yKa3aHHMeM CYMMBbI,
ripe/iHa3HavaroLIeics J1s BbITIIAaT UCCIeJ0BaTe M, COMCCIe/J0BaTe IsM;

3) onpezenenve hoOpMbI Mpe/iCTaB/IeHUsI Pe3y/IbTaTOB JaHHOTO UCC/IeJ0BaHKs B YIIOJTHOMOUYEHHbIHN
(enepanbHbBIN OpraH UCTIOTHUTE/ILHOM B/IaCTH.

Cratba 42. ®uHaHCcOBOe oO6GecnevyeHne K/JAMHUYECKOro  uccnefoBaHus
NlekapCTBEHHOro npenapara A MeguuUHCKOro npumMmeHeHus

duHaHCOBOE o0becreyeHre KIMHUYECKOro HCC/1eg0BaHMA JIeKapCTBEHHOI'O TIIperiapata [AJjisd
MeIWIMHCKOI'O0 MpUMEeHEHH OCYIIeCTB/IAETCA 3a CUET:

1) cpencTB demepanbHOTo OFOKETA;

2) CpeacTB OpFaHHBauHﬁ, MOJIYUMBIIUX Ppa3pelieHre Ha OpraHu3aliui0 IIpOBeAEeHHA OaHHOI'O
Hcciea0BaHMs, B COOTBETCTBHH C YCJIOBUAMU JOTOBOPA O €ro rpoBeeHnu;

3) MHBIX He 3ampelleHHbIX 3aKOHOo/1aTe/bcTBoM Poccutickoit Pefepaliii ICTOUHHUKOB.

Ctatbsa 43. lMpaBa NayMeHTOB, Yy4YacTBYWLMUX B KJAWHMUYECKOM UCCNeaoBaHUU
NeKapcTBEeHHOro npenapara Al MeaULMHCKOro NpuMeHeHus

1. Ywuactue MNaljMeHTOB B K/IMHHUYECKOM HCC/IeJ0BaHWKM JIEKAPCTBEHHOI'O IIpe€liapaTa [AdJjid



MeJUIIMHCKOI'O IIpUMEeHEeHUS SABJIAETCA ,qO6p0BOJ'IbeIM.

2. TauyeHT WM ero 3aKOHHBIM TIPe/ICTaBUTENb A0/DKeH ObITh MHPOPMHUPOBAH B MHUCHMEHHOMN
dopme B BHJe AoKyMeHTa Ha OyMa)kHOM HocuTesie 1160 B hopMe 3/1eKTPOHHOTO JOKyMeHTa:
(B pegn. ®enepanbHOro 3akoHa ot 28.12.2025 N 504-D3)

1) O JIEKAPpCTBEHHOM IIp€riapaTte Ajid MeAUIUHCKOI'O TNPpUMEHEHHA W CYIHOCTHU K/IIMHUYECKOIr'o
HCC/1eJ0BaHMsA 3TOr0 JIeKapCTBEHHOI'O IIperiapaTa,

2) o 6e30macHOCTH JIeKapCTBEHHOTO TperapaTa /s MeAULMHCKOTO TIPUMEeHeHHs], ero 0XXuzaeMoi
3¢ deKTUBHOCTU U CTeTNeHU PUCKa AJis TIal[ueHTa;

3) 00 YCUIOBUAX YUYACTHA MallMeHTd B KJIMHHWYECKOM HCC/IeI0OBaHUH JIEKAPDCTBEHHOI'O IIperapaTa
AJI1 MEAULMHCKOT'O ITPUMEHEHU

4) 0 Ler Win nejadax W Mpoao/DKUTE/IBHOCTHU K/IIMHUYECKOro HCC/1eJO0BaHHA JIEKAPCTBEHHOI'O
rnperiapaTta AJjisd MeJULIMHCKOI'O IIpMMEeHEeHHN;

5) o JAelCcTBUSIX TaljMeHTa B Cjayuyae HenpeABUAeHHBbIX 3((}eKTOB BAUSHUS JIeKapCTBEHHOTO
Tiperapara Jijisi MeZIMLIMHCKOTO TIPUMEHEeHUsT Ha COCTOSTHHE €T0 3/I0POBbS;

6) 00 ycroBusix 00s13aTe/TbHOTO CTPAaXOBAHUS KU3HHU, 3/10POBbsI TIALIMEHTa;

7) 0 TapaHTUsX KOH(MUEHIMAJIbHOCTU YYacTUsl TaljeHTa B KIMHUUECKOM WCC/ieJOBaHUU
JIeKapCTBEHHOTO TperapaTa /Ji/isi MeJUL[MHCKOTr0 NPUMeHeHUs.

3. [lobpoBosibHOE cor/iacye TMalyeHTa Ha yyacTre B KIMHUYeCKOM UCC/IeIoBaHUU JIeKapCTBEHHOTO
rpernapaTta [jisi MeJULMHCKOTO TpUMEeHEeHUs! TOATBEepP)KAAeTCs ero MOAMUCbI0 WA TOAIMUCHI0 €ero
3aKOHHOT0 Tpe/iCTaBUTe/ sl Ha MH(OPMALIMOHHOM JIMCTKe TMallieHTa.

4. HaL[I/IeHT WIA €ro 3aKOHHLIN npeacraBUTe/Ib UMEET IIPpaBO OTKA3daTbCAd OT Y4YdCTHUA B
K/IMHUYEeCKOM HCC/IeJOBAHUU JIEKADCTBEHHOT'O IIperiapaTa Ay MeJULIMHCKOrO TNMPpUMEHEHWA Ha 000
CTaJguu MpoBeAeHNs TaKOT0 NCC/ieJOBaHHs.

5. TlpoBefieHNe KJIMHUUECKOTO HCC/Ie[OBaHUs JIeKapCTBEHHOTO TIperiapaTa [jisi MeAULIMHCKOTO
NpUMeHeHUsT C ydacTHeM B KaueCTBe Tal[MeHTOB JieTell [OMyCKaeTcss TOMbKO TIPU HaTWuuuH
JI0OPOBOJIBHOTO COTJIACHS Ha yYaCTHe B KJIMHUYECKOM MCC/Ie[JOBAaHUM JIEKAPCTBEHHOTO TIperapara s
MeJULIMHCKOT0 TIpMMeHeHUs1 B UH(OPMAIIMOHHOM JIUCTKe TMallieHTa, TO/IMCAaHHOM WX DPOJUTEe/IsSMHU,
YCHIHOBUTE/ISIMUA. [IeTH MOTYT pacCcMaTpUBaThbCs B KauyecTBe TOTEHLMAIbHBIX Tal[ieHTOB TaKOTo
WCC/IeIoBaHUs], TOJILKO €eC/i ero TpoBefileHHe HeoOXOAMMO [Jisi YKpeIUIeHUsi 3[0pOBbsl JleTeld WU
npodmwIakTUKA HWH(EKIMOHHbIX 3ab0/ieBaHU B JIETCKOM BO3pacTe JIMOO ecad Le/bl0  TaKoro
WCCIIeIOBaHUS SIB/ISIETCS TTO/TyUeHHe JAHHBIX O HaWIyullleld 03UPOBKe JIeKapCTBEHHOTO Tperapara Jijist
neueHusi AeTed. B 3TUX lydasx TaKOMy MCC/Ie[IOBAHUIO [JOJDKHO TIpe/IIecTBOBaTh K/IWHUYeCKoe
WCCie/JoBaHUe J1eKapCTBeHHOTO Tperapara AJisi MeAWLIMHCKOTO TpHMeHeHUsI Ha COBepIIeHHOJeTHUX
rpax/aHax, 3a HCK/IIOUeHHWeM CJyuyaeB, €eClId MCCAelyeMblii JleKapCTBeHHbIM Tiperapar  [ijis
MeIUIIMHCKOT0 MpUMeHeHUsI TipeHa3HaueH HCK/TIOUUTE/TLHO JIST WCTI0/Tb30BaHUs
HeCOBepILIeHHOIeTHUMU TPaXKJjaHaMHU.

(B pea. @enepanbHbIX 3aKOHOB OT 22.10.2014 N 313-P3, ot 28.12.2025 N 504-D3)

6. 3arpeljaeTcsi MpoBeJeHHWe K/IMHUUECKOrO WCC/e/J0BaHMSl JIeKapCTBEHHOro Iperapara /st



MeJULIMHCKOTO NPUMeHeHHUs C yuaCcTHeM B KaueCTBe Mal[ueHTOB:
1) pereli-cUpOT M JieTeld, OCTaBIINXCs Oe3 MoTeueHust POAUTeeH;

2) JKeHIIWH B Tieprofi OepeMeHHOCTH, JKeHIWH B TIepHoJ, TPYAHOTO BCKAapM/IMBaHWS, 3a
VCKJIIOUEHWEM C/Iy4yaeB, eC/Id TPOBOJUTCS KIMHUUECKOe HCC/e/loBaHue JeKapCTBEeHHOIo Mperapara,
ripeJjHa3HauUeHHOTO /JIsi YKa3aHHBIX JKEeHIIWH, TPU YCJIOBUM HeoOXOAUMOCTHU ToiyueHus: UH(opMaiuu
TOJBKO BO BpeMsi MPOBeJleHUs] COOTBETCTBYHOLMX K/IMHUYECKUX HCC/Ie[lOBAHUM M TPUHATHS BCeX
HEoOXOZMMBIX Mep TI0 MCK/IIOUEHHWI0 DHCKa HaHeCeHWs BpeZia >KeHILMHe B Tiepuos; 6epeMeHHOCTH,
JKeHIIVHe B TIepHOZ, TPYAHOT0 BCKapM/IMBaHUs, TIJIOAY WA PeOeHKY;

3) BOEHHOU/IyXKalllUX, 3a WCK/IOYeHUeM C/ly4aeB IIPOBeJileHUs K/IMHUYeCKOrO HCC/Ie[0BaHus
JIeKapCTBEHHOTO TIperapaTa, CrelydasbHO pa3paboTaHHOTO [jisi TPUMEHEeHUs B YCIOBUSIX BOEHHBIX
JIeMCTBUM, upe3BbIYaMHBIX CUTyallud, TPOPUIAKTUKKM U JieueHUs 3abo/ieBaHUl U TOpakKeHUH,
MOJyYeHHbIX B  pe3y/bTaTe BO3JeWCTBUS  HeOMaronpusiTHbIX — XUMHUECKMX, OMO/IOTMUYeCcKUX,
pajualoHHbIX (akTopoB. KimHMUeckoe ucciiefioBaHWe TakOro JeKapCTBEHHOrO Iperiapata MOKeT
MPOBOJUTBCA C yuyaCTUeM B KayeCTBe TALlMeHTOB BOEHHOC/YXKalllMX, 3a HCK/IHOUeHUeM
BOEHHOC/Ty’Kall[iX, TPOXOJSAIIUX BOEHHYIO CIy)KOy TIO0 TIpu3bIBYy, C coO/ofieHreM TpebOBaHUM,
yCTaHOBJIEHHbIX HacTOAMM Peflepa/bHbIM 3aKOHOM B OTHOLIIEHUH I'PakKAaHCKUX JIULL;

4) COTPYAHHUKOB ITIPABOOXPAHUTE/IBHBIX OPIrdHOB;

5) nuil, OTOBIBAIOIIMX HaKa3aHWe B MeCTax JIUIIEeHWs CBOOObI, a TakXKe JIUL], HAXOSAIUXCS TTOJ
CTpaykel B C/ie[ICTBEHHBIX U30JIATOPaX.

7. [omyckaeTcsi TpoBe/ileHHe K/IWHAYECKOTO0 WCC/Ie[JOBaHUsS JIeKapCTBEHHOTO TiperiapaTta [jis
MeIMIUHCKOTO TIPUMEHEHUs], TIpeJHa3HAUeHHOTO JJIs JIEUeHUs TICUXUUYeCKUX 3a00/1eBaHUl, C y4aCTHEM
B KaueCcTBe TMAI[MeHTOB JIMI[ C TICUXUUYECKUMH 3a00/ieBaHUsAMH, TPU3HAHHBIX HEIeeCcrocOOHbIMU B
Topsifike, YCTaHOBJIEHHOM 3aKOHO/aTesibcTBoM Poccuiickoit ®Pesepauyu. KnuHuyeckoe vcciefioBaHue
JIeKapCTBEHHOTO TIperiapaTa B 3TOM CJiydyae MPOBOJAUTCS TIPYM Ha/JW4YWK JOOPOBOJIBHOTO COTJIAaCHsl Ha
yuacTue B KJIMHAYeCKOM HCC/IeIOBaHUU JIEKapCTBEHHOTO TIperapara Jijisi MeJUIIMHCKOTO TIPUMeHeHHsI B
VMH(MOPMalLIMOHHOM JIUCTKE TalieHTa, MOAMMCAaHHOM 3aKOHHBIMU TIPeJICTaBUTe/SIMUA YKa3aHHBIX JIUL.

(B pea. @enepanbHOro 3akoHa ot 28.12.2025 N 504-D3)

Ctratbsl 44. O6sA3aTe/ibHOe CTpPaxOBaHME )>KU3HMW, 3[40POBbs  MNAaUUEHTA,
yyacTBYyHOLEro B K/MHUYECKOM WCCNefoBaHMU JNeKapCTBEHHOro npenapara Ass
MeAULMHCKOTro NPUMEHEeHNs

(B pen. @enepanbHOro 3akoHa ot 29.11.2010 N 313-®3)

1. OpraHuszauus, TMOAyuMBlliasi pa3pellieHWe Ha OpraHU3alui0 TpOBeJieHUs] KIWMHUUeCKOro
WCC/IeIoBaHUs JIeKapCTBEHHOTO Tperiapata [Jisi MeJULIMHCKOTO TpUMeHeHUs, o0si3aHa B KauecCTBe
CTpaxoBaTe/isi CTpaxoBaTb PUCK TPUUMHEHWS] BpeJa >KU3HMW, 3[0DPOBbI0 MallMeHTa B pe3yJbTaTe
TpOBe/leHusT KTMHUUeCKOT 0 MCC/ieJOBaHUsI JIeKapCTBEeHHOT'O TiperapaTa [Ji/isi MeIMLIMHCKOT O TIPUMeHeHusI
3a CBOM CUeT IyTeM 3aK/IFOUeHHs JOr0BOpa 00sI3aTe/IbHOTO CTPaXxOBaHUsI.

2. OOBeKTOM 00s13aTeNLHOr0 CTPAaXOBaHHUA ABJIETCA I/IMYH_IECTBEHHLII\/JI HHTepeC TIIdllueHTa,
CBSI3aHHBIN C MMpUYHMHEHWEM Bpella €ro XM3HU W/IK 30POBBI0 B pe3yJ/ibTaTe MpPOBeAEeHUA KIIMHUYECKOr' 0o
HCC/1eJ0BaHMs JIEKADCTBEHHOI'O TIperiapaTa A/ MeJULIMHCKOI'O IIPUMEHEHMA.



3. CTpaxoBbIM C/lyyaeM TIO [JOTOBOPY 00si3aTebHOrO CTPaXOBaHWS SIB/SETCS CMepTh MalldeHTa
WM yXy[IlIeHre ero 3/0pOBbsi, B TOM UHMC/Ie BeKyljee 3a CO0Ol yCTaHOB/I€HHe WHBAIUAHOCTH, TIPH
Ha/TMUUK TIPUUMHHO-C/IeZICTBEHHOU CBSI3W MeXK/ly HACTYIUUIEHHMEeM 3TOro COOBITHS M y4acTHeM IaljeHTa
B KJIMHUYECKOM HCC/Ie/J0BaHUM JIEKapCTBEHHOI'O TIperapara.

4, TPEGOB&IHI/IH O BO3MelleHWru Bpedd, I[IPpUYHMHEHHOr'0 J>XW3HW W/IXM 300DPOBBIO TMALIMEHTA,
MpeaABbABJIAOTCA B TeyeHue CPOKOB HMICKOBOM AdaBHOCTH, YCTaHOBJ/IEHHBIX rpaXXaaHCKHUM
3dKOHOJ4aTe/IbCTBOM.

5. Pa3mep cTpaxoBoi BRITIATHI 110 JOTOBOPY 00513aTe/TbHOTO CTPaXOBAHUS COCTABJISIET:

1) B c/tyuae cMepTH maljpeHTa jBa MWITMOHA pyOieli Ha Ka)K[Oro IarjfieHTa, Y4aCTBOBABILIETO B
K/IMHUYEeCKOM MCC/IeJOBaHUH JIeKAPCTBEHHOIO Tperapara;

2) Tipy yXy/ILLIEeHUH 30POBb MaleHTa:

a) ToBJIeKIIIeM 3a co00M ycTaHOB/eHWe WHBATUAHOCTH | IpyMIibl, OfUH MU/UIMOH TISITBCOT THICSY
pyO/sieli Ha Ka0ro TMaljyieHTa, y4YaCTBOBaBIEr0 B K/IWHWUUECKOM WCC/IeIOBaHUM JIeKapCTBEHHOTO
riperiapara;

0) moBsiekiieM 3a COOOM ycCTaHOBJeHWe WHBAaMUAHOCTH II TpymIbl, oAWH MUJUTHOH pyOsiel Ha
Ka)K/IOT0 TIal[MeHTa, y4aCTBOBABIIIEro0 B KJIMHUUECKOM HCC/IeZlOBaHUM JIeKapCTBEHHOTO Mperapara;

B) TOBJeKIleM 3a coboli ycraHoBiaeHuWe WMHBanUAHOCTU III Tpyrimbl, MSTHCOT ThICSU pybsei Ha
KaX/I0ro IaljeHTa, y4acTBOBAaBLLIEero B KJIMHUUECKOM MCC/leloBaHUU JIeKapCTBEHHOTO Iperapara;

I') He TIOBJIEKIIIEM 3a COOOM yCTaHOB/IeHHS] MHBAIMAHOCTH, He Oosiee ueM TpHUCTa ThICSY pyOieid Ha
Ka)K/IOTO TMal[MeHTa, Y4YaCTBOBABIIIETO B K/IMHWYECKOM WCC/Ie/JOBAHUM JIEKADCTBEHHOTO TIperapara,
WCXOAs W3 HOPMAaTMBOB, OTPA’KAIOL[UX XapakTep U CTeleHb IIOBPEXJeHUs 3[0POBbs, a TakKxe
(akTUUeCKd TOHECeHHBIX TAl[MeHTOM PpaCXOJI0B, BbI3BAaHHBIX TIOBPEX/EHHWEM 37I0POBbs, Ha
MeUIIMHCKYIO ITOMOII[b, IpHobpeTeHNe TeKapCTBEHHBIX TTperapaToB.

(nm. "r" B pen. demepanbHOro 3akoHa OT 22.12.2014 N 429-03)

6. YTpartun cuny c 1 utons 2015 ropa. - @efepanbHbii 3akoH 0T 22.12.2014 N 429-D3.

7. Cpok fmoroBopa 00s3aTe/IbHOTO CTPAaxOBaHHSI He MOXKET ObITh MeHee, YeM CPOK IPOBeJeHHs
K/IMHUYEeCKOr0 MCCJIeIoBaHUsl JIeKapCTBeHHOT 0 Tperiapara.

8. YcnoBusi foroBopa 00si3aTe/TbHOTO CTPAaxXOBaHUs, B TOM UMCJe CTPaxoOBble TapU(bl 10
00s13aTe/TbHOMY CTpaxOBaHHIO, TiepeueHb HeOOXOJUMBIX AOKYMEHTOB [jisi OCYII|eCTB/IEHUSI CTPaXxOBOM
BBITJIATHI, TIOPSIIOK yCTAHOBJIEHWs CTpaxoBaTeseM WHAWBHUYaJbHOTO HWAeHTU(HUKALMOHHOTO KOoJa
TarjyieHTa, MopsiZioK MHGOPMHUPOBAHHS CTPaXOBaTe/ieM CTPAXOBIIUKa O TIPUBJIEUeHHBIX K KITHHUUECKOMY
WCC/IeIOBAaHUIO JIEKApCTBEHHOTO TIperapara [ijis MeAWI[UHCKOTO TPUMEHEHUs Tal[ieHTaX, MOPsJo0K
yIUlaThl CTPaxOBOM MpPeMUH, TOPSIOK peasn3aliuu ornpe/ie/ieHHbIX HaCTOSIIUM PefiepasbHbIM 3aKOHOM
U ApyrumMu (eaepasbHBIMYA 3aKOHAMM TIPaB U 00s3aHHOCTEH CTOPOH IO JIOTOBOPY 00s13aTebHOTO
CTpaxOBaHUsl, a TakKKe HOPMATWBBI, OTpPaXKaloOIlhe XapaKTep U CTeleHb TTOBPEXIEHUS 3/]0POBbS,
yCTaHaBJ/IMBAIOTCS TUTIOBBIMH TPaBU/IaMH 00s13aTe/TbHOTO CTPaXOBaHUSI.

(B pea. @enepanbHOro 3aKoHa ot 22.12.2014 N 429-D3)

9. B Clydyae TMpUUMHEHUA Bpeldd J>KHM3HKW TIdlJU€HTa, YYdCTBOBABIIEr0 B KJ/IMHUYECKOM



WCC/IeIOBAaHUM JIEKAaPCTBEHHOTO TIperiapaTa, BbITOONPHOOpeTaTesiMi 10 JOroBOpPY 00s13aTelbHOTO
CTpaxOBaHUsl SIB/SIOTCS TpakJaHe, KMelllde TpaBO Ha BO3MelljeHHWe BpeJjla B Caydyae CMepTH
KOPMWJIbLIAa B COOTBETCTBMM C I'PaKAAHCKUM 3aKOHOZJATE/bCTBOM, IPU OTCYTCTBUM TaKWX TPaK[aH -
pojuTeny, CyInpyr, [eTH YMepllero IaiueHTa, y4JaCTBOBAaBLIEro B KIMHUUECKOM MCC/eZl0BaHUN
JIeKapCTBEHHOI0 Iperiapara, B (C/lydyae CMepTH TMaldeHTa, y4daCTBOBAaBLIETO B K/IMHUYECKOM
WCCe/JOBaHUM JIeKapCTBEHHOT O Tpernapara U He MMeBLIEero CaMOCTOSITeNIbHOTO 10X0/a, - TpaXk/laHe, Ha
KIUBEHUM KOTOPBIX OH HAXO/JWJICS, B OTHOIIIEHUH BO3MeILeHUs] pacXo/I0B Ha rorpebeHMe TaljleHTa,
y4aCTBOBABIIIEr0 B KJIMHAYECKOM HCC/Ie/JoBaHUM JIeKapCTBEHHOT'O Tperapara, - JML0, TIOHecIllee TaKuie
pacxozpl.

10. CrpaxoBasi BbIIIaTa B CYeT BO3MelleHUs BpeJa, TPUUYMHEHHOTO J>KU3HU MaljueHTa,
y4aCTBOBABLIEr0 B KIMHUUECKOM HCC/e/J0BaHUM JIeKapCTBEHHOTO Tpernapara, pacrpejessieTcs: Mexay
BBITO/[OTIPHOOpeTaTe IsIMUA TIPOTIOPLIMOHAIBHO UX KOJTMUECTBY B PaBHBIX [IOJISIX.

11. TIpu HaCTyIJleHHH CTPaxOBOrO CJyyasl TIAllMeHT, YYacTBOBABIIMM B KJIWHUUYECKOM
WCC/IeIOBAaHUM  JIEKADCTBEHHOTO  Tperiapata,  BLIFOONpHOOpeTaTeNb  BIpaBe  IMPeAbSIBUTH
HETOCPeJICTBEHHO CTPaxOBIUKY TpeOOBaHWE O BO3MeIleHWH TpUYMHEHHOTro Bpezaa. CTpaxoBast
BbITJIaTA OCYIIECTBJISIETCS CTPaxXOBIIUKOM B TeueHWe TPU/LIATH [AHeW O [JHS TIpeJCTaB/ieHus
He0oOX0JUMBIX AOKYMeHTOB. [1alleHT, yuaCTBOBABIINUNA B KTMHUUECKOM UCC/IeZIOBAHUN JIeKapPCTBEHHOT O
rperiapaTa, WM BbIroAorpuoOperareslb 00si3aH  COOOIUTH CTPAXOBIMKY [JisT  OCYII[eCTB/IEHUS
CTPaxOBOM BBIMJIATHI WHAWBUAYaNbHbIN WAEHTU(PUKALIMOHHBIM KOJ TallleHTa, yCTaHOBJIEHHbIN
CTpaxoBaTejieM B COOTBETCTBUH C THUTIOBLIMHU TIPaBUIaMU 00s13aTe/TbHOTO CTPaXOBaHUSI.

12. o mosiHOrO oOripefesieHyds pasMepa TMOJJjieXal|ero BO3MeLLeHUI0 BpeZa CTPaxOBIIUK I10
3asiB/IEHUI0 Tal[MeHTa, y4aCTBOBABILIErO0 B KAMHWYECKOM MCC/Ie[JOBaHWHU JIeKapCTBEHHOrO Iperapara,
WM 3asB/IEHUIO  BBIrOJONpHOOpeTaresss BIPaBe OCYIIECTBUTb YaCTh CTPAaXOBOW  BBIMIATHI,
COOTBETCTBYIOLLYIO (haKTUUYEeCKH Orpe/ie/IeHHOM YacTy MPUYMHEHHOTO Bpeja.

13. CrpaxoBasg BbIIUIaTa B COOTBETCTBHM C [JOTOBOPOM 00s13aTeIbHOIO CTpPaXxOBaHUS
OCYILIeCTB/IIeTCS He3aBUCHUMO OT BbIIIAT, IPUYMTAIOLUXCSA 10 APYTMM BUJaM CTPaxOBaHUS.

14. He pomyckaeTcd yuyacTue TlalMeHTa B TMPOBeJEHHWH KJIWHUUECKOT0 UCC/IeJOBaHuUs
JleKapCTBEHHOT 0 Tperapara Mpy OTCYTCTBUU J0roBOpa 00si3aTe/TbHOrO CTPaXOBaHUsI.

15. KoHTposnb 3a WCIOJHEHWeM OpraHu3alveid, TOy4MBIIed pa3spellleHWe Ha OpraHU3alyio
MpoOBeJleHUs]  KIMHUUeCKOTO MCC/Ie[OBaHUS  JIeKAapCTBEHHOrO TiperapaTa [J/asi  MeAWULIMHCKOIO
TIpUMeHeHUsl, YCTaHOBJIEHHOW HACTOsIel cTaTheid 0053aHHOCTH 10 00s3aTe/lbHOMY CTpaxXOBaHUIO
JKU3HW, 3[0pOBbsSl MallMeHTa, Y4yacTBYHoLlero (y4yacTBOBAaBILero) B KIMHUUECKOM UCC/e[0BaHUN
JIeKapCTBEHHOTO  TiperiapaTa,  OCYILECTB/SIETCS  YIOJTHOMOUEHHBIM  ¢efiepalibHbIM  OpraHOM
WCTIOJIHUTE/IbHOM BACTH, BBIJABIINM pa3pellleHre Ha TMpOBefieHHe KIWMHAYeCKUX UCC/eZloBaHUM
JleKapCTBEHHBIX TTPeriapaToB [ijisi MeJUI[UHCKOTO MPUMeHeHUS.

Mnasa 8. MPON3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

CrtaTtba 45. lpon3BoACTBO JIeKapCTBEHHbLIX CpeAcTB

KoucynbranTllntoc: npumeyanue.

3aK/IFOYeHHs1 O COOTBETCTBUM TIPOM3BOJWTE/Sl JIeKAPCTBEHHBIX CPeZCTB TpeOOBaHWSIM TpaBUII
Hajjie)kallled MPOM3BO/ICTBEHHOW TIPAKTHMKM, BbiZlaHHble B (opMe aokymeHToB 70 01.03.2026,
JleliCTBUTEJIbHBI 10 OKOHYaHUs1 cpoka ferictBus (P3 ot 31.07.2025 N 304-D3).



1. TIIpousBOACTBO JieKapCTBEHHbIX CPEeACTB [/ BeTEePUHAPHOIO IPUMEHEHUs] [0/DKHO
COOTBETCTBOBaTh TpPeOOBaHWSM TpaBU/ Hajjlekalleld TPOW3BO/CTBEHHON TPAKTUKK EBpa3uiicKoro
5KOHOMMUYECKOro Coro3a. Brijaua cepTuduKaToB (3aK/IHOUeHHI) COOTBETCTBUSI TPOU3BO/CTBA
JIeKapCTBEHHBIX CPeJCTB [/ BeTePUHAPHOTO TIpPUMEHeHUs TpeOOBaHWsSM TIpaBWJI HaZleXKallei
NIPOM3BO/ICTBEHHOM NPpakTUKX EBpa3sniiCKOro 5KOHOMUYEeCKOI0 COK3a OCYLLeCTB/ISIeTCS 110 pe3ysbTaTam
(apmalieBTUUECKHMX WHCMeKU. Pa3mep miathl 3a Bblauy yKa3aHHbIX CePTU(PUKATOB (3aK/IHOUEHH)
ycraHasivBaeTcsi IlpaBurensctBom Poccuiickor @Pepeparmu. Ilopsgok opraHusanuu U INpPOBeJieHUs
(dapMar|eBTUUeCKMX MHCIeKL[Ml TPOM3BOJCTBA JIEKApPCTBEHHBIX CPEeJACTB /sl BeTepHHApHOTrO
NpUMEHeHWsT Ha COOTBETCTBUE TpeOOBaHWUSM TMPaBWJI HafJieXKallled TPOW3BO/CTBEHHON TMPaKTHKH
EBpa3suiickoro 3KOHOMHYECKOr0 COK03a YCTaHaB/IMBaeTCsl NMpaBOM EBpasuiicKOro 3KOHOMHUYECKOTO
Coro3a.

(uactb 1 B pes. @enepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

1.1. TIpousBOACTBO /IeKapCTBEHHBIX CPeACTB [/ MeJULMHCKOrO IpUMeHeHus B Poccuiickon
®eslepaliuy OCyILeCTB/ISIETCS IPOU3BOAUTE/ISIMU JIeKapCTBEHHBIX CPE/ICTB B COOTBETCTBUM C NPaBUIaMHU
HaJl/ieXxalllel IpoM3BO/CTBEHHOM NPaKTUKK EBpa3niickoro 53KOHOMHUYEeCKOro COro3a.

(uactb 1.1 BBegeHa ®esepanbHbIM 3akoHOM OT 31.07.2025 N 304-D3)

2. Tlpou3BOACTBO JIeKapCTBEHHBIX CPEJCTB /Ui BeTepUHApPHOrO TIpUMeHeHHs1 B Poccuiickoit
®enepalii OCYILECTBIISIETCS TIPOU3BOAUTESIMUA JIEKaDCTBEHHBIX Cpe/iCTB, UMEIOLIMMU JIMLIEH3UI0 Ha
MPOU3BOJCTBO JIEKAPCTBEHHBIX CpeAcTB. [loATBep)kJeHrWe COOTBETCTBUSI JIMLIEH3Wara IpaBUiam
Ha/Jjjie>xallleld MPOU3BOJCTBEHHOM MPAKTHUKU EBPa3niiCKOro S5KOHOMUUECKOr0 COK03a OCYILeCTB/ISIeTCS B
paMKax JIML|eH3UPOBaHus, B TOM UHMCJ/Ie TIepUOAUUYeCKOro MOATBEePKeHUs] COOTBETCTBUS MPOU3BOAUTES
JIeKAapCTBEHHBIX CPEJICTB JIMI[EH3UOHHBIM TpeOOBaHUSIM, B COOTBETCTBUM C 3aKOHOZATEIbCTBOM
Poccuiickori ®epepanun. [Ipou3BOACTBO /1€KAapCTBEHHBIX CPEJCTB JJiI MEAULMHCKOTO MpPHUMEeHEeHUs
OCYLL[eCTBJISIETCS TIPOU3BOJMUTENSIMU JIEKaDCTBEHHBIX CPEACTB U1  MeJULMHCKOrO0 IPHUMeHeHMUs,
MMERIIUMM JIMLEH3UK0 Ha TIPOU3BOJCTBO JI€KapCTBEHHBbIX CpeAcTB. [loATBep)kJeHre COOTBETCTBUS
rpaBW/iaM HajJieXallel TMPOU3BOJCTBEHHOM TNPAKTUKU EBpasMCKOro 5KOHOMHUECKOTO COr3a
OCYLLIeCTB/IIETCS B paMKax JIMLEH3WpPOBaHUS, B TOM YMUC/Ie TepPUOJAUYECKOrO TOATBepsKIeHUs
COOTBETCTBUS JIMI|eH3UaTa JIMLeH3UOHHBIM TpeOOBaHUSM, B COOTBETCTBHH C 3aKOHO/ATe/IbCTBOM
Poccuiickoii ®ezepaliii ¢ yueToM OCOOeHHOCTeH, yKa3aHHBIX B yacTh 1.1 Hactosiieid crtatbu. B
paMKax OCYILeCTB/IeHUs JTMLeH3UPOBaHUs TIPOU3BO/CTBA JIEKAPCTBEHHBIX CPe/CTB ISl MeJULIMHCKOrO
TIPUMEHEeHHs1, B TOM YMCJIe [TIePUOAUUeCKOr0 MOATBEP KAEHHUs] COOTBETCTBUS JIULIeH31aTa JTMLeH3UOHHbBIM
TpeOOBaHUSIM, TIPM  TO/ATBEP)KIAEHUH COOTBETCTBUSI TPOU3BO/ICTBA  JIEKADCTBEHHBIX  CPE/CTB
TpeOOBaHUSIM TpPaBW/I HajjieXKalllell MPOW3BOZCTBEHHON TPAaKTUKKA EBpa3suiCKOro 3KOHOMHUECKOTO
COr03a TIPOM3BOAMUTENO JIEKaDCTBEHHBIX CPEJCTB [Jid MeJULIMHCKOrO TNPUMEHEeHUsl BbIJaeTcs
cepTU(UKAT COOTBETCTBUS MPOU3BO/CTBA JIeKAPCTBEHHBIX CPe/ICTB TpeOOBaHUSM TIPaBW/ HaflexKallei
TPOM3BO/[CTBEHHOW MPAKTUKK EBpa3uiickoro 5KOHOMUUECKOT0 COr03a.

(uactsb 2 B pes. @esepanbHOro 3akoHa oT 31.07.2025 N 304-D3)

2.1. Inga uenei J/WLIEH3UPOBAaHUSI TPOU3BOJCTBA J€KAPCTBEHHBIX CPEJCTB [Ji1 MeAULIMHCKOTO
TIPUMEHEHUsT U UHCTIEKTUPOBaHUSI CyOBEKTOB OOpalljeHHsl JIeKapCTBEHHBIX CPE/ICTB Ha COOTBETCTBHUE
TpeOOBaHUSIM  TpaBW/  HaZjieXkailleidd  TPOW3BOACTBEHHOW  MpakKTUKU  defepanbHbIi  OpraH
WCTIOJIHUTE/IbHOM  BJACTH, OCYLLECTB/SIOIIUKA TOCYJApCTBEHHYH0 DPErvMCcTpalyi0  JIeKapCTBEHHBIX
riperapaToB /i1 MeIULIMHCKOTO NIPYMeHeHUsl, TIpe/loCTaB/isieT (eiepalbHOMY OpPraHy UCIOHUTeTbHOU
BJIaCTH, OCYIIeCTB/IsIOLeMY (heJilepajbHbI TOCy/1apCTBeHHbIN JIMLeH3UOHHbIA KOHTPOJIb AesTe/TbHOCTH
0 MPOM3BO/ICTBY JIEKAPCTBEHHBIX CPEJCTB JiI MeJULMHCKOr0 NPUMEeHEeHHs, TI0 ero 3arnpocy B pamMKax
Me)XXBeZIOMCTBEHHOTO WH(MOPMAaIMOHHOTO B3aWMO/IENCTBHUS B TOPsI/IKe, YCTaHOB/IEHHOM (hefiepanbHbIM



OpPraHOM HCIOJIHUTEebHOM BJIaCTH, OCYILeCTBISIFOIIUM JIMLIeH3UpOBaHUe TPOM3BO/CTBA JIeKapCTBEHHBIX
CpeJCTB [Jjisi MeAWULIMHCKOTO TpuMeHeHUs, W eJepaibHbIM OPraHOM MCIIOTHUTENLHOM BACTH,
OCYIIIeCTBJISIIOLIUM TOCY/JapCTBEHHYIO0 PEervCTpaLvi0 JIeKapCTBEHHBIX TPerapaToB [jis MeJUL[MHCKOTO
TpUMeHeHus], CJie/lyIoIle CBeJleHUsI O JIeKapCTBeHHbIX Cpe/iCTBax (B TOM YUC/e B C/lydae, eC/id TaKue
CBe/IeHHsI COCTaB/ISIFOT KOMMepPUeCKYH0 TalHYy):

1) B oTHomeHuu ¢apMalleBTUUECKON CyOCTaHI[MM WIH (apMaleBTUUeCKuX CyOCTaHIUH,
BXOJSIIUX B COCTaB JIEKADCTBEHHOTO TIperapara (3a HMCKIroueHueM (hapMmalieBTHUeCKUX CyOCTaHLWH,
BK/IIQUEHHBIX B T'OCYJApCTBEHHBIM peecTp J/ieKapCTBEHHBIX CPEeACTB B COOTBETCTBUU CO CTaTbed 34
Hacrosiero ®efepasbHOrO 3aKOHA):

a) HauMeHOBaHKe (hapMal|eBTUUeCKOW CyOCTaHI|H, ee CTPYKTYpa, o0IIye CBOWCTRa;
6) HavMeHOBaHue U afipec TIPOU3BOIUTE]IS;

B) TeXHOJIOTUSI TIPOM3BO/ICTBA C OMMCAHWEM CTafiuii TIPOU3BOACTBA U MeTOZOB KOHTPOJISI HAa BCeX
CTaZIusIX TIPOU3BO/ICTBA;

T') orvcaHue pa3paboTKH Mpoljecca MPOU3BO/CTRA;

1) oTMcaHve KOHTPOJIsT KpUTUYECKUX CTaZiuil MPOU3BO/ICTBA U MIPOMEXKYTOUHOU TTPOAYKIIUMY;
e) IOKyMeHTa/IbHOe MOo/ITBep KAeHue (Ban/ialiys) TPOLieCCoB U (M/M) UX OLIeHKa;

’K) CBOMCTBA M CTPYKTYpa JAeUCTBYIOIIUX BellleCTB;

3) XapaKTepUCTHUKa TIpUMecei;

1) crieriuKkaiys Ha hapMarieBTHUeCKYH0 CyOCTaHLUIO U ee 000CHOBaHUE;

K) aHa/UTHUeCKHe METO/MKH, WCIO/b3yeMble TPU OCYIIeCTBIeHUHd KOHTPOJISi KauecTBa
(dapMarieBTUueCcKor CyOCTaHIUH;

J1) OKYMeHTa/IbHOe TOATBep)X/AeHue (Balujalysi) aHa/IMTUYeCKUX MeTOAUK, UCMO/Ib3yeMbIX MpPU
OCYIIIeCTB/IEHUM KOHTPOJISI KauecTBa (papMaljeBTHUeCKO CyOCcTaHIuM;

M) pe3y/bTaThl aHa/M3a ceprii hapMalleBTUUeCKOM CyOCTaHIIWY;

H) MepeyeHb CTaH/JapPTHBIX 00pa31[0B WU BeIleCTB, UCI0/Ib3yeMbIX TIPH OCYIL[eCTB/IEHUU KOHTPOJIS
KauecTBa;

0) OIMCaHVe XapaKTepPUCTHK U CBOMCTB yIIaKOBOUHBIX MaTepHasioB U YKYTIOPOUHBIX CPe/ICTB;

1) JaHHbIe 0 CTaOWUIBHOCTU (hapMal|eBTHUeCKOW CyOCTaHIUH;

P) CPOK I'O/IHOCTH;

2) B OTHOIIeHWU (apMalleBTUUeCKUX CyOCTaHLUM, BXOAAIIMX B COCTaB JieKapCTBEHHOTO

rperiapaTa U BK/IHOUYEHHBIX B TOCYJapCTBEHHBIN peecTp JeKapCTBEHHbIX CPEeACTB B COOTBETCTBUM CO
cTaTbel 34 Hacrosiero @esepasbHOrO 3aKOHa:



a) HauMeHOBaHUe (hapMal|eBTUUeCKoW CyOCTaHIUH, ee CTPYKTYpa, 00II1e CBOWCTBa;
0) HaMMeHOBaHUWe U a/ipec TIPOU3BOIUTE/IS;

B) pe3y/IbTaThl aHa/M3a cepuii papMarieBTUUeCKOl CyOCTaHIY;

I') CPOK FOJJHOCTH;

3) B OTHOIIIEHUH JIEKaPCTBEHHOTO TIperiapara Jijisi MeJULIMHCKOT O PUMEHEHUST:

a) orucaHue ¥ COCTaB JIeKapCTBEHHOTO Mperiaparta AJisi MeJULIMHCKOTO PUMeHeHUs;

0) ommcanue QapMaleBTHUeCKOM pa3paboTku (0OOCHOBaHHEe BbIOOpa COCTaBa, IT€PBHYHOMN
yIaKOBKW);

B) TeXHOJIOT'MA MMPOU3BOACTBA C OIIMCAHHEM CTa,E[I/Iﬁ IMpOM3BOACTBA U METO/I0B KOHTPOJIA Hd BCeX
CTagusAX MPOU3BOACTBA;

1") OIMMCaHKWE KOHTPOJIA KPUTUUECKHUX CTa,E[I/Iﬁ rnponecca IIpoMU3BOACTBA U HpOME)KYTO‘—IHOﬁ
MPOAYKLIMK;

[l) HaMeHOBaHUe U afipec MecTa OCYIeCTB/IeHUs] IPOU3BO/ICTBA JIeKapCTBEHHOT O Mpernapara AJist
MeJULIMHCKOTO TMpUMeHeHUs (B C/lyyae HajaWuvsi HeCKOJbKUX YYaCTHHUKOB Ipoliecca TPOW3BO/[CTBA
YKa3bIBaeTCsl KXKbIA U3 HUX);

e) (hapmarieBTHUECKast COBMECTUMOCTb;

’K) MUKPOOMOIOrMUecKre XapaKTepUCTUKHY;

3) MaTepuasbHbIN OasaHC JJis TIPOM3BO/ICTBA CEPUM TOTOBOTO TPOAYKTa;

1) OMMCcaHue XapaKTepUCTUK U CBOMCTB YIaKOBOYHBIX MaTepPUaioB U YKYTIOPOUHBIX CPeJCTB;

K) JJOKyMeHTa/IbHOe MO/TBep KAeHue (Baaujalusi) MpoLeccoB MPOM3BOACTBA U (W/IK) UX OLIeHKa;

H) Tp860BaHI/IH K KaueCTBY BCIIOMOr'aTe/IbHbIX BeIljeCTB;

M) dHAJIMTUYECKUE METOAUWKH, HCIIOJIb3yeMble TIpU OCYILIEeCTBJIEHMHW KOHTPOJ/IA KaueCTBa
BCIIOMOTr'aTe/IbHbIX BEIEeCTB;

H) JIOKyMeHTa/IbHOe MOATBepXKAeHue (Banujalysl) aHaIMTUYeCKUX MeTOJUK, UCIIO0b3yeMbIX MPU
OCyI1leCTB/IEHUM KOHTPOJISI KaUueCTBa BCIIOMOTraTe/IbHbIX Bell[eCTB;

0) uHbopMarust 00 HCIOIB30BAHUM BCIIOMOTATeTbHBIX BEIL[ECTB Ye/I0BEUECKOTO U >KUBOTHOTO
MPOUCXOXK/IEHUS;

H) HHQ)OpMaL[I/IH 00 MCI0/1b30BaHUM HOBBIX BCIIOMOTaTe/IbHBIX BeILeCTB;

p) TpeboBaHUSI K KauyecTBY JIeKapCTBEHHOTO TMiperapara /Jisi MeAULIMHCKOTO TIpUMeHeHHs
(cepTudukar, cienduKaiysg Ha 1eKapCTBeHHBIH MperapaTr U X 000CHOBaHue);



C) dHA/IMTUYECKWE METOAUWKH, MCIIO/Ib3yeMble TIpU OCYIIECTB/JI€EHMHM KOHTPOJIA KaudeCTBd
JIEKapCTBEHHOTI' O TIperidpaTa /i MeJULIMHCKOT O IIpUMEHEHU I,

T) JOKyMeHTa/bHOe TOATBepKAeHue (BaauJalusl) aHaTUTUYeCKUX MeTOAUK, UCIO/Ib3yeMbIX MPU
OCYIL[eCTB/IEHUH KOHTPOJIsI KaueCTBa JieKapCTBEHHOT0 MperapaTa /iJisi MeJULIAHCKOT0 NpUMeHeHMs;

y) pe3yJibTaThl aHA/IM30B CEPHi JIeKapCTBEHHOTO TIperapaTa [ijisi MeJUI[MHCKOTO MPUMeHeH!S;
() xapakTepuCTUKa IIpuMecel;

X) TepeueHb CTaH/AAPTHBIX 00pAa3lioB, WCIIO/Ib3YEMBIX TMPH OCYIECTBIeHUA KOHTPOJISI KauecTBa
JleKapCTBEHHOT 0 Tperapara fijisi MeULIMHCKOT0 TIPUMeHeHUsl;

1]) JaHHbIe 0 CTaOUIBHOCTH JIEKAPCTBEHHOTO TIperiapara /i1l MeULIMHCKOTO TTPUMEeHEeHHS.
(uactb 2.1 B peg. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. TIpou3BOACTBO JieKapCTBEHHBIX CPeJACTB OCYILeCTB/sieTCs € cobsofeHreM TpeOoBaHUM
MPOMBILIJIEHHOTO ~ perjiaMeHTa, KOTOpbId  YTBEp)KJAeTCsl  DYKOBOAWUTENeM  IIPOW3BOJUTEIs
JIeKapCTBeHHBIX CPeJICTB M BK/IIOUAeT B Cebsl repeueHb MCIT0/Ib3yeMbIX (JapMalleBTUUeCKUX CyOCTaHIM
Y BCIIOMOTAaTe/IbHBIX BEI|eCTB C YKa3aHWeM KOJMUYeCTBa KaXK[Oro W3 HUX, JaHHble 00 HCIOIh3yeMOM
000Opy/I0BaHMH, OMMCaHWEe TEeXHOJIOTHUECKOTO TIpoLjecca M MeTOZOB KOHTPOJII Ha BCeX JTarax
TPOM3BO/ICTBA JIEKAPCTBEHHBIX CPe/ICTB.

4. Tlpu TIPOM3BOJCTBE JIEKAPCTBEHHBIX TIPerapaToB /Jii MEAWIMHCKOrO0 TpPUMEeHEeHUs
UCTIOMNB3YI0TCs (papmatieBTHUeCKre CyOCTaHLUK, CBe/IeHHUs] 0 KOTOPBIX COJIEPKAaTCsl B TOCYAAPCTBEHHOM
peecTpe JIeKapCTBEHHBIX CPEeACTB /i MeAWIMHCKOTO TIpUMeHeHuss U (WIM) eAWHOM peecTpe
3aperuCTPUPOBAHHBIX  JIEKADCTBEHHBIX  CPeACTB  EBpa3sHiCKOro  SKOHOMHUYECKOTO  COM03a, 3a
UCK/TIOUeHreM (hapMalleBTHUeCKUX CyOCTaHLUM, MPOU3BOAMMBIX I TIPOBEIEHUS KIMHUYECKUX
vccneoBaHui U (Mn) Jjs 9KcropTa. [1py Ipor3BO/CTBe JieKapCTBEHHBIX CPeZICTB ZIJisi BeTepUHAPHOTO
TpUMeHeHUsT MCTIONb3yIOTCs (hapMalieBTHUeCcKre CyOCTaHLIMM, CBeleHUSI O KOTOPBIX COZiepKaTcs B
roCyJapCTBEHHOM peecTpe JIeKapCTBEHHBIX CpPeACTB [i/Ii BeTePUHAPHOTO TIpUMeHeHus, U (WJIH)
rOCyJJapCTBEHHOM peecTpe JieKapCTBeHHBIX CPe/ICTB /ISl MeAULIMHCKOTO TIpUMeHeHus], ¥ (W) eUHOM
peecTpe  3aperMCTPUPOBAHHBIX  BeTEPUHAPHBIX  JIEKADCTBEHHBIX  TperapatoB  EBpa3uiicKoro
9KOHOMHYECKOT0 CO0r03a, W (WIM) eMHOM peecTpe 3aperMCTPHUPOBAHHBLIX JIeKapCTBEHHBIX CpPeACTB
EBpa3miiCKoro 3KOHOMHUYECKOT0 CO03a, 3a UCK/IoYeHHWeM (apMarieBTUUeCKUX CyOCTaHLUH,
MPOM3BOJUMBIX [I/I1 TIPOBeZIeHUsT KJIMHUYEeCKMX HWCC/IefloBaHUM W (WIM) A dKcropra. K mporieccy
MpPOM3BO/ICTBA  (hapMaL|eBTUUECKOW CyOCTAHIIMM OTHOCATCS JHOOble CTauM  TeXHOJIOTMUeCKOro
mporiecca, TIO3BOJISIIOIME  TIOYYUTh TOTOBBIM  MPOAYKT, COOTBETCTBYHOIIUN  TpeOOBaHUSIM
dapMakomelHOW CTaTbd, B TOM uKcCle (epMeHTarus, OSKCTPAKIUs, OUHWCTKA, BbIJe/IeHHe,
NepeKpUCTa/UTU3allis, BBICYIIMBAHUE, H3Me/bueHHe. B «lydae HeoOXOJUMOCTH HCII0/Ib30BaHHUS
TUIOBOTO CIHMPTa, B TOM uMc/ie ¢dapMalleBTUUeCKOW CyOCTaHI[UU CTIIMpTa 3TUAOBOTO (3TaHO/A), TPU
TPOM3BO/ICTBE JIEKAPCTBEHHBIX CPEJCTB B KauecTBe [eHCTByOmIero u (WaM) BCIIOMOTATeIbHOTO
BellleCTBA, a TakKke B MWHBIX TEeXHOJIOTUUECKUX IIe/iiX [O/DKHA ObITh MCIO/Ib30BaHa TOJBKO
dapMarieBTHUeCKasi CyOCTaHIIMS CIIMPTA STUIOBOTO (3TaHOI).

(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. Hepequb JIEKAPDCTBEHHLIX TIIpE€rapaToB AJjid MeAWIUHCKOI'O IIpUMEHEHHS, B OTHOIIEHUH
KOTOPBIX YCTaHABJ/IMBAKOTCA Tpe6OBaHI/IH K 06T:EMy Tdpbl, YIIdAKOBKE KW KOMIIJIEKTHOCTH, I1€pedyeHb



JeKapCTBeHHBbIX  TperapaToB /[Jii BeTePUHAPHOTO TpPUMEHEeHWs, B  OTHOILIEHHWH KOTOPBIX
yCTaHaB/IMBAlOTCS TpeOoBaHUSI K 00BEMYy Tapbl, a Takke TpeOOBaHWS K OOBEMY Tapbl, yIaKOBKe W
KOMITIEKTHOCTH JIeKapCTBEHHBIX TIPerapaToB [l MeJIULMHCKOrO MpUMeHeHHs], TpeOoBaHUsI K 00beMy
Tapbl  JIeKapCTBEHHBIX  TIperapaTtoB  [Jisi ~ BeTepUHAPHOIO  TpPUMEHEeHUs  OmpefessitoTCs
COOTBETCTBYIOL[UMU  YIIOJTHOMOUEHHbIMU  (pefilepabHBIMU  OpraHaMU  UCTIOJTHUTENbHOM BIacTU B
ropsifike, ycTaHoB/ieHHOM [IpaBuTenscTBOM Poccuiickoii ®@eznepalivu.

(uactb 4.1 B pen. @enepanbHOro 3akoHa ot 14.12.2015 N 374-P3)

4.2. OpraHu3zanuy, OCYIIeCTB/SIOIMMEe TPOU3BOJCTBO (apMalleBTUUeCKON CyOCTaHLM CIHpTa
3TUJIOBOTO (3TaHOJA) /il TIPOU3BOACTBA CITUPTOCO/EPXKAIlX JIeKapCTBEHHBIX TperapaToB, 00si3aHbI
OCYIIIeCTBJISITh YUeT B MOPsi/IKe, YCTaHOBJIEHHOM CTaThsiMu 8 u 14 defepanbHOro 3akoHa OT 22 HosIOpst
1995 roma N 171-®@3 "O rocyAapCTBeHHOM peTyJIMpPOBaHUM TIPOM3BOZCTBA M 000pOTa 3THUIOBOTO
CTIMPTA, aJIKOTOJIbHOM M CITUPTOCO/eprKalliel MPOAYKI[MK U 00 orpaHAYeHUH TOTpeOsieHys (paciTHs)
ajikoronbHOM Tipoaykiuu'. TIpon3BoacTBO (hapmaileBTUUECKOM CyOCTaHLIMK CIUPTa 3TUIOBOTO
(sTaHO/A) mOMycKaeTcsl TOMbKO OpraHM3alyel, OCyIeCTB/ISIIOLel MPOM3BO/CTBO PeKTU(HHUKOBAHHOTO
5TWIOBOIO CIMPTa W3 MHUILLEBOrO ChIPbsi HA OCHOBAHWH JIMLIEH3UM Ha NMPOW3BO/CTBO 3TU/I0BOTO CIMUPTa
JUIsl TIPOU3BO/ICTBA (papMar|eBTUYeCKOW CyOCTaHIMM CMMpPTa 3TH/IOBOTO (3TaHOJA) B COOTBETCTBUU C
TpeboBaHusiMU DefiepasibHOTO 3aKOHa OT 22 Hosiops 1995 roga N 171-®@3 "O rocypapcTBeHHOM
peryJMpoBaHUAM TIPOM3BOJCTBA M 000pOTa STHIOBOTO CITHPTA, aJKOTOJBHOW M CIMPTOCOJep Kalljei
MPOAYKIMKU W 00 orpaHvueHWH MOTpeO/ieHUs (pacUTHs) aJKOTOJILHOW MPOAYKIMU", MeTOI0M
pasBe/leHHs] BOJIOM OUMI|EHHOW TaKOr0 STU/IOBOTO CIMPTA, MPOU3BEJEHHOI0 JaHHOW OpraHu3alyed 1o
MEeCTY OCYIL[eCTB/IeHHsI TPOU3BOACTBA (hapMarieBTHUeCKOW CyOCTaHI[UM CTIMPTa 3TUIOBOTO (3TAHOIMA).
(uactb 4.2 BBegeHa PenepanbHbiM 3aKkoHOM OT 03.07.2016 N 261-D3; B pen. PegepasbHOro 3akoHa OT
27.12.2019 N 481-®3)

4.3. lnpvBuyasnbHble TIpeANpUHUMATEM U IOpUUYecKUe LA, OCYLIECTBISIOLIMEe 3aKYIKy U
HCTI0/b30BaHue (hapMal|eBTHUeCKOW CyOCTaHIIMU CITUPTA 3TUIOBOTO (3TaHOJA), a TaKXXe TPOU3BO/ICTBO,
u3rotoBysieHre ¥ (W) 006OpOT (3a WCK/IIOUEHWeM PO3HUYHOM TIPOJIaXKHM) CITUPTOCO/IEPIKallux
JIeKapCTBEHHBIX TIPeraparoB, 00si3aHbl OCYIIECTB/SATb WX YYeT W [eK/JapupOoBaHHe B TIOPsJKe,
yCTaHOBJIEHHOM cTaTbssMd 8 u 14 depepanbHoro 3akoHa ot 22 Hos6ps 1995 roga N 171-d3 "O
roCyJJapCTBEHHOM DeryIMpOBaHMU TPOM3BO/CTBA M 000pOTa 3THIOBOTO CITUPTA, aJKOTOJILHOM MU
CTIMpPTOCO/epsKalleid TIPOAYKIMM U 00 orpaHHuyeHUd TIOTpeO/ieHUs] (pachUTHs) —aKOTOJIbHOMN
TIPOAYKLIUK".

(uactb 4.3 BBefieHa DesiepanbHbIM 3aKOHOM OT 29.07.2017 N 278-D3)

4.4. Tlpu n0OpOM3BOACTBE JIEKAPCTBEHHBIX TMperapaToB /[Jid BeTepUHAPHOTO TPUMEHEeHUs
JIOTTyCKAeTCsl HWCIO/Ib30BaHUEe TIPOM3BEIEHHBIX /I peanu3alyy (dapMaljeBTHUeCKuX CyOCTaHIWH,
BK/TFOUEHHBIX B I'OCY/IapCTBEHHbIN PeecTp JeKapCTBEHHbIX CPeJCTB YIIOJIHOMOYEeHHbIM (efepaabHbIM
OpraHOM  HCIIOJIHUTENIbHOM  BJIaCTH, OCYILECTB/SIOLIUM  BeJileHHWe TOCyJapCTBEHHOTO peecTpa
JleKapCTBEHHBIX CPe/ICTB /i1 MeULIMHCKOTO IPUMeHEeHUs.

(uactb 4.4 BBefieHa DesepanbHbIM 3akoHOM OT 02.08.2019 N 297-D3)

5. 3aripeljaeTcs NporU3BO/CTBO:

1) nexapcTBeHHBIX Cpe/ICTB, CBeZleHWs O KOTODPBIX He COJepKaTcsl B rOCY[apCTBEHHOM peecTpe
JIeKapCTBEHHBbIX CpPeJCTB /s MeJULMHCKOTO TpUMeHeHUs, W (WIM) ToCy/lapCTBEHHOM peecTpe
JIeKapCTBeHHBbIX  CpPeACTB  [J/is1 BeTEePUHApHOrO TMpUMeHeHWs, U (WIM) eJUHOM  peecTpe
3aperiCTpUPOBaHHbIX JIEKAPCTBEHHBIX CpeJCTB EBpa3uiickoro SKOHOMUUECKOro C0r3a, 1 (Uin) eIMHOM
peecTpe  3aperMCTPUPOBAaHHBIX  BeTepUHApHBLIX  JIeKAPCTBEHHBIX  rpernapatoB  EBpasuiickoro
5KOHOMHYECKOr'0 COH03a, 38 MCK/II0YeHHEeM JIeKapCTBEHHBIX CPeJCTB, NMPOU3BOJUMBIX [/Is1 TIPOBeJeHUs



K/IMHUYEeCKUX UCC/Ie/JOBaHUIM UK [71S1 SKCIIOPTa;
(n. 1 B peg. ®epepanbHOro 3akoHa ot 24.07.2023 N 341-D3)

2) panbCcupULIMPOBaHHbBIX JIeKapCTBEHHBIX CPe/ICTB;
3) /leKapCTBEHHBIX CPe/ICTB Oe3 JIMLIeH3UH Ha MTPOU3BOACTBO JIEKaPCTBEHHBIX CPE/ICTB;

4) nekapCTBEHHBIX CPEJCTB /i1 BETEPUHAPHOTO TIPUMEHEHHsI He B COOTBETCTBUU C TIpaBUIaMH
Ha/J|jiekallleld TIpou3BOCTBEHHOM NMPAaKTUKU EBpa3uiickoro SKOHOMHUYEeCKOTo COr3a;
(. 4 B pexn. PegepanbHoro 3akoHa ot 31.07.2025 N 304-D3)

5) yrpatun cuiy. - @efepanbHbli 3aK0H 0T 27.12.2019 N 481-03;

5.1) sleKapCTBEHHBIX CPeACTB /151 MeJULIMHCKOTO TIPUMEHEeHHsI He B COOTBETCTBUU C TMPaBUIaMU
Ha/J|jie>kalllel TpOU3BOCTBEHHOM NMPAKTUKU EBpa3uiickoro 5KOHOMHUYEeCKOro COr03a;
(n. 5.1 BBegeH PepepanbHbIM 3akoHOM OT 31.07.2025 N 304-D3)

6) crupTocojepsKalluX JeKapCTBEHHBIX IperapaToB [0 MECTY OCYIIeCTB/IeHUSI TPOM3BOJCTBA
dapMarieBTUUeCKOW CyOCTaHLIUM CIUPTa 3THIOBOTO (3TaHO/A) W (WIK) TI0 MeCTY OCYIeCTBJIeHUs
TPOM3BO/[CTBA 3TUIOBOTO CITUPTA;

(n. 6 BBezeH PefepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

Koncynbrantllitoc: npumeuanue.

®epepanbHbIM 3aKOHOM OT 22.12.2020 N 436-P3 ct. 14.1 ®3 ot 22.11.1995 N 171-P3 usnoxeHa B
HOBOW pezakiuu, HopMma 1. 1.1 cT. 14.1 crapoyi pepakiuuu @3 cooTBeTCTBYyeT HopMme 1. 2 cT. 14.1
HOBOW peJaKi[1u.

7) dapMarieBTUUeCKOW CyOCTaHLIMM CITUpTa 3TWIOBOTO (3TaHosja) U (WM/IM) CITUPTOCO/EepIKallux
JIeKapCTBEHHBIX TIperapaToB Ha OCHOBHOM TEXHOJIOTMYeCKOM OOOpY/OBaHMM [ijIsi TIPOWU3BO/ICTBA
3TUIOBOTO CTMMPTA, YKa3aHHOM B myHKTe 1.1 ctatbu 14.1 denepanbHOro 3akoHa ot 22 HosiOps 1995
roga N 171-®3 "O rocyapCTBeHHOM peryJUpOBaHWU TIPOM3BOJCTBA U 000pOTa 3TUIOBOTO CITUPTA,
a/IKOTOJIBHOM W CTIUPTOCO/iepyKallield TMPOAYKIMA W 00 oOorpaHWyYeHHWH TOTpeOsieHus1 (pacTvTHs)
aJIKOTOJIbHOW MPOAYKLMU'.

(n. 7 BBesieH PefepasibHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

6. IIpu BBOJe JIeKapCTBEHHBIX CPeJCTB /IJisi BeTePUHAPHOTO TIPUMEHEHUs] B TPaKAaHCKU 000pOT
YTOJTHOMOYEHHOE JIUIIO TIPOM3BOJUTE Sl JIeKapCTBEHHbIX CPEJCTB /i1 BETEPUHAPHOTO TIPUMEHEeHWUSI
OCYILIeCTB/ISIET ~ TIOATBEPXK/€HHE COOTBETCTBUS JIEKADCTBEHHBIX CPEJACTB i1  BeTEePUHAPHOTO
TIpUMeHeHUs TpeOOBaHMSIM, YCTAaHOB/IEHHBIM TPU WX TOCY/IapPCTBEHHOW PETUCTPAI[UU I PETUCTPalfuH
B paMKax EBpa3uiickoro 3KOHOMUUECKOTO COl03a, U rapaHTUPYeT, UTO JieKapCTBeHHbIe Cpe/iCTBa AJis
BEeTEPUHAPHOT0 TMPHUMEHEeHUs TPOU3BeJeHbl B COOTBETCTBHUU C TpeOOBaHWSMU TIPABWJ Hayieaiei
MIPOM3BO/ICTBEHHOM MPAKTUKKU EBPa3uiicCKoro SKOHOMHUYeCKOTO COH03a.

(uacthb 6 B pes. @esepanbHOro 3akoHa oT 31.07.2025 N 304-D3)

6.1. Ilpu BBOJe JIeKapCTBEHHBIX CPEACTB AJIsi MeJULIMHCKOTO TIPUMEHeHHs B TPayKAaHCKU 0060poT
YTIOJIHOMOYEHHOe JIML|0 TPOU3BOAUTE/SI JIeKapCTBEHHBbIX CPeJCTB [ii MeJULMHCKOrO TpPUMeHEeHUs
OCYIL[eCTB/ISIET MO/ TBEP)K/IeHHe COOTBETCTBUSI JIeKADCTBEHHBIX CPeACTB s  MeAULIMHCKOTO
ripyuMeHeHUst TpebOBaHUSIM, YCTAaHOB/IEHHBIM TPU UX TOCY/AapCTBEHHOW PerucTpaliiy Wi perucTpaluu
B paMKax EBpa3uiiCKOro 5KOHOMHMUECKOr0 CO03a, U rapaHTHpPYeT, YTO JieKapCTBeHHble CpefCTBa [



MeULUHCKOTO TIPUMEeHEeHUsI TPOW3Be/leHbl B COOTBETCTBUH C TpeOOBaHUsAMH TIPaBU HaJjiexall|ei
MPOU3BO/CTBEHHOM MPAKTUKU EBpPa3uiicKoro 3KOHOMHUYECKOr0 COr03a.
(uactb 6.1 BBefieHa DesepanbHbIM 3aKOHOM OT 31.07.2025 N 304-D3)

7. YTIOMTHOMOUEHHBIM JIMIIOM TIPOM3BOJUTE/Isl JIeKapCTBEHHBIX CPEJCTB SIBSETCS ero paboTHUK,
aTTeCTOBaHHBIM B YCTAHOBJ/IEHHOM YIIOJTHOMOYeHHbIM (he/ilepaibHbIM OPraHOM HCIIOIHUTE/IbHOW BIaCTU
Topsiike U UMEIOIINIA CTaK paboThl He MeHee ueM TISiTh JieT B 00/1aCTH TIPOU3BO/JCTBA U (M/IM) KOHTPOJIS
KauecTBa JIeKApDCTBEHHBIX CpeJCTB, BbICIlee 00Opa3oBaHWe COOTBETCTBEHHO TI0 OJHOW U3
crielidasibHOCTeH Y (WIM) OJHOMY W3 HarpaBleHUH TIOATOTOBKH: OWOJIOTHSI, OMOTEXHOJIOTHS,
BeTeprMHAapusi, BeTEePUHAPHO-CaHWUTapHasi SKCIMepTU3a, KAMHWYeCcKas MeJul[MHa, paJualdOHHas,
XUMHUUecKass U Ouosiornyeckass 3amurta, dapmaius, QyHZameHTaabHasi MeAULIMHA, XUMUUecKast
TeXHOJIOTUSI, XUMHUSI.

(B pea. @enepanbHbIX 3aKOHOB 0T 22.10.2014 N 313-P3, ot 02.08.2019 N 297-®3)

8. TIpou3BoauTeM JIEKAPCTBEHHBIX CPeJCTB (3a MCK/IOUeHHeM (papmalleBTUYeCKO CyOCTaHLUu
CIMpTa 3TUIOBOTO (3TaHOJIA) MOTYT OCYILEeCTB/ISITh MPO/AXKy JieKapCTBEHHBIX CPeJICTB WM TepefjaBaTh
MX B YCTAaHOBJIEHHOM 3aKOHO/laTebCTBOM Poccutickor Pefepariuu nopsijke:

(B pen. ®enepanbHOro 3akoHa ot 29.07.2017 N 278-D3)

1) ApyrvM MpPOU3BOUTESIM JIeKAPCTBEHHBIX CPeZICTB /1Jisi IPOU3BO/CTBA JIEKAPCTBEHHBIX CPe/ICTB;
2) opraHu3alysiM ONTOBOM TOPTrOB/IM JIeKapCTBEHHBIMU CPe/ICTBaMU;

3) dllTeYHbIM OpraHU3dlivdaM, BETE€PDUMHAPHBIM daIIT€UHBIM OpraHu3aliidaM, HWHAWBUAYA/IbHBIM
npearipyHyumare/idM, MMM JIMLEH3WI0 Ha Cl)apMaLIEBTI/ILIECKy}O AedTe/IbHOCTh W/IW JIMIEeH3WIO Ha
MeIWIMHCKYIO NeATe/IbHOCTb,

4) Hay4YHBbIM OpraHM3aLUsM JiJIsi HAyYHO-UCC/ie/]oBaTebCKON paboThl;
(B pegn. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5) MeIMLIMHCKAM OpraHU3alusiM U BeTepUHAPHBIM OpraHu3aLysM;

6) opraHu3auMsM W WHIUBUAYaIbHbIM TMpPeANpUHHAMATENSIM, OCYIeCTBJISIIOLIUM pa3Be/ieHue,
BbIpAll[MBaHUWE U COJiep)KaHue >KMBOTHBIX (3a MCK/IIOUeHHeM TIpOJaXu UM (apmalieBTUueCKUx
CyOCTaHIMI UK UX TIepeiaun);

(n. 6 B pex. PenepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

7) WCIbITaTe/bHBIM abopaTopusiM (LIeHTpPaM), TPOBOJSAIIMM UCITBITAaHUS B 00/1aCTU KOHTPOJIS
KaueCcTBa JIeKapCTBEHHBIX CpPEJCTB, AaKKpeJUTOBAaHHbIM B COOTBETCTBMM C 3aKOHOJATeTbCTBOM
Poccuiickoii ®@esepariyiv 00 akKKpeJUTaI[i B HAlIMOHA/ILHOM CHCTeMe aKKpeAHUTallUH.

(n. 7 BBeeH ®@epepanbHbiM 3aK0HOM OT 04.08.2023 N 428-D3)

9. TlpomsBogurenu (apmareBTUYeCKO CyOCTaHL[MM CIMpTa STUIOBOrO (3TaHOJA) 0Os3aHBI
OCYILIeCTBJISITh peany3alyio (repefjauy B yCTaHOBJIEHHOM 3aKOHOZaTenbCTBOM Poccuiickon ®epeparmn
ropsiike)  (apmaileBTUUeCKOM CyOCTaHIIMM CIMpTa STWIOBOTO  (3TaHOJ/Ia)  TPOU3BOAUTENSIM
JIeKapCTBeHHBbIX  CPeACTB  [JJid  IIPOM3BOJCTBA  JIKADCTBEHHBIX  CPeACTB,  IIPOM3BOAUTE/ISIM
(M3roTOBUTENSIM) MEeJULIMHCKUX U3JeUi [/Is1 TPOM3BO/CTBA U U3TOTOB/IEHUS] MeJULIMHCKUX U3/e/TUi B
eMKOCTsIX 00bemMoM He 6Gosiee 1 mutpa v (um) He MeHee 1000 MUTPOB, a OpraHU3alUsaM, YKa3aHHBIM B
MyHKTax 3 - 5 ¥ 7 yacTu 8 HacTosiell CTaThH, B Tape 00beMoM He Oosee 1 suTpa.

(uactb 9 BBesieHa PegepanbHbIM 3aKOHOM OT 29.07.2017 N 278-®3; B pen. PefepasibHbIX 3aKOHOB OT



27.12.2019 N 481-®3, ot 22.12.2020 N 444-®3, ot 04.08.2023 N 428-D3)

10. Peanuzanusi (mepejaya B YCTaHOBJIEHHOM 3aKOHOZATe/lbCTBOM Poccuiickon Penepauyu
nopsizike) apMarieBTUUeCcKol CyOCTaHIIMM CITMPTAa STHIOBOrO (3TaHO/IA) OpraHW3aldsM OITOBOM
TOPTOBJ/IU JIeKapCTBEHHBIMU CPeJICTBAMU He [IOMYCKaeTCsl.

(uactb 10 BBegeHa PesepasbHBIM 3aKOHOM OT 27.12.2019 N 481-D3)

11. TTepeBo3ku (hapmarieBTHUeCKOH CyOCTaHI[MN CITUPTa STHIOBOTO (3TaHOJIA) OCYIECTBISIFOTCS C
cobsrofieHrieM TpeOOBaHUM, YCTaHOBJIEHHBIX ab3aljeM ueTBepThIM MyHKTa 3 craTthil 9 denepasbHOrO
3akoHa OT 22 Hosiops 1995 roga N 171-®3 "O rocysapCTBEHHOM peryJMpOBaHUM TIPOU3BO/ICTBA U
000poTa 3TW/IOBOTO CIMPTA, ANKOTOJBHOM W CIHUPTOCOZEp’Kaljed TMpoAyKUMH ¥ 00 orpaHuueHud
notpebieHus (pPacryTHsI) alKOrO/IbHOM MPOAYKLKK.

(uactb 11 BBegeHa PesepasbHBIM 3aKOHOM OT 27.12.2019 N 481-D3)

Ctatbs 46. MapKkupoBKa JIeKapCTBEHHbIX CPEACTB

1. JlekapCTBeHHbIe MpenapaThl, MpoLIe/le roCyAapCTBEeHHYI0 PeruCTpalui0 B COOTBETCTBUU C
TpeboBaHUsIMM HacTosiero defiepasbHOrO 3aKOHA, 3a WCK/IIOUEHHEeM JieKapCTBEeHHBIX IIperaparos,
W3rOTOBJIEHHBIX  anTeYHbIMM  OpraHu3alysiM{, BeTepUHApPHbIMU  alTeuHbIMU  OpraHu3alysMH,
VHJUBUAYalbHbIMU  TpeANPUHUMATE/SIMM, HMEIOL[UMHU  JIMLeH3UI0 Ha  (apMaleBTUUeCcKyro
JIesITe/TbHOCTb, JI0/DKHBI TIOCTYTIAaTh B 0OpailjeHue, eciiu:

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

1) Ha uX MNepBUYHOM YIAKOBKe (3a MCK/IIOUEHMEM I[1ePBUYHOM YIMAaKOBKU JleKapCTBEHHBIX
pacTUTebHBIX TIPerapaToB) XOPOLIO YATaeMbIM HIPHU(GTOM Ha PyCCKOM si3blKe yKa3aHbl HaMMeHOBaHHe
JIeKapCTBeHHOr0 TMpernapara (MeXAyHapoZHOe HelaTeHTOBaHHOe, WM TIPyNNUPOBOUYHOE, WU
XUMHUUeCcKoe, UM TOProBoe HaMMeHOBaHKe), HOMep CepHH, JiaTa BbIycKa (11 KIMMYyHOOHO/IOTMUeCKUX
JIeKapCTBEHHBIX TperapaToB), CPOK TOJHOCTH, [JO3MPOBKA WM KOHLIEHTpalysi, 00beM, aKTUBHOCTh B
e/IMHULIAX /1eHCTBUS WU KOJIMYEeCTBO [103;

(B peg. Penepanbhbix 3aKk0HOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPHWYHOH (TIOTpPeOWTENbCKOH) YIaKOBKE XOPOIIO UMTAeMbIM HIPUGTOM Ha PyCCKOM
sI3bIKe YKa3aHbl HaMeHOBaHUe JIeKApCTBEHHOIO TperiapaTa (MeXKAyHapoAHOe HerlaTeHTOBaHHOe, WIN
TPYINIMPOBOYHOE, WM XUMWUYECKOe W TOPrOBOe HaWMeHOBaHHS), HaMMeHOBAaHWE TIPOWU3BOJUTEIS
JIeKapCTBEHHOTO TperiapaTa, HOMep CepHH, ZiaTa BhIMycKa (/11 IMMYyHOOMO/IOTHYeCKUX JIEKaPCTBEHHBIX
TperaparoB), HOMep pPEerucTpPaliMOHHOTO Y/IOCTOBEPEHHs, CPOK TOAHOCTH, CIOCOO TpUMeHeHwus,
JI03MPOBKAa WM KOHIIEHTpalysi, 00beM, aKTUBHOCTb B eJUHMIIAX AEWCTBUS MO0 KOJMUECTBO /103 B
yIaKOBKe, JieKapCTBeHHasi (opma, YC/IOBUSI OTIYCKa, YCJIOBUSI XpaHeHUs, TpeayrpeAuTebHbie
HaZTMCH.

(B pea. @enepanbHbiX 3aKOHOB 0T 11.10.2010 N 271-P3, ot 22.12.2014 N 429-03)

2. dapmalleBTHYeCKHEe CYOCTaHI[UM [JO/DKHBI TOCTYTaTh B oOpalljeHue, eciM Ha WX TePBUYHOMN
yIMaKOBKE  XOPOIIO UWUTaeMbIM MIPUBTOM HA PYCCKOM  s3bIKe yKa3aHbl HaWMeHOBaHHe
dapMarieBTUUeCcKor cyOcTaHIMM (MeXKAyHapoJHOe HelaTeHTOBaHHOe, WM TPYIIIUPOBOYHOE, WU
XUMUUeCKOe U TOpProBoe HavWMeHOBaHMs), HaWMeHOBaHWe MpOoUu3BoAUTeNs (apMaljeBTHUeCKOn
cyOcTaHIIMM, HOMEp CEepUM U JiaTa W3rOTOBJIEHUs, KOJMYECTBO B YIAKOBKe U eAWHHI[bI W3MepeHUs
KOJINYeCTBa, CPOK FOJHOCTU U YCIOBHUSI XPaHEHUsI.

(B pea. @enepanbHOro 3aKoHa ot 22.12.2014 N 429-D3)

3. JlekapcTBeHHbIe Cpe[CTBa B KaueCTBe ChIBOPOTOK JO/DKHBI TIOCTYNaTh B oOpaijeHre C



YKa3dHHeM >XMBOTHOT'O, U3 KPOBH, I1/71a3Mbl KDOBH, OPIrdHOB U TKaHeH KOTOPOIr'0 OHM T10JTy4Y€HBI.

4. Ha BTOpHYHYHO (TIOTPEOUTENTBCKYI0) YITAKOBKY JIEKaPCTBEHHBIX CPEZICTB, ITO/TyUeHHBIX U3 KPOBH,
rja3Mbl KPOBM, OPraHOB U TKaHeW uesioBeKa, JO0/DKHAa HAHOCUTbCA HaAnuch: "AHTuTena Kk BUU-1,
BWU-2, k Bupycy renarura C ¥ NOBepXHOCTHBIM aHTUreH BUpYyca rernatuta B oTtcyTcTByroT".

5. Ha  nmepBUuUHy0  yNakOBKY W  BTOpPUYHYI  (TIOTPeOUTE/NbCKYI0)  YIAKOBKY
pasuodapmMalieBTUUeCKUX JIeKapCTBEHHBIX CPeJCTB [O/DKeH HAHOCUThCS 3HaK pajualliOHHOU
OIaCHOCTH.

6. Ha BTOpuuHYytO (TIOTpeOUTETbCKYIO) YIIAaKOBKY FOMEOTaTHYeCKUX JIEKaPCTBEHHBIX TPerapaToB
JIOJ’)KHA HAHOCUTBCS HaJIKCh: "T'oMeonaTuueckui'.

7. Ha BTOpuuHyio (TOTpebUTeNbCKYI0) YIMAaKOBKY JIeKapCTBEHHBIX PaCTUTENbHBIX IIperiapaToB
JIOJ’)KHA HAHOCUTBCS HaAUCh: "TIpoyKLys Mpoliia paJvaliMOHHbINA KOHTPOJIb".

8. Ha mnepBuuHyl0 ymakoBKy (ecid [jsi 3TOr0 CYL[eCTBYyeT TeXHWYecKass BO3MOXXHOCTb) M
BTOPUYHYIO (TIOTPeOMTENTbCKYI0) YIIAKOBKY JIeKapCTBEHHBIX TIperapaToB, TpeAHa3HAaUeHHBIX [IIs
KJIMHWUUeCKUX UCC/Ie[JOBaHUM, 10/DKHA HAHOCUTBCSA HaJMUCh: " [171 KTMHUUEeCKUX UCC/IeOBaHuN" .

(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

9. V¥YmakoBka JIEKAPCTBEHHLIX CpeACTB, TIIpeJHA3HAYEHHBIX WCK/IHOUHUTE/IBHO [OJI 3KCIIOpT4d,
MdpPKHUPYETCS B COOTBETCTBUHU C Tp66OBaHI/IHMI/I CTPaHbI-UMITIODTEPAd.

10. Ha TpaHCropTHy! Tapy, KOTOopasi He TipeAHa3HaueHa /js ToTpebuTesieli U B KOTOPYIO
MOMeILeHO JiIeKapCTBeHHOe CPeACTBO, AO/DKHA HAHOCUThCS MHGOpMalusi O HauMEeHOBAHWU, CepUur
JIeKapCTBEHHOTO CPEJICTBA, JlaTe BBIMyCKa, KOJMUECTBE BTOPUYHBIX (TIOTPeOMTENTHCKUX) YIIAaKOBOK
JIeKapCTBeHHOT'0 Cpe/iCTBa, NPOM3BOJUTee JIeKapCTBEHHOIO0 Cpe/iCTBa C yKa3aHHeM HauMeHOBaHWS U
MeCTOHAaXOJKJeHUs] TIPOM3BOJUTE/ISl JIeKApCTBEHHOIO CpeZCcTBa (aZpec, B TOM YMC/e CTpaHa W (Win)
MeCTO MPOU3BO/ICTBA JIEKAPCTBEHHOI'O CPEe/ICTBA), & TAK)Ke O CPOKe TOJHOCTH JIeKapCTBEHHOTO CpeJiCTBa
U 00 YC/IOBUSIX €ro XpaHeHWs U TepeBO3KH, HeoOXo[uMble TpeyrpeAuTe/ibHble HaAUCAd |
MaHUIY/ISITOPHbIE 3HAKU.

11. Ha mepBUYHyI0 YTAaKOBKY M BTOPUUHYIO (IIOTPeOWUTE/NBCKYIO) YIAKOBKY JI€KapCTBEHHBIX
CpefCTB [Jid BeTepUHapHOI0 IIPUMEHeHHUs [0/DKHAa HaHOCUTHCA HaAnuchb: "[lisg BeTepuHapHOIO
TpUMeHeHus "

12. Ha BTOpuuHYI (TIOTPeOHTENbCKYI0) YITAKOBKY JIeKapCTBEHHOTO TiperiapaTa HaHOCUTCS
LITPUXOBOM KOZ,.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUINCKYIO PEAEPALUMIO N BbIBO3 JIEKAPCTBEHHbBIX CPEACTB
N3 POCCUNCKON ®EAEPALIUN
(B pegn. ®enepanbHOro 3akoHa ot 06.12.2011 N 409-D3)

CratbAa 47. MopsagokK BBO3a NNeKapCTBEeHHbIX cpeacTB B Poccuiickyio depepayuto u
BblBO3a /IeKapCTBEHHbIX cpeacTB U3 Poccuiickoilt Pegepauun
(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

1. BB03 seKapcTBeHHBIX cpefcTB B Poccuiickyto @efiepalidio OCYIIECTB/SETCS B TOPSIIKE,



ycraHoBieHHOM [IpaButensctBoM  Poccubickoii  @epepaliuv, B COOTBETCTBUM C  aKTaMH,
cocTaB/sroLMMHU 1paBo Coro3a, U (WIM) 3aKOHOAATe/1bCTBOM Poccuiickont desiepaliid 0 TaMOXXeHHOM
peryivpoBaHUH.

(B peg. PenepanbHbix 3aK0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Koncynbrantllntoc: npumeuanue.

Mo 31.12.2027 pocCUICKMM MPOW3BOUTE/ISIM pa3pellieH0 B YBeJIOMUTETLHOM TOpsiike BBO3WUTH He
BHECeHHble B peecTp dapMalieBTUUecKue CyOCTaHIUM [ijii BeTepPUHAPHOTO TPUMEHeHUs [IJist
MPOM3BO/ICTBA 3aperMCTPUPOBAHHbIX JeKapCTBeHHbIX cpecTB (ITocTtaHoBnieHue [lpaBuTtenscTtBa PO
ot 12.03.2022 N 353).

2. BBo3umbie B Poccuiickyto @esepaljuio jeKapCTBeHHble CpeZCTBa [OJDKHBI COZepaTbCsl B
roCyJapCTBEHHOM peecTpe JIeKapCTBEeHHBbIX CpeACTB, WM eJWHOM peecTpe 3aperdCTPUPOBaHHbBIX
JIeKapCTBeHHBbIX  CpeACTB  EBpa3suMMCKOro 5KOHOMHYECKOrO0  COK3a, WIM eJUHOM peecTpe
3aperucTpUpPOBaHHbIX BeTePUHAPHBIX JIeKAPCTBEHHBIX IpernapaToB EBpa3suiicKOro >KOHOMUUECKOTO
Coro3a.

(B pen. @enepanbHbIX 3aKOHOB OT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-®3)

3. Honyckaercs BBO3 B Poccuiickyro ®efepariito KOHKPeTHOW NMapTUX 3aperMCTPUPOBaHHBIX U
(u) He3apervMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, TMpeAHa3HaueHHbIX [l  pa3paboTKu
NIeKapCTBEHHBIX CPeJCTB, MPOBEeEeHNs HayUHbIX W WHBIX WCC/Ael0BaHWM, MPOBEJeHUsl KIMHUUeCKUX
WCC/Ie/JOBaHUM JIeKapCTBEHHBIX TMpernaparoB, MPOBeJeHUs] SKCIepTU3bl JIeKAPCTBEHHBIX CPeJCTB IS
OCYILIeCTB/IEHUS] TOCYAAPCTBEHHOW pPerucTpaljiy WM perucTpaluu jeKapCTBeHHBIX MpernapaTtoB WU
JUIsl OKa3aHWsl MeJWLIMHCKOM TIOMOIIM [0 >KU3HEHHbIM TI0Ka3aHUsIM KOHKPETHOIro TaljueHTa Ha
OCHOBaHUM pa3pellieHusi, BbIJJAHHOTO YIIOJTHOMOUEHHBbIM (pefiepaibHbIM OpPraHOM HCIIOJIHUTE/TbHOMN
BJIACTH TI0 3asBJIEHUSM JIWL], YKa3aHHbIX B CTaTbe 48 HacToslero PenepaabHOro 3akoHa. Paccmorpenue
TAaKOrO 3asiB/IeHUs] W TPUHSTHME pelleHWs O BblJaue paspelleHdss Ha BBO3 KOHKDETHOW IapTHUH
3apervCTpUpPOBaHHbIX U (U/IM) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, NpejHa3HAUeHHbIX [I/1s1
pa3paboTKy JileKapCTBEHHBIX CPEJCTB, TIPOBE/IeHUs] HAayUHBIX W WHBIX HCC/IeOBaHWM, TPOBe/eHUS
K/IMHWYeCKUX MCC/Ie[lOBaHMM JIeKapCTBEHHbBIX TperiapaToB, MPOBeJeHUs] SKCIePTU3bl JIeKapCTBEHHBIX
CPeACTB [Ji1 OCYIIeCTBJIeHUs] TOCY[ApCTBEHHOW PperucTpaliii WM pPervcTpaluu  J1eKapCTBEHHBIX
rperiapaToB WX [JJIg OKa3aHWs MeJWLIMHCKOM ITOMOLIM IO >KU3HEHHBIM I10Ka3aHWsM KOHKPETHOI'O
narjyieHTa Jinb6o o0 0TKase B BbiZiaue YKa3aHHOTO pa3pelleHust IPOM3BOJSATCS B CPOK, He MPeBbIIIa0LHii
nsiTy pabounx AHel. I1naTa 3a Bbl/jauy yKa3aHHOTO pa3pellieHusi He B3UMaeTCsl.

(B pea. @enepanbHbIX 3aKOHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-®3)

3.1. YTparun cuny c 1 suBapsi 2024 roga. - @esepanbHblii 3akKoH 0T 27.12.2019 N 475-P3.

3.2. lo 31 pekabpsi 2027 roja AOMyCKarOTCs BBO3 Ha TeppuTtoputo Poccuiickoii depepauun u
obparienre B Poccuiickoit ®esiepallid C yueToM OCOOEHHOCTeH, yCTaHOBJ/IEHHBIX IIpaBUTE/ILCTBOM
Poccuiickori ®efepauyy, 3aperMCTpUPOBaHHBIX JIEKADCTBEHHBIX IIperapaToB [/l MeJULMHCKOrO
TIpUMeHeHUsl B YTIaKOBKaX, MpeJjHa3HaueHHbIX il 0OpalljeHusi B MHOCTPaHHbBIX rOCY/1apCTBax, B C/iyyae
JeheKTypbl JIeKapCTBEHHBIX IperapaToB WIA DUCKa ee BO3HUKHOBEHHsI B CB3M C BBeJeHHEM B
oTHoIeHnr Poccuiickoii ®efiepaliii OrpaHUUYUTETbHBIX Mep 9KOHOMHUYECKOr0 XapaKTepa Mpu yC/I0BUU
COOTBETCTBUSI BBO3MMBIX JIEKADCTBEHHBIX TperapaToB TpeOOBaHUSM, YCTaHOBJIEHHBIM TIPH UX
perucTpanyy, 3a UCK/IIOUeHHeM TpeOOBaHWM K TMEePBHUYHOM YIIaKOBKE, BTOPUYHOM (TIOTpeOUTEeNbCKON)
yIakoBKe, a TakKXe IpPU Ha/JWUMKd Ha BTOPUYHOM (MOTpeOMTeNnbCKOM) YIakoBKe JieKapCTBEHHBIX
TiperapaToB, HaxOZSIUXCs B OOpallleHHWH, CAMOKJIesIeiicss STUKeTKH, cofieprkaiieil nHdopMaium o



JIeKapCTBEHHOM Iperiapare Ha PyCCKOM SI3bIKe.
(uactb 3.2 BBeseHa PenepanbHbIM 3akOHOM OT 26.03.2022 N 64-D3; B pen. desepanbHbIX 3aKOHOB OT
19.12.2022 N 519-®3, o1 26.12.2024 N 494-®3, ot 15.12.2025 N 483-D3)

3.3. HomyckaroTcs BBo3 B Poccuiickyro ®eznepanyio u obpaiieHue B Poccuiickoii @epepaiiuu ¢
y4eTom ocobeHHOCTeM, yCTaHOBJIEHHBIX [IpaBUTETLCTBOM Poccutickoit ®denepauyu,
3apervuCTpUpPOBaHHbIX  OPUTMHAIBHBIX  Op(aHHBIX  JIeKAPDCTBEHHbIX  TIperapaToB W (UIK)
BbICOKOTE@XHOJIOTUUHBIX JIeKAPCTBEHHBIX TMpernapaToB [Jjis MeAULIMHCKOrO TpHMEHeHUsi B TeueHue
[IBeHAJILlaTU MecsilieB T10oc/ie JaThl WX pervctpauumd B Pocculickoit ®Pepepaijuu B yMaKoOBKax,
TpeHa3HAUeHHbIX fIji1 oOpallieHusT B WHOCTPAHHBIX TOCYJapCTBaX, TPU YCIOBUU COOTBETCTBHS
BBO3MMBIX  JIEKADCTBEHHBIX  MperapaToB [/l  MEAWI[MHCKOrO  TIpUMEeHeHuss  TpeboBaHUsM,
YCTaHOBJIEHHBIM TIDU WX PErvucTpaldd, 3a HCK/IoueHWeM TpeOOBaHUWM K TIepBUYHON YIIAaKOBKE,
BTOPUYHOM (ITOTPeOUTETbCKOM) YIIaKOBKe, U MPH HaJIMUKUK Ha BTOPUYHOM (TIOTpebUTeIbCKOM) yIlaKOBKe
JIeKapCTBEHHBIX TMperapaToB [jis MeAWI[MHCKOTO TPUMeHeHUs, HaXO[AIIMXCsI B oOpallleHuy,
CaMOKJIesILLIeNCcsT  3TUKeTKW, cojepkalled uHboOpMalyMi0 O JieKapCTBEHHOM Iiperapare  [ijist
MeJJULIMHCKOTO TIPUMEHEeHUsI Ha PyCCKOM s3blKe. B OTHOILIIEHWY [JaHHBIX JIeKapCTBEHHBIX TpernapaToB He
TIPUMEHSIIOTCS TI0/I0KeHUs1 yacTy 7 ctaTtbk 9 U uvactedd 1 U 2 cratbu 52.1 Hacrosiero ®enepaabHOro
3aKOHa.

(uactb 3.3 BBefieHa ®esiepanbHBIM 3aKoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyto @epiepaljiio MOXKHO BBO3WTh JIeKAPCTBEHHbIe CPeJCTBa, KaueCTBO KOTOPBIX
MOJATBEPXK/IEHO  CepTU(PUKATOM  TPOU3BOJAUTENS]  JIeKAPCTBEHHBIX  CPeACTB,  YAOCTOBEPSIOLIUM
COOTBETCTBHE BBO3WUMBIX JIEKAPCTBEHHBIX CPE/CTB TPeOOBaHUSM, YCTAaHOBIEHHBIM TIPH UX PervCTpaLiu
WU TIPOBeJIeHNY NPOoLie/lyp, CBSI3aHHBIX C perucTpaLyen.

(B peq. PenepanbHbix 3aK0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-®3)

5. 3ampemjaetcsi BB03 B Pocculickyro ®efepaiuto (haabCUPUIIMPOBAHHBIX JIeKapCTBEHHbBIX
CpeACTB, HeJOOPOKaueCTBEHHBIX JIeKAPCTBEHHBIX CPE/ICTB, KOHTPA(aKTHBIX JIEKaPCTBEHHBIX CPE/ICTB.
(B pen. PenepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. ®PanmpcudupoBaHHbIe JIeEKapCTBEHHbIE CPeJCTBA, Hel00pOKauecTBEHHbIE JieKapCTBEHHbIE
CpeACTBa TIOJJIeXKAT W3BATHI0O M TIOC/eAYIOIIeMY YHUUTOXKEHHIO WM BbIBO3y U3 Poccuiickoi
denepaiuy, KoHTpa(daKTHbIE JIeKaPCTBEHHbIE CPeJCTBA - U3BSITUIO U TIOCIeYIOLeMY YHUUTOXEHUIO.
YHuuTOKeHHe Win BbiBO3 U3 Poccutickoii @egepaiiuu dhanbcrudULIMPOBAHHBIX JIeKapCTBEHHBIX CPeJICTB,
Hell0OpOKAUeCTBEHHBIX  JIEKADCTBEHHBIX  CPE/ICTB, KOHTPA(aKTHbIX  JIeKapCTBEHHBIX  CPEJCTB
OCYIIIeCTB/ISIETCSI 3a CYeT JMIla, OCYL[eCTBUBIIEro uX BBO3. [IOpSOK YHUUTOXKEHUSI M3BSATHIX
¢danbcuUIMPOBaHHBIX JIeKAPCTBEHHBIX CPeZCTB, HeJ0OpOKAueCTBEHHBIX JIEKaPCTBEHHBIX CPE/CTB,
KOHTpagaKTHBIX JIeKapCTBeHHBIX CPe/ICTB ycTaHaB/uBaeTcs [IpaBuTesnibctBoM Poccuiickoii ®efepariu.
(B pen. ®enepanbHOro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluija, ocyiecTBiswome BB03 B Pocculickyro ®efepaiiuto  danbCUPUIIMPOBaHHBIX
JIeKapCTBEHHBbIX  CpE/ICTB, HEeJA0OpPOKAUeCTBEHHBIX JIEKAPCTBEHHBIX  CPEJCTB, KOHTpahaKTHBIX
JleKapCTBEHHBIX CPe/ICTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOZATeThCTBOM Poccuiickoi
DepepaLivu.

(B peg. PenepanbHbix 3aKOHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

8. BbIBO3 /1eKapCTBeHHBbIX cpeficTB U3 Poccuiickoii Peziepalii OCYIIeCTB/ISIETCS B COOTBETCTBUH C
aKTamMH, cocTaB/sitolluMu TpaBo Coro3a, U (WIM) 3aKOHOJaTenbCTBOM Poccuiickoli dPezpepauyu o
roCy/lapCTBEHHOM DeryJ/iMpOBaHUN BHEIITHETOPTOBOW JesiTe/IbHOCTH.

(uactb 8 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)



9. BBozi B rpakIaHCKU 00OPOT JieKapCTBEHHBIX TMpernapaToB /s MeAULIMHCKOTO TIPUMeHeHUs],
BBe3eHHBIX B Poccuiickyto ®ejepaliuio, OCyIecTBseTcs: ¢ coO/roieHneM TpeboBaHU, YCTAHOBIEHHBIX
cTatbeid 52.1 HacTosero desepasbHOTO 3aKOHa.

(uactb 9 BBesieHa PefepasbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

Koncynbrantllntoc: npumeuanue.

Y. 10 cT. 47 He pacripoCTpaHseTCs Ha CePUU JIEKapCTB [Jisl BETEPUHAPHOIO NIPUMEHEeHUs], BBe/IeHHbIe
B rpakgaHckuii obopot g0 01.09.2023, KoTopble MOAJEKAT MPUMEHEHHUIO [0 UCTeUeHHs CPOKa UX
rogHoctH (P3 ot 02.07.2021 N 317-D3).

10. BBog B rpakiaHCKUii 060pOT JIeKapCTBEHHBIX IperapaToB [ijisi BeTepUHAPHOTO MPUMeHeHHs],
BBe3eHHbIX (TepeMelljeHHbIX) B Poccuiickyto @Pefepanuio, OCyLiecTBiseTcss C cobmofeHrem
TpeOOBaHMH, yCTaHOBJ/IEHHBIX CTaTbell 52.2 HacTosero desepaabHOrO 3aKOHa.

(uactb 10 BBegeHa PenepanbHbIM 3akoHOM OT 02.07.2021 N 317-D3)

Cratba 48. HOpuguueckume nuua, KOTOPbIM paspelleH BBO3 JleKapCTBEHHbIX
cpepncTtB B Poccuiickyto degepauuto
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBeHHbIe cpeficTBa B Poccuiickyro @efjepaljuto MOTYT BBO3UTh:
(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

1) mpou3BoAWTENM JIeKADCTBEHHBIX CPeJCTB [y 1iesieli  COOCTBEHHOTO TPOM3BO/CTBA
JleKapCTBeHHBIX CPe/ICTB;

2) WHOCTpPaHHbIe pa3pabOTUMKK JIeKapCTBEHHBIX CPEeACTB U HWHOCTPaHHbIE TIPOU3BOUTENN
JIeKapCTBEHHBbIX CPeACTB WM JApyrde IOpUAWUYECKHe JIMIla TI0 TOpyuYeHHWI0 pa3paboTurka
JIeKapCTBEHHOTO CPE/ICTBA 11 Pa3pabOTKU JIEKAPCTBEHHBIX CPEZICTB, MPOBEEHUSI HAYUYHBIX U WHBIX
WCC/Ie[IoOBaHUM, MPOBeJieHUs] KTMHUUYeCKUX UCC/IeJOBaHWM JIeKapCTBEHHOTO Mperapara, OCyILeCTBIeHUs
roCyJapCTBEHHOM perucTpaliui WA perucTpaldyd JIeKapCTBEHHOTO Tiperiapara, BK/IHOUeHUs
dapMarieBTUUeCKOM CyOCTaHLIMM B TOCYAApPCTBEHHBIM peecTp JIeKapCTBEHHBIX CPeACTB, KOHTPOJIS
KauecTBa JieKapCTBEHHBIX CPe/ICTB MPU Ha/IMUUU pa3pellieHust yII0JHOMOYeHHOro (de/iepaJbHOr0 OpraHa
WCTIOJTHUTEJ/IbHOM B/IaCTH Ha BBO3 KOHKPETHOM MapTUU JIeKapCTBEHHBIX CPeJICTB;

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

3) OpraHr3saliun OIITOBOM TOPI'OBJ/IX JIEKaDCTBEHHBIMUA CPpeACTBAMU;

4) HayuHble OpraHu3aliud, oOpa3oBarefbHbIe OpraHW3alldd  BBICIIIETO  0Opa3oBaHUS,
TIPOM3BO/IUTENN JIeKapCTBEHHBIX CPEJICTB [/Is pPa3paboOTKH, MCC/eloBaHUM, KOHTpOJisi 6e30mMacHOCTH,
KauecTBa, 3((EeKTUBHOCTH JIeKapCTBEHHbIX CPEJACTB MPH HA/JIWYMU DPas3pelleHusi yMOJHOMOYEHHOIO
(benepanbHOrO OpraHa UCIOJIHUTEILHOMN BIaCTH;

(B pex. @enepanbHbix 3aKOHOB 0T 02.07.2013 N 185-d3, ot 30.01.2024 N 1-D3)

5) MeIMLIMHCKWEe OpraHu3al{uy, UHbIe YKa3aHHble B MTyHKTaX 1 - 4 HACTOsLed CTaTby OpraHU3aLluu
JJ/1s1 OKasaHusl MeJULMHCKOW TOMOILM [0 >XM3HEHHbIM I[10Ka3aHWSAM KOHKDETHOrO TMaluieHTa MpHu
Ha/lMuMy pa3pelleHusi yIOoJHOMOYEHHOro (efepaqbHOrO OpraHa HWCIOJIHMTEeNbHOM BaCTU Ha BBO3
KOHKDETHOM TNapTUX JIeKapCTBEHHOI'O TiperapaTa, BbIJAHHOTO B YCTAHOBJIEHHOM mMopsiike B ¢dopme
3/IeKTPOHHOT'0 JOKYMeHTa, MOANMCAHHOT0 YCUIEHHOM KBaTU(PULIMPOBAHHOMW 3/IeKTPOHHOM MOJUCHIO;



(B pea. @enepanbHoro 3akoHa ot 12.03.2014 N 33-03)
6) yrpatui cuiny ¢ 1 suBaps 2024 roga. - @esepanbHbii 3aK0H 0T 27.12.2019 N 475-D3.

7) IPOU3BOAUTENIA MEeJULIMHCKUX U3Ze/IAN JJ1s1 1eJield MPOU3BO/CTBa MeJULIMHCKUX U3ZeJIUN.
(n. 7 BBepeH PegepanbHbiM 3aK0HOM OT 30.01.2024 N 1-D3)

Cratba 49. [lOKyMeHTbl, NpeacTaBnseMble B TaMOXeHHble opraHbl Poccuiickow
depepaynu npu BBO3e SIeKapCTBEHHbIX cpeacTB B Poccuiickyto depepanuio
(B pen. PenepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. TIpu BBO3e sneKapCTBeHHbIX cpeAcTB B Poccuiickyro ®Pezepaijiio B TaMOXXeHHble OpraHbl
Poccuiickoii @eziepaliui Hapsily C AOKYMEHTaMH, Tpe/iCTaB/ieHHe KOTOPBLIX TPeAyCMOTPEHO aKTaMH,
cocTap/sitolMMu 1paBo Coro3a, U (WIM) 3aKoHOAaTe/bcTBOM Poccuiickoit ®esiepaliid 0 TaMOXXeHHOM
pery/ivpoBaHUU, TIPeJCTaBASIOTCS C/IeAyIOLUe JOKyMEeHTHI B 3/IeKTPOHHOU (popme:

(B pex. @epnepanbHbiX 3aKOHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-®3)

1) ceptudukar (3akarOueHHe) COOTBETCTBUS TIPOM3BOZCTBA JIeKAPCTBEHHBIX CPEeACTB IS
BETEPUHAPHOTO TPUMEHEHUs] TpeOOBaHUSAM TIpaBW/I HaJyIeXalllel MPOWU3BOACTBEHHONW TPAKTUKH
EBpa3uiickoro 5KOHOMUUECKOT0 CO03a;

(n. 1 B pexn. PenepanbHOro 3akoHa ot 31.07.2025 N 304-D3)

2) paspelleHue YIOJHOMOYEHHOro (eJepaJbHOr0 OpraHa MCIOIHUTEbHOM B/IacTM Ha BBO3
KOHKDETHOW TMapTUM JIeKapCTBEHHOTO Cpe/CTBA B CJIyuyasiX, YCTAaHOBJIEHHBIX YaCThi0 3 cTaTbu 47
Hacrosiero ®efepanbHOrO 3aKOHa.

2. JJoKyMeHTbI, yKa3aHHble B MyHKTax 1 u 2 yactu 1 HacTosileld CTaTb, MPeACTaBJsAOTCA B
TamMO)kKeHHbIe opraHbl Poccuiickoit ®ejiepaiiuu Tipy NMpUOBITHYN JIeKapCTBEHHBIX CPe/iCTB B PoCCHIICKYIO
®epepalyio.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

Cratba 50. BB0O3 nekapcTBeHHbIX npenapatoB B Poccuiickyto degepayuto ans
JINYHOrO UCNOJIb30BaHUSA U NHbIX HEKOMMEPUYECKUX Lesieit, a TaKke A/ UCNOJIb30BaHUsA
Ha TeppuTopUN MeXAyHapoaHOro MeauLMHCKOro Kiacrepa
(B pea. @enepanbHbIX 3aKOHOB 0T 06.12.2011 N 409-P3, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHbIe Tperapatbl MOTYT ObITh BBe3eHbl B Poccuiickyro @enepauyio 6e3 ydera
TpeOOBaHUH, MpeAyCMOTPeHHbIX uacTaMu 1 - 4 crateu 47, cratbsimu 48 u 49 HacTosIero
@eziepa/IbHOIO 3aKO0HA, eC/Iv OHU MpejHa3HauyeHbl JJIs:

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

1) nuuHOTrO MCMOMb30BaHUS (PU3MUECKUMU JHLlaMH, NMpUbbBIIMMHU B Poccuiickyro dezepatiuio.
[Ipu >TOoM BBO3 B Pocculickyto ®efepalio 1eKapCTBEHHBIX TIperapaToB, COJeprKallix
CWIbHOZEUCTBYIOIL[Me U (W/IK) s/JOBUTbIe BeIeCTBa, BK/IOUEHHbIe COOTBETCTBEHHO B CITHCOK
CWIBHOZIEHCTBYIOLMX BeILeCTB /JIS LieJlel YTOJI0BHOTO 3aKOHOZaTenbcTBa Poccuiickon ®epepaiyu 1 B
CMUCOK SIIOBUTBIX BeIeCTB /Jisi 1jeJlel yrojJ0oBHOrO 3aKoHoAaTe/nbcTBa Poccuiickont Pepeparum,
yTBepxxaeHHble [IpaButesnibctBoM Poccuiickoi ®Pefepaliu, oCylecTB/sIeTCS MPY HAJIMUMKM JOKYMEHTOB
(3aBepeHHBbIX KOMWM JOKYMEHTOB WM 3aBePEHHbIX BBINMCOK M3 HUX), MOATBEP)KJAIOIINX Ha3HaueHue
¢ur3nueckoMy /MLy yKa3aHHBIX JIeKapCTBEHHbIX TIperapaToB (3a HCK/IOYeHWeM JieKapCTBEHHBIX
TperaparoB, 3apervMCcTpUpPOBaHHBIX B Poccuiickoli ®Pepepaiy  11MO0  3aperuCTpUPOBAHHBIX B



COOTBETCTBUM C aKTaMH, COCTaBJsitol[uMM TpaBo Coro3a, U oTmyckaeMbix B Poccuiickoit @eznepaiyu
0e3 perierita Ha JieKapCTBeHHBIN rperapar). [loATBep)Kaarolye J0KyMeHThI (MX 3aBepeHHbIe KOTIMY WUH
3aBepeHHble BBINMMCKU W3 HUX) [O/DKHBI COZEp)KaTb CBelleHWs O HavMEHOBAaHUM W KOJIMUeCTBe
Ha3HAaueHHOI'0 JIeKapCTBEHHOIO IiperniapaTa. B ciyvae, ecnu mnofTBepKAaroliye [JOKYMEHThI (MX
3aBepeHHble KOIMWU WK 3aBepeHHble BBIMCKU M3 HUX) COCTaB/IeHbl Ha WHOCTPAHHOM sI3blKe, K HUM
TpUiaraeTcsi HoTapuaabHO 3aBepeHHbIN MepeBo/ Ha PYCCKUM SI3bIK;

(B pea. @enepanbHbIX 3aKOHOB 0T 02.06.2016 N 163-P3, ot 30.01.2024 N 1-®3)

2) WCTOSb30BaHUsI pabOTHUKAMU IATIZIOMAaTUUYECKOTO KOpIyca WM TIPeCTaBUTESIMU
MeXXyHapOAHbIX OpraHu3alui, akkpeUToBaHHbIX B Poccurickont depepanyy;

3) JleyeHUs] TIACCAXXUPOB U UJIEHOB JKHWIAaXKeW TPAHCIIOPTHBIX CPeACTB, TOe3AHbIX Opuraa u
BOZUTE/IEN TPAaHCTIOPTHBIX CPe/ICTB, IPUOBIBIIMX B Poccuiickyto ®esepaiiuio;
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

4) neyeHysi Y4aCTHUKOB MeKYHAapOJHBIX Ky/JIbTYPHbIX, CIIOPTHBHBLIX MEePOIPUSITHI U yUaCTHUKOB
MeXXIyHapOJHbIX SKCITeJULIHI;

5) J/leueHHs KOHKDETHBIX JKMBOTHBIX B 300MapkKaxX, 300CaZiaX, LMpPKaX, OKeaHapUyMax,
JenbGUHApUsX, JieueHUs] AUKUAX >XUBOTHBIX, TMOCTOSHHO WM BPEMEHHO HacCesIoIUX TepPPUTOPHIO
Poccuiickoii defepaiivi, HaxOJSAIMIMXCS B COCTOSTHUM €CTeCTBEHHOW CBOOO/BI M TIPUHAJIEXKAIUX K
BU/laM, 3aHeceHHbIM B KpacHywo kaury Poccuiickort ®ezmepaiiuu U (i) KpacHble KHUTH CyOBeKTOB
Poccuiickoii @efepaliii, a TakKe >KMBOTHBIX, BBO3UMbIX B Poccuiickyto Pepepaliuio [Jjisi yuyacTusi B
CTIOPTUBHBIX U 3PE/UILHBIX MEPOTPUSITUSIX;

(B pex. @enepanbHbix 3aKOHOB 0T 06.12.2011 N 409-d3, ot 02.08.2019 N 297-D3)

6) MCI0Mb30BaHUs Ha TEPPUTOPUM MEXAYHAPOJHOT0 MeJULIMHCKOTO KlacTepa.
(n. 6 BBesieH PegepanbHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. B cnyuasix, mpegyCMOTpPeHHBIX 4acTbio 1 HACTOSALEN CTaThH, JA0MYyCKaeTcs BBO3 B Poccuiickyro
desrepariyio JeKapCTBEHHBIX MpeIapaToB, He 3aperMCTPUpPOBaHHBIX B Poccuiickoit @ezepariuu m1bo He
3aperuCTpUpPOBaHHBIX B COOTBETCTBUU C aKTaMH, COCTaBJIAIOIMMU nipaBo Coro3a.

(B pex. ®enepanbHbix 3aKOHOB OT 06.12.2011 N 409-d3, ot 30.01.2024 N 1-®3)

3. JlekapCTBeHHbIe TIpenaparhl, TIpeiHa3HaueHHbIe [/ TYMaHUTapHOUW TTOMOLLHU (COAEeNCTBYs) UIH
MOMOIIM TIpY 4Ype3BbIUAWHBIX CUTyalUsX, BBO3STcsi B Poccuiickyro Pefepaijuto B TOpsiKe,
ycTaHoBiieHHOM [IpaBuTenbcTBOoM Poccuiickoii ®epepaijuu. 3ampelijaeTcsi BBO3 B PoccUICKYIO
desiepallUl0  HE3apeTMCTPUPOBAHHBIX  JIeKAPCTBEHHBIX  TpernapaToB, MpeJHa3HaUeHHbIX /s
ryMaHWTapHOM MOMOILIH (COAeNCTBYST) WU TIOMOLLY TIPU Upe3BbIUaliHbIX CUTYyaLUsX.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

Cratba 51. CoTpyaHunuecTBO (hpegepasibHOro opraHa WUCMNONIHUTENIbHOW BacTy,
ocyuiecTBAsiloWero PyHKUMU nNo KOHTPOJIIO N HAA30py B 06/1aCTU TaMOXEHHOro aena, u
APYrnx ynosiHOMouYeHHbIX (hegepasibHbIX OPraHOB UCNOJTHUTE/IbHOW BNacTu
(B pen. PenepanbHoro 3akoxa ot 30.01.2024 N 1-D3)

1. YmnonHomoueHHbIe ¢eZiepanbHble OpraHbl WCIIOJHUATENBHON BIACTA TIPEJOCTaB/SIOT B
pacriopsbkeHre (¢eiepaJibHOTO OpraHa HWCTOHUTeNbHOW BJ/IACTH, OCYIIECTBSIOLEro (GYHKLUN TI0
KOHTPOJIIO M HaJ30py B 00JIaCTM TaMOXEHHOTO /[iefla, TOCYJApCTBEHHBbIM peecTp JieKapCTBEeHHBIX
CpeJCcTB, a Takke UWHGOPMALMI0O O BbIJAHHBIX paspelleHHsX Ha BBO3 KOHKDETHOM MapTUU



JIeKapCTBEeHHBIX CPeJCTB B C/Iyyasx, YCTAHOB/EHHbIX YacTbio 3 cTaTtbU 47 Hactosuero dexepanbHOro
3aKOHa.
(B pex. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2. ®epepanbHbI OpraH MCIOMHUTE/NIBHOW B/IACTH, OCYIIECTB/SIOMIMN (PYHKLUM TI0 KOHTPOTIO U
Ha/30py B 00/1aCTH TaMOKEHHOTO jerna, WHGOPMHUpYyeT yKasaHHble B 4acTW 1 HacCToslel CTaTbU
YIIOJTHOMOYEHHbIe (efiepanbHble OpraHbl UCTIOJHUTE/IBHOM BIACTA O BBO3€e JIeKAPDCTBEHHBIX CPeJCTB B
Poccuiickyro @efiepalivio U BbIBO3e JIeKapCTBEHHBIX CpeJicTB U3 Poccutickoit ®esepaiiyu no opme U B
NopsiZiKe, KOTOpbIe yCcTaHOBJeHb! [IpaBruTenscTBoM Poccuiickor @esepanuu.

(B pex. @enepanbHbix 3aKOHOB OT 06.12.2011 N 409-d3, ot 30.01.2024 N 1-®3)

Mnaesa 10. PAPMALEBTUNYECKAA AEATE/IbHOCTb
Ctartbsa 52. OcylwecTBneHve hapMaLeBTUYECKOI AeATeNIbHOCTH

1. dapmareBTHMUeCKas [eATeNbHOCTb OCYLIEeCTBJISIeTCS OpraHU3aljUsiMM OITOBOW TOPrOB/IU
NIeKapCTBeHHbIMM  Cpe/ICTBaMH{,  aNTeYHbIMA  OpraHv3alysM{, BeTepUHapHbIMU  alTeYHbIMU
OpraHM3alMsIMM,  WHJUBUAYalbHbIMU  TMpeANpUHMMATENSAMM,  UMEIOLUMMM  JIMLEH3WI0  Ha
(apMar|eBTUUeCKy0 [JesaTe/bHOCTb, MeJWULMHCKUMU OpraHM3alusaMM, HMeRIMMHU JIMLeH3UI0 Ha
(apmalleBTUUECKYIO [JlesiTeTbHOCT, U UX 000COO/IeHHBIMM TO/[pa3fie/ieHHsIMH, PACIONOKeHHbBIMUA B
Ce/IbCKUX Hace/leHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT aliTeYHble OpraHu3aliii, U BeTepHHApHBIMU
OpraHu3alUsiMU, UMeIOLLUMHU JILIeH3H1IO Ha (papMalleBTUUeCKYHO /1esiTe/IbHOCTb.

(B pegn. PenepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

2. dusnueckue JMIja MOTYT OCYIIECTBIATH (hapMalleBTUUECKYHO [1eTeTbHOCTh TIPU HaJIUuuUuHu
BBLICIIIEr0 WM CcpefgHero dapMalieBTUueckoro obpa3oBaHusi U cepThdUKara cCrielpaaucra abo
TIPOM/IEHHOW aKKpeJUTAlL[iu CIelMaicTa, BHICIIETO WM CPeAHero BeTepUHAapHOTro oOpa3oBaHus (B
L[eJIAX OCYIeCTBIeHUs (hapMalleBTHUeCKOU JiesTeTbHOCTH B chepe oOpaiijeHHst ieKapCTBeHHBIX CPe/CTB
JUIsT BEeTEPUHAPHOTO TMPUMEHEHUs), a TaK)Ke BBICIIET0 WM CPeJHero MeAWIUHCKOro obpa3oBaHus,
ceprudUKaTa CcrielMaancra Jaub0 TpPONJeHHON aKKpeJuTalluM CrelyuaaucTa U JIOTIOJTHUTE/LHOTO
ripodeccroHabHOTO 06pa30BaHUs B YaCTH PO3HUUYHOM TOPIOBJIM JIeKapCTBEHHLIMU TIperiapaTamu Ajist
MeULUHCKOTO TTPUMEeHEeHUsI TIPH YC/I0BUU X paboThl B 000C00/IeHHBIX T0/[pa3/ieNleHUsIX MeULIMHCKUX
OpraHM3aliuii, yKa3aHHbIX B 4YacTU 1 HacTosIILIel CTaTbU.

(B pex. @enepanbHbIX 3aKOHOB OT 28.04.2023 N 149-d3, ot 29.12.2025 N 549-03)

KoncynbranTllnroc: mpumeuaHue.

JlekapCTBeHHbIe Tperaparsl [jIsi MeJULIIMHCKOTO MPUMeHEeHUs, BBe/leHHbIE B TPAXKAAHCKUN 000pOT [0
29.11.2019, nopyiexxaT XpaHeHUIO, MepeBO3Ke, OTIYCKY, peanv3aliyd, repezade, NPUMeEHEHHUIO [0
ycTeveHus: cpoka ux rogHoctu (D3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBog B rpaxpaHCKMW OOOPOT /eKapCTBEHHbIX CpeacTB Ans
MeAULMHCKOro NnpuMeHeHuns
(B pegn. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

(BBegeHa PeziepaibHBIM 3aKOHOM OT 28.11.2018 N 449-03)
1. TTepex BBO/IOM B rpaXKAaHCKUH 000pOT KaXk/[OW CEPUM WM KaXKZOUW MapTUU MPOU3BEJIeHHOTO B

Poccuiickori  ®epiepaijuu  J1eKapCTBEHHOrO —IIperapaTta /Jas MeAMULIMHCKOrO TpUMEHeHMs, 3a
UCK/IIOYeHHeM WMMYHOOHOJIOTUYeCKUX — JIEKapCTBEHHBIX — IIperapaToB, IPOW3BOAUTENb  TaKOTO



JIeKapCTBEHHOI'0 TIperapaTa TIpeJCTaBisieT B 3/7eKTpoHHOU ¢dopme B dedepanbHblli  opraH
WCTIOJTHUTEIbHOW  BJIACTH, OCYIIECTBASIOMUN (QYHKIMM TI0 KOHTPO/IIO W Haj3opy B cdepe
3/IpaBOOXpaHeHUs], TOKyMeHT MPOU3BOAUTE/SI JIeKapCTBEHHOTO CPe/iCTBa, MOATBEPKAAIOIIN KaueCTBO
JIeKapCTBEHHOTO  Tperiapata, W TOATBep)KJeHWe  YIOJTHOMOUEHHOTO /il  TIPOW3BOAUTE/ IS
JIeKapCTBEHHBIX CPe/ICTB COOTBETCTBUS JIEKAPCTBEHHOIO MperiapaTta TpeboBaHUsIM, YCTaHOBIEHHBIM TIPH
€ro pervucTparyu.

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1.1. Tlepez BBOAOM B rpaKJaHCKU 000POT KaXK/I0W CepPHU WM KayKAOU MapTHUH MPOM3Be/IeHHOM B
Poccuiickoii ®depepanunt (apMalleBTHUECKOH CyOCTaHLIMM TIPOM3BOJMTENb TAaKOTO JIeKapCTBEHHOT'O
CpeZicTBa TIpe/CTaB/sieT B 3/eKTPOHHOU ¢(opMe B (eJepanbHbli OpraH MCIOJHUTENBHON B/IACTH,
OCYILLeCTBJISIFOLMM  (PYHKLIMM T0 KOHTPO/JK0 M Haj30py B cQepe 34paBOOXpaHeHUs, JOKYMEHT
TPOU3BOAUTENS]  JIEKADCTBEHHOTO  CPe/CTBa, TOATBepP)KAAIOI[MK  KauecTBO  (papMalieBTUUeCKOM
cyOCTaHLUM, U [JOKYMEHT, TIO/TBepP)K/JaloI{1ii COOTBETCTBHE JIeKapCTBEHHOTO CPeZCTBa TpebOBaHUSM,
YCTaQHOBJIEHHBIM IIpU €ro TIOCy[apCTBEHHOM perucTpanid WM perucTpayu, U OQOpMJIeHHBIHI
YTIOJTHOMOYEHHBIM JIML|OM [TPOX3BOJUTEIS JIeKapCTBEHHBIX CPeJCTB.

(uactp 1.1 BBeseHa PesepanbHbIM 3aKkoHOM OT 30.01.2024 N 1-D3)

2. Tlepen BBOOM B TPa)KJAaHCKWN 000pPOT KaXKAOW Cepud WM KaK[OW TapTHX BBO3WMOTO B
Poccuiickyto @efiepaljio  J1IeKapCTBEHHOTO TMperapara [Jas MeJULMHCKOTrO TIpUMeHeHHus, 3a
HCK/TFOUeHHeM UMMYHOOHOIOTMUeCKUX JIeKapCTBEHHBIX TPerapaToB, OpraHU3aliysi, OCYILeCTBJISIOIIAs
BBO3 JIeKapCTBeHHOr0 mperapara B Poccuiickyto ®efepalivio, npefcTaB/isieT B 371eKTPOHHOU (opme B
benepanbHBIN OpraH UCMOJTHUTE/ILHOM BAACTU, OCYILeCTBISIOMINN (YHKIIMU TI0 KOHTPOJIIO U HaZI30pY B
cdepe 371paBOOXpaHeHMs], [JOKYMEHT MPOU3BOJUTE/sI JIeKapCTBEHHOTO CpeZCTBa, TOJTBep KAaroIiuii
KauecTBO  JIEKADCTBEHHOIO  Tperiaparta, W  TOATBepPXKAeHWe  TIpeACTaBUTe/sl  OpraHu3alluiy,
OCYIIeCTB/IsIFOILel BBO3 JieKapCTBEHHOTO Tperiapata B Poccuiickyto ®ezepalidio U yIiOJTHOMOUYeHHOU
MHOCTpPaHHbIM TPOU3BOJWTENIEM JIeKADCTBEHHBIX CPEJCTB, COOTBETCTBUSI BBO3UMOI'O JI€KapCTBEHHOI'O
nipernapara TpebOBaHUsM, YCTAHOBIEHHBIM TIPH €r0 PeruCTpariyy.

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

2.1. Tlepen BBOJOM B TPa)KJAaHCKUN 000POT KaXKOW Cepuyd WM Ka)K[JOW TapTHH BBO3UMOW B
Poccuiickyto ®Penepaljuto ¢apMalieBTUUeCKOl CyOCTaHLIMM OpraHu3alysi, OCYILeCTBJSIOIas BBO3
TaKOro JieKapCTBeHHOro cpeficTBa B Poccuiickyto defepalivio, Tipe/CTaB/sieT B 371eKTPOHHOM (hopMe B
(benepanbHbIN OpraH UCIOJTHUTENBHOM BAACTU, OCYLLeCTBISIOMINKA (PYHKIMU TI0 KOHTPOJIIO U HaZI30pY B
cdepe 3apaBoOXpaHeHUs], JAOKYMEHT TPOM3BOJUTeE/IsS JIeKapCTBEHHOTO CpPeJCTBa, IMOATBEPXK/AAroLnit
KauecTBO (papMalleBTUUECKOU CyOCTaHIIMH.

(uactp 2.1 BBesieHa PesiepanbHbIM 3aKOHOM OT 30.01.2024 N 1-D3)

3. Tlopsiok mpejcTaB/ieHUsT B COOTBETCTBHMM C dYactamu 1, 1.1, 2 u 2.1 HacTosimiell cTaTbu
JOKYMEHTOB U CBeJleHM O JieKapCTBEeHHBIX Cpe/CTBaX, BBOJAUMBIX B TpPaXKJaHCKUM 000pOT,
ycraHaBnuBaeTcs [IpaBurensctBom Poccuiickoit Pepeparym.

(uactb 3 B pex. PenepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

4. B OTHOIIeHWH TIepBbIX TpeX Cepuil WIM TMapTUil JeKapCTBeHHOTo TMperapara, BIepBbie
ripor3BefieHHOT0 B Poccuiickoit ®@ezepaliuu UM BriepBbie BBo3UMoro B Poccuiickyio @esepaiyio (6e3
yueTa J03UPOBKM) B paMKax OJHOTO PETrMCTPAIjMOHHOTO Y/JOCTOBepeHus, B (QejepasbHbIM OpraH
WCTIO/THUTE/IbHOM  BJIaCTH, OCYIIECTBASIONMNA (GYHKUMU 110 KOHTPOIO W HaA30py B cdepe
3/IpaBOOXpaHeHMs], JOTIOJTHUTeTbHO TIPe/|CTaB/sieTCsl IPOTOKOJ UCTIbITAHUM O COOTBETCTBUM CEPUM WU
rnapTvy JieKapCTBEeHHOTo TiperapaTa /[ijii MeJWLMHCKOTO TIpUMEeHEeHUsi TioKasaTessiM KauecTBa,
MIpeyCMOTPEHHbIM HOPMATHUBHOW /OKyYMeHTaluel, Wiu TpeOOBaHUSM, YCTAaHOB/IEHHBIM IIPH



pervcTpalydd B COOTBETCTBUMM C aKTaMH, COCTaB/stOIUMMU TmpaBo Coro3a (gasee - TPOTOKOJ
WCIbITaHWM), TMPOBOJUMBIX aKKpeJWTOBaHHBIMKM B COOTBETCTBHMU C 3aKOHOZATEJIbCTBOM PoccHICKOM
@enepaiu 00 aKKpeAWTAl[MM B  HAI[MOHAJLHOM CHUCTEMe akKKpeAuTaluu  (eaepasbHBIMU
rOCY/JapCTBEHHBIMHM OFO/DKETHBIMM  YUPEXKAEHUSIMH, T10/[B€ZIOMCTBEHHbIMU  (e/iepalbHOMY OpraHy
HCTIOJTHUTE/ILHOM B/IaCTH, OCYILeCTBSIOeMY (GYHKI[UHU 110 BLIPAOOTKe U peasii3aliiy ToCy1apCTBeHHOM
MOJINTUKA U HOPMaTHUBHO-NIPaBOBOMY pery/MpOBaHUIO0 B cepe 3/7paBOOXpaHeHus, U (ejepasbHOMY
OpraHy WCIOJHUTEbHOW BJIACTH, OCYIIeCTB/sOLeMYy (DYHKUMH 1O KOHTPOIIO U HaZA30py B cdepe
3qpaBooxpaHeHusi.  [lomyckaeTcsi TIpeJCTaBleHHWe TIPOTOKOJIA  MCMbITaHWM, TPOBEJEHHBIX C
WCIO/b30BaHUEM CpPeJCTB [UCTAHLMOHHOTO B3auMoZeucTBusl. [lopsiioK BbIZauMd  yKa3aHHBIMHU
benepabHBIMH TOCYAPCTBEHHBIMU OFO/KETHBIMUA YUPEXKAEHUSIMH [JaHHOTO TIPOTOKOJIa W pa3Mep
T/1aThl 3a €ro Bblauy ycraHaBivBatoTcs [IpaBurensctBoM Poccutickoit @egepariyu.

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

4.1. TlpencraByieHre MPOTOKOJIA UCHBITAHWMN JIOMYyCKaeTCs TOJbKO B OTHOLIEHUM MepBOW Cepuu
WY TIepBOM MapTUM JIeKapCTBEHHOT'O Tperapara, BriepBble Npou3BefieHHOro B Poccuiickoit ®efepaiiuu
WU BIlepBble BBO3MMOro B Poccuiickyro ®esepanuio (3a UCK/IIOUEHVEM JIeKapCTBeHHBIX Mpernaparos,
yKa3aHHbIX B yacTsx 4.2 U 4.3 HacTosILlel CTaTby), B CIy4ae MpeJoCTaB/IeHNs CBeleHHUH O JiaTe BblJaun
Y DerucTpaliOHHOM HOMepe 3aK/IIOUeHHWs] COOTBETCTBUSI IPOMU3BOJCTBA JIEKaPCTBEHHBIX CpPEJCTB
TpeOOBaHMSIM TIpaBW/ Hajjlekalljed TMPOM3BOJCTBEHHON MPaKTHKH, BbIIAHHOTO YIIOJHOMOYEHHBIM
(besepasbHBIM OpPraHOM HCIOJHUTE/IBHOW BJACTH, WIM CepTU(UKaTa COOTBETCTBUSI MPOU3BO/CTBA
JIeKapCTBEHHBIX CpPe/ACTB TpeOOBaHUSIM TpaBUI HaJJieXKallell TPOW3BO/ICTBEHHOW  IMPAKTHKH
EBpasuiickoro 5kOHOMHUYeCKOro CO03a, BbIIAHHOTO YIIOJTHOMOUEHHBIM OpPraHOM roCyZapCTBa - 4jeHa
EBpasuiicKoro  5KOHOMMYECKOrO  COr03a, B  OTHOLIEHWHW  [POW3BOJCTBEHHOW  IJIOLAJKH
(MpOU3BO/ICTBEHHBIX I/IOLA/I0K), OCYILECTB/ISIOLEN POM3BO/CTBO FOTOBOU JIeKAPCTBEHHOM (DOPMbI U
BBIITyCKAIOIIUK KOHTPOJIb KauecCTBa JIeKAPCTBEHHOIO IperiapaTa, IPU YCJIOBUM OTCYTCTBUSI B TeueHHe
Tpex JieT, TpeJlIeCTBYIOLMX JaTe BblJauyd [POTOKOMA HWCIBITaHWW, C/yyaeB  BbISB/IEHUS
HECOOTBETCTBHSI YCTAHOBJIEHHBIM TpeOOBaHMSM KauecTBa JIeKapCTBEHHBIX CpeACTB, MH(opMauys o
KOTOPBIX OIy0O/IMKOBaHa Ha caiite ezepasbHOTO OpraHa MCIOTHUTETBHOM BIaCTH, OCYILEeCTBISIOLIErO
(GYHKLMY 110 KOHTPOJIIO U HaZi30py B cdepe 37paBOOXPaHeHUs], B OTHOIIEHWH BCeX MPOM3BO/ICTBEHHBIX
TM/I0a/I0K, OCYLECTBIISIOIIUX MPOM3BO/CTBO JIeKapCTBEHHOrO TperapaTa M BbIMYCKAKIIUK KOHTPOJIb
KauecTBa JIeKapCTBEHHOI O Iperapara.
(uactb 4.1 BBefieHa ®esiepanbHBIM 3aKoHOM OT 30.01.2024 N 1-D3)

4.2. He Tpebyercsi mipezcTaB/ieHWe TIPOTOKOJA MCIIBITaHWM, yKa3aHHOTO B uactu 4 wm 4.1
HacTosilllell CTaTbd, B OTHOILIEHWM OP(AHHBIX JIeKAPCTBEHHBIX IPerapaToB, BbICOKOTEXHOJOTMUHBIX
JIeKapCTBEHHBIX TperapaToB, TOTyUYeHHbIX W3 OMOIOrMYecKOoro Mateprasna Orpe/ie/IeHHOrO ueioBeKa U
Trpe/iHa3HaueHHbIX 151 [IPUMEeHeHUs] STOMY JKe UejIOBeKy.

(uactb 4.2 BBefieHa ®esiepanbHbIM 3aKoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOLIEHUM OJHOW CEepUM WA OJHON TMapTUX BbICOKOTEXHOJOTMYHOIO JIeKapCTBEHHOIO
rperapaTta (3a MCKIHOYEHHEeM BBICOKOTEXHOJOTMUHBIX JIeKAPCTBEHHBIX IperaparoB, TMOJyYeHHbIX W3
OMO0JIOrMYeCKOTO MaTepuasa Onpe/ie/IeHHOTO UeioBeKa U MpeiHa3HaueHHbBIX /ISl IPUMEHEHUs 3TOMY >Ke
yesioBeKy), BrepBbie TipousBefleHHOro B Poccuiickort ®epepalid WM BIlepBble BBO3UMOIO B
Poccutickyto @ezepaliyto, Tpe/CTaB/sieTcsi TIPOTOKO/ MCIBITaHWM, TIPOBE/IEHHbIX C HCIO0/b30BaHUEM
CpeJiCTB AUCTAHLIMOHHOTO B3aMMO/MCTBUS B TeUeHHe MepBhIX TPex JieT Moc/ie BBOZA TaKoro rpernapara
B I'PaKJIAHCKUH 000POT.

(uactb 4.3 BBefieHa DesiepanbHbIM 3aKOHOM OT 30.01.2024 N 1-D3)

5. ExxerogHo He no3gHee 1 aripesnsi IpOUW3BOJUTE/N JIEKAPCTBEHHBIX CPeJCTB WA OpraHU3aLyy,
OCYILIeCTBJISIFOLIME BBO3 JIeKapCTBEHHBbIX IpernapaToB B Poccuiickyro ®ezepaijyto, NpejCTaBIsiOT B



(benepanbHbIN OpraH UCIOJTHUTE/NBHOM BACTU, OCYLLeCTBISIOMINKA (PYHKIIMU TI0 KOHTPOJIIO U HaZi30py B
cdhepe 37paBOOXpaHeHUs, MPOTOKOJ WCIBITAHUM TIOCTYIUBIIET0 B TeueHue Mpe/llieCcTBYIOIIEero
KaJIeH/IapHOTO TO/la B TPa’KAAHCKMI 000POT JIeKapCTBEHHOTO TperiapaTa COT/IaCHO PeruCTpaLiOHHOMY
y/I0CTOBepeHHI0 (Ha OZIHY CEepPUI0 TOProBOr0 HAaWMEHOBAHUSI C YUeTOM JieKapCTBeHHOW (opMbl OfHOM
JIO3UPOBKH), TIPOBOAMMBIX aAKKPEAUTOBAaHHBIMA B COOTBETCTBMM C 3aKOHO/ATe/IbCTBOM Poccuiickoi
@enepaiu 00 aKKpeAWTAl[MM B HALMOHAJbHOM CHUCTeMe aKKpeAWTAl[iM UCIbITaTebHbIMU
nabopatopusiMu (1ieHTpaMu). IlpezcTaBieHre TIPOTOKOJIA UCTIBITAHUM, TIPEyCMOTPEHHOTO HACTOSIIeH
YyacTbi0, B OTHOILIEHWHU JIeKAPDCTBEHHBIX T[IperiapaToB, yKa3aHHbIX B 4acTU 4.2 HacTosiled CTaThby,
JIOTTyCKaeTCsl OJJUH pa3 B TPH ro/ja Py YCJIOBUU UX BBOZIA B IPaKAaHCKUH 000poT. TIpu npezcTaBieHuH
MPOTOKOJ/Ia UCTIBITAaHUH, TIPeyCMOTPEeHHOT0 uacTsiMu 4 u 4.1 HacTosiiiel cTaThy, B (efiepa/bHbIN OpraH
WCTIOJTHATE/IbHOM ~ BJIACTH, OCYLIECTBASIOIIMN (QYHKIMM TI0 KOHTPOJIFO M Haj30py B cdepe
3/[paBOOXpaHeHus1, TPOTOKO/ UCIIbITaHWM, TIPelyCMOTPEeHHbIN HaCTOSIIIel YacThblo, B YKa3aHHBIM OpraH
He Tpe/CTaB/IsSeTCs.

(uactb 5 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

5.1. TlpousBoguTeny JieKapCTBeHHBbIX CPEACTB WM OpraHu3aliuM, OCYIIEeCTBJISIOLIMe BBO3 B
Poccuiickyto @efiepalivii0 BbICOKOTEXHOJIOTUUYHBIX JIeKapCTBEHHBIX TIIperapaToB, BMECTO ITPOTOKOJIa
WCTIBITaHUM, TPeyCMOTPEHHOT0 YaCThi0 5 HACTOsIeH CTaTbd, BIIPaBe IMpeACTaBUTh B (deJepanbHbBIN
opraH MCITOJIHUTE/IbHON BJIaCTH, OCYIIECTB/SIOUMNA (DYHKIMM 10 KOHTPO/JIO W HaA30py B cdepe
3[]paBOOXpaHeHUs], CBeJileHUs O JaTe U perucTpaljuOHHOM HOMepe 3aK/IH4eHWs O COOTBETCTBUU
TIPOM3BO/IUTE/IST JIEKAPCTBEHHBIX CPeJCTB TpeOOBaHWSAM TIPABW/I HajjleXkallel TPOW3BO/[CTBEHHOU
MPAaKTUKA WM CepTU(dHUKATa COOTBETCTBUS TIPOM3BO/CTBA JIEKAPDCTBEHHBIX CPEJCTB TpPeOOBaHUSIM
TIpaBWI HaJjiexkailleid por3BO/[CTBEHHOU MPaKTHKKA EBpa3uiickoro 3KOHOMHUUeCKOro COi03a, BbIZIJAHHOTO
YTIOJITHOMOYEeHHBIM OpraHOM TroOCy/apcTBa - ujieHa EBpa3uiiCKOro 35KOHOMHUECKOTO COr03a, [JIs
TPOU3BO/CTBEHHON TIIOM[aZKA (TTPOU3BOACTBEHHBIX ILI0IIA/I0K), OCYIIeCTB/stOllel TPOU3BO/CTBO
rOTOBOM JIeKapCTBEHHOM ()OPMbI 1 BBIMYCKAIOILMM KOHTPOJIb KauecTBa JieKapCTBEHHOTO Tperapara.
(uactb 5.1 BBegeHa DesepanbHbIM 3aKOHOM OT 30.01.2024 N 1-D3)

6. IlpousBojguTenu JieKapCTBEHHbIX CPeJCTB WM OpraHM3alldd, OCYLIeCTB/sSIOIMe BBO3
NleKapCTBEeHHBIX TperapaToB B Poccuiickyto ®efiepaijuio, He MeHee ueM 3a OJJUH T'OJ, [0 MJIaHUPYeMbIX
TIPUOCTAHOB/IEHUS] WM TIpeKpallleHWsi TIPOU3BO/ICTBA JIeKaPCTBEHHBIX TIperapaToB WM WX BBO3a B
Poccuiickyto ®Pezepaljdio yBeJIOM/ISIIOT 00 3TOM B 3JIEKTPOHHOH ¢opMme demepabHbIM  OpraH
WCTIOJIHUTE/IbHOM  B/IaCTH, OCYLIECTB/SIOLIMN (QYHKLMM TI0 KOHTPOMIIO W HaA30py B cdepe
3paBooxpaHeHust U (efiepanbHbIi OpraH MCIOJHUTE/NLHOW BACTH, OCYIIECTB/SIOLUN (QYHKLIWN T10
JIULIEH3MPOBaHUIO MPOM3BO/CTBA JIEKAPCTBEHHBIX CPEJICTB.

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

7. BBoA, B TpakJaHCKU 00OPOT KaXK[OW CepUM WK KaXKAOW TMapTUd WMMYHOOHOJIOTHYEeCKOro
JIeKapCTBEHHOTO TIperiapaTa, Tpou3BeZieHHOro B Poccuiickodi @ezepalydy WIM BBO3UMOIO B
Poccuiickyto Pezepaiiyito, OCYyILeCTB/ISIETCS Ha OCHOBAHWM Da3pellieHusi, BbIIaHHOTO (eiepasbHBIM
OpPraHOM WCITOJIHUTE/TbHON BJIaCTH, OCYIIECTBIISIONMM (YHKIWM 0 KOHTPOJIIO UM Haza30py B cdepe
3[]paBOOXpaHeHts, Ha OCHOBAHWHM BBIJAHHOTO (efepalbHbIMK TOCY/IapCTBEHHBIMU OFO/KETHBIMU
yUpeX/IeHUSIMH, YKa3aHHBIMU B YaCTU 4 HACTOsIIeN CTaThH, 3aK/IHOUEHHUS O COOTBETCTBUU CEPUU WU
MapTud UMMYHOOHMOIOTMUECKOTO JIeKapCTBEHHOTO Tperapata TpeboBaHUSIM, YCTaHOBIEHHBIM TIPH €T0
roCyJJapCTBeHHOM peructpauyu. [TopsioK BbiZiauu pa3pelieHusi Ha BBOJ, B TPaXKAaHCKUN 0060pOT cepun
WIA TapTUM WMMYHOOHOJIOTMYEeCKOro JIeKapCTBEHHOTO TperiapaTa, a TakKKe TIOpPSZIOK BbIaud
yKa3aHHOTO 3aK/FOUYEeHHS] W pa3Mep IUIaThl 3a €ro BbiJauy YCTaHABIMBAIOTCA [IpaBUTEbCTBOM
Poccutickor @enepanyu.

7.1. ®opma U MOpsAJOK NPOBeJIeHNsT UCIIbITaHWM, YKa3aHHbIX B yacTax 4, 4.1, 4.3 u 5 Hacrosen



CTaTbU, B TOM UKCJIe C UCTOIb30BaHNEM CPe/ICTB JHUCTAaHLIMOHHOTO B3aUMO/EMCTBUS, YCTaHABIUBAKOTCS
ITpaButensctBOM Poccuiickon @eneparn.
(uactb 7.1 BBefeHa DesepanbHbIM 3aKOHOM OT 30.01.2024 N 1-D3)

8. 3a Herpe/icTaBlieHWe WM HeCBOeBDeMeHHOe TIpe/iCTaB/lieHhe [JOKYMEHTOB U CBeJeHUH,
npeAyCMOTpPeHHbIX uactsamu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 HacTosilel CTaTbW, MPOU3BOJUTETU
JIEKapCTBEHHBIX CPeJACTB W OpraHu3aliy, OCYLIEeCTBISIOL[Me BBO3 JIEKapCTBEHHBIX IIperapaTtoB B
Poccuiickyto Pezepaljuto, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHO/|aTe/IbCTBOM Poccuiickoit
®dejepalyu.

(B pex. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

9. [lpexncraBneHne [OKyMEHTOB W CBeJ€HWM, MpeAyCMOTPEHHbIX vacTsaMu 1, 2 U 4 HacToslen
CTaTbW, U TIOJiyueHWe TIpeJ[yCMOTPEHHOTO UacCTbi0 7 HACTOSILel CTaThbW paspellieHWs Ha BBO/J
MMMYHOOHOJIOTHYECKOT'0 JIeKapCTBEHHOTO TIperiapaTta B TPakAAHCKMM 000poT He TpeOyloTCcsa B
OTHOIIIEHWH JIeKapCTBEHHBIX TIperapaTtoB, TpeJHa3HayeHHbIX [jisi TIPOBeJeHUsl KIMHUUeCKUX
WCC/Ie/JOBaHUM JIeKapCTBEHHBIX TperapaTroB, MpPOBeZeHUs] SKCIepTU3bl JIeKapCTBEHHBIX CPeACTB /s
OCYILL[eCTB/IEHUS] TOCY[JapCTBEHHOM perucTpalyy JieKapCTBeHHBIX TperaparoB, a TakKe B OTHOLIEHWU
He3aperuCTPUPOBAHHBIX JIeKAPCTBEHHBIX TperapaToB, MpejHa3HaueHHbIX [/Is1 OKa3aHUs MeJULIMHCKOU
TIOMOILM TIO >KW3HEHHBIM TOKa3aHUsIM KOHKPETHOTO TaljeHTa WM TPYMIibl MaljieHTOB, BBO3UMbBIX B
Poccutickyto ®@egepaijuio B COOTBeTCTBUM C yacTsamu 3 U 3.1 cratbu 47 Hactosiiero ®enepaabHOro
3aKOHa.

(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 475-@3)

10. Tlpu BBISIB/IEHWMM B I'PaKJaHCKOM 000pOTe Cepur WM TIapTHH JIEKapCTBEHHOTO TIperiapaTa,
JIOKYMEHTBI U CBeJleHHsI O KOTOPBIX, TIpelyCMOTpeHHble yactsimu 1, 2, 4, 4.1, 4.3, 5 u 5.1 Hacrosien
CTaTbW, He TIpe/icTaB/ieHbl B (efepasbHbI OpraH WCIOMHUTENbHOW BIACTH, OCYILeCTB/ISIOIIUMA
GYHKUMM 10 KOHTPOJIIO W HazA30py B cdepe 3ApaBoOXpaHeHUs, /MO0 CepuM WIM MapTUU
MMMYHOOHOJIOTMUECKOT0 JIeKapCTBEHHOTO TIperiapaTta, He UWMERIUX pa3pellleHdsi Ha BBOJ, B
rPak/]aHCKWK 000pOT, TPeyCMOTPEHHOTO 4YacTbl0 7 HaCTOAIed CTaThH, (hefepanbHblii Opra
WCTIOJTHUTE/IbHOM  BJ/IaCTH, OCYIIECTB/SIONMN (QYHKIMM TI0 KOHTPOMIO W HaA30py B cdepe
3/lpaBOOXpaHeHus1, B TIOpsi/iKe, ycTaHOBIeHHOM [IpaButesnibctBoM Poccuiickont denepaljuy, NpuHUMaeT
pellieHHe O TIpeKpallleHUH TPaKJaHCKOTO 000pOoTa TaKMX CepUMd WM TMapTHUM [0 TpeJCTaB/IeHUs
yKa3aHHbIX JJOKYMEHTOB U CBe/IeHUH MO0 MoTyueHust yKa3aHHOTO pa3pelleHus..

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

Koncynbrautlntoc: ipumeuanue.

Ct. 52.2 He pacripoCTpaHsIeTCs HA CepUM JIEKAapCTB [IJII BeTEPUHAPHOTO MPUMEHEHUSs], BBeJIeHHbIE B
rpakaaHckuii o6opor go 01.09.2023, KoTOpble MOA/IeXaT NMPUMEHEHWIO [0 WCTeUeHHs] CpPOKa MX
rogHoctu (P3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBog B rpaxpgaHCKuii OGOpPOT J/ieKapCTBEHHbIX npenaparoB Ans
BeTepUHapHOro NnpMMeHeHus

(BBegeHa PeznepanbHbIM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepeny BBOJOM B TPaKAAHCKHMM O0OOpPOT KaXkAOH CepuM TMPOM3BeJEHHOro B Poccuiickoi
denepaliuv  JIEKADCTBEHHOT'O Tperiapata [jil BeTePUHAPHOTO TPUMEHEHMs, 3a HCK/IIOUeHHeM
MMMYHOOHOJIOTMUECKOT0 JIEKapCTBEHHOTO Tperapara /ijisi BeTepUHAPHOT0 TIPUMeHEeHHs1, TIPOU3BO/IUTE b
TaKOT'0 JIeKapCTBEHHOTO TIperapara Tpe/iCcTaB/sieT B YBeJJOMUTELHOM TOpsiiKe B (efiepa/ibHbIN OpraH



WCTIO/THUTE/IbHOW BJIACTH, OCYILECTBJISIONINKA (DYHKLIMU 110 KOHTPOJIO (Haz30py) B cdepe obpaiieHUs
NleKapCTBEHHBIX CPe/ICTB /1Jis BeTePUHAPHOTO NIPUMeHEeHUs:

1) JOKyMeHT MpOM3BOUTE/Is1 IeKAPCTBEHHBIX CPe/CTB, TOATBEPKAAIOLMKA COOTBETCTBHE KaueCTBa
JIeKapCTBEHHOTO TIperiapara /il BeTEPUHAPHOTO TPUMEHEHHs, BBOJUMOIO B TPaXKAAHCKUN 000pOT,
TpebOBaHUSIM, YCTaHOB/IEHHBIM TIPU €0 TOCyIapCTBeHHOW pPerucTpaliy;

2) ToATBep)KJeHWe YIOJHOMOUEHHOTO JMlja [pPOW3BOJUTENs JIeKapCTBEHHBIX CpPeJCTB
COOTBETCTBUSI JIEKaPCTBEHHOTO Tiperiapata /il BeTepUHApDHOTO TpUMeHeHUWs TpeOoBaHUSM,
yCTaHOBJIEHHbIM TIPY €T0 TOCY/JapCTBEeHHOM perucTpariu.

2. Tlepes BBOAOM B TPaXKAaHCKUK OOOPOT KaKAOW Cepuu BBO3UMOTO (TepeMeljaeMoro) B
Poccuiickyro ®@efiepalivio  JIeKapCTBEHHOrO Tperiapata [yl BeTepUHapHOrO TIpUMeHeHHus, 3a
HCK/TIOUeHeM UMMYHOOHO/IOrMUecKoro jeKapCTBEeHHOTO Tperapara /ijisi BeTepUHapHOTO MpUMeHeHus,
opraHu3aLysi, OCyIeCTB/IsifoILasi BBO3 (TlepeMellieHNe) JIeKapCTBEHHOTO Tperapara /iJisi BeTepUHapHOIro
npumeHeHus B Poccuiickyro ®esiepaliuio, MpefCTaB/sieT B yBeJOMUTEIbLHOM TOpsiKe B (eJepaibHbIi
OpraH MCIOJHUTENLHOM BACTU, OCYILECTB/SHOMMN (GYHKIUM 10 KOHTpO/Io (Haa3opy) B cdepe
oOparieHus JIeKapCTBEHHBIX CPeZCTB [I/Isi BETEPUHAPHOTO TIPUMEeHeHHsI:

1) JOKyMeHT MpOM3BO/IUTE/Is1 IeKAPCTBEHHBIX CPe/CTB, TOATBEP KJatolMid COOTBETCTBHE KaueCcTBa
JIeKapCTBEHHOTO TIperapata [jisi BeTepHHApHOTO TIPUMEHEeHUs, BBOAMMOIO B TPaKAAHCKUM 000poT,
TpeOOBaHUsIM, yCTaHOBJ/IEHHBIM TIPU €TI0 TOCYAapCTBEHHOM PerucTpalyy;

2) moATBep)KJeHWe JMLA, YIIOJHOMOYEHHOIO JepykaTereM WU BiajerblieM PerucTpaliiOHHOIO
yZOCTOBEpeHHUs] JIeKapCTBEHHOI'O Tiperapara /[jil BeTepUHApHOIO TPUMEHEHUs, COOTBETCTBUS
JIeKapCTBEHHOTO TIperapaTta /i BeTePUHAPHOTO MpUMeHeHHs1 TpebOBaHUsIM, YCTaHOB/IEHHBIM TIPH €ro
roCy/lapCTBEHHOW pervucTpaLyu.

3. BBoj B rpaxaaHcKui 000poT BBO3UMOTro (repemeiiaemoro) B Poccuiickyto ®egeparjuio
JIeKapCTBEHHOTO TiperiapaTta JJisi BeTepUHAPHOrO TIPUMEHeHHs OCYILeCTBJISIeTCS TIPU  HaIUuyuu
3aK/JFOYEHUSI O COOTBETCTBUM TIPOM3BOJUTE/ISI JIEKADCTBEHHBIX CPEICTB TPeDOBaHUSIM  TMpaBUI
Ha/IJieXkalleld TTPOU3BO/CTBEHHOW MPAKTHKH, BBIIAHHOTO YTIOJTHOMOYEeHHBIM (hefiepaibHbIM OpPTraHOM
VCTIOJIHUTE/IbHOW  BJACTU i1  TIPOM3BO/ICTBEHHOM TIJIOLIA/IKA JIeKApCTBEHHOrO Iiperiapara  Jijis
BeTepHHApHOI0 NTPUMeHeHHs], BBOJUMOTI0 B TPa’KJaHCKU 000pOT.

4. Jlu1jo, yTNOJHOMOUYEHHOe Jep)KaTesleM WM BJafie/ibl[eM DPerucTpaliOHHOTO Y/I0CTOBEepeHUs
JIeKapCTBEHHOTO TIperapaTta /il BeTepHHApHOTO TIPUMEHEeHUs, [O/DKHO OBbITh aTTeCcTOBaHO B
yCTaHOBJIEHHOM YTIOJTHOMOYEHHBIM (pe/iepasibHbIM OPraHOM MCIIOJTHUTETbHOM BIACTH TOPSIZIKE U UMETh
CTaXK paboThl He MeHee ueM TISTh JIeT B 00/aCTU TMPOW3BOACTBA U (WMM) KOHTPOJISI KauecTBa
JIeKapCTBEHHBIX CpeACTB /MO0 B 06jacTd  MoHUTOpPWHTra 3()QeKTUBHOCTY U  0e30MacHOCTH
JIeKapCTBEHHBIX TIperapaToB /[jisi BeTePUHAPHOTO TpPUMeHeHUs, TIPOBOAMMOrO JeprkaTesieM WId
BJIaZIeJIbI[EM PErvCTPallMOHHOTO YOCTOBEPeHHsl JIeKapCTBEHHOIo Iiperiapara /[yjiss BeTepHHapHOTO
rpUMeHeHUss JIMOO  YIOJTHOMOUEHHBIM UWMH  IOpHUAMUYECKUM JIMI[OM, BBICIIee oOpa3oBaHUe
COOTBETCTBEHHO MO OAHOW W3 CreluanbHOCTeld W (U/IKM) OJHOMY W3 HarpaB/leHWW MOATOTOBKU:
Ouosiorusi, OWOTEXHOJIOTHS, BeTepUHApWs, BeTePUHAPHO-CAHWUTApHas SKCIIePTH3a, K/IMHUYeCcKast
MeAMI[MHa, DPaJUallMOHHAasA, XUMHUYecKas W Ouosioruueckast 3amura, (apmaiusi, QyHaaMeHTaTbHast
Me/ULIMHA, XUMHUUeCKast TeXHOJIOTHSI, XUMUS.

5. [Nopsimok mpefcTaB/ieHUss B COOTBETCTBUU C YacTsIMUA 1 U 2 HACTOSIIIeN CTaTbU JOKYMEHTOB U
CBeZIeHU O JIeKapCTBEHHbIX TpernapaTtax /Jisi BeTePUHAPHOT0 MPUMEHEHUs], BBOJUMBIX B FPayKJaHCKUI



oboport, ycraHaBnuBaetcs [IpaButenscTBoM Poccuiickoli denepariyu.

6. B oOTHoOlleHWM TIepBbIX /[BYX Cepul JieKapCTBEHHOIO TiperiapaTa /Jii BeTepUHApHOTrO
NpUMeHeHUsl, BIepBble TMpou3BeJeHHOro B Poccuiickoii ®Pezepaiuu WM BIepBble BBO3UMOIO
(mepemeriiaemoro) B Poccuiickyio ®Pepepaiuio, B defepanbHblii OpraH HCIIOTHUTENTLHOW BACTH,
OCYIIIeCTBJISTIOLTHH (YHKI[UM 110 KOHTPO/TIO (HaJ30py) B cdepe obpaliieHUs JIeKapCTBeHHBIX CPeZICTB /ISt
BeTePUHAPHOT0 NPUMeHeHUs], HapsJy C JOKyMeHTaMH, MpeyCMOTPEeHHbIMU YacTsMU 1 U 2 HacTosien
CTaTbU, TIPE/CTaB/SIIOTCS TIPOTOKOJIbI HCIIBITAHUA O COOTBETCTBUM STHUX CepUil JIeKapCTBEHHOTO
riperiapaTa /iJisi BeTePUHAPHOTO TIPUMEeHEeHHsI 1oKa3aTe/siM KauecTBa, peJyCMOTPeHHbIM HOPMaTUBHbIM
JIOKyMeHTOM (Jjajiee - TIPOTOKOJI MCIBITaHW), MPOBOJUMBIX aKKpeJAUTOBAaHHBIMU B COOTBETCTBUM C
3aKOHOZIATeNbCTBOM  Poccuiickoii  ®epepaiui 00 aKKpeAWTal[dd B  HALMOHAIBHOH  CHCTeMe
aKKpeJUTALIUU UCTIbITaTeTbHBIMU JIabopaTOpUsMU (LIEHTPaMU).

7. ExxerofHo He no3fHee 1 ¢eBpasisi NPOM3BOAUTEM JIeKAPCTBEHHBIX CPECTB WM/IU OpraHU3aluy,
OCYILIeCTBJISIFOLME BBO3 (TlepeMelljeHue) JTeKapCTBeHHBIX MpernaparoB //is BeTepUHAPHOT0 MPHUMeHeHUst
B Pocculickyto ®egepaiyio, TMpeAcTaB/sitoT B deepanbHbli OpraH WCIOJHUTE/NLHOM BACTH,
OCYILECTB/ISIONIMN (DYHKIMU 10 KOHTPOJIIO (Ha/[30py) B cepe obpallieHust 1eKapCTBEeHHBIX CPeZICTB IS
BeTePUHAPHOI0 MPUMEHEeHMs], IPOTOKO/ UCIBITAHUW TMOCTYIUBLIETO B TeUeHHe Tofida B IpakJaHCKUW
000pOT JIeKapCTBEHHOTO TIperiapaTa /i/isi BeTepUHAPHOT0 MpUMeHeHUst KOHKPETHOTO TIPOU3BOuTe s (Ha
OHy CEepuI0 KaXJOro TOProBOr0 HAaUMEHOBAaHHS C YYeTOM JieKapCTBEHHOW ¢OpMbl, a /s
JleKapCTBEHHOT O riperapara ISt BeTePUHAPHOTO TIpUMeHeHUs], He SIBJISIFOLL{ETOCS
UMMYHOOHOJIOTMUECKUM, TakKKe C YUeTOM JIO3UPOBKH), TIPOBOJIUMBIX aKKPEJUTOBAaHHBIMH B
COOTBETCTBUM C 3aKOHOJATeIbCTBOM Poccuiickoit defepar 00 akKKpeAWUTAllMd B HaI[MOHA/ILHOU
CHCTeMe aKKpeAUTALU UCTIBITaTe/IbHBIMU JTab0paTopusiMu (LIeHTpamu).

8. BBojg B rpaJaHCKuii 000pPOT HWMMYHOOHOJIOTMUECKOro JiIeKapCTBEHHOrO TiperapaTa /st
BeTEpUHAPHOIO0 TIpUMeHeHHsi, TIpou3BeZileHHOro B Poccuiickoii ®epepaliid WM  BBO3UMOTO
(nepemeriaemoro) B Poccuiickyto ®efiepalidio, OCYLECTB/SIETCS HAa OCHOBAaHWU pa3pellieHus,
BbIJaHHOTO (efilepabHBIM OPraHOM HCITOJIHUTETBbHON BJIACTH, OCYILECTBIISIONMM (QYHKIMUA TI0
KOHTpOUTIO (Hag3opy) B chepe obpalieHust 1eKapCTBEHHBIX CPE/ICTB /ISl BeTEPUHAPHOTO TPUMEHEHHUs.
YKa3zaHHOe pa3spellleHHe BbIZJaeTCsl Ha OCHOBAaHUM TIPOTOKOJIA  HWCIIBITAaHWUM, TPOBOJUMBIX
aKKpeJMTOBAaHHBIMU B COOTBETCTBHM C 3aKOHOaTebCTBOM Poccuiickoii defepaiiiv 06 akKpeAUTal[uH
B HALMOHA/bHOM CHUCTeMe aKKpeAWTal[uM OpraHu3al[usMH, T[10/iBeJOMCTBEHHBIMU (hefepasbHOMY
OpraHy WCIOJTHUTe/IbHOM B/IaCTH, OCYIIEeCTB/SIOIMEeMY (YHKIMM MO BbIpabOTKe TroCyAapCTBEHHOU
MOJIUTUKA YW HOPMAaTHUBHO-TIPABOBOMY DeryJMPOBaHUI0 B cdepe arponpOMBIIIJIEHHOTO KOMIIEKCa,
BK/TIOUasi oOpalrieHye JIeKapCTBEHHBIX CPEeZICTB JI/I1 BeTePUHAPHOTO TIPUMEHeHUsl, UK (deiepasbHOMY
OpraHy HCITOJTHUTebHOM B/aCTH, OCYILIeCTB/soeMy (YHKIMM 10 KOHTpO/O (Haz3opy) B cdepe
oOpallleHus1 JIeKapCTBEHHBIX CPEJACTB /i1 BeTepHHAPDHOTO TpPUMEHEHWs, a TakKKe [OKYMEHTOB U
CBeJleH!H, MpeyCMOTPeHHbIX YacThbio 1 (/151 perapaToB, Tpou3Be/leHHbIX B Poccuiickoit deepaliyn)
WM YacTbio 2 (/151 TIpernapaToB, BBO3UMBIX (TlepeMelijaemMbix) B Poccuiickyto Pezepaliyio) HacTosien
CTaTbU.

9. Cpok BblIauM pa3pelleHUsi, yKa3aHHOTO B yacTW 8 HaCTOsIlel CTaTbW, COCTaBJsieT TSATh
pabouux [JHEH Co [AHS TIpPe/CTaB/IeHUs TIPOU3BOUTENIEM JIEKAPCTBEHHBIX CPEJCTB WM OpraHHW3alyer,
OCYIIIeCTBJIsIFOLIel BBO3 (TIepeMelrieHre) IeKapCTBeHHOTO MpeTiapara /ijisi BeTePUHApHOT0 MPUMeHeHUs B
Poccutickyto ®epepaijuto, B (esepanbHbIi OpraH WCIOJHUTEBHOW BJ/IaCTH, OCYIL@CTBJISIOIIUMA
GbyHKUMY 110 KOHTPO/IO (Haz30py) B cdepe obOpailjeHUs JTeKapCTBEHHBIX CPEJCTB /ISl BeTEPUHAPHOTO
TpUMeHeHus], JOKYMeHTOB, Tpe/lyCMOTPEHHbIX UaCThi0 8 HaCTOsILel CTaThU.

10. Pa3peleHve, yka3aHHOe B UacTH 8 HaCTOSIIIEM CTaTbH, BbIAeTCS B OTHOLUEHWUU KaXKIOW U3



MepBbIX [IBYX CEepUd HMMMYHOOHOJIOTHUECKOTO JIeKapCTBEHHOTO TIperiapaTa [jis BeTepHHApHOTO
TIpUMEeHeHUs, BIepBble TPOW3Be/leHHOTO B Poccuiickoii @efepalii WKW BIepBble BBO3UMOTO
(mepemertriaemoro) B Poccuiickyto ®eneparuio. Takoe pa3peliieHye BbIIaeTCs Ha BeCb CPOK oOpalrieHust
cepud WMMYHOOMOJIOTHYECKOT0 JIeKapCTBEHHOTO Tiperiapata [jisi BeTepUHApHOTO TIpUMEHEeHUs, B
OTHOIIIEHWY KOTOPOM OHO BbIZJAHO. B OTHOLIEHWW TOC/IeAYIOIMUX CEePUM OAHOTO TOPTrOBOTO
HauMeHOBaHUsi IMMYHOOMOJIOTHYeCKOT0 JIeKapCTBEeHHOTO TIperiapaTa /iJisi BeTepHHApHOTO TPUMeHeHus,
npov3BeieHHOr0 B Poccuiickoli ®efepand WIM BBO3UMOro (MepemelijlaeMoro) B Poccuiickyro
denepaluio, Takoe paspellieHre BbIIaeTCsi CPOKOM Ha Tpu roja. ITopsiZiok Bbijauu pa3pellieHrs Ha BBO/,
B TPaXJAHCKWK 000pOT WMMYHOOHOJIOrMUYECKOro JIEKApCTBEHHOI'O TIperapara [ijisi BeTepUHApHOTrO
TpUMeHeHHs], TIOPSJ0K BbIJJaUM TMPOTOKOJIA WCTBITAaHWM, YKa3aHHBIX B UaCTH 8 HaCTosled CTaTbd, a
TaKKe MeTOJMKa Orllpe/ieJieHUs] pa3MepoB TIUIaThl 3a BbiZIauy yKa3aHHOTO TIPOTOKOJIA HWCIBITAHUM
yctaHaBuBaeTcs [IpaButenbctBoM Poccuiickoit ®epepaliyu.

11. VimMyHOOMO/IOTHYECKUEe JieKapCTBEHHbIE TIperaparbl il BeTePUHAPHOTO TPUMEHEeHWUs,
BBe/IeHHble B TPaXKJaHCKUK 000OpOT B COOTBETCTBMM C YAaCThIO 8 HACTOSIIEH CTaThH, MOJJIeXKaT
XpaHeHWIo, TepeBO3Ke, OTIYCKY, peanu3aluu, Tepefaue, MPUMEHEHUIO [0 HCTeUeHHs CpOKa UX
TOJJHOCTH.

12. 3a HempejcTaB/ieHWe WM HeCBOEBpEMEHHOe TMpe/iCTaB/ieHhe JOKYMEHTOB W CBeJeHWM,
MpeAyCMOTPeHHbBIX yacTsiMu 1 - 3, 6 U 7 HacCTosIILeld CTaThU, MPOX3BOAUTE/N JIeKapCTBEHHbBIX CPEe/ICTB U
OpraHM3aluy, OCYIIeCTBIIsAOLYe BBO3 (TlepeMellieHre) TeKapCTBeHHBIX TperapaToB /il BeTePUHAPHOTO
npuMeHeHnss B Poccuiickyro  ®Defepaijuto, HeCyT OTBETCTBEHHOCTb B  COOTBETCTBUM  C
3aKOHO/|aTebCTBOM Poccuiickor ®@enepaniyiu.

13. [IpencraBieHne JOKYMEHTOB U CBeJleHUM, PelyCMOTPeHHBIX yacTaMu 1 - 3, 6 u 7 HacTosien
CTaTbW, W TIOJlyueHWe pa3pelleHusi, yKa3aHHOTO B 4YacTW 8 HacTrosied craTbu, He TpeOyrOTCS B
OTHOLLIEHWY JIeKapCTBEHHBIX IIperapaToB /s BeTepUHAPHOIO IIpUMeHeHWs, IpeJHa3HaueHHbIX ISl
BbIBO3a U3 Poccuiickont degnepanyy, NpoBefieHUs] [JOKIMHUYECKHUX MCCIe[0BaHUM JleKapCTBEHHBIX
Cpe/CTB, KIIMHUUECKUX MCC/Ie/J0BaHUM JIeKapCTBEHHbIX MpernapaToB /i/isi BeTepUHAPHOIO MIPUMEHeHUs U
BBO3a JJi LieJied, yKa3aHHbIX B MyHKTe 5 yactu 1 cratbu 50 Hacrosijero ®defepasbHOr0 3aKOHa, a
Tak>Ke 00pa3LoB JIeKapCTBEHHBIX TPerapaToB AJis BeTePUHAPHOTO TIPUMeHeHUsI, TIpeIHa3HaueHHBIX JIJIs]
MpPOBeJIeHUs] JKCIepPTU3bl JIeKapCTBEHHBbIX CPeACTB B Le/IX OCYILeCTBAeHUs] TOCy/1apCTBEHHOU
perucTpalyy JleKapCTBeHHbIX IperaparoB /11 BeTePUHapHOI0 NPUMeHeHUs WM BHeCeHUs] U3MeHeHUU
B PerMCTpaLMOHHOEe [J0Che Ha JieKapCTBeHHbIN Ipernapar /i/1s1 BeTePUHapHOr O IPUMeHEeHHUs.

Crartba 53. NMpogaxa, nepegaya nekapCTBEHHbIX CPeACTB OpraHM3auusMm onToBOWA
TOProB/M NeKapCTBEHHbIMU CpeacTBaMu

1. OpraHusaly ONTOBOW TOPIOB/IU JIeKapCTBEHHBIMU CpeJiICTBAMU MOTYT OCYLLIeCTB/IATh NIPOAAXKY
JIeKapCTBeHHBbIX CpeZCTB WM IepefiaBaTb UX B YCTAHOBJIEHHOM 3aKOHOZATelbCTBOM Poccuiickoit
deneparun MopsiaKe (3a UCKFOUeHHeM (apMarieBTUUeCKOH CyOCTaHIMK CITUPTA 3TUIOBOTO (3TaHO/Ia) C
yueToM TpeOOBaHHWI UacTH 3 HAaCTOSILL[eH CTaThH:

(B pen. PenepanbHbIX 3aKOHOB OT 27.12.2019 N 481-®3, ot 04.08.2023 N 428-D3)

1) Apyrum opraHu3alysiM ONTOBOUW TOPrOBJ/IY JIeKapCTBEHHBIMU Cpe/ICTBAMU;

2) IpOM3BOAUTEJISIM JIeKapCTBEHHBIX CPeJCTB /1/1s1 Lie/iell MPOM3BO/CTBA JIEKAPCTBEHHBIX CPE/ICTB;

3) anTeuHbIM OpraHU3alMsIM U BeTepUHAPHBLIM allTeYHbIM OPraHU3aLUsIM;



4) Hay4YHBbIM OpPTaHU3aLUsAM [IJIsl HAYYHO-MCC/ie/J0BaTeIbCKON paboThl;
(B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5) UWHAUBUAYa/JbHBIM TIpeANPUHMAMATENSIM, UMMM JIMIeH3UI0 Ha (apMaljeBTUUeCcKyIo
JlesITe/IbHOCTh WJIU JIMLIEH3UI0 Ha MeJULIMHCKYIO /1eTe/IbHOCTb;

6) MeIWLMHCKUM OpraHu3alusiM, B TOM UHWC/Ae CO3[aHHbIM M 3aperucTpPUpPOBAHHBIM B
COOTBETCTBMM C 3aKOHO/|aTeJIbCTBOM WHOCTPAHHOIO TrocyjapcTBa - ujeHa OpraHusanuu
9KOHOMHYECKOT0 COTPY/ITHMYECTBA U Pa3BUTHS MHOCTPAHHBIM HOPUJUYECKUM JIULAM, UHAUBUAYaIbHBIM
rpe/INpUHUMATe/ISIM, SIBJISIFOIIUMCS YY4aCTHUKAMU TPOeKTa B COOTBETCTBUU C PefiepasibHbIM 3aKOHOM OT
29 utons 2015 roga N 160-@3 "O MexayHapOAHOM MeJULIMHCKOM KJlacTepe YU BHeCeHWU U3MEeHEeHUU B
OTJie/bHbIe 3aKOHO/aTeNbHble akThl Poccuiickor ®efepatiin’', 1 BeTepUHAPHBIM OpraHU3aLysiM;

(B pen. PenepanbHbIX 3aKOHOB OT 26.07.2019 N 240-®3, ot 04.08.2023 N 428-D3)

7) opraHusauysM M WHAUBUAYaIbHbIM TMpeANpUHHMATENSM, OCYIIEeCTBJISIOLIMM pa3Be/ieHue,
BbIpAll[UBaHUE W COJep)KaHWe >KMBOTHBIX (3a WCK/IIOUeHHeM TIpOJaXd UM (apmalieBTUueCcKUx
cyOCTaHIMI UK WX TIepeiaun).

(n. 7 B pen. @epepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHu3aijii OITOBOW TOPrOB/IU JIeKAPCTBEHHBIMUA CpeACTBAMU He BIIPaBe OCYIIEeCTB/ISATh
npofaxy (mepejauy B YCTaHOBJIEHHOM 3aKOHOZATenbCTBOM Poccuibickoit Pejepaijuu Topsifike)
(hapmarieBTUUeCKOM CyOCTaHIIUM CTTUPTA TUJIOBOTO (3TAaHOA).

(uactb 2 B pesi. PenepanbHOro 3akoHa ot 27.12.2019 N 481-D3)

3. OpraHu3alyu ONTOBOM TOPTOBJ/IM JIEKaPCTBEHHBIMU CPeICTBAMU MOTYT OCYLL[eCTBJISITh MPOJAXKY
(mepesmauy B yCTaHOB/JIEHHOM 3aKOHOJaTenbCTBOM Poccuiickoit ®epepany Nopsijke) JieKapCTBEHHOTO
rpernapara Ajii MeAULMHCKOTO MpPUMeHeHUs] C MeXX/yHapOJAHBbIM HeraTeHTOBAaHHbIM HavMeHOBaHWeM
"OTtaHoua":

1) ropyuuyeckuM JuLiaM, UMEIOLMM JIMLIeH3UI0 Ha (apMal|eBTUUeCKYI0 [1esiTelbHOCTh B cepe
oOpaiiieHus IeKapCTBEHHBIX CPeJICTB /ISl MeAULIMHCKOTO TTPUMEeHEeHUsT;

2) UWHAVBUAYalbHbIM TIpeANPUHUMATE/SIM, WMEIOIIUM JIMLEeH3WI0 Ha (apMaleBTUUYeCcKYHo
JIesITe/TbHOCTh B chepe oOpaltieHus IeKapCTBEHHBIX CPEICTB /ISl MEAULIMHCKOTO TTPUMEHEeHUST;

3) WHAWBUAYa/IbHBIM ITDpE€ATNPUHUMAaTE/IAM, UMEOIIUM JIMLEH3UI0 Ha MEAUITUHCKYHO edTe/IbHOCTh,
4) HpUANYeCKHUM J1MLaM, UMEILHUM JIMLEH3WI0 Ha MeJULIMHCKYIO AeATe/IbHOCTh;

5) MHOCTpPaHHBIM HOPUJWYECKUM JULAM U WHAUBUAYaIbHbIM MpeANpUHUMATENSM, CO3[JaHHbIM U
3aperucTpUpPOBaHHBIM B COOTBETCTBUM C 3aKOHOZJATEJbCTBOM HMHOCTPAHHOTO TrOCyJapCTBa - 4YjeHa
OpraHusanyy 3KOHOMUYECKOrO COTPYJAHWYECTBa M PA3BUTHS, SB/SIOLIMMCS YYaCTHUKAaMU MPOEKTa B
cooTBeTCTBUU C PefepanbHbIM 3akKOHOM OT 29 uroHsA 2015 rogza N 160-®3 "O mexgyHapomgHOM
MeJIULIMHCKOM KJjlacTepe W BHeCeHWM W3MeHeHHH B OT/e/ibHble 3aKOHO/AaTe/ibHble aKThl PoCCHICKOM
®epeparun’;

6) ucrbiTaTe/IbHBIM JlabopaTopusiM (LieHTpaM), TIPOBOJSIIMM MCITBITaHUSI B 00/1aCTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CpEeJCTB, aKKPeJUTOBAHHBIM B COOTBETCTBUM C 3aKOHO/ATelbCTBOM
Poccutiickoii ®efepariun 00 akKpeIUTalluy B HALIMOHAIBHOM CUCTeMe aKKpeIUTaIlHH.



(uactb 3 BBesieHa PefepanbHbIM 3aKOHOM OT 04.08.2023 N 428-D3)
Cratba 54. NMpaBnna oNnToBOW TOProB/IN NNIEKAPCTBEHHbIMU CpeacTBaMU

1. OmnToBasg TOProB/is JIeKapCTBEHHBIMU CpPeACTBAMHM OCYIIECTBJISIETCS TTPOM3BOJAUTE/ISIMU
JIeKapCTBEHHBbIX CpEeACTB U OpraHu3alysM{A ONTOBOM TOPIOB/IM JIeKApCTBEHHBIMU CpeCTBAMU T10
TIpaBU/IaM HajijieXkallleld AUCTPUObIOTOPCKOM MPAKTUKH, YTBEP)KAeHHbIM EBpa3uiiCKol 3KOHOMHUUeCKOM
KOMHCCHeM, W TIpaBWIaM XpaHeHWs JIeKapCTBEHHbIX CPeJCTB, YTBEP)KAEHHbIM YIIOJIHOMOUYEHHbIM
(denepanbHBIM OPraHOM UCTIOTHUTETLHOM B/IaCTH.

(uactb 1 B pex. PegepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. OpraHuzanisi OITOBOM TOPrOB/M JIeKAPCTBEHHBIMU CpeACTBAaMU 00si3aHa CO0JII0/|aTh
TipeJie/ibHble CPDOKU OTTPY3KHM 3aTpe0OBaHHBIX alTeyHON OpraHu3aliel JIeKapCTBeHHBIX ITIperapaToB
J/1s MeULIMHCKOTO TIPUMEHEeHHsl U He BIpaBe OTKAa3biBaThb alTeUHOW OpraHu3aljuu, C KOTOPOH y Hee
3aK/IF0UeH COOTBETCTBYIOLUI [IOTOBOpP O TOCTAaBKax JeKapCTBEHHbIX TperiapaToB [ijisi MeJULMHCKOTO
TPUMEHEeHHs], B TIOCTaBKe JIeKapCTBEHHBIX MpernapaToB /sl MeJULMHCKOrO0 MPUMeHEeHUs MPYU HaTuuuu
3aTpebOBaHHBIX JIeKaPCTBEHHBIX MperaparoB /s MeAUIIMHCKOT0 TIPUMeHEeHHs] Y OpraHu3al[ii ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMUA Cpe/ICTBaMU. [Ipefie/ibHble CPOKM OTTPY3KH 3aTpeOOBaHHBIX arTeUHOMN
opraHu3alyieil jeKapCTBeHHBbIX IIperapaToB [Jii MeJULMHCKOrO TpPUMeHeHHWs B 3aBUCUMOCTH OT
pacrosioXKeHusi MecTa OTTPY3KM JIeKapCTBEHHbIX TperapaTtoB /s MeJULMHCKOrO0 TpUMeHeHHs
yCTaHaB/IMBAIOTCS YTIOJTHOMOUEHHBIM (pefiepa/ibHbIM OPraHOM HCIIO/IHUTeIbHON BIAaCTH.

(uactb 2 BBesieHa PefepasibHbIM 3aKOHOM OT 26.03.2022 N 64-D3)

Crartbs 55. [opsaa0K pO3HMYHOW TOProB/U NeKapCcTBEHHbIMU NpenaparamMmu

1. PosHuuYHasi TOProB/isi JIeKADCTBEHHBIMHU TIperiapaTaMd B KOJIMYeCTBaX, HEOOXOJUMBIX [ist
BBITTO/THEHUS] BpaueOHBIX ((henbiepckux) Ha3HaueHWd WM Ha3HAUeHWM CIeIMajuCcTOB B 00J/IacTH
BeTepUHApUHY, OCYLLeCTB/SIeTCd  anTeYHbIMM  OpraHu3alysMy, BeTepUHApHbIMM  alTeYHbIMU
OpraHu3alUsiMi,  WHAVBUAYAJbHbIMK  [pPeAlpPUHUMATEIAMM,  HWMEIOLIWMH  JIMLIeH3UI0  Ha
(hapMaL|eBTUUECKYHO JesiTe/lbHOCTb, MeAULIMHCKUMU OpraHu3alysMM, UMeIOLMMU JIMLEeH3WI0 Ha
(dhapMaleBTUUeCKyI0 [esiTeJIbHOCTb, U UX 000COBIeHHBIMU T0/Ipa3/ie/IeHHsIMH, PacrioNioKeHHbIMU B
CeNbCKUX HaCeeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT alTeUHble OpPraHy3aliii, U BeTepuHapHbIMU
OpraHu3alusIMU, UMEIOLUMU JIMLeH3UI0 Ha (papMal|eBTUUeCKYI0 [esiTe/IbHOCTh. Pa3peliieHa pO3HUYHAast
TOPrOBJ/ISI TOJLKO JIeKAPCTBEHHbIMU TIperiapaTaMy, 3aperucTpupoBaHHbIMUA B Poccuiickont ®@epepanyum
b0 B COOTBETCTBUM C aKTaMM, COCTaBJSIOIIMMHU TIpaBo Coro3a, WM W3TOTOBJIEHHBIMHM aNTeYHBIMU
OpraHu3aLUsIMU, BeTepUHAPHbIMU arTeyHbIMU OpraHu3aLUsIMU, WHUBH/YyaTbHBIMU
NperpyUHUMATe/sIMM, UMEIOLIMMM JIULIEH3UI0 Ha (apMaleBTUYeCKYyl0 [esiTe/IbHOCTb. PoO3HUUHAas
TOProBJISl JIeKAPCTBEHHBbIMU TperiapaTaMy OCYLIeCTB/SIeTCs M0 MpaBW/iaM Hajjiexalleld anTeyHou
MPAKTUKH, YTBEP>K/I€HHbIM YTIOJTHOMOUEHHBIM (pe/iepa/ibHbIM OPraHOM WCIOJIHUTEeIbHOM BIaCTH.

(B pen. ®enepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
1-®3, ot 08.08.2024 N 323-D3)

1.1. Po3HMYHasi TOProB/si JieKapCTBeHHBbIMU TIperiapaTamMy [jisi MeAULIMHCKOrO TpUMeHeHUs (3a
WCKJTFOUEHUEM JIeKapCTBEHHBIX MpernaparoB, OTIYCKaeMbIX IO PeLeNTy Ha JieKapCTBeHHbIM Mperapar,
HapKOTUYECKHX JIeKapCTBEHHbIX TperapaToB M MCUXOTPOMHBIX JIeKapCTBEHHBIX IperapaToB, a TakKe
CTIMPTOCO/IePyKAI[UX JIEKAPCTBEHHBIX TIperapaTtoB C 00OBEMHOM fo/el 3THIOBOTO CIMPTa CBbIlIe 25
MIPOLIEHTOB) MOYKeT OCYIIeCTB/ISITbCSA ~aNTeUHbIMH OPraHW3alysIMM  AUCTAHL[MOHHBIM  CTIOCOOOM.
Po3HMUHYIO  TOProB/IO  JIeKADCTBEHHBIMM  Tperapatamu JJii  MeJULIMHCKOTO  TIpUMeHeHHst
JUCTaHL[MOHHBIM CIOCOOOM MOTYT OCYILeCTBJISATh anTeuHble OpraHM3al[iH, UMeIoLIUe JIMLeH3UI0 Ha
(apmalleBTUUECKYIO0 JesiTe/IbHOCTb W COOTBETCTBYIOLlee paspellieHde (eJepaabHOrO — OpraHa



WCTIOJIHUTE/IbHOM  BJACTH, OCYLIeCTB/sIOIero (YyHKIMM 10 KOHTPOIKO U HAaJ30py B cdepe
3npaBooxpaHeHusl. [lopsimoK BblZauMd paspelleHusi Ha OCYILIeCTB/IeHWe PO3HUUHOM TOPIrOB/IU
JIeKapCTBEeHHBIMU TIperiapaTaMy JUCTaHLIMOHHBIM CIIOCOO0M, TpeOOBaHUS K alTeYHbIM OpPTaHW3aLvsIM,
KOTOpble MOTYT OCYLLeCTB/ISTh TaKyl TOPIOBJIIO, U MOPSIOK ee OCYIeCTBAeHUs, a Takke MpaBuUsa
JIOCTaBKM JIeKapCTBEHHBIX IperapaTtoB rpax/aHaMm ycTaHaBiuBatoTcsi [IpaBurenbctBoM Poccuiickoi
®epeparun. MHbopmaryst 06 oriaueHHbIX (OTMYIEHHBIX) U TIOYYeHHBIX JIeKapCTBeHHBIX Tperaparax
BHOCUTCA B CHCTeMY MOHWTODHUHIra [BWKEHUs! JIeKapCTBEHHBbIX MpernapaTtoB [J/as MeJULIMHCKOrO
TIpUMeHeHUs B MopsAKe, IIpelyCMOTPeHHOM YacThbr0 7 cTaTb 67 HacTosero desepaabHOro 3aKoHa.
(uactb 1.1 BBegeHa DenepanbHbIM 3akOHOM OT 03.04.2020 N 105-D3)

2. Bugel anrTeuHbIX OpraHu3aldii ¥ TIpaBWIa OTIyCKa JieKapCTBEHHBIX TIperiapaToB [/ist
MEeJUIIMHCKOTO0 TIPUMEHEHHsI alTeuHbIMU OpTraHU3al[usMH, WHAWBUAYaTbHBIMU TpeATPUHUMATE/ISIMHU,
UMEIIIMMHU  JIULeH3WI0 Ha (apMaleBTUUeCKyH [IeATeJIbHOCTb, a TaKXe IIpaBWIa OTITyCKa
JIeKapCTBeHHBIX TIperapaTroB [Jisi MeAULUHCKOTO TPUMeHeHUs MeAUI[UHCKUMU OpraHU3alysMHy,
UMEIIIMMH  JIUIeH3WI0 Ha  (apMaleBTHUeCKyH)  [IesiTe/IbHOCT, U WX  000C00/IeHHBIMU
no/ipas/ie/ieHrsIMA, PACIIONIOXKeHHbIMU B CeTbCKHUX Hace/leHHBIX TMYHKTaX, B KOTOPBLIX OTCYTCTBYIOT
anTeuHble OpraHU3al[iM, YTBEP)KAAIOTCS YIIOJHOMOUEHHbIM (efiepasibHbIM OPraHOM HCIOJIHUTETbHON
BJIACTH.

(B pea. @enepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®@3, ot 08.08.2024 N 323-D3)

3. IIpaBusia OTITyCKa HAPKOTUUECKUX CPEJICTB U MCUXOTPOIHBIX BeIeCTB, 3aperHCTPUPOBAaHHBIX B
KauecTBe JIeKAPCTBEHHBIX TIperapaToB, JIEKAPCTBEHHBIX TIPerapaToB, COZEpPXKAllMX HapKOTHUeCKHe
CpeJiCTBa W TICUXOTPOIIHbIE BeIeCTBa, YTBEP)KJAIOTCS YIIOJHOMOYEHHbIM (e/ilepaJbHBIM OpPraHOM
WCTIOJTHUTE/IbHOM BJIaCTH TI0 COT/IaCOBaHHIO C (eflepa/ibHBIM OpPraHOM WCIIOTHUTETHLHOW BIACTH,
YTIOJTHOMOUEHHBIM B chepe BHYTPEHHUX e/l
(B pea. @enepanbHoro 3akoHa ot 03.07.2016 N 305-®3)

4. JlekapCTBeHHble TIperapartbl [iiS BeTEPUHADHOTO TPUMEHEHUs TIOAJIeXKaT OTITYCKY
BeTepHHAPHBIMU aNTeYHbIMU OPTaHU3al[UsIMH, BeTePUHAPHBIMU OpPTaHW3aLUsMH, WHAWBUYaTbHBIMU
NpeArpUHUMATE/ISIMY, UMEIOIMMH  JIULIEH3UI0 Ha (apMal|eBTUUeCKyl [JesiTeIbHOCTh. OTIycK
JIeKapCTBEHHBIX TIperapaTtoB [/ BeTePUHAPHOTO TIPUMeHEeHUsI OCYIIeCTBJISIETCSI B COOTBETCTBUHU C
MpaBWIaMH HaJ|jIe)Kallied amnTeuHoM TIPAaKTUKU JIeKapCTBEHHBIX IIperapaToB /Jisi BeTepHHApHOTO
TIpUMeHeHUs], YTBeP)KAEeHHbIMU YTI0THOMOUEHHBIM (e/iepabHbIM OPraHOM UCIIOJTHUTeTbHOM BJIAaCTH.

(B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

5. ITlepeueHb MeAUIIMHCKMX OpraHU3aluii, HMeEIOLUX JIMLeH3UI0 Ha (apMal|eBTUUeCKYyIo
JesITe/TIbHOCTh, W WX 000COOEHHBIX TMO/Ipa3zie/ieHnli, pacroNOKeHHBIX B CeMbCKUX HACeTeHHBIX
MyHKTaX, B KOTOPBLIX OTCYTCTBYIOT afTeuHble OpraHMU3alliM, a TakKKe IepeueHb JieKapCTBEHHBIX
rperiapaToB, TIPoJaka KOTOPBIX MOJKET OCYIIEeCTB/SThCS YKa3aHHBIMA OpraHM3al[UsiMH M UX
000CO0/IEHHBIMHM  TIOpa3/ie/IeHUsIMM, YCTaHABIMBAIOTCS HCTIOTHUTE/LHBIMU OpraHaMd  CyOBeKTOB
Poccutickoii @eziepalivu.

(B pen. @enepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N
232-®3, ot 08.08.2024 N 323-D3)

6. AnTeuHble OpraHu3alM, WHAUBUYya/bHbIE TpPeATIPUHUMATETH, WMeIoIe JUIeH3UI0 Ha
(dhapmalleBTUUECKYIO  JesiTe/IbHOCTh, 00si3aHbl  o0ecrieurBaTh  yTBeP)KAeHHbIN [IpaBUTE/ILCTBOM
Poccutickoii ®@esepalii ¥ pOpMHUPYeMbI B YCTAaHOB/IEHHOM UM TOPSiIKe MUHUMAa/bHBIM aCCOPTUMEHT
JleKapCTBeHHBIX TperapaToB, HeOOXOJUMBIX ZIJisi OKa3aHUsI MeIUL[UHCKON TIOMOIIH.

(uactb 6 B pex. PenepanbHOro 3akoHa ot 25.11.2013 N 317-D3)



7. AnTeuHble oOpraHu3allid, WHAWBUJYyaslbHble NpeANpPUHUMATE/NM, HMeRoIlye JIMLeH3UI0 Ha
(dapMar|eBTUUeCKYIO0 [ledTellbHOCTb, Hapsily C JIeKapCTBeHHbIMM IperiapaTaMd MMeIOT IpaBo
npyuoOpeTaTe W TPOZAABaTh, B TOM UHC/e [JUCTAHLMOHHBIM CIIOCOOOM, MeJUIIMHCKHE W3[esusl,
Je3HULIMPYIOLe CpeZCTBa, NMpeJMeThl U CpeJCTBa JMYHOW TUTHeHbl, MOCyAy AJi MeJULIMHCKUAX
Ljesieli, TIpeZiMeTbl W CpeACTBa, TpeJHa3HaueHHble MAJsi yxoja 3a OO0/IbHbIMH, HOBOPOXKJEHHBIMU U
JleTbMH, He JIOCTUTILIMMU BO3pacTa Tpex JieT, OUKOBYIO ONTHUKY U Cpe/CTBa yX0/a 3a Hell, MUHepa/lbHble
BO/Ibl, TIPOJYKTHI JleueOHOro, JeTCKOro M AWeTUUYeCKOro MUTaHWs, OWOIOTMYeCcKd aKTUBHbIE 100aBKH,
napgroMepHble 1 KOCMeTUUYeCKHe Cpe/iCTBa, MeJULIMHCKHEe U CAHWTapHO-TIPOCBETUTE/IbHbIe TeuaTHbIe
W3/laHusl, TIpeIHa3HaueHHbIe /171 TIPOTaraHAbl 3[0pPOBOro 00pa3sa KU3HU.

(B pen. PenepanbHbiX 3ak0HOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. JlessiTe/IbHOCTb amnTeuHbIX opraHu3aliuii BoopyxkeHHbix Cun Poccutickoit ®eznepauyu, ApyTrux
BOMCK, BOMHCKUX (POpMHPOBaHUIN U OpPraHoOB, B KOTOPBIX 3aKOHOZATe/bcTBOM Poccuiickoit @enepaiiuu
MIpelyCMOTPEHO TIPOXO’KZieHHe BOEHHOW Cay)KObl Wiu defepasbHONM TOCYJAapCTBEHHOM CITy’KOBI,
CBSI3aHHOM C TIPABOOXPAHUTE/ILHOW [1eSTe/IbHOCTbIO0, perjiaMeHTHpyeTcss HactosiuMm denepanbHbIM
3aKOHOM U yTBepKJAEeHHbIMU COOTBETCTBYIOIIUMU (pefiepa/ibHBIMU OpraHaMU UCITOJTHUTeTbHOW BJ/IaCTH
MoJIOKeHUssMUA. KOHTposib 3a Cob/f0ZieHreM yKa3aHHBIMM alTeUHbIMU OpPTraHU3alUsIMH T10JI0XKEeHUH
Hacrosljero defepanbHOrO0 3aKOHA OCYLIECTBIISETCS COOTBETCTBYIOL[UMMU (pefiepajbHbIMU OpraHaMu
WCTIOJIHUTE/IbHOM BIaCTH.

(B pen. PenepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Ytpatun cuny c 1 siuBaps 2021 roga. - ®egepanbhbiii 3akoH oT 03.04.2020 N 105-D3.

Cratba 55.1. YTpatuna cuny ¢ 1 maprta 2026 roga. - PeaepasibHbIi 3aKOH OT
20.10.2022 N 405-P3.

KoncynbrauTtlntoc: ippumeyanue.
C 01.09.2026 rn. 10 gomonHsietcs cT. 55.2 (@3 ot 02.05.2026 N 125-®3). Cm. OyayIIyro peaKiuio.

CrtaTtba 56. 1I3roToBNeHne U oTNycK JieKapCTBEHHbIX NpenaparoB

1. W3roroBrieHue JeKapCTBEHHBLIX IIperapaToB amnTeuHbIMU OpraHu3alysM{, BeTepUHAapHBbIMU
anTeuHbIMM  OpraHu3alysM{, UWMEIOIUMH JIMLEH3UI0 Ha (apMaleBTUUeCKyl0 /iesTeTbHOCTb,
OCYIIIeCTBJISIETCSI TI0 peLleliTaM Ha JIeKapCTBEHHbIe Tperaparbl, 10 TpeOOBaHUAM MeAULMHCKUX
opraHu3aliui, BeTepMHAapHbIX OpraHU3alluii WM OpraHu3aliuii (MHAWBUAYaIbHBIX MpeArpuHUMaTesieit),
OCYILIeCTBJISIFOLMX pa3Be/leHue, BbIpallliBaHKe U CO/lep)KaHKe XKUBOTHBIX, B COOTBETCTBUU C MpaBUIaMU
W3rOTOB/IEHUS] M OTIIyCKa JieKapCTBEHHBbIX I[IperaparoB, YTBepXKAEHHbIMU YIIOJIHOMOUYEHHbIM
(denepanbHBIM OPraHOM UCTIOTHUTETLHOM B/IaCTH.

(B pea. @enepanbHbix 3aKOHOB 0T 05.12.2022 N 502-P3, ot 30.12.2021 N 463-D3)

2. I1py U3roTOB/I€HUM JIEKAPCTBEHHBIX MperapaToB anTeuyHbIMUA OpraHM3alysMU, BeTepUHaPHBIMU
anTeuHbIMM OpraHu3alysM{, HWMEIOUIMMM JIMLEH3WI0 Ha (apMaleBTUYeCKyl0 [lesaTe/TbHOCTb,
WCTIONB3YIOTCSl JIeKapCTBeHHbIe TiperapaThl W (Wwin) dapMaljeBTUUecKue CyOCTaHIMM, BK/IFOUEHHBIe
COOTBETCTBEHHO B rOCY/JapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPeJCTB /i MeJULMHCKOTO TIPUMeHeHus],
roCy/lapCTBEHHbIM peecTp JIeKapCTBEHHBIX CPeJCTB [/l BeTePUHAPHOIO NMPHUMEHEeHUs], e[JUHbIA peecTp
3apervCcTpUpPOBaHHbIX JIeKapCTBEHHBIX CPeCTB EBpa3suiickoro 5SKOHOMUYECKOr0 CO03a, eUHbIN peecTp
3apervCcTpUpPOBaHHbIX BeTepUHApHBIX JIeKapCTBEHHBIX IperapaToB EBpasuiickoro 3KOHOMHUYECKOTO



COI03a B YyCTaHOB/IEHHOM Iopsiike. He [omyckaeTcss WM3rOTOB/eHME anTeuHbIMU OpraHU3alUsIMHU,
BeTEpMHApHbIMK anTeuHbIMU OpraHM3alUsMM, WMEIOLIUMU JIMLeH3UI0 Ha ¢apMaleBTUUecKyro
JlesITeIbHOCTb, JIEKapCTBEHHBIX TIperapaToB, 3aperdCTpUpOBaHHbIX B Poccuiickort Peneparuy mbo B
COOTBeTCTBUM C aKTaMM, COCTaBJISIOMMHU 1IpaBo Coro3a.

(B peq. PenepanbHbix 3aKOHOB OT 05.12.2022 N 502-®3, ot 30.01.2024 N 1-®3)

3. MapkupoBKa JieKapCTBEHHBIX IIperapaToB, W3rOTOB/JEHHBIX alTeYHbIMU OpraHU3alysiMy,
BeTEpMHApHbIMM anTeuHbIMU OpraHM3alUsMM, WMEIOLUMU JIMLeH3UI0 Ha (¢apMaleBTUUecKyro
JlesITe/IbHOCTb, U 0()OpM/IeHHe TaKMX IperapaToB J0/DKHbl COOTBETCTBOBATh MpaBWiaM, YKa3aHHBIM B
yacTy 1 HacTosIer CTaTbH.

(B pegn. ®enepanbHOro 3akoHa ot 05.12.2022 N 502-D3)

4. AnTeuHble OpraHu3alMd, BeTePUHApHbIE arTeuHble OpraHu3alyd, WUMEIOLIUe JIMLEH3UI0 Ha
(hapMaleBTUUeCKYO /1esiTe/IbHOCTh, HECYT OTBETCTBEHHOCTh 3a HeCcOO/Tr0/ieHre TIpaBU/I U3TOTOBJIEHHUS U
OTITyCKa JIeKapCTBEeHHBIX MperapaToB B COOTBETCTBUM C 3aKOHOZATe LCTBOM Poccuiickoit Pefepariuu.
(B pen. PenepanbHOro 3akoHa ot 05.12.2022 N 502-D3)

Cratbs 57. 3anpelieHue NpoaaKn oTAe/bHbIX JIEKAPCTBEHHbLIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 292-D3)

1. 3anperjaercs npoziaxka (anbcruIMpPOBaHHBIX JIeKapCTBEHHBIX CpeJCTB,
He/00pOKaueCTBEeHHBIX JIEKapCTBEHHBIX CPe/ICTB, KOHTPa(aKTHBIX JIEKApCTBEHHBIX CPEJICTB.

2. 3anpelijaeTcs rpojaxa:

1) sekapCTBeHHBIX TIPETIapaToB /s MEAWUIMHCKOrO TPUMEHEHHs, B OTHOILIEHUH KOTODBLIX B
CUCTeMe MOHWUTODWHTa [BIDKEHUsl JIeKaPCTBEHHBIX IIperapaToB /il MeAWIMHCKOTO TPUMEeHeHHUs
OTCYTCTBYIOT CBeJIeHWsI O HaHeCeHWH CpeJACTB HieHTH(UKauuu U (WIM) CBeleHWs O BBOJe B
rpaXk[aHCKUM 0060pOoT;

2) JIeKapCTBEHHBLIX TIperapaToB /il MEJUIIMHCKOTO TIPUMEHEHHs, B OTHOILIEHHM KOTOPBIX
OCyII|eCTB/IeHa OJIOKMPOBKA BHECEHHSI B CUCTEMY MOHUTOPUHTA JIBWKEHUSI JIEKaPCTBEHHBIX MperapaToB
JUIsT MEeJUIIMHCKOTO TIPUMEHEeHWs CBeJeHWH O BBOJIe B TPaXKJAHCKUM 000poT, 006 obopoTe Wiud o
rpeKpaljeH|ur 000poTa;

3) J/leKapCTBEHHBIX TMpernapaTroB [/s MeJULMHCKOTO TIpUMeHeHUs, TIpUMeHeHHe KOTOPbIX
TIPUOCTaHOBJIEHO T10 PelIeHU0 YII0JIHOMOUYeHHOro (eZiepabHOr0 OpraHa UCTIOIHUTeIbHOM BIaCTH;

4) NeKapCTBEHHBIX TPErapaToB /s MeAWIIMHCKOTO TTPUMEHEeHHs], TPaXKJAHCKUH 000pOT KOTOPBIX
rpeKpalleH;

5) leKapCTBeHHBIX TperapaToB [I/is MeJUL[MHCKOT0 PUMeHeHHs], CDOK TOJJHOCTU KOTOPhIX UCTEK;
6) neKapCTBeHHBbIX MpernaparoB [Jii MeJULMHCKOTO TIPUMEHEHHsl, B OTHOLUEeHWM KOTOPBIX He
cobmrozieHbl TpeboBaHUs, orpezie/ieHHbIe Ha OCHOBAHWM YacTH 5 cTaThbi 67 HacTosimero demepasbsHOro

3dKOHa.

3. JlelicTBHe TOJIO’KEHUM 4YacTU 2 HACTOsILeN CTaTby He pacrnpOCTpaHseTCsl Ha JieKapCTBeHHbIe
rperiapaThbl, yKa3aHHble B yacTy 7.1 cratbu 67 HacTosero ®esepasbHOro 3aKkoHa.



4. TlopsiioK NpYMeHeHHs M0JI0’KeHUM YacTh 2 HacTosileld CTaTbM U CPOKM NMPUMEHEeHUs] TaKOro
ropsika ycranasyuBaroTcs [IpasutensctBom Poccurickon ®efepanyn.

CraTtbA 58. XpaHeHMe nekapcTBeHHbIX CpeaAcTB

1. XpaHeHMe JleKapCTBEHHbIX Cpe/CTB OCYLIeCTB/SeTCs IPOM3BOJAUTENSIMU JleKapCTBEHHBIX
CpeACTB, OpraHM3alMsIMM  OINTOBOM TOPrOB/AM  JIeKapCTBEHHBIMM  Cpe/ICTBaMM,  alTe4YHbIMU
OpraHu3aLUsIMy, BeTeprUHapHbIMU anTeYHbIMU OpraHu3aLUsIMy, VH/IMBU/yabHBIMU
npeJnpUHUMaTe/IsIM{, UMEIOIIMMU JIMLIEH3MI0 Ha (papMalleBTUYeCKYIO [1esiTeJIbHOCTh WX JIMLIEH3UI0 Ha
MeJMLIMHCKYI0 [JesiTe/IbHOCTh, MEeJULIMHCKUMM OpraHU3aljsiMM, BeTepUHApHbIMU OpraHU3alUsIMu U
VHBIMU OpraHu3alUsiM{, OCYILEeCTBJSIOUMMUA oOpalljeHre JieKapCTBeHHbIX CpeACTB. XpaHeHHe
JIeKapCTBeHHBbIX CPeJCTB /11 BeTepUHApHOIO IPUMEHEeHWsl OpraHu3alUsMd U WHAWBU/YaIbHBIMU
npeJripyHUMaTe/IssMA B C/Iydasix, eCId OHM HCIO/b3YHOTCS HWCK/IIOUMTE/NBHO TIPU  pas3BefleHuH,
BBIPALIBAHUH, CO/IeP)KaHUH U JIEUeHUU >KUBOTHBIX, MOKeT OCYILeCTB/STHCS 0e3 TomyueHus JTULeH3UH
Ha (papMaLleBTUUECKYHO /1eTe/IbHOCTb.

(B pen. PenepanbHOro 3akoHa ot 22.10.2014 N 313-03)

2. TlpaBwia XxpaHeHUsI JIeKAPDCTBEHHbIX CPEeJCTB  YTBEPXKAAIOTCS  COOTBETCTBYHOL[UM
YIIOJTHOMOYEHHBIM (pefiepa/ibHbIM OPraHOM HCIIOJIHUTEbHOMN BIACTH.

3. XpaHeHWe HapPKOTHUECKUX JIeKapCTBEHHBIX CPEJCTB, TICUXOTPOITHBIX JIEKADCTBEHHBIX CPEJCTB,
paguodapMalleBTHUeCKUX  JIeKADCTBEHHBIX ~ CPEJICTB  OCYIIIeCTB/ISIETCSI B~ COOTBETCTBUM  C
3aKOHO/|aTeIbCTBOM Poccuiickor @enepaliyiu.

Cratba 58.1. MNpegMeTHO-KONMYECTBEHHbIN Yy4yeT NeKapCTBEHHbIX CpeacTB ANns
MeAgULUHCKOro NnpumMeHeHus

(BBegeHa PeiepasbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. Hepequb JIEKAPCTBEHHBLIX CpeACTB [JiId MEAULWHCKOIO TIIpUMEHEHHd, T[04JIeXKaIInUX
MnpeaMeTHO-KO/IMYEeCTBEHHOMY  YUeTy, YTBEPXAAe€TCAd YIIO/JITHOMOYE€HHBIM (be,[[epaJIBHbIM OpraHomMm
HCIIO/THUTE/ILHOM BIACTH.

2. TlopsiioK BK/IFOUEHUS JIEKAPDCTBEHHBIX CPEJCTB /i1 MeJUIIMHCKOTO TPUMeHEHUs] B TiepeueHb
JIeKapCTBEHHBIX CPEJCTB /ISl MeJUIIMHCKOTO TIPUMeHeHHs1, TIO/IeXall[UX MTPeMeTHO-KOTMYeCTBEHHOMY
yueTy, yCTaHaBIUBaeTCs YIOJHOMOYEHHbIM (e/jepaJbHbIM OpPraHOM UCIIOJIHUTeTbHOM B/IACTH 110
corjacoBaHuio C (efepasbHBIM OPraHOM WCIIOJTHUTeNHHONW BJIaCTH, YIIOJIHOMOUYeHHbIM B cdepe
BHYTPEHHUX [Ie]l.

(B pea. @enepanbHoro 3akoHa ot 03.07.2016 N 305-®3)

3. IlpeiMeTHO-KO/IMUeCTBEHHBIM YUeT JIeKapCTBEHHBIX CPeJCTB /IS MeAULMHCKOTO TMPUMeHeHHs
Be/lyT TIPOW3BO/IUTENM JIEKaPCTBEHHBIX CPEeZCTB, OPTraHM3aldH ONTOBOM TOPTOB/M JieKapCTBEHHBIMU
CpeACTBaMy, amnTeuHble OpraHW3alliy, WHAWBU/Ya/bHble MpeJnprHUMAaTeNd, UMeIoLe JULeH3U0 Ha
dapMaleBTUUeCKYI0 JiesiTe/IbHOCTb WM JIULIEH3WI0 Ha MeJULIMHCKYIO [1esiTeJIbHOCTb, U MeJULIMHCKHe
OpraHu3aliuy, OCyLIeCTB/stoIMe oOpalleHue JIeKapCTBEHHBIX CPeACTB [  MeJULIMHCKOIro
NIpUMeHeHUs], MyTeM perucTpaLiy JIoObIX CBSI3aHHBIX C KX oOpalljeHreM orepaLuii, P KOTOPBIX
M3MeHsIeTCs UX KOJIMUEeCTBO U (W/IM) COCTOSIHUE, B CIIeLia/IbHBIX KYPHaIax yueTa oreparjiii, CBI3aHHbIX
c obpaieHrieM JIeKapCTBEHHBIX CPeJCTB [/ MeULIMHCKOTO TIpPUMeHeHWs (Jjasee - CIielrajbHbIe
JKypHarbl).



4. TlpaBwia pervcTpaljiyl Orepalyi, CBs3aHHBIX C OOpalljeHreM JIeKapCTBEHHBIX CPeZCTB /ISt
MEeJULIMHCKOTO TpHUMeHeHUs], BK/IIOUEHHbIX B TlepeueHb JIeKapCTBEHHBIX CPe/ICTB [jisi MeAWULIMHCKOTO
TPUMeEHEeHUs, MOJJIe)KalluX NpeJMeTHO-KOJIMUeCTBeHHOMY y4eTy, B ClleLiMa/IbHbIX )KypHa/iaX v MpaBu/ia
BeJleHUS] M XpaHeHWs CrelUaJbHBbIX >KYPHA/JIOB YTBEpXKAAIOTCsS YIIOJHOMOUYEHHbIM (hefiepanbHbIM
OpraHOM MCTOJIHUTeTbHOM BJIaCTHU.

5. KoHTposib 3a coOsfoZieHreM TMpaBW/ PerucTpaLydy Oreparyii, CBsi3aHHBIX C oOpalleHuem
JIEKapCTBEHHBIX CPeJCTB [JI1 MeJULIMHCKOrO MPHYMeHeHUs], BK/IFOUEHHBIX B IepedyeHb JIeKapCTBeHHbIX
CpPeACTB [Ji1 MeJWLIMHCKOTO TIPUMEHEeHHsl, TMOJJIe)KaluX MpeJIMeTHO-KOJIMUeCTBeHHOMY Yy4YeTy, B
CrelMasbHBIX JKypHa/iaX, a TakXKe 3a COOJIIOZIeHWeM TIpaBW/I BeJeHWs W XPAaHEHWs CIelraabHbIX
JKypHaJloB BO3/laraeTcsi Ha YIIOJIHOMOYeHHble eZiepasbHble OpraHbl UCIOJHUTeNHHOW BAACTU U
HCTIOJIHUTE/IbHBIE OpraHbl CyOBhekToB Poccuiickoii @ezepaiiuu, OCYILECTBSIOININE JTUI[eH3UPOBaHKe
MPOM3BO/ICTBA JIEKAPCTBEHHBIX CPeJCTB, (hapMalleBTUUeCKON [eATelbHOCTA W MeAULIMHCKOW
JlesATeJIbHOCTH, U OCYILIeCTBJ/ISIeTCS B paMKaXx JIMLIEH3MOHHOTO KOHTPOJIS.

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

Mnasa 11. YHWYTOXXEHUE NEKAPCTBEHHbIX CPEACTB
Crarbsa 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUA NeKapCTBEeHHbIX CpeACTB

1. HemoOpokauecTBeHHbIe JIEKAaPCTBEHHBIE Cpe/CTBa, (hanbCU(MUIIMPOBAHHbIE JIeKAPCTBEHHBIE
CpeACTBa TIOAJIEXKAT W3bATHUIO M3 O0OpalleHWss W YHUUTOXKEHWIO B TIOPSIKe, YCTAaHOBJIEHHOM
[MpaButenscTBoM Poccuiickoii @egepariyi. OcHOBaHHEM /i1 YHUUTOKEHUS JIEKapCTBEHHBIX CPeJCTB
SBJ/ISIETCS ~ pellleHhWe  BJjaZiesiblla  JIeKapCTBEHHBIX  CPE/ICTB,  pellleHHe  COOTBETCTBYIOLETO
YTIOJTHOMOYeHHOT0 (hefiepa/ibHOr0 OpraHa UCIIOJTHUTETbHOM B/IaCTU WK PellleHre Cyaa.

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

2. KoHTpadakTHbIe TIeKapCTBEeHHbIE CPe/ICTBA MO//IeXKAaT U3bATHIO U3 00paIlieHusi 1 yHUUTOKEeHHIO
1o pelieHuto cyza. [TopsaoK yHUUTOKeHNs KOHTpaaKTHBIX JIeKapCTBEHHbBIX CPE/ICTB yCTaHAB/IMBAeTCS
[TpaBuTenscTBOM Poccuiickoii @efiepaliviu.
(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-903)

3. Pacxopgpl, CBsi3aHHble C YHUUTO)KEHHMEM KOHTPA(aKTHBIX JIeKAPCTBEHHBIX CPeJCTB,
He/l00pOKAueCTBEHHBIX JIeKAPCTBEHHBIX CPeCTB, (albCUGUIMPOBAHHBIX JIeKapCTBEHHBIX CPEJCTB,
BO3MEII[AI0TCS UX B/afle/bLeM.

4. Bnapenel| jieKapCTBeHHbIX CPeZCTB JOJDKEH IMpeJCTaBUTh B YIOTHOMOYEHHBIN (eepanbHbIi
OpraH HCIIOJIHUTEeNbHON BaCTU [JOKYMEHT WM 3aBEPEeHHYI0 B YCTAaHOB/JIEHHOM IOpSIJKe ero KOIIHIO,
MOo/ITBepXKJarolue (GakT YHUUTOXKEHUS JIeKapCTBEHHbBIX CPEe/ICTB.

5. CoOOTBeTCTBYIOIIMH YIIOTHOMOUYEHHBIM (ejepanbHbIi OpraH UCIOJHUTETBHOM BJIACTH,
TIPUHSIBIINKA pelieHHe 00 YHUUTOXKeHHWH JIeKapCTBEHHBIX CPe/ICTB, OCYIECTBJSIET KOHTPO/b 3a UX
YHUUTO>KEHHEM.

6. YHUUTO)XeHUe JieKapCTBEHHBbIX CpeJCTB TIPOM3BOJUTCS OpraHU3al[UsiMU, HMeEIOL[UMHU
COOTBETCTBYIOIIYIO JIMI[eH3UI0, Ha CIelyanbHO O00O0pYZOBaHHBIX TIUIOMIAZKaX, TIOJIMTOHaX W B
crielanbHO  000pY/IOBAaHHBIX TOMellleHUsiXx € cobmrofieHneM TpeboBaHMMT B 00s1aCTU  OXpaHbl
OKpY’Karolllei cpefibl B COOTBETCTBUM C 3aKOHO/laTebCTBOM Poccuiickoli ®@ezepalivu.



7. HapkoTuyeckue JieKapCTBEHHBbIE Cpe/ICTBA, TICUXOTPOITHbIe JIeKAPCTBEHHBbIE CPEJICTBa,
paguodapmalleBTHUeCKe  JIeKADCTBEHHBbIE  CPeAICTBA  YHUUTOXKAIOTCS B COOTBETCTBHUH  C
3aKOHO/|aTebCTBOM Poccuiickor ®@enepaniyiu.

Mnasa 12. FTOCYAAPCTBEHHOE PEIY/IMPOBAHUE LEH
HA NEKAPCTBEHHbIE MNMPEMNAPATbI AN MEAVUUUVHCKOIO NMPUMEHEHNA

Ctatbsa 60. FocygapcTBeHHOe perysMpoBaHue LeH Ha JIeKapCTBEHHble npenaparbl
ANA MeAULMHCKOro NpUMeHeHus

1. T'ocymapcTBeHHOe pery/vpoBaHHWe IIeH Ha JieKapCTBeHHbIe TIiperapaThl Il MeAMIIMHCKOTO
MIpUMeHeHUsI OCYILIeCTBIISIeTCS TTI0CPe/ICTBOM:
(B pea. @enepanbHOro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxxgenust [IpaBurenbctBoM Poccuiickoit ®Pesiepalivv miepeyuHs >KU3HEHHO HEeOOXOJUMBIX U
Ba)XKHEHIINX JIeKapCTBEHHBIX IIpernapaToB, KOTOPbI (hOpMHUpyeTCs KW He pe)ke OJHOro pas3a B TOJ
repecMaTpUBAaeTCs] B YCTAHOBJIEHHOM WM IOps/IKE Ha OCHOBe KOMIIJIEKCHOW OLIeHKHU JIeKapCTBEHHBIX
rperapaToB, BK/lOYas aHaau3 CBeJEHUWM O CPaBHUTENbHOW K/IWHUYECKOW 3S(PQPeKTUBHOCTU U
6e30MacHOCTH JIeKAPCTBEHHOTO CpeJCTBa, OLIEHKY SKOHOMUYECKHX I10C/Ae[CTBUN IpUMeHeHMUs
JIeKapCTBEHHOT'0 CpeJiCTBa U U3y4yeHHe [JOMOJIHUTE/IbHBIX MOC/Ae/JCTBUM NPUMeHeHUsl J1eKapCTBEHHOrO
CpeJCTBa;

(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 13.07.2020 N 206-D3)

2) yTBepXKAeHUsT MeTOAWKM pacueTa TMpeJebHbIX OTMYCKHBIX LleH TPOM3BOJUTeNel Ha
JleKapCTBeHHbIe TIperaparthbl, BK/IIOUEHHble B TlepeueHb >XU3HEHHO HeOOXOAWMBIX U BayKHEHIIMX
JleKapCTBEHHBIX TperapaToB, a TakKe BHeJpeHUs] MeXaHM3MOB ()OPMUPOBaHUsI CUCTeMbI pedepeHTHBIX
LI€H;

(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 06.06.2019 N 134-D3)

3) TrocyJapCTBeHHOW peructpaiuu TpefefbHbIX OTIYCKHBIX LieH TIpOM3BOJuTeNell Ha
JleKapCTBeHHbIe TIperaparthbl, BK/IIOUeHHble B TepeueHb >XU3HEHHO HeOOXOAWMBIX U BayKHEHIINX
JleKapCTBEHHBIX TTpPerapaToB;

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

4) BefeHUs TOCY[JapCTBEHHOTO peecTpa MpeJe/ibHbIX OTMYCKHBIX LlieH TpPOW3BOJuTe/Neld Ha
JIeKapCTBeHHbIe TIperaparthbl, BK/IIOUEHHbIe B T€peUeHb >XKU3HEHHO HeOOXOJWUMBIX U Ba)KHEHIINX
JIeKapCTBEHHBIX MperapaToB;

5) yTBepXK/leHUsI MeTOJUKUA YCTAaHOBIEHUsS] UCTIOTHUTeTLHBIMUA OpraHaMu CyObeKToB Poccuiickoit
®esiepaliu TIpe/ieIbHBIX Pa3MepOB OMTOBBIX Hal0ABOK U TIpe/ie/TbHbIX Pa3MepOB PO3HUYHBLIX Ha/l0aBOK
K (haKTUUeCKUM OTMYCKHBIM LleHaM, YCTaHOBJIEHHbIM MPOU3BOAUTE/SIMU JIeKapCTBEHHBIX Mpernaparos,
Ha JIeKapCTBeHHbIE TIperapaThl, BK/IIOUEHHbIE B IepeueHb >KU3HEHHO HeOOXOJUMBIX W Ba)KHEUIINX
JleKapCTBEeHHBIX TperapaTos;

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

6) ycTaHOB/IeHUs TIpefie/IbHBIX pa3MepOB OMNTOBBIX Ha/[0aBOK U TIpe/ieTbHbIX pa3MepOB PO3HUUHBIX
HaZi0aBOK K (PaKTMUeCKUM OTITyCKHBIM IieHaM, YCTaHOBJIEHHBIM TPOU3BOAUTESIMU JIeKapCTBEHHBIX
TiperapaToB, Ha JieKapCTBeHHbIe TIperaparthbl, BK/IIOUeHHbIe B IepeueHb »KU3HEHHO HeOoOXOAUMBIX U
Ba)KHEMIIIMX JIeKapCTBEHHbBIX MperapaToB;



6.1) ompenenenus IIpaBuTenbctBOM Poccuiickoii ®ezeparuu Mopsiika IieHOOOpa3oBaHWS Ha
He3aperucTpUpoBaHHbIe JiIeKAapCTBeHHbIe TiperapaThl [JJ/s MEeAULIMHCKOTO TpHUMeHeHUs, KOTOopbie
BBe3eHbl B Poccuiickyro ®esepaliuio //isi oKa3aHUsl MeAULIMHCKOM TTIOMOIIU 110 XKU3HeHHbIM TT0Ka3aHUsIM
KOHKDETHOTO TallieHTa U MeX/IyHapo/Hble HelaTeHTOBaHHble, WIH TPYINIUPOBOUHbIE, WIH
XUMHUUeCKUe HauMeHOBAHUsI KOTOPBIX CO/IePXKaTCsl B TlepeuHe >KU3HEeHHO HeoOXOAMMBIX U BayKHEHIIINX
JleKapCTBEHHBIX TperapaToB;

(. 6.1 BBegeH PenepanbHbIM 3akoHOM OT 30.01.2024 N 1-P3)

7) yTBepXK/AEHUWS TOpsJKa BBIJAUM TIPEANMCAHUNA WCTIOJTHUTEILHBIM OpraHaM CyOBeKTOB
Poccutickor @efepaniuu 0 NpUBeeHUM B COOTBETCTBHE C 3aKOHOAATe/IbCTBOM Poccuiickon ®enepanyu
pelleHnii 00 yCTaHOB/IEHWH TIpeJieJbHBIX pa3MepoOB ONTOBBIX HaZi0aBOK M TIpe/ieNlbHbIX Pa3MepoB
PO3HMYHBIX Ha/0aBOK K (PAKTUUeCKUM OTITyCKHBbIM IleHaM, YCTaHOBJIEHHBbIM TPOU3BOJUTE/SIMU
JleKapCTBEHHBIX TIperapaTroB, Ha JieKapCTBEHHble TMperapartbl, BK/IIOUEHHble B IepeueHb >KU3HEHHO
HeOOXO[MMBIX Y Ba)XKHEUIIMX JIeKapCTBEHHBIX TIperapaToB, eC/M OHM TIPUHSTBI C HapylIeHHeM
3aKoHo/aTenbCTBa Poccuiickon ®@efepauyiy, B opsifike, yctaHoBAeHHOM [IpaBuTtenscTBoM Poccuiickoi
®depepanuy;

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

8) HampaB/ieHMs YIIOJIHOMOYEHHbIM (efiepalbHbIM OpPraHOM  MCIOJHUTE/NBbHOW  B/IaCTH
UCTIOJIHUTEeNIbHBIM OpraHam cy0bekToB Poccuiickoii ®efepaiiy TNpejmnucaHUi O TpUBEJEHHUU B
COOTBETCTBME C 3aKOHOZATenbCTBOM Poccuiickon ®Pefepali TPUHATBIX C  HapylleHWeM
3aKoHoZaTenbcTBa Poccuiickot ®eneparv  pelieHU 00 YCTaHOBJIEHWH TIPeJe/bHBIX pPa3MepoB
ONTOBBIX HA/0ABOK W TpeJe/bHbIX pa3MepoB PO3HWYHBIX Ha/0aBOK K IleHaM Ha JIeKapCTBEHHbIe
TperapaTthbl, BK/IIOUEHHbIE B T€peueHb >XM3HEHHO HeO0OXOJUMBIX M Ba)KHEHIINX JieKapCTBEHHBIX
rpernaparTos;

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

9) ocyuecteneHuss ¢efepasbHOTO TrOCY/IapCTBEHHOTO Haj3opa B cdepe  obOparieHus
JIeKapCTBEHHBIX CPEJCTB W PErvOHA/bHOTO TOCYZAPCTBEHHOTO KOHTPOJIA 3a TNPUMEHEHWeM I1leH Ha
NeKapCTBeHHbIe  TperapaTtbl  COOTBETCTBEHHO  YIIOJIHOMOYeHHbIMU  deZiepalbHbIMU  OpraHaMu
HICTIOJTHUTE/IbHOM BIAaCTH Y UCTIOJTHUTE/ILHBIMU OpraHamMu cy0bekToB Poccutickoit defepaiivy coriacHO
MX KOMITeTEHI[MH B MOPsi/IKe, ycTaHOBIeHHOM [TpaButenctBoM Poccutickoit deaepariyy;

(B pea. PenepanbHbIX 3aKOHOB OT 25.06.2012 N 93-®3, ot 08.08.2024 N 232-D3)

10) npuMeHeHUsI TIpeAyCMOTPEHHBIX 3aKOHOZATeqbCTBOM Poccuiickoil @epepal  Mep
OTBETCTBEHHOCTH 3a HapyllleHWe TIopsiika I1[eHooOpa30BaHWs Ha JIeKapCTBEHHbIE —TIperaparsl,
BKJTFOUEHHBIE B TIepeyeHb )KU3HEeHHO HeOOXOAUMBIX 1 Ba)KHEHIIHX JIeKapCTBEHHBIX ITperapaToB.

(B pen. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-03)

2. B yc/ioBusiX upe3BblUaliHOW CUTYyalMy U (WIK) MPU BO3HUKHOBEHUM YIPO3bl PAaCHpPOCTPaHEHUS
3abo/ieBaHus], TPE/ICTAaBIISIOLIETO OMACHOCTb [/IsI OKPY)KAIOL[UX, a TakKKe B C/ydae, ecii B TeueHUe
TPU/LIATH KaseHJapHbIX JHel mocse npuHsatys [IpaBuTenbcTBoM Poccuiickoli @esepaliuu pelieHus O
TpPOBe/IeHMM MOHHWTOPWHTA PO3HUUHBIX 1|eH Ha JieKapCTBeHHbIe TperapaThl, He BK/IIOUeHHbIe B IepeueHb
JKU3HEHHO HeOoOXOAWMBIX UM Ba)KHEHMIIMX JIeKapCTBEHHBIX IIperapaToB, Ha TePPUTOPUSX CyOBEeKTOB
Poccuiickort @efiepaliim BbIsIB/IEH POCT PO3HUYHBIX LleH Ha YKa3aHHbIe JIeKapCTBEHHbIe IpernapaThbl Ha
TpUALATh TpoLeHTOB u 0Oosee, IlpaBuTenbcTBOo Poccuiickoit @efepaluu BIpaBe YCTaHOBUTH
rpefie/ibHble  OTIYCKHbIE LleHbl TIPOM3BOJAMTENE Ha yKa3aHHble JiIeKapCTBEHHble IIperapaThl,
npefie/ibHbIe  pa3Mepbl OINTOBBIX HAJ0aBOK U TMpefie/lbHble pa3Mepbl PO3HUYHBIX HaJ0aBOK K
(akTHUeCcKUM OTMYCKHBIM IleHaM TIPOM3BOAUTe/Iell Ha YyKa3aHHble JieKapCTBeHHble TiperapaThl.



[TepeueHb JleKapCTBEHHBIX TpEMNapaToB, He BK/IIOUEHHBLIX B TlepedyeHb >KU3HEHHO HeOoOXOAUMBIX U
BOKHEMIIIMX JIeKADCTBEHHBIX T[perapaTtoB, U TIOPsAJOK ero (OpMUpOBaHUSI  OMpeessitoTCs
[IpaBuTtenscTBOM Poccuiickor ®@enepaniiu.

(uactb 2 BBesieHa PefepasbHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

3. B TeueHue [eBIHOCTa Ka/leHAAPHBIX AHeW co AHs yTBepKaeHus [IpaBuTenbcTBOM Poccutickoit
denepaliuM repeyHsi, yKa3aHHOTO B YaCTH 2 HACTOSIIed CTaTbU, He OMyCKAOTCs peain3alus U OTITyCK
BK/IIOUEHHBIX B HETrO JIeKAPCTBEHHBIX IMPErapaToB IO IeHaM, MPeBbIIIAoIUM Tpe/ie/IbHbIe OTITyCKHbIe
1[eHbl TIPOU3BOJUTENIe Ha yKa3aHHbIe JIeKAPDCTBEHHbIE TIperapaThl, Mpefie/ibHble pa3Mepbl OMTOBBIX
Ha/f0aBOK U TIpefle/lbHble pa3Mepbl PO3HUYHBIX HA0ABOK K (AaKTHMUECKHUM OTITyCKHBIM Il€HaM
MPOM3BO/IUTENIel Ha YKa3aHHbIe JieKapCTBeHHble TIperapaThl C y4eTOM Hasjora Ha [Jo00aB/ieHHYIO
CTOUMOCTb.

(uactb 3 BBesieHa PegepasibHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

Crtatbsa 61. FocypapcTBeHHass perucTpayus M nepeperucTpaumsa npepesbHbIX
OTNYCKHbIX LEH npousBoguTesnieii Ha NeKapCTBEHHble npenapaTtbl, BK/IOUYEHHble B
nepeyeHb XXN3HEHHO HEOBXOAUMbBIX U BaXXHEWULLMX NeKapCTBEHHbIX NpenapaToB

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

1. TlpenenbHasi OTMYCKHas LieHa TPOM3BOJUTE/SI Ha JIeKapCTBEHHBINM Tperapar, BK/IOUeHHbIH B
repeyeHb JKU3HEHHO HEOOXOJUMBIX U BAKHEMIIIMX JIEKAPCTBEHHBIX IIPeraparoB, —ITOJIEXKUT
roCy/IapCTBeHHOM perucTpalivy B Mopsiike, yctaHoB/ieHHOM [IpaBurtenbctBoM Poccuiickoit defepariu,
Ha OCHOBAaHWHM HArlpPaB/IEHHOTO TIOCPEACTBOM €JWHOr0 TOpTaja B YIIOJHOMOUYEHHbIH (heJepanbHbINA
OpraH WCIOJHUTEIFHOM BIACTH WM JIMUHBIM KaOWHeT YIIOJIHOMOUYeHHOro efepasbHOTO OpraHa
WCTIOJIHUTE/IbHOM BAaCTU B eQUHOW CHUCTeMe, TOANMCAHHOTO YCUIeHHOW KBalU(QUIIMPOBaHHOM
3/IeKTPOHHOM TIOJTIUCKIO 3asiBlIeHUsl [lepKaTesisi WK Bjafesblia PerucTpalioOHHOTO Yy/A0CTOBepeHUs
JleKapCTBEHHOT 0 Tperiaparta (yroJIHOMOUeHHOT0 UM JIULIA).

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

2. 3aperucTpupoBaHHasi Tpeje/bHas OTIyCKHas 1ljeHa TPOU3BOJAUTENs] HA JIeKapCTBEHHbIN
rperiapar, BKJ/IFOUEHHBbIM B TiepeueHb >KU3HEHHO HeOOXOAUMbIX M Ba)KHEMIIMX JieKapCTBEHHBIX
TIperaparoB, MOXKeT OBbITb MepeperucTpUpoBaHa B CTOPOHY YBeJIMUeHHsI O/IVH pa3 B KajleHJapHOM Tofly
Ha OCHOBAHWM HANpaB/eHHOTO /0 1 OKTAOpsS KaKAOro rofia TMOCPeACTBOM e[IWHOrO TOpTaja B
YIOJTHOMOYEHHbI  (efepasbHbId  OpraH  WCIIOJIHUTE/NBHOW  BJAaCTU WM JIMYHBIM  KaOWHET
YTIOJITHOMOYeHHOr0 (hefiepaibHOr0 OpraHa UCIOJHUTEbHOM B/IaCTU B eIMHOW cUCTeMe, MO/ITUCAHHOTO
YCU/IEHHOW KBa/M(ULMPOBAHHOW 5/IEKTPOHHOM TIOJIWCBHIO 3asiBJIeHUs JiepkaTessi WU Biafesblia
perrMcTpaLyoHHOr0 y/10CTOBepeHUs IeKapCTBEHHOT O NpernapaTa (yroJHOMOYEHHOT0 UM JIULA).

(B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. 3aperucTtpupoBaHHasi Tpejie/ibHas OTIyCKHas 1jeHa TPOU3BOAUTENsT HA JieKapCTBeHHbIN
Tperapar, BK/IIOUEHHBIM B TIepeUYeHb >KU3HEHHO HeOOXOJUMBIX W Ba)KHEMIIIMX JIEKAPCTBEHHBIX
riperiapaToB, MOXKET OBITH TlepeperucTpupoBaHa B CTOPOHY CHUKEHHWSI HA OCHOBAaHWHU HarpaB/IeHHOTO
MOCPe/ICTBOM eIMHOTO TI0pTasa B YIIOJTHOMOYeHHbIH (efiepanbHbIi OpraH WCIIOJTHUTETbHOM B/IACTU WU
JMUYHBIM KaOWHeT YIOTHOMOUYEHHOro efepasbHOTO OpraHa HCIOJIHUTEIbHONH BIACTA B eQUHOMU
CcUCTeMe, TIOJTMMCAHHOTO YCU/IEHHOW KBalW(PULIMPOBAHHOW 3/IEKTPOHHOM TMOAMNUCHIO  3asiBJIEHUS
Jlep>katesisi WM Bajlefiblila  PErMCTPALMOHHOTO  y/IOCTOBEepeHMsl JIeKapCTBEHHOIro Tperapara
(YO/THOMOUYEHHOTO UM JIULIA).

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



4. [epxxaTenb WA Bjajesiel] PeruCTpaliOHHOrO Y[OCTOBEepeHHs JIeKapCTBEHHOIO Iperapara
(yrnosHOMOUYeHHOe UM JHII0) 00si3aH HalpaBUTh MOCPEICTBOM eJWHOTO MOpTaja B YIOTHOMOYEHHBIN
(benepabHBIN OpraH UCIIOJTHUTETBHOM BIACTH WM JIMUHBIA KaOWHET YIIOoJTHOMOUEHHOTO (hefiepasbHOTO
OopraHa WCIIO/THUTeNLHOW BJIAaCTH B €UHOU CHUCTeMe TIOANMCAHHOe YCHUeHHON KBa/li(UIIMPOBAHHOMN
3/IeKTPOHHOM TIO/ITIMCHIO 3asiB/ieHWe O TMepeperucTpaliiy 3aperiCTpUPOBAHHOMN Tpe/ie/ibHOM OTITYCKHOU
L|eHbI TIPOU3BOUTEJIS Ha JIeKapCTBEHHBIM TIperiapaT, BK/IFOUeHHbIN B TiepeueHb >KU3HeHHO HeoOX0[UMbIX
Y BaXKHEMILMX JIeKapCTBEHHbIX MperapaToB, B CTOPOHY CHW)KEHHS B CIeIyIOIIUX C/Tydasx:

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

1) cHwKeHue 1jeHbl B MHOCTPAaHHOM Ba/lIIOTe Ha JIeKAPCTBEHHbIM IIperiapaT B CTpaHe
Npor3BojuTeNs U (WIKM) B CTpPaHax, B KOTOPBIX JIeKAPCTBEHHbIM IperapaT 3aperucTpyYpoBaH U (Win) B
KOTOpBIe [10CTaB/ISIeTCSl IPOU3BOJUTEIEM;

2) cHWKeHHe LieH Ha pedepeHTHble JieKapCTBEHHbIe MperapaTtbl B COOTBETCTBUU C MYHKTOM 1
HacTosimed 4YacTu ([T COOTBETCTBYIOIIMX BOCIIPOM3BeJIeHHBIX, OHMO0aHAMOroBbIX (OHOIOI00HBIX)
JleKapCTBEeHHBIX TperapaToB);

3) TipeBbIllIeHHe TMpe/le/IbHOM OTITYCKHOM IIeHbI Ha TepBbIH BOCIIPOM3BeIeHHbIM, OM0aHaI0rOBBIN
(6buomo00HbBIM) JIeKapCTBEHHBIN TperapaT WHOCTPAHHOTO TIPOM3BO/CTBA Haj TpeJe/bHON OTIYCKHOM
L[EHOW TIPOM3BOJUTENI Ha BTOPOM  BOCIpPOM3BeJeHHbIN, OnoaHa/moroBelii  (6HMOMOA0OHBI)
JIeKapCTBEeHHbIN  TiperapaT, pacCCUMTAaHHOW B COOTBETCTBUM C METOAMKOM, YTBEpP’)KJeHHOM
[TpaBuTenscTBOM Poccutickoii @eepaiiny;

4) TipeBbIllIeHWe TIPe/Ie/IbHON OTITYCKHOM IIeHbI Ha MepBbI BOCIIPOW3Be/IeHHbIN, OM0aHaIOrOBbIN
(buorioi00OHBIN) JIEKAPCTBEHHBINM Tperapar IPOW3BOAMTENS TOCyAapcTBa - wieHa EBpa3suiCcKoro
5KOHOMHYECKOr0 COK3a HaJ TpeflelbHOW OTIyCKHOW L|eHOM [pOU3BOJWTENs] Ha BTOPOM
BOCIIPOM3Be/IeHHbIM, OHoaHa/noroBbiii (6MOMOJO0HBIN) JileKapCTBEHHBIN TIperapaT TMPOWU3BOAUTEIS
rocyjapcrBa - ujeHa EBpasuiiCKOro 5KOHOMHYECKOIO COH3a, pPaCCUMTaHHOW B COOTBETCTBUU C
MeTOJIMKOM, yTBepxkeHHo [IpaBuTenbcTBoM Poccutickoiit ®efjepaiiyu.

4.1. B cnyuae, ecyid OT UMEHM JepykaTesisi WM Brajie/blia PeruCTPAL[MOHHOTO Yy/A0CTOBEepeHUs
JIeKapCTBEHHOTO Tiperiapara [leliCTByeT ero TpejcTaBuTe/b ((pu3nyeckoe JULIO), YIIOJTHOMOUYEHHbBIN
JlefiCTBOBaTh Ha OCHOBAaHWU [JOBEPEHHOCTU B 37€KTPOHHOW (opMe B MalllMHOUWTAaeMOM BH7e,
3asB/IeHUs, YKa3aHHble B uacTaXx 1 - 4 HacTosimieid CTaTbW, MOTYT ObITb TOJAMMCAHBI YCUTIEHHOMN
KBa/TM(DUILIMPOBAHHOMN 3/IEKTPOHHOM TOANUCHIO JTUO0 YCUIeHHOW HeKBaU(MHUI[MPOBAHHOM 37eKTPOHHOM
MO/THUCHIO.

(uactb 4.1 BBegeHa PesepanbHbIM 3akOHOM OT 31.07.2025 N 304-D3)

5. Tlopsgok  mepeperucTpalyyd  3aperMCTPUPOBAHHBIX — TIpeJie/IbHbIX  OTIIYCKHBIX  LieH
TIPOM3BOIUTE/IEN Ha JIEKapCTBEHHbIE TIPerapaThl, BKIIOUEHHbIE B TIepeUeHb )KU3HEHHO HeOOXOMMbIX U
Ba)KHEMILIMX JIeKapCTBEHHBIX MperaparoB, B C/ydasiX, MMpeJyCMOTPeHHBIX uacTsMU 2 - 4 HacTosiei
CTaThH, ycTaHaBUBaeTcs [IpaBuTenscTBoM Poccutickoii Penepariyu.

6. DKOHOMUUECKWUW aHa/lW3 Tpefle/lbHOW OTIYCKHOW LjeHbl TPOM3BOAUTE/NS Ha JeKapCTBEHHbIN
rperapar, BK/IIOUEHHBIM B TiepeueHb >KU3HEHHO HeOOXOJUMBIX W Ba)KHEMIINX JIeKapCTBEHHBIX
rperiapaToB, TMpH ee TOCYAApPCTBEHHOW perucTpaiuui WIA T[epeperucTpalyuyd  OCYIeCTBIIsSeTCs
denepanbHBIM OPraHOM HCTIOJHUTE/NLHOM BAACTU, OCYILECTBASIONIMM  (YHKI[UHU 110 TIPUHSTUIO
HODMATHBHBIX TIPAaBOBBIX aKTOB U KOHTPOJHO 3a COOJIIOZileHreM 3aKOHo/aTesbcTBa B cepe
roCyJapCTBeHHOTO pery/vupoBaHus LieH (TapudoB) Ha ToBaphI (YCIyTH).



7. Pacuet mpeje/ibHbIX OTMYCKHBIX 11€H, YKa3aHHbIX B yacTsaX 1 M 2 HaCTOsLeN CTaTbU, MPU UX
roCyZ,apCTBEHHOU PerucTpaLyy WK MepeperucTpalyy OCyLeCTB/IsSIeTC B COOTBETCTBUU C METOUKOMH,
yTBepxxaeHHoM [IpaButenscTBoM Poccutlickori @efepaliu U yUMThIBaKOLel B TOM UKCIIe:

1) cobmogenue GanaHca UHTEPeCOB MOTpeOUTeNel IeKapCTBEHHBIX TperapaToB, BKIIOUEHHBIX B
repeyeHb >KM3HEHHO HEOOXOJWMBbIX W Ba)KHEMIIMX JieKapCTBEHHBIX IperapaToB, U TPOU3BO/UTeel
JIeKapCTBEHHBIX TIperapaToB, BK/IOUEHHbIX B TIepeueHb >XM3HEHHO HEeOOXOAUMBIX M Ba)KHEHIINX
NleKapCTBeHHBIX MpernapaTos;

2) (axkTuUecKyro OTIYCKHYIO 1|eHy Ha JieKapCTBeHHble mpernapatbl B Poccutickoit ®ezeparumy,
LleHy BBO3a JIeKapCTBEHHBIX IpernapaToB B Poccuiickyro @esepanyio, a Takke LieHbl HAa aHaJIOTHUYHbIe
NleKapCTBeHHbIe TIperaparkl, Haxosyecs B obpaijenuu B Poccuiickoit ®@efjepariuy;

3) 3aTparhl TIPOW3BOAMTENS JIEKADCTBEHHOTO TIiperapaTa Ha TIPOM3BOJCTBO W  pean3aliyio
JleKapCTBEHHOT O TIperiapara;

4) UeHy Ha JIeKapCTBeHHbI! Tpernapar, ero [jeHy B CTpaHe MPOU3BOAUTEIsI U B CTPAHaX, B KOTOPBIX
JleKapCTBEeHHbIN Iperapar 3aperMcTpUpoBaH U (WIK) B KOTOPbIe MOCTAB/ISeTCS IPOM3BO/IUTEIEM.

8. He pmoryckaroTcs peanu3anysi ¥ OTITYCK JIeKAPCTBEHHBIX TIPeapaToB, BK/IIOUeHHBIX B IepeYeHb
JK3HEHHO HeOOXOZMMBIX W Ba)KHEWIMX JIeKapCTBEHHBIX TperapaToB, Ha KOTOPbIE MPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX TIperapaToB He 3aperuCTpUpOBaHa TIpeZie/ibHAsi OTIYCKHAs 1eHa, peau3alus
TIPOM3BO/IUTE/ISIMU JIEKApCTBEHHBIX TPEerapaToB TI0 LieHaM, MPEeBBIMIAONM 3aperucTpUPOBaHHbIe W
TiepeperuCTpUPOBaHHbIe Tpe/ie/TbHbIe OTITyCKHBIE LIeHbI Ha JIeKapCTBEHHBIE Mperaparhl C y4eTOM Hajiora
Ha 100aB/IeHHYIO0 CTOMMOCTb.

9. Oco0eHHOCTM TOCy/IapCTBEHHOTO  PEryJUpOBaHUs  TPeJeNbHbIX  OTIYCKHBIX  IIeH
TIPOM3BO/IUTE/IEN Ha JIEKapCTBEHHbIE TIPerapaThl, BKIIOUEHHbBIE B TIepeUeHb )KU3HEHHO HeOOXOMMbIX U
BOKHEHMIIIUX JIEKAPCTBEHHBIX TIpPerapaToB, B 3aBUCUMOCTH OT 3KOHOMMUECKUX U (WIH) COLMAIbHBIX
KpuTepueB (M3MeHeHUe YCIOBUH, TMOpsiika U CTOMMOCTH TPOM3BO/CTBA JIeKADCTBEHHBIX IIPeraparos,
WCTIO/b30BaHHWe HOBBIX (HOpM, METOZOB M CMocOOOB TOCYJapCTBEHHOTO pery/iupoBaHUs IleH Ha
JleKapCTBeHHbIe TIperapaThl, B TOM YHC/Ie Ha OCHOBe MeXaHW3Ma pedepeHTHOro IjeHooOpa3oBaHUS,
M3MeHeHW Topsifika OKa3aHWsi MeJWLMHCKOM TMOMOIY, U3MeHeHHe Kypca MHOCTPAHHOW BasltOThI U
VHbIe M3MeHeHHs) ycTaHaBMMBatoTcs [IpaBurensctBoM Poccuiickoit depepariyu.

(B pea. @enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Ctatbsi 62. TloOCyfapCTBEHHbIi peecTp npeAenbHbIX  OTMYCKHbIX  LeH
npoussoguTteneii Ha NeKapCTBEHHbIe Npenaparbl, BK/OYEHHbIE B NepPeUYeHb XXU3HEHHO
Heo6X0ANMbIX U BaXXHELUUX /leKapCTBEHHbIX NpenapaTroB

1. 3aperucTpupoBaHHble WA I€PePerMCTPUPOBAaHHbBIE  Tpefie/ibHble  OTMYCKHbIE  I[€HbI
TIPOM3BO/IUTE el Ha JieKapCTBeHHbIE TIperapaThl, BK/IIOUeHHbIe B TlepeuyeHb KU3HEeHHO HeoOXOAUMbIX U
BaOXHEWIINX JIeKapCTBEHHBIX TIPerapaToB, TIOJJIeXXaT BK/IIOUEHWI) B TOCY/IapCTBEHHBIA peecTp
TIpeJie/IbHBIX  OTITYCKHBIX 1I€H TIPOW3BO/IUTE/Iel Ha JieKapCTBeHHbIe TIperapaThl, BK/IFOUEHHbIE B
repeyeHb )XKU3HEHHO He0OXOIUMBIX U BXKHEHUIIIUX JIeKapCTBEHHBIX TTPerapaToB.

(B pea. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. FOCYAapCTBEHHBIﬁ peecTp Iipefe/ibHbIX OTITYCKHBIX LieH HpOI/I3BO,E[I/ITEJIEﬁ Ha JIeEKapCTBEHHLIE
rperiapaTbl, BKJ/JIIOY€HHbIE B TII€peUeHb >XHW3HEHHO HeO6XO,qI/IMI:IX U BKHEUIINX JIEKAPCTBEHHBIX



TIperapaTroB, COJePXXUT B cebe crieiyroIIyro NHGOPMAaIHIO:

1) HaMeHOBaHUe JiepyKaTeJisi UK Bajiefiblia peruCcTPaljMOHHOTO Y/J0CTOBePeHUs JIeKapCTBEHHOTO
riperiapaTa, HavMeHOBaHWe TPOU3BOJWTENSI JIEKADCTBEHHOTO TiperiapaTa, CBeJleHUSI O pervMcTpalyd
JlepyKaterisi UM BiiaZiesiblia peruCcTpaljioHHOTrO y/I0CTOBepeH s JieKapCTBeHHOT'O Tiperapara, CBeJleHuUsl O
pervcTpalyy TPOX3BOUTE/Isl JIeKapCTBEHHOTO TIperiapaTa [/l MeJUL[MHCKOTO MPUMeHeHUs] B KauecTBe
Hajororjarefbpliika B  CTpaHe peructpayuu (48 POCCUMCKUX  HODUAWYECKUX UL -
HJeHTU(UKaAI[MOHHBIM HOMep Hanororuiatesnbiiuka (MHH), ans wHOCTpaHHBIX HOPUAWUECKUX JIWL] -
CTpaHa perucTpalyy, HavMeHOBaHWe PperucCTPUPYIOLero OpraHa, perucTpalMOHHbI HOMeEp, KO
HaJIoronJiaTe/iblMKa B CTpaHe pervcTpanuu (MHKOPIOpalWW) WIA €r0 aHajor), MeCcTO HaXOXXAeHUs
TPOM3BO/[CTBEHHBIX TJIOIIA/0K, YUACTBYIOI[UX B Mpoliecce MPOM3BO/CTBA JIeKapCTBEHHOT'O TiperapaTa, C
yKa3aHWeM CTaJJuM TpoLjecca MpOU3BO/ICTBaA;

(n. 1 B pexn. @enepanbHOro 3akoHa ot 28.12.2017 N 425-D3)

2) HauMeHOBaHWe JIeKapCTBEHHOTO TMperapara (MeXXJyHapoJHOe HelaTeHTOBAaHHOe, WJIU
IPYNIUPOBOUHOE, WU XMMUUECKOe ¥ TOPrOBOoe HauMeHOBaHUS);
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMep perucCTpalijioOHHOI0 yA0CTOBEPEHHS JIEKaDCTBEHHOI'O IMperiapaTa,

4) nekapctBeHHasi (hoopMa C yKa3aHHeM [J03MPOBKH JIeKapCTBEHHOTO Tperapara U ero KojMyecTBa
BO BTOPHUYHOH (ITOTPeOUTe/IbCKO) YIIaKOBKe, a TaKXKe KOMIT/IEKTHOCTb;
(B pea. @enepanbHOro 3akKoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpyupoBaHHast TIpe/iesibHasi OTITYCKHas 1eHa Ha JIeKapCTBEeHHbIN TIperiapaT B pyOsisx;
(B pea. ®enepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

6) faTa U HOMep MpHKasa yINOJTHOMOYEeHHOro ¢e/ilepaJbHOr0 OpraHa MCIOJHUTeNbHOM BIACTH O
rocyJapCTBeHHOM perucTpalid WM TlepepervcTpaljuy  Tipefie/ibHOM  OTIMYCKHOM 1jeHbl Ha
JleKapCTBeHHBIM TIperapaT, BK/IIOUEHHBIM B TIepeueHb JXMU3HEHHO HEOOXOAWMBIX U Ba)KHEHIINX
JIeKapCTBEHHBIX MperapaTos;

(B pex. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-d3, ot 06.06.2019 N 134-D3)

6.1) mata BCTYIUIEHUS B CUJTY NIPHUKa3a YIIOJHOMOUEHHOTO (e/iepaJbHOro OpraHa UCIOJ/HUTeTbHON
B/IaCTU O TOCYJapCTBEHHOW pervcTpaluyd WK TepepervcTpaluy TpefeibHOM OTIYCKHOM 1ieHbI
TPOM3BO/IUTE/ISI Ha JIeKapCTBEHHBINM TIperapaT, BKIIOUeHHbIN B TiepeueHb >KU3HEHHO HeoOXOAWMBIX U
Ba)KHEMIIINX JIeKapCTBEHHbBIX MperapaTos;

(. 6.1 BBegeH PenepanbHbIM 3akoHOM OT 06.06.2019 N 134-D3)

7) IITPUXOBOW KOJI, HAHECEHHBI Ha BTOPUUHYIO (MTOTPeOUTETBCKYH0) YIIaKOBKY JIeKapCTBEHHOTO
rperiapara;
(n. 7 BBezieH PefepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Koj JeKapCTBEHHOTO TIperiapaTa MO aHAaTOMO-TepareBTHUYeCKO-XMMUUeCKOW KlacCU(pUKaI[UH,
peKoMeH/J0BaHHOM BceMUpHOI opraHu3aliveil 3ipaBoOXpaHeHusl.
(. 8 BBesieH PegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocysapcTBeHHasi perucTpanys WA TepeperucTpauysi IMpefiefbHbIX OTIYCKHBIX LieH Ha
JIeKapCTBeHHbIe TIperiapaTthbl, BK/IIOYEHHbIE B TepeuyeHb >KU3HEHHO HeOoOXOAWMBIX W Ba)KHEWIINX
JIeKapCTBeHHBIX TMperaparoB, BeJeHWe TOCy[lapCTBEHHOTO peecTpa Ipefie/bHbIX OTIYCKHBIX LieH



TIPOM3BO/IUTE/IEN Ha JieKapCTBeHHbIE TIperapaThl, BKIOUeHHbIE B TlepeuyeHb KU3HEeHHO HeOOXOMMbIX U
BOKHEMIIIMX  JIeKAPDCTBEHHBIX  [perapaTroB, OCYILIeCTB/SIOTCS B  TOpsiKe, yCTaHOBI€HHOM
[IpaBuTtenscTBOM Poccuiickor ®@enepaniiu.

(B pea. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

Cratbsa 63. YcTaHOBNEHMEe UCNONHUTE/IbHBIMU OpraHamMu cy6bekToB Poccuiickoii
depgepaumn npegenbHbIX pasMepoB ONTOBbIX HaAb6aBOK W MNpefenbHbIX pasvepos
PO3HMYHbIX HaA6aBoOK K (PAaKTUYECKMM OTNYCKHbIM LEeHaM, YCTaHOBJ/IEHHbIM
npou3BoOAUTENAMU JNeKapCTBEHHbIX MnpenaparoB, Ha J/leKapCcTBEeHHble npenaparbl,
BK/IIOYEHHbIE B MepevyeHb XU3HEHHO HeOoOXOAUMbIX U BaXKHEWULWUNX eKapCTBEHHbIX
npenaparos
(B pea. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

1. VicnonuutenbHble opraHbl CyOBeKTOB Poccuiickoil ®efepariiy yCTaHABIMBAIOT Tpejie/ibHbIe
pa3Mepbl OITOBBIX HA/A0ABOK U TIpefiesibHble pa3Mepbl DPO3HUUHBIX HAZ0aBOK K (aKTUUeCKUM
OTIYCKHbIM IleHaM (0e3 yuera Hajsora Ha [00aBleHHYIO CTOMMOCTb), YCTaHOBJIEHHBbIM
MPOM3BOJUTENSIMA JIeKAPDCTBEHHBIX IIperapaToB, Ha JieKapCTBEHHble I[IpernapaThbl, BK/IIOYEHHbIE B
repeyeHb >KU3HEHHO HeoOXOJUMBIX M Ba)KHEMILMX JieKapCTBeHHBIX TperapaToB, B COOTBETCTBUH C
yTBEP)KJEHHON B TOpsJKe, ycTaHOBIeHHOM I[IpaButenbctBoM Poccuiickoii @epepaiiu, MeTOAUKON
YCTaQHOBJIEHWS] HWCTIOJTHUTEIbHBIMA OpraHaMu  CyOBekToB Poccuiickoii ®efepari  Tipeie/bHBIX
pa3MepoB ONTOBBIX HAJ0aBOK U TIpe/leIbHbIX DPa3MepPOB PO3HUYHBIX Ha/0aBOK K (AKTUUeCKUM
OTIyCKHbIM  LleHaM, YCTaHOBJEHHbIM TPOM3BOAUTENSIMU  JIeKADCTBEHHBIX [perapaToB, Ha
JleKapCTBeHHbIe TIperaparthbl, BK/IIOUEHHble B TepeueHb >XM3HEHHO HeOOXOAUMBIX W Ba)KHEWIIHUX
JleKapCTBeHHBIX TiperiapatoB. [IpoeKThl pellieHui HMCIIO/HUTENBHBIX OpraHoB CyOBekToB Poccuiickoit
@enepaiu 00 YCTAaHOBIEHWW W (WIM) W3MEHEHWM TIpele/IbHbIX pa3MepOB OMNTOBBIX HaZ0aBOK U
TIpeJie/IbHBIX pa3MepOB PO3HUYHBIX Ha/l0aBOK K (DaKTUUeCKMM OTITYCKHBIM I1l€HaM, yCTaHOBJIEHHBIM
MIPOM3BOJUTENISIMA JIeKAPCTBEHHBIX IIperapaToB, Ha JieKapCTBeHHble IIpernapaThbl, BK/IIOYEHHblE B
repeyeHb JKU3HEHHO HEOOXOAWMBIX M BaKHEWIIMX JIeKapCTBEHHBIX TIpernapaTtoB, TMOJJeKaT
COr7IaCOBaHUI0  C  YIIOJIHOMOYEHHbIM  (DefilepajibHbIM  OpPraHoM  MCIIOJHUTE/NbHOM  B/ACTH,
OCYILLeCTB/ISIFOLUM  (DYHKUMK 110 TIPUHSTUIO HOPMAaTMBHBIX [IPaBOBBIX aKTOB W KOHTPOJIO 3a
coOJro/leHreM 3aKOHO/IaTe/bCTBa B Cdepe TOCYJAPCTBEHHOTO peryvpoBaHusi 1jeH (TapudoB) Ha
TOBAapH! (yC/IyTH), B IOPsi/iKe, ycTaHoBAeHHOM IIpaBurensctBoM Poccuiickon @efeparyu.

(B pen. ®enepanbHbIX 3aKOHOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-03)

2. OpraHu3aluM ONTOBOW TOPrOB/IM JieKADCTBEHHBIMU Cpe/ICTBAaMHM, afTeuyHble OpraHu3alvy,
VHJUBUAYya/bHble TMpeANpUHUMAaTeNY, UMeolllye JWLEeH3UI0 Ha (apMalleBTUUeCKyHO [AesTelbHOCTb,
MeJULIMHCKMe OpraHv3aliii, HMelolue JHLeH3UI0 Ha (apMalleBTUUeCKyr [JesiTeIbHOCTb, U UX
0060cobeHHbIe TIOApa3/ie/ieHus], PACIoioXKeHHble B CeJbCKUX HACeeHHBbIX IMYyHKTaX, B KOTOPBIX
OTCYTCTBYIOT amnTeuHble OpraHu3aljiM, OCYILeCTBJSIOT peau3alidio JieKapCTBEHHbIX IIperaparos,
BK/IIOUEHHBLIX B TlepeueHb JKU3HEHHO HeoOXOJUMBIX W Ba)KHEUIIMX JIeKapCTBEHHBIX ITIperapaToB, IO
LleHaM, KOTopble (OPMUPYIOTCS B COOTBETCTBUM C TIOPSIIKOM, YCTaHOBJIEeHHbIM [IpaBUTeNbCTBOM
Poccuiickoii defepaiiiid, U YpoBeHb KOTOPBIX (0e3 ydera Hajora Ha [J00aB/IeHHYIO CTOMMOCTh) He
JIO/DKeH TpeBbIlIaTb CyMMY (aKTHUeCKOW OTIYCKHOM 1|eHbl, yCTaHOBJEHHON TMPOW3BOJUTE/eM
JIeKapCTBEHHOT0 TperiapaTa, He TIpeBbIlIalOIleil 3aperuCTPUPOBaHHONM WU TiepeperuCcTpUpOBaHHOM
rpefie/ibHOM OTITyCKHOM LieHbl TMpOW3BOAuTeNs (Ha JaTy peaiv3aluM JIeKapCTBEHHOIO MperapaTa
MIPOM3BOUTENIEM), W pa3Mepa OINTOBOM Ha/0aBKUM M (WIM) pa3Mepa PpO3HUUHOW Haf0aBKH, He
MIPeBLILLIAIOIINX COOTBETCTBEHHO pa3Mepa Tipefie/lbHON OMTOBOM HajbaBKU W (UaM) pa3mepa
ripefieTbHOM PO3HUYHOM HaZi0aBKH, YCTAaHOB/IEHHBIX B CyObekTe Poccuiickoit Pezepaliuu.

(B pea. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 323-D3)



3. VicnonauTenbHble opradbl CyOsekToB Poccuiickoit @eepaiiun pa3Meniatot B cetu "ViHTepHeT"
vH(bOpMaLMI0 O 3aperMCTPUPOBAHHBIX TPeJe/ibHbIX OTIYCKHBIX ILleHaX TMPOM3BOAUTeNell Ha
JIeKapCTBeHHbIe TIperiapaTthl, BK/IIOUEHHbIe B TepeueHb >KU3HEHHO HeOOXOAWMBIX U Ba)KHEWIINX
JIeKapCTBEHHBIX TIperapaToB, 00 yCTaHOBJeHHBIX B CyObekTe Poccuiickoit ®dezmepaiiuut mpeeibHBIX
pa3Mepax OINTOBLIX Ha/|0ABOK U (W/K) TIpe/ie/IbHBIX pa3Mepax PO3HUUHBIX Hafl0aBOK K yCTaHOBJIEHHBIM
MPOM3BOJUTENSIMUA JIEKADCTBEHHBIX TpernapaToB (PaKTUYeCKUM OTITyCKHBIM LleHaM Ha JieKapCTBEHHbIe
rperaparbl, BK/JIIOUEHHbIe B TiepeueHb >KU3HEHHO HEeoOXOAWMBIX U BaKHEWIIMX JIeKapCTBEHHBIX
MpernaparoB, a TaAKXXe 0 CyMMe 3aperMCTPUPOBAHHBIX MpeJie/IbHbIX OTITYCKHBIX LieH TTPOU3BOAUTENIeN Ha
JIeKapCTBeHHbIe TIperiapaTthl, BK/IIOYEHHbIE B T[epeuyeHb >KMU3HEHHO HeOOXOAWMBIX W Ba)KHEWIINX
JIeKapCTBEHHBIX TIperapaToB, yCTaHOB/IEHHbIX B cyObekTe Poccuiickoii ®epeparyiy mpeeibHBIX
pa3MepoB OMNTOBBIX Ha/0aBOK W TIpeJie/ibHbIX pa3MepoB DPO3HWUHBIX Ha/J0aBOK W Hajora Ha
J00aB/IeHHYI0 CTOMMOCTb. VH(bopMarys, rpesyCMOTpeHHasi HaCTOsIIed UacTblo, [JO/DKHA HaXOAUTHCS
TaKKe B anTeuHbIX OpraHu3alusix B JOCTYMHOW [/ BCeX 3auHTepecOBaHHbIX JWll ¢opMme U
OOHOBJISITBCSL TI0 Mepe ee pa3Mel|eHHs] WCIOJHUTebHBIMA OpraHaMu CyOBeKTOB Poccuiickoi
®epepauuu B cety "VHTepHeT".

(B pegn. PenepanbHbIX 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Ytpatun cuny c 1 mapta 2020 roga. - @esepanbHbiii 3aKoH oT 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHI 9PDPEKTUBHOCTI N BE3OMNACHOCTU
NEKAPCTBEHHbIX NPEMNMAPATOB, HAXOAAWWXCAHA B OBPALLEHUAN
B POCCNNCKOU ®EAEPALINA
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

Cratbs 64. ®PapmMmakoHaj3op
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-®3)

1. JlekapcTBeHHbIe TIperiapaThl, HaXoAsiIuecs B oopaitieHnu B Poccuiickoit ®@epepaiiu, rosjiexar
MOHUTOPUHTY 3(hdeKTUBHOCTH | 0e30MacHOCTH B 1e/IIX BbISBJIEHUS BO3MOJKHBIX HEraTUBHBIX
TIOC/IeICTBUM WX TIPUMEHEeHUs], UHAWBUAYaJbHOU HerlepeHOCUMOCTH, TIpeAyTIpeXXAeHus] MeJULIMHCKUX
pPabOTHUKOB, CreLUa/MCTOB B 00/1aCTH BeTepUHApWH, TALMeHTOB WM B/aJie/blieB KUBOTHBIX U UX
3alUThI OT TIPUMEHEeHHs TaKKX JIeKapCTBeHHbIX MperapaToB.

(B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

2. ®dapMakoHaJ30p OCYIeCTB/SETCS COOTBETCTBYIOIL[UM YIIOTHOMOUEHHBIM  defiepasbHbIM
OpPraHOM HCITOJIHUTETbHON BJIaCTH B YCTAaHOBJIEHHOM UM TIOPSiIKE C y4eTOM TpeOOBaHWM HaCTOSIIEro
@eslepa/IbHOTO 3aKOHA M aKTOB, COCTaB/SAOLIMX MpaBo Coro3a, MyTeM aHanu3a IpeoCTaBisieMOoi
cyObekTamMu  oOpalljeHHWsI JIeKapCTBEHHBIX CpeJCTB WHGOpPMAalMd O TOOOYHBIX  JEMCTBUSIX,
HeXXeJlaTe/IbHbIX PeaklUsiX, Cephe3HbIX He)KesaTelbHbIX peaklusiX, HelpeABUAeHHbIX He)KenaTelbHbIX
peakiusax TIpYU TPUMEHEHWM JIeKapCTBEHHBIX TIperapaToB, 00 WHWUBHYa/JbHOW HENepeHOCHMOCTH,
OTCYTCTBUM 3G GEKTUBHOCTH JIeKapCTBEHHBIX TpernapaToB, a Takke 00 WHBIX (akTax u
o0cTosATeTbCTBAX, MPEACTABJISAIONIAX YTPO3y >KU3HU WA 3[0POBBIO uejioBeKa MO0 YKUBOTHOTO TPH
TIpYUMeHeHUH JIeKapCTBEHHBIX TPerapaToB U BhISIBJIEHHBIX Ha BCeX 3Tarax oOpallleHus JieKapCTBeHHbBIX
niperniapaToB B Poccuiickoit @efiepaliuu U [pyrux rocyjapcrax.

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

3. CyObeKThI 00pailjeHus JIeKapCTBEHHBIX CPEZICTB B TMOPSIKe, YCTaHOBIEHHOM YIIOJTHOMOUEHHBIM
denepanbHBIM  OpPraHOM  HCTIOJHUTE/LHOM BacTH, 00si3aHbI COO0OIIAaTh B YIIOJHOMOYEHHbIH



denepanbHBI OpraH HCIIOJTHUTE/TLHOM B/IACTH O MOOOYHBIX [JIeHCTBHUSX, HEXKeaTe/bHBIX pPeakIHsX,
Cepbe3HBbIX HeXKe/laTe/TbHBIX PeakIUsX, HeTpeABUIeHHBIX HeXKelaTelbHbIX PeaklUsX MpU MpUMeHeHUH
JIeKapCTBEHHBIX TIperapaTtoB, 00 WHAWBHYaJTbHOM HEIepeHOCMMOCTH, OTCYTCTBUH 3(hGhEKTUBHOCTH
JIeKapCTBEHHBIX TPerapaToB, a TakKe 00 MHbIX (haKTaX U 00CTOSATENLCTBAX, MPEICTABIISIONUX YTPO3y
JKU3HU WK 3[I0pPOBBI0 UejioBeKa MO0 >XMBOTHOTO TIPU TIPUMEHEHUH JIeKapCTBEHHBLIX TperapaTtoB U
BBISIB/IEHHBIX Ha BCeX 3Tarax oOpallleHus JieKapCTBeHHBIX IperiapatoB B Poccuiickoii ®epepanuu u
JPYTHX rOCy/JapCTBax.

4. Jlep)kaTenu WM Bae/blibl PerMCTPALIMOHHBIX YAOCTOBEPEHUH JieKapCTBEHHbIX MpernapaTos,
IOpUJMUeCKe JMLja, Ha WM KOTODPBIX BblJjaHbl paspellleHds] Ha I[IpoBeJileHHe KIMHUYeCKUX
uccnenoBanuii B Poccuiickoit ®@efepanyu, 100 yIioJHOMOYEHHbIE MU [IpyTHe IOPUIUUeCcKHe Jvija B
paMKax obecrieueHusi 6e30MacHOCTH JIeKapCTBEHHBIX TIIperiapaToB B TIOpsiike, YCTaHOBJIEHHOM
COOTBETCTBYIOILIUM YIIOJTHOMOUYEHHbIM (peZiepajibHbIM OpPraHOM MCIIOJTHUTE/IbHOM B/IAaCTH, 00s13aHbl
OCYIIIeCTB/ISATh TIpHUeM, yueT, 00paboTKy, aHau3 W XpaHeHHe MOCTYTAIKX B UX aJjpec 0T CyObeKTOB
oOpareHHsi 1eKapCTBEHHBIX CPE/ICTB M OPraHOB I'OCY/JapCTBEHHOMN B/IACTA COOOIIEeHW O MOOOUHBIX
JleICTBUSIX, HeXKeJlaTeJbHBIX  PeakLUsiX, Cepbe3HbIX HeXXejaTeJbHbIX M  HelpeBHAEeHHBIX
He)KeJlaTe/IbHbIX DPeaklUsX TpU TPUMeHeHWU JIeKapCTBEHHBIX IIperapaToB, 00 0COOEHHOCTSX WX
B3aUMO/IEMCTBUS C JIPYTMMU JIeKapCTBEHHBIMU IperapaTaMu, WUHJVMBU/YaJbHOW HerepeHOCMMOCTH, a
Takke 00 MHBIX (paKkTax U 0OCTOSATENHCTBAX, MPEACTAB/ISIOIIMX YTPO3y JKU3HU WU 3[J0POBbIO UerioBeKa
60 >)KMBOTHOTO WK BIUSIIOLMX Ha M3MeHeHHe OTHOLIEeHHs 0XKHU/IaeMOM T0/Tb3bI K BO3MOYKHOMY PHCKY
NpYMeHeHHsl JIeKapCTBeHHBIX MpernapaToB.

5. Ilpu BbIsIBeHUMM MHGOPMALMM O Cepbe3HBbIX He)KesaTelbHbIX PeakLMsiX U HerpeJBUAeHHbIX
He)KeJlaTe/IbHbIX DPeaklUssX TP TPUMeHeHWU JIeKapCTBEHHBIX IIperapaToB, 00 0COOEHHOCTSX WX
B3aUMO/EMCTBUS C JIPYTMMU JIeKapCTBEHHBIMU TpernapaTaMu, WUHJVMBU/YaJbHOW HelepeHOCMMOCTH, a
TaKKe 00 MHBIX (paKkTax U 06CTOATE/NBCTBAX, BAMUSIOLINX Ha U3MeHeHe OTHOLIEeHUS 0)KH/aeMO T10JIb3bI
K BO3MOXHOMY pHUCKY IIpPUMEHEeHMs JIeKapCTBeHHbIX IIperaparoB, Jep)KaTeqd WA Bjajenblibl
perucTpaloHHbIX YJ0CTOBEPEeHUH JIeKapCTBEeHHbIX MpernapaToB, HOpUAUYEeCcKHe JMLa, Ha UMsI KOTOPBIX
BBIJJaHbI pa3pelleHrsl Ha TIPOBeJieHHe KIMHUYeCKUX ucciefoBaHuid B Poccuiickoit Peneparyu, ibo
YTIOJIHOMOYeHHble WMU Jpyrue Mopujuueckue Jjvia o0si3aHbl TMPUHATH Mepbl, HarpaB/ieHHble Ha
yCTpaHEHWe HeraTWBHbIX IIOC/e[ACTBUM TIDUMEHEHHsI TaKuUX JIeKapCTBEHHBbIX IIpernaparos,
nipeZiyripesxieHre TIPUUMHEHMs Bpe/ia KU3HU UM 3/10POBbIO uesioBeKa MO0 KUBOTHOTO, 3aLUTy UX OT
NpUMeHeHUsT TaKUX JIeKapCTBEHHBbIX T[IperapaToB, Ha /IOTIOJHUTENbHBI COOp /laHHBIX 00
3¢ dekTuBHOCTH 1 6€30MACHOCTH TaKMX JIeKapCTBEHHBIX TIPEIIapaToB.

6. 3a HecooOIIleHHe UK COKPBITHE UH(OPMAIUH, TTPeJyCMOTPEHHOM YaCcThIO 3 HACTOSIIEH CTaThy,
Jlep>KaTeJid WM BJafieNiblibl  PEervCTPAljMOHHBIX  Y[OCTOBEPEHHH JieKapCTBEHHBIX Tperaparos,
IOpY/IMUecKie JiMlla, Ha UWMs KOTOPBIX BbIIaHbl pa3pellleHus] Ha TpOBe/leHhe KIMHUYeCKUX
rcciiefnoBanuii B Poccuiickoii ®eaepary, MO0 yrioJHOMOUeHHbIE MU [IpyTUe FOpUuuecKue Jnia, a
TakK)Ke J0/DKHOCTHbIe JIULIA, KOTOPBIM 3Ta UH(OPMaLUs CTajia M3BeCTHa Mo poAy MX npodeccuoHanbHOU
JlesiTeJIbHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBHH C 3aKOHO/aTebCTBOM Poccuiickor ®ezepalivii.

7. Ilpy nosiyueHUH YIIOJTHOMOYEHHBIM (pefiepasbHbIM OPraHOM HCIOTHUTEeIbHOM B/IaCTU B paMKax
ocylecTB/ieHUs] UM ¢apMaKOHa/j30pa [i0Ka3aTelbCTB O HECOOTBETCTBUM JIeKAPCTBEHHOTO TperiapaTa
yCTaHOBJIEHHbIM TPeOOBaHUSIM WM TIPU TIOAyYeHHH HMHGOpPMAlMi O HECOOTBETCTBUM JAHHBIX 00
3¢ dekTBHOCTH U 0 6€30MACHOCTH JIeKapCTBEHHOTO TIperiapara JaHHBIM O JIeKapCTBEHHOM TIperiapare,
coiep>KalMCcsl B MHCTPYKLMU 10 ero IPUMeHEeHUIO (B TOM YMCJ/ie BbISIBJIEHHBIX B XO/ie OCYLeCTB/IeHHUs
(apmMakoHa/j30pa KOHTPOJIbHO-HA/I30PHBIMU OpPraHaM{d WHOCTPaHHbIX ['OCY/|apCTB), YIOTHOMOYEHHBIN
(enepasbHbIN OpraH UCIIOJHUTEIBHOM BIACTH B YCTAHOB/IEHHOM KM TOPsiZIKe pacCMaTpUBaeT BOIIPOC O
MIPUOCTaHOB/IEHUU TIPUMeHeHHUsI TaKOTo JIeKapCTBEHHOT O Tperapara.



CratbAa 65. lpuocTaHOBNEHME NPUMEHEHUs JIeKaApCTBEHHOro npenapara Ans
BeTepUHapHOro npmMmeHeHunsA
(B pegn. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

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

1. IIpu nosnyyeHny UHGOPMAILMKU O HeXKeslaTebHbIX PeaklUsaX MPU MPUMeHeHHH JIeKapCTBEHHOT0
rperiapara, He yKa3aHHbIX B WMHCTPYKLMHU I10 NPUMEHEHUIO JIeKapCTBEHHOI'O Iiperiapara, Cepbe3HbIX
He)XeJlaTelbHbIX peaklyusX, 00 0COOEHHOCTSAX ero B3auMOJEHCTBUSI C APYTUMU JieKapCTBEHHBIMU
rperiapatamMu, KOTOpble MOTYT TIpeZCTaB/iATh YrpO3y >KW3HWA WM 3[0POBbI0 >KMBOTHOI'O, a TakXe O
HECOOTBETCTBUM JaHHBIX 00 3¢eKTHBHOCTH 1 0 6€30MacCHOCTH JIeKapCTBEHHOTO Tiperapara JaHHbIM O
JIEKapCTBEHHOM TIperapare, COZEp’KalMCs B WHCTPYKLMUM MO ero NpUMeHeHWIO, B TOM YMC/e OT
YIOJTHOMOYEHHBIX OpPraHOB MHOCTPAHHBIX T'OCY/IapCTB, OOMEH KOTOPOM OCYIIeCTB/SE€TCS B
COOTBETCTBUM C COIVIAIIEHUSIMU MeXXJy YIIOJHOMOYeHHbIM (efiepaibHbIM OPraHOM HCIOJIHUTETbHON
BJIaCTU U YTIOJTHOMOUEHHBIMU OpraHaMM MHOCTPAHHBIX TOCYJapCTB, YIIOJTHOMOUEHHBIN (defepanbHbIN
OpraH MCTIOJTHUTE/ILHOM B/IaCTU PacCMaTpPUBaeT BOTIPOC O BO3MOXXHOCTH TPUOCTAHOBJ/IEHHSI 00palljeHust
TaKOro JIeKapCTBEHHOTO Tiperapata B TMOpsiIKe, YCTaHOB/JIEHHOM YIIOJIHOMOYEHHbIM (heJepanbHbIM
OpPraHOM MCTIO/THUTETbHOW BIaCTH.

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

2. Ilpu HeUCrojHeHUH WM HeHaJje)kaleM WCIIOJHEeHUN JepyKaTels MU WM Bjlaje/bliaMUu
PEeruCTpalMOHHBIX Y/JOCTOBEPEHUM JiIeKapCTBEHHBIX IperapaToB [Jisi BeTepUHapHOr0 MpUMeHeHUs,
IOpUMYECKUMU JTML[aMH, Ha WMS KOTODBIX BbIJaHbl pa3pelleHusi Ha TpoBeJeHHe KIMHUYEeCKUX
vccnenoBanuii B Poccuiickori Pefepaiiuy, Wid yNOJHOMOYEHHBIMM MMM JIDYTUMHU FOPUAWUECKUMUA
nULIaMu 00sI3aHHOCTeH, yCTaHOB/IEHHBIX YacTsaMu 3 U 4 ctaTh¥l 64 HacTosiero ®eepaabHOTO 3aKOHa,
mbo B C/lyuae HEBBITOJIHEHUS TIPeJIMCAHUS, BbIIAHHOTO YIIOJTHOMOUEHHBIM (pefiepasbHbIM OpraHOM
WCTIOJTHUTEIbHOM ~ B/IaCTM  TI0  WTOTaM  OCYIIIeCTB/IEHWUS  BbLIODODOUHOTO  KOHTpPOJIA — KauecTBa
JIeKapCTBEHHOTO TIperapaTa, YIIOJHOMOYeHHbIN (efiepanbHbli OpraH WCIOTHUTELHOM B/IaCTH B
YCTaHOBJIEHHOM WM TMOps/IKe pacCMaTpyMBaeT BOMPOC O MPUOCTAHOBJIEHWUA TIPUMEHEHUsI TakKoro
JIeKapCTBEHHOIO Tperapara /ijil BeTepUHapHOro [pYMeHeHUs..

(uactb 2 B pes. PenepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. YTparun cuny c 1 suBaps 2026 ropa. - ®egepanbhbii 3akoH 0T 30.01.2024 N 1-P3.

4. YrnoysHOMOUeHHbIN (eflepasibHbIl OpraH WCIIOJHUTENbHOM BIACTU TIPU HaIUUUMM Y HEro
CBe/IeHMI O HeCOOTBETCTBUU TIPOM3BOJUTE/S] JIeKapCTBEHHBIX CpeJCTB TpebOBaHUSM TpaBuUI
Ha/ljie)kallleld MpOW3BO/ACTBEHHONW TMpaKTUKKM W (WIM) O HapyLIeHWM JIMLEeH3WOHHBIX TpeOOBaHHUH,
KOTOpble ObUIM BBISBJIEHBI B XOJie TPOBeJleHUs] MHCIEKTHPOBAHHUSI TIPOU3BOJWTENIST JIeKapCTBEHHBIX
CpeAiCTB WM OCYLeCTB/IEHUs JIML|eH3UOHHOIO KOHTpOJsi B cC(epe MpPOU3BO/CTBA JIeKapCTBEHHBIX
CpeACTB M IpUBEeIM WIA MOTYT TPUBECTH K IIPOM3BOJCTBY JIEKAPCTBEHHBIX IIpernaparoB JJisi
BeTepUHAPHOT0 TPUMeHEeHHs, TIPUUMHUBIINX W/IN CIIOCOOHBIX MPUYMHUTL Bpe[| )KU3HU WK 370POBbHIO
JKUBOTHBIX, PaCCMaTpUBAaeT BOIPOC O MPUOCTAaHOB/IEHWM peanu3aliii U NMPUMeHeHHsl JieKapCTBeHHBIX
riperiapaToB [i/Isl BeTEPUHAPHOI 0 PYMEeHEeHUs B yCTaHOBJIEHHOM UM TOPsAJIKe B CIeIyIOIIUX CTyYasx:

1) coctaB U (WIM) TEXHOJIOTHSI MPOU3BO/CTBA JIEKAPCTBEHHOIO TMperapara [ijisi BeTepUHapHOIro
rpUMeHeHHUs (C OMMCAHWEM CTa[uii MPOU3BO/CTBA) OT/IMUAIOTCS OT 3asiBJIEHHBIX B PErMCTPaLiOHHOM
JlOChe;

2) nekapCTBeHHBIN Npenapar /Jisi BeTepUHapHOr0 NpYMeHeHUs IPOM3Be/ieH Ha POU3BO/ICTBEHHOM



T/I01Ia/IKe, He YKa3aHHOW B PErMCTPALIMOHHOM JJ0Che;

3) y mnpousBOAUTe/s] JIeKapCTBEHHBIX CPeJCTB OTCYTCTBYIOT [OKYMEHTHI, MOZTBep)KJatolire
COOTBETCTBME KauyecTBa JIEKAPCTBEHHOrO IIperapara /sl BeTePUHApHOIO0 NPHUMEHEeHUs, BBOAUMOIO B
TPa’KAaHCKUIA 000pOT, TpeOOBAaHUSIM, YCTaHOBJIEHHBIM TIPH €T0 FOCYZAAPCTBEHHOM PerncTpariyy;

4) TpOM3BOAMTENIEM JIEKAPCTBEHHBIX CPEJCTB B COTJIAaCOBAaHHBIM C COOTBETCTBYIOI[UM
YTIOJTHOMOYEHHBbIM (pe/iepaslbHbIM OPTaHOM HCIIOJIHUTE/LHOM BJIACTU CPOK He yCTpaHeHbl HapylLleHUs
TpeOOBaHWM MpaBU/I Ha/JIeXKall[el TIPOM3BOCTBEHHON TPAKTHKH U (W/IH) JIUI[€H3UOHHBIX TpeOOBaHUMH,
KOTOpble ObUIM BBISIBJIEHBI B XOZie TPOBEJeHUs WHCIEKTUPOBAHUS TPOWU3BOZMTES JIEKAPCTBEHHBIX
CpeJICTB WM OCYIIeCTB/IEHUSI JIUI[EH3MOHHOTO KOHTPOJsi B cdepe MPOU3BOACTBA JieKapCTBEHHBIX
CpeJCTB U TIPUBEIM WM MOTYT TIPUBECTH K TPOU3BO/CTBY JIeKAPCTBEHHBIX IIperapaToB [is
BEeTEPUHAPHOT0 TIPUMEHEeHUSs], TIPUUNHUBIIMX WU CTIOCOOHBIX MPUUMHUTL BpPe[, KU3HU WM 3[J0POBBIO
JKUBOTHBIX.

(uactb 4 BBesieHa PegepanbHbIM 3aK0OHOM OT 04.06.2018 N 140-D3)

7. B niopsiike, pelyCMOTPEHHOM 4acTbi0 4 HACTosIllel CTaTbH, YIIOJHOMOYEHHbIN (e/iepasibHbIi
OpraH WCIIO/IHUTEIbHOW BJIACTM pacCMaTpuBaeT BOMNPOC O TPUOCTAHOBJIEHWM peanu3aluu |
TpUMEeHEeHHUsl JIeKapCTBEHHOr0 Tperapara [jsi BeTePUHApHOrO MpPHMEHeHUs B C/yuae BbISIB/IEHUS B
rpaxJaHckoM 000poTe cepuM JieKapCTBEHHOTO Tiperiapara /il BeTepUHApPHOTO TPUMeHeHus,
JIOKYMEeHTBbI U CBe/IeHUs] O KOTOpOH, MpeayCcMOTpeHHble uacTssMu 1 - 3 U 6 cTaTbu 52.2 HACTOSIIETO
defepanbHOTO 3aKOHA, He TIpe/ICTaB/ieHbl B YKa3aHHBIA OpraH, MO0 Ccepur UMMYHOOHOJIOTHUECKOTo
JIEKApCTBEHHOI'0 Mperapara [J/s BeTEePUHAPDHOIO TMpPUMEHeHWs, He WMeKLerd pa3pellieHus,
MpeSyCMOTPEHHOI'0 4acThbio 8 craThu 52.2 Hacrosiilero denepasbHOro 3akoHa. B ykasaHHOM ciyvae
yIIOJTHOMOUEHHbIM  (efiepa/ibHbIi  OpraH  HWCIOJIHUTE/NLHOM  BJ/IaCTH  TMPUHUMAeT pellleHHe O
TPUOCTAHOBJ/IEHUU peau3aliii U pUMeHeHUs1 TaKUX Cepui 0 Mpe/CcTaBIeHus1 yKa3aHHbIX JOKYMEeHTOB
Y CBeleHU 00 10 TIOTy4YeHus1 YKa3aHHOTO pa3pelleHusl.

(uactb 7 BBesieHa PegepanbHbIM 3aK0OHOM OT 02.07.2021 N 317-P3)

Cratba 66. MHhopmauma o pesynbtatax hapmakoHagsopa
(B pegn. PepnepanbHOro 3akoHa ot 27.12.2019 N 475-03)

YnonHoMoueHHbIM  (defepabHBI  OpraH  WCIIOJHUTENbHOM  B/IACTH,  OCYILeCTBJISFOLLUI
(dapmakoHa/;30p, MO ero pe3y/bTaTam pa3MelllaeT Ha CBOeM OQUIMa/JbHOM caiiTe B ceTu "VHTepHeT"
MH(OPMaLMIO 0:

1) BBISBEHUM HOBBIX TOATBEP)KAEHHbIX [AaHHBIX O TMOOOYHBIX [AeMCTBUSAX, HeXe/aTeJbHbIX
peaklUsiX, Cepbe3HbIX HeKenaTe/bHbIX peakLUsiX, HerpeABUeHHBbIX HeXXesaTe/bHbIX peakLUsX Tpu
MpUMeHeHNH JIeKapCTBEHHOTO TIperapaTa, B TOM UMCJie BAUSIIOIIUX Ha OTHOILEHHEe OKU/IaeMOM T0JIb3bl
K BO3MO>XHOMY PHCKY NPYMeHEeHUs1 JaHHOT0 JIeKapCTBEHHOT O TMperapara;

2) IpUHATHIX pelleHUsIX 0 BHECeHUU M3MeHeHU B MHCTPYKLUIO 110 IPYMEeHEHHIO JIeKapCTBEHHOT 0
Tiperiapara, O MPUOCTAHOBIEHUH TIPUMeHeHHsI JIeKapCTBEHHOTO Tperiapara, 00 U3bITUU U3 obparieHus
JIeKapCTBEHHOTO Tperiaparta Uiy 0 BO30OHOB/IEHWH NTPUMeHeHus JIeKapCTBeHHOT0 Ipernapara.

Mhasa 14. NUHO®OPMALNA O IEKAPCTBEHHbIX NMPEMAPATAX. CACTEMA
MOHUTOPUHIA ABMXEHNA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEgUUNHCKOI O NPUMEHEHUA
(B pea. ®enepanbHOro 3akoHa ot 28.12.2017 N 425-D3)



Cratba 67. MHbopmauua o0 nekapCTBeHHbIX npenapatax. Cucrema MOHUTOPUHra
OBWMKEeHNs1 NeKapcTBEHHbIX NpenapaToB A1 MeAULNHCKOro NnpuMeHeHus
(B pegn. ®enepanbHOro 3akoHa ot 28.12.2017 N 425-03)

1. Mudopmaisi o ekapCTBeHHBIX TperaparaX, OTITyCKaeMbIX TI0 PeLenTy Ha JieKapCTBEeHHBIN
Tiperapar, AOJ/DKHAa COJepXaTbCsl TOJMBKO B CIEI[MaSU3UPOBAaHHBIX W3/IaHUSX, TpeJHa3HAueHHbIX [JIs
MeIUIUHCKUX, (hapMalleBTHUeCKUX paOOTHHUKOB, CIIEI[UATUCTOB B 00/1IacTh BeTepuHapuu. VHbopMarys
0 JIeKapCTBEHHBbIX TIperapartax /jisi CIelydauCToB B 00/acTd oOpallieHusl JIeKapCTBEHHBIX CPEZICTB
MO>KET CofiepKaThCsi B MOHOrpadusx, CripaBOUHUKAX, HayUHBIX CTaThsX, B JOK/IaZlaXx Ha KOHTpeccax,
KOH(MepeHIUsIX, CUMIIO3UyMaxX, HAyYHbIX COBeTaX, a TaKXe B MHCTPYKIUSIX I10 TMPHUMEHEHUIO
JleKapCTBeHHBIX TperapaToB.

(B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-®3)

2. Vndopmarusi 0 JIeKapCTBEHHBIX Tperaparax, OTIyCKaeMbIX 0e3 pelienTa Ha JieKapCTBEHHBIN
nperiapaT, MOXeT COZep)KaTbCsl B TMyO/MMKanusx U OOBSIBIEHUSX CPeACTB MacCOBOM HMH(OpMaLUH,
CTeL[UaTM3UPOBAaHHbIX M OOIL[UX TeuaTHBIX W3/IaHUSIX, UHCTPYKLUSIX TI0 MPUMEHEHHIO JIeKapCTBeHHBIX
TIperaparoB, UHbIX U3/aHUSX CyOBEKTOB oOpallleHusi ieKapCTBeHHbIX Cpe/iCTB. Pek/iaMHble MaTeprasibl
0 JIeKapCTBeHHOM TIperapare, OTIyCKaeMOM 0e3 pelieriTa Ha JIeKapCTBEHHBINM TperapaT, JOJDKHBI
COOTBETCTBOBATb MHCTPYKLIMH TI0 PUMEHEHUIO JIeKapCTBEHHOT'O TIperapara.

3. [omyckaeTcsi MCIIO/Ib30BaHUE JIFOOBIX MaTepHaIbHBIX HOCUTesed, TO3BOJISIOMINX XPaHUTD,
riepe/iaBaTh M MCTI0/Ib30BaTh MH(OPMALIUIO O JIeKapCTBEHHBIX Tperiapatax 6e3 ee MCKa)KeHUsI.

4. ns uened wuaeHTU(PUKALMM YMAKOBOK JIeKaPCTBEHHBIX [IperapaTroB [ MeAWULMHCKOTrO
MpUMeHeHUs1 POU3BO/IUTENU JIeKApCTBEHHBIX CPEJCTB B IOPs/Ke, yCTaHOB/IeHHOM [IpaBHTenbCTBOM
Poccuiickoli @efiepaliu, HaHOCAT Ha TEPBUUYHYHO YIMAKOBKY (B OTHOLLIEHUM JIeKapCTBEHHBIX
rpernapaToB i/l MeULIMHCKOTO TIPUMeHeHUs], 7Sl KOTOPbIX He MpeJlyCMOTpeHa BTOpPUYHasl YIakoBKa) U
BTOPUUHYIO (TTOTPeOUTENbCKYI0) YITAKOBKY JIEKAPCTBEHHBIX IIpPerapaTtoB il  MeAMIIMHCKOTO
NpUMeHeHUs1 CpeACTBa WAEHTU(UKALMM, 32 WCK/IIOUYeHWeM JiIeKapCTBEeHHbIX [IperaparoB  [ijis
MeJMLIMHCKOr0 TIPUMeHeHHs], POU3BOAUMBIX /Il IPOBeJleHNs] KIMHUUeCKUX UCC/Ie0BaHuM, SKCIIOPTa,
JleKapCTBEHHBIX MpernaparoB /s MeJULMHCKOrO NpUMeHeHUs, YKa3aHHbIX B yacTax 5 U 8 cratbu 13
Hacrosujero dejepanbHOrO0 3aKoHa, paAvodapMalleBTUUECKHMX JIeKapCTBEHHBIX —TIpernaparos,
BbICOKOTEXHOJIOTUYHBIX JIeKAPDCTBEHHBIX [IpernapaToB, KOTOpble IIPOU3BeJeHbl MaslbIMA CEepUSIMH,
COCTOAT W3 OJHOM WM HECKOJbKUX [103 BbICOKOTEXHOJIOTUUHOIO JIeKapCTBEHHOIO Iperapara,
rpe/iHa3HaueHbl /i1 KOHKDETHOIO TMalleHTa, UMeHT KOPOTKMM CPOK TOJHOCTH ([0 [eBsHOCTa
KaJleHJapHbIX AHel) W (WIM) TeMIlepaTypHbIM PeXUM XpaHeHWsi U TPaHCIIOPTHMPOBaHHsS MUHYC 60
rpagycoB llenbcus WaM HWKe, NUSIBOK MeJWLIMHCKUX W ra30B MeJULIMHCKUX. /Il JieKapCTBEHHBIX
rperapartoB C  MeXAyHapoJHbIM HeNaTeHTOBAaHHbIM  HaWMeHOBaHWeM "OTaHoa"  CpeAcTBO
UeHTU(DUKAM HAHOCUTCS Ha BTOPUYHYHO (TIOTPeOMTENhCKYH0) YIAaKOBKY B CJ/Iydae, €C/Id TaKas
yIaKOBKAa  fIBJISIETCS ~ WHAWBUAYAJTbHOM  BTOPUYHON  (TTOTpeOWTE/NIbCKOW)  YIMaKOBKOM  3TOTrO
JIeKapCTBEHHOTO TIperapara, a B C/lyuae OTCYTCTBUSI BTOPUYHOM (TIOTPeOUTEeNbCKOMN) YIaKOBKU WM
Ha/IMyusi YIMaKOBKH, B KOTOPOM HaxoAuTcs Oojiee OAHOM eAWHUIIbI yKa3aHHOTO JIeKapCTBEHHOTO
rperiapaTa B IepBUYHOM YNaKOBKe, CPe/ICTBO M/IeHTU(HKALIMA HAHOCUTCSI Ha IEPBUYHYIO YIIaKOBKY.
(uactb 4 BBegeHa PegepasnbHbIM 3aKOHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pep.
®enepanbHbIX 3aKOHOB 0T 04.08.2023 N 428-®3, ot 30.01.2024 N 1-®3)

5. XapakTepuCTUKUA CpeJCTBa WAEHTHU(HKAINM, TOPSOK €ero HaHeCeHWs W TpeboBaHWS K
CTpyKType u ¢dopMaTy UH(OpPMALUU, KOTOPYIO COJEP)KUT CPeACTBO WAeHTU(PUKAL[MH, OTpe/estoTCs
[TpaBuTenscTBOM Poccuiickoii @efiepaliviu.



(uactb 5 BBesieHa PefepasibHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

KoucynbranTllntoc: npumeyanue.
Y. 6 cr. 67 (B pes. @3 or 28.12.2025 N 514-®3) pacnpocTpaHsieTcsi Ha COIVIALIeHUs O
rocyZilapCTBeHHO-YaCTHOM (MYHHULIUIA/IbHO-4YaCTHOM) TTapTHEPCTBe, 3aK/toueHHbIe 10 28.12.2025.

6. Co3paHue, pasBUTHe M SKCIUTyaTalsl CUCTeMbl MOHUTOPHMHIA [JBW)KEHUs JIeKapCTBEHHbBIX
rperiapaToB /s MeAULIMHCKOIO IPUMEHeHHsl OCYLEeCTB/ISIOTCS Ha OCHOBAaHMM COIVIAUIEeHWS O
roCy/lapCTBEHHO-YaCTHOM MapTHEPCTBe, 3aK/IH0UYEHHOT0 MeXJy POCCHUUCKUM IOPUAUYECKHM JIMLIOM U
Poccuiickori ®epepaieii, OT MMeHUM KOTOpPOW BBICTyNaeT (peJepasbHblii OpraH HCIOJHUTENIbHON
BJaCTH,  OCYLIeCTB/SIONMN  (QYHKIMA 10  BbIpabOTKE  roCyJapCTBEHHON  TOJUTHKHA U
HOpPMAaTHBHO-TIPABOBOMY Dery/JMpOBaHHI0 B C(epe BHYTPEHHEl TOProB/M. YKa3aHHOe COIJiallleHue
3aK/rouaeTcsi B CooTBeTCTBUU C DepepasnbHbiM 3akOHOM OT 13 wmrosig 2015 roma N 224-®d3 "O
roCy/lapCTBEHHO-YaCTHOM TNapTHepCTBe, MYHMIMIIAJbHO-YaCTHOM IapTHepcTBe B Poccuiickon
@eslepaliui ¥ BHeCEHMM U3MEHEHUN B OTJZe/bHble 3aKOHOJaTerbHble akThl Poccuiickorn ®Pesfepanun’ ¢
yuyeToM ycTaHaBauBaeMmbIx [IpaButenbctBomM Poccuiickoii ®Pefepaniy mopsiika CO3/laHusl, pa3BUTHS,
BBOJA B 9KCILIyaTallyt0, SKCIUIyaTaljui U BbIBOJA U3 3KCIUIyaTaljud CUCTeMbl MOHUTOPUHIA JBWKEHUs
JleKapCTBEeHHBIX IperaparoB /il MeIMLUHCKOTrO IPUMeHeHUs], opsiJKa NpeJoCcTaB/ieHus: MUH(pOpMaLyy,
cojieprkaleincss B CUCTeMe MOHWTOPHHIA [IBWKEHUS JIeKapCTBEHHBIX IIperapaToB JJIs MeJULIMHCKOrO
NpUMeHeHNsl, W TIOpsi/iKa B3auUMOJENCTBUSl yKa3aHHOM CHUCTeMbl C MHBIMH TOCYJapCTBEHHbIMU
VH(OPMAaLlMOHHBIMM ~ CUCTeMaMU W UWH(QOPMALMOHHBIMM CHCTEMaMHM HOPUJUYECKMX JML, U
VHJUBU/yanbHbIX TMpeJANpUHUMaTesiel, yKa3aHHbIX B yacTax 7 u 10 Hacrosiued cratbu. Poccuiickoe
IOpUIMYecKoe JIMLI0, yKa3aHHOe B HaCTOsIILel 4YacTH, OCyLecTB/seT (YHKLMM oIepaTtopa CUCTEMBI
MOHUTOPHHIA [BW)KEHMs JIeKapCTBEHHBIX IIperaparoB [Jjisi MeAMLIMHCKOro npumeHeHus. Ilpunsarue
[IpaButensctBOM Poccuiickor @efepalyyd pelleHWd O 3aMeHe YKa3aHHOr0 oOrepaTopa WA
MpeKpallleHuM OCYIeCTBAeHHs UM (DyHKLMI ormepaTopa He [OMyCKaeTcs B TeueHWe CpOKa JeHCTBUS
corjalleHusi, yKa3aHHOIO B HAaCTOSLLeN YacTH.

(uactb 6 B pea. PenepanbHOro 3akoHa ot 28.12.2025 N 514-®3)

Koncynbrautlntoc: ippumeuanue.
Y. 6.1 cr. 67 pacrmpocTpaHseTcsi Ha  COIVIAIEHUST O  TOCYJapCTBEHHO-YaCTHOM
(MyHMLIMIA/IBHO-YaCTHOM) MApPTHEPCTBe, 3aK/toueHHble 10 28.12.2025 (P3 ot 28.12.2025 N 514-P3

).

6.1. OnepaTop cHMCTeMbl MOHUTOPUHTA JIBM)KEHUS JIeKapCTBEHHBIX MPerapaToB /Jis MeJULIMHCKOT O
TIpUMEHeHUs TIeHTPa/IM30BaHHO obecrieurBaeT (opMupoBaHWe (TeHeparjuio) Koja TIPOBEPKU C
WCII0/Ib30BaHeM TeXHUUYeCKUX Cpe/cTB (OPMUpOBaHUS KO/a TIPOBEPKU W OKasbIBaeT YCIYTH T0
Tpe/IOCTaB/IEHHI0 KO/I0B MapKUPOBKH, HeOOXOUMBIX [7isi ()OPMUPOBAHUSI CPEJCTB UAeHTU(DUKAIL[UN U
obecrieueHHsi MOHUTOPWHTA [IBWKEHUs JIeKapCTBEHHBIX TperapaToB /sl MeJUL[MHCKOTO TPUMeHeHUs.
Pa3mep muiaThl 3a OKasaHHWe TaKUX YCJIyT U MOPSAJOK ee B3WMaHUsS yCTaHAaBIUBAKOTCS HOPMAaTHWBHBIM
rpaBoBbIM akTOM IIpaBuTenbcTBa Poccuiickoit ®egepaiiyu, NMprHMMaeMbiM Ha OCHOBaHWUHM 4YacTu 4
cratbu  20.1 ®PepepampHOro 3akoHa oOT 28 gekabps 2009 roga N 381-®3 "OO6 ocHOBax
roCyJapCTBEHHOTO peryJMpoBaHUs TOProBOM AesiTelbHOCTU B Poccuiickont Pepepauuu’. Vi3meHeHUe
pa3Mepa yKa3aHHOM TIIaThl B TeueHWe CPOKa /eWCTBUsSl COTrJallleHUsi O TOCYy[apCTBEHHO-YaCTHOM
NapTHePCTBe, YKa3aHHOI'O B YaCcTH 6 HaCTOALLel CTaTby, He JOMYyCKaeTCsl.

(uactb 6.1 BBefieHa @esiepanbHBIM 3aKOHOM OT 28.12.2025 N 514-D3)



KoncynbrauTtlntoc: ippumeyanue.
Y. 6.2 cr. 67 pacrnpocTpaHsieTcsi Ha  COIVIAllleHWsI O  TOCYAapCTBeHHO-YaCTHOM
(MyHMLIMTIA/IBHO-YaCTHOM) MApTHEPCTBe, 3akK/toueHHble 10 28.12.2025 (D3 ot 28.12.2025 N 514-P3

).

6.2. OnepaTop cuCTeMbl MOHUTOPUHIA JABWKEHUS JIeKapCTBEHHBIX [IperapaToB /Jis MeJAULIMHCKOT 0
NpUMeHeHUsl OCYLIeCTB/sieT CBOM (YHKIMA B COOTBETCTBMM C HacTosiiuM PDefjepanbHbIM 3aKOHOM,
®epnepanbHbIM 3akOHOM OT 13 mrons 2015 roga N 224-®3 "O rocysapCTBeHHO-4aCTHOM ITapTHEPCTBe,
MYHMLIUIAIbHO-4YaCTHOM NapTHepcTBe B Poccuiickoit @esiepaliu U BHECEHUU U3MEHEHUM B OT/le/TbHbIe
3aKOHO/laTelbHble aKThl Poccuiickoit ®Pefiepaliun” U corJiailieHHeM, yKa3aHHBIM B yacTd 6 HacTosiiei
ctatbu. [Ipy 3TOM B TeueHHe CPOKa [|eMCTBUSI TaKOT'O COTJIAlleHus He [I0Iy CKatoTCs:

1) u3MeHeHHe CyILIeCTBEHHBbIX yCJIOBUM TaKOrO COIJIALLIEHWS B UaCTH yMEHbIIEHUs CPOKa ero
JIENCTBUS M U3MeHeHUsT o0beMa (PMHAHCOBBIX 00SI3aTe/BCTB €r0 CTOPOH, 3a WCK/IIOUEHWEeM CJlyuas,
yKa3aHHOro B moAnyHKTe 1 myHkTa 2 cratbu 450 ['pakgaHckoro kozekca Poccuiickon ®epepanuy;

2) u3MeHeHHWe TIpOI[eHTa OOIIero KOJaMuecTBa T0JIOCOB, MPUXOAAIMMXCS Ha J[OMU, KOTOpbIe
COCTAaBJISIFOT YCTaBHBIM KaryTas oriepaTopa U B OTHOIIIEHUM KOTopbIX Poccuiickasi @eznepaiys U (UK)
rocy/lapCTBeHHasi KOpropalusi UMeroT MpaBo MPSIMOTO U KOCBEHHOT'O PacCIiopshKeHUsI.

(uactb 6.2 BBefieHa DesiepanbHBIM 3aKOHOM OT 28.12.2025 N 514-D3)

7. Opygrueckue yvlia ¥ UHAUBUya/IbHbIe MPeANPUHUMATe M, OCYLLeCTBIISIOLLIKe TIPOU3BOCTBO,
xpaHeHue, BB03 B Poccuiickyro @Pepepanuio, OTMIYCK, peanu3aluio, Iepejauyy, MpMMeHeHue U
YHUUTO>KeHHE JIeKapCTBeHHBIX MperapaToB /sl MeULIMHCKOTO IPUMeHeHUs], 00eCcTieurBaroT B TIOpsIKe
U B COCTaBe, KOTOpble YycTaHOBJieHbl [IpaBuTenbcTBOM Poccuiickoit ®Pezepaliu € y4eToM BHUJa
OCYILIeCTB/ISIEMOM WMHU [esiTe/IbHOCTA, BHeceHuWe WH(OpPMAalMM O JIeKapCTBEHHBIX Mpernaparax [Jisi
MEeJMLIMHCKOTO TIPUMEHEeHHsI B CUCTeMYy MOHMUTOPDMHIA [BW)KEHUSl JIeKapCTBEHHBIX MpernapaToB [Jist
MeJULIMHCKOT O TIpUMEHEeHUS.

(uactb 7 BBesieHa PefepasibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHble Tiperaparbl JJjs MeJULMHCKOrO TpUMeHeHHUs, TMpeJHa3HaueHHble [Jid
obecrieueHust i, 6OMbHBIX reModwIvel, MyKOBUCLIMA030M, T'Unodr3apHbIM HaHU3MOM, OOse3HBIO
[omre, 370KaueCTBeHHbIMKM HOBOOOpPA30BaHUSMU JIUM(OHHON, KPOBETBOPHOW U POJCTBEHHBIX MM
TKaHeM, pacCessHHbIM CKJ/IEPO30M, JIML] [T0C/Ie TPAaHCIJIaHTAL[Muy OPraHOB U (W/IK) TKaHeW, TPOU3Be/|eHHbIe
1o 31 nexkabpst 2019 roza, a Tak)ke WHBIE JIeKapCTBeHHbBIe TIPeTiapaThl s MeAULUHCKOTO TIPUMEeHeHHs],
npoussefienHble 10 1 urosia 2020 roga, mofsekaT XpaHEHHUIO, IepeBO3Ke, OTIIYCKY, pean3aljiy,
riepefiaue, TpUMeHeHHI0 0e3 HaHeCeHUsl CPe/ICTB WAeHTHU(UKAL[UM [0 WCTeueHUs] CpoKa MX TOJHOCTH.
[TpaButenbcTBO Poccuiickoii denepalliy BrpaBe YCTaHOBUTH OCOOEHHOCTH BBOZA B T'Pa’KIAHCKHUI
000pOT /IeKapCTBEHHBIX IpernapaToB il MeJUIMHCKOrO NpUMeHeHUs, TPOM3Be/leHHbIX B reprof ¢ 1
utonst 2020 roma o 1 oktsiops 2020 roga. B 1jesi1x BBOJa B rpakaHCKUKM 00OpPOT jieKapCTBeHHbIe
rperiapaTtel s MeJMLIMHCKOIO TIPMMEHEeHMs, 3a MWCK/IIOUeHrMeM JIeKapCTBeHHBIX IIpernaparos,
npeiHa3HAUeHHBIX i obecrieueHus Jinil, OOJBHBIX reMOopuInel, MyKOBUCIUZ030M, TUTIO(PU3apHBIM
HaHU3MOM, 0Oosie3HbI0 ["ollle, 3/710KaueCTBeHHbBIMA HOBOOOpPAa30BaHUSMU TUM(OUIHOM, KPOBETBOPHOU U
POZICTBEHHBIX UM TKaHel, pacCesHHbIM CK/Iepo30M, JIML| 0C/e TpaHCIUIaHTaluM OpraHoB U (W/IK)
TKaHel, Mpou3Be/IeHHbIe 3a TipeiesiaMu Tepputopun Poccuiickoii ®egeparu 10 1 okTsiops 2020 roza,
MoryT ObITh BBe3eHbI B Poccuiickyto @epeparuto fo 1 siuBaps 2021 roza B Topsiike, YCTaHOB/IEHHOM
I[TpaBurenscTBoM Poccuiickoit ®eneparmu, 6e3 HaHeCeHHs CPe/ICTB UAeHTHU(PUKALIM.

(B pegn. PenepanbHbIX 3aKOHOB OT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)



8. Opranmsauysi WHGOPMALIMOHHOTO B3aUMOJIEMCTBUS CUCTEMbl MOHHUTODWHTA [JIBMDKEHUS
JIeKapCTBEHHBIX TMperapaToB /i MeAUIUHCKOTO TIPUMEHEHHSI C WHBIMH TOCY/japCTBEHHBIMU
WHGOPMALIMOHHBIMA CUCTEMaMU 00ecrieurBaeTcsi B TOM UMWC/Ie TIOCPeACTBOM WH(PACTPYKTYPHI,
obecrieurBaroiieii MHGOPMaI[MOHHO-TEXHOIOTHYECKOe B3aUMOJeCTBHe WH(POPMAIJMOHHBIX CHUCTEM,
WCTI0/Ib3YeMbIX il TIPe/IOCTAB/IeHHsI TOCYAAPCTBEHHBIX M MYHHULUTIANBHBIX YCIYT U UCIIOJHEHUS
roCyJapCTBeHHBIX Y MyHUIUIIANbHBIX (DYHKLIMM B 2/IeKTPOHHOM (hopMme.

(uactb 8 BBesieHa PefepaibHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Mndopmartiusi, cofieprkaliasicsi B cicCTeMe MOHUTOPUHTA [IBWKeHUsI JieKapCTBEHHBIX MperapaToB
JIIST MeULIMHCKOTO TIPUMEHEeHHUs, sIB/isieTCs MH(popMaljieii orpaHUueHHOr0 ZI0CTyTa B COOTBETCTBUU CO
cratbeii 9 DenepanbHOro 3akoHa oT 27 wutong 2006 roma N 149-®3 "O6 wuHbopmariu,
MHGOPMALIMOHHBIX TEXHOJIOTUAX U O 3amure uHMOpMalmu"', 3a WCK/IIOUeHHeM HWHGOpMalvy,
HeJIONyCTUMOCTh OrpaHWYeHHust [0CTyra K KOTOpPOW ycTaHOB/eHa ¢ezepanibHbIMU 3aKOHAMH, a TakKKe
nHpopmaiui, oTHeceHHOU [IpaBuTesnbcTBoM Poccuiickoit ®esepaljid B COOTBETCTBHUM C HACTOSIIIIUM
denepanbHbIM  3aKOHOM K obmiegoctymHo  wH(opmanuu.  OOmegoctynHas — uHMOpMarvs,
cojieprKalrjasicss B CUCTeMe MOHUTOPWHTA JBW)KEHUs JIeKapCTBEHHBIX TperaparoB [jis MeJUL[MHCKOTO
NpUMeHeHHUs, pa3MelljaeTcsi B HMH(OPMAalLIMOHHO-TeIeKOMMYHUKAI[MOHHON ceTy "MHTepHeT" (B TOM
yncsie B (opmMe OTKDBITBIX [JaHHBIX) B TIOPSiKe, yCTaHOBAeHHOM IIpaButensCcTBOM Poccuiickoi
®epeparyu.
(uactb 9 B pen. PenepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. Ooctyn K nHboOpMaLvK, cofiepKalllelicsi B CiCTeMe MOHUTOPMHTA JBW)KEeHHs JIeKapCTBEHHBIX
TIperaparoB /il MeJUIIMHCKOTO TpUMEeHeHMs], 00ecrieunBaeTcsl OMepaTopoM CHUCTEMbI MOHHUTOPHHIA
JIBIDKEHUSI JIeKapCTBEHHBIX MperapaToB [Ji MeJULMHCKOTO0 MpPHMeHeHUs! B MOpsifiKe, YCTaHOB/IEHHOM
[TpaBuTenscTBOM Poccuiickoli Pepepauid, B COOTBETCTBMM C 3aKOHOZATe/NbCTBOM Poccuiickoit
depepaiu 06 uHboOpMalMM, WHPOPMALMOHHBIX TEXHOJOTUAX M O 3aluTe HWH(OpMAaIu,
3aKoHo/aTenbCTBOM Poccuiickoli ®efiepaliid O TOCy/JapCTBeHHON TaliHe, 3aKOHOJATe/bCTBOM
Poccurickor defepaiuy 0 KOMMepUYeCKOM U MIHOW OXPaHsieMOUW 3aKOHOM TalHe M C y4eTOM MOJIO’KEeHUU
Hacrosimjer ctaThu. IlpaBuTenscTBO Poccuiickor @Pefepalv BIpaBe YyCTaHAB/IMBATh IepedyeHb
JIeKapCTBEHHbIX TIpernapaTroB [/si MeJULIMHCKOTO TIpUMeHeHusi U (W) TPy JieKapCTBeHHBIX
rperiapaToB /il MeJWIIMHCKOrO0 TIPUMEHEHHUsI W O0COOeHHOCTH JoCTyrna K MH(OPMAlMM O TaKUX
JleKapCTBEHHBIX TIperaparax, COJepKallelicsi B CHUCTeMe MOHWTOPHHIA [BWKEHUSI JeKapCTBEHHBIX
riperapaToB [ijisi MeJUL[UHCKOTO IPYMeHeHUsI.

(uactb 9.1 BBefieHa DesepanbHbIM 3aKOHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb30oBaTeNd CUCTEMbI MOHUTODWHTA [IBWKEHUSI JIeKapCTBEHHBIX TIperapaToB  [i/ist
MeIMIUHCKOTO TPUMEeHeHHs 00/1a/IaloT TPaBOM /JOCTyra K MH(OpMaIUH, COJepyKalllelcsl B CUCTeMe
MOHMTOPUHTA [IBWKEHUS JIeKAPCTBEHHBIX IIperiapaToB [yl MeAULIMHCKOTO TPUMEHEHHs, C Y4eToM
OTrPaHUUEHHUM [OCTyMa K yKa3aHHOW MH(OpMalUMd W ee ToCaeAyroiier 06paboTKe, yCTaHOB/IEHHBIX
HactosuM PefiepanbHbIM 3aKOHOM U MHBIMA HODMATHBHBIMHU TIPaBOBBIMH akTamMu Poccuiickoi
®dejeparyu.

(uactb 9.2 BBefieHa DesepanbHbIM 3aKOHOM OT 04.08.2023 N 474-D3)

9.3. ®epnepanbHble OpraHbl HCTIOJHUTE/NBLHOM BAACTU W UCIIONHUTETbHbIE OpraHbl CyOBEKTOB
Poccutickoii @enepaliiu B Liefisix, ornpefienieHHbiX [IpaButensctBoM Poccutickoii @eznepaliviv, UMerOT
MPaBO ZIOCTyIa K MHGOpPMaIMK 0 CyObeKTax obOpallleHUs JIeKapCTBEHHBIX CPEeZICTB, O JIeKapCTBEHHBIX
rperiapaTax ¥ 06 000poTe TaKUX JIeKAPCTBEHHBIX TPerapaToB, He0OXOAUMOM /Jisl BBITTOTHEHHS 3a/iau U
ocyilecTByieHus1 (yHKLUM, BO3/0XKEHHbIX Ha (efepajibHble OpraHbl MCIOTHUTENBbHOW B/ACTH U
WCTIO/THUTE/IbHbIE OpraHbl CcyOBeKToB Poccuiickoit degeparyiy, CTaTUCTHUECKOW WHGOPMALUK O



JIeKapCTBeHHBIX MperapaTax U 06 ux o6opoTe, a Takxe K obmenocTymHoi uHopMarun. CocTaB 3TOM
WHGOPMALIUK OTIpe/IesiISIeTCsl CoraleHnssMi 00 MH(OPMAI[MOHHOM B3aUMO/IeMCTBUM, 3aK/THOUEeHHBIMU
orepaTOpoOM CHCTeMbl MOHMTODUHIA [IBU)KEHHUSI JIeKapCTBEHHBIX TIperapaToB [jisi MeJULMHCKOTO
rpuMeHeHUst C (efiepa/ibHBIMU OpraHaMU WCIIOJIHUTETbHON BIACTU WX WCTIOJHUTE/IbHBIMU OpraHaMu
cyorekToB  Poccuiickoit @epepaiu U (defepasbHBIM  OpPraHOM  HCIIOJIHUTELHOW — B/IACTH,
OCYLLeCTB/ISIIOIIMM ~ (QYHKIIMA TI0 BbIpabOTKe U peanu3aliid TOCYJAPCTBEHHOM TOJMUTUKU U
HOPMaTMBHO-TIPaBOBOMY PeryJIMpPOBaHuI0 B cdepe 37paBOOXpaHeHUsI.

(uactb 9.3 BBegeHa PenepanbHbIM 3aKOHOM OT 04.08.2023 N 474-D3; B pey. PefepanbHOro 3akoHa OT
08.08.2024 N 232-93)

9.4. CybmekT obpalljeHus] JIeKapCTBEHHBIX CpPeZCTB MMeeT TpaBO AOCTyra K uHbopMaiyd o0
orepalusXx C JeKapCTBeHHBIMM TIperapaTaMy [Jisi MeJUI[UHCKOTO TIPUMeHEeHHs], COBEpPILIEeHHBIX 3THUM
CcyOBeKTOM oOpallieHUst IeKapCTBEHHBIX CPE/ICTB, a TAKXKe K 00I1[eZJ0CTYITHON MH(OPMAaI|H.

(uactb 9.4 BBefieHa @esiepanbHBIM 3aKOHOM OT 04.08.2023 N 474-D3)

9.5. OnepaTop CUCTeMbl MOHUTOPUHT'A /IBU)KEHUSI JieKapCTBEHHBIX TperapaToB [i/isi MeAULIMHCKOT 0
npuMeHeHUst 00/1a/laeT MPaBOM JOCTyINa K WHGOPMALMH, COZEp Kalllelicss B CUCTeEMe MOHHUTOPHHIA
JIBIDKEHUST JIeKapCTBEHHBIX TIperiapaToB [/l MeAUIIMHCKOrO0 TpHUMeHeHUs, BK/ouasi WHGOpPMAaLHio
OrpPaHMUEHHOT0 [I0CTYTa, C BO3MOXXHOCTBIO ee 00pabOTKM, B TOM uuC/ie ee TpeloCTaB/ieHus U
pacripocTpaHeHusi, obecrieueHus: AOCTyTla K Hell M OKa3aHHUsl YCJIYT C ee KCIO/b30BaHUeM (Zasiee -
ob6paboTKa).

(uactb 9.5 BBefieHa DesepanbHbIM 3aKOHOM OT 04.08.2023 N 474-D3)

9.6. Omeparop cUCTeMbl MOHUTOPHUHTA JIBYKEHHSI JIeKapCTBEHHBIX MTPerapaToB [/ MeIULIMHCKOTO
TIPUMEHEHHsT MOXKeT OCYIIeCTB/ISITh 00pab0oTKy MH(GOPMALMM OrPaHUUEHHOT0 JOCTYTIa, COJep Karencs
B CUCTeMe MOHHMTOPHHIA /IBM)KEHUSI JIEKaPCTBEHHBIX MPENapaToB [ MeJAULMHCKOTO MPUMEHEHUs], TIPH
yC/0BUM 00si3aTenlbHOr0 00e3/1MuMBaHUsl Takod WHGOPMAalMd B COOTBETCTBUU C YTBEP)KIAeMbIMU
tbenepanbHBIM OpPraHOM HCIOMHUTENBHOM BJACTH, OCYILECTB/SIOUMM (YHKLUMH 10 BbIpabOTKe U
peanu3alii TOCYAApPCTBEHHOW TIOJMTUKM W HOPMATHMBHO-TIPABOBOMY Dery/JMpOBaHHIO B  cdepe
34paBOOXpaHeHusi, TI0 COTJIaCOBaHWIO C (efepasbHBIM OpPraHOM  WCIIOJTHWUTENBHOM  BJIACTH,
OCYIIeCTBJISIOIIUM (PYHKIMY TI0 KOHTPOJTIO ¥ HaZI30py B chepe MHGOPMALMOHHBIX TEXHOIOTHH U CBSI3H,
U (¢enepasbHBIM OpPraHOM MCIIOJHUTE/NLHOW BjlacTU B obsiacTv  obecriedeHusi 6e301acHOCTH
TpeboBaHMSIMM K 00e31MUMBaHUI0 TakoM wuHpopMaLuM M MeTojaMd 00e3MMuvBaHUS —TaKOM
uHpopmaruu. Obe3nmuueHHass WH(OpMalLMs, TIONyuYeHHass B pe3ysjbTaTe yKa3aHHON 00paboTKM U
cofieprKalljasiCsi B CHCTeMe MOHHWTOPHHTA [BIDKEHHUs JIeKapCTBEHHBIX IPerapaToB [ MeJULIMHCKOTO
TIpUMeHeHWs], SIB/IsieTCst MH(opMaryeii orpaHuueHHOro focTtymna. Obe3miueHHast THOPMALWs, AOCTYTI K
KOTOpOU ObUT 00OecrieueH orepaTopoM CHUCTeMbl MOHUTOPHHTA [IBI)KEHHSI JIEKAPCTBEHHBIX TPeriapaToB
JU1s. MEIMLITHCKOTO TIPUMEHEHUSI B LIeJIIX OKa3aHUs YC/IYT C ee UCTI0/Ib30BaHUEM, MO/IEXXUT XPaHEHUIO
B CHCTeMe MOHMTOPHHIA [IB)KEHMS JIeKapCTBEHHbBIX IperapaToB [l MeAWLMHCKOTO MPUMeHeHHUsT He
MeHee TISITU JIeT C JaThl TIpelOCTaB/ieHUst JOCTyma K obe3nuyeHHON uH(oOpMaliy, U Ha Hee He
pacnpocTpaHstoTcsi TpeboBaHus K MHGOPMAL[M OTPaHUUYEHHOTO AOCTYTIa, YCTaHOBJIEHHbIe HAaCTOSILeH
CTaTbeu.

(uactb 9.6 BBefieHa DesepanbHBIM 3aKOHOM OT 04.08.2023 N 474-D3)

9.7. OnepaTop cMCTeMbl MOHUTOPHHTA /IBU)KEHUS JIeKapCTBEHHBIX pernapaToB /sl MeIULIMHCKOT 0
TIpUMeHeHUsI MOKeT OCYIIeCTB/IATh 00paboTKy MH(MOpMAIMU OrPaHUUYEHHOT0 JOCTYIIa, COJeprKalleics
B CHCTeMe MOHWUTOPHWHIA [IBW)KEHUSl JIeKapCTBEHHBIX TIperapaToB [ijisi MeAWLIMHCKOTO TpUMeHeHUs,
TOJTyUeHHOM OT cyObekTa oOpaiieHusl JeKapCTBeHHBIX CPe/CTB, 3aperMCTPUPOBAHHOTO B CHUCTEMe
MOHUTODUHIA [IBIDKEHMS] JIeKapCTBEHHBIX IIperapaToB /Il MeJWLMHCKOTO TIpUMEHEeHUs U
TIPe/ICTAaBUBIIET0 B Hee CBe/IeHWs, B WHTepecaX M IO TIOPYUEHUI0 TaKOro CyObekTa oOparieHus



JleKapCTBeHHBIX CpeficTB O6e3 06e3/mnurBaHus MHGOOPMAIMKU OrPAHUYEHHOTO JI0CTYTIA.
(uactb 9.7 BBefieHa DesepanbHbIM 3akOHOM OT 04.08.2023 N 474-D3)

9.8. OnepaTop cucTeMbl MOHUTOPHHIA IBUKEHHS JIeKapCTBEHHBIX MpernapaToB /151 MeAULMHCKOT O
TpUMEHEeHHs BIIpaBe OKa3blBaTh Ha HeJWCKPUMMWHALMOHHOW OCHOBe YCAYTM C UCHO/b30BaHUEM
obe3/MueHHON WH(OPMAaIUM, CO/Iep>Kall[elicsi B CUCTeMe MOHUTOPUHIA [BWKEHHUSI JIeKapCTBEHHBIX
rperapaTtoB /s MeAWLMHCKOTO TIpUMeHeHHs, CcyObeKTam oOpallleHusi JieKapCTBEeHHBIX CpeJCTB,
MOPSIOK U CTOUMMOCTb OKa3aHUsl KOTOPBIX OMNpeJessiioTCS OINepaTOpoOM CHUCTeMbl MOHWTOPHHIA
JIBIDKEHUS! JIeKapCTBEHHBIX MpernaparoB [Jid MeJWLIMHCKOrO MNpPWMeHeHHsl, C y4YeTOM OrpaHhuYeHui
JIOCTyTIa K 00e3/1MueHHONM MH(MOpPMAIIMK, YCTaHOBJIEHHBIX HACTOSIIEN CTaTbeld. YKa3aHHbIE TIOPSIOK U
CTOMMOCTb OKa3aHWs TaKUX YUIyr pa3MeLjalTCsl OrepaTtopoM CUCTEMbI MOHUTOPHHIA [BMKEHUS
JIEKapCTBEHHbIX TIperapaTroB [Jjsi MeAUIMHCKOrO0 TMpHMeHeHUsi Ha caliTe CHCTeMbl MOHWTOpHHIa
JIBIDKeHUsI JIeKapCTBEHHBIX TrpernaparoB Jine MeJULMHCKOI 0 TIpUMeHeHUs B
HMH(}OpPMaLIMOHHO-Te/IeKOMMYHUKAL[MOHHOM ceTH "VIHTepHeT" U Mo/jjie)kaT KOHTPOJIH0 B COOTBETCTBUU C
aHTMMOHOTMOJ/IbHBIM 3aKOHOZAaTeNbCTBOM Poccuiickont defjepaiiuu. YKa3aHHbIe TOPSAJ0K U CTOMMOCTD
OKa3aHUsl TaKUX YCIyT JOJDKHBI ObITh eJUHBIMH /IJIs1 BCEX JIUI], 0OpaIlaroinXxcs 3a OKa3aHUeM YC/IyTH B
OTHOIIIEHWH OJIMHAKOBBIX BHJa, 00beMa M cCoCTaBa TipefiocTaBisiemMor uHpopMmaiuu. CyObekTam
oOpailleHus1 JIeKapCTBEHHBIX CPEeJCTB 3alpelljaeTcsl TPeJoCTaB/sATh U PACIPOCTPaHATh WHGMOPMAI[HIO,
TM0JIyYeHHYI0 B COOTBETCTBUU C HACTOSLLEM UaCThIO.

(uactb 9.8 BBefieHa @esiepanbHBIM 3aKOHOM OT 04.08.2023 N 474-D3)

10. TIpou3BoauTeNb JIEKAPCTBEHHBIX CPEACTB, Jep)kaTeb JUO0 Biafiesiel] PerucTPaliOHHOTO
YAOCTOBEepeHUsl JIeKApCTBEHHOI'O IIperapara WM Ipe/CTaBUTeNbCTBO MHOCTPAaHHOM OpraHv3alyy,
SIBISIIOLLENCST  ZiepyKaTesieM JIMOO BJafieNlblieM PeruCTPaLlMOHHOTO YOCTOBEPEHHsI JIeKapCTBEHHOTO
rpernapaTa, Ha TeppuTopuM Poccuiickoii ®efjepauiy, 3apervcTpyupoBaHHble B CUCTEMe MOHUTODUHIa
[IBIDKEHMS JIeKapCTBEHHBIX TperapaToB [/ MeJULMHCKOrO0 TpHMEeHEeHUsl W Tpe/CTaBUBLINE B Hee
CBeJleHUsI 0 HaHeCeHWU Cpe/ICTB WAEeHTU(PUKAIIMM Ha YIaKOBKU JieKapCTBEHHBIX TperapaToB, HapsiAy C
vHpopMaleli, yKa3aHHOM B yacTyd 9.4 HacTosillel CTaTbd, M0JIyyaeT COZeprKallylocsi B CHUCTeMe
MOHHWTOPHHIA JBW)KEHUS JIeKapCTBEHHBIX IperaparoB AJisi MeJULIMHCKOro MpUMeHeHus1 WH(OopMaLyio
OrpPaHMUEHHOI0 JIOCTyTa O CepusiX W TMapTUsiX 3THX JeKapCTBEHHBbIX IperapaTtoB 0e3Bo3Me3HO U
BIIPaBe OCYILECTB/IAThH CAMOCTOSITE/IbHO WM TIopy4yaTb 00paboTKy Takoi uHGOpMalu TOJBKO B
coOCTBeHHBIX MHTepecaX. [IpM 3TOM AOCTyn K Takod WHGOpPMAaLWU WK pe3yibTaTaM ee 00paboTKU
VMeeT TOJIbKO JaHHBINA CyOBeKT oOpallieHus ieKapCTBeHHBIX CPe/ICTB WK JIULIO, KOTOPOMY OH TTOPYYHIT
o6pabotky. CocTaB TIpeJjOCTaB/lsIeMOM B COOTBETCTBMM C HACTOSIIEH 4YacTblo HUHGMOpMaIuu
onpegensietcs [IpaBurensctBoM Poccuiickor @efepalivin.

(uactb 10 B pen. PenepanbHoro 3akoHa oT 04.08.2023 N 474-D3)

11. 3a Npor3BOACTBO WM MPOAAXKY JIEKAPCTBEHHBIX IMPerapaToB /sl MeAULMHCKOTO TPUMeHeHUs
0e3 HaHeceHUs CPeJCTB HAeHTU(UKALMK, C HapyIIeHHWeM yCTaHOBJIEHHOTO TIOpsiika MX HaHeCeHWs, a
TaK)Xe 3a HeCBOEBPEMEHHOe BHeCeHHWe [aHHbIX B CHCTeMY MOHWUTODHWHIrA [BWXEHMS JIeKapCTBeHHbIX
rpernapaToB [jisi MeJWLMHCKOTO TPUMEHEHWs WM BHECeHWe B Hee HeJOCTOBEPHBIX [JaHHbBIX
IOpUIMYecKre JiMlla U UHAWBUAYa/bHbIE TPeANpPUHMMATE/Y, yKa3aHHble B 4acTsax 4 U 7 HacTosien
CTaThH, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOlaTebcTBOM Poccutickont Pefeparyu.
(uactb 11 BBegeHa PesepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

12. TIpaButenbcTtBo Poccuiickoii ®ezepaliiv BIpaBe YCTAaHOBUTbH OCOOEHHOCTH BHEAPEHUs
CUCTeMbl MOHUTODWHIA [IB)KEHUS JIeKapCTBEHHBIX IIpernapaTtoB [/ MeJULIMHCKOTO MpHUMeHeHHUs,
BK/IFOYasi CPOKM ee BHeJpeHMsl, B OTHOLIEHWU JIeKapCTBEHHBIX IpenaparoB [ MeJULIMHCKOrO
NIPUMEHEeHUs], BK/IIOUEHHBIX B TepeueHb >KU3HEHHO HeoOXOJUMBIX U BaKHEUIIMX JI€KapCTBEHHBIX
TIperaparoB, JIeKapCTBEHHBIX TIperapaToB, TpeJHa3HaueHHbIX /i1 o0ecrieueHusi /UL, OOJBHBIX



remModunveli, MyKOBHUCL[/I030M, TMIIO(QU3apHbIM HaHKW3MOM, Oosie3Hbio [olile, 3710KaueCTBEHHBIMU
HOBOOOpa30BaHWsAMHU JIUMQOUJIHON, KPOBETBOPHOM W POJCTBEHHBIX WM TKaHel, pacCesHHbIM
CKJIEpPO30M, JIML] [10C/Ie TPaHCIUIaHTalMM OPraHOB U (W/IM) TKaHeM, UHBIX JIeKapCTBEHHBIX IperaparoB
J1S1 MeJULIUHCKOT O [IPYMEeHEeHUSI.

(uactb 12 BBegeHa PesepasbHBIM 3aKOHOM OT 28.12.2017 N 425-03)

Mnaesa 14.1. OFPAHUYEHNA, HANNATAEMbIE
HA OPIrAHN3ALUUN, OCYLLUECTBNAOWNE AEATE/IbHOCTb
MO OBPALLEHUNIO NEKAPCTBEHHbBIX CPEACTB

(BBegeHa PezepasbHBIM 3aKOHOM OT 25.11.2013 N 317-D3)

Crtatbs 67.1. OrpaHuMyeHusi, Haslaraemble MPU OCYLLECTB/IEHUU AeATeNbHOCTU B
cthepe oGpaLleHNs TeKapCTBEHHbIX CPeACTB

1. OpraHuzanyy, 3aHUMarolecss pa3pabOTKOM, TMpPOM3BOACTBOM M (WIM) peanu3alueid
JleKapCTBEeHHBIX MpeTapaToB [jisi MeULMHCKOTO TPUMeHeHuUsl, OpraHu3aliiy, ob/iaziaroiiye rmpaBaMu Ha
WCII0/Ib30BaHHe TOPrOBOTO HAauMMEHOBaHHWsl JIeKapCTBEHHOIO TiperapaTta /s  MeAWULIMHCKOIO
MpUMeHeHHsl, OpraHU3aliui OMTOBOM TOPrOB/M JIEKAPCTBEHHBIMU CPe/JCTBAaMHM, arTeuyHble OpraHu3alyn
(ux mipefCcTaBUTENU, WHBbIE (U3MUECKHe U IOpUAUYEeCKre LA, OCYLeCTBISIONIMe CBOIO [/1eTebHOCTh
OT WMEHM OSTHUX OpraHu3alii) B OTHOIIEHWM MEAUIUHCKUX pPAaOOTHUKOB W PYKOBOZMTEseH
MeJUIIMHCKUX OpraHu3al[yii He BIIpaBe:

1) Bpy4aTh NoOAApKH, BbITIJIAUMBATh [leHe)KHbIe CpPe/iCTBa (3a MCK/IHOUeHWeM BO3HarpaXkJeHWul 1o
JloroBOpaM TIpU  TpPOBEJEeHWU KJIMHUUEeCKUX MCC/Ie[JOBaHUM JIeKapCTBEHHbIX IpernaparoB s
MeJULIMHCKOTO TIPUMEHEeHUsl, BO3HarpakKJeHWi, CBSI3aHHBIX C OCYL[eCTBJIeHUEeM MeJULMHCKUM
pPabOTHUKOM TeJaroruyecKoi U (UM) HayuHOU JieSTe/TbHOCTH), B TOM UHC/Ie OTJIaurdBaTh Pa3B/ieUeHus],
OT[bIX, MPOe3] K MeCTy OTAbIXa, a TAKXKe MPUBJEKaTb K YUaCTHIO B pa3B/eKaTe/bHbIX MEepPOIPUSITHSIX,
MPOBO/IUMBIX 3@ CYeT CBOUX CPEJICTB;

2) 3aK/ryaTh COTJIallleHWs] O Ha3HAueHWW WM peKOMeHJallMM TaleHTaM JieKapCTBeHHbBIX
rpernapaToB [yl MeJULMHCKOrO TpUMeHeHUs (3a MCK/IYeHWeM [IOTOBOPOB O TMpPOBeJEeHUU
K/IMHUYeCKUX UCC/IeJOBaHUM JIeKapCTBEHHBIX MperapaToB [i/isl MeJULMHCKOT0 PUMeHeHus1);

3) mpefOCTaB/IATE 0Opa3Libl JIEKapCTBEHHBIX MPEapaToB /sl MeJUIIMHCKOTO TIPUMEHEHUS B 1[eJIAX
BpyYeHMUs] TalMeHTaM (3a MCK/IOUeHWeM C/yudaeB, CBSI3aHHbIX C TIPOBEeIeHUEeM KIMHUYEeCKUX
WCC/IeZIOBaHUM JieKapCTBEeHHBIX TIpernaparToB [Jjisi MeAULIMHCKOTO TIPUMEeHeHHs );

4) mnpefoCTaBisSTh HENOCTOBEPHYHO M (W/IM) HENOJIHYH0 HWH(OpPMALMI0 O JIeKapCTBEHHBIX
Tnperaparax A/l MeJULIMHCKOr O IPUMeHeHUs;

5) moceijaTh UX B pabouee BpeMsi Ha paboOUMX MeCTax, 3a UCK/IIOUEHUEM CTydaeB, CBSI3aHHBIX C
MpoBeJleHeM  KJIWMHUYeCKUX WCCAe/loBaHUM  JIeKapCTBEHHBIX T[perapaTtoB [Aasi MeAWULIMHCKOTO
MpUMeHeHHs], C y4acTheM B TIOpsifike, YCTaHOBJIEHHOM DYKOBOZAUTe/eM MeAULIMHCKOW OpraHu3alviu, B
CcoOpaHUsX MEAUIUHCKUX PAOOTHUKOB M WMHBIX MEPOIIPUSTUSX, HaAlpaB/IeHHbIX Ha TOBBIIIEHUE WX
nipodecCrOHaIFHOTO YPOBHS WM Ha TpeJoCTaB/ieHHe WH(OPMaLUH, CBsi3aHHON C OCYIleCTBIeHHEeM
MOHUTOPHHTa 6€30TacCHOCTH JIeKapCTBEHHBIX TPeraparos;

6) moOy>kaaTh K BBIMHUCHIBAHUIO JIEKaPCTBEHHBIX TPeTapaToB /il MeJUIIMHCKOTO TTPUMeHeHUsT Ha
O/1aHKax, cofepyKalux WHMOOPMAIMI0 PEKJIaMHOTO XapaKTepa, a Tak)Ke Ha pelLlenTypHbIX OiaHKax, Ha



KOTOPBIX 3dpadaHee HalleddaTaHO HadMMEeHOBdHME JIeKADCTBEHHOI'0 IIperiapara Ajad MeAULHMHCKOI'O
MpUMEHEHHNS.

2. Opranu3auyy, yKasaHHble B ab3alle TilepBOM 4acTH 1 HACTOsIIel CTaThy, U UX TIPe/ICTABUTENU B
OTHOIIIEHUH (hapMalleBTHUeCKUX PAOOTHUKOB M PYKOBO/IMTE/IeH anTeuHbIX OpraHU3alliii He BIIpaBe:

1) BpPpyU4dThb MMO4dPKH, BBIMJIAUMBATE AE€HEXHBIE CPEACTBd, B TOM UHCJ/I€ OIlVIAYWMBATL pd3BJ/I€HEHUS,
OTABIX, IIpoe3d K MeCTY OTAbIXd, W IIPHUBJ/IEKATb K YUdCTHIO B Pa3BJ/I€KATE/IbHBIX MEPOIPUATHAX,
MMPOBOAWMBIX 3a CUET CBOUX CpeCTB;

2) TIpefoCTaB/ATh 00pa3i[bl JIEKAPCTBEHHBIX TIPETapaToB [/Isi MeJUI[UHCKOTO TPUMEHEHUs /ISt
BpPYyUYeHUs HaCeJIeHUIO;

3) 3dK/II04YaTh COrVIallleHUdA O TIIpeJJIO’KEHWH HACeJIEHWI0 OIpefe/IeHHbIX JIEKAPDCTBEHHbIX
rperiapaToB AJid MeAULMHCKOT'O MTPUMEHEHUI;

4) TIpefloCTaB/sATb HEAOCTOBEPHYH0 U (WIM) HemNo/Hyl0 WHGOPMAalMi0 O JieKapCTBeHHBIX
riperaparax [jisi MeJWIL[MHCKOTO TIPUMEeHeHUsl, B TOM UYHC/Ie UMEIOIIUX OAWHAKOBOe MEXKIYHapOJHOe
HeraTeHTOBaHHOe HavMeHOBaHUe.

CratbAa 67.2. Tpe6oBaHUA K opraHusayum n NpoBeAeHUI0 HayYHbIX MePOnpUATUIA,
MHbIX MepPONpPUATUIA, HanpaBNEHHbIX Ha NOBbIWEeHMe MNpPodecCMoOHaNIbHOIO YPOBHA
MeAULUHCKMX pPaGOTHUKOB WM Ha npeaocTtaBneHne uHopmauum, CBA3AHHOW C
OCyLLeCTB/IEHUEM MOHUTOPUHra 6e30nNacHOCTU JieKapCTBEHHbIX NpenapaTos

1. I1pu npoBefieHMM HayYHBIX MEPONPUSTHUM, UHBIX MEPOIPUSITHH, HallpaB/Je€HHbIX Ha TOBBILLIEHHE
NpoheCCUOHATBHOTO YPOBHS MEJUIIMHCKUX pPAaOOTHUKOB WM Ha TIPeJOCTaB/eHHe CBS3aHHOM C
OCYIIIeCTB/IEHHEM  MOHUTOpUHTa  0e30IaCHOCTU  JIeKAPCTBEHHBIX  TpernapaTtoB  WHGOpMaluHy,
OpraHM3yeMbIX OpraHH3al[isIMH, yKa3aHHbIMU B ab3arle mepBom uyactd 1 cratbu 67.1 HacTosIIero
@eflepa/IbHOTO 3aKOHa, UX TIpeJCTaBUTENsIMA W (WiM) (UHAHCUPYeMbIX 3a CUeT CPeJCTB I3TUX
OpraHu3ali M WX T[peACTaBUTee, 3amnpellaeTcs TMpensATCTBOBaTh Y4yaCTHUI0 B  YKa3aHHBIX
MEepONPUATUSIX UHBIX OpraHU3alvii, KOTOPble MPOM3BO/AT WM Peajn3yloT JeKapCTBEeHHbIe TpernapaThbl
JUIST MeUI[MHCKOTO TPUMEHEeHUs] CO CXOXKUM MeXaHU3MOM (DapMaKOIOTUUeCKOTo [eNCTBUs, JIMOO
Co3/laBaThb JUCKPUMHHALIMOHHbIE YCJIOBUSL [JIs1 OJHUX YUYaCTHUKOB M0 CPaBHEHWIO C [JPYTAMM
y4aCTHUKaMH, a8 UMEHHO:

1) npefoCTaBASTh pa3IMyHOe KOIMUECTBO BpeMeHU /1JIsl BBICTYIIJIEHWH yUaCTHUKOB, pa3/iiyHblie TI0
pa3Mepy 3aHMMaeMoU TUIOLAI MeCTa [ijisi JeMOHCTparii 00pa3IiioB jieKapCTBeHHBIX TPernaparoB [ijist
MeJMLIMHCKOrO0 TpPUMEHEeHUs] WIM peKJaMHbIX MaTepuaJoB O JIeKapCTBEHHBIX Iperaparax [AJis
MeJMLIMHCKOr0 MIPYMeHeHMs Ha KCIO3ULUSAX, CTeH/aX, 3a UCK/II0UeHeM CIy4aeB, ec/id Takie YC/I0BUS
3aKperieHbl B COTJIALIeHUSIX 3TUX OpPraHu3alvii, UX MNpejcTaBUTe/el 0 (PUHAHCHPOBAHUU YKa3aHHBIX
MepOTPUSITUIA 1 00YCIOB/IeHbI Pa3/IMYHBIMU 3aTPaTaMH YUaCTHUKOB Ha UX OPraHU3alvIo;

2) ycraHaB/MBaTh pa3Mep B3HOCA /ISl YYaCTHUKOB MEeDOTPUSATHM, YKa3aHHbIX B ab3alie miepBoM
HacTosilllell YacTH, MpeBBILIAILMI CyMMYy 3aTpaT Ha OpraHM3alyMi0 yKa3aHHbIX MepOIpHUSATHI U
Be/IyIMi K HeOOOCHOBAaHHOMY OTPaHUYEHUIO UKMC/Ia X YYaCTHUKOB.

2. OpraHu3aliuy, yKa3aHHble B ab3aije mepBoM uacTu 1 crateu 67.1 Hactosimero ®eepasbHOTO
3aKOHa, UX MpeJCTaBUTeH, OCYLLeCTB/ISIOIIMe OpraHu3aluio U (Wam) (prHaHCMPOBaHKe MEepPONpPUSTHH,
yKa3aHHbBIX B yacTH 1 HacTosiledl cTaThy, 00s13aHbl 0OecreynBaTh AOCTYI K MHGOPMALMU O JjaTe, MecTe



Y BpeMeHU TMpPOBe/leHUs] yKa3aHHbIX MepONpHUSTHH, MJaHaX, MporpaMmax IpOBe/leHUsl yKa3aHHBIX
MEepONpUATUN U TemaX, [JIAHUPYEMbIX [/ paCCMOTPEeHUs], COCTaBe UX YUaCTHUKOB IyTeM pa3MellleHUs
COOTBETCTBYHOILIeH MH(OPMAaIUKM Ha CBOMX O(UIMa/bHBIX calTax B ceTH "MHTepHeT" He TMo3/jHee ABYX
MecsILieB 10 Hayasia MpoBeJieHUs1 yKa3aHHbIX MePOIPUSITUH.

3. VndopMaiiysi o 1poBe/leHUH MepONpUATHH, YKa3aHHBIX B UaCTH 1 HACTOSIIeM CTaThH, B CPOK,
YCTaHOBJIEHHBI YacThiO0 2 HaACTOsIed CTaTbd, AO/DKHA ObITh HaripaB/ieHa B (eJepaabHBIA OpraH
WCTIOJIHUTE/IbHOM  B/IaCTH, OCYLIECTB/SIOIMN (QYHKLMU TI0 KOHTPOMIIO W HaA30py B cdepe
3/IpaBOOXpaHeHUs, [JIs1 TIOC/IeAyIOllero pa3MelleHus: ee Ha O(PUIIMATLHOM CaiiTe 3TOTO OpraHa B CeTH
"NHTepHet".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOAATE/IbCTBA
POCCUNCKOU ®EAEPALUN NPV OBPALLEHN NEKAPCTBEHHbIX CPEACTB
N BOSMELWEHNE BPEAA, NPUYNHEHHOIO 310POBbLIO NIPAXXAAH
BCNEACTBUE NPUMEHEHNA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3aKoHopgatenbcTtBa Poccuiickoin
denepaumu npu odpaLLeHNn IeKapCTBEHHbIX CPeacTB

1. HapymieHnue 3akoHojaTenbcTBa Poccuiickoii denepaiini Tipyd oOpallleHuH JieKapCTBEeHHBIX
CpeACTB BjieYeT 3a COOOW OTBETCTBEHHOCTb B COOTBETCTBHUHM C 3aKOHOJATeTbCTBOM PoCCHICKOMN
DepepaLivu.

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

2. 3a Hempe/iCTaB/IeHVe WM HECBOEBPEMEHHOe IMpeZicTaB/ieHne nHpopMaLuu 1 (Winl) JOKYMEeHTOB
mibo TipeAcTaBieHUe HeJOCTOBepHbIX MHGpopMaLuu M (UIM) [OKYMEHTOB, IIpeAyCMOTPEHHbBIX
HacTosuM DefieparbHBIM  3aKOHOM, CyObeKThl o0OpalljeHHsi JIeKapCTBEHHBIX CpeJCTB HeCyT
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOZaTeslbcTBOM Poccuiickor ®eseparuu.

(uactb 2 BBefeHa PefepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. PenepasbHOrO 3aKOHa OT
04.06.2018 N 140-D3)

Cratbs 69. Bo3melleHue Bpeaa, NPUUNHEHHOIO 30POBbLIO FpaXxaaH BceacTBue
NpPMMeHeHUA NeKapCTBEHHbIX Npenaparos

1. TIpowsBojuTenb JIeKApCTBEHHOTO TiperapaTa o00si3aH BO3MECTUTh Bpejl, TPUYHUHEHHBIN
3[J0POBbBIO T'paXk/laH BC/Ie/ICTBHe NIPUMeHEeHHs] JIeKapCTBEHHOT 0 Mpernapara, ec/iv J0Ka3aHo, 4To:

1) nekapcTBeHHBIN TIperiapaT MPUMEHSJICS M0 Ha3HAUeHWI0 B COOTBETCTBUU C WHCTPYKLWEH TI0
NIPUMEeHEeHUIO JIeKapCTBEHHOI'O Tperiapata U MPUUMHOW BpeZia SIBUWICS BBOJ B TPaKAAHCKU 000pOT
Hel00pOKaueCTBeHHOT0 JIeKapCTBEHHOTO TIperapara;

2) Bpej, 3[0pPOBbIO0 TMPUUYMHEH BC/e/ICTBHE HeA0CTOBepHOW WHGOpMaLK, cofepxKalleicsi B
WHCTPYKLMH 110 NPUMEHEeHUIO JIeKapCTBeHHOTO Tpernapara, U3aHHOW MPOU3BOUTEIeM JIeKapCTBEHHOTO
rperapara.

2. B ciiyuae, eciiu Bpe/, 3/10pOBbIO I'PaK/aH MIPUUMHEH BCJIe[CTBUE TIPUMEHEHHs JIeKapCTBEHHOT0
rperapaTa, NMpUILLe/IIero B HETOAHOCTh B pe3yJsbTaTe HapylleHWsl MpaBU/ XpPaHeHHUsl JieKapCTBEHHBIX
CpeJICTB, MpaBW/ ONTOBOM TOPrOB/M JIeKApCTBEHHBbIMH TperapaTaMu, TIPaBU/ OTITyCKa JIeKapCTBEHHBIX
rperiapaToB, TpaBW/ U3TOTOB/IEHUSI U OTIIyCKa JieKAapCTBEHHbIX IIperiapaToB, BO3MellleHHWe Bpeja
OCYILIeCTBJIIETCSI COOTBETCTBEHHO OpraHv3alield ONTOBOM TOPrOB/M JIeKAPCTBEHHBIMU Cpe/iCTBaMU,



anTeyHol oOpraHu3alued, WHAVBUAYaJbHBIM TpeJNpUHUMATeNIeM, HWMEIOIIUMH JIMLEH3UI0  Ha
(dhapMar|eBTUUeCKYI0 [1esiTe/IbHOCTh WM JIMIIEH3UI0 Ha MEJUIMHCKYIO AesTelbHOCTb, MeAUIUHCKOU
opraHu3aliell, WMelOIleld JMLEeH3WI0 Ha ()apMarleBTUUECKYIO [esTelbHOCTh (ee 000C00/IeHHBIM
ro/ipas/iesieHreM, PacIio/IoKeHHBIM B Ce/TbCKOM Hace/leHHOM IyHKTe, B KOTOPOM OTCYTCTBYeT alTeuHast
OpraHu3aiiys), AOMyCTUBIIMMH TIPOAAXKY WK OTITyCK TaKOTO JIEKAapCTBEeHHOTO TIperapara.

(B pea. @enepanbHbIX 3aKOHOB OT 25.11.2013 N 317-P3, ot 08.08.2024 N 323-D3)

3. Bo3meleHve Bpejja, TPUUYMHEHHOIO 3[0POBbIO TpaXk/laH BCJ/IeACTBHE TPUMEHEHUs
JIeKapCTBEHHBIX TIPerapaToB WM COBEpIIeHUs] TIPOTHUBOIPABHBIX /I€HCTBUI CyOBeKTamMu oOpareHus
JIeKapCTBeHHBIX Cpe/CTB, OCYLIeCTB/IseTCI B COOTBETCTBUM C 3aKOHOZATe/NbCTBOM Poccuiickon
DezepaLivu.

Mnasa 16. SAK/TIOYUTENbHbIE NMOJTIOXEHNA

Cratbsa 70. O NpUM3HaHUU YTPATUBLUUMU CUY OTAE/NbHbIX 3aKOHOAATE/IbHbIX aKTOB
(nonoxxeHun 3akoHOAAaTeIbHbIX aKTOB) Poccuiickon Pegepauyumu

[Tpu3HaTh yTpPaTUBLLMMU CUIY:

1) ®epepanbHbii 3aKoH OT 22 uroHs 1998 roma N 86-@3 "O snekapcTBeHHbIX CpejCcTBax"
(Cobpanwme 3akoHOzaTebCTBa Poccutickoii ®eneparmu, 1998, N 26, ct. 3006);

2) ®epepanbhbid 3aK0H OT 2 gHBaps 2000 roga N 5-®@3 "O BHeceHWM U3MEHEHHUS U IOTIO/THEHUM B
@enepanbhblii 3akoH "O jekapcTBeHHBIX cpefcTBax” (CobpaHue 3akoHOATeNbCTBa PoccUiicKom
®epnepauyu, 2000, N 2, cT. 126);

3) crartbio 40 ®PenepanbHoro 3akoHa oT 10 sinBapst 2003 roga N 15-®3 "O BHeceHUH W3MeHeHUl 1
JIOTIONTHEHWA B HEKOTOpble 3aKOHOJaTe/bHble akTbl Poccuiickoii ®eznepaljuu B CBA3U C NPUHATHEM
deneparbHOTO  3aKoHa "O JIMIIEH3WPOBAaHWH OTAE/NbHBIX BUJOB JesArenbHOCTH' (CoOpaHue
3akoHogaTenbcTBa Poccurickor ®@epeparyuy, 2003, N 2, cT. 167);

4) cratbto 31 ®enepanbHoro 3akoHa oT 30 uroHs 2003 roga N 86-®3 "O BHeceHUU U3MEHEHUU U
JIOTIOJIHEHW B HEKOTOPbIe 3aKOHOZaTe/IbHble akThl Poccuiickon Pefepaliuy, MpU3HaHWM YTPaTUBLIMMU
CUMY OTHeNbHBIX 3aKOHOJATe/bHbIX akTOB Poccuiickoit ®Pezepalivu, MpeOCTaBIeHUM OT/HAe/bHbIX
rapaHTUii COTPYAHHUKAM OPraHOB BHYTPEHHUX [ieJl, OPraHOB 110 KOHTPOJIIO 38 000POTOM HAapKOTHUeCKHX
CpeJICTB M TICUXOTPOTHBIX BeLeCTB M yIpa3fHseMbiXx (e/epalbHbIX OPraHOB HAJOrOBOM TMOJULUMU B
CBSI3 C OCYIIIeCTBJIEHHEM Mep IO COBEPIIeHCTBOBAHUIO TOCYyJapCTBeHHOro yripasieHus' (CobOpaHue
3akoHogaTenbcTBa Poccutickor ®@epeparmun, 2003, N 27, ct. 2700);

5) crateto 101 PepepanvHoro 3akoHa oT 22 aBrycra 2004 roga N 122-®3 "O BHeceHUM
M3MeHeHUN B 3aKOHO/aTe/ibHble aKkThl Poccuiickoit Pefepaliui W NPU3HAHWK YTPaTUBLIMMHU CUITY
HEKOTOPBIX 3aKOHO/|aTe/lbHbIX aKTOB Poccuiickort dejepauyy B CBSI3U C MPUHATHEM (efepasbHbIX
3akoHOB "O BHECEHWM W3MeHeHWW W jomojHeHuH B PezepanbHblil 3akoH "OO0 00LIUX TPUHIMIIAX
OpraHu3aluM 3aKOHOZATe/bHbIX (MpefCTaBUTeNbHbIX) U UCIOJHUTEIbHBIX OPraHOB I'OCYZApCTBEHHOU
Bilactu CyObekToB Poccuiickoir ®ezpeparmu” u "OO 00X TPUHIMIIAX OpPraHU3al[dd MECTHOTO
camoyrtipaeyienust B Poccutickori @epepanyun” (CobpaHue 3akoHOaTenbCTBa Poccuiickoii deneparu,
2004, N 35, ct. 3607);

6) ctatbio 28 degepanbHOro 3aKoHa oT 18 mekabpst 2006 roga N 231-P3 "O BBeJileHUH B [leHCTBHE
yacTu uveTBepTod I'parkgaHckoro kKozekca Poccuiickoit Pepeparmu’ (CoOpaHue 3aKOHOZATe/TbCTBA



Poccutickoii @epneparyu, 2006, N 52, ct. 5497).
CraTtbAa 71. BctynneHue B cuny Hactosiwero deaepasibHoOro 3akoHa
1. Hacrosimumii ®efiepanbHblii 3aK0H BCTymaeT B cuiy ¢ 1 centsiopsi 2010 roga.

2. JlekapCTBeHHbIe Cpe/CTBa, 3aperuCTpPUpPOBaHHbIE [0 [HS BCTYIUIEHMS B CWUJIy HaCTOSILEro
@®ezepabHOTO 3aKOHA, MO/JIe)KaT BKIOUEHHIO B TOCY/IapCTBEHHbIE peeCTpPhbl JIeKapCTBEHHBIX CPeJCTB C
BHECEHWeM YKa3aHHbIX B yactu 1 ctateu 33 Hactosirero dezsepasbHOro 3aKoHa CBeJeHUN 00 3THUX
JIeKapCTBEHHBIX Cpe/CTBaX 03 MPOXOXKAEeHUS BHOBb TIPOIeypbl TOCY/apCTBEHHOW pEeTrHUCTpalfuH
JIeKapCTBEHHBIX TIperapaToB.

3. 'ocypapcTBeHHasi perucTpalys JleKapCTBEHHbIX MPerapaToB, 3a UCK/II0YeHHeM JIeKapCTBEHHbBIX
T1peraparoB /i1 MeJULIMHCKOrO NpUMeHeHMUs], Mpe/iCTaB/JIeHHbIX Ha YKa3aHHYI0 PerucTpaLyio [0 [HS
BCTYIUIEHUS] B CHJTy HacTosiiero ®@esiepaJbHOI0 3aKOHa, OCYIL{eCTB/ISIeTCS B COOTBETCTBUM C HACTOSLLIUM
@efepanbHBIM 3aKOHOM Ha OCHOBAHWU [JOKYMEHTOB U JlaHHbIX, [Pe/ICTaB/lIeHHbIX /10 [HS BCTYIUIEHUS B
cuity Hacrosiero ®efepanbHOro 3aKOHa.

(B pegn. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. TocypapcTBeHHasi perucTpauysi JIeKapCTBeHHbIX T[penapaTtoB [Jii  MeJULMHCKOrOo
NIpYMeHeHHUs], TpeJCTaB/JeHHbIX Ha [OCY/apCTBEHHYIO PEerucTpalyio /0 [AHsS BCTYIUIEHUS B CHIIY
Hacrosiero ®desepasbHOr0 3aKOHa, Y rOCy/JapCTBeHHAasi pPerucTpaLys JieKapCTBeHHbIX MpernapaToB IS
Me/IMLUHCKOTO TIpUMEeHeHHUsl, Tpe/CTaB/IeHHbIX Ha 3KCIEepTH3y JeKapCTBEHHbIX CPeACTB [0 [HSA
BCTYIUIEHUSI B CUIy Hactosero dezepasbHOro 3aKOHa B LieIsIX UX IOC/IeyHOLel ToCy[apCTBeHHOU
pervcTpanyy, OCYILIeCTB/SIOTCS Ha OCHOBAaHUM [JOKYMEHTOB M [JaHHBIX, Ipe/CTaB/JeHHbIX [0 [HS
BCTYIUIEHUSI B CWIy Hacrosujero PejepaibHOro 3aKOHa, a TakKKe 3asB/eHUs] O TOCYZ[apCTBEHHOU
perucTpaliyd JIeKapCTBeHHOro Iiperapara, Ipe/iCTaBJIeHHOr0 IIPOM3BOJUTE/eM JleKapCTBEeHHbIX
TIperapaToB WK YIIOJHOMOUEHHBIM UM JIMLIOM B COOTBETCTBUU C HacToALUM DeiepasbHbIM 3aKOHOM B
YIOJTHOMOYEHHbIN (hefiepa/ibHbIA OpraH HCIOMHUTELHOW Biaactd Ao 1 mapra 2011 ropma, Oe3
TpeOOBaHMS yIIaThl TOCYIAPCTBEHHOMW TOILIMHBI, TTPeAYCMOTPEHHOW 3aKOHOATeIbCTBOM Poccuiickoit
depnepariyu 0 Hanorax U cbopax.

(uactp 3.1 B pes. @enepanbHoro 3akoHa ot 29.11.2010 N 313-P3)

3.2. lloaTBepxJeHWe TrOCYAapCTBEHHOW PperucTpalyy JIeKapCTBeHHbIX IIpenapaToB /s
Me/IULMHCKOT0 NTPUMeHeHHUs], Npe/iCTaB/IeHHbIX [/1s1 IOATBEepP)KeHNsl TOCy1apCTBeHHOM perucTparnyy Jj0
[HSl BCTYIUIEHMs] B CWIy HacTtosimlero ®efepaJbHOrO 3aKOHa, U TOJATBEpXKJeHHe ToCy/japCTBEHHOMN
pervcrpanyy JIeKapCTBeHHBIX IIperapaToB /1 MeJULMHCKOTO IIPUMeHEeHHs, Ipe/iCTaB/eHHbIX Ha
5KCIIepTH3Y JIeKapCTBEHHBIX CPeZCTB [0 AHS BCTYIIEHUs B CUTy Hacrosimiero ®dezsepanbHOro 3akoHa B
LesgX TOC/AeAYIOLIero MOATBEP)KAEHUS] WX TOCYJapCTBEHHOM perucTpalyy, OCYLIEeCTBJSIOTCS Ha
OCHOBAHMHU [JOKYMEHTOB U [laHHbIX, MpeACTaBJIeHHBbIX [0 [HS BCTYIUIEHWS B CUIYy HaCTOsLero
@efepaZbHOTO 3aKOHA, a TakKe 3asB/eHUs O TMOATBEP)KJEHWH TIOCy/JapCTBEHHOM perucrparyu
JIeKapCTBEHHOr0 TpernapaTa, IpeJCTaB/eHHOI0 IPOM3BOJUTE/eM JIeKapCTBEHHbIX IpenapaToB WU
YIOJHOMOYEHHbIM KM JIMIIOM B COOTBETCTBUM C HacTtosiyM @DefepasbHbIM — 3aKOHOM B
YTIOJITHOMOYeHHbIN (efiepa/ibHbId OpraH MCIOMHUTEe/NbHOW Biaactd Ao 1 mapra 2011 ropa, 6e3
TpeGOBaHUs yIUIaThl TOCYAAaPCTBEHHOMW TOIITMHBI, TTPeyCMOTPEHHOM 3aKOHO/aTenbCTBOM Poccuiickoit
depeparyy 0 Hajlorax U coopax.

(uactb 3.2 B pe. @enepanbHOro 3akoHa ot 29.11.2010 N 313-P3)

3.3. IlpunATHe pemeHHMss O BHeECEHMM W3MEHEHMM B [IOKYMEHTBl, COfep)kalyecs B
pervcTpalioHHOM [OCbe Ha 3aperuCTPUpPOBaHHbBIM JIeKAPCTBEHHBIM IperniapaTr JJig MeAWULIMHCKOIO



NpUMeHeHUs U TIpe/iCTaB/ieHHble /10 [HS BCTYIUIEHUS] B CUIy HacTosiero ®enepanbHOro 3akoHa, U
TIPUHSITHE pellieHrs 0 BHECEHWH M3MEeHEeHUN B I0KyMeHTbI, COZiepyKallliecsi B PerMCTPaLOHHOM Ji0Che
Ha 3aperdCTPpUpOBAaHHBIA  JIeKAPCTBEHHbIM MpenapaT [jid MeAULMHCKOTO TpPUMEHEeHUs |
rpe/iCTaB/ieHHble Ha SKCIEePTH3y JIeKapCTBEHHBIX CPeJCTB [0 [HS BCTYIUVIEHUSI B CHJIy HaCTOSILEro
®ezepabHOTO 3aKOHA, OCYILECTB/ISIFOTCS Ha OCHOBAaHMM [JOKYMEHTOB U JAHHBIX, TpeACTaBIeHHbIX [0
[HSl BCTYIUIeHUsI B culy Hacrosimjero ®eiepanbHOrO0 3aKOHa, a TakKe 3asBleHUs O BHECEeHUH
VM3MeHeHHWM B [JOKYMEHThI, CO/ep)Kalljhecsi B DPervcTpalMOHHOM [i0Cbe Ha 3aperucTpUpOBaHHbBIN
JleKapCTBEeHHbIN Tpernapar /[AJsi MeAWLMHCKOTO TIpUMeHeHUsl, Tpe/ACTaB/JeHHOr0 TPOM3BOUTe/IeM
JIEKapCTBEHHBIX TIpernapaToB WA YIOJHOMOYEHHbIM MM JIMLOM B COOTBETCTBUM C HACTOSIIUM
®eiepa/ibHBIM 3aKOHOM B YIIOJTHOMOUEHHbIH (heZiepanbHbIi OpraH UCTIOJHUTE/IBHOM BiacTu 10 1 MapTa
2011 roma, ©6e3 TpeboBaHHSI yIUIaThl  TOCYJAapPCTBEHHOW  TIOLIIMHBI,  ITIPeJyCMOTPEHHOM
3aKoHO/IaTeIbCTBOM Poccuiickoii ®@eziepaliiu 0 Hajiorax v coopax.

(uactb 3.3 B pej. @esnepanbHOro 3akoHa ot 29.11.2010 N 313-P3)

3.4. Bplgaua paspelleHuMM Ha TpPOBeJleHHe K/IMHUYECKMX HCC/Ie0OBaHUM JIeKapCTBEHHbBIX
TrpernaparoB /yisi MeAULMHCKOrO0 NIPUMeHeHUs I10 3asBJIeHUsIM, IOJaHHbIM [0 JHS BCTYIUICHUS B CUITY
Hacrosuero ®efepasbHOro 3aKOHa, a TakxKe 10 3asiB/IeHUsM, 10JaHHbIM I10C/1e [JHS BCTYIUIeHUS B CUITY
Hacrosiero ®@eziepajibHOrO 3aKOHa Ha OCHOBAHUM 3KCITePTH3, ITPOBEZeHHbIX /10 [JHS BCTYILIEHUSI B CUIY
HacTosuero denepaspbHOro 3aKOHA, OCYLLECTB/ISIETCS B COOTBETCTBUM C HacTosAwmuM PefepaibHbIM
3aKOHOM Ha OCHOBAHWHU [JOKYMEHTOB U [JaHHBIX, [Pe/ICTaB/IeHHbIX WU NTOJIyUYeHHBIX [0 JHS BCTYIIEHUS
B Cwly Hacrosuero ®efepasbHOTO 3aKOHA, & TakKKe Ha OCHOBAaHWM KOIMM Ipe/iBapyUTeIbHOTIO
JoroBopa 00s13aTe/IbHOTO CTPAXOBaHWS JKU3HH, 3[[0POBbS MAl[eHTOB, YYaCTBYIOIUX B KJIMHUYECKOM
WCC/IeZIOBaHUM JIeKapCTBEHHOI'O Iiperapara [Jii MeJWLIMHCKOTO IPUMEeHEeHUs], WM KOIWU [0roBopa
00s13aTe/IbHOTO0  CTPAaXOBAaHWSI JKW3HHW, 3[0POBbs TIALIMEHTOB, YYaCTBYIOLU[UX B KJIMHUUYECKOM
WCC/Ie/JOBaHUM JIEKAPCTBEHHOTO Tiperiapara AJisi MeJULIMHCKOro INpHUMeHeHMs, 100 IpeZcTaBl1eHHOM
KOTHH JIOT0BOpa 00s13aTe/IbHOr0 CTPaXOBaHUsl, 3aK/IFOU€HHOTO B COOTBETCTBUU C TUIIOBBIMU ITPaBUIaMH
00s13aTeNIbHOTO CTPAaxOBaHMs, C yKa3aHWeM TIpeie/IbHON UMC/AeHHOCTH TAlMeHTOB, YYaCTBYIOIIUX B
K/IMHUYeCKOM HCC/Ie/[OBaHUM JIeKapCTBEHHOTO TIperiapata AJisi MeJULIMHCKOTO TIpuMeHeHwus, 0Oe3
TpebGoBaHUs yIIaThl TOCYAaPCTBEHHOMN TOILIMHBI, ITPeyCMOTPEHHOUM 3aKOHO/aTenbCTBOM Poccuiickoit
denepalium 0 Hanorax u cbopax.

(uactb 3.4 B peg. @esnepanbHOro 3akoHa ot 29.11.2010 N 313-P3)

3.5. 3aperucTpypoBaHHble B WHOCTPAHHOM BastOTe [0 [AHS BCTYIVIEHWS] B CUIy HACTOSILEro
@eslepa/ibHOTO  3aKOHAa TipefieJibHble  OTIyCKHbIEe 1leHbl WHOCTPaHHBIX T[POU3BOJAWTEsIeM Ha
JIeKapCTBeHHbIe TIperaparthbl, BK/IIOUEHHbIE B T€pPeYeHb >XU3HEHHO HeOOXOJUMBIX U Ba)KHEHIIUX
JIeKapCTBEHHBIX TIperapaToB, TMOJjieXxar 1epecyety B pybmu mo kypcy LleHTpampHoro 6aHka
Poccuiickoii ®efiepaiiui Ha Jary, ycraHoBiieHHyt0 [IpaButesnbctBoM Poccutickoit Pepepauyu, 6e3
Npe/iCTaB/eHUs] 3asiBJieHHWss O I[iepecueTe LieHbl C BHECEHHWEM COOTBETCTBYIOLUMX H3MEHeHW! B
roCy/lapCTBeHHbI peecTp TMpeJe/bHbIX OTHOYCKHBIX 1jeH TIPOM3BOJuUTe/Neld Ha JieKapCTBeHHbIe
rperaparbl, BK/JIFOUEHHbIe B TIepeUeHb >KU3HEHHO HEeOOXOAWMBbIX W BaKHEUIIMX JIeKapCTBEHHBIX
TrperiapaToB.

(uactb 3.5 BBefieHa ®esepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTtpupoBaHHble [0 [Hs BCTYIUIeHWs B CWIy Hacrosiero @ejepanbHOro 3akoHa
rpefie/ibHble  OTIYCKHbIE 1|eHbl POCCUMCKUX T[IPOW3BOJUTE/NIed Ha JieKapCTBeHHble IIperapaThl,
BK/IIOUEHHbIe B TlepeueHb >KU3HEHHO HeOOXOJUMBIX M Ba)KHEWIMX JIeKapCTBEHHBIX IIperaparos,
noJyiexkat wHpekcaru ¢ 1 Hosiops 2010 roga ucXops W3 TIPOTHO3MPYEMOTO YPOBHSI WHQJISLINY,
ycraHoB/ieHHOTo ®PeziepaibHbIM 3akKOHOM OT 2 zaekabps 2009 roma N 308-®3 "O denepanbHOM
6romkete Ha 2010 rog v Ha riaHoBbIM nepuos 2011 u 2012 rogos” Ha 2011 rog,.

(uactb 3.6 BBefieHa ®esiepanbHBIM 3akoHOM OT 11.10.2010 N 271-D3)



3.7. Ilocne 1 mapta 2011 roza He 1OMyCKalOTCSl MPOM3BOACTBO 1 BBO3 B Poccuiickyro ®esepaliyio
JIeKapCTBEHHBIX TIPerapaToB B YIIaKOBKaX C MapKUPOBKOM, KOTOpast Obl/la HaHeCeHa ZI0 [HS BCTYTUIEHHUS
B cuy Hacrosiero ®@efepanbHoro 3akoHa. [1o rcreyeHuy yka3aHHOIO CpOKa JlaHHbIe JleKapCTBeHHbIe
rperiapatbl MOTYT OTIYCKaTbCsl, peajri30BbIBATHCS, MepefaBaTbCsl U TPUMEHSTbCS [0 UCTeUYeHUs UX
CpOKa rOIHOCTH.

(B pea. @enepanbHbIX 3aKOHOB OT 29.11.2010 N 313-P3, ot 06.12.2011 N 409-D3)

4. Co [HA BCTyIUIeHUs1 B culy Hacrosijero ®egepanbHoro 3akoHa v no 30 ampens 2011 roga
BK/IFOUMTE/IBHO  [IOMYCKaeTCsl TMpOBeJieHWe SKCIepPTU3bl JIeKAPCTBEHHBIX CPEJICTB  SKCIepTamMu
JKCIIEPTHOTO YupeXk[eHus [0 TIPOXOXAeHUs1 UMU aTTeCTallMd B IIOpsifKe, YCTaHOBJIEHHOM
YTIOJTHOMOUEHHBIM (pefiepa/ibHbIM OPraHOM HCIIO/IHUTETbHON BIACTH.

5. Co [HsA BCTYIUIeHUsS B culy Hactosiero ®deznepanbHoro 3akoHa U 1o 31 gekabpsi 2013 roga
BK/TFOUMTE/IBHO OCYILIeCTBJISIETCS Tepexo/; K IMPOU3BO/CTBY JIeKapCTBEHHBIX CPeJCTB B COOTBETCTBUM C
rpaBU/IaMy OpraHU3aly MPOM3BO/CTBA U KOHTPOJIS KaueCTBa JIeKapCTBEHHBIX CPeJCTB, YKa3aHHbIMU B
yactu 1 cratem 45 Hactosimero ®efepasbHOTO 3aKOHA, B IMOJHOM obOwveme. Cpoku Tiepexofa
TPOM3BO/CTBA JIEKAPCTBEHHBIX CPeLCTB K KX IIPOM3BOACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBaHUSIMU [JaHHBIX TIPaBW/I, BK/IHOYAsi CPOKM aTTeCTal[uM YIOJHOMOYEHHBLIX /I, yKa3aHHBIX B
yactax 6 U 7 cratbu 45 Hacrosiero dejepasbHOrO0 3aKOHa, YCTaHaB/IMBarOTCs [IpaBUTe/bCTBOM
Poccutickoii @enepaliviu.

6. JlulleH3MW Ha TIPOM3BOJCTBO JIEKAPCTBEHHBIX CpeJCTB, BblJaHHble 40 1 siHBapsi 2014 ropa,
JencTBYrOT nocsie 1 ssuBaps 2014 roja 40 UCTeueHHs CPOKA UX [JeHMCTBUS MPU YCIOBUU COOTBETCTBUS
JIMLeH3MarTa IpaBuiaM OpraHu3aliy IPOU3BOJCTBA UM KOHTPOJII KauecTBa JIeKAPCTBEHHBIX CpefCTB,
YyKa3aHHBIM B yacTu 1 craTtbu 45 HacTosilero deiepaibHOro 3akoHa.

7. dopmupoBaHMe TIOCYy[apCTBEHHOIO 3a/laHUsl Ha IIpOBeJleHHe SKCIIepTU3bl JIeKapCTBeHHbIX
cpezicTB (esieparbHOMY TOCY/japCTBEHHOMY OO/PKETHOMY YUPEXJEHHIO IO MPOBeJEeHHI0 SKCIIePTU3bI
NIeKapCTBEHHBIX CPeJCTB U (prHAHCOBOe obecrieueHre BBIMOIHEHHMS 3TOTO 3a/laHUsI OCYLLECTBIISIOTCS B
TopsijKe, yCTaHOBJeHHOM @ejepanbHbIM 3akKOHOM OT 12 guBapa 1996 roga N 7-@3 "O
HEeKOMMepUYeCKUX OpraHu3anusax’.

(uactb 7 BBesieHa PefepanbHbIM 3aKOHOM OT 29.11.2010 N 313-P3)

IIpesupeHT
Poccutickoit @eneparyu
OMEIBEIEB
Mocksa, Kpemib

12 anpens 2010 roza

N 61-®3




	Глава 1. Общие положения
	Статья 1. Предмет регулирования настоящего Федерального закона
	Статья 2. Сфера применения настоящего Федерального закона
	Статья 3. Законодательство об обращении лекарственных средств
	Статья 4. Основные понятия, используемые в настоящем Федеральном законе

	Глава 2. Полномочия федеральных органов исполнительной власти, исполнительных органов субъектов Российской Федерации при обращении лекарственных средств
	Статья 5. Полномочия федеральных органов исполнительной власти при обращении лекарственных средств
	Статья 5.1. Передача осуществления полномочий федеральных органов исполнительной власти при обращении лекарственных средств исполнительным органам субъектов Российской Федерации
	Статья 6. Полномочия исполнительных органов субъекта Российской Федерации при обращении лекарственных средств

	Глава 3. Государственная фармакопея
	Статья 7. Разработка и издание государственной фармакопеи, размещение данных о ней

	Глава 4. Лицензирование производства лекарственных средств и фармацевтической деятельности, государственный контроль (надзор) в сфере обращения лекарственных средств
	Статья 8. Лицензирование производства лекарственных средств и фармацевтической деятельности
	Статья 8.1. Особенности лицензирования производства лекарственных средств (фармацевтической субстанции спирта этилового (этанола)
	Статья 8.2. Особенности лицензирования фармацевтической деятельности в части осуществления оптовой торговли лекарственными средствами
	Статья 9. Государственный контроль (надзор) в сфере обращения лекарственных средств
	Статья 9.1. Программа проверок
	Статья 9.2. Государственный контроль (надзор) за реализацией исполнительными органами субъектов Российской Федерации полномочий в сфере обращения лекарственных средств для медицинского применения
	Статья 9.3. Региональный государственный контроль (надзор) за применением цен на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 9.4. Федеральный государственный лицензионный контроль деятельности по производству лекарственных средств

	Глава 5. Разработка, доклинические исследования лекарственных средств, а также клинические исследования лекарственных препаратов для ветеринарного применения
	Статья 10. Разработка лекарственных средств
	Статья 11. Доклиническое исследование лекарственного средства для медицинского применения
	Статья 12. Доклиническое исследование лекарственного средства и клиническое исследование лекарственного препарата для ветеринарного применения

	Глава 6. Осуществление государственной регистрации, регистрации лекарственных препаратов
	Статья 13. Государственная регистрация, регистрация лекарственных препаратов
	Статья 14. Принципы экспертизы лекарственных средств
	Статья 15. Федеральное государственное бюджетное учреждение по проведению экспертизы лекарственных средств
	Статья 16. Организация проведения экспертизы лекарственных средств
	Статья 17. Подача и рассмотрение заявления о государственной регистрации лекарственного препарата для ветеринарного применения
	Статья 18. Утратила силу
	Статья 19. Принятие решения о выдаче экспертному учреждению задания на проведение экспертизы лекарственного средства
	Статья 20. Экспертиза документов, представленных для определения возможности рассматривать лекарственный препарат для медицинского применения в качестве орфанного лекарственного препарата
	Статья 21. Утратила силу
	Статья 22. Утратила силу
	Статья 23. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для медицинского применения
	Статья 24. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для ветеринарного применения
	Статья 25. Повторное проведение экспертизы лекарственных средств
	Статья 26. Ускоренная процедура экспертизы лекарственных средств
	Статья 27. Решение о государственной регистрации лекарственного препарата
	Статья 27.1. Взаимозаменяемость лекарственных препаратов для медицинского применения
	Статья 28. Регистрационное удостоверение лекарственного препарата
	Статья 29. Подтверждение государственной регистрации лекарственного препарата
	Статья 30. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для медицинского применения
	Статья 31. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для ветеринарного применения
	Статья 32. Отмена государственной регистрации лекарственного препарата
	Статья 33. Государственный реестр лекарственных средств
	Статья 34. Включение в государственный реестр лекарственных средств и исключение из государственного реестра лекарственных средств фармацевтической субстанции, произведенной для реализации
	Статья 35. Утратила силу
	Статья 36. Обжалование решения об отказе в выдаче разрешения на проведение клинического исследования лекарственного препарата, решения об отказе в государственной регистрации лекарственного препарата, заключения комиссии экспертов экспертного учреждения или заключения совета по этике
	Статья 37. Информация, связанная с осуществлением государственной регистрации или регистрации лекарственных препаратов, информация о зарегистрированных лекарственных препаратах и лекарственных препаратах, исключенных из государственного реестра лекарственных средств

	Глава 7. Клинические исследования лекарственных препаратов для медицинского применения, договор об их проведении, права пациентов, участвующих в этих исследованиях
	Статья 38. Клинические исследования лекарственных препаратов для медицинского применения
	Статья 39. Решение о проведении клинического исследования лекарственного препарата для медицинского применения
	Статья 39.1. Этическая экспертиза
	Статья 40. Проведение клинического исследования лекарственного препарата для медицинского применения
	Статья 41. Договор о проведении клинического исследования лекарственного препарата для медицинского применения
	Статья 42. Финансовое обеспечение клинического исследования лекарственного препарата для медицинского применения
	Статья 43. Права пациентов, участвующих в клиническом исследовании лекарственного препарата для медицинского применения
	Статья 44. Обязательное страхование жизни, здоровья пациента, участвующего в клиническом исследовании лекарственного препарата для медицинского применения

	Глава 8. Производство и маркировка лекарственных средств
	Статья 45. Производство лекарственных средств
	Статья 46. Маркировка лекарственных средств

	Глава 9. Ввоз лекарственных средств в Российскую Федерацию и вывоз лекарственных средств из Российской Федерации
	Статья 47. Порядок ввоза лекарственных средств в Российскую Федерацию и вывоза лекарственных средств из Российской Федерации
	Статья 48. Юридические лица, которым разрешен ввоз лекарственных средств в Российскую Федерацию
	Статья 49. Документы, представляемые в таможенные органы Российской Федерации при ввозе лекарственных средств в Российскую Федерацию
	Статья 50. Ввоз лекарственных препаратов в Российскую Федерацию для личного использования и иных некоммерческих целей, а также для использования на территории международного медицинского кластера
	Статья 51. Сотрудничество федерального органа исполнительной власти, осуществляющего функции по контролю и надзору в области таможенного дела, и других уполномоченных федеральных органов исполнительной власти

	Глава 10. Фармацевтическая деятельность
	Статья 52. Осуществление фармацевтической деятельности
	Статья 52.1. Ввод в гражданский оборот лекарственных средств для медицинского применения
	Статья 52.2. Ввод в гражданский оборот лекарственных препаратов для ветеринарного применения
	Статья 53. Продажа, передача лекарственных средств организациями оптовой торговли лекарственными средствами
	Статья 54. Правила оптовой торговли лекарственными средствами
	Статья 55. Порядок розничной торговли лекарственными препаратами
	Статья 55.1. Утратила силу
	Статья 56. Изготовление и отпуск лекарственных препаратов
	Статья 57. Запрещение продажи отдельных лекарственных средств
	Статья 58. Хранение лекарственных средств
	Статья 58.1. Предметно-количественный учет лекарственных средств для медицинского применения

	Глава 11. Уничтожение лекарственных средств
	Статья 59. Основания и порядок уничтожения лекарственных средств

	Глава 12. Государственное регулирование цен на лекарственные препараты для медицинского применения
	Статья 60. Государственное регулирование цен на лекарственные препараты для медицинского применения
	Статья 61. Государственная регистрация и перерегистрация предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 62. Государственный реестр предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 63. Установление исполнительными органами субъектов Российской Федерации предельных размеров оптовых надбавок и предельных размеров розничных надбавок к фактическим отпускным ценам, установленным производителями лекарственных препаратов, на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов

	Глава 13. Мониторинг эффективности и безопасности лекарственных препаратов, находящихся в обращении в Российской Федерации
	Статья 64. Фармаконадзор
	Статья 65. Приостановление применения лекарственного препарата для ветеринарного применения
	Статья 66. Информация о результатах фармаконадзора

	Глава 14. Информация о лекарственных препаратах. Система мониторинга движения лекарственных препаратов для медицинского применения
	Статья 67. Информация о лекарственных препаратах. Система мониторинга движения лекарственных препаратов для медицинского применения

	Глава 14.1. Ограничения, налагаемые на организации, осуществляющие деятельность по обращению лекарственных средств
	Статья 67.1. Ограничения, налагаемые при осуществлении деятельности в сфере обращения лекарственных средств
	Статья 67.2. Требования к организации и проведению научных мероприятий, иных мероприятий, направленных на повышение профессионального уровня медицинских работников или на предоставление информации, связанной с осуществлением мониторинга безопасности лекарственных препаратов

	Глава 15. Ответственность за нарушение законодательства Российской Федерации при обращении лекарственных средств и возмещение вреда, причиненного здоровью граждан вследствие применения лекарственных препаратов
	Статья 68. Ответственность за нарушение законодательства Российской Федерации при обращении лекарственных средств
	Статья 69. Возмещение вреда, причиненного здоровью граждан вследствие применения лекарственных препаратов

	Глава 16. Заключительные положения
	Статья 70. О признании утратившими силу отдельных законодательных актов (положений законодательных актов) Российской Федерации
	Статья 71. Вступление в силу настоящего Федерального закона


