POCCUICKAS ®EIEPALMSA
®EJEPAJBHBINA 3AKOH

O BHeceHuH n3MeHeHni B cTaTbio 45 MenepaibHOrO 3aK0HA
«006 oOpameHnH JeKapPCTBEHHBIX CPEACTB»

ITpunsar N'ocynapcteenHoit ymoit 12 urona 2023 rona

Omo6pen CoBeToM denepauun 19 monsa 2023 rona

Buectn B crareio 45 ®epepanpHoro 3akoHa ot 12 ampens 2010 roma
Ne 61-®3  «OO6 obpaiieHun  JeKapCTBEHHBIX  CPEICTB» (Cobpanue
3akoHojarenbeTBa Poccuiickoit @enepaumu, 2010, Ne 16, ct. 1815; 2012, Ne 26,
cT. 3446; 2014, Ne 43, ct. 5797; Ne 52, ct. 7540; 2015, Ne 51, ct. 7245; 2016,
Ne 27, c1. 4194; 2017, Ne 31, ct. 4827; 2019, Ne 31, ct. 4456; Ne 52, ct. 7780,
7799; 2020, Ne 52, ct. 8590; 2022, Ne 29, ct. 5278) cienyromnye n3MeHEHUS:

1) B yactu 4 mepBoe NpeaioKeHHE U3JIOXKHUTH B CIEAYIOLENH peAaKIuu:
«[lpy  TPOW3BOACTBE  JIGKAPCTBEHHBIX  IpemapaToB  JUIS MEIULIMHCKOTO

INMPUMCHEHHA  HCIIOJIB3YIOTCA (I)apMaIleBTH‘ICCKI/Ie CY6CT3.HIII/II/I, CBCACHUA
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O KOTOPBIX COAEPKATCS B I'OCYapCTBEHHOM pEeCcTpe JIEKapCTBEHHBIX CPEACTB
JUTSL METULIMHCKOTO NpUMEHEHUS u (UIm) eIMHOM peectpe
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeICTB EBpazuiickoro SKOHOMHUYECKOTO
COI033, 3a HCKIFOYEHHEM (apMareBTHIEeCKHX CyOcTaHIUui, NpPON3BOAMMEIX
JULA IPOBEJICHHU KIMHHYECKMX MCCIEeNOBaHMNA H (WIM) 17 DKCHOpTa.»,
JOIOJHUTE HOBBIM BTOPBIM IIPEAJOKEHUEM CIEAYIOLIEro COAEpXKaHMS:
«IIpu Mpou3BOACTBE EKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOrO MPUMEHEHHS
UCIIONB3YIOTCA  (papMaleBTUYeCKHe CYOCTaHIMHM, CBEJEHHUA O KOTOPBIX
COAepXKaTCi B FOCYJapCTBEHHOM  peecTpe  JEeKapCTBEHHBIX  CPElICTB
JUI BETEPUHAPHOIO  IPUMEHEHUWs, U (WIM) TOCyJapCTBEHHOM  peecTpe
JEKapCTBEHHBIX CPEICTB Ui MEAULMHCKOIO IPUMEHEHHS, W (UIH) €IUHOM
peecTpe 3aperuCTpUPOBAaHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IpenaparoB
EBpasuiickoro  3KOHOMHMYECKOTO  COI03a, M (M) eOUHOM  peecTpe
3apEerHCTPUPOBAHHBIX JIEKApCTBEHHBIX CpeACcTB EBpa3miicKoro 5JKOHOMHYECKOTO
COI03a, 3a UCKIIIOYeHHeM (apMaleBTHYECKHX CyOcTaHIui, NPON3BOAMMBIX
IUISL IPOBEICHUsS] KIIMHUYECKUX UCCIENOBAaHUN U (WIIK) JJIs DKCIIOPTA.»;

2) myHKT | 9acTu 5 W3II0XKHTH B CIEAYIOMIEH peIaKIIin:

«1) mexkapcTBeHHBIX CpPEICTB, CBEJCHHS O KOTOPHIX He cojaepxkaTcs
B I'OCYJJapCTBEHHOM peeCcCTpe JI€KapCTBEHHBIX CPEICTB AN MEIUIIMHCKOTO
IIPUMEHEHNs, U (WJIM) TOCYJapCTBEHHOM peecTpe JIeKapCTBeHHBIX CPEeACTB

IUI BETEPUHAPHOTO IpUMEHEeHHUS, U (unnm) eINHOM peectpe



3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpa3uiickoro 3KOHOMHYECKOTO
co3a, M (WIH) eIUHOM peecTpe 3apernCTPUPOBAaHHBIX BeTePHUHAPHBIX
JEKapCTBEHHBIX  IIpenaparoB  EBpa3milckoro  3KOHOMHYECKOIO  COMO3a,
3a UCKJIIOYEHUEM JICKaPCTBEHHBIX CPEACTB, NPOU3BOAMMBIX IS IPOBEICHUS

KJIMHAYECKUX MCCIEeIOBAHUM WU I DKCITOpTas».

B.Ilytun

Mocksa, Kpemnb
24 mrons 2023 rona
Ne 341-d3



