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®ELEPA/bHbI 3AKOH

O BHECEeHUN U3MeHeHUs B CTaTblo 57 ®enepanbHOro 3akoHa "0O6 obpallleHnn nekapCTBEHHbIX CpeacTs”

MpuHAaT FocynapcTeeHHon Oymon 30 uions 2024 roga
OpnobpeH CoeeTom Pepepaumm 2 asrycta 2024 roga

Cratba l

BHecTun B cTaTblo 57 PenepanbHoro 3akoHa ot 12 anpens 2010 roga Ne 61-®3 "06 obpalleHnn
NekapcTBeHHbIX cpeacTs” (CobpaHue 3akoHodaTenbCcTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815)
N3MEHEHMNE, N3/10XKMB €e B CNIeAyOLEen peaakuun:

"CTaTbs 57. 3anpelleHne Npoaakn oTAebHbIX IEKAPCTBEHHbLIX CPEACTB

1. 3anpewaeTcs npofaka GanbCcMPULMPOBaHHbIX TEKAPCTBEHHbIX CPeACTB, HeA0bpoKayYeCTBEHHbIX
JIeKapCTBEHHbIX CPEACTB, KOHTPadaKTHbIX IEKAPCTBEHHbIX CPEACTB.

2. 3anpeLaeTcs npogaxa:

1) nekapCTBEHHbIX NpenapaToB 415 MeQULMHCKOro MPYMEHEHNS, B OTHOLLUEHUN KOTOPLIX B CUCTEME
MOHUTOPUHIa ABMXXEHUSA IeKapCTBEHHbIX NPenapaToB A8 MeAULNHCKOrO NPpUMeHeHNsa OTCYTCTBYIOT
CBEeLeHMA 0 HAHECEeHUWN CPeACTB NAeHTUGNKaLumM 1 (Mnn) ceeaeHns o BBOAE B rpa)kgaHckmin oboporT;

2) nekapCTBEHHbIX NpPenapaToB A8 MeAULNHCKOrO NPUMEHEHMNS, B OTHOLLEHWM KOTOPbIX OCyLLeCTBAeHa
6/710KMPOBKa BHECEHNSA B CUCTEMY MOHUTOPUHIA ABUXEHNS NEKAPCTBEHHbIX NPenapaToB As
MeONLNHCKOro NpMMeHeHNs CBEAEHUI 0 BBOAE B rpakaaHCcKmin obopoT, 06 obopoTe unm o npekpaLieHum
0bopoTa;

3) NleKapCTBEHHbIX NPenapaToB Aad MeANLNHCKOrO NPUMEHEHMNS, MPUMEHEHNE KOTOPbIX MPUOCTaHOBAEHO
Mo peLLeHNo YNOJHOMOYEHHOro (hefepasibHOro opraHa NCnosHNTEeNbHOM BNacTu;

4) nekapCTBEHHbIX NpenapaToB 419 MeANLUHCKOro MPUMEHeHNs, FpaXa4aHCKnn 060poT KOTOpbIX
npekpaLleH;

5) nekapcTBeHHbIX NPeNapaToB A1 MEAULNHCKOrO NPUMEHEHMNS, CPOK FOAHOCTM KOTOPbIX UCTEK;

6) NeKapCTBEHHbIX NPenapaToB Aasd MeANLNHCKOr0 MPUMEHEHUNS, B OTHOLLEHMW KOTOPbIX He cobnogeHbl
TpeboBaHWA, onpeaeneHHble Ha OCHOBaAHUM YacTu 5 cTtaTbn 67 HacTosiwero ®enepasbHOro 3aKoHa.

3. [leicTBME NOJIOXKEHNA HYacTK 2 HACTOALLEN CTaTbW HE PAacNPOCTPaHAETCS Ha IeKapCTBEHHbIe
npenapaTbl, yKa3aHHble B YacTn 7 1 cTaTbh 67 HacToswero denepabHOro 3aKoHa.

4. MNopaaoK NpUMEHEHNS NOJIOXKEHNA YaCTU 2 HACTOSALLEN CTaTbW 1 CPOKM MPUMEHEHNS TaKoro nopsiaka
yCTaHaBamBatoTcs MNMpaButenscTBoM Poccuinckon Gegepauun.”.

CtaTtba 2

1. HacToswun ®epepanbHbiA 3aKOH BCTynaeT B cuny ¢ 1 mapTta 2025 ropa.

2. K HopMaTrBHbIM NpaBoBbIM akTaM Poccuinckon ®egepaunm, ycTaHaBaMBaloWUM oba3aTenbHbie
TpeboBaHMA U NPefyCMOTPEHHbIM CTaTbel 57 PeaepasibHOro 3akoHa ot 12 anpens 2010 roga Ne 61-03
"06 obpalleHUn nekapCTBEHHbLIX CPeAcTB" (B pedakumm HacTosawero ®enepanbHOro 3aKoHa), He
NPUMEHSAOTCA NON0XKeHNS YacTen 1 n 4 ctatbn 3 v yacTen 1 n 2 ctatbn 11 PegepansbHOro 3akoHa ot 31
nions 2020 roga Ne 247-03 "06 06s3aTenbHbIX TpeboBaHUsAX B Poccuinckon ®Pepepaunn'.
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