POCCUICKAS ®EIEPALINS
®EJEPAJBHBINA 3AKOH

O BHecennH H3MeHeHHs B cTaThio 57 MDeqepaibHOTO 3aKOHA
«00 oOpameHuH JeKaAPCTBEHHBIX CPEACTB»

ITpunsar IN'ocynapctBennoit Jlymoii 30 urons 2024 rona
Ono6pen CoBeToM denepauun 2 aBrycra 2024 ropa
Crarpan 1

Buectu B crateio 57 ®enepansnoro 3akoHa ot 12 ampens 2010 roxma
Ne 61-03 «O6  obpamenun  nexapcTBeHHBIX  cpeact»  (CoOpanue
3akoHonatenbcTBa Poccuiickoit ®enepanun, 2010, Ne 16, ct. 1815) nsmenenue,
M3JIOXKHB €€ B CleayIollel peJakinH:

«Cratbs 57. 3anpelieHne Npoaaxu OTAEIbHbBIX J1eKAPCTBEHHBIX
CpeaAcCTB

1. 3ampenjaerca mpoaaxa  ¢anbcHUIUPOBAHHBIX  JIEKAPCTBEHHBIX
CPEJCTB, HeJOOpPOKAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpa(haKTHHIX

JICKApCTBEHHBIX CPECIACTB.

T



2. 3ampeiaercs npojiaxa:

1) nekapCTBEHHBIX IMpenapaToB IS MEIUIIHHCKOrOo IPUMEHEHHS,
B OTHOIIEHHH KOTOPHIX B CHUCTEME MOHHUTOPHHIA JBIKEHHS JIEKapCTBEHHBIX
IpenapaTroB Uil MEIWIUHCKOTO TIPUMEHEHHS OTCYTCTBYIOT CBeIEHHUs
O HAaHECEHUU CpPEeACTB HAeHTU(HUKAUHA ¢ (UIHM) CBeJeHHS O BBOJIE
B IpakIaHCKUH 000pOT;

2) mexapCTBEHHBIX  IIpenaparoB  IJid MEAWIMHCKOTO  IPHUMEHEHHS,
B OTHOIIIEHWHM KOTOPBIX OCYIIECTBIIEHA OJIOKHPOBKA BHECEHHMS B CHCTEMY
MOHHUTOPHHIA [BHXXEHUS JIEKapCTBEHHEBIX IPENaparoB ISl MEIUIIMHCKOTO
IIPUMEHEHMsI CBEJeHUM O BBOJe B TIpaxmaHCKuih obopor, 00 obopote
WJIH O IIpeKpallieHuu 000poTa;

3) JekapCTBEHHBIX TMpenapaToB JUIsi MEIUIIMHCKOrO ITPUMEHEHHs,
IpUMEHEeHHe KOTOPHIX NPHOCTAHOBIEHO IO PEHICHHIO YIOJHOMOYSHHOIO
(deneparbHOro OpraHa UCIOJHHTEILHOM BIACTH;

4) nexapCTBEHHBIX TMpeNapaToB i MEAWIWHCKOrO IpPUMEHEHHS,
IpaKIaHCKUH 000pOT KOTOPBIX IPEKpaIleH;

5) NeKapCTBEHHBIX IpenapaToB Ui MEAMLHMHCKOIO MPUMEHEHHUS, CPOK
TOJTHOCTH KOTOPHIX HCTEK;

6) TeKapCTBEHHBIX MPENapaToB I MEIAWIMHCKOrO IpPHMEHEHHH,
B OTHOUICHWH KOTOPBIX He COOJIOJMEHbI TpeOOBaHHA, OIpeIcIeHHBIE

Ha OCHOBAHUU 4acTH 5 cTatey 67 HacTosiiero ®enepaibHOro 3aKOHA.



3. JlelicTBHE ITOJOKEHUH YacTH 2 Hacrogmiei CTaThbHu
HE pacIlpoCTpaHsieTCs Ha JIeKapCTBeHHbIe Ipernaparbl, yKa3aHHbIE B YacTH 7!
cratey 67 HacTosiero OeepanbHOTO 3aK0HA.

4. lopsimoxk TpUMEHEHUs IOJIOKEHWH 4YacTH 2 HAcTOsLIEed CcTaTbu
U CPOKM MpPHUMEHEHWS TaKoro IMopsjaka ycTtaHaBiuBaroTcsi [IpaBHTenbcTBOM
Poccuiickoit @enepanmm.».

Crarbs 2

1. Hacrosmmii ®eepanbHblil 3aKOH BCTyIIaeT B CHILY
c 1 mapra 2025 rona.

2.K HoOpMaTHBHBIM TpaBOBBIM akTaMmM Poccuiickoit ®enepauny,
yCTaHaBIMBAOIIUM  oOs3aTelbHble  TpeOOBaHWUA W IPEIyCMOTPEHHBIM
cratbeil 57 @enepanpHoro 3akoHa ot 12 ampens 2010 roma Ne 61-®3
«O06 obpamieHny JIEKapCTBEHHBIX CPEeACTB» (B peJakIUW HACTOSIIETO
@enepallbHOrO 3aKOHA), He MPUMEHSIIOTCS MoJjoxenus yacteil 1 u 4 crateu 3
n gactedt 1 u 2 crarem 11 ®enmepanpHOro 3axkona ot 31 wmroms 2020 rogxa

Ne 247-®3 «O6 obs3arenpHBIX TpeboBaHuAX B Poccuiickoii ®enepamm».

B.Ilytun

Mocksa, Kpemib
8 aBrycra 2024 rona
No 292-03



