00 yTBep>XaeHMu KpuTepueB BKJIIOYEHUA JIeKapPCTBEHHbIX
npenapaToB u (papMakoTepaneBTU4EeCKUX FPynn JieKapCTBEHHbIX
npenapaTtoB B Nepe4yeHb JIeKapCTBEHHbIX NpenapaToB U
¢dapmMmakoTepaneBTM4ECKUX FPYyNN JieKapCTBEHHbIX NpenapaTos,
pa3peLlleHHbIX K peasiu3auum B paMKax 3KCnepMMeHTa no
OCYLU,EeCTBJIEHUIO PO3HUYHOU TOProBJIN JIEKAPCTBEHHbIMMU
npenapaTtamMu gnisA MeaUMUUHCKOro NpMMeHeHus, OTNyCKaeMbiMM
no peuenTy Ha JIeKapPCTBEHHbIA NpenapaT, AUCTAaHLUOHHbIM
cnocobom

MocTaHosneHne - Ne 2465 - oT 28.12.2022 - MNpasBuTenbcTBO Poccninckon Gepepaumm - fencteyeTt 6e3 u3MeHeHWI

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALLAN
NMOCTAHOBJIEHVE
OT 28 [IEKABPS 2022 I'. Ne 2465
MOCKBA

06 yTBEPXAEHNN KPUTEPUEB BKJILOYEHUS IEKAPCTBEHHbLIX MPernapaToB U hapMakoTepaneBTUYeCKMX rpynn
NeKapCTBEHHbIX NPenapaToB B NepeyeHb eKapCTBEHHbIX NPenapaToB 1 hapMakoTepaneBTUYeCKUX rpynn
NeKapCTBEHHBIX MPeMnapaToB, Pa3peLlleHHbIX K peann3auuy B paMKax 3KCNepUMEHTa Mo OCYLLECTBIIEHUIO
PO3HWYHOW TOPrOBAN IEKAPCTBEHHLIMU MpernapaTamu Aas MeANLUHCKOrO MPUMEHEHUS, 0TNYCKaeMbIMU Mo
PELEnTy Ha JIEKapCTBEHHbIA NpenapaT, ANCTaHLMOHHBLIM CMOCOH0OM

MpaBnTenbCcTBO Poccminckon deaepaumy NoCTaHOBASET:

1. YTBepauTb Npuiaraemble KpUTEPUUN BKIIOYEHUS IeKapCTBEHHBIX MpenapaTos U
(hapMakoTepaneBTUYECKUX FPYNM JeKapCTBEHHbIX MPenapaToB B NepeyeHb JIeKapCTBEHHbIX NpenapaTos U
(hapMakoTepaneBTUYECKUX rPynn JeKapCTBEHHbIX MPenapaToB, pa3peLleHHbIX K peasn3aunm B paMKax
3KCMepMMeHTa MO OCYLLECTBJIEHNIO PO3HUYHOWN TOPrOBJIM IEKAPCTBEHHBIMM NpenapaTaMu 4as
MeONLUHCKOro NPUMEeHeHNs, OTNYCKAaeMbIMUK MO PeLenTy Ha NeKapCTBEHHbIN npenapaT, AUCTaHUUOHHbIM
cnocobom.

2. HacTosliee nocTaHOBeHNe BCTynaeT B cuny ¢ 1 mapta 2023 r. n gencrteyeT o 1 mapta 2026 r.

Mpencepatens NpaBuTenbCcTBa
Poccuinickon ®epepaummn M.MuwycTnH

YTBEPXXIEHbI

nocTaHoBneHneM lNpaBUTeNLCTBA
Poccuinckon ®epepauun

0T 28 pekabps 2022 r. Ne 2465

KPUTEPWIA

BKJIOYEHUSA IEKAPCTBEHHbLIX MpenapaToB U (hapMakoTepaneBTUHECKUX FPyNn JIeKapCTBEHHbIX MPenapaToB
B NepeyeHb JIEKapCTBEHHbIX NpernapaToB 1 hapMakoTepaneBTUYeCKUX rpynn IeKapCTBEHHbIX NPenapaTos,
pa3peLleHHbIX K peann3aLuy B pamMKax 3KCNepUMEHTa Mo OCYLLECTBAEHNIO PO3HUYHON TOPTrOBAN
NeKapCTBEHHbIMU NpenapaTamMn AN8 MeAULMHCKOro MPUMEHEHUS, OTMYCKaeMbIMK MO peLenTy Ha
NeKapCTBEHHbIN NpenapaT, AUCTaHUMOHHbIM CNocoboMm

1. He asnsawTcs NeKapCTBEHHbIMU MpenapaTaM, cogepXXallMMn HapKOTUYECKNE CpeancTBa, NCUXOTPOMHbIE
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BELLEeCTBa U UX NPEKYPCOpPbI, BKIOYEHHbIE B MepeYeHb HAPKOTUYECKUX CPeACTB, MCUXOTPOMHbIX BELLECTB U
NX NPEKYPCOPOB, Noanexallnx KOHTpoo B Poccuinckon ®epepaumm, yTBEPXXAEHHbLIN NOCTAaHOBIEHNEM
MpasutenbcTBa Poccuinckon depepaumm oT 30 uioHs 1998 r. Ne 681 "06 yTBEpXXACHUN NepeYHs
HAaPKOTUYECKNX CPELCTB, MCUXOTPONMHbIX BELLECTB U X NPEKYPCOPOB, NOANEXKALLUNX KOHTPOJIO B
Poccuiickon ®epepaummn”.

2. He aBndA0TCS nekapCTBEHHbIMMK NMpenapaTaMu, COAepXXalLlMm CUbHOLENCTBYIOLLNE BeLeCcTBa,
BKJItOYEHHbIE B CMNCOK CUIbHOOENCTBYIOWMX BEWECTB A5 Lenen ctaTbh 234 1 Apyrux ctaten YronoBHoro
Konekca Poccuinckon denepaunn , yTBEPXKAEHHbIN MOCTaHOBAEHUEM NpaBuTebCTBa POCCMIACKON
depepaumm ot 29 gekabpsa 2007 r. Ne 964 "O6 yTBEP)KAEHWNN CMTUCKOB CUBHOAENCTBYIOLLMNX N SO0BUTHIX
BeLeCcTB ANA Lenen cTaTbl 234 1 Apyrux ctaTten YronoBHOro kogekca Poccuinckon ®efepaunm, a Takxe
KPYMHOro pa3Mepa CUAbHOLENCTBYIOWMX BELWECTB 414 uenen ctaTbl 234 YrosI0BHOr0 Kogekca
Poccuiickon ®epepaummn”.

3. He aBnsAlOTCS nekapCTBEHHbIMM NpenapaTaMu, COAEPXalLMMN A40BUTbIE BeLLeCTBa, BKOYEHHbIE B
CMNCOK AA0BUTBIX BELLECTB 4S9 Lenen cTaTbh 234 1 apyrux ctaTen YronoBHoOro kogekca Poccuinckon
depfepaumm , yTBEPXXAEHHbLIN NOCTaHOBAeHMEM MpaBuTenbCcTBa Poccminckon Pegepaunn ot 29 gekabps
2007 r. Ne 964 "0O6 yTBEPXXAEHUN CMINCKOB CUJIbHOAENCTBYIOLNX U SO0BUTLIX BELLECTB AN Liesiel cTaTb
234 vn ppyrux ctaten YronoBHoro kogekca Poccuiickon depepaunn, a Takxxe KpyrnHoro pasmepa
CWJIbHOAENCTBYOLWMX BEWECTB AN Lesen ctaten 234 YronoBHOro kogekca Poccuinckon ®egepaummn'.

4. He aBnsaTcs pagmodapMaLeBTMYECKUMN NIeKapCTBEHHbLIMU NpenapaTaMm, UMMyHOBMONOrnyeckumm
JIeKapCTBEHHbIMY MpenapaTamu, 1eKapCcTBEHHbIMI NpenapaTaMu, Aad KOTOPbIX B COOTBETCTBUM C
WHCTPYKLMEN NO NPUMEHEHWIO IEKAPCTBEHHOIO NpenapaTta YCTaHOB/IEH TEMMNEPATYPHBIN PEXNM XpPaHEHUS
Huxe 15 rpagycos Llenbcma, cnnpTocogep XallMu eKapCTBEHHbIMY NMpenapaTamMn ¢ 06bemMHol fonen
3TUNIOBOrO CNMpPTa CBble 25 NpoLEeHTOoB.

5. He ABnA0TCS nekapCTBEHHbIMK NMpenapaTamMn, N3roTOBAEHHbLIMWU anTeYHbIMU OPraHn3aLnaMu.

6. OTCYTCTBYIOT B MepeyHe JIeKapCTBEHHbIX CPeACTB A1 MeANLUHCKOrO MPUMEHeHNs, Noanexalumnx
NpeaMeTHO-KOJIMYECTBEHHOMY YYETY, YTBEPXKAEHHOM NPMKa30oM MUHNCTEPCTBA 34PaBOOXPaHEHNS
Poccuinckon ®egepaumm 06 yTBepXKAEHNN NEPEYHS NEKAPCTBEHHbIX CPEACTB AN MeAULMHCKOro
NPUMEHEHUS, NOANEXALLMX NPEAMETHO-KOJIMYECTBEHHOMY YYETY.

7. He aBnstoTca aHabonmyeckumm ctepongamu.

8. He ABNAOTCS aHTUNCMXOTUHECKUMIN CPeacTBaMU, aHKCMONINTUKAMK, aHTUAenpeccaHTamMmu, CHOTBOPHbIMU
N cepaTUBHbLIMK CpeacTBaMu.

9. He npumeHstoTCa ons npepbiBaHUs bepeMeHHoCTH.
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