MMPABUTEJIbLCTBO POCCUMCKON ®EJAEPALIUN
ITOCTAHOBJEHUWE

ot 28 nexabps 2022 r. Ne 2465

MOCKBA

00 yTBep:KIeHHH KPpUTEPHEB BKIKYEHHUS JIeKAPCTBEHHBIX MPernapaToB
u papMaKoTepaneBTHYECKHX IPYII JIEKAPCTBEHHBIX MPEnapaToB

B NepevYeHb JIeKaPCTBEHHBIX MpenaparoB U (papMaKoTepaneBTHIECKUX
TPy JIeKapCTBEHHBIX MPEnapaToB, pa3pemeHHbIX K peajn3aniu
B PaMKaXx JKCIEePUMEHTa 10 0CyINeCTBJIEHHI0 POZHUYHOI TOProBJIM
JIEKapPCTBEHHBIMH MpenapaTaMu JJIsi METHIIHHCKOT0 MIPUMeHeHHs],

OTIyCKAaeMbIMM T10 pelenTy Ha JieKapCTBEHHBII mpenapar,
JUCTAHIHOHHBIM CIIOCO00M

[IpaBurensctBO Poccuiickoi Geaepaui m0 CTAHOBJSAET :

l. YTBepauTh mnpunaraemble KPUTEPUM BKJIIOUYEHHUS JIEKAPCTBEHHBIX
npernaparoB U (hapMaKOTEPANEeBTHUECKUX TPYIII JICKAPCTBEHHBIX IPENapaToB
B TeEpeuYeHb JIEKAPCTBEHHBIX IMpemaparoB W  (papMakoTepareBTHUCCKUX
TPYII JIEKAPCTBEHHBIX MPEMapaToB, Pa3pelIeHHbIX K peaju3alvd B pamMKax
AKCIEPUMEHTA MO OCYIIECTBJICHUIO PO3HUYHOW TOPTOBJIM JIEKAPCTBEHHBIMU
npenapaTaMy JUisi MEIUIMHCKOTO MPUMEHEHHUS, OTIMYCKAeMbIMH IO PELENTY
Ha JIEKApCTBEHHBIN Npenapar, IMCTAHIMOHHBIM CITOCOOOM.

2. Hacrosimee mocTaHoBJieHWE BceTymaer B cuity ¢ 1 mapra 2023 r.
u neictyet 10 1 mapra 2026 r.

IIpencenarens [IpaBuTenbcTBa FOKYMEHT NOANNCAH
SJIEKTPOHHOM NOANMUCbLIO

Poccuiickoit ®enepanmuu CBELIEHVA O CEPTUOWKATE 11 M.MuiyctuH

2CD7F3E86B7BADAG6BD700CD6CAS7617089E5C1C
MocTaswmk: ®eaepansHoe KasHauencTso
MpasuTensctso Poccuiickoin degepaumm

[leiicteutenen ¢ 13.12.2021 no 13.03.2023
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YTBEPX/IEHDBI

noctaHosyienneM I IpaBurenscTBa
Poccuiickoii @enepanun
ot 28 nexabps 2022 r. No 2465

KPUTEPUU

BKJIKOUEHHUS JIEKAPCTBEHHBIX NMpenaparoB U ¢gapMakoTepaneBTHYECKUX
rPYNIl JJeKAPCTBEHHBIX MPENnapaToB B MepeyeHb JIEKAPCTBEeHHbIX
npenaparoB u (papMakoTepaneBTUYECKHX IPYII JIeKAPCTBEHHBIX

NMpenaparoB, pa3pellieHHbIX K peajin3alui B paMKaxX dJKCIIepUMEHTAa
M0 OCYIIECTBJIEHUI) PO3HUYHOM TOProBJIM JIEKAPCTBEHHBIMH MpenapaTaMmu
JJIS1 MEAULMHCKOr0 MPUMEeHeHHsl, 0TIYCKAeMbIMHU M0 pelenTy
HA JIEKAPCTBEHHbIII Mpenapar, JUCTAHIUOHHBIM CI0CO00M

1. He sABnsrOTCS  JIEKAPCTBEHHBIMM  IIpEMapaTraMu, COJEpiKalluMu
HApKOTUYECKUE CPEACTBA, ICHUXOTPOMHBIE BEMIECTBA WU HUX MPEKYPCOPHI,
BKJIIOYEHHBIE B NEPEUYEHb HAPKOTHUUECKUX CPEACTB, NMCUXOTPOMHBIX BEIIECTB
U UX TMPEKypcopoB, MOMJICKAMMX KOHTpotO B Poccuiickoit ®enepaiuu,
YTBEPKACHHBIM mnocTaHoBieHueM [IpaButensctBa Poccuiickoit ®denepanun
or 30 wmrors 1998 r. No 681 "OOG yTBepKneHUM NEPEUHS HAPKOTHUECKUX
CPEACTB, NCUXOTPOIHBIX BEIIECTB M MX MPEKYPCOPOB, MOMJIEHKAITUX KOHTPOJIIO
B Poccuiickoii ®eneparun”.

2.He sABnstOTCS  JIGKAPCTBEHHBIMM  TIpenapaTraMu, COJEp KalluMHU
CUJIbHOJCHCTBYIOIINE BEIIECTBA, BKIFOUEHHBIE B CIIUCOK CHJIbHOJICUCTBYIOIIUX
BEIIECTB I mened cratbu 234 w Apyrux cratedd YTOJOBHOTO KOJEKca
Poccuiickoit ®denepannu, yTBEp:KICHHBIM NOCTaHOBJIeHUEM [IpaBurtenbcTBa
Poccuiickoit @enepanuu ot 29 nexabps 2007 r. Ne 964 "OO yTBepkIeHUH
CIIUCKOB CHJIbHOACHCTBYIOIIUX W SIOBUTBHIX BEIICCTB i Iiefie crathu 234
U Jpyrux crareil YrojoBHOro konekca Poccuiickot ®enepanmu, a TaKKe
KPYITHOTO pa3Mepa CHJIbHOASHCTBYIOMMX BEIIECTB MJIA Lieneu crateu 234
VYronosHoro koaekca Poccutickoit @enepanmu’.

3.He sABmAIOTCA JIEKAPCTBEHHBIMH  IpENapaTaMiy, COJEPKAIUMU
AOBUTHIC BEIIECTBA, BKJIIOUEHHBIE B CHHCOK SIOBUTHIX BEIIECTB IS LIEJICH
cratbu 234 m npyrux crareit YromaoBHOro kojaekca Poccuiickoit ®@enepainuu,
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YTBEPKACHHBbIM mnocraHoBiieHueM IIpaBurensctBa Poccuiickoit ®Depnepanuu
or 29 pgexabps 2007 1. Ne 964 "OO6 yTBEpKIECHHWU CIHCKOB
CUWJIBHOACHCTBYIOIINX U ATOBUTHIX BEIIECTB I Lened ctatbu 234 u apyrux
crtateid YronoBHOro konaekca Poccuiickoil @enepamum, a TakKe KPYMHOTO
pasMepa CHJIbHOJICUCTBYIOIIUX BEIIECTB I Iienedt crtatbu 234 YTOJOBHOTO
konekca Poccuiickoit deneparun".

4. He ABILTIOTCA  pamuodapMarieBTHICCKUMHU JIEKApCTBEHHBIMU
npenapaTaMd, HWMMYHOOHMOJIOTHMYECKUMH  JIEKQPCTBEHHBIMHU  TIpenapaTaMu,
JIEKQpPCTBEHHBIMU TpENapaTaMu, JJisi KOTOPbIX B COOTBETCTBUU C MHCTPYKIUEH
M0 TPUMEHEHMIO JIEKQPCTBEHHOrO Mpernapara YCTaHOBJIEH TeMIepaTypHbIN
pexuM xpaHeHuss Hwke 15 rpaagycoB Ilenbcusa, cnupToCoaepKAIUMU
JIEKQpCTBEHHBIMU TIpenapaTaMu ¢ OOBEMHOM JI0JIell S3TWIOBOrO CHHPTA
CBBIIIIE 25 TPOIIEHTOB.

5.He sBasfOTCA JEKAPCTBEHHBIMU TMpenapataMu, W3rOTOBJICHHBIMU
ANTEYHBIMU OPTaHU3ALUSMH.

6. OTCYTCTBYIOT B NEPEYHE JIEKAPCTBEHHBIX CPEACTB IJIA MEIUIIMHCKOTO
MIPUMEHEHMUS, MO UIeKAIIHNX MPEIMETHO-KOJINUECTBEHHOMY VUETY,
YTBEPKACHHOM MNpUKAa3oM MuHHCTEPCTBA 3ApaBOoOXpaHeHusa Poccuiickoi
Oenepatiu 00  yTBEp)KIECHUM TIEPEYHS JICKAPCTBEHHBIX CPEICTB IS
MEIMLIHMHCKOTO MPHUMEHEHHUS, MOMJIEKAIMX NPEAMETHO-KOJINYECTBEHHOMY
yUery.

7. He sBasitoTCsA aHaOONMUYECKUMU CTEPOUIAMH.

8. He ABAAIOTCS aHTUNCUXOTUYECKUMH CpPEICTBAMH, AHKCHOJIUTHUKAMH,
AHTUAETIPECCAHTAMU, CHOTBOPHBIMH M CEIaTUBHBIMU CPEACTBAMMU.

9. He npumeHstOTCS 151 IPEphIBaHUA OEPEMEHHOCTH.
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