00 yTBep>XaeHun n3aMeHeHUHU, KOToOpble BHOCATCA B NepeyeHb
MeAMLUUHCKUX OpraH1M3auui, MMeloLuX NpaBo U3rotaBJinBaThb U
NPUMEHATb ODMoTexHoNOorMYeckue NeKapCcTBeHHblie npenaparhl,
npeaHasHa4YeHHble As NPUMEeHeHUs B COOTBETCTBUMU C
MHOMBUAYAJIbHBIM MEAULUHCKUM Ha3HAYeHUEeM U cneuuanbHO
M3roToBJIEHHbIE AJ11 KOHKPETHOro nauMeHTa HenocpeacTBeHHOo B
MeAWUMHCKOX OpraHn3auum, B KOTOPOU NMPUMEHAETCA TaKou
OuoTexHoNnorn4yeckumn nieKapCcTBeHHbIM NpenapaT, UMeloLL e B
CBOEM COCTaBe CoeiMHeHUs, CHUHTe3UPOBaHHbIE MO pe3yJsibTaTaM
reHeTUYeCKUX UccnenoBaHM MaTepuana, NoJly4eHHOro ot
nauueHTa, AN KOTOPOro U3roToBJieH TaKou
OnoTexHoNIOru4ecKuu neKapCcTBeHHbIN nNpenapar,
yTBepPXAEeHHbIN pacnops>xeHuem MNMpasutenbcTBa PoccMUCKOMN
depepauumn ot 13 pekadbpsa 2024 r. Ne 3736-p

PacnopskeHme - Ne 305-p - oT 19.02.2026 - MNpaButenscTBo Poccuninckon ®enepauunn - encteyeT 6€3 M3MeHeHWN

NMPABUTENIbCTBO POCCUNCKOWN ®ELEPALIN
PACMNOPAXXEHWE
OT 19 ®EBPAJIA 2026 I'. Ne 305-P
MOCKBA

YTBEPAUTL NpUNaraeMble NU3MEHEHWS, KOTOPbIE BHOCATCA B MepeyeHb MeAULMHCKUX OpraHn3aLni,
NUMeoLLMX NPaBO N3roTaBAnBaTb Y MPUMEHATL BUOTEXHOSIOrNYeCKEe IeKapCTBEHHbIE NpenapaThl,
npefHa3HaYeHHble ANsi NPUMEHEHNS B COOTBETCTBMUN C MHAMBUAYAJIbHbIM MEANLNHCKUM HAa3HAYeHNEM U
cneumnanbHO N3roTOBEHHbIE A1 KOHKPETHOro NauneHTa HeNoCpeaCTBEHHO B MEAMLIMHCKOWN OpraHu3aumm,
B KOTOPOW MPUMEHSAETCA TaKon BNMOTEXHONOrNYeCKMin NeKapCTBEHHbLIN NpenapaT, UMetoLLne B CBOEM
COCTaBe COeANHEHMNS, CUHTE3MPOBAHHbIE MO pe3yabTaTaM FreHETUYECKMNX NCCNE0BaHNA MaTepuana,
MoJIy4EHHOro OT NauneHTa, A4J19 KOTOPOro N3roToB/EH Takon BMOTEXHONOrMYECKUIN IeEKAPCTBEHHBIN
npenapar, YTBePXXAEHHbIA pacnopsxxkeHnem MpaButenscTBa Poccuiickon ®epepaunm ot 13 gekabpsa 2024
r. Ne 3736-p (CobpaHue 3akoHoaaTeNbCTBa Poccuinckon ®enepauun, 2024, Ne 51, cT. 8133; 2025, Ne 42, cT.
6225; Ne 47, cT. 7226).

Mpencenatenb MpaBuTensCTBa
Poccunckon ®epepaunvt M.MuycTuH

YTBEPXXIEHbI

pacropsbxkeHueM lMpaBuTenbLCTBa
Poccuiickon depepauun

oT 19 cpeBpans 2026 r. Ne 305-p

W3MEHEHWA,

KOTOpPble BHOCATCA B Nepeyv4eHb MEANLINHCKUX opraHM3aL|,|/||7|, NMMELWKNX NMpaBo N3roTaBJiMBaTb U MPUMEHATb
buoTexHosornyeckme NleKapCTBeHHbIE NpenapaThbl, NpeaHa3Ha4YeHHble ond npuMmeHeHnsa B COOTBETCTBUN C

nHansmnayaibHbIM MEONLUNHCKUM Ha3Ha4YeHWEM U cneunanbHO N3roToBJIEHHbIE A1 KOHKPETHOro nauneHTa
HenocpeaCTBeHHO B MeaNLNHCKON opraHusauwuun, B KOTOpOIZ NnPUMEHAETCA Takow 6MoTEXHONOr NYECKNA
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NeKapCTBEHHbIA MpenapaT, UMelLLe B CBOEM COCTaBe COeANHEHNS, CUHTE3NPOBaHHbIe MO pe3ysibTaTaMm
reHeTUYeCKnx NCCnefoBaHnin MaTeprana, Noay4eHHOro OT NauneHTa, 419 KOTOPOro N3roToBJIEH Takon
BNOTEXHONIOrNYECKMIN NEKAPCTBEHHbIV NpenapaT

HononHnTb nosnumnamn 24 n 25 cnepyrowero cogepxaHus:"24. ®egepanbHoe rocyfapCTBeHHOE
aBTOHOMHOe 0bpa3oBaTeslbHOE yYpexaeHmne Bbicero o6pa3oBaHmMs "POCCUNCKNIA HaLMOHAJbHBIN
nccnenoBaTenbCKUn MEANLVNHCKUIA YHUBepcuTeT uMeHmn H.U.Mnuporoea" MMHNCTEPCTBa 34paBOOXPaHEHMS
Poccunckon ®epepalmm

7728095113

1027739054420117513,

r. Mocksa,

yn. OCTpOBUTSAHOBA,

4. 1, cTpoeHue 6

25. ®epepanbHoe rocygapcTBeHHoe b6ogxeTHoe obpa3oBaTesibHOE yYpexaeHue Boicluero obpasoBaHums
"BalUKUPCKMIN roCyapCTBEHHbI MeAULNHCKNIA YHUBEpCUTeT" MUHUCTEpPCTBa 34PaBOOXPaHEHNS
Poccuiickon ®epepalimu

0274023088

1020202561136450008,

Pecnybnuka bawkopTocTaH, r. Yoa,

yn. JleHuHa, g. 3".
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