O BHeCEeHMU U3MEeHEeHUMN B NnepeyYyeHb MeAULUHCKUX OpraHu3auum,
MMeIOLLMUX NPaBo U3roTaBJINBaTb U NPUMEHATDb
OuoTexHoNnornyeckue sieKapcTBeHHble npenapaThbl,
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 1463-p - oT 12.06.2026 - MpaButenbcTBo Poccuiickon ®enepauun - fencteyeT 6€3 n3MeHeHUn

NMPABUTENIbCTBO POCCUNCKOWN ®ELEPALIN
PACMNOPAXXEHWE
OT 12 NOHA 2026 I'. Ne 1463-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; 2026, Ne 8, cT. 968).

Mpencenatenb MpaBuTensCTBa
Poccunckon ®epepaunvt M.MuycTuH

YTBEPXXIEHbI

pacropsbxkeHueM lMpaBuTenbLCTBa
Poccuiickon depepauun

oT 12 mioHa 2026 r. Ne 1463-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

JononHnTbL no3numsaMn 26 - 28 cneayrowlero cogep>xaHus:"26. ®egepasibHoe rocygapCTBeHHOE
BroaKeTHOe yyYpexaeHue "TocyLapCTBEHHbIN Hay4HbIA LeHTP "MHCTUTYT umMmmyHonorun" deagepansHoro
MeLMKO-6MON0rMYeckoro areHTCTBa

7724707421

1097746301278115522, r. MockBa, BH.Tep.r. MyHULMNanabHbIN OKpyr MockBopeybe-CabypoBso, L.
Kawwupckoe, o. 24

27. GepepanbHoe rocyaapcTBeHHOe 6104)KETHOE yypexaeHmne "IoCcyaapCTBEHHbIN HayYHbIA LEHTP
Poccuinckon ®epepauumn - PegepasibHblil MEAULMHCKUIA BUohn3nyeckuin ueHTp numenHn A.N.bypHa3saHa"
7734581136

1087746355498123098, r. Mocksa,

yn. XusonucHas, a. 46

28. GepepanbHOe rocynapcTBeHHoe blog)KeTHoe yypexaeHmne "®enepanbHbll HAYHYHO-KJIMHUYECKUA LEHTP
cneunann3vpoBaHHbIX BUAOB MEAULMHCKON MOMOLUN U MeANLUHCKMX TexHonorun ®enepasbHoro Megnko-
Hronornyeckoro areHTcTBa"

7724044189

1027700089757115682, r. Mockaa,

6-p OpexoBbin, 4. 28",
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