MMPABUTEJILCTBO POCCHUIICKOIN ®EJEPALIMU
PACIIOPAXEHUE
ot 12 nrons 2026 r. Ne 1463-p

MOCKBA

YTBepauTh NpUIIATa€Mble WU3MEHEHUS, KOTOpPBIE BHOCSTCS B IMEPEYECHb
MEJIUIIMHCKUX OpraHu3aliid, UMEIOIINX IMPaBO H3rOTaBIMBATHL U IPUMEHSTh
OMOTEXHOJIOTUUECKHE  JICKApCTBEHHBIC  MpemnapaThl,  NpeaHa3HAYCHHBIC
JUIsi TPUMEHEHUS B COOTBETCTBUM C HWHJMBUAYAJIBbHBIM MEIUIIUHCKUM
HAa3HAYCHUEM U CIECIUAJIbHO W3TOTOBJIEHHBIE Ui KOHKPETHOIO MAalHWEHTa
HEMNOCPEACTBEHHO B MEIMIMHCKOW OpraHW3alld, B KOTOPOM IPUMEHSETCS
TaKoW OMOTEXHOJIOTMYECKUI JIEKApCTBEHHBINM Mpernapar, UMEIoIUe B CBOEM
COCTaBE COEIWHEHUSA, CHUHTE3UPOBAHHBIE II0 pE3yJbTaTaM T'E€HETUYECKUX
HCCIIEIOBAHUM MaTepHUasia, IIOJYYEHHOIO OT MalueHTa, Il KOTOPOTO
W3TOTOBJICH  TakoW  OMOTEXHOJOTUYECKHH  JICKApCTBEHHBIM  Mperapar,
yTBEPKACHHBI pacnopstkeHneM [IpaBurensctBa Poccuiickonn @enepanuu
ot 13 nexabps 2024 r. Ne 3736-p (CoOpaHue 3akoHOAaTeabCcTBa Poccuiickoit
Oenepanyu, 2024, Ne 51, ct. 8133; 2025, Ne 42, c1. 6225; No 47, ct. 7226; 2026,
Ne 8, cT. 968).

AOKYMEHT MOAMMCAH
SNEKTPOHHOW NOAMMUCHIO
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Poccuiickon ®enepanunu Dasepawm M.Mumyctun




YTBEPXJIEHbBI

pacnopsbxkenueM [IpaBurenbcTBa
Poccniickon @enepannn
oT 12 uronst 2026 r. Ne 1463-p

N3MEHEHMUA,

KOTOPbI€ BHOCATCH B NlepeYeHb MeIMIUHCKUX OPraHU3aluii, MMEIHX
MPAaBO0 U3rOTABJIUBATH U IPUMEHATH OHOTEXHOJIOTMYECKHUE JIeKAPCTBEHHbIE
npenaparbl, NpeAHa3HAYeHHbIe 1JIS IPUMEHEHUS B COOTBETCTBUU
¢ MHAMBUAYAJIbHBIM MEIUIMHCKAM HA3HAYEHUEM U CIICHHAIBHO
U3rOTOBJICHHBIE /151 KOHKPETHOI0 NALMEHTA HeMOCPeACTBEHHO
B MEeIUIMHCKOH OPraHu3alui, B KOTOPOU NMPUMEHSETCH TAKOH
OMOTEeXHOJOTHYECKHUI JIeKAPCTBEHHBII NMpenapar, UMeuue B CBoeM
COCTaBe COCAMHEHNS, CHHTE3UPOBAaHHbIE 10 Pe3yJIbTaTaM I'eHEeTUYEeCKUX
HCCJIeJOBAHUI MaTepUAaJIa, OJYYEHHOI0 OT MAalMEeHTa, 1JI KOTOPOro
HU3TrOTOBJICH TAKOI OMOTEXHOJIOTHYEeCKHUI JIEKAPCTBEHHBbII Mpenapar
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