06 yTBep>xaeHnu popMbl JOKYMEHTA O NOJIY4EeHUH
JieKapCTBEHHOro npenapaTta AJis MeAULMHCKOro NpMMeHeHus,
OTNYCKAeMoro no peuenTty Ha JIieKapCTBEHHbIA NpenapaT, JIULOM,
YKa3aHHbIM B peuenTe (3aKOHHbIM NpeacTaBUTesNeM,
YNOJIHOMOYEHHbIM JIML,OM), B paMKax 3KCNepuMeHTa no
OCYLU,EeCTBJIEHUIO PO3HUYHOU TOProBJIN JIEKAPCTBEHHbIMMU
npenapaTtamMu gnisA MeaUMUUHCKOro NpMMeHeHus, OTNyCKaeMbiMM
no peuenTy Ha JIeKapPCTBEHHbIA NpenapaT, AUCTAaHLUOHHbIM
cnocobom

Mpukas - Ne 768H - 0T 28.11.2022 - MMHUCTEPCTBO 34pPaBOOXpaHeHns - [JlencTeyeT 6e3 n3meHeHnin

MWHWCTEPCTBO 3[IPABOOXPAHEHWSI POCCUNCKOW ®ELEPALIAN
MPUKA3
MOCKBA

28 HoAbpsa 2022 r. Ne 768H

06 yTBEPXAEHNN (hOPMbI AOKYMEHTA O NMOJYYEHUW SIEKaPCTBEHHOrO NMpenapaTta A1 MeAnLMHCKOro
NMPUMEHEHUS, OTMYCKAEMOrO0 MO PELENTY Ha JIEKAPCTBEHHBLIA NpenapaT, ANLOM, YKa3aHHbIM B peLenTe
(3aKOHHBIM NpPenCcTaBUTENEM, YTOJIHOMOYEHHBIM JIMLOM), B paMKax 3KCMepUMeHTa Mo 0CYLLIEeCTBIEHMIO
PO3HWYHOW TOPTrOB/N JIEKAPCTBEHHbLIMY NpenapaTaMn AN MeAULMHCKOro MPUMeHeHNs, 0TNYCKaeMbIMU Mo
PELENTY Ha NIEKAPCTBEHHbIV NpenapaT, AUCTaHLUOHHLIM Crocobom

3aperncTpupoBaH MuHtocTom Poccun 15 gekabpsa 2022 r.
PernctpaumnoHHbii Ne 71531

B cooTBeTCTBUM C YacTbto 10 cTaTbn 55 1 ®epepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-03 "06
obpalleHnn nekapcTBeHHbIX cpeacTs" (CobpaHue 3akoHoaaTeNbCTBa Poccuinckon ®enepauun, 2010, Ne 16,
CT. 1815; 2022, Ne 43, cT. 7268) 1 npuKasbiBalo:

1. YTBEpAnTb (hOpMY OOKYMEHTa O MOSyYeHUW IeKapCTBEHHOMO NpenapaTa Aas MeauunHCKOro
NPUMEHEHNS, OTNYCKAeMOro rno peuenTy Ha NeKapCTBEHHbIM NpenapaT, IMLOM, YKa3aHHbIM B peuenTe
(3aKOHHbIM NpeacTaBUTENIEM, YMOJHOMOYEHHbLIM JINLOM), B paMKaX 3KCNepMMEHTa Mo OCYyLLEeCTBAEHMIO
PO3HMYHOW TOPrOBAW JIEKAaPCTBEHHbIMY MpenapaTamMn ans MeanUMHCKOr0 NPUMEHEHUSs, 0TNyCKaeMbIMy MO
peLenTy Ha JIeKapCTBEHHbIV NpenapaT, ANCTaHLNOHHbIM cnocobom.

2. HacTosAwmin npuka3 BCcTynaeT B cuiy ¢ 1 MmapTta 2023 r. n gencTtByeT Ao 1 mapta 2026 r.

MuHucTp M.A.Mypaluko

1 MyHKT 1 MonoxxeHns o MUHUCTEPCTBE 34paBooXpaHeHns Poccuinckon denepauun, yTBEPXKAEHHOr0 NOCTaHOBIEHNEM
MpasuTenbcTBa Poccuinickon ®epepauum ot 19 nioHs 2012 r. Ne 608 (CobpaHue 3akoHoLaTeNbCTBa Poccuiickon
®epepaumm, 2012, Ne 26, cT. 3526; 2021, Ne 15, cT. 2596).

YTBEPXKIEHA
npmkasom MnHucTepcTBa 34paBOOXPaHEHUS
Poccuickon depepauun ot 28 Hos6psa 2022 r. Ne 768H

®opMa AOKYMEHTaA O MOJyYEHNN IEKaPCTBEHHOr 0 NpenapaTa 415 MeANLMHCKOr0 NPUMEHEHNS,
OTMYCKAeMoro rno peLenTy Ha JIeKapCTBEHHbIN NpenapaT, JIMLOM, YKa3aHHbIM B peLienTe (3aKOHHbIM
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npefcTaBuTeNieM, YNOJHOMOYEHHBIM JINLOM), B paMKax 3KCMeprMeHTa Mo OCYLLECTBAEHNIO PO3HUYHON
TOProBAN NIeKapPCTBEHHLIMW NpenapaTaMn AN MeAULUHCKOro MPUMEHEHNS, 0TNYCKaeMbIMK MO peLenTy Ha
JIeKapCTBEHHbIV NpenapaT, ANCTaHUNOHHbIM crocobom

damunus, nMs, 0THECTBO (MpW HaAMYMK) noayyaTens (MOAHOCTbIO)
ALlpec LOCTaBKU
TenedoH
Ne

Kof 3akasa

MpogaseuHanMeHoOBaHMeE 1EKAaPCTBEHHOIO (-bIX) NpenapaTa (-0B) AN MEANLMHCKOrO NPUMEHEHNS
(MexayHapoaHoe HernaTeHTOBAaHHOE, UK FPYNMNMPOBOYHOE, NN XUMNYECKOE 1 TOProBoe HauMeHOBaHUS)
JlekapcTBeHHas opma

[o3unpoBka

dacoBka

Kon-Bo

LleHa

Cymma

NToro:

1 NoATBEPXKAAK0 OTCYTCTBUE MPETEH3UIN K anTe4YHOWN opraHn3aumm
Mognuce nony4vatens /

S noATBEP)XAalo OTCYTCTBME MPETEH3NI K JIMLLY, OCYLLLECTBMBLLUEMY AOCTABKY NEKAPCTBEHHOTO (-biX)
npenapaTa (-oB)
Mognuce nony4vatens /

[aTa OoCTaBKKU

Bpems focTaBku

Mognuce nonyyaTens
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