ITPABUTEJIbCTBO CAHKT-IIETEPEYPI'A
KOMUTET IO TAPU®AM CAHKT-IETEPBYPTA

INPOTOKOJI 3ACEJAHUSA ITPABJIEHUA

14.10.2026

Ynensl npasiaeHuss Komurera mo tapudam Cankr-IlerepOypra; Ilporacos C.[A., Cadapos I'.I'.,
I'epacumos . A., Anonen E.O.

IpencenareancrBoBai: Ilporacos C./.
B 3acenanuu ydacTBoBaJIM:

or Komurtera mo tapudam Cankr-IlerepOypra: Anapeesa II.b., AHHuKoBa A.A., BiaacoB A.A.,
I'nazynoBa O.C., Kannuii JI.C., Kapnosa FO.E., Koadac A.C., JlechukoBa /[.H., Maaepuyxk U.B.,
MuaeiikoBckasa M.C., Penuna E.JI., Cyraruna H.A.

oBectka pgHsa: OO0 ormeHe kpurtepueB ¢opmupoBanus I1IaHa mnposeaeHuss Komurterom
no tapupam  Cankr-IlerepOypra Bble3gHBIX 00cCJeI0BaHHIl B paMKax OCyLIeCTBJIEHHUS
PEeruoHAJIbHOIO FOCY/IapCTBEHHOI0 KOHTPOJs (HA/A30pa) 3a NpMMEHEeHHEM LeH HA JeKapCTBEeHHbIE
npenapartbl, BKIKWYEHHbIC B NepeYeHb KU3HEHHO HEOOXOAMMBIX M BAaKHEHIIMX JIEKAPCTBEHHBIX
npenapatros, a Takxe 10kymeHToB Komurera nmo tapupam Cankr-Ilerepdypra, HanmpaBJjieHHbIX

Ha UX peaju3alulo.

3acenanue mnpasiaeHuss Komurtera mo Tapupam Cankr-IlerepOypra mnpoBegeHO B 3209HOM
dpopmare.

B cuny nynkra 3.8-2-3 [lomoxenus o Komurere mno Tapudam Cankr-IletepOypra,
yTBepxkaAeHHOTO nocrtanoBieHueM [IpaButensctBa Cankt-IlerepOypra ot 13.09.2005 Ne 1346, Komuret
no tapudam Cankt-IlerepOypra (manee - KomMuTeT) ynoJHOMOYEH Ha OCYIIECTBIEHHWE PETHOHAJIBLHOTO
rOCYJapCTBEHHOTO KOHTpOJs (Haa3opa) 3a NOPUMEHEHHEM  LeH Ha JIeKapCTBEHHBbIE Mpernaparsl,
BKJIIOYEHHBIE B TEpeYeHb KU3HEHHO HEOOXOJAMMBIX W BaXKHEHIINX JIEKAPCTBEHHBIX IPEMapaToB
(manee - XKHuBJIII).

[Ipunoxxennem Ne 3 k moctanoBnenuto I[IpaBurtenscrBa Poccuiickoit ®enepanuu or 10.03.2022
No 336 «O0 0COOCHHOCTSIX OpraHMU3alMU W OCYIISCTBICHHS TOCYJAAapCTBEHHOTO KOHTpOJs (Haa30pa),
MYyHULMNAIbHOTO KOHTpois» (manee - IlocranoBiaenue Ne 336) ycTaHOBIEHBI OCOOEHHOCTH OLIEHKH
coOmoieHuss 00sA3aTeIbHbIX TpPeOOBAaHMI K MNPUMEHEHUIO LIEH Ha JIEKapCTBEHHBIE IpENaparsl,
BKJIIOYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOJMMBIX M BaXXHEWIIHX JIEKAPCTBEHHBIX IpErapaToB
(manee - OcobeHHOCTH).

Cornacho nyHkty 3  OcobeHHOCTE  opraHamMu, OCYIIECTBISIIOIIMMH  PEruOHATbHBIN
rOCYJapCTBEHHBIM KOHTPOJIb (HAA30p) 3a NPUMEHEHHEM LIEH Ha JIEKapCTBEHHBbIE Mpenaparsl,
BitoueHHble B mepedeHb KHuBJIII, yrBepkmatorcss kputepuu GOpMUPOBaHUS IUIaHA MPOBEACHUS



BBIE3HBIX OOCJeAOBaHUM, ONpEACNSAIOIMe OCHOBaHUSA ISl BKIIOUEHUS KOHTPOJUPYEMBIX JIHI]
U (U1n) 00IIeTOCTYHBIX MPOU3BOJICTBEHHBIX 00BEKTOB B YKa3aHHBIC IIJIAHbI.

Kpurepun ¢opmupoBanus miuana npoBeacHus KoMUTETOM BBIE3AHBIX OOCIIEOBaHHI B paMKax
OCYIIECTBIECHUSI PETHMOHAIBHOTO TOCYAapCTBEHHOTO KOHTpoJs (HaA30pa) 3a MPUMEHEHHEM IeH
Ha JIEKapCTBEHHbIE INpemnapatsl, BKIoUYeHHble B nepeueHb JKHuBJIII (manee - Kpurtepun), yTBep>KaeHbl
pacnopsbkenneM Komurera mo Tapudam Cankrt-Iletepbypra ot 08.07.2024 Ne 104-p (B pemakuuu
pacnopsbkenust Komurera no rapudam Cankr-IlerepOypra ot 17.04.2026 Ne 27-p).

[ToctanoBnenuem IlpaButensctBa Poccuiickoit @eneparuu ot 27.08.2026 Ne 1086 «O BHeceHUH
u3MeHeHu B mocraHoBieHue lIpaButennctBa Poccuiickoit ®eneparuu ot 10 mapta 2022 1. Neo 336»
B nyHKT 11(9) IlocranoBnenus Ne 336 BHeceHBbl U3MEHEHHUs, COTJIACHO KOTOPBIM OIIEHKa COOJIIOACHUS
00s13aTeNIbHBIX TPeOOBaHUN K 00OPOTY OTAENBHBIX BUJOB MPOAYKLUHMH OCYIIECTBISICTCS A0 1 ceHTAOps
2026 1. B coorBerctBUM C TpeboBanusaMu IloctanoBienuss Ne 336 c yderom oOcoOeHHOCTEH,
npenycMoTpeHHbIX npunoxenuem Ne 3 k [ToctanoBienuo Ne 336.

B cooTBeTCTBUHU C U310)KEHHBIM NMpaBJdeHUe NPUHAJIO pelleHne:

1. OrmeHuts Kputepuu GOpMHpPOBaHUA TIIaHa nposeneHus KomuretoM 10 Tapudam
Cankr-lIletepOypra  BbIe3gHBIX  OOCJIENOBAHMM B paMKax  OCYIIECTBJIEHUS  PErHOHAIbHOTO
rocyJapCcTBEHHOr0 KOHTpois (Haza3opa) 3a IPUMEHEHUEM LeH Ha JIeKapCTBEHHbIE IIpenaparsl,
BKJIIOYEHHBIE B II€pPEUEHb JKU3HEHHO HEOOXOAUMMBIX M BAXHEHIIMX JICKapCTBEHHBIX IPENaparos,
yTBEpKJeHHble pemeHueM npasiaeHus Komwurera no tapudam Canxt-IlerepOypra, opopMiIeHHBIM
MpPOTOKOJIOM 3acefanus npasieHuss Komurera no rapudam Cankrt-IlerepOypra ot 08.07.2024 Ne 131.

2. Ormenuts Ilnan mnposenenus Komurerom mno Ttapudam Cankt-IlerepOypra BbI€3AHBIX
oOcieJoBaHUN B paMKax OCYILECTBIECHUS PErHOHAIBHOIO TOCYJapCTBEHHOIO KOHTpoOss (Haa3opa)
3a IPUMEHEHHEM LIeH Ha JIEKapCTBEHHbIE IIPenapaThl, BKIIOUEHHbIEC B IIEPEUEHb KU3HEHHO HEOOXOIUMBIX
W Ba)XHEWIIMUX JIEKAPCTBEHHBIX NIpernaparoB, Ha 4 keaptan 2026 roja, yTBEpKAEHHBIN INpeacenatesiemM
Komurera no tapucdam Cankr-IlerepOypra [Iporacoeim C.JI. 15.09.2026.

3. OrMeHuts 3ajgaHue Ha MPOBEJCHUE BBIE3AHBIX OOCIEAOBAHMM TNpPU OCYLIECTBICHUU
PErMOHAIBHOIO0 TOCYJapCTBEHHOIO KOHTpPOJS (Haa30pa) 3a MPUMEHEHUEM IeH Ha JIEKapCTBEHHbIE
npenaparbl, BKJIIOYEHHbIE B II€PEUYEHb JKM3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKapCTBEHHBIX
npenapatos oT 29.09.2026 Ne 35-H.
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