ITPABUTEJIbCTBO CAHKT-IIETEPBYPT A
KOMUTET IO TAPUDPAM CAHKT-IIETEPBYPI'A

IMPOTOKOJ 3ACEJAHUSA NTPABJIEHUA

17.04.2026 Ne 22

Yuensl npasiaenusi Komurera no tapudam Cankr-IlerepOypra: Ilporacos C./., Cadapos I'.I'.,
I'epacumos /I.A., Anonen E.O.

IIpencenarenscrBosan: Ilporacos C./.
B 3acenannu yyacTBoBaJIu:

ot Komurera no tapudgam Cankr-IlerepOypra: AngpeeBa II.b., AHHUKOBa A.A., Biacos A.A.,
I'mazynoa O.C., Kanummii JI.C., Kapnosa 10.E., Koadac A.C., Jlechuxona /I.H., Masepuyk U.B.,
MuueiikoBekass M.C., Penuna E.JI., Cyraruna H.A.

IloBectka Hsi: O BHeceHMM M3MEHEHMsI B KpuTepud (OpPMHPOBaHUS IUIAHA NPOBeJIEHMS
Komurterom no tapupam Cankr-IlerepOypra Boie3HbIX 00c/1eI0BaHNI B pAMKaX OCYIeCTBJICHUS
PErMOHAJIBLHOIO IOCyJapCTBEHHOI0 KOHTPOJIsI (HA/A30pa) 32 NPUMEHEHHEM LIeH HA JIeKapCTBeHHbIE
npenaparbl, BKJIOYEHHbIEe B NepeYyeHb KU3HEHHO He00XOMMBIX U BaKHEHIIUX JeKapCTBEHHbIX
npenapaTos.

3acenanne npasiaenuss Komurera mo Ttapupam Cankrt-IlerepOypra mnpoBeaeHO B 32049HOM
(popmare.

B cwiry nynkra 3.8-2-3 TIlonoxenus o Komwurere mno tapudam Cankr-IlerepOypra,
yTBepkAeHHOTro noctanoBieHueM IlpaBurenscrBa Cankr-IlerepOypra ot 13.09.2005 Ne 1346, Komuter
no tapudam Canxt-IlerepOypra (nanee - KomureT) yrnoJHOMOUYEH Ha OCYILECTBIECHHE PETHOHAIBHOTO
rOCy/IJapCTBEHHOIO KOHTpOJisi (Haa30opa) 3a IPUMEHEHHMEM LIEH Ha JIEKAPCTBEHHBIE Ipenaparsl,
BKJIIOUEHHBIE B TEpPEYECHb JKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIMX JIEKApPCTBEHHBIX IIpErapaToB
(manee - XKHuBJIII).

Ilocranosnenuem IlpaButenscrBa Poccuiickoit ®enepanun ot 23.05.2024 Ne 637 «O BHeceHUH
U3MEHEHUM B Hekoropble akThl [IpaButensctBa Poccuiickoit  ®Penepauyn» IOCTaHOBIEHUE
[TpaButensctBa Poccuiickoit ®eneparun ot 10.03.2022 Ne 336 «O0 0COOEHHOCTAX OpraHU3ALNU
U OCYLIECTBJIEHUS] T'OCYJAapCTBEHHOI'O KOHTPOJIA (Hag30pa), MYHHULUIAIBHOIO KOHTPOJS» JONOJIHEHO
npuioxenueM Ne 3 «OcoOeHHOCTH OLIEHKU COOIOIEHUs 00s13aTeNIbHBIX TPEOOBaHUI K MPUMEHEHHIO 1IEH
Ha JIEKapCTBEHHBIE IIpeNapaThl, BKJIIOUEHHBIE B IE€PEUYEHb XKU3HEHHO HEOOXOIMMBIX M BaXKHEMIIMX
JICKapCTBEHHBIX TpernapatoBy (nanee - OcoOeHHOCTH).

Cormacio nyHkty 3  OcoOeHHOCTEH  oOpraHamMM, OCYILECTBISIOIIMMH  PErMOHAJIbHBIN
roCy/IapCTBEHHBIM KOHTpOJIb (HAA30p) 3a MNPUMEHEHHMEM LIEH Ha JICKapCTBEHHbBIE IIpenaparsl,
BKItoueHHble B mnepedyeHb KHuBIJIIIL, yTBepxkmatorcs kpurepun (GOpMUpOBaHMS IJIaHA MPOBEACHUS



BBIE3/IHBIX OOCIIEIOBaHMM, OIpENeNAIONIe OCHOBAaHUS JUISl BKJIIOUEHHS KOHTPOJIMPYEMBIX JIHII
1 (W1M) 0OIIeTOCTYITHBIX TPOM3BOICTBEHHBIX OOBEKTOB B YKa3aHHBIC TUIAHBI.

Kpurepun ¢opmupoBanusi miaHa npoBeaeHuss KoMUTETOM BbIE3IHBIX 00CIEIOBAaHMNA B paMKax
OCYILECTBJIEHHUSI PETHMOHAJIBHOIO TOCYJAapCTBEHHOIO KOHTpPoJs (Haa30pa) 3a NPUMEHEHMEM LIEH
Ha JIEKapCTBEHHbIE Ipernaparsl, BKIoYeHHblE B nepeueHb JKHuBJIII (nanee - Kpurtepun), yrBepxaeHsl
pacnopsbkenneM Komurera ot 08.07.2024 Ne 104-p (B pen. pacnopsbkenuss Komurera ot 10.01.2025
Ne 1-p).

[MoagmynkTom «O» myHkta 3 mnepeuns mnopyuenuii IIpesupenta Poccuiickoit ®eneparmun
oT 26.02.2026 Ne IIp-385, copmupoBaHHOro no uroram npecc-koHpepenuuu [Ipesunenra Poccuiickoit
Oeneparun 19 nexadps 2025 r., MOpyYEHO YCHIUTH KOHTPOJb 32 IPUMEHEHHEM II€H Ha JIEKapCTBEHHbIC
npenapatsl, BKIroueHHble B nepedeHs JKHuBJIII (nanee - KOHTpoOIB).

[Mpukazom DAC Poccum ot 28.11.2025 Ne 999/25 yrBepkaeHa MeToanka yCTaHOBJICHUS
UCTIOJIHUTENIbHBIMU OpraHaMu cyObekToB Poccuiickoir ®denepanyu mpelesbHBIX Pa3MEpOB ONTOBBIX
Ha/J0aBOK M TMPEJeNbHBIX pa3MEpPOB PO3HUYHBIX HAA0aBOK K (PAKTUYECKUM OTIyCKHBIM IICHAM,
YCTAHOBJICHHBIM TNPOU3BOJUTEISAMU JIEKAPCTBEHHBIX IIPENaparoB, Ha JIEKAPCTBEHHBIE IpEnaparsl,
BKIIOUeHHBIE B niepeueHb JKHuBJIII (nanee - Metoauka).

ITynkrom 14 MeTronuku ycTaHOBJEHAa OOS3aHHOCTh B JIByXMECSIUHBIH CPOK CO JHS IOJyYEHUS
3arpoca HCIOJIHUTENBHOrO opraHa cyowbekta Poccuiickoit dexepaunu npeAcTaBUTh pacyeTHbIE
MaTepuanbl Ui YCTAHOBJIEHHS WJIM W3MEHEHHMsS IMPEJeNIbHBIX pa3MepoB ONTOBBIX HAA0aBOK
U TIpe/IeTbHBIX Pa3MepOB POZHUYHBIX HAZ0aBOK Ha JIEKAPCTBEHHBIE TPEMapaThl, BKIIOYEHHBIE B NIEPEUCHb
JKHuBJIII. VYkazanHas OOs3aHHOCTh  YCTaHOBJEHAa JJIsi  OpraHU3alMii  ONTOBOM  TOProBIIM
JIEKapCTBEHHBIMU  CPEICTBAMM, OCYILECTBISIOIIMX  PEATU3aLUI0  JIEKaPCTBEHHBIX IPENaparos,
BKJItOYeHHbIX B nepedeHb JKHuBJIII mis MequuMHCKOrO NpUMEHEHUs, Ha TEPPUTOPHUSIX CYyOBEKTOB
Poccuiickon ®@enepanuy, U anTeUHbIX OpPraHU3alMi, WHIUBALYAIBHBIX IIPEANPUHUMATENICH, UMEIOIINX
JMILEH3UI0 Ha (apMalleBTUYECKYI0 AEATENbHOCTh, MEIUIMHCKUX OpraHu3aldil, UMEIOLUX JIULEH3UI0
Ha (apMaleBTUUECKYIO JICATENbHOCTh, W HMX OOOCOOJECHHBIX TMOJAPA3JEIECHUH, PaCHOI0KEHHBIX
B CEJIbCKUX HACEJIEHHBIX IYHKTaxX, B KOTOPbIX OTCYTCTBYIOT alTE€YHBIE OPTaHU3ALNHU, OCYIIECTBIIAIOUINX
peaNn3anuIo JIEKApCTBEHHBIX IpenaparoB, BKIOYEHHbIX B nepedeHb KHuBJIII mis menumuHckoro
NPUMEHEHHUs, Ha TeppUTOpUsAX  cyObekToB  Poccmiickoit ~ @Denepaimu,  KOTOpBIE  SIBISIOTCS
KOHTpoJMpyeMbIMH JinnamMu Komurera B COOTBETCTBMM € ITOCTaHOBJIeHHWEM [IpaBurenscTBa
Cankr-IlerepOypra ot 30.09.2021 Ne 735.

B memsax ycuieHMs KOHTPOJIsS MPEACTaBISIETCS LEIeCOOOPa3sHbIM HCIIOJIb30BAHUE HOBOTO
oOsi3aTrenbHOrO  TpeOoBaHUS Ui (QOpPMUPOBaHHS IJIaHa mpoBeneHHss KomMHTETOM — BBIE3IHBIX
oOcieIoBaHUil B paMKax OCYIIECTBJICHUS PETHMOHAIBHOTO TOCYAAPCTBEHHOTO KOHTpOJA (HAA30pa)
3a IPUMEHEHNEM LIEH Ha JIEKapCTBEHHBIE Npenaparsl, BKIO4YeHHbIE B nepeueHs JKHuBJIIT.

B cooTBeTCTBUM € N310)KEHHBIM NPaBJIeHHE IPHHSJIO PeLeHHe:

JIOTIOHUTE KpUTEepUM MyHKTOM CIIEIYIOIIErO CONEPKAHMS:

«I) HeTIpe/ICTaBIeHHE KOHTPOJIMPYEMbIM JIMIIOM B KOMUTET B TeueHHe JBEHAIATH MECALEB,
MPEIIECTBYIOMUX Aare (OpMUPOBAHUS IUIaHA PACUETHBIX MAaTEpPHaJOB B COOTBETCTBHU C ITyHKTAMH
9 u 14 MeToauKu YCTAaHOBJICHHS HCIIOJIHUTEIBLHBIMU OpraHaMu cyOobekToB Poccuiickoit ®Deneparmun
NpeleNbHBIX pa3MepoB ONTOBBIX HaJ0aBOK W MpPEJENbHBIX pa3MEpOB PO3HUYHBIX HAI0AaBOK
K (paKTHUYECKUM OTIYCKHBIM II€HaM, YCTAaHOBJICHHBIM IPOU3BOAUTENISIMU JICKAPCTBEHHBIX IPENapaToB,
Ha JIEKapCTBEHHbIE IpenapaThl, BKIIOYECHHBIE B IEPEYCHb >KU3HEHHO HEOOXOJMMBIX M Ba)KHEMIIMX
JIeKapCTBEHHBIX TpenapaToB, yTBepkaeHHOM mnpukazoM DAC Poccum ot 28.11.2025 Xa 999/25
«O06 yTBepkIeHMH METOMKNA YCTAaHOBICHHUS HCIOJHHUTEIBHBIMH OpraHaMu cyOBbeKToB Poccuiickoii



®enepanyy MpenenbHbIX pa3MEPOB ONTOBBIX HAI0ABOK M MPEICIbHBIX Pa3MEpPOB PO3HHUUYHBIX HAA0aBOK
K (paKTHUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM MPOM3BOAMTENSAMHU JEKAPCTBEHHBIX MpEnaparos,
Ha JIEKapCTBEHHBIC TIpenaparbl, BKJIIOUYEHHBbIE B MEPEUYCHb >XHU3HEHHO HEOOXOIUMBIX M BaKHEHIINX

JICKAPCTBCHHLIX MPCTIapaTOB».
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