KOMUTET IO TAPUDAM CAHKT-IETEPBYPTA

MPOTOKOJ 3ACEJAHUSA ITPABJIEHUSA

08.07.2024 o A3

Yiennl npasnenns Komurera mo tapudam Cankr-IlerepGypra: Maayxun A.X., Cadapos I'.I'.,
I'epacumoB 1. A., 3oauna E.B.

IIpeacenareancrBoBai: Mamyxun AT,

B 3acenannn YYacTBOBAaJIH:

or_Komurera mo tapudam Canxr-lIlerepypra: Kondac A.C., Cyraruna H.A., Annpeesa ILB.,
Xaszosa S1.H., AanuxoBa A.A., Kanumii JI.C., Manepuyk H.B., Muaeiikosckas M.C.

IloBecrka jusi: OO0 yTBep:kaeHMH KpuTepHeB ¢GopMHpOBaHMS ILIaHA npoBegenus Komurerom
mo Tapupam  Cankr-IlerepOypra BbIe3THBIX 06cHAeI0BaHMIE B  PaMKAaX  OCYIIECTBJICHHS
PErHoHAILHOI0 roCyJapCTBEHHOr0 KOHTPOs (HAA30pa) 32 MPAMEHEeHHEM LeH HA JIEKAPCTBEHHbIE
Hpenaparbl, BKJAIYECHHbIE B NEpPeYeHb KH3HCHHO HEOOXOMHMBLIX W BAXKHEHIINX JIeKapCTBEHHBIX
TpenapaToB.

3acenanue mnpasjenus Komurera mo Tapmpam Cankr-IlerepOypra mnposeseHo B 3209HOM
¢opmare.

B cuny mnymkta 3.8-2-3 Tlonoxenms o Kommrere mno tapupam Cankr-Ilerep6ypra,
YTBEpXIeHHOro nocranosienueM IlpasurensctBa Cankt-Iletepbypra ot 13.09.2005 Ne 1346, Komurer
o tapupam Cankr-Ilerepbypra (manee — KomureT) yroqHOMOUYEH HA OCYIIECTBICHHE PETHOHATHLHOTO
rOCY/IapCTBEHHOrO KOHTpONA (HaZ30opa) 3a IPHMEHEHMEM IIEH Ha JIeKapCTBEHHBIE IIPENaparhl,
BKJIIOYEHHBIE B IIEPCUCHD JKU3HEHHO HEOOXOUMBIX B BAXKHEHIIINX JICKAPCTBEHHBIX [IPENApaToB.

Ilocranosnenmem Ilpasurenscta Poccuiickoit @eneparuu ot 23.05.2024 Ne 637 «O BHeceHUH
HU3MCHCHMH B HEKoTophie akTel [IpaButensctBa Poccmiickoit  ®emepanum» IOCTAaHOBICHHE
IlpasurensctBa Pocemiickolt @emepamnn ot 10.03.2022 Ne 336 «O6 0COGEHHOCTAX OpraHH3aIlHH
M OCYIIECTBICHUS [OCYAapCTBCHHOTO KOHTPONA (HAA30pa), MYyHULMIAILHOTO KOHTPOJS» HOIOJHEHO
npuitoxenueM Ne 3 «OcoGeHHOCTH OLIEHKH COOMIOICHHS 00s3aTebHbIX TpeOOBaHuH K IPHMEHEHHIO IICH
Ha JIEKapCTBCHHBIC MPEIAPATH, BKIIOYEHHBIE B IIEPEUYCHb JXM3HEHHO HEOOXONMMBIX M BaXKHEHIIHX
JEKapCTBEHHEBIX NpenapaToBy (aanee — OCOOCHHOCTH).

Cormacio  mymkty 3  OcobeHHOCTEH OpraHamu, OCYIIECTBISIONMMH  PErHOHATBHEILA
TOCYyJapCTBECHHBIH KOHTPONG (HaA30p) 3a NPHMEHCHWEM LEH Ha JICKAPCTBEHHBIE IIPENapaThl,
BKJIIOYEHHBIE B IEPEYCHb JKM3HCHHO HEOOXOMMMEBIX H BaXKHEHINNX JIGKAPCTBEHHBIX IIPENaparos,
YTBEPXIAFOTCS KPUTepHH (OPMAPOBAHKS IJIaHA IIPOBEACHUS BEIE3HBIX 00CIEI0BAHME, OIIPENCTISIONIHE
OCHOBaHHS JUI1 BKIIOYCHUS KOHTPOJMPYEMBIX ML H (WIM) OOIIEJOCTYHHBIX NPOH3BOICTBEHHBIX
00BEKTOB B YKa3aHHBIC TIAHEL.

B cooTBeTCTBUM C© BHIIEH3NOKEHHEIM KoMHITETOM paspaGoTaHE! KpuTepuH (OPMHPOBAHUS IIAHA
IPOBE/ICHHUS BBIE3/HEIX OOC/IE/IOBAHUH B paMKaX OCYINECTBICHHS PErHOHATLHOIO IOCYAAPCTBEHHOTO
KOHTpOIA (Hax3opa) 3a IPHMEHEHHMEM IIeH Ha JEKAPCTBEHHbBIE NPENApaThi, BKIOYECHHLIE B NIEpEeYCHb
KU3HEHHO HEOOXOMMMBIX H BaXHEHIINX JIEKaPCTBEHHBIX NPEMAPATOB, KOTOPHIE OIIPEIENAIOT OCHOBAHHS
AUBI BKIFOUCHHUSA KOHTPOIHPYEMBIX JIHIL ¥ (MJIH) OOIIENOCTYHEIX MPOM3BOACTBEHHBIX 0OBEKTOB B ILIAH



nposeAeHns KomuTeroM BBIE3ZHBIX O0CHEOBaHWHA B paMKax OCYIIECTBICHHS YKa3aHHOTO BUAA
PETHOHAIBHOTO FOCYAapPCTBEHHOI'O KOHTPOIIS.
PaccmoTpeB ykasaHHBIE KpUTEpHH,

NpaBJICHHE NPHHSMIO0 Pelenme;

1. VTBepauTh KpuTepnu (OPMHPOBAHHA IUIaHA mpoBeneHus KomureroM 10 Tapudam
Cankr-TletepOypra  Bble3gHBIX  OOCNe/OBaHWMMi B  paMKaX  OCYINECTBICHHS  PETHOHAIBHOTO
rocylapCTBEHHOTO KOHTpOJis (Haa3opa) 3a IIpAMEHEHHEM IleH Ha JICKApCTBEHHBIC IIpemaparkl,
BKIIIOYCHHBIE B TEPEYCHb JKM3HEHHO HEOOXOIMMBIX M BaXXKHEHIINX JICKApCTBEHHBIX IIpenaparos,
COIJIACHO MPHIIOKEHHIO K HACTOSIIEMY IIPOTOKOIY. mﬁ
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[Ipmioxenue

K IPOTOKOJLY 3ace/IaHus IIPaBICHHU
Komutera o tapudam
Canxr-IlerepOypra

ot 08.07.2024 No __ 131

KPUTEPUHU
(popmMupoBanus miana npopeaeausa Komurerom no tapudam Cankr-Ilerepdypra
BBIE3/IHBIX 00C/Ie0BAHMI1 B paMKaX OCYNIeCTB/IeHH PErHOHAJLHOIO rocyapcTBEHHOr0
KOHTPO.IA (HAA30pa) 32 IPHMeHeHHEM IeH HA JIeKAPCTBEHHbIE MPenapaThl, BKJINYECHHbIE
B MepeveHb KN3HEHHO He00X0AUMBIX H BAKHEHIINX JIEKAPCTBEHHLIX [IPENapaTos

Hacrosimue KpuTepud ONPEAETSIOT OCHOBAHUS JUIS BKIIOYEHUS KOHTPOIMPYEMBIX JIHIL
U (umi) oOWIEIOCTYNHBIX IPOM3BOACTBCHHBIX O0BEKTOB B IUIaH IpoBeAeHHs Komurerom
no tapudam Canxt-IlerepOypra (manee — Komurer) BeIE3gHBIX 00cnenoBaHuil B paMKax
OCYINECTBIICHAS PETHOHATBLHOTO TOCYJAPCTBEHHOTO KOHTpPOJIA (Haa30pa) 3a IpUMEHEHUEM IIEH
Ha JIEKApPCTBEHHLIC TMpEMaparhl, BKIIOYCHHBIE B TEPEYCHb JKH3HEHHO HEOOXOIMMBIX
Y BRXKHEUINMX JIEKAPCTBEHHBIX IIpenapaToB (ajiee — IJiaH);

a) mpuBneucHue KoMmMHTeTOM  KOHTpOIMpPYyeMOro JWIa K  aIMHHHCTPaTHBHOM
OTBETCTBCHHOCTH 33 COBEPIUCHHE aJMHUHUCTPATHBHOIO IPABOHAPYIICHHS, MPEIyCMOTPEHHOIO
qacTel0 4 cratem  14.4.2 Kopmekca Poccmiickoit ®enepamun 00 agMUHHCTPATHBHBIX
IpABOHAPYIIECHHUAX, IOATBEP)KACHHOE BCTYNMBIIUM B 3aKOHHYIO CHJLy IIOCTAHOBIICHHEM
O HA3HAYCHHH aJAMHMHHCTPATHBHOIO HaKa3aHHA, B TCYEHHME [BEHAAIATH  MECHLEB,
IpeIIECTBYIOMUX JaTe popMHUPOBaHUS IL/IaHa;

0) HeogHOKpaTHOe nocTymuieHue B Komuter (1Ba wuim Oojiee pa3a B TCYCHHE NBCHAALATH
MeCSIIeB, MPSAMICCTBYIOIUX nate GopMupoBanus miaHa) xanol (oOpameHnit) Ha HapylleHue
KOHTPOJIMPYEMBIM JIHIIOM 00s3aTeNbHBIX TpeOoBaHWH K MPHMEHEHUWIO IieH Ha JIEKapCTBEHHBIC
MpenapaTsl, BKIIOYEHHBIE B NIEpeUYeHb XKU3HEHHO HEOOXOIUMBIX U BaXKHEHIIHMX JIEKAPCTBEHHBIX
IIPenapaToB;

B) UCTEUEHHME CPOKA MCIIOJIHEHUS IpenucaHis 00 yCTpaHEeHHUH BHIABJICHHBIX HapyNICHUH,
BBIJIAHHOTO KOHTPOJHMPYEMOMY JIMITY 110 Pe3yJIbTaTaM BBIE3AHOTO 00CIIEIOBaHMS, IIPOBEACHHOTO
Ha OCHOBAHWHU IJIaHA.



