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YnpaBienne no rocyaapcTBeHHOMY peryJIHpoBaHHIO IieH (TapudoB)
HeHenixoro aBTOHOMHOI0 OKpyra

IIPUKA3

ot 17 mionsa 2024 r. Ne 23
r. Hapesan-Map

OO0 yTBep:kAeHHH KpuTepHeB (OPMHPOBAHHS NJIAHA
NpoBeieHHsl BbIe3THBIX 00c/1e10BaHHUI,
onpeaesIOIINX OCHOBAHHSA AJISI BKJIIOYEHHUS
KOHTPOJIHPYEMbIX JIHI H (MJIN)
001mea0CTYNHBIX NPOU3BOACTBEHHBIX 00HEKTOB
B ILUIAHBI IPOBeIeHUS Bble3JHBIX 00c/1eJ0BAHMH,
[POBOAUMBIX YIIPaBJIeHHEM M0 FOCyAapCTBEHHOMY
peryjiupoBanuio neH (tapudgos)
HeHenkoro aBTOHOMHOI0 OKpyra
B PAMKaX OCyIIeCTBJICHHSI PErHOHAJIBLHOIO
rocyJapcTBeHHOr0 KOHTPOJ1s (Haa30pa)
3a NPUMEHEHHEM LIeH Ha JIeKapCTBeHHbIe penaparhl,
BK/IIOYEHHbIE B lepeYeHb }KH3HEHHO He00X0ANMBIX
H BaKHeH X JieKapCTBeHHbIX NpPenapaToB

B cootBerctBuM ¢ myHkTOM 3 npuioxkeHuss Ne 3 K IIOCTaHOBJIEHHIO
IpaBurenscTBa Poccuiickoit ®epepanuu ot 10.03.2022 Ne 336 «O6 ocobeHHOCTSX
OpraHm3allid ¥ OCYIIECTBJICHHs TOCyJapcTBEHHOro KOHTpoisl (Hamsopa),
MyHHIIMIIATBHOTO  KOHTponsy»,  Ilomoxxenmem 06  VYmpaBneHun — 1o
roCyJlapCTBEHHOMY peryiupoBaHuio LeH (TapudoB) HeHenkoro aBTOHOMHOIO
OKpyra, yTBepXKIEHHBIM IIOCTaHOBIeHHeM AnmuHuctpauuu  HeHenkoro
aBToHOMHOTrO oKkpyra oT 17.08.2012 Ne 233-n1, [IPUKA3BIBAIO:

1. YTBepIuTh npuiaraeMble KpuTepruu (POpMHpOBaHM ILIaHa MPOBEICHUS
BBIE3HBIX OOCHIENOBaHWM, ONpENENIOIIME OCHOBaHWS JUIS  BKIIFOYCHHSA
KOHTPOJIUPYEMBIX JIHL U (Mip) 0OIIEeAOCTYITHBIX MPOU3BOACTBEHHBIX OOBEKTOB B
IUIaHBI TPOBEIEHWs BBIE3JIHBIX OOCIIEIOBaHMM, NPOBOAWMBIX YIIPaBICHHEM I10
roCyJapCTBEHHOMY peryJMpoBaHmio LeH (Tapudos) Henenxoro aBTOHOMHOrO
OKpyra B paMKax OCYINECTBIIEHHS PETHOHAIIBHOIO IOCyJapCTBEHHOI0 KOHTPOJIA
(Ham3opa) 3a MPUMEHEHHWEM LIeH Ha JIeKapCTBEHHBIE INpenapaThl, BKIIOYEHHBIE B
IIepeveHb KU3HEHHO HeOOXOUMBIX ¥ BAXHEHIINX JIEKapCTBEHHEBIX NIPETIapaToB.



2. HacTosmuii npuka3 BCTYIAeT B CHIY CO JHS €ro OQHIHAIbHOTO
ONYOJIMKOBaHMA.

HcnonHsIomuii 00s13aHHOCTH
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ITpunoxeHue

K [puKa3sy YpasieHAA

IO TOCYJapCTBEHHOMY PeryJIMPOBaHUIO L[EH
(Tapudo) Henernkoro aBToHOMHOTO OKpyra
or 17.07.2024 Ne 23

«OO0 yTBEpKICHUH KPUTEPUEB
(bopmMHpoBaHUS TUTaHA TTPOBEACHUSA
BBIE3/IHBIX 00CII€ZIOBaHHMN, ONIPEEIIIONTINX
OCHOBAHUA TS BKJTFOYCHHUS
KOHTPOJHUPYEMBIX JIUII U (WJIH)
00ILEAOCTYMHBIX IPOXU3BOICTBEHHBIX
00BEKTOB B ITUTaHbI POBEICHHS BBIC3AHBIX
ofcneoBaHuil, MPOBOJAUMEIX YIIpaBICHUEM
MO FOCYAapCTBEHHOMY PETYIHPOBAHHIO LICH
(TapndoB) HeHenikoro aBTOHOMHOI'0 OKpyra
B paMKax OCYIIECTBICHUS PETHOHAIBHOTO
rocyIapcTBEHHOr0 KOHTpOoJA (Haa30pa)

3a IPUMEHEHHUEM IICH Ha JIEKapCTBEHHEIE
[IpenapaTsl, BKIIIOYECHHBIE B IEPEUYEHb
XKU3HEHHO HEOOXOIUMBIX U BaKHEHIIINX
JIEKapCTBEHHBIX IIPENAapaToOBy

KPUTEPUM
(popMHpOBaHHA IIAHA NPOBeeHNs BbIe3AHbIX 00¢c/IeJ0BAHNUMH, ONIpee/isiioNHe
OCHOBAHMA JJI BKJIHYECHHS KOHTPOJHPYEeMbIX JIMII H (HJIH) 00IeA0CTYNHBIX
NPOH3BOACTBEHHBIX 00bEKTOB B MVIAHBI NPOBeAeHHS Bble3AHbIX 00CaeI0BaAHHH,
INPOBOAMMBIX YHpaBjieHHeM 10 TOCYAAPCTBEHHOMY peryJIHpoBaHMIo IeH (TapudoB)
HeHelKOro aBTOHOMHOIrO OKPyra B paMKaX OCyIIeCTBJICHHUS] PerHOHAJIBHOT0
rocyJapcTBeHHOr0 KOHTPOJIsl (Ha[30pa) 32 IPHMEeHEeHHEM 1IeH Ha JIEKAPCTBEeHHbIE
npenaparsl, BKJIYEeHHbIE B NepeYeHb jKA3HEHHO HE00X0IMMbIX H BaKHeH HnX
JieKapcTBeHHBIX NpeNnapaToB

1. IloctymieHne B VYnpaBlieHHE 0 TrOCYJapCTBEHHOMY pEryJHpPOBaHUIO LEH
(tapudor) Heneukoro aBroHOMHOr0 OKpyra (j1ajiee — YpaBJieHue) B T€U€HHE KBapTaja,
npexmiecTByonero  gare  (GOpMUpOBaHMS  IUIaHAa  BBIE3IHHIX  OOcCieloBaHUIA,
MIPEAYCMOTPEHHOro IMyHKTOM 2 mpwioxenus Ne 3 Kk nocranoBneHuro [IpaBurenscrBa
Poccuiickoit ®@enepauuu ot 10.03.2022 Ne 336 «OO6 0cOOEHHOCTAX OpraHU3alyU
¥ OCYIIECTBJIEHUA FOCYAAPCTBEHHOTO KOHTPOIIA (HaA30pa), MyHULIMIIAIBHOTO KOHTPOJISI»
(manee — miaH BBIE3IHBIX OOCieOBaHMit), ABYX u Ooiee obpamieHui pa3HBIX IpakJaH
WIH IOPUIMYECKUX JIUI O HapylIeHUH o043aTeNIbHEIX TpeOOBaHUH K IIPUMEHEHUIO LIEH
Ha JIEKapCTBCHHBIC IIpemaparsl, BKIIOUEHHBIE B MEPEUYCHb JKU3HEHHO HEOOXOAUMBIX
¥ Ba)KHEHUINNX JEKapCTBEHHBIX NPENapaToB.

2. O0BABACHNC KOHTPOJIMPYEMOMY JIMLY IIPEIOCTEPEKEHUS O HEJOMyCTUMOCTH
HapylIeHHus1 O0O0s3aTeNbHBIX TpeOOBaHMA K MNPUMEHEHUIO II€H Ha JIEKapCTBEHHEBIE
Ipenaparbl, BKIIOYCHHBIE B II€peYeHb JKU3HCHHO HEOOXOIMMBIX M BaKHEHIIMX
JIEKApCTBEHHBIX IIPEIapaToB, B TEYCHUHU I0jia, MPEAIIECTBYIOWErO faTe GOpMUPOBAHHUSA
IIaHa BBIE3IHBIX 00C/IeI0BaHNi.



3. [IpuBneyeHne B TEUEHHWE KBapTala, NPeAIICCTBYIOMEro AaTe (POPMHpOBAHUS
IUIaHA BBIE3NHBIX OOCICAOBaHUM, KOHTPOIMPYEMOTO JIHIAa K aIMHHHCTPaTHBHOM
OTBETCTBCHHOCTHM 3a HapylleHHe TpeOoBaHuii B 00jacTH TNPUMEHEHMS IIEH
Ha JICKAPCTBCHHEBIC IIpEIapaThl, BKIIOYEHHBIE B INEPEYCHb XKU3HEHHO HEOOXOIHUMBIX
Y BaXKHEHINMX JIEKaAPCTBEHHBIX NPENapaToB, MOATBEP KICHHOE BCTYITHBIINM B 3aKOHHYIO
CHJIY TIOCTAaHOBJICHHEM O IPUBJICIEHNH K aAMUHUCTPATUBHOM OTBETCTBCHHOCTH.



