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KOMUTET TAPHDHOTO PEIYJIMPOBAHIS BOJITOIPAJICKOM OBJIACTH

(KTP BOJIT'OI'PAJICKOU OBJIACTH)

‘ _ IMMPUKA3
24 mrons 2024 r. No 25/1

Bousrorpan

O6 yTBepxIeHUH KpHTepHueB (JOpMUPOBaHHS IUIaHa MPOBEZICHHS BbIE3THBIX
obcieToBaHuH, ONpEENIONIMX OCHOBAHUS JJIs BKJIIOUEHHS KOHTPOIMPYEMBIX JIHLL
¥ (W) OOIIEIOCTYTIHBIX TIPOU3BOJICTBEHHBIX OOBEKTOB B IJIaH IIPOBEJICHHS BBIC3/HBIX
obcnenoBanuii koMuTeTa TapudHOro peryauposatus Bonrorpanckoi obnactu
TIPH OCYILECTBJICHUH PErHOHATILHOTO IOCYIapCTBEHHOTO KOHTPOJIA (HaI30pa) 3a MPUMEHEHHEM
LIEH Ha JIEKAPCTBEHHBIE IIPENaparhl, BKIIOYEHHBIC B NIEPEUEHb )XKH3HEHHO HEOOXOMMMBIX
Y BOKHEHIIHMX JIEKAPCTBEHHBIX NPENapaToB

B cooTBeTCTBUM ¢ MYHKTOM 3 mpuioxeHus Ne 3 k moctaHoBieHuo [IpaBurenscrsa
Poccuiickoii ®enepauun ot 10 mapra 2022 r. Ne336 "OO 0COOEHHOCTSAX OpraHM3alMH
U OCYHIECTBJIICHHS TOCYAAPCTBEHHOIO KOHTpOJIA (HAA30pa), MYHHULMIIAILHOTO KOHTpOJs',
IlonoxxeHneM o0 KOMHTeTe TapudHOro perynupoBaHuss Bonrorpaiackoit obnacty,
YTBEPXACHHBIM NIOCTaHOBJICHHEM [IpaBuTENBCTBA Bonrorpaackoit obnactu
o1 06 deBpanst 2014 r. Ne32-n,npu K a3 bl Balo:

1. YTBepuTh mpuaraeMeie KpuTepuu GOpMUPOBaHHS IUIaHA NPOBEICHHS BBIE3JHBIX
o0cneqoBaHUi, ONpeNeAIOIUX OCHOBAHUA IS BKJIIOUYEHHS KOHTPOJHPYEMBIX JHI M (MIH)
OOIIEOCTYTIHBIX  IPOM3BOJCTBEHHBIX OOBEKTOB B IUIaH  IIPOBEAEHHS  BBIE3JHBIX
obcnenoBaHuii komurera TapubHOro peryauposaHus Bonrorpaackod obnactv  npu
OCYILIECTBJIIEHHH PETHOHAIBHOTO I'OCYIAPCTBEHHOIO KOHTpOJIA (Haa3opa) 3a NPMMEHEHHEM
IleH Ha JIeKapCTBEHHBIC Tpernaparbl, BKJIIOYEHHbIE B TepeuyeHb XXHU3HEHHO HEOOXOAMMBIX
U BRXHEHIIUX JIGKAPCTBEHHBIX NIPENapaToB.

2. HacTosiuii mpuka3s BCTyIaeT B CHITY €O IHA ero OUIMaIbHOTO ONyOIHKOBaHHU.
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KPUTEPUHN
¢GopMHpOBaHHS ITaHA POBEACHHUS BhIE3IHBIX 00C/IEI0BaHUH, ONPE/IEIAIONINX OCHOBAHHS
JUIs BKJIIOYEHHS] KOHTPOIMPYEMBIX JIHI H (HJIH) OOIIEAOCTYIHBIX IPOU3BOACTBEHHBIX
00BEKTOB B IUIAH NPOBEACHH BBIE3IHBIX 00CIEIOBaHHH KOMUTETa TApH(HOTO
peryaupoBanus Bosrorpaackoi 061acTH IPH OCYIIECTBICHUN PETHOHAJIBHOIO
rocyJapcTBEHHOrO KOHTPOJIA (Ha/l30pa) 3a IPUMEHEHHEM LICH Ha JIEKapCTBEHHBIC
Ipenaparsl, BKIKYEHHbIE B IEPEUCHb )KH3HEHHO HEOOXOIMMBIX
1 BXHEHIINX JIEKAPCTBEHHBIX MTPENapaToB

1. IIpuBneyeHne B TEYEHHE KBApTAia, MPEAIISCTBYONIEro aate hopmuposanus [Inana
NPOBE/ICHAA BBIE3MHBIX OOCIENOBAHHH, KOHTPOIMPYEMOrO JHMIA K aJIMHHHCTPATHBHOH
OTBETCTBEHHOCTH 3a HapylIeHHe o00s3aTelbHBIX TpeOOBaHMH K MNPHMEHCHHIO LeH
Ha JIGKAPCTBEHHBIE MpENapaTsl, BKIIOYCHHbIE B I[EPEYEHb >KM3HEHHO HEOOXOIMMBIX
H BOXHEHIINX JIEKAPCTBEHHBIX IIPETIapPaTOB.

2. IlocTymuieHye B TeYEHHE KBapTaia, IPeAIIeCTBYOmEro aare Gpopmuposanus [lana
NPOBENEHHs BHIE3MHBIX OOCHenoBaHMi, AByX M Oonee »xano6 (oOpamieHuii) rpaxiad,
MH(OPMALUK OT OPraHOB TOCYNAPCTBEHHOHM BJIAaCTH, OPraHOB MECTHOTO CaMOYIIPABJIEHH,
OPraHOB IPOKYPATYphl O HAPYLIEHHSX KOHTPOJIHPYEMBIM JIMLIOM 00A3aTeNbHBIX TpeOOBaHHM
K NMPHMEHEHHIO LEH Ha JIEKapCTBEHHBIE IPENapaThl, BKIIOYEHHbIE B ICPEUYCHb KU3HEHHO
HEOOXOMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPETAapaToB.

3. HeognokpartHoe (aBa u Oosiee pa3a) B TEYEHHE KBapTalla, NPEALIECTBYIOIIETO aTe
dopmupoBanns  Ilnmama  npoBeleHHss — BBIE3NHBIX  oOclenoBaHWH,  OOBABIECHHE
KOHTPOJIMPYEMOMY JIMIY TPEIOCTEPERKEHHSA O HEAONYCTHMOCTH HAapyIIECHUs 00A3aTeNbHBIX
TpeOoBaHuit K NMPUMEHEHHUIO I[eH Ha JIEKapCTBEHHBIC IPENaparhl, BKIIOYCHHBIC B NEPEYCHb
XH3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX IIPENApaToB.



