I‘JIABHOE YHPABJIEHI/IE
«PETHOHAJIBHAS DPHEPTETUYECKASI KOMUCCHSH
PSIBAHCKOWM OBJIACTU

IHIOCTAHOBJIEHMUE
oT 26 mrons 2020 r. Ne 22

O BHeceHuM u3MeHenuit B mocraHosinenue I'Y POK Pssanckoii 061acTH
ot 4 mroiist 2013 1. Ne 82 «OG6 yTBepKIeHHM aMUHHCTPATHBHOTO perilaMeHTa
HCIIOJHEHUS [TTaBHEIM ynpasiieHHeM «PernoHanbHas SHepreTHUECKas KOMUCCHSDY
Psi3anckoit 061acTyt rocyAapcTBeHHON (DYHKIIMHM TI0 OCYIIECTBICHHIO
'PETHOHAJIBHOTO rOCYapCTBEHHOI'O KOHTPOJIA (Haa30pa) 3a COOII0IeHAEM
3aKOHOJATeNIbCTBA B Chepe peryIupyeMoro 1eHoo6pa30BaHus, a TAKKe
COOMIOIEHNEM CTaHAAPTOB PACKPEITHS HHBOPMAITHI»

B cootBercTBHH ¢ DemepanbHBIM 3akoHOM oT 26.12.2008 Ne 294-®3
- «O-3amure npaB OPUANIECKHX UL H HHAXBAAYAIBHBIX IPEAIPHHIMAaTENe pa
OCYIIECTBIICHUH I'OCYAapCTBEHHOI0 KOHTpOJA (Haa30pa) W MYHMIHUIAIBHOTO
KOHTpOJ», mocTaHoBieHWeM IlpaBurenscTBa  Poccuiickoit = ®emepanuu
oT 06.05.2015 Ne 434 «O permoHaILHOM TI'OCYJAapCTBEHHOM KOHTpOIE 3a
IpAMEHEHHEM IIeH Ha JIeKapCTBEHHEIE penaparhbl, BKIIOYEHHblE B IEPEYEHb .
KM3HCHHO HEOOXONMMBIX M BaXHEHWIIMX JIEKApCTBEHHBIX IIPEIIapaToBy,
nocranoBieHueM IIpaButenscrBa Pssanckoit o6Gmactu or 27.04.2011 Ne 98
«0 paspaboTke W YTBEpPKIEHHH HCIONHHUTEIBHBIME OPTaHAMH IOCYIapCTBEHHOM
BIacTH Ps3aHcKol o0nacT afMHHUCTPATHBHEIX DPErIAMEHTOB IIPEIOCTABICHUS
rOCyJapCTBEHHBIX YCIYI W aJMMHHCTPAaTHBHBIX pEIJIAMEHTOB OCYILIECTBIICHMSA
PETHOHAIBHOTO  TOCYHapCTBEHHOrO KOHTpONs . (Hau3opa)», HA OCHOBAaHUU
nocraHoBieHus IIpaBurenscTBa - Pssanckoit o6mact or 02.07.2008 Ne 121
«O06 yrBepixnenun  IlonoxeHHs © TIVIaBHOM ympaBieHHH «PermoHalbHas
JHEpreTHdecKas KOMHCCHUA» PsasaHckoi oOiacTw», TVIaBHOE  YIIpaBIEHHE
«PervoHanpHas - SHepreTHYecKad KOMHCCHS» = Ps3aHckoit oburacTu
ITIOCTAHOBJISIET:

1. Buectn B mpuioxkeHue K mocranopienuio I'Y POK Pssanckoit o6mactu
or 4 mois 2013 roma Ne 82 «O6 yTBepXKIEHHM aIMUHHCTPATHBHOIO pEraMeHTa
WCIIOJIHEHUS TVABHEIM YTIpaBieHHeM «PervoHalbHas SHEPreTHYecKas KOMHCCHSD
Pszarckoit 0611aCTH roCyJapCTBEHHOM (QYHKIUY 110 OCYILIECTBICHHIO PETHOHAIBHOTO
rOCYAapCTBEHHOIO KOHTPOIIA (Ha30pa) 3a COOIIO/IeHIeM 3aKOHONATENbCTBa B chepe
PerynupyeMoro 1eHoo0pa3oBaHusl, a TAkKe COOIIONEHHEM CTaHIAPTOB PACKPBITHS
MHOOPMAIA CIIEMYIOMIIE H3MEHEHNS:



1) DyHKT 4 JOIONHUTE HOBBIM a03alleM CIIEYIOIIETO COSPIKAHNS:

«- 3a IIPUMEHEHHEM IICH Ha JICKapCTBEHHBIE IIperapaTrhbl, BKIIOUYECHHBIE B
IIePeICHB KU3HEHHO HEOOXOMMBIX M BXKHEHIINX JIEKaPCTBEHHBIX IIPENapaToB.»;

2) nyHKT 14 JODONHATH HOBBIMHU af3allaMH CIIEAYIONIETO COMePKaHH:

«B cepe IpEMeHEHHS IIeH Ha JIEKapCTBEHHEIE IIPerapaTh, BKIIOUEHHEIE B
IepeYeHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIeKapCTBEHHBIX IpernapaToB
(manee — XKHBJIIT):

- MIPOTOKOJIBI COITIACOBAHMS IEH ITOCTABKH JEKAPCTBEHHBIX NPENApaToB W3
nepeuns JXHBJIII;

- TOBAPHO-COIPOBOAUTEIEHEIC JOKYMEHTHl Ha JIEKAPCTBEHHBIE IIpENapaTsl,
BKo4YeHHble B mepevyeHs JKHBJIII (cuera-akTypsl, TOBapHBIE HaKIagHEIE,
CEePTH(HKATE COOTBETCTBHS Ka4eCTBa TOBApa U T.IL.);

' - AOKYMCHTBI,  pPEerJIaMEHTHPYIOIINE  IOPAXOK  I€HOOOpa3oBaHMs = B
OpraHu3alliy Ha JICKapCTBEHHBIE NIPENapaTsl, BXoAAIIue B epedens JXHBJIIT;

- PacnopAOUTENBHBIN JOKYMEHT O Ha3HaUYE€HHH OTBETCTBEHHOI'O JIUIA 3a
(popMHIpoBaHUe PO3HUYHBIX [EH B OPraHU3aIHL.»;

3) myHKT 28 DOMOJHUTE NOMIYHKTaMH 4, 5 CIIEAYIOIIETO COAEPKAHUSA:

«4) IpUHATHE B IIOPSAKE, YCTAHOBJIEHHOM 3aKOHOATeIbCTBOM Poccuiickoii
OQeziepanyyi, Mep [0 IPECEYEHUIO BEHIABICHHBIX HapyUICHUH 063aTebHBIX
TpeGoBaHUH ¥ (UIH) YCTpaHEHHIO IIOCIENCTBHM TaKWX HApyIICHHH, BBLAAYH
NpeAnucanuii 00  yCTpaHEHWH BBUIBICHHBIX HAPYIIEHHH  00s3aTENbHBIX
TpeOOBaHMH M IPHUHATHA Mep [0 NPHUBJICYEHHIO K OTBETCTBEHHOCTH JIHII,
COBEPIIMBIIUX TaKHe HAPYIICHHUS; A

5) BEIIa4a IPEIOCTEPEIKEHHS O HENOMYCTUMOCTH HAapyIIEHHs 00S3aTeIbHEIX
TpeboBanuii, TpeGOBaHMI, YCTaHOBICHHBIX MYHULMIIAILHEIMH IPABOBEIMH aKTaMH,
B COOTBETCTBHH C JacTsAMu 5-7 craTed 8.2 DepepalbHOrO 3aKoHa OT 26 mekalps
2008 roma Ne 294-®3 «O 3ammTe npaB ROPUIAYECKUX JHI U UHIUBU/TY aJIbHBIX
NpeANpUHIMAaTeNed [IPU OCYINECTBICHUH TOCYAAPCTBEHHOI0 KOHTpOIIs (Hanzopa)
U MyHHLIUIAJIIBHOTO KOHTPOJISL», €CIIM MHOM HOPSJIOK He YCTaHOBIIEH YKA3aHHEIM
$enepanbHEIM 3aKOHOM.»;

4) nyHKT 44 ITOIOJHHUTE HOBBIM a63aIJ;eM cne,uylomero COLEpXKaHUS:

«IInaHoBEIe IPOBEPKH  IOPUAWYECKHX  JIHII, VHJUBUAY QJIbHEIX
OpefllpUHUMATeNel, MNpoBOAMMEIE O3 pHCK-OpHeHTPIPOBaHHOFO IIOJIX0/1a,
IPOBOJATCS HE Yallle UeM OJIMH pa3 B TPH roja.», ,

5) myskT 109 ZOIIONHUTE HOBEIM a03aLeM cnez[yfomero COAECPXXaHUS: -

«AHdopmanys o NMpoBepKax BKIIOYAETCS B €AUHBIA pEeCTp IPOBEPOK B
COOTBEeTCTBUM ¢ mocraHosjcHUeM IIpaBurensctBa Poccuiickoit ®emeparmu ot
28.04.2015 Ne 415 «O IlpaBuiax ¢pOpMHPOBaHHS KU BEIACHUS €AHHOIO peectpa
IIPOBEPOK».». . :

2. Hacrosmee mocTaHOBIEHHE BcrynaeT B CHIy B COOTBETCTBHH C
JEHCTBYIOIUM 3aKOHOIaTENBCTBOM.

HavanpHuk r1aBHOTO yIIpaBiieHHs
«PernoHanbHas SHEpreTHIecKas KQMUACeH: o
Ps3anckoii obmactu \ s H1I>Cemenos



