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PYKOBOJACTBO
1o COOJIIIEHNIO 00513aTeJIbHBIX TPEOOBAHMH B PAMKAX OCYIIeCTBJICHUS
PErHOHAJIBHOIO0 FOCYIaPCTBEHHOT0 KOHTPOJIA (HAA30pa) 3a MPUMEHEHUEM IeH
HA JIEKAPCTBEHHbIE MPenaparbl, BKIKYCHHbIC B IePeYeHb KU3HEHHO
HEOOXOAMMBIX M Ba)KHEHIIUX JIEKAPCTBEHHBIX NPENapaToB

1. OO1mue 1moI0KeHus

Hacrosiiiee  pykoBOACTBO  pa3pabOTaHO PErHOHAIBHOM  CIyK00M 1O
tapudam Kuposckoit obmactu (manee — Ciyx0a) BO HCIOJHEHHE IyHKTa 5
yactu 3 crateu 46 ®@enepanbHoro 3akoHa oT 31.07.2020 Ne 248-®3
«O TOCYHapCTBEHHOM KOHTpOJe (HAA30pe) M MYHHUIUMINAIBHOM KOHTPOJE B
Poccuiickoit ®enepanun» B LENAX NPOPUIAKTUKA HAPYIIEHUNH O0O0S3aTEIbHBIX
TpeOOBaHUI 3aKOHOJATENILCTBA B 00JIACTH MPUMEHEHUS IIEH Ha JICKAPCTBEHHBIC
mpenaparbl, BKIIOYEHHBIE B IMEPEUYEHb JKMU3HEHHO HEOOXOIUMBIX W BaXKHEHIIIHMX
JIEKapCTBEHHBIX MPEMapaToB.

[TonrHOMOUMS Ciyx0b1 o OCYIIECTBIICHUIO PErMOHATBHOTO
rOCyAapCTBEHHOTO KOHTPOJISI (Ha/I30pa) 3a MPUMEHEHHUEM IIeH Ha JIEKApCTBEHHbIE
npenaparbl, BKJIIOUCHHBIE B MEPEUCHb >KU3HEHHO HEOOXOIMMBIX W Ba)KHEUIIMX
JIEKapCTBEHHBIX  TpemaparoB, ompeaenensl  [lomoxxkennem o Ciyxoe,
yTBEpXKJIEeHHbIM  TlocTaHoBieHWeM  IIpaButensctBa  KupoBckoit — obnactu
ot 01.09.2008 Ne 144/365.

[{enbro HACTOSAIIETO PYKOBOJICTBA SABJISIETCS OKa3aHHUE IOPUIUUYECKUM JIUIIAM,
WHIUBUAYJIbHBIM npeAnpUHUMATEIISIM MH(POPMAIIMOHHO-METOIMYECKOMN

MOMJIEP)KKA B BOMpOcax COOJNIOJIEHUs 00s3aTeNbHBIX TpeOOBaHMA  TpU



NPUMEHEHUU I1I€H Ha JIEKapCTBEHHBIC TMpernapaThl, BKJIIOYEHHBIE B IEpEYEHb
JKU3HEHHO HEOOXOJUMMBIX M  BAXHEWIIMX JIEKAPCTBEHHBIX  IPEMaparTosB,
COOJIIOJICHUE KOTOPBIX OIICHUBAETCA MPU OCYIIECTBICHUU PETHMOHAIBLHOTO
roCyapCTBEHHOTO KOHTPOJISI (HaJ30pa) 3a MPUMEHEHHUEM 1IeH Ha JIEKApCTBEHHbIE
npenaparbl, BKIIOUCHHBIE B MEPEUCHb >KU3HEHHO HEOOXOIMMBIX W Ba)KHEUIIHMX

JICKApCTBCHHBLIX IIPCIIapaTOB.

2. CocrosiHIEe HOPMATUBHO-TIPABOBOTO PETYIUPOBAHHSI
B COOTBETCTBYIOIICH cepe NesITeTbHOCTH
[lepeynn HOpPMATHBHBIX NPABOBBIX AaKTOB, COIEPKAIIMX 00s3aTeIbHbIC
TpeOOBaHUs,  OLEHKAa  COOJNIOJCHUS  KOTOPBIX  SIBISIETCS  TPEAMETOM
rOCYJJapCTBEHHOTO KOHTPOJIS (HaA30pa) 3a MPUMEHEHHEM IIeH Ha JIGKAPCTBEHHBIC
npernapaTsl, BKIIOUEHHBIE B NEPEUYCHb JKU3HEHHO HEOOXOIUMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX MPENapaToB, YTBEPkACHbI Tpruka3oM CIiyKObl M pa3MEIICHbI Ha
opunmansHoM caiite CiaykO0bl B MH(POPMALIMOHHO-TEIICKOMMYHHKAIIMOHHON CeTH
WutepHer mo ampecy WWW.IStKirov.ru B pazmene «['ocyaapCTBEHHBIH KOHTPOJIb

(Ham3op)».

3. TumnoBble HApYIICHUS 00s3aTEIbHBIX TPEOOBAHUM

[TogxkoHTpOBHBIE  CYOBEKTHI  00si3aHBI ~ COOMIONATH B MpoIIEcce
OCYILECTBJICHUS JEATEIbHOCTU TPeOOBaHMs, YCTAHOBJICHHBIE YacThIO 2 CcTaThu 63
®enepanproro 3akoHa 12.04.2010 Ne 61-d3 «OO6 obparieHUU JIEKapCTBEHHBIX
CPEIICTBY, M0 IPUMEHEHUIO 1I€H, YPOBEHb KOTOPBIX HE JTOJDKEH MPEBHIIIATh CYMMY
(aKTHIECKOM OTITYCKHOM IICHBI, YCTAHOBJIICHHOW MTPOU3BOIUTEIIEM JIEKAPCTBCHHBIX
penapaTroB u HE MPEBBIMIAIOICH 3aperuCTPUPOBAHHYIO WIH
MIEePEPETUCTPUPOBAHHYIO MPEACITBHYIO OTITYCKHYIO IIEHY TPOU3BOAMTENS (Ha JaTy
peanu3anuy JIEKapCTBEHHOTO Tpernapara MPOU3BOAUTENEM), U pa3Mepa OMTOBOM
HamO0aBku W (WIKM) pa3Mepa PO3HUYHOM HAM0aBKH, HE MPEBBIMIAIOIINX

COOTBETCTBEHHO pa3Mepa IMpeAesIbHOM ONTOBOW Haa0aBKu M (WMJM) pasMepa


http://www.rstkirov.ru/

npeaeIbHON PO3HUYHOM Haa0aBKH, YCTAaHOBJIEHHBIX B CcyObekTe Poccuiickoi
Oenepanuu.

3a HapylIeHUE nopsiiKa IEeHOOOpa30BaHuUs peAyCMOTpPEHA
aIMUHUCTPATHUBHAS OTBETCTBEHHOCTh 10 4Yactu 4 cratbu 14.4.2 Koxekca

Poccuiickoii @enepaiiu 06 aIMUHUCTPATUBHBIX MTPABOHAPYIICHUSIX.

4, PGKOMCHI[&HI/II/I, HAIIPAaBJICHHBIC HAa UCKIIIOUYCHUC (1)3.KTOB HapYyHICHUA

00s13aTebHBIX TPEOOBAHUN

B uensx HemonmyumieHuss HApYUIEHUW PEKOMEHIYEM PEryJHUpyEMbIM
OpraHU3alUsM:

— OTCJIC)KMBATh U3MEHEHHUSI HOPMATUBHBIX ITPABOBBIX aKTOB;

— OTCIeXuBaTh HWH(MOpMaIUio, MyOJMKYyeMyl0 Ha O(QUIMAILHOM CanTe
CiyxO0Bbl;

— TpU BO3HUKHOBEHHHM BOIPOCOB, CBS3aHHBIX C  COOJIIOJCHUEM
o0s3aTeNIbHBIX TpPeOOBaHUM, OOpaImIaTbcs 3a KOHCYJIbTAIMEH K JOHKHOCTHBIM

mutam CiyxOBbl.




