MUHUCTEPCTBO 3/IPABOOXPAHEHUA KAJIMHUHTPA/ICKOH OBJIACTH

YTBEPXKAAIO:
MuHucTp 3apaBooXpaHeHma

A.10. KpaByeHKO

2020r.

«

JOKJIAJL

0B OCYULECTB/JIEHUM PETMOHAJIBHOT'O rOCY JIAPCTBEHHOTO
KOHTPOJISl (HA/I30PA) 3A IPUMEHEHHUEM LIEH HA JIEKAPCTBEHHBIE
MPENAPATHI, BKJIFOYEHHBIE B IEPEYEHDb }KH3HEHO HEOBXO/IUMbIX
U BAYKHEMIIIUX NPENAPATOB, U OB 3®®EKTUBHOCTH TAKOT'O
KOHTPOJIA (HAA30PA) B 2019 rOAY

KAJIMHHUHTPA/L

2020



Paznen 1.
CocTosnne HOPMATHBHO-IPABOBOI'O PEryIUPOBAHUS B
~ COOTBETCTBYIOMICH c(bepe JICATE/IbHOCTH

[lepeyenb HOPMATHBHO-ITPABOBAIX AKTOB, PEIJIAMEHTHPYIOHX MCIOTHEHHE
FOCY/IapCTBEHHOH  (DYHKUMH  PErHOHAIBHOIO  rOCYAapCTBEHHOIO  KOHTPOIIS
(Ham3opa) 3a cobmojeHHeM cyObekTaMu ‘OoOpallleHHs JIeKapCTBEHHbIX CPEICTB
obs3arebHbIX TpeGoBanuii K GOPMHPOBAHHIO OTITYCKHBIX 11€H Ha JIEKAPCTBEHHbBIE
npenaparsl, BKJIIOYCHHBIC B TEPEUEHb KHU3HEHHO HEOOXOMMMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX ITPEnapaToB:

I. MenepanbHOE 3aKOHOAATEILCTBO:

«Koncturyuus Poceuiickoit Deepaiuny;

«I"paknanckuit konexe Poceuiickoii @enepaimny;

«Konekc Poccuiickoii Deiepanum 06 aJIMUHUCTPATHBHbIX
npasoHapyieHusx» ot 30.12.2001 No 195-D3;

«ApbuTpakubiii npoleccyanbHblii Kogeke Poccuiickoit Menepauun» ot
24.07.2002 Ne 95-d3;

«Yronosuslii kojexc Poceuiickoit Peaepaunu» ot 13.06.1996 Ne 63-D3;

Yka3 llpesunenra P® or 21.07.2015 Ne 373 «O HekoTophIX BoOmpocax
FOCYIapCTBEHHOIO  YIIPABJICHUS M KOHTPOJS B cdepe aHTHMOHOMOJIBLHOIO M
TApH(HOrO peryInpoBaHus»; -

Menepanbubiii 3akon or 27.07.2004 Ne 79-03 «O rocynapcTBeHHOI
rpaxaanckoi ciryxde Poccuiickoit Menepaumnmny»;

Menepanbubiii 3akon o1 02.05.2006 Ne 59-®3 «O nopsiake paccMOTpeHust
obpammenuii rpaxian Poccuiickoit Menepauumy;

Menepanbhplii 3akoH or  26.12.2008 Ne 294-d3 «O s3ammre npas

IOPHJIMYCCKHX JIMIT B HHIHBHIVAJIbHBIX npennpuuumaTeneﬁ [IPH OCYLUECTBJICHHH

rOCY/IapCTBEHHOIO KOHTPOJIA (HAA30pa) H MYHHIIMIIAIBHOTO KOHTPOIISIY;



Menepanbhpiii  3akon ot 23.06.2016  Ne  182-®3 «0O6 ocHOBax
npodUAaKTHKK npaBoHapymieHuit B Poceuiickoit Meepanuny,

3akon P® ot 07.02.1992 Ne 2300-1 «O 3ammre rpas norpedureneii»;

Menepanbhbiii 3akon ot 21.11.2011 Ne 323-®3 «O06 ocHoBax OXpaHbl
3J10poBbs rpakian B Poccuiickoit Desepatinny,;

Mepepanbubiii  3akoH ot 12.04.2010 Ne 61-®3 «O6 obpauieHun
NIEKAPCTBEHHBIX CPEJICTBY;

Metepaibblii 3akoH o1 06.04.2011 Ne 63-D3 «O0 31eKTPOHHOM MOATTHCHY,

Menepanbublii 3akon ot 27.07.2006 ) Ne  149-03 «O6 wundopmainy,
HHOOPMALIMOHHBIX TEXHOJIOTHAX U O 3aIUTe HHGOPMAIIHH»;

[Mocranosnenue Ilpasurenscta P®  or 08.08.2009 Ne 654 «O
COBEPIICHCTBOBAHHM TOCY/IAPCTBEHHOIO PEryJMpOBaHUs 1IEH Ha JICKApPCTBEHHBIC
[penaparsl, BKIOYEHHbIE B TepeyeHb KH3HEHHO HEeOOXOAMMBIX W BaKHEHLIHX
NIeKapCTBEHHbBIX MPENnapaToBy,

[locranosnenne IlpaButensctea P® ot 23.11.2009 Ne 944 «O6
yTBEPU/ICHUH TEpevHs BHJIOB JEsTe/BHOCTH B cdepe 31paBooXpaHeHus, cepe
o0pazoBaHus M COLMANBLHON cepe, OCYIIECTBIAEMbIX IOPHINYECCKUMH JIHLAMH H
MHUBHAYAIbHBIMH  [IPENPHHAMATE/ISIMH, B OTHOLIEHHH KOTOPBIX [JIAHOBBIC
[MPOBEPKH TPOBOATCS ¢ YCTAHOBACHHOH [IEPHOJANTHOCTBION !

IMocranosnenue Ilpasurenscta P®  or 06.05.2015 Ne 434 «O
PErHOHAIBHOM  OCY/IapPCTBEHHOM  KOHTPOJIE 32 NPUMEHEHMEM LEH Ha
NeKapcTBEHHBIE NPENapaThl, BKIOYEHHbIE B IIepeUeHb KH3HEHHO HEOOXOAHMbIX H
BaKHEHMIIMX — NeKapcTBeHHBIX rmpenapatosy Bmecte ¢ «llonoxennem o
PErMOHAJIBHOM  TOCYAApPCTBEHHOM  KOHTpOJIC 33  NPHMEHEHHMEM LIeH Ha
NeKapCTBEHHBIE NPENapaThl, BKIIOYEHHbIE B MIepeuetb KU3HEHHO HEOOX0AMMBIX H
BAKHEHIINX JICKAPCTBEHHBIX MPENapaTroB»;

[Mocranosnenue Ilpasurensctsa P® ot 30.06.2010 Ne 489 «O6
yrepiienud  [lpaBui  1MOArOTOBKH OpraHaMu  rocy/lapCTBEHHOr0  KOHTPOJIA

(Hamopa) H oprasaMy MYHHUHMIANBHOIO  KOHTPOJIA CKEroJIHbIX IJIaHOB



NPOBEJICHUS NJIAHOBBIX [POBEPOK IOPHAMYECKHX JIMIL H  HHAMBHIYalbHBIX
npeanpuHUMaTenei»;

[Mocranosnenne Ilpasurenscrea P®  or 29.10.2010 Ne 865 «O
FOCY/IAapCTBEHHOM — PETYJIMpOBaHMM  1I€H Ha  JIGKapCTBEHHbIC  penapartsbl,
BKJIIOUEHHbIE B MEPEYEHb KU3HEHHO HEOOXOMMBIX U BXKHEHILIHX JIeKapPCTBEHHBIX
npenapaTos» BMeCTe ¢ NpaBHIaMH:

[MpaBuna rocyapcTBEHHOH PErHCTPalldK W TEPepPerucTpaluy npeiebHbIX
OTHYCKHBIX LIeH MPON3BOIHTENICH Ha JIeKapCTBEHHbIC Mpenaparsl, BKIOYCHHbIE B
fepeyeHb KH3IHEHHO HEOOXOIMMBIX U BAKHEHINHX JICKAPCTBEHHbIX PENapaTos;

(8 penaximn [locranosnenns [Npasutenscrsa P ot 16.12.2019 Ne 1683)

INpaBuna oOs3atenbhoil mepeperucrpaunn B 2019 - 2020 roxax
3aperHCTPUPOBAHHBIX  NPE/ICIbHBIX  OTIYCKHBIX  LIEH MPOM3BOJMTENCH Ha
NIeKapCTBEHHbIE MPENaparhl, BKIIOUCHHbIC B NEpedeHb KH3HEHHO HEOOXOIMMBIX U
BAXKHEHILMX JIEKAPCTBEHHBIX NpenaparTos;

(sBeaenst [Toctanosnenuem [pasurensersa PO ot 16.12.2019 Ne 1683)

[MpaBuia BeJeHHS TOCYIAPCTBEHHOTO peecTpa npejie/bHbIX OTIYCKHBIX LeH
NPOM3BOAMTENEH HA JIEKAPCTBEHHbIC Tpenaparhbl, BKIIOYCHHBIC B MEPEHCHb
KUIHEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MPErapaTos;

[MpaBuna ycTaHOBIEHHS TpeeibHbIX Pa3MEpOB ONTOBBIX H MPEACITBHBIX
pasMepoB  pO3HHMHBIX Haa0aBoK K  (DAaKTHYECKHMM  OTIYCKHBIM  [EHaM,
YCTAHOBIIEHHbIM TIPOM3BOJIMTE/IAMH JICKAPCTBEHHBIX MPEapaToB, BKIOYEHHBIX B
nepedeHhb KH3IHEHHO HEOOXOIHMBIX H BOKHEHIINX JIEKapCTBEHHBIX MpenapaTos, B
cyonexrax Poccuiickoit Mejepaiini;

(8 penaxuuu [ocranosnenns INpasutensersa PO ot 03.02.2016 Ne 58)

IMocranosnenue Ilpasurenscrsa P®  or 22.12.2011 Ne 1081 «O
NHIEH3HPOBaHHH (hapMalleBTHYECKOH JeSTeNbHOCTHY

[Nocranosnenne IlpasurensctBa P® ot 06.07.2012 Ne 686 «OG6

YTBCPKJICHHH [Tonoxkenus © JIHIEH3UPOBAHWH TPOH3BOJICTBA JICKAPCTBEHHBIX

CPenCTBY»;



[Nocranosaenue IlpaBurensctea P® or 07.03.1995 Ne 239 «O mepax 1o
YIIOPAIOUEHHIO FOCYIaPCTBEHHOIO PeryIMpoBaHus LeH (TapudoB)»;

IMocranosnenue Ilpasurenscrsa Poccuiickoit Menepaunu ot 28 anpesns
2015 r. Ne 415 «O Tlpasuiax ¢opmupoBaHus W BejaeHus EjuHoro peectpa
MPOBEPOK».

[locranosnenue [lpasurenscta P®  or 16.07.2009 Ne 584 «O6
VBE/IOMHTENIGHOM  [OpS/IKE  Hayaja  OCYIIECTBJICHHS  OTACJAbHBIX  BHJOB
NpenpUHAMATENLCKOH JlesTenbHocTH» BMecTe ¢ «llpaBunamu npejacraBieHus
yBeIOMIICHHH 0 Hauasne OCYILIECTBIICHHA OT/IeJIbHBIX BHJIOB
NpeANPHHAMATEIBCKON JASSTELHOCTH H YUeTa YKa3aHHBIX YBEIOMICHHID),

IMocranosnenwe IMpasurenscrsa Poccuiickoit Meaepannn ot 10.02.2017 Ne
166 «O6 yTBepKAeHHN NPABHI COCTAB/ICHUS W HANPABJICHUS NPEJOCTEPEKEHHSA O
HEJIONYCTHMOCTH Hapyllenus o0s3aTe/ibHbIX TpeDOBaHMM, MOJaYH IOPHIAHYECKHM
JMLOM,  MHMBHAYQIBHBIM  [PEANPUHUMATENEM  BO3PAXKEHMH Ha  Takoe
NpesocTepekeHne M MX PACCMOTPEHMS, YBEJAOMIECHHMSI 00 HCIOJIHEHHH TaKoro
MpeIoCTepeKEHUA»;

[Mocranosnenne Ilpasurensctea P® ot 26.12.2018 Ne 1680 «O6
YTBEPIKICHHH O6IIMX TpeOOBaHMH K OpPraHH3alMi W OCYHIECTBICHHIO OpraHamH
rOCY/IapCTBEHHOr0 KOHTpOJs (Haa3opa), OpraHaMi MYHHLHMIAIBHOIO KOHTPOJIA
MeporpusTHii 0. npodMIakTHKe HapylueHHit obs3aresnbHbIX TpeDoBaHM,
TpeboBaHMii, YCTAHOBIEHHBIX MYHHIIMTIAIBHBIMH MTPABOBBIMH AKTAMHY;

[Mocranosnenne Ilpasutensctsa P® ot 05042010 Ne 215 «O6
yreepikienuu  [lpaBun  MOArOTOBKM  J0KJAaA0B 00  OCYLIECTBICHHH
rOCY/IapCTBEHHOTO ~ KOHTpOIs  (Haja3opa), MYHHIMMAILHONO  KOHTpOIsS B
COOTBETCTBYIOLIUX chepax JesTebHOCTH H 00 3)HEeKTHBHOCTH TAKOro KOHTPOJIA
(Haazopa)»:

[Mocranosnenne IlpaBurenscrsa P® or 28.08.2014 Ne 871 «O6
yreepxkaennn [Tpasun GopMupoBanus repeyHei JIeKapCTBEHHbIX NMpenapaTos /Uis
MEIMIIMHCKOrO TMPUMEHEHHST ¥ MHHUMAIBHOIO acCOPTUMEHTA JIeKapCTBEHHBIX

npenaparos, HE0OXOIMMBIX U1 OKa3aHWus MEJTMIIMHCKOH TTOMOLLII;
&



[Toctanosnenue [lpasurenscrsa PO or 24.01.2017 Ne 62 «O nposeneHuH
IKCIIEPUMEHTA N0 MAPKUPOBKE KOHTPOILHLIMH (MACHTH(HUKALIMOHHBIMHI) 3HAKAMH
H MOHHMTOPHHTIY 3a 00OPOTOM OT/E/NbHbBIX BHIOB JIeKapCTBEHHBIX MPernapaToB s
MEJMIIMHCKOro  npumenenus» Bmecte ¢ «llonoxkennem o0 npoBeaeHHH
IKCTIEPHMEHTA 110 MAPKHPOBKE KOHTPOIBHBIMH (HACHTH(HUKALIMOHHBIMHU) 3HAKAMH
M MOHHUTOPHHTY 3a 00OPOTOM OTACIBHBLIX BHIOB JICKAPCTBEHHBIX Mpernaparos /Ui
MEJIMIIMHCKOTO MPUMEHEHHUS,

Pacnopsikenue IlpaButenncrsa P® ot 28.12.2016 Ne 2885-p «O6
YTBEPXK/ICHUH TIEpeyHs KU3HEHHO HEOOXOIMMBIX H BAKHEHLIMX JeKapCTBEHHBIX
MpenaparoB /Ui MeJHLIMHCKOro npuMenenns Ha 2017 roay;

Pacniopsikenne [lpaBurensctea P® or 23.10.2017 Ne 2323-p «O6
YTBEPKJICHHN [EepPeUHs KHU3IHEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKapCTBEHHBIX
npenaparoB /Ui MeJAMIMHCKOro npumenenns Ha 2018 roam;

Pacniopskenue [Ilpasutensctea PO or 10.12.2018 Ne 2738-p «O6
YTBEPIKJICHHH TEepevHs KHU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHbIX
npenapaToB /Ui MEAWLMHCKOro npumenenns Ha 2019 roay;

Pacriopsikenne Ilpasurennctsa P® or 17.05.2016 Ne 934-p «O6
YTBEPIK/ICHHH OCHOBHBIX HarpasjieHuii pa3paboTKu U BHEJPEHUS CHCTEMBI OLIEHKH
pe3yabTaTHBHOCTH U 3P (HEKTHBHOCTH KOHTPOIBHO-HAZ0PHOMH JAeATEIbHOCTHY,

Pacniopsixenue [lpasurenscrea P® or 31.01.2017 Ne 147-p «O uneneBbix
MOJIEIISIX YIPOLICHHS NPOLIE/Yp BeJeH!s Ou3Heca U MOBbILICHUA HHBECTHIIHOHHOH
npuBiekatresbHocTH cyobekTos Poceuiickoit Meaepaunny»;

Ipukas Munzapascoupassutus P® or 26.08.2010 Ne 7350 «O6
yrBepxkaennn [lpaBui oTnycka JeKapcTBEHHBIX TMPEnapaToB IS MEAHLIHHCKOrO
[PUMEHEHHUS] MEJHIMHCKHMH  OPraHM3alMsiMy, HWMEIOHIHMU  JIMLEH3HI0 Ha
(hapMalleBTHYECKYIO JIeATeIbHOCTb, M HMX 000COOJCHHBIMH 110/pa3/ie/ieHHsAMH
(amOynaropusimu, GenbaiepckKuMH U (PenbIepCKO-aKyIIEPCKHMH  [TYHKTaMH,
ueHtpamMu  (otaenenusMu)  obuieii  BpaueOHON  (CeMEHHON)  NPaKTHKH),
PAcIONIOKEHHBIMU B CEJILCKUX MOCEJIEHHAX, B KOTOPBIX OTCYTCTBYIOT alTe4yHbie

OpraHnsalum»;



Ilpuxas MunskoHompassutusi Poccun ot 30.04.2009 Ne 141 «O
peanusaimu nonoxennit MejepanbHoro 3akona "O sammTe Npas HOPHIANYECKHX
AMIL W HHAMBHAYAJIBHBRIX  [pejApHHUMATENneit  npu  OCYHIECTBICHHH
rOCYapCTBEHHOTO KOHTPOIS (HA130pa) U MYHHIMIIATBHOIO KOHTPOJIS»,

I[lpukas Munzapasa Poccun ot 21.09.2016 Ne 724n «OG6 yrBepikKieHHH
TpebOBaHWI K MHCTPYKIMH 110 MEIMIIMHCKOMY [PUMEHEHHIO JIEKApCTBEHHBIX
[penaparosy»;

[pukas Munszapasa Pocenn or 31.08.2016 Ne 647u «OO0 yrBepkiaeHHH
[lpaBun Hauiexaumed anTeyHol NPaKTHKH, JEKAPCTBEHHBIX TMpenaparosB [Uis
MEHIIHHCKOTO PUMEHEHHS;

IMpuxaz MunzapaBa Poccun or 27.07.2016 Ne 538u «OO0 yrBepkKiAeHHH
[lepeunss HaMMEHOBAHHI JIEKapPCTBEHHBIX (POPM NIEKAPCTBEHHBIX pernapaToB Juis
MEJIMIIMHCKOrO IPUMEHEHUS»;

[lpuka3 Munzapasa Poccun ot 26.05.2016 Ne 320n «OO6 yrBepxiaeHuH
GOpMBI  PErHCTPAILIMOHHOIO  Y/IOCTOBEPEHUS JIEKApCTBEHHOIO Mperapara uis
ME/IMIIHHCKOTO NPUMEHEHHUS;

Ilpukas Muuznpascoupassutus PO ot 26.08.2010 Ne 747 «O6
YTBEP/KACHMM TOPSAKA M CPOKOB pasMmelleHHs Ha oQuUMaIbHOM caiite
MuHKCTEpPCTBA  3IPABOOXPAHCHHS W CONManbHOro pasutus Poccuiickoi
Menepaunn B cetn «MuTepHer» MHPOPMALMH, CBA3AHHON C OCYIIECTBICHHEM
rOCYIapCTBEHHOM PerucTpaliiy JIEKapCTBEHHBIX NPENapaToB Ui MEIHIHHCKOro
NPUMEHEHHS;

Ipukasz ®CT Poccun ot 11.12.2009 Ne 442-a «OG yrepkaenun MeToanku
VCTAHOBJICHMS OPraHamMM MCIONHWTEIbHOH BjacTH cyObekToB POCCHHCKOM
Menepanny npeieIbHBIX Pa3sMepoB ONTOBLIX HaJA0ABOK M Npe/ie/ibHbIX pa3MepoB
PO3HHYHBIX HAA0aBOK K (PAKTHYECKHUM OTITYCKHBIM 1I€HAM, YCTaHOB/ICHHBIM
MPOU3BOUTENSIMH JIEKAPCTBEHHBIX [PENapaToBs, Ha JICKAPCTBEHHbBIC Mpenapars,
BKJIIOUEHHBIE B [IEpeYeHb KNU3HCHHO HEOOXOMMBIX U BaXKHEHILIHX JIeKapCTBEHHbIX

npenapaTtoB»;



[Tpukaz Munsapasa Poccun ot 24.07.2012 Ne 420 «OO yrBepKAeHHH
AJIMMHHCTPATHBHOTO periamenta MuHHCTEpCTBa 37ipaBooxpanenus Poccuiickoi
Menepaltiy No MPeAOCTABICHNIO FOCY1aPCTBEHHOH YCIIyTH 110 rocy/1apeTBeHHOH
PeruCTpaly TIpeie/ibHbIX OTIYCKHBIX LE€H Ha JIeKapCTBEHHbIE Mpernaparsl,
BK/IIOYEHHBIE B NIEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKapCTBEHHbIX
TnpenapaToB»;

[lpuka3 Munsapascoupassutus P® or 28.12.2010 Ne 1222w «O6
yreepxkaeHnn [IpaBui ONTOBOH TOProBjIM JIEKApCTBEHHBLIMU CPEJACTBAMM LIS
MEJTHIIMHCKOTO TIPUMEHEHHUSD), ‘

v

MMpukas Munsapasa Poccun ot 11.07.2017 Ne 403n «O6 yrBepkaeHHH
MpaBril OTITYCKa JIEKAPCTBEHHbBIX NPENapaTos JUis MEAHIIMHCKOro NMPUMEHEHHS, B
TOM 4YHC/Ie MMMYHOOMOJOTHYECKHX JICKAPCTBEHHBIX [PEnapaToB, ante4HbIMH
OpraHM3aliMaMH,  WHIMBHIYAIbHBIMH  NPEANPHHUMATENSAMH,  HMEIOIINMH
JIHLEH3MIO Ha (hapMalieBTHYECKYIO 1eATEIbHOCThY

IMpukas Munnpomropra Poccun or 14.06.2013 Ne 916 «O6 yrsepxieHun
ITpaBun HajuiexkaieH Mpou3BOICTBEHHON MPAKTHKHY;

[Tpukas Munnpomtopra Poccun o1 17.12.2015 Ne 4119 «O6 yrepiaeHun
[Topsiika BeaeHMsi TOCY/IAPCTBEHHOIO peecTpa 3aKkiIOYeHHH O COOTBETCTBHH
MPOM3BOJMTENS JIEKAPCTBEHHBIX CPEACTB JUls  MEIMIHHCKOro MpUMEHEHHS
TpebOBaHUAM TpaBHJI Ha/UIeKallel IPOM3BOJACTBEHHOH NPAKTHKHY,

Pasbsacuenue Ilpesmnuyma DAC Poccun ot '29.08.2017 Ne 10 «O
NPUMEHEHUH AHTUMOHOTIOJIBHBIMH opraHamu AHTUMOHOIOJIBHOIO
3aKOHOJIATEIbCTBA B LEJAX BBIABICHHS W TIPECEHCHMS HapyIIeHHH Mopsaka
LieHooOpasoBanusy», yreepk/eHHoe npotokonom Ilpesuanyma ®AC Pocenn ot
29.08.2017 Ne 17;

«CTaHaapT KOMIUIEKCHOH NPOQMIAKTHKM HapylleHHi 00s3aTe/bHbIX
tpeboBanuii», yrepikaeHHbIH [TpoTokonoM 3acesanks MPOSKTHOrO KOMMUTETA MO
OCHOBHOMY HANpaBJIeHHIO CcTpaternyeckoro passutus Poccuiickoit Penepanun
«Pedopma KOHTPOJIBHON M HaA30pHOI JesTenbHocT» oT 12.09.2017 Ne 61(11)

BMeECTe ¢ TpeDOBaHUAMH W MOPS/IKaMH:



«TpebGoBanust K CTPYKTYPHPOBAHHMIO M pPa3sMEICHHIO CBEJCHHMI O Mepax
NpoUIaKTHKH HapywieHuit obs3arenbHbIX TpeboBanuit Ha odulMaibHOM caiTe
KOHTPOJILHO-HAI30PHOIO OPraHay;

«[Topsiiok  cocTaB/ieHHWss M BEJACHHS TNEPEYHS THUIMOBBIX HapyIICHH
obs3aTebHbIX TpeboBaHHI);

«I'Topsiok YCTAHOBIICHHS KOHTPOJTbHO-HAI30PHBIMH OpraHaMu
obcTosiTe/IbCTB Ul ODOCHOBAHHOTO — OOBSBICHHS  NPEJOCTEpPeKEHHH O
HEJIONYCTUMOCTH HapylIeHHi oba3aTenbHbIX TpeboBaHMIT»;

«MeTo/InuecKkne  peKoMeH 1aluu o . OpraHM3alMy W [POBEACHHIO

y
COBMECTHBIX IMyOIMUYHBIX 00CYIKICHHH MPaBONPUMEHHUTENILHOMN MPAKTUKH OpPraHOB
FOCY/IapCTBEHHOr0  KOHTPOJAs (HaaA30pa)», Kak MNpHIOKEHHEe K TMPOTOKOIY
3ace/laHus npoekTHoro komurera ot 09.11.2017;
2. 3akononarenserso KaiMHuHrpajackon obnacTu:

Pacnopsokenue ['ybepuaropa Kanununrpaackoit obnactu or 13.06.2017
Ne378-p  «O6  yrBepkaeHuu  pernamenrta  ysejpomiienuss  ['yGepuaropa
Kanuuuarpagckoit  obmacti 0 NPOBEJICHHH  BHEIUIAHOBBIX  MPOBEPOK
MCTIOJIHUTEIBHBIMM ~ OpraHaMu  rocyjapeTBennoi  Biactu  KanuHuHrpaackoi
obnacti,  YNOJHOMOYEHHLIMM  HAa  OCYUIECTBIIEHHE  OTJeJbHBIX  BHJIOB
rocy/IapCTBEHHOIO KOHTPOIIA (Haa30pa)»:

IMTocranosnenne INpaBurtenscrea Kanununrpaackoi obnactu or 12.10.2017
Ne 534 «O06 yrBepikenu nopsika (METOAWKH) OLEHKH Pe3yJbTaTHBHOCTH M
3 dheKTHBHOCTH KOHTPOIILHO-HAJ30PHON  aesTenbHoCcTH B KanuHWHIrpaackou
obnacTu»;

IMocranosnenue [pasurensersa Kanuunnrpaackoii obnactu ot 10.04.2017
No 180 «O6 yrBepxkieHHH HHCTPYKIIMH 10 Aenonpou3BoacTBy B [IpasuresnbeTse
Kanununrpazackoit odbnactuy;

IMoctanosnenue Ilpasurenscrsa Kanununrpazackoit obnactu or 26.02.2010

No 68 «O rocynapcTBEeHHOM peryJMpoBaHMM LIEH Ha JICKapCTBEHHbIC CPEJICTBA,

peanusyemMble Ha TeppuTopun Kanununrpaackoit obnactun;



[Tocranosnenue [pasurenscrsa Kanunuurpaackoit obractu or 11.05.2010
Ne 311 «O Munucrepctse 3pasooxpatenns Kanuuunrpaiackoi odbnactuy;

[Mocranosaenue [lpasurenscrea Kanuuunrpanckoit obaactu or 10.10.2015
Noe 628 «O6 ocyuectBiennn Ha Ttepputopuu Kanununrpaiackoi obnactu
PErHOHANLHOTO  FOCYAAPCTBEHHONO KOHTPOJIS 3a [PUMEHEHHEM LeH Ha
JIeKapCTBEHHBIE MPenaparthl, BKIIOYEHHbIE B NIepeyYeHb KU3HEHHO HEOOXOANMBIX H
BQ/KHEHIIIHMX JIEKAPCTBEHHbIX npenapaTOB; M BHECEHHMH JOMOJIHEeHUS M H3MEHEHHH
B nocraHosiaenue [lpasurenscTsa Kannuitgrpancxoﬁ obnactu or 11.05.2010
Ne3 11w, \

[Tpukas Munucrepcersa PErMOHAILHOIO KOHTPOJIS (nanzopa)
Kamuuuurpaackoir  obmactn ot 05.04.2017 Ne 506 «O0 yrBepxaeHuH
METOJIMUECKHX PEKOMEHIAalHii 10 B3aUMOJCHCTBHIO HUCIOJHUTENIBHBIX OPraHoB
rocyaapcreentoi  Bractn  Kamuuuurpajackoi o61acTd, YNOJHOMOYEHHBIX Ha
OCYLIECTBIEHHE OT/IE/IbHBIX BHJIOB PErHOHAIBLHONO rocyJapcTBEHHOI0 KOHTPOJIA
(ramzopa), ¢  MHMHHCTEPCTBOM  PerHOHIBHOIO  KOHTpois  (Hamsopa)
Kanunaunrpaackoit  obnacTy  npH  OpraHusalliy  MPOBEJCHUS  TUIAHOBBIX
[POBEPOUHBIX MEPOTIPHATHH»

[Tpuxa3 MunucrepcTsa pPerHoHalILHOIO KOHTPOJIS (Han3opa)
Kanuuunrpazackoii obaactn or 24.09.2018 Ne 4812 «O06 yTBepx IeHHH MepeyHs
KOHTPOJIBHO-HA30PHLIX  (QYHKIMA,  OCYIIECTBISEMBIX  HCIOJHHTEIbHBIMH
opranamu Bracti Kamununrpaackoii obnactuy,

3. 3aKOHOHATENBCTEO MunucTepeTBa  3/paBooxpanenus  KaluHUHrpaacKo
obsacTu:

[Tpukas Munucrepersa 3apaBooxpanenus Kanuuunrpajackoi obnactu ot
25.02.2016 No 82 «OO6 yrBepikieHHMHM AJIMHUHHUCTPATHBHOIO perjaMeHTa
HeronHenns MUHHCTEpPCTBOM  3iapaBooxpanerus Kanunuurpaackoit obsnactu
rocy/IlapCTBeHHOH  (YHKUHH [0 OCYIIECTBJICHHIO  HA  TEPPUTOPHH
Kanwnunrpaackoi 001acT  perMoHaJbHOr0 roCyJIapCTBEHHOIO KOHTPOJA 3a
MPUMEHEHHEM IIeH Ha JIeKapCTBEHHBIE TIpernaparbl, BKIIOYEHHbIE B MepevYeHb

MEURHAMHO HEOBYO THMLINY U RASKHEHTTTHY NTeKaAanCTREHHKIX TDenanatoBs»:



[Tpukaz Munucrepcrsa 3apasooxpaHenus KanmHunrpazackoi obnactu or
13.10.2017 Ne 482 «0O BHeceHMM M3MEHEHMH M  JIONOJHEHHH B
AJIMHHHCTPATHBHBII perjiaMeHT UcrnojgHeHuss MUHHCTEPCTBOM 3/1paBOOXpaHeHHs
Kanuuunrpaackoit obracTu rocy1apCcTBEHHON (QYHKIHM 110 OCYUIECTBICHHIO Ha
tepputopun  Kanmuuurpazckoii o01acT  perMoHanbHOrO  rocyapCTBEHHOTO
KOHTPOJISi 3@ NPUMEHEHHEM [IeH Ha JeKapCTBEHHbIE Ipenaparbl, BKIIOYEHHbIC B
nepevyeHb KU3HEHHO HeoOXOIMMbIX H BAKHEHIIMX JIEKapCTBEHHBIX [TPEnapaToBy,

ITpukas Munucrepcrsa PErHoOHANILHOIO KOHTPOJIS (Hansopa)
Kanununrpazackoi obnactu or 24.03.2017 Ne 425 «O co3znannu paboueii rpynnmsl
no peanuzauuu B KalMHHHIpajCcKo oﬁ;iacm NPUOPHUTETHOH MPOTrpamMMbl
«Pedopma KOHTPOJIBHOH M HAIZOPHON JEATENBHOCTHY» M BHEAPEHHIO LEICBOH
MOJIe/IH 110 HanpasieHnio «Opraiu3anns KOHTPOJIbHO-HA30PHOM €A TeIbHOCTHY,

[pukaz MunucrepcTBa 3paBooxpanennss Kanunuurpajackoi obnactv ot
14.12.2017 Ne 618 «O0 yrBepk/IeHUN [1J1aHA MPOBEICHUS TUIAHOBBIX NTPOBEPOK Ha
2018 roa;

I[puka3z MunucrtepcTBa 3jpaBooxpanenuss Kanuuuurpajackoi obnactu ot
25.10.2018 Ne 581 «O06 yrBepikAcHHH MJ1aHa MPOBEJCHNUS TUIAHOBBIX POBEPOK Ha
2019 roa»;

[lpukas MunucrepcTBa 3/paBooxpaHeHus Kanuuuurpajackoi obsiactu oT
23.12.2019 Ne 887 «O Buecenun wusmenenuii B [Ipuxas MunucrepcTsa oOT
18.10.2019 Ne 730 «O6 yTBepi/ICHHH MN1aHa MPOBEJCHHUS TIAHOBBIX IPOBEPOK Ha
2020 roa»;

[Tpuxas Munucfepcma 3apaBooxpanenus KanuuuHrpajackoi obnactd ot
08.02.2018 Ne 68 «O6 ob6obmennn npaktukun ocymectsienus B 2018 roay
PErMOHAILHOIO KOHTPOJA (Haj3opa) 3a [IEHAMH Ha JIEKapCTBEHHbIC Npenaparthl,
BKJIIOYEHHBIC B TNEPEYeHb KH3HEHHO HEOOXOIMMBIX M BaXKHEHIIUX, C yKa3aHHEM
nHaubosee HACTO  BCTPEUYAIOLIMXCS — ClIydaeB  HapymieHWd  o0s3aTesbHbIX
TpeboBaHMii»;

[Tpukas MunucrepeTBa 3/paBooxpanenns Kamuuunrpaackoi obnacti oT

26.12.2019 Ne 920 «O Buecennu usMmenenuit B Ilpukas MunHHcTEpcTBA OT
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02.11.2017 Ne 527 «O6 yrBepkAeHMH nopsaka (METOJAMKH) OLEHKH
pe3yabTATUBHOCTH W Yh(MEKTHBHOCTH KOHTPOJIbHO-HA/I30PHON JIESTENBHOCTH TPH
OCYIIECTBIEHHH PErHOHAIBHOTO TIOCY/IApPCTBEHHOTO KOHTPOJsS 3a NPHMEHEHHEM
leH Ha JIeKapCTBEHHbIC Npenaparbl, BKJIIOUEHHbIE B [MEpPeYeHb KHU3HEHHO
HeOOXOMMMBIX M BAKHEHIINX JIEKapCTBEHHBIX npenapatoB B KanruHuHIpajcKo#
obnacru»:

[pukas MunncTepeTsa 3/paBOOXpaHEHHS Kanuuunrpazackoi obnactu or
22.11.2017 Ne 562 «O6 undopmarnsaiuy KOHTPOJILHO-HAA30PHOH /1A TEIBHOCTH
NMpH  OCYHIECTBICHHH peruouanbuorb,. rOCY/IapCTBEHHOI'O  KOHTpons  3a

$
MPUMEHEHNEM 1IeH Ha JIeKapCTBEHHbIE Ipenaparbl, BKJIIOYEHHbIE B MNepevyeHb
AKUSHEHHO HEOOXOJMMBIX ¥ BaKHEHIIMX JICKAPCTBEHHLIX [IPENaparoB B
Kanmuunrpanackoii o0macT»;

[Tpukas Munucrepersa 3jpaBooxpanenns Kanunusrpaackoit obnactu ot
16.10.2018 No 559 «O06 yrBepkKIACHHH MNOpAAKA KOHTPOJs 3a JAOCTHIKEHHEM
nokazareneil pe3yibTaTUBHOCTH H  YDPEKTUBHOCTH  KOHTPOJILHO-HAA30PHOM
JIeATENLHOCTH, @ TakKKe MOpPalbHOIO W MaTepualbHOro CTHMY/JIHPOBaHHA B
3aBUCUMOCTH OT JIOCTWIKEHHMH TrOCY/1apCTBEHHBIX TI'PAKIAHCKHX CIyXallluXx,
OCYLIECTBISIONIMX PErHOHAIBHBIN rOCY/1apCTBEHHBIH KOHTPOIIb 32 NPHMEHEHHEM
IEH Ha JeKApCTBEHHBIC [IpenapaThl, BKIIOYCHHBIE B MepeyeHb KH3HEHHO
HEOOXOANMBIX M BAXKHEHIIMX JIEKapCTBEHHBIX mpenapato, B KanuHHHrpajackon
obnacTuy», BHOCAIMIT namenenus B [Tpukas ot 02.11.2017 Ne 527;

Ilpukas MunucrepcTBa 3paBooxpatenus Kanununrpazackoii obiactu ot
22.11.2017 Ne 563 «O0 yrBepkaeHun repevHeit obs3atenbHbIX TpeOOBaHWH H
NpaBOBBIX aKTOB, cozlepkannx obs3arebhble TpeboBanns, coOMOICHHE KOTOPBIX
OlICHMBAETCS NPH  TMPOBEJACHHH MEPONPHATHH 110  KOHTPOIIO B paMKax
OCYIIECTBICHUS TOCYAPCTBEHHOIO KOHTPOs (HAa30pa) NpUMEHeHHs LEeH Ha
JIeKAPCTBEHHBIE TIPENapaThl, BKIIOUEHHbIC B MepeveHb KH3HEHHO HEOOXOHMBIX U
BaKHEHIIMX JIeKapcTBeHHBIX rpenaparoB B Kamuuunrpajickoi obnactw» B

penakuuu [pukasa Munucrepersa ot 26.11.2019 Ne 824;



[Mpukas MunncrepcerBa 3apaBooxpaHenus Kanununrpaackod obnactu ot
07.12.2018 Ne 699 «O paspaborke u peanuszauun ITporpammel NpoGHIAKTHKH
Hapylienuii o0s3aTenbHbIX TpeboBaHHiH, NPOBEPKa KOTOPBIX OLEHWUBACTCH MPH
MPOBEJIEHHH PETHOHAIBHOIO rOCY/1aPCTBEHHOTO KOHTPOJIS 3a IPUMEHEHHEM 1IeH
Ha JIEKapCTBEHHbIE  [pernaparbl, BKIIOYEHHbIE B MEpeueHb  KHU3HEHHO
HeOOXOMMBIX W BaXKHEHIIMX JeKapCTBeHHbIX npenapatos B KaauHuHrpaackon
obnactu Ha 2019 roa»;

IMpukas Munncrepersa 3jipaBooxpanenus Kamuuunrpaackon obnactu ot
26.11.2019 Ne 823 «O paspabotke W peann3aiuu [Iporpammsl npo(HAaKTHKH
HapyuieHnit obs3aTenbHbIX TpeboBaHHi, npoBepKa KOTOPBIX OIIEHHBAETCH MpPH
[POBEJIEHNH PErHOHAIBHOTO TOCYIapCTBEHHOIO KOHTPOJIS 33 NPUMEHEHHEM LICH
Ha JIEKapCTBEHHbIE [Mpenaparel, BKIIOYEHHbIE B [IepevYeHb  KU3HEHHO
HEOOXOAMMBIX M BaKHEHIIMX JIeKapCTBeHHbIX NpenapatoB B KalWHMHIPaJCKOM
obsactu Ha 2020 roay;

ITpukaz Munucrepersa 3apaBooxpaHenns Kammuunrpanackoi obnxactu ot
24.10.2019 No 757 «O6 yrsepkienun PykosojctBa 10 npopHiakTHKe
HapyLIeHHH 00s3aTebHBIX TpebOBaHHMil, TPOBEPKA KOTOPBIX ABJIACTCS MPEAMETOM
PErHOHANBHOIO TOCYIAPCTBEHHOrO KOHTPOJIs (HaA30pa) 3a NPUMEHEHHEM LICH Ha
fleKapCTBEHHBIE NPenaparhl, BKIOYEHHbIC B epeueHb KUIHEHHO HEOOXOAUMBIX H
BAKHEHIIMX JICKAPCTBEHHBIX NMPEnapaToBy;

[Mpukas Munucrepersa 3/papooxpanenns KanuHgHrpaickon obnactn or
02.08.2019 Ne 508 «O6 yrsepxaeHun PykoBojctBa 1o COOMOACHHMIO
obsi3arenbHbIX TpeboBanHil B chepe perHoHaIbHOr0 rocy/1apcTBEHHOr0 KOHTPOJIA
3a IPMMEHEHHEM LIeH Ha JIEKapCTBEHHBIC MPernaparsl, BKIIOYEHHBIE B IEPEYCHb

JKHIHEHHO HEOOXOMMBIX M BaXKHEHIINX JICKapCTBEHHBIX Mpenaparos».

HopMaTHBHO 1PABOBbIE AKThI, B COOTBETCTBUH C KOTOPBIM OCYLIECTBIACTCH
HCTIOJTHEHWE TOCYAapCTBEHHOH (YHKIHH PErHOHaNbHOrO rocy/1apCTBEHHOro

KOHTPOJIA:
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1) npouutd OSKcrepTusy B MUHHUCTEPCTBE PErHOHAILHOIO KOHTPOJIA
(namzopa) Kanummnrpanckoii obmactw B coorsercTBMM ¢ Mm.19,26
[Mocranosnenns [Tpasurenscrsa Kanununrpaackoii obnacty ot 12.12.2012 Ne966
Ha OTCYTCTBHE TPHU3HAKOB KOPPYNIHOI€HHOCTH]

2) NOVIEP/KUBAIOTCS B AKTYATILHOM COCTOSSHHH TOCPE/ICTBOM [OCTOSHHOTO
M CBOEBPEMEHHOr0 BHECEHHMs W3MEHEHMH MW JIONOJIHEHWHT B COOTBETCTBHE C
MeToHYecKHMH PEKOMEH/IALMAMH 110 COCTABIICHHIO TIEPEYHs NPABOBbIX AKTOB U
UX OTJICNBHBIX uacteil (rmosoxenuit), coxepkaimx obds3are/bHbIe TpeboBaHus,
coOII0IeHHE KOTOPLIX OIIEHUBAETCS TIPH npc;aenenuu MEPOTIPHATHH 110 KOHTPOJIIO

’

B paMKax OTJGJBHOrO BHAA TrOCY/apCTBEHHOrO  KOHTpOJs  (Haa3opa),
YTBEPKJIEHHBIM [IPOTOKOIOM 3acefanus [IpaBuTeNbCTBEHHOH KOMHMCCHH 110
NpoBeIeHHI0 a/MHHHCTpaTHBHON pedopmbl or 18.08.2016 Ne 6 w nacnopToMm
npuopureTHOro npoekra «Cucremarusanms, COKpallleHHe —KOJM4ecTsa M
akTyaqmsauus  o0s3aresbHbIX  TpeOOBaHM»,  YTBEPHKICHHBIM  [POTOKOJIOM
3aCe/IaHMs IPOCKTHOTO KOMMTETa 10 OCHOBHOMY HamnpasJIeHHIO CTPATErH4ecKkoro
passutus  Poccuiickoii ®enepannu  «Pedopma KOHTPOJIBHOH H HaI30PHOI
nesiresnbHoCTH 0T 27.01.2017 Ne 55

3) repedeHb MPABOBBIX aKTOB, cojepaliux obs3atenbHbie TpeboBanus,
coBII0/ICHIE KOTOPBIX OLEHUBAETCS NPH NPOBEJICHHH MEPOTIPHSTHH 110 KOHTPOITIO
B PAMKaX OCYIIECTBICHHS IOCYIApPCTBEHHOrO KOHTPOJS (Hai30pa) NpUMEHEHHS
IleH Ha JeKapcTBEHHble TMpernaparbl, BKIIOYEHHbIE B [EPEUCHb JKU3HCHHO
HEOBXOMMMBIX M BaKHEHIIMX JICKAPCTBEHHBIX mpenaparos, KaauHuHrpajackoi
obnacti Ha 2020 roj, yrBepk/eH npukazom Munncrepersa or 26.11.2019 Ne®24;

3) SBIAIOTCS JOCTYIHBIMH MOCPEACTBOM MX pa3MeIleHHs B CBOOOJIHOM
jgoctyne  Ha  odunmanbHoM  caite  MuHMCTepCTBA  3/paBOOXpaHCHHA
Kanunuurpajackoit obnactn B HHOOPMALIHOHHO-TEIEKOMMYHHKALMOHHON  CeTH
«MuTeprer no anpecy: https://www.infomed39.ru/, npoiizs 1o ccpuike: ['naBnas /
Crennanucram / Permonanbublii rocyaaperBentbiit kontpons / HopmaruHbie

[paBOBBIC AKTHI.
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Paznen 2.
Oprauusaims rocy/1apcTBEHHOIO KOHTPOJIS (Hai30pa),
MYHHLMIIAIBHOTO KOHTPOJIs

Hcnonnenne  rocynapcTBeHHOW  (YHKUMM 1O  OCYIIECTBJIEHHIO Ha
trepputopun  Kanmuuurpajackoii obnacTv  perMoHaibHOrO rocyAapcTBEHHOro
KOHTPOJISL 3@ [PUMEHEHHEM 1IeH Ha JIEKapCTBEHHbIC Iperaparbl, BKIKOYEHHbIE B
[epeyeHb JKU3HEHHO HEOOXOJMMBIX W BaXKHEHIIMX JIEKapCTBEHHBIX MPEnaparos,
ocyuectsisiercs Munnerepersom 3/pasooxpanenus Kanununrpaackoit obnactu
(n1anee — MUHHCTEPCTBO). I‘

Anpec mectoHaxoxienuss Munucrepcrsa: 236022, ropoa Kanumumnurpan,
yiuua Jimurpus Jloxckoro, 7a.

OTBeTcTBeHHBIM 32 MCMOJHEHHE TOCYAApPCTBEHHON (YHKIMH OT HMEHM
MuHHCcTEepCTBA ABASCTCS OT/IC/] JIMLICH3UPOBAHMUS.

AJlpec  MECTOHaXOXJIeHHs OT/aena JMueHsuposanus: 236006, ropoa
Kanununrpaza, Mockosckuii npocnexr, 95, kabuner 326.

JlomKHOCTHBIMH JIHIIAMH, OTBETCTBEHHBIMH 3a HCTIOJIHEHHE
rocyapcTBeHHON PyHKIMH OT UMeHH MUHHCTEPCTBA, ABJISIOTCH:

MunucTp 3apaBooxpanenus KaruuuHrpaackoit ob6aactu, BXoAsIHH B
cocrtas [ IpaBurenscrBa Kanuunurpazackoit obnacru;

2; CotpyaHHKH oT/lena JIMLIEH3UPOBAHHS MuHHCTEpPCTBA,
YNOJTHOMOYEHHBIE Ha OcyllecTRIeHHe Ha TeppuTopun Kasiunuurpazuckoii obnactu
PErHOHAIIBHOIO roCyapCTBEHHOr0 KOHTPO/S (Haa3opa) 3a NpUMEHeHHeM 1ieH Ha
JIEKapCTBEHHBIE Mpernaparhbl, BKIOYCHHBIC B IEPEYCHb KHU3HEHHO HEOOXOAUMBIX H
BaXKHEHIIMX JICKAPCTBEHHBIX NPENnapaTos:

1) HavyanbHUK OT/Iea;
2) 3aMecTUTelIb Ha4YalbHUKA OT/Ie/a;
3) BeayUIHI KOHCYJILTAHT OT/ena.
B coorserctBun ¢ rmasoit 2 Tlocranosnenus  IlpaBurenscrTBa

Kanununrpazackoii obnactu or 11 mas 2010 roga Ne 311 "O Munucrepcrse
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3npaBooxpanenns Kanmununrpaackoi obsactn” MHHHCTEPCTBO OCYMIECTBISET
CHEIYIOIINE MMOJHOMOYHS!

1) peanusyeT eAMHYIO FOCYIaPCTBEHHYIO MOIHTUKY B 00JIaCTH 3allMThI N1PaB
JOPHAMYECKHX  JIMIl, WMHJMBHIYalbHbIX TpeAnpuHuMareseiil u  cobioaaer
3aKoHOIATeNbCTBO  Poccuiickoii  @enepaunn B obsacTv  3aUIMTBl  NpaB
JOPHIMYECKHUX ML, MHIANBHIYAIbHBIX [MpeAnpUHUMaTeNeil npH OCyIeCTBICHHH
Ha teppuroprn KaimHuHIpajackoi 00/acTH PerdOHaNbHOrO rocyiapcTBEHHOrO
KOHTPOJIS 3a MPHMEHEHHEM 1IeH Ha JIEKapCTBEHHbIE Npenaparhl, BKIOYEHHbIE B
fepedeHb KH3HEHHO HEOOXOAMMBIX H Baxmel;dwux JIeKapCTBEHHBIX MPENaparos;

v

(nm. 20 Beemen Ilocranosiennem Ilpasutenscrsa KanmHHHIpaICKOH
obnactu ot 10.11.2015 Ne 628)

2) opraHusyeT ¥ OCYIIeCTBIAET Ha TeppuTOpHH KainHHHTPaaCcKoH obnacTH
perMoHaNbHBIi  rOCY/APCTBEHHBIH  KOHTPOJL 32  MPHMEHCHHEM LeH Ha
NeKapCTBEHHBIE MPeraparhl, BKIOYEHHBIE B [1PEHCHb KU3HEHHO HEOOXOAUMBIX H
Ba)KHEHILMX JIEKAPCTBEHHbBIX NPEIapaToB;

(mm. 21 Beemen Ilocranosiennem [IlpautesnbcrBa KaanHHHIPaACKOH
obaact ot 10.11.2015 Ne 628)

3) ocylecTBAseT paccMoTpeHne obpallleHuil rpaxias M OpraHu3alun 1o
Bonpocam cobiiroieHns 06sA3aTebHBIX TPeDOBaHNH;

(DesiepanibHbIi - 3aKOH  OT 02.05.2006 Ne 59-®3; [locranosieHue
INpaButensctsa KanuHuHrpajckoi obnacti 0T 10.04.2017 Ne 180 «O6
yTBEp/KIEHHH  WHCTPYKUMHM 1o Jenonpoussoactsy B [lpaButenscrse
Kanuuunrpajackoi obnactn»)

4) paspabarbiBacT WM YTBEpKIaeT a/IMMHHCTPATUBHBIH  periamMeHT
ocylecTBieHus Ha TeppuTopnn KanMHHHIPAACKO 001acTH  PernoHanbHOrO
rOCY/IAPCTBEHHONO  KOHTPOJIS 3a [PHMEHEHWEM IeH Ha  JIeKapCTBCHHbLIC
fpenapaThl, BKIIOYEHHbIE B IEpeueHb KH3HEHHO HEOOXOJMMBIX H BaXKHEHIIIHX
JIeKapCTBEHHBIX MPENnapaTos;

(nmn. 22 seesen [Ilocranosnennem IlpaBuTenbcTBa KanuuuHrpaackou

obnacth ot 10.11.2015 Ne 628)
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IpeeToM rocyapeTBeHHON DYHKIIMH PErHOHAIILHOIO rOCyIapCTBEHHOTO
KOHTpoJisi (Hansopa) sBisiercs nposepka cobmojenus cydbektamu obpalieHus
NIEKapCTBEHHBIX  CpeACTB  obszaTenbHbIX  TpebopaHMit K (OPMUPOBAHHIO
OTIYCKHBIX II€H Ha JIEKapCTBEHHbIE T[Ipernaparbl, BKIIOYEHHbIC B [epeveHb
KH3HEHHO HEOOXOJIMMBIX M BakKHEHIIMX JIEKApCTBEHHBLIX Iperaparos (aanee -
o0si3are/ibHbie TpeboBaHuA ):

1)  cobmonenns npapui GoOpMHPOBAHUS PO3HHYHBIX OTIYCKHBIX LIEH Ha
JIeKapCTBEHHBIC 1IPETapaThl, BKIIOYEHHbIE B 1EPEUYEHb JKU3HEHHO HEOOXO0IMMBIX H
Bay)KHEHIIMX JIEKapCTBEHHbIX npenar;a_ros, cyObexTamu obpaleHus

\
JIEKAPCTBEHHBIX  CPEJICTB,  OCYLIECTBISIOUMMMH  PO3HMYHYIO  TOPrOBIIO
NIeKapCTBEHHBIMH TperapaTamu;

(ycranosneno MezpepasibhbiM 3aKoHom o1 12.04.2010 Ne 61-P3 yactu 1, 12
craThi 46, yacth 4 cratbu 61, yactu 1, 2 crateu 62, yacTh 2 crathi 63, yacts 4
cratbu 67)

2)  cobmonenus npasui (GOPMUPOBAHUA ONTOBLIX OTIYCKHBIX LEH Ha
NIeKapCTBEHHBIE MPenaparthl, BKIIOUYEHHbIC B NEpeyeHb KU3HEHHO HEOOXOANMBIX H
Ba¥)KHEHIIMX JICKapCTBEHHBIX [penapaTos, cybbexTamu obpareHus
JIeKapCTBeHHBIX CPEJICTB, OCYIIECTBISIIOLUMH ONITOBYIO TOPrOBIIIO
JIeKapCTBEHHBIMHU IperapaTamu,

(yeranosneno Mesepanbibim 3akoHom ot 12.04.2010 Ne 61-®3 yactu 1, 12
craThu 46, yacth 4 crateu 61, vactu 1, 2 crateu 62, wacth 2 crathk 63, yacth 4
crathm 67)

3)  pa3sMelleHHs B anTeyHbIX OpPraHu3alMsX B JOCTYIHOH Ui CBEJICHHSA
BCeX 3aMHTepecoBaHHBIX Ml (opme uHPOPMAIMK O 3aPErHCTPHPOBAHHOM
NpejeIbHONH OTIMYCKHOH 1IeHe Ha JIEKapCTBEHHbIE Mpenaparbl, BK/IOYEHHbIC B
fnepeyeHb KH3HEHHO HEOOXOIMMBIX W BOKHEHIINX JICKApPCTBEHHBIX NpPErnaparos,
06 ycranosneHHbIX B Kanunuurpaackoi obnact pasmepe Mpe/ie/ibHOH ONTOBOH
nanbasku, M (MIM) pasmepe npejiebHOH PO3HHYHONH HaA0aBKH K YCTAHOBIEHHbIM
MPOM3BOIMTENSAMH JIEKAPCTBEHHBIX MPenapartos (paKTHYECKUM OTITYCKHBIM LEHaM

Ha  JICKApPCTBCHHBIC npenaparsl, BKJTIOYCHHBIC B [epeyeHb  KHU3HCHHO
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HeOOXOAMMBIX W  BAKHEHIIMX JIGKAPCTBEHHBIX IMpernaparos, H 0 Cymme
dakTHIeCKOH OTIYCKHOH 1eHbl, YCTAHOBJICHHON NPOH3BOANTEIEM JICKAPCTBEHHBIX
MpenapaTtoB W He MpeBhILAIoNIeH 3aperucTPUPOBAHHON TpejielbHOMH OTIYCKHOH
LeHB, H pasMepa ONTOBOH HAJOABKM W (WIM) pasMepa PO3HMYHON HaabaBKH, HE
MPEBLIIAIONIMX COOTBETCTBEHHO Pa3Mepa Npe/ie/IbHOH ONToBO# HaAbaBku 1 (W)
pasmepa npeiebHON po3HUUHOM HanbaBkyu, yeTaHOBIEHHBIX B KalHHHHIPaJICKOH
obnactH,  OGHOBJICHHE 110 Mepe ee OMyOIHKOBAHHS;

(ycranosneno ®esepansibiM 3akoHoM ot 12.04.2010 Ne 61-®3 wactu 2,3
crathu 63) - \
y

4)  cobmojaeHHs 3ampera Ha peaqu3alMio JIEKApCTBEHHBIX Mpenaparos,
BKJIIOYEHHBIX B MIepeYeHb KHU3HEHHO HEOOXOMMBIX H BaXKHEHILMX JIeKapCTBEHHbIX
fnpenaparoB, He [MPOMICAIMX TOCYAapCTBEHHYIO PErHCTPalHio MPeAeTbHbIX
OTIYCKHBIX LIEH MPOU3BOANTEIS;

(ycranosneHo Meziepaibibiv 3akoHom o1 12.04.2010 Ne 61-®3 wacru 1, 12
craThy 46, yacTh 4 crathu 61, wactu 1, 2 craten 62, yacts 4 craTbu 67)

5)  cobmoaenus TpeGOBaHMI K HAIMYMIO W MOPSAKY OGDOpPMICHHS
MPOTOKOJIOB ~ COIJIACOBAHMA  LEH  [OCTAaBKM  JIGKAPCTBEHHBIX  MperapaTos,
BK/IIOYEHHBIX B I1IepeueHb KH3HEHHO HEOOXO0/IMMBIX H BaKHEHIIIMX JIeKapCTBEHHBIX
MpenapatoB, a TaKkKe JOCTOBEPHOCTH M TOJHOTHI, COAepXKalleics B HHX
HHpOpMaLHK.

(yeranosieno Menepanbubiv 3akoHoM ot 12.04.2010 Ne 61-®3 yactw 1,

12 craTthy 46, yacTh 8 crateu 61, yactu 1, 2 craThu 62, yacTh 2 cTaThi 63)

McueprpiBalonmii  repedenh  aAMHHHCTPaTHBHBIX — mpoueayp Mo
OCYILIECTBICHHIO PErHOHATLHOTO FOCY IAPCTBEHHOTO KOHTPOJIs (HaA30pa):
1) Besenue peectpa MOAKOHTPOJIBHBIX CYOBEKTOB MPH OCYIIECTBICHHH

PErHOHANIBHOTO rocy/1apCTBEHHOTO KOHTPOJIA]

2) NIAHUPOBAHWE MEPONPHATHIL, OCYIIECTBIAEMBIX B LensX obecrieyeHus

OCYHIECTBJICHHUSA PErHOHAIBHOTO rocy1apCTBEHHOI0 KOHTPOJIA]
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3) paccMoTpenue oOpallleHHi rpakklaH ¥ OpraHu3alluii, MocTyNHBIIKX B
MuHHCTEPCTBO;

4) opraHu3zanMs W [POBEJCHUE MEPOINPUATHH, HalpaBJeHHbIX Ha
nMpoGuIakTHKY HapylleHWH obs3aTebHbIX TpeOOBaHMI;

5) cucTeMarHuecKHi aHaliM3 M MPOrHO3UPOBAHUE COCTOSHUSA MCIOJHEHHS
obs3aTeibHBIX  TpeOOBaHMH 1IPH  OCYLIECTBICHHH JEATEIIbHOCTH CYOBEKTOB
PErHOHANIBLHOTO rOCYIapCTBEHHOI0 KOHTPOIst (06001IeHHe NPAKTHKH );

6) oprann3aius NMJIaHoBbIX BbI€3/IHBIX MPOBEPOK;

7) opraiu3aiiug BHEIUIAHOBBIX nposepbgc;

y

8) npoBeieHHe MJIAHOBBIX BBIC3/IHBIX [TPOBEPOK;

9) npoBeieHHE BHEIJIAHOBBIX BbIE3IHBIX [IPOBEPOK;

10) npoBeieHne BHEIJIAHOBBIX JOKYMEHTAPHBIX MPOBEPOK;

I1) mepsbl, npuHHMaeMbie B OTHOIIEHNH (aKTOB HAPYIICHHUH, BbIABICHHBIX
IPH NPOBEJICHUH TTPOBEPKH.

[ToAKOHTPONBHBIMK  CYOBEKTaMH  ABISAIOTCH  IOPHIAMYECKHE  JIMLa,
MHMBH/IYalbHbIE TPEANPHHUMATENH, UMEIONIHE JIMIEH3HI0 Ha OCYUIECTBICHHE
(hapManeBTHYECKOH JIeATENbHOCTH, OCYIICCTRIAIONIME PealH3aliMio ONTOBYIO H
PO3HMYHYIO JIEKAPCTBEHHBIX TpenapatoB Ha TeppuTopuu KanuHuHrpajackoi
obnacru:

1) opraHu3anyMy ONITOBOW TOPIOBIIM JIEKAPCTBEHHBIMH TpenapaTaMmu;

2) opraHu3alMK PO3HHYHOH TOPrOBIIHM JICKAPCTBEHHBIMH [IpenapaTtaMu;

3) opraHM3auuM, OCYUIECTBISIOUIAE W OINTOBYIO W PO3HHYHYIO TOProBIlIO

JIEKapCTBEHHBIMH penaparam.

[TonKOHTpOALHBIMI  O0bEKTaMH  SBAAIOTCH  OOBEKTHI, HCMONb3YeMbIe
rpakJaHamMu H OpraHu3alMaMi NPH OCYIIECTBICHHN CBOEH JEATEIbHOCTH U (KIIH)
coBepuieHHH JeiicTril Ha TeppuTopnn Kamuuunrpanckoi obnactu:

1) opranusalMu ONTOBOH TOPrOB/H JIEKAPCTBEHHBLIMH MpernapaTaMu;

2) anTevHble OpraHM3alM|: anTeka roToBbIX (OPM, anTe4Hbld MyHKT

(KMOCK);

3) MHAMBHLYAIbHBIE MPEATPHHHMATEIIH;
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4) MEIMUMHCKHE OpraHu3aiMu M uX 000COBIeHHbIe NoJipasieseHus,
PACTOJIOKCHHBIE B CEIbCKHX HACENEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT amntTe4yHble oOpraHusauuu: amOynatopus, denbamepckuii
(penbamepeko-akyepekuii) — nyHKT, ueHTp (oTAeneHHe)  obuieit

BpaueOHOM (ceMeitHOl ) MpakTHKH.

Bsanmozeiictene  MunucTepeTBa - 31paBooXpaHeHus Kanunuurpanckoii
00JIACTH € JIPYrUMH OPraHaMH I'OCY/IapCTBEHHOTO KOHTPOS (Haa3opa) B pamKax
OCYUIECTBICHAS PETHOHAJIBHOIO I'OCY1apCTBEHHOTO KOHTPOJIs (Han30pa).

l. Munucrepcrso Pernonansioro KOHTpOJIA (Hax3opa)
KanuuuHrpaackoii o6nacTi ocyiiecTsiser KOOPAHHALIHIO AeATeIbHOCTH OpraHoB
MCTIOHUTENIBHOM BiiacTH KanuHuHIpajaCKoil 061acTi, B TOM YHCIE JeSTelLHOCTD
MunucTepeTBa 3/paBoOXpaHeHHS.

KoopimHauus  1esTenbHOCTH  TPOM3BOANTCS B pamMKax —NpOBEACHHS
FOCYZapCTBEHHOH MOJMTHKA M HOPMATHBHO-IIPABOBOTO PEry/lHpOBaHHsA 10
OT/ACJIBHBIM BH/IAM PErHOHAIBHOIO rOCY/apCTBEHHOr0 KOHTpOns (Haja3opa) Ha
Tepputopun Kanuuunrpaackoi obnaacty.

Bo wmcrnonnenne npukasa MunnctepcTBa  PerMOHANLHOTO  KOHTPOIS
(Hansopa) Kanuuunrpasckoii obnactu or 05.04.2017 Ne 506 «O6 yreepiieHun
METOJAHYECKMX PECKOMCHAAIMH 110 B3aUMOJIECHCTBHIO HMCIOIHUTENBHBIX OpPraHoB
rocyaapctBenHoi  BnactH Kanuuunrpajackoit obnacTHr ynomHOMOYEHHBIX HA
OCYIIECTBJICHNE OT/ACIBHBIX BHJIOB PErHOHAILHOIO IOCYJAaPCTBEHHOTO KOHTPOJIS
(Haj3opa) KanuHuHrpaackoii 061acTi npu opraHM3almy NpoBeCHHs MIAHOBbIX
MPOBEPOYHBIX MEPOIPHATHH» B COOTBETCTBHH ¢ 1. | i 1 Tlpunoxenus x
nocranossienuio [lpasurensersa Kanuuunrpanckoii o6aactu or 19.10.2016 Ned84
MHHHCTEPCTBO  37IpAaBOOXpPaHEHHs  0OECNEUHBACT  BBINONHEHHE CHIEYIONHNX
MEPOIPHSITHIA:

1) uHdopMHpOBaHHE O HOPMATHBHBIX NPABOBLIX AKTAX M METOAMYECKHX
JIOKYMEHTAx 110 BOMPOCAM OPraHM3allii W OCYILECTBICHUS IOCYAapCTBEHHOIO

KOHTpOJIs (Haa30pa);



2) mHpopMHpOBaHHE O wHeasX, o0beMax, CpPOKax MpPOBEJACHHS TMIAHOBBIX
MPOBEPOK;

3) undpopMHpoBaHHE O pe3yabTaTax MPOBOAMMBIX [POBEPOK, COCTOSHHH
cobumoienns 3akonoaarenncTsa Poceniickoit Menepaiun;

4) undopmuposanue 006 IHHEKTUBHOCTH TOCYAAPCTBEHHOrO KOHTPOJIS
(Ha3opa);

5) noaroroBka B YCTAHOBJICHHOM  NOpSJKEe  TNpeIOKeHHH 0
COBEpPIICHCTBOBAHMH  3akoHojarenbeTBa  Poccuiickoit  Mesepaumu B uyacTu
OPraHM3aliH 1 OCYLIECTBICHHUS FOCYIapPCTBEHHOIO KOHTPOIs (HaA30pa);

6) noAroToBKa B YCTAHOBICHHOM [OPSJIKE €KErojAHOro joknaza ob
OCYIIECTBJICHHH TOCYAapCTBEHHOI0 KOHTpons (Haazopa) o0 3(h(eKTHBHOCTH
TAKOr0 KOHTPOJIs M Mpe/CTaBIeHHe ero Juis NMoAroTOBKH €KeroAHOro CBOIAHOIO
JIOKJ1aZ1a O COCTOSIHUH IOCYapCTBEHHOTO KOHTPOJIS.

2. ["'enepanshas npokyparypa Poccuiickoit Meaepartiu.

1)  dopmupyer exeroiHsiit CBOJIHBIH [JIaH [POBEJCHHSA TJIAHOBBIX
POBEPOK M pa3Melaer ero Ha oduumansHoM caiire I'eHepaibHON NPOKypaTyphl
Poccuiickoit ®Menepaunu B cetn "HMurepuer" B cpok a0 31 nekabpsi Tekyuiero
KaJIeH1lapHoTro roja;

2)  sBIgeTCH (denepanbHOil  rocyaapcTBeHHONH — HMH(OpMaMOHHOM
cuctemoii «OnepaTop eMHOro peectpa MpoBepoK».

B coorBetcTBUM ¢ yHkToM .1 wactu 2 crathu 10 DesepansHoro 3akoHa ot
26.12.2008 Ne 294-03 B obecrnieuenue ydera NpOBOJAMMBIX [PH OCYIIECTBICHHUH
rocylapcCTBEHHOI0 KOHTPO/S (HajA30pa) NpOBEpPOK, a TakKkKe HX Ppe3ysibTaros,
MunucTepeTBO  3paBOOXpaHeHus  obecrneuynBaeT CBOEBPEMEHHOE BHECEHHE
JIAHHBIX O NPOBEPKax B C/MHBIH peecTp NPOBEPOK COIMIACHO TNpaBHIaM €ero
(OpMHPOBaHHUS U BEJICHUSL.

3. INpokyparypa Kanunnnrpaackoi obnact. Bzaumoaeicrene 8 pamkax:

1) cornacoBaHusi MPOBEJICHWUS  BHEIUIAHOBOM  BBI3JHOH  [POBEPKH
FOPHIMYECKOTO  JIMIA, WHAMBUAYAJBHOIO MNpenpHHUMareas [pH  HATHYHH

OCHOBAHHA,
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2) pa3paboOTKH M MOArOTOBKM €XKEroAHOro IulaHa NpPOBeIAeHUs [UIAHOBLIX
POBEPOK, €ro Mpe/ICTaBIeHus B OPraH MpoKyparypb! /st COracoBaHmus;

3) BHeceHHe M3MEHEHHWH B €XerojHblii MJaH B clydyae HCKIIOYEHHS
MPOBEPKH M3 €XKEr0HOro IUIaHa;

4. denepanbHas HaloOroBas Ciayk0a, B pacriopsiKeHHH KOTOPOH HaXOAsTCH
NOKYMEHTBl W (Wiam)  HHGOpMalMs  3anpaiuuBaeMble M MOJydaeMble
MUHHCTEPCTBOM 1pPH  HCHOJHEHHH TrOCYAapCTBeHHOH (YHKIIMKH B pamKax
MEHBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMO/ICHCTBHUS.

HUcuepnsiBatonmii nepeveHn noxymem;)p U (W) nadopMalmuu:

’

1) cBetenus u3 EAMHOro rocy1lapcTBEHHOIO peecTpa IOpHIHYECKUX JIMLL

2) cBenenus M3 EAMHOrO rocyapcTBEHHOrO peectpa WHIMBHIYaTbHBIX
[pearnpuHuMaresei;

3) cBeleHMS M3 EAMHOrO peectpa CcyOBEKTOB Manoro M CpeaHero
MpeIIPUHUMATEBCTBA;

4) cBejeHUs O CPEJHECITMCOYHON  YMCIeHHOCTH paboTHHKOB 3a
NpeAecTBYIONMH KaleHAapHbIH Iol.

5. MupoBoii cyi1. B pamkax npuMeHEHHsS K IOPHIHYECKOMY JIMILY 4acTH
S crarbi 19.5 BeigBieHHe (GakrTa HEBLINOJHEHHUS B CPOK 3aKOHHOIO NpeAnucaHus
00 YCTpaHEHMHM BBISBICHHOIO [UIAHOBOH IPOBEPKOH HApYIIEHHs, CPOK s
MCIOJHEHUS KOTOPOTo, HCTEK, PYKOBOACTBYSCH craThsiMu 23,1 1 28.8 KoAIl P®.

6.  AreHTCTBO 110 Pa3BHTHIO CBSA3H H MaCCOBBIX KOMMYHHKAIHHA.

Vuactue B npoekre «Paspaborka u Baeapenne APUC KHJL KO» B pamkax
paboueiil rpynnel 1o p.ea.nmauuu B Kanunuurpaackoit obnactd npHOpUTETHOIH
nporpammbl - «Pedopma  KOHTPOJILHOH M HAA30pPHOH  JAEATENBHOCTH» 110
HarpaBIeHUIO «Opranusanms KOHTPOJILHO-HAI30PHOM JEATENLHOCTHY,
yrBepiaeHHoi [Tpukazom MuHHCTEPCTBA PErHOHAIBHOTO KOHTPOJIS (Haja3opa) oT
19.10.2017 Ne 2479.

7. HampaBnenune oOTBeTa 3asBHTENI0 Ha MUCbMeHHOe obpaleHue
(3asBienne) B MHHHCTEPCTBO 110 a/Ipecy, YKa3aHHOMY B MHCbMEHHOM oOpallleHuH

(3asBJIEHHUH ), B TOM YHCJIE W (HJIM) HA SJEKTPOHHYIO MOYTY 3asBUTEI.
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Pacemorpenue oOpaileHuit (3asBiCHHH) IOPHAMYECKHX JIHIL € Y4eTOM
tpeGosanmii Mepepansroro 3akona or 02.05.2006 Ne 59-03 «O nopaake
paccMoTpenus obpatiennii rpaxian Poccniickoii deaepannny.

Hanpumep, nanpasienne orseta B (ejepaiibHylo ciyk0y 1o Haasopy B
cepe 3apasooxpanenns, win B CiykOy 110 rocy1apCTBEHHOMY PEryJiMpOBaHHMIO
ued u tapudos Kanuuuurpanckoii obnactd, Win B Annapar M0JIHOMOYHOrO
npencrasutens Ilpesuaenta Poccuiickoit  ®eaepaunu B Cesepo-3anajgiHoM
(henepanbHOM OKpyTe.

8. CornacoBaHue ¢ JpyruMu 'ZaHHTept;COBaHHbIMH opraHamu, ykasaHHbIMH

\
B nyHkre 2 llpaBuii, yTBepKIACHHBIX [Toctanosnennem IlpasurensctBa P@ ot
30.06.2010 Ne 489 nposejieHHs IJIAHOBBIX MPOBEPOK FOPHIMYECKHX JHIL (MX
dbunnanos, npejacraBuTeNbCTB, 000COONCHHBIX CTPYKTYPHBIX nojipasaeneHui) u
MHAMBHAYATLHBIX MPeANpHHMMATENCH B ClIyyae, eciii OCyLIECTBICHHE M1aHOBBIX
IPOBEPOK HAMEYARTCS COBMECTHO C yKa3aHHBIMHM OpraHamH.
Hanpuwmep, ¢ Teppuropuanbibiv opranom dejiepaibHOMH cnyxOb1 110 HaA30pY

B cepe 3apapooxpanerys 1o KaanHuHrpajackoii obnacti B Nopsjke MpoBeeHHs

COBMECTHBIX IPOBEPOK.

Beinonuenue byHKni Mo OCYIECTBICHHIO PerHoOHaNIBHOTO
rOCYIAPCTBEHHONO KOHTPOIS (Ha/130pa) NOABE/IOMCTBEHHBIMU OPraHH3alMsAMH He
OCYILLECTBISAETCS. )

AKKpeIuTalus FOPUINYECKHX MLl H TP@KJIaH B KauyecTBe OKCHEPTHBIX
OpraHu3alMii U OKCIEpTOB, NPUBICKAECMbIX K BBINOIHEHHIO MEpONpHATHH 110
KOHTPOIMO (HAA30pY), NIPH NMPOBE/ICHHH MPOBEPOK HE OCYIIECTBIAIACE.

JKCMepThl, IKCTIEPTHbIE OPraHM3allui K NPOBEJEHHIO MEPONPHATHH no
KOHTPOMIO /Ul OLIEHKH COOTBETCTBHS 00sf3aTe/lIbHBIM TpefoBaHHAM M aHalM3a
cobmojenns  ykazaHHeix  Tpebopanuii, 10  NPOBEJCHHIO  MOHHTOPHHIA

3hDeKTHBHOCTH TOCYAAPCTBEHHOIO KOHTPOJS (Haasopa), y4era pesyinbTaToB

IPOBOJUMBIX [TPOBEPOK U HEOOXOAMMOH OTYETHOCTH O HUX HE ITPUBJICKATHCD.
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Pa3nen 3.
MuHaHCOBOE M KAJIPOBOE 0OECNEYCHUE roCy 1apCTBEHHOI O KOHTPOJIS
o (Ha30pa), MyHHIHIATBLHOTO KOHTPOIS

®unancoBoe obecrnieuenne HCNONHEHUs GYHKLUMA 110 OCYIIECTBICHHIO
FOCy1apcTBEHHOTO KOHTPos (Hansopa) 3a 2019 roz Beero - 3550 Thic. py6.:

B nepsoM nonyroamnu 2019 roga - 1671 1eic. py6.,
BO BTOpoM nostyroauu 2019 rona - 1879 teic. py6.;
H BKJIIOYaeT B cebs: |

1)  ¢ounn onnarel Tpyna (c Haqncne-ulusMH_) COTPY/IHUKOB, MMPHBJIEKAEMBIX
K TNPOBEACHHIO TPOBEPOK Hapsily C MCTIOIHEHHEM  OCHOBHBIX JIOJDKHOCTHBIX
obs3annocTel - 3352 ThIC, PY6.:

B nepBom nomyroanu 2019 roxa - 1596 teic. py6.,
BO BTOpoM ntosyroaun 2019 roaa — 1756 teic. py6.;

2) marepuasbhbie 3aTparhl - 198 Thic. py6.:
B niepBoM nosyrojiuu 2019 roga - 75 teic. pyo.,

BO BTOpoM nostyroanu 2019 rona — 123 1sic. py6.;

[llratHas 4ucnenHocTsh pabOTHHKOB MHHHCTEPCTBA OTBETCTBEHHBIX 34
OpraHM3aiuio paboThl KOHTPOABHBIX (HAI30PHBIX) MEPOTIPHSTHIA - 3 COTPY AHUKA:

B nepsom nosnyroanu 2019 rosa - 3,

BO BTOpOoM nosyrojanu 2019 roaa - 3.

JIOIKHOCTHBIE JTHIIA, OCYIIECTBIAIONIME B OTYETHOM NEpHOIE (GYHKIHIO 110
KOHTPOJIbHBIM ~ (HA30PHBLIM)  MEPONPUATHSIM 34 n’;mmcneuuem leH Ha
JICKAPCTBEHHBIC NpEnapaThl, BKIKOYCHHBIC B [IEpeUeHb KUIHEHHO HEOOXOMMMBIX U
BaKHEHIUMX JICKAPCTBEHHBIX MPENapaToB 0T UMeHH MuHHCTepCTBa:

I) HauwanbHUK OTjeNa JAMLEH3HpoBaHus MUHHCTEPCTBA 3/IPaBOOXPAHEHHUS
Kanununrpanckoii obnacru;

2) 3amecTHTeNh HAYAILHUKA OTHeNa JMLEH3UPOBAHUS Munucrepcersa
3apaBooxpanenus Kaaunnurpaackoi odnactu;

3) BeAywmii  KOHCYJbTaHT OTJ€Na JIMLEH3MpOBaHMs MHUHHCTEpCTBa

3jipaBooxpanenus Kaaununrpaackoii o6nacru;



Bee cotpysHHKH MMEIOT BhICIee npoduiabHoe 0OpasoBaHue, MOBbIIEHHE
KBAIH(UKALIUKM NPOBON/IOCK. 2 coTpyAHHuKa B aekabpe 2018 roja npouuiy Kypesbl
MOBBIICHHUS KBATH(HUKAILIMU B AaBTOHOMHOI HEKOMMEPYECKOH 1MpodheccHOHATBHOM
obpazoBatenbHoii opranuzainun «KanMHUHIPaJACKHA WHCTHTYT YIpPaBiIeHHS» MO
nporpamMme "MYHKIMK noApazieNeHdil  KajJpoBbiX Ciyk0 rocyaapcTBeHHbIX
OPraHoB BIACTH 110 POMGHIAKTHKE KOPPYIUHOHHBIX H UHLIX HAPYIIEHH",

OKcnepThl M NPEICTABHTENH JKCIIEPTHBIX OPraHH3ailMi K MpOBEICHHIO

MCpOﬂpHﬂTHﬁ M0 KOHTPOJIIO HE TTPHBIICKAJIUCE.

\

Paznen 4.

[IpoBeneHne rocy1apcTBEHHOrO KOHTpOUIs (Haa30pa),
MYHHULMTIATBHOIO KOHTPOIIsS

Oprauusanusi ¥ OCYIIECTBICHHE I'OCYJAPCTBEHHOIO KOHTpons (Haa3opa)
ocyllecTBaseTcs 0e3 MpUMeHEeHUs! PUCK-OPHEHTHPOBAHHOIO MOAX0/1a.

Vreepkienubii Mun#cTpom 3apasooxpanenus Kanunuurpaackoii obnactu
[UIaH MPOBEPOK ¢ YHETOM OTKJIOHEHHBIX MMPOBEPOK H BHECEHHBIX W3MEHEHHH M0
COBMECTHBIM MpOBEpKaM, MpejicTaBientblii B npokypatypy KanuxuHrpajackoi
obmactu o 01.11.2018, conepxan 44 nposepku, 43 u3 koropeix Ha 31.12.2018
ObiM oTKIOHEHDI | 'eHepaibHoil ipokyparypoii PO.

Ha 2019 roa 3annanupoBano wu cornacosano c¢ [lpokyparypoii
Kanuuunrpanckoit obnactu nposeaenne | naaHoBoi NpoOBEPKH.

BHeceHo M3MeHEHMH B IuUiaH (npexkpaiueHue jesitesbHocTH) | nuiaHosas
IpoBepkKa. .

3a oTueTHBII neproj nposeaeHo 0 MIaHOBBIX NPOBEPOK.

IKCHEPTHl M IKCHEPTHBIC OPraHM3allui K MPOBEACHHIO MEPONPUITHH 1O
KOHTPOJIIO HE MPHBJICKAIHCh.

CnydaeB NpUYHHEHHS IOPHIMYECKMMH JIHIIAMM MW MHIAWBHIYAlbHBIMH
NpeANnpUHAMATENISIMH, B OTHOIICHHH KOTOPBIX OCYIIECTBISIOTCA KOHTPOJIbHO-
HAJ30PHBIE MEPOTIPHSATHSA, BPE/IA KHU3HH M 3/I0POBBIO IPAXKJIAH, BPE/a KHBOTHBIM,

pacTeHHsM, OKpYKatoLieH cpe/ie, 00beKTam KylIbTYPHOrO Hacaeaus (naMATHHKaM
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MCTOPHH M KYJIBTYphbi) HapooB Poccuiickoit Meaepauuu, nmyliecTBy GU3nIecKnx
M IOpHIHYEeCKMX JiMll, Oe30MacHOCTH rocyjapcrsa, a Takxke ciydau
BO3HMKHOBEHHMSI  YPE3BbIYAHHBIX CHTYallMH MPUPOAHONO M TEXHOMEHHOIO
Xapakrepa He BbISIBJICHO.

MUHHCTEPCTBOM B pPaMKax MCIIOIHEHUS TMOJHOMOYHI MO PErHOHATLHOMY
KOHTPOMO (HAA30pYy) 3@ IIeHaMH Ha JICKapCTBEHHBIE CPEJCTBA, BXOJsIME B
nepeveHb KHIHEHHO HEOOXOJMMBIX M BaKHEHIMX JICKapCTBEHHBIX Mpenaparos,
OCYUIECTBIISNIACH JACATENBHOCTh 110 MPEJIYNpPekIeHHUI0 BO3MOXKHBIX HapyleHHH
obs3zarenbHbIX  TpebOBaHMNA, HanpaBieHHay Ha MOATOTOBKY M MpOBEJEHHE
NpoduIAKTHYECKHUX MEPOTIPUATHIA.

CBe/ieHHst 0 MEpOTIPUATHSX MO NPOGUIAKTHKE HAPYLICHUH 00f3aTeIbHbIX
TpedoBaHH.

1. [IlpoBejseHsl OpPraHW3alMOHHBIC MEPOIPHATHS 10 TMOJrOTOBKE H
NPOBEACHHUID  NPOQHIAKTHYECKMX  MEPONPHATHI,  OCYIICCTBIAEMBIX  HA
peryjaspHoOi OCHOBE:

1.1 chopmupoBana ¥ MOUICPKHBAETCA B AKTYAJILHOM COCTOSHHH lie/ieBas
ayJHTOPHs M3 MpejcTaBuTeNeii CyOBEKTOB KOHTPOJS, B OTHOIICHMH KOTOPBIX
OCYILIECTBISETCSA PErHOHANBHBIN KOHTPOJIb (HA/130p) 3a IIEHAMH Ha JIEKapCTBEHHbIE
fpenaparsl NepeyuHs XKHW3HEHHO HEOOXOJMMBIX W BaXHEHIUHX JIEKAPCTBEHHBIX
npenapatoB (nanee — Ilepeyuens);

1.2 paszpaboraH, YTBEPIK/IEHHbIH ﬂpm.ca30M Munucrepcrsa
3ipaBooxpanenus ot 15 mas 2019 roaa Ne 335, HoBslii akTyansHblii Ha 2019 roj
epeyYeHb NMPaBOBBIX AKTOB M MX OTJENBHLIX HacTel (10J0XKeHHi), coiepKalnx
obsi3aresibHble TpedOBaHHA;

1.3 nposejieH MOHMTOPHHI B LeNsAX obecrneyeHus aKkTyaJbHOCTH MepeyHs
o0s3aTe/IbHBIX TpeOoBaHHIi;

1.4. nopaboran pasgen «PervoHalbHBIH TOCY/IapCTBEHHBIH KOHTPOJIb»
ohuimanbHOro caiita MuHHcTepeTBa:

1)  BBeaeH HOBbIH mnoapazaen «B  noMmois  pyKOBOAMTENSM

anTeyHslx yupexkaennit Kanuuunrpaiackoi odbnactiy;
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2) AOMOJHEH CHeLHANbHBIH M0/pas/ies, HOCBAIEHHbIH NPOpUIaKTHKE
HapylieHuii  obs3aTeNbHbIX TpeboBaHUH, U npeaycmoTpenHbiii - CranaapTom
noaApasienon pyopukaMu:

«MToru peannsaiun rporpamMmbl IPOGUIAKTHKH HAPYIIEHHID,

«PyKOBOJICTBO 110 MPO(HIAKTHKE HAPYIICHHI 00A3ATE/ILHBIX TpeboBaHHI»,

«PyKOBOJICTBO 110 COBMIO/IGHHIO 00s3aTENbHBIX TPEOOBAHUITY,

«[TyGnuunbie MEPOIPUATHIN

1.5 npoBejieH aHainm3 ¢ HeAblo  0600meHUs PaBONPHMEHHTEIbHOM
NPAKTHKH OCYIIECTBIEHHS PErHOHAIBLHOrO KOHTPOJIs (Hag3opa) 3a leHaMH Ha
nexapcTBeHHbIe penaparthl [lepeuns;

1.6 cienan JIoknan o pesyibTatax npaBonpHMEHHTEIBHOH IPAKTHKH B 2018
rojy:

1.7 NOAroTOBAEHBI, OCHOBaHHbIE HA 0000IIEHHH NIPAKTHKH OCYIIECTBICHHA
PerMoHaIBbHOTO KOHTPOJIS (Haj30pa) PEKOMCHIALMH, PasbACHCHHA O TOM, H9TO
cobmonenne TpeGopaHMit  JI0JDKHO  OBITh  9KOHOMHMYECKH  BbIIOJIHEE  HX
HeCcoDI0/IEHH S,

1.8 mnposeseHo nyGnuuHOoe OOCYXKACHHE pE3yNbTaTOB  KOHTPOJILHO-
Ha/I30PHOM JeATEIBHOCTH MPABONPUMEHHTE/IbHOH NPAKTHKH.

2. INposeenbt obume NPoGUIAKTHIECCKHE MEPOPHATHS, HANPABICHHBIC HA
MpeIypekAeHHE BOSMOKHBIX MACCOBBIX HapyUICHHH obs3aresbHbIX TpeboBaHUH
M YCIOBHiA, CHOCOOCTBYIOUIMX COBEPIICHHIO TakHX NPaBoOHApYIICHHH B HENAX
NOBBIICHHS  OOLIEro  YpPOBHS  NMPAaBOBOH  I'PAMOTHOCTH W CoLMabHOM
OTBETCTBEHHOCTH MOJAKOHTPOIIbHbIX CyOBEKTOB!

2.1 pasmemen B cern "Hureprer" B pasaene «PernonanbHbIi
rOCY/IapCTBEHHBIH KOHTPOIbE» O(QHLHAIBHOIO caifta MuHHCTEPCTBA aKTYalbHBIH
nepeueHh HOPMATHBHBIX [PABOBBIX AKTOB, PErIAMEHTHPYIOUIAX HCHIONHEHHE
rocyapcreernoil  GyHkuuu:  DejepaibHble  3aKOHBI, [TocraHoBneHUA M
Pacriopsikenns  [IpaButenscrsa  Poccuiickoii  dejepauu, [TocranoBneHus

[papurenserBa  KanuHHHIPAACKOH obnactn, Ilpukazel  MuHHCTEPCTBA

7



3apaBooxpanenus  Kanuuunrpajackod obnactv, uHOOpPMaIIMOHHbIE NHUCHbMA
MenepanbHOM AHTHMOHOTIONBLHOM city k0Bl Poccuu;

2.2  OCyuWecCTBASeTCS KOHTPOJIbL 3@ CBOEBPEMEHHOCTHIO OOHOBIEHMS
yKa3zaHHBIX B 1. 2.] HOPMATHBHBIX MPABOBLIX AKTOB 10 MEpe BHECEHHS B HHX
COOTBETCTBYHOLIMX U3MEHEHHH;

2.3 pasmemien B cern "MurepHer" B pasugene «PermoHanbHbii
rocy/IapcTBEHHBIH KOHTPOJIbLY ODUIHANLHOro caita MUHHCTEPCTBA aKTyallbHBIN
rnepedeHs ods3arenbHbIX TpeboBaHuil, oleHKa COOMIOACHHS KOTOPBIX ABJISETCS

MPeIMETOM rocy/1apcTBEHHON (PyHKINK;

Vv

2.4 pasmemwena B cern "HMurepuer" B pasnene «PernonanbHbli
rocyJapCTBeHHbI  KOHTpOJIb»  ouumanbHoro  caiita Musucrepersa B
CHEIMANBLHOM  T0/Ipa3jiesne,  MOCBALIICHHOM  Npo(WIakTHKE  HapyLICHHH
obszaTeNbHBIX TpeOoBaHuH HMHPOPMALIMA O PEKOMEHIAUMAX 110 MPOBEACHHIO
MeponpuaTHi, obecrieunBalomx codmoaenne obs3arenbHbIX TpeboBaHHWil ¢
yY4eToM HX M3MeHenuii B Buae «PykoBojacTBa 1o cobmoneHuio obs3aTesbHbiX
TpeboBanmiin;

2.5 pasmemena B cern "Hurepuer" B paspene «PeruoHanbHbii
rocy1apcTBEeHHbII KOHTPOJIbL» O(GUIHaNbHOro caiita MHHKCTEPCTBA B N0jipasjere
«B 11oMOIIIb PYKOBOAMTEISIM anTe4HbIX yupexiaenui Karmnunrpanckoii obiactn»
HHGOPMAIMS O NPEACTOSIIMX H3MEHEHHIX HOPMATHBHBIX TPABOBbIX AKTOB, O
CpPOKax M MOps/IKe UX BCTYIUIEHHS B JleiicTBHe, KakK: «HoBoe B 3aKOHO/IATE/IbCTBEY,
«PykoBojuTensm antednslx yupexiennii Kanuuunrpaackoit 061acTi 0 BBe€HHH
B JICHCTBHE?, «BHHMAHI/HO PYKOBOJIMTENCH  anTe4yHbiX  Y4pexACHHH
Kanuuunrpaackoi obnactu»;

2.6 pasmemenst B cern "HMuarepuer" B pasnene «PervonanbHbii
roCyY/1apCTBEHHbBIH KOHTPOILY 0QHIHAIBHOIO caita MUHKMCTEpCTBA B 10/Ipasjiene
«HajsopHbie MEpONpPUATHS» JIAHHBIE O TPOBEACHHBIX KOHTPOJIbHO-HAI30PHbIX

MEPONPHATHAX, HOCAILIUX KaK JIAHOBLIH, TaK W BHEIUIAHOBbIH XapakrTep, H aHallu3

Pe3yJILTATOB TAKMX MEPOTPUSTHH;



2.7 pasMemenst B cetu  "Hutepuer" B pasgene «PermoHanbHbii
roCy/1apCTBEHHbBIH KOHTPOIb» ouimanbHoro cafra MuHucrepersa B noapasjesne
«Hamzopusie  mMeponpusitTus»  JlaHHble O NPeANUCaHNuAX, BbUIAHHLIX [0
pe3yibTaraM KOHTPOJbHO-HAJ30PHBIX MEpPONPHATHI, W aHAJIW3 HCIOJIHEHHS
MpeAnHCaHHH MMOAKOHTPOIBLHBIMH CYObeKTaMu;

2.8 pasmemensl B ceth "Hurepuer" pasaena «PerumoHanbHblit
roCy/1apCTBEHHBIH KOHTPOJIb» O(UIHAIBLHOTO caiita MuHHCTEPCTBa B nojipasjene,
nocBgieHHoM  npoduiakTuke  Hapyuenuit  obGs3atensHblXx  TpeboBaHMiA,
«O60061menne npakTMKM» JlaHHble 0 Hanbollee YacTO BCTPEHAIOLIMXCH ClIyqasx
HapyueHuit obs3aTesbHbIX TpebOBaHHI;

29 pasmemen B ceru "Hurepner" pasnmena  «PernoHanbHbIH
rocy1apcTBeHHbIH KOHTPOIb» oduMansHoro caiira MuHucTepeTsa B nojpasiene,
MOCBAIICHHOM TTPOHIAKTHKE HapyleHuit oba3aTebHbIX TpeGoBaHuil, «AHaIU3
Pe3yJILTATOB IPABONPHUMEHUTEILHONH TMPAKTHKKW» OCHOBaHHLIM Ha o0000menuu
MPAaKTHKH OCYUIECTBICHHS PErHoHAILHOrO KOoHTpoas (Haxsopa) Jloknan o
pesylibraTax npaBornpuMeHuTenbnoi npaktuku B 2018 roay:

2.10  pasmewenst B cern  "Hurepher" pasmena «PernoHanbHbiH
rocyIapCTBEHHBIH KOHTPOJIb» O(uiMansHoro caiirta MuHucTepeTBa B nojpasiere,
MOCBALIEHHOM NpoduIaKTHKe HapylleHUH obs3arenbHbIX TpeboBaHMil, «AHANN3
pe3yJIbTaToOB 11PABOIPHMEHUTEILHON MPAKTHKH» OCHOBaHHbIH Ha 00001IeHHH
[PAKTUKK OCYLIECTBICHHUS PErHOHAJIBHOIO KOHTPOIs (Haa3opa) peKoMeHJIalluH,
pazbiCHEHUs 00 HSKOHOMMYECKOH OnpaBJaHHOCTH JA0OpPOCOBECTHOTO BeJICHUS
OM3HECca 1O CpPaBHEHHID C HEJNeTAIbHOH JeATE/ILHOCTBI0 B HapylleHHe
YCTAHOBJIEHHBIX TpeOOBaHMiIA;

2.11 pasmemena wundopmauus B cern  "Huarepuer" B pasnene
«PeronanbHblii  roCyJapCcTBEHHBIH  KOHTpOJb»  oduumManbHOro  caiita
Munucrepctsa B nojapasjienax: «B oMol  pyKOBOAMTENSM — anTe4yHbIX
yupexaennii  Kanununrpaackoit obnacti», «Koucynbraumu, pasbscHEHHS,

PEKOMEHAallMH, YTOYHCHHUHA» B 1EJIAX OCYIIECCTBICHUA xm(bopmaunonno =




Pa3bACHUTENBLHON PaboThl C PA3IMYHBIMH KATETOPHAMU JIHLL, 3aHHTEPECOBAHHBIMH
MPUMEHEHHEM 1I€H Ha JCKapCTBEHHbIE [PerapaThl, BKIIOYEHHbIC B [lepeyens;

2.12 pasmemen B cetn "Hurepuer” B pasnene «PeruoHanbHbii
FOCY/IapCTBEHHBIH KOHTPOIL» O(uIMaibHOro caifta MuHHCTEpCTBa Jloknan 06
OCYIIECTBICHHH PErHOHAIBHOIO TOCY/IapPCTBEHHOI0  KOHTPOJIS (nazzopa) 3a
NPUMEHEHHEM [IeH Ha JICKapCTBEHHBIE Mpenaparhbl, BKIIOYEHHBIC B IepedeHb
JKU3HEHHO HEOOXOMMMBIX ¥ BaKHEHIINX rpernaparTos, 0 00 dGPEeKTHBHOCTH TAKOro
koHTposis (Hajzopa) B 2018 roay: .

2.13 paspaGotana (opma MPOBEPOYHOFO JIMCTA, NPHMEHSEMOro B XOJC
MJIAHOBBIX MPOBEPOK, MTPOBOHMBIX B OTHOUICHHH MOJAKOHTPOIBHbIX cyOBeKTOB B
pamMKax perHoHaIbHOr0 KOHTpOIIs (Haa3opa);

2.14 BMmectre ¢ TeM, MHUHHCTEPCTBO CuUMTaeT HelesecooOpasHbIM
[pMMEHEHHE TPOBEPOYHOrO JIMCTA (CIMCKA KOHTPOJIBHBIX BOMPOCOB) 1. 2.13 B
X0J1€ MPOBEPOK, MPOBOAMMBIX B OTHOLICHUH MOJAKOHTPOJILHBIX cyOBeKTOB

B MHHHCTEPCTBO PErHOHAILHOTO KOHTpOJS (HaA30pa) HanpaslieHa
uHdopMalMs 0 TOM, HTO HCXos W3 0CcOOEHHOCTEH npeamera MpOBEpKH
NpaBHILHOCTH GOPMHPOBAHUSA OTIYCKHBIX 1IEH, 3aM0JHEHHE OTBETOB Ha BOMPOCH
B nposepodHom aucre (n.2.13) mpeanonaraet He cobmonenne TpeboBaHUi K
GopMHPOBAHHIO KOHTPOJIBLHOIO BOTIPOCA, YCTAaHOBJICHHBIX MenepanbHbIM 3aKOHOM
or 26.12.2008 Ne 294-®3, mnocranosiennem IlpaButenscrsa — PoccuiickoH
Menepaumu ot 13.02.2017 Ne 177,

3. npOBCIlCHBl ~ CnenMalibHpic  H UHIMBUJ1YAJIbHBIC MEPOIIPHUATHA,

HaTpaBiIeHHble Ha MPOGUIAKTHKY HApyLIeH i 00s3aTe IbHBIX TpeboBaHH:

3.]. NOCTOSHHAS KOHCYJIbTATHBHAS 1OMOLIb NOJKOHTPOIBHBIM CyOBeKTaM,
JAKMOUAIOMANCH B PeKOMEHJAUMSX 110 TPOBEICHHIO  MEPONpPHATHI,
HAMPABJIEHHLIX HA YCTPaAHEHHE MPHYUH COBEPLICHHS HapylleHHH 00s3aTebHbIX
TpeboBaHMIi:

1)  MHAMBHAYQIbHO  (MHIMBHAYalbHble  KOHCYJIBTAllHH) €
[peICTABUTENIAMH  CYOBEKTOB KOHTPOIISi B TOCTOSHHOM PEKHME teneOHHON

CBA3M MPOBOIMTCS pasbsicHHUTENbHAS pabota Mo COOMOACHHMIO O00A3ATENBHBIX
an



TpeboBaHmi, NOPSAKY IPOBE/ICHHS KOHTPOJILHBIX MEPONPUATHIL, BKJIIOYas Npasa u
00s3aHHOCTH CcyOBeKTa KOHTPOJs, MpaBa M OOS3aHHOCTH JIOJIKHOCTHBIX JIMIL
cyObeKTa KOHTPOJIs, CPOKH MPOBEACHUS KOHTPOALHBIX MEpPONPUATHI, MOPAIOK
00kKanoBaHus pelleHrs KOHTPOJILHOIO Oprasa u Jip.,

2) IS HEOrPAaHHYEHHOIO YHCAA TNMOAKOHTPOJILHBIX CYOBEKTOB B
paMkKax oOWMX  KOHCyJabTalMid co3nana B pyOpuke  «PernoHasbHbINA
rOCYIapCTBEHHBIH  KOHTPOIb» nojapydbpuka «B nomoms pykoBoauTeNSM
anreunblx yupexxaenni Kanununrpaiackoi obnactu»

3) ans uenesoii ayautopuu 20 YeJOBEK NMpPeACTAaBHTENEH anTeqHbIX
YUpekJIeHHH W HMHAMBHAYAIbHbIX  npeanpuHumarenei  Kanuuuurpaackon
obnacTH, OCYIIECTRAAIOMMX  (apMalleBTHYECKYIO  JCSTE/bHOCTh, [MPOBEJICH
cemunap «Pesyabratel 00001IEHHBIX NPABONIPUMEHHUTENbHBIX TNPAKTHK [1PH
OCYUIECTBIEHHH PErHOHAIBHOIO roCYIapcTBEHHOrO KOHTposis (Ham3opa) 3a
NMPUMEHEHUEM 1IeH Ha JIeKapCcTBEHHbIC Mpernaparhbl, BKJIIOYECHHBbIE B IepeveHb

KHU3ZHEHHO HEOOXOMMBIX M BaXKHEHIITUX JICKApPCTBCHHBIX IPEapaToB».

MakToB HapymieHui o0s3are/bHBIX TpeboBaHWH CyOBbEKTaAMH KOHTpOIA B
XOJe pealu3allMH  MEpONpPHATHH 10  KOHTPOJIIO, OCYylIECTBiAseMblX Oe3
B3AUMOJICHCTBHS € IOPHIMYECKMMM  JIMIIAMH M MHIHBHAYAJIbHBIMH
NpeAnpUHUMATENAMH, 0053bIBAIOLLMX B COOTBETCTBUH ¢ HacTaMmu 5-7 crareu 8.2
Menepansioro 3akoHa ot 26.12.2008 Ne 294-®3, k HeoOXOAMMOCTH B
COCTaBJIEHHM M HANPABICHUH MPE/I0CTEPE/KEHHS O HEJAOIYCTHMOCTH HapyllueHuUs

obs3aTenbHbIX TpeOoBaH, BBIABICHO He ObLIO.

Pasnen 5.
JlelicTBHS OpPraHoB rocyapcTBEHHOr0 KOHTPOIS (HaA30pa),
MYHHIHTIATEHOTO KOHTPOJIS 110 NPECCUCHUIO HApy IEHHUI 0083aTe/IbHBIX
TpeboBaHMi ¥ (WJIN) YCTPAHCHUIO TIOCIICACTBUN TAKUX HAPYILIEHNH

b |




Ceenenus 0 cnocobax nposegaeHus v Maciutabax meToanyeckol paborsl ¢
IOPHAMYMECKHMH  JIHIAMM M MHAMBWYQJIbHBIMM  [PEANPHHUMATENAMH, B
OTHOLIEHWH KOTOPBIX MPOBOAATCS MPOBEPKH, HANPABICHHON Ha NpejoTBpalleHHe
HapyIIeHH# ¢ UX CTOPOHBI B MTOJIHON Mepe OTpakeHsl B pasjiese 4.

Munncrepcteom 27 aexadbpss 2019 ropa nposejseH ceMHHAp Ha TeMy
«PesynbTarsl 0600IICHHBIX PABOIPUMEHUTENBHBIX PAKTHK NP OCYILIECTBICHHH
PeroHaILHOIO rOCy/IapCTBEHHOr0 KOHTPO/A (Haj30pa) 3a MpUMEHeHHeM LIeH Ha
JIEKAPCTBEHHBIE MPENapaThl, BKIKOYEHHBIE B MepeHeHb KU3HEHHO HEOOXOMMbIX H
BaKHEHIIINX JIEKAPCTBEHHBIX MPEnapaTos» s UeseBoi ayauropun 20 venosex
MpeJICTaBUTENICH anTeYHbIX YUPEKACHHH U HHAMBHIYAIBHBIX [peJNpUHUMaTesei
Kanununrpazickoi obnacTH, OCYHICCTBAAIOUIHX (hapmareBTHYECKYIO
JIeATENIbHOCTb.

[lporpamma cemunapa BkIo4ana B cebs pyopuku:

. HOpMaruBHO-TIpaBoBas Oa3a;

2. obs3arenbHbie TpeboBaHUA, NMPOBEPKAa KOTOPBLIX SABIAETCH [PEJIMETOM

PerHOHaJIbLHOrO KOHTPOJIs;
3. a/MHHMCTpATHBHAS OTBETCTBEHHOCTh 3@ HapylIeHHs o00sA3aTe/IbHbIX
TpeboBaHMil;
4. aHanu3 NpaBONPHMEHHTEIBHON NMPAKTHKH;
5. oTBeThl HAa BOMPOCH (oOpaleHuns).

YyacTHUKM CeMHHapa ¢ GOJbUIMM HHTEPECOM NPOCYILIANn HHPOPMALIHIO,
MPUHSAIH aKTHBHOE ydacTHe B 00Cy K IeHNH NPOBIEMHBIX BOIIPOCOB.

Uudopmanns o npoBeeHHOM MHHHUCTEPCTBOM CEMHHApe pasMmelleHa B
ceoboxaoMm  gocryne  cerh  "Hnrepuer" B paspene  «PervoHasbHbIH
rocyAapCeTBEHHbIH KOHTPOJIbY oduuuanbHoro caiita MunucrepcTsa B pasjesne

«lTpodunaxtuka Hapyuwienuii obssarenbHeIX Tpebosanmuity /  «llyGanvinbie

MEPOIIPUSATHS.

daxros o0¥kanoBaHu IOPUAHYCCKUMHE  JIHIIAMH W MHJMBHIYaJIbHBIMH

NpeAnpUHUMATENAMA B Cy/1 JeiicTBHS (6e31eHCTBUSA) J0KHOCTHBIX JIHLL He ObLI0.
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Paznen 6.
AHaMu3 U OLIeHKa YPOEKTHBHOCTH IOCYIAPCTBEHHOTO
KOHTPOJIA (Ha/A30pa), MyHHUMIIAIBHOTO KOHTPOIS

[Tokazarenu 3pPeKTHBHOCTH roCy IapPCTBEHHOTO KOHTPOJIS :

3amiaHMpoBaHo WM cornacosaHo ¢ Ilpokyparypoit  Kanunuurpaackoit
obnactu nposesienne Ha 2019 rox - | niavoBas nposepka;

BHECEHO M3MEHEHMH B IUlaH (npexkpalleHue jAesTelbHOCTH) — | nuiaHosas
[POBEPKa;

BBITOJSHEHO - ) NJIAHOBBLIX TPOBEPOK.

Jlelicteus  MuHHMCTEPCTBA HANpaB/IeHHbIE HA TMpeceveHHe HapylueHWiH
obg3are/IbHBIX TPeOOBaHMIT M YCTPAHEHHE MOCIIEICTBHIT TAKUX HAPY LIEHHIA:

1. Peanusaums Iporpammel npodunaktuku Ha 2019 roa, yreepxkaeHHOM
npukazom Munucrepcrsa 07.12.2018 Ne 699 B nmaHe ocyuecTBICHHS
3anuanupoBanbix Ha 2019 roa meponpustuii 100%:

2. Yreepikaenst [lpukazsom Munucrepersa or 26.11.2019 Ne 824
BHECCHHBIE H3MEHCHHS B YTBEPKJICHHBIE NpuKazom Munucrepcrsa ot 15.05.2019
Ne 335 nepeunn obszaresnbHbIX TpeOOBaHWI M NPABOBBIX AKTOB, COJAEPIKAlIMX
obsa3arenbHble TpeboBaHus, cOOMI0IeHHE KOTOPBIX OLEHUBACTCS IPH MPOBEICHHH
MEPONPUATHIH 10 KOHTPOMIO B paMKax OCYIIECTBICHHS TOCYAapCTBEHHOTO
KOHTPOJs  (Han3opa) [MPUMEHEHHs 1EeH Ha JIeKapCTBEHHBIE  IIpernaparsbl,
BKJIIOYEHHBIC B NepeyeHb KH3HEHHO HEOOXOIMMBIX M BaKHEHIIIMNX JIeKapCTBEHHbIX
npenaparos, Kanuuunrpaiackoii odnactu;

< Pazpaborano, yrtBepikjaeHHoe Ilpukazom  Muuucrepcrsa  or
24.10.2019 Ne 757 PykoBojicTBo 10 npoduiaakTuke HapyumeHui obs3aTenbHbIX
TpeDoBaHHi, MpoOBEpKa KOTOPHIX  ABISAETCS  [PEJMETOM  PErHOHAIBLHOIO
rocy1apcTBEHHOI0 KOHTPOJIA (Haa30pa) 3a NPUMEHEHHEM LIeH Ha JIeKapCTBeHHbIE

[penaparsbl, BKIKOYCHHbIE B TEpEeUEHb KHU3HEHHO HEOOXOJMMBIX M BaXKHEHIIMX

JICKApCTBCHHBIX TperapaToB:




4. Paspaborano, yrsepiiaensoe  [lpukasom  Mumnncrepcrsa  OT
02.08.2019 No 508 PykoBojcTBO 10 cobmoeHHI0 00s3aTe/bHbIX TpeOOBaHHH B
cdepe permoHanBHOrO rOCYIapCTBEHHOTO KOHTPOJIA 33 NPHMEHEHHEM leH Ha
NeKapCTBEHHBIC Mpenaparhbl, BKIOUEHHbIC B MEpeeHb KU3HCHHO HEOOXO/IMMBIX M
BAKHEHIIMX JIEKAPCTBEHHBIX MPENapaTos;

& Vreepuaennl [lpukasom Munucrepcrsa oT 26.12.2019 Ne 920
BHeceHHbie B yrBepiieHubiii [Npukasom Munucrepersa ot 02.11.2017 Ne 527
MOPAIOK (METOAMKY) OLEHKH Pe3yJibTaTHBHOCTH M 3(P(EKTHBHOCTH KOHTPONLHO-
HA/(30PHOIl IEATEILHOCTH IPH OCYLIECTBICHHH PErHOHANIBLHOIO roCy 1apCTBEHHOTO
KouTposis (Hamsopa) B Kanuuuurpaackon obnacTH.

JlestenbHocTh  MHHMCTEPCTBA 110 MPEAYNPEKACHHIO  BOIMOXKHBIX
HapylIeHHi o0si3aTesbHbIX TpeOOBaHHH B pamMKax HCIOJHEHHA MOJHOMOYHI 110
PerHOHAILHOMY KOHTPOIIO (HaA30py) 3a HeHaMH Ha JIGKapCTBEHHBIC CPEACTBA,
BXOJSILIME B [EpPEYCeHb, HaNpaBjieHHas Ha IMOArOTOBKY M  NpPOBEACHHC
MpoUIAKTHYECKMX MEPONPUATHI CrocobCTBYET B MOJHOH Mepe MOBBILICHHIO

2 HEKTHBHOCTH TAKOTO KOHTPOJIS (HaI30pa).

Pasjen 7.
BbIBO/IBI M NIPEUIOJKEHHS 110 PE3YJIbTaTaM rocyIapCTBEHHOIO
KOHTPOJIS (HA130pa), My HULIMIATLHOIO KOHTPOIIA

[peanoxenui 10 COBEPLICHCTBOBAHWIO  HOPMATHBHO-IPABOBOIO
peryJMpoBaHus M OCYHICCTBIIEHHS PErHOHAILHOTO rOCYZKPCTBCHHOTO KOHTPOJIS
3a MPUMEHEHHEM LIeHO00Pa30BaUs HA JICKAPCTBEHHbIE MPENapaThl, BKIIOYEHHbIC
B fepeyeHb KHIHCHHO HCOOXOIMMBIX H BAKHEHIIMX JICKApCTBEHHBIX NPENapaTon
HeT.

MHBIX 1PeUIOKCHHH, CBA3AHHBIX C OCYHICCTBICHHEM PErHOHAIBHOTO
roCy/1apCTBEHHOr0  KOHTpOJs 332 [PHMEHCHHEM leHooOpazoBanus  Ha
JIeKapCTBEHHbIE MPENaparhl, BKIOYEHHBIC B [EpeYeHb XKH3HEHHO HEOOXO/IMMBIX H
BAKHEHIIMX JIGKAPCTBEHHBIX [PENapaToB, HANpPABJCHHBIX HA  TOBBILICHHE
>eKTHBHOCTH  TAKOro  KOHTpOIS W COKpallleHHe aJIMPHUCTPATHBHBIX

OrpaHUUEHHMIl B IPEINTPUHUMATENBCKOH JICATEILHOCTH HET.
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