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Pasznen I. Cocrosinne HOPMATHBHO-NIPABOBOI0 PeryJiHpoOBaHHS

[lepeyenh HOPMATHBHO-NPABOBBIX AKTOB, PErJIAMEHTHPYIOUMX HCIOJIHEHHE
rocy/IapcTBEHHOH (YHKIMH PErHOHAIBLHOIO TOCYJapCTBEHHOIO KOHTpOsi (Hajasopa) 3a
cobmonenneM cyObekTaMH OOpalleHust JIeKapCTBEHHBIX CPEACTB  00s3aTeNbHBIX
TpeboBanuii K (OPMHPOBAHMIO OTIYCKHBIX LEH Ha JIeKapCTBEHHBbIC Ipenaparhl,
BKJIOYEHHBIE B TMEPEYeHb JKU3HEHHO HEOOXOIMMBIX M BaXHEHMIIMX JeKapCTBEHHBIX
npenaparos: i ,

«Koncruryuus Poccuiickoii Menepatnny; \

«I'paxnanckuit koneke Poccuiickoii Meepanmmy;

«Konexe Poccuiickoit Meneparun 06 aJMAHHCTPATHBHBIX MPABOHAPYILEHHAX» OT
30.12.2001 Ne 195-D3;

«ApOuTpaxHeiil npoleccyanbHblit Koaeke Poceuiickoit ®enepauun» ot 24.07.2002
Ne 95-03;

«Yronosubii Konekc Poccuiickoit Menepauun» ot 13.06.1996 Ne 63-D3;

Yka3 Ilpesunenta P® or 21.07.2015 Ne 373 «O HekotopbiX BONpocax
rOCYapCTBEHHOrO YNpaBlIeHHss M KOHTPOJs B cdepe aHTUMOHOMOIBHOIO W TapudHOro
PeryJMpoBaHUsY;

®enepanbueiii 3ak0H o1 27.07.2004 Ne 79-03 «O rocynapcTBeHHON IPaXkIaHCKOM
ciyxbe Poccuiickoit Menepauymn»; )

Denepanpbiii 3akoH or 02.05.2006 Ne 59-®3 «O nopsiake paccMOTpeHUs
obpaennit rpaxian Poceuiickoit Menepanuny;

®enepanbublit 3ak0H 0T 26.12.2008 Ne 294-D3 «O 3ammre npas 10pUIHIECKUX JIUIL
H  WHAMBHIYalbHBIX NpeANpUHUMATENeldl IpH  OCYIIECTBIEHHH TIOCYAapCTBEHHOTO
KOHTpPOJIs (Haa30pa) 1 MyHHLIMIAIBHOTO KOHTPOJIS;

3akon P® ot 07.02.1992 Ne 2300-1 «O 3amure npas norpedureneii»;

®enepanpubiii 3akoH ot 21.11.2011 Ne 323-03 «O6 ocHoBax oXpaHbl 370pOBbs

rpaxknan B Poccuiickoit Menepatmmy;



Denepanpubiit 3akoH o1 12.04.2010 Ne 61-03 «O6 obpamenun neKapcTBEHHBIX
CPEICTBY;

Denepanbhbiit 3akoH o1 27.12.2002 Ne 184-D3 «O TeXHUYECKOM peryjiHpOBaHUNY;

[Tocranosnenue IIpasurenscrsa PO or 08.08.2009 Ne 654 «O coBepuieHCTBOBAHHH
rocy/IJapCTBEHHOrO PeryJIMpoBaHHs LIEH Ha JEKapCTBEHHbIE Mpenaparhbl, BKIIOYCHHbIE B
rnepeyeHb JKU3HEHHO HEOOXO0AMMBIX ¥ BaXKHEHIIINX JIEKAPCTBEHHBIX IpenapaToBy;

[Tocranosnenue IlpaBurenscta P® ot 23.11.2009 Ne 944 «OG6 yrBepkaeHWH
nepevHss BWIOB JeATENIbHOCTH B cdepe 3apaBooxpaHenus, chepe oOpazoBaHus u
colManbHOl cepe, OCYLICCTBAAEMBIX OPHAMYECKHMH JIMLAMH W HHAWBHYAJIbHBIMH
MpeAnpHHUMATENSIMH, B OTHOIIEHHHM KOTOPBIX TUIAHOBBIE ITPOBEPKH IPOBOJATCS C
YCTaHOBJIEHHOH MEePHOIHYHOCTHION;

[locranosnenue IlpasurenncrBa P® or 06.05.2015 Ne 434 «O pernonansHOM
rocy/IapCTBEHHOM KOHTPOJIE 3a NPUMEHEHHEM lieH Ha JICKAPCTBEHHBIE Ipenaparsl,
BKJIOYEHHbIE B MEpevyeHb JKH3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKApCTBEHHBIX
npenapaTtoB» (Bmecte ¢ «lTonoxkeHneM O pernoHaNbHOM TOCYJAapPCTBEHHOM KOHTpPOJIE 3a
MPUMEHEHHEM LIEH Ha JIEKapCTBEHHbBIC IMPEeraparhl, BKIIOYEHHBbIE B I€peYeHb KU3HEHHO
HEOOXOIMMBIX ¥ BaXKHEHIIMX JICKAPCTBEHHBIX IPENaparoBy );

[locranosnenue Ilpasutenscrsa P@ or 30.06.2010 Ne 489 «O6 yrBepxiaeHHH
[IpaBun nmoAroToBKM OpraHaMM TOCYAApCTBEHHOIO KOHTpOJsi (Hag3opa) ¥ OpraHamu
MYHHLHMNANBHOIO KOHTPOJIS EXKEro/HbIX [JIAHOB [MPOBEJEHHs IUIAHOBBIX TPOBEPOK
IOPHHYECKHX JIMIL ¥ HHAUBUYAIBHBIX TIPEANPHHUMATETCH

ITocranosnenne Ilpasurenscrea P@® ot 29.10.2010 Ne 865 «O rocymapcTBeHHOM
peryJMpoBaHMM 1IEH Ha JIEKAPCTBEHHBIE MPEeNaparsl, BKIIOUEHHBIE B TIepevYeHb KH3HEHHO
HeOOXOMMBIX M BaKHEHIIMX JTeKapCTBEHHBIX MPErapaTroB» BMECTE C:

«ITpaBunamu rocy1apCcTBEeHHOM perucTpaiuu 4 repeperucTpaltny
YCTQHABIUBAEMbIX  NPOM3BOJMTENSIMH  JIGKAPDCTBEHHBIX  TIPENapaTroB  MpejeIbHbIX
OTIYCKHBIX IE€H Ha JIEKapCTBEHHbIE Mpenaparhl, BKIIOYEHHBIE B IEepeYeHb KU3HEHHO

HEOOXOIMMBIX ¥ BaXKHEHIIIMX JIEKAPCTBEHHBIX MPernapaTosy,



«[TpaBHiaMH BeJeHHS TOCYJApPCTBEHHOIO peecTpa NpeAeNbHBIX OTIYCKHBIX LUEH
MpOM3BOMTE/EH HA JICKAPCTBEHHBIE MPENaparhl, BKIIOYEHHBIE B NEpeteHb JKH3HEHHO
HEeOOXOMMMBIX ¥ BaKHEHIINX JIEKapCTBEHHbIX NPenapaTosy,

«[TpaBunaMu YCTAHOBJICHMA IMpEiEIbHBIX PasMEpOB ONTOBBIX M MPEC/IbHBIX
pa3MepoB PO3HHYHBIX HaA0aBOK K (PAKTHYCCKHM OTIYCKHBIM LEHAM, YCTAHOBICHHLIM
[POM3BOJMTENSAMH JICKAPCTBEHHBIX MPENaparoB, BKIOYEHHBIX B IEpetdeHb KH3HCHHO
HEOOXOMMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX Mpenaparos, B cyObexTax Poccuiickon
Meepanumn»; )

«ITocranosnenue [Npasurenscrsa PO or 22.12.2011 Ne 1081 «O nuueH3upoBaHUH
(hapManeBTHUECKOH 1eATeIbHOCTH,

IMocranosienne Ilpasutenscrea P® or 06.07.2012 Ne 686 «O0 yrsepiaeHHH
[MonoKeHNs O JINIEH3UPOBAHUH [TPOU3BOICTBA JIEKAPCTBEHHBIX CPECTB]

[Tocranosnenne Ilpasurensctea P® or 07.03.1995 Ne 239 «O wmepax mno
YIOPAJ0YEHHIO TOCY IaPCTBEHHOTO peryIMpoBaHus UeH (Tapudos)»;

IMocranosnenue Ipasutensctsa Poceniickoii ®Meneparuy or 28 anpens 2015 r. Ne
415 «O TMpasunax GopMHpOBaHHs 1 BeJeHns EQMHOrO peectpa mpoBepoK»;

[Tocranosnenue Ilpasurenscrsa Poccuiickoii ®eznepaiuu OT 10.02.2017 Ne 166
«O6 yTBepXkJeHMH NpaBHI COCTaBICHHS M HANpaBlCHHs MPEJOCTEPEKEHUA O
HeJIONYCTUMOCTH HapylleH#Hs 00s3aTe/bHbIX TPeOOBAHHH, T10/1a4H IOPHAHIECKHM JIHLIOM,
HHAMBHIYANbHBIM TIPEANPHHAMATE/IEM BO3PAKEHUA HA TaKoe NMPEAOCTEPEKEHHE H HX
paccMOTpeHHs, YBeJOMIIeHHs 00 HCTIOMHEHHH TAKOro NPeIoCTePeKCHIN;

IMocranosnenue IlpaButensctea PP or 05.04.2010 Ne 215 «O6 yTBepik/ieHHH
[TpaBua TNOArOTOBKM JIOKNAA0B 00 OCYIIECTBICHHH TIOCY/apCTBEHHOr0 KOHTPOJIA
(Haj30pa), MyHHIHNATBHOrO0 KOHTPOJIS B COOTBETCTBYIOIINX chepax JesTeNbHOCTH U 00
3¢ eKTHBHOCTH TAKOTO KOHTPOIIA (HA/30pa)»;

IMocranosnenue Ilpasutensctsa PO or 28.08.2014 Ne 871 «O6 yrsepxienuu
[TpaBun (OpMHpOBaHHMs MepeyHell JIEKapCTBEHHBIX MPenaparos s MEJHIMHCKOro
NpUMEHeHMs W MHHMMAIBHOrO  ACCOPTHMEHTAa  JIGKApCTBEHHLIX — Mperaparos,

He0OXO0MMBIX JUTS OKa3zaHus MC}IHHHHCKOﬁ MTOMOIIH» ]



Pacnopsikenue IlpasutensctBa P@ or 28.12.2016 Ne 2885-p «O6 yrBepxiaeHnn
NepeyHst JKM3HEHHO HeOOXOJMMBIX W BaKHEHIIMX JEKapCTBEHHBIX MpPEenaparoB JUis
MeMIHHCKOro npumeHeHus Ha 2017 roay;

Pacnopsxenune Ilpasurensctea PO ot 23.10.2017 Ne 2323-p «O6 yrBepxaeHHH
MepeyHst XU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JIEKApCTBEHHBIX IPenaparoB s
MeauIMHCKoro mpumeHenus Ha 2018 rom;

Pacnopsbkenue Ilpasurensctea P ot 23.05.2017 Ne 999-p «O BHeceHuH
U3MEHEHHII B OCHOBHBIC HallpaBICHHS pa3pa6?TKu M BHEJPEHHUSA CHCTEMbI OLIEHKH
pe3yJibTaTHBHOCTH M S(Q(EKTHBHOCTH  KOHTPOIBLHO-HAJA30PHON  JIeSTeIbHOCTH,
yTBepiKieHHbIe pacriopskenreM [Ipasutenscrsa PO ot 17.05.2017 Ne 934-p»;

Pacniopsixenue Ilpasurensersa P® or 31.01.2017 Ne 147-p «O neneBsix Mojmensx
YOPOIIEHUs:  Mpoueayp  BedeHHss OW3HEca M MOBBIICHHS  WHBECTHIHOHHOIN
npuBJIeKaTebHOCTH cyobekToB Poccuiickoii @enepaummy»;

[Ipukas Munsapascoupassutust PO or 26.08.2010 Ne 735u «O6 yrsepwkaeHuu
[IpaBun  oTmycka JIGKapCTBEHHBIX MpPENapaToB Ui  MEIMIMHCKOTO MPHUMEHEHHs
MEIHIUHCKHMH  OpraHu3alHsMH, HMEIOINMMH JTHLEH3HI0 Ha  (apMaleBTHYeCKYIO
AEATENBHOCT, M MX  000COGNCHHBIMM  mozpasjielieHusMH  (aMOynaTopHAMH,
(enpamepckumMu U GeNBAMIEPCKO-AKYIIEPCKUMH TTYHKTAMH, LEHTpaMH (OTeNeHUsMH)
obuiei BpauebHOM (ceMeHHOM) NMPAaKTUKH), PACTIONIOKEHHBIMH B CEJIBCKUX TMOCENEHHUSX, B
KOTOPBIX OTCYTCTBYIOT alITE€HHbIE OPraHN3alHi»; )

Ilpukas Munskonompassutus Poceun or 30.04.2009 Ne 141 «O peanuzanun
nonoxenun  @enepansHoro 3akona "O  3ammMTe nNpaB  IOPHJIMYECKHX JIMIl M
HHJIMBU/LYQJIbHBIX TPEATPHHAMATENCH NPH OCYIIECTBICHHH roCy1apCTBEHHOr0 KOHTPOIS
(Hax3opa) U MYHHITMITATBHOTO KOHTPOJIS;

Ilpuxas Munsapasa Poccun ot 21.09.2016 Ne 724n «O6 yrBepskiennn TpeboBanuii
K HHCTPYKIUH N0 MEAHIIMHCKOMY ITPUMEHEHMIO JICKAPCTBEHHBIX M1PEnapaToBy;

Ilpukas Munsapasa Poccun ot 31.08.2016 Ne 647u «O6 yrBepxaenun [Ipasu
HaJUIe)Kalled anTeyHoH MPAaKTHKH JIEKAPCTBEHHBIX MpenapaTtoB Ui MEIULIHHCKOro

MPUMEHEHHS;



Ilpukas Munsapasa Poccnu ot 27.07.2016 Ne 538u «O6 yrBepiaenun [lepeuns
HauMEHOBaHMiH JIeKapCTBEHHBIX (OPM JIE€KapCTBEHHBIX NMPENApaToB Ui MEJIHIHHCKOro
NPUMEHEHHS;

[Ipukas Munsapasa Poccun ot 26.05.2016 Ne 320n «O6 yrBepxaenun (GopMsl
PErHCTPAllMOHHOIO  Y/IOCTOBEPEHMS JIGKAPCTBEHHOTO Mperapara Uil  MeJAMIHHCKOro
MIPUMEHEHHUAY;

[lpukas Munsapasconpassutus PO or 26.08.2010 Ne 747u «O6 yrBepiaeHuH
Mopsika W CPOKOB  pasMelleHds Ha  opuumansHoM  caiite  Munucrepersa
3/IpaBOOXPaHEHUs H colManbHOro passutus Poccuiickoii ®enepaunn B cetn «Murepuer»
HHpOpMallMK, CBA3aHHOH C  OCYIIECTBJCHHEM TOCYJapCTBEHHON  perucTpaliuy
JIEKapCTBEHHBIX MPENapaToB /Ul MEJAUIIHHCKOTO NPUMEHEHUS»;

Ilpukaz ®CT Poccun or 11.12.2009 Ne 442-a «O6 yrBepkuenun MeToHKH
YCTAHOBJICHHS OpraHaMH HCIIOJHHTENbHOH BracTH cyObextoB Poccuiickoit ®enepaiin
Mpe/le/IbHBIX PasMEpoOB  ONTOBBIX HAA0ABOK H MpeJlesibHbIX PasMepoB PO3HHYHBIX
Haa0aBOK K (aKTHYECKHM OTMYCKHBIM LIEHAM, YCTAHOBJIEHHBIM [IPOM3BOMUTENSIMH
JIGKapCTBEHHBIX IPENapaToB, Ha JIGKAPCTBEHHBIE Ipenaparhi, BKIIOYEHHbIE B MepedeHb
KH3HEHHO HEOOXO/IMMBIX M BOKHEHIIINX JIEKaPCTBEHHBIX IPENapaToBy;

[lpukas Munsgpasa Poccun ot 24.07.2012 Ne 42u «O6 yrBepxueHHH
AJIMHHUCTPaTHBHOIO . periameHta MuHHCTepeTBa  37paBooxpanenns  Poccuiickoii
Deaepauun 10 MPEAOCTABICHUIO TOCYAapCTBEHHON YCJyrd MO TrOCYJapcTBEHHOM
PerucTpalMH rpejiebHbIX OTIYCKHBIX HeH Ha JIeKapCTBEHHbIE NPenaparsl, BKIIOYEHHBIE B
nepeyeHb KU3HEHHO HeOOX0IMMBIX H BaKHEHIINX JIeKAPCTBEHHBIX MPENapaTosy;

Ilpuxas Munsapascoupassutas P® ot 28.12.2010 Ne 1222n «O6 yrBepxkiaeHuu
[IpaBunt  onToBOH  TOProBAM  JIGKAPCTBEHHBIMHM  CPEACTBAMHM IS MEIHIHHCKOIO
[PUMEHEHHUS;

ITpuxas Munsapasa Poccun or 11.07.2017 Ne 403u «O6 yTBepKaeHHH NpaBuil
OTIYCKa JIEKapCTBEHHBIX TMPErnaparoB Ui MEIHIMHCKOrO NPUMEHEHHS, B TOM 4YHCIIe

HMM}'HO6HOHOI‘H‘ICCKHX JICKApCTBCHHBIX TIperaparoB, anTeYHbIMH OpraHu3alusMH,



MHIMBHLYATbHBIMH TIPEANPHHUMATEIAMA, UMEIOLMMH JIMLEH3HIO Ha (hapMalleBTHYECKYIO
JIeSATENIBHOCTEY;

IMpukaz Munnpomropra Poccun ot 14.06.2013 Ne 916 «O6 yteepxkaenuu Ilpasus
Ha/UIeXalleHd Nponu3BOACTBEHHOM NMPAKTHKHY;

Ipukaz Munnpomropra Poccun or 17.12.2015 Ne 4119 «O6 yrsepxkiaeHnn
[lopsiika BeAeHMs TOCYJApPCTBEHHONO  peecTpa  3aK/IOYeHHH O  COOTBETCTBHH
NPOU3BOJMTENS JIEKAPCTBEHHBIX CPECTB JUIS MEJAMIMHCKOrO NMpUMEHeHHs TpeboBaHHsAM
NpaBuil HazIeXkKalei MpoOH3BOACTBEHHOH NPaKTHKH»;

Pacniopsokenne I'y6epuaropa Kammnunrpaackoi obnactu ot 13.06.2017 Ne 378-p

)
«06 yrBepxaeHHH perraMenTa ysejomiuenus I'ybepnaropa Kanununrpazackoit obnactu o
IPOBE/ICHNH BHEIUIAHOBBIX [POBEPOK HCIONHHUTENBHBIMH OpPraHaMH rocyapCTBEHHOM
Bracti Kamuuuurpaackoi o61acTi, yroJHOMOYEHHBIMH Ha OCYIIECTBIICHHE OTACIbHBIX
BUJIOB IOCY/IapCTBEHHOIO KOHTPOS (Han3opa)»;

[Tocranosnenue IlpasurenscrBa Kamununrpaackoi obnactu or 10.04.2017 Ne 180
«O6  yTBepKJEHWH  HHCTPYKUMM 10  jaeisonpoussojactsy B [lpaBurenscrse
Kanununrpackoit obmacti» (pea. ot 27.11.2018);

[Tocranosnenue [NpasurenscrBa Kamunaunrpajackoit obnactu or 26.02.2010 Ne 68
«O rocy1apCTBEHHOM PeryJIMpPOBAHMH 1IEH HA JIGKapCTBEHHBIE CPEJICTBA, pealu3yeMble Ha
Tepputopun Kanuuunrpajackoi obnactu»;

[locranosnenune IlpaBurenscrBa Kanuuunrpajackoi obnactu or 11 mas 2010 Ne
311 «O Munucrepcrse 3apaBooxpanenns Kanununrpaackoi obnactu;

[Mocranosnenne IIpasurenscrBa Kanununrpazackoit obnactu ot 10 HosGps 2015
Ne 628 «O06 ocymectsienun Ha Teppuropun KamHHHHIpajCKoH 001acTH PErHOHAIBHOIO
rOCY/IapCTBEHHOI'0 KOHTPOJIS 3@ NPUMEHEHHEM 1IeH Ha JIeKapCTBEHHBIE [Ipernaparsl,
BKJIIOYEHHBIE B MepeYyeHb JKW3HEHHO HeOOXOIMMBIX M BaXKHEHIIMX JIeKapCTBeHHBIX
[penapaTros, ¥ BHECEHWH JIOTIONHEHUS M M3MeHeHMi B nocraHosiaenue IIpasurenscrsa
Kannuunrpanckoii obnactu or 11 mas 2010 roga Ne 311»;

[lpuka3 MunncrepcTBa 3apaBooxpaHenuss KamumHunrpaackoii obsnacte ot
25 despans 2016 Ne 82 «OO6 yrBepKAeHHH AJIMHMHHUCTPAaTHBHOIO perjaMeHTa

vcnojHenuss ~ MunucTepcTBOM  3paBooxpanenuss  Kanmuuwuerpaackoi  obmactu
e



rocyapcTBeHHON (YHKUMH 1O OCYMIECTBJICHHIO Ha TeppuTopHH KaluHMHIrpajaCcKon
00J1acTH perdoHaJIbHOTO TOCYAapCTBEHHOTO KOHTPOJIS 3a IPHUMEHEHHEM LEeH Ha
JIEKapCTBEHHBIE TMpernapaThl, BKIIOYEHHBIE B IepeYeHb IMKH3HEHHO HeoOXOIMMBIX H
BaKHEHIIMX JIEKAPCTBEHHBIX MPENapaToBy;

[lpukaz MunucrepcTBa 3apaBooxpanenus Kamuuunrpaackoi obnactu ot
13.10.2017 No 482 «O BHeCeHHHM M3MEHEHHWH M JONOJHEHHUH B AJIMHHHUCTPATHBHBIN
perjamMeHT ucnojHenus MuHHcTepeTBOM 3apaBooxpaHenus KammHunrpaackoi obnactu
rocy/IapcTBeHHONH (YHKIMM 1O OCYIIECTBICHHIO Ha TeppHTOopuM KaiwHuHrpajackon
obacTH PEerHoHANBHOrO TrOCYJapCTBEHHOTO KOHTPOJA 3a MNpPUMEHEHHeM 1ieH Ha
JIeKapCcTBeHHBbIE [Mpernaparsl, BKIIOYEHHbIE B MepedYeHb MKH3HEHHO HEOOXOMMMBIX M
BaKHEHIHMX JIEKAPCTBEHHBIX MPenaparoBy;

[lprikaz MuHHCTEpCTBa pEerHOHANBHONO KOHTposs (Haazopa) KanuHuHrpajackoi
obaactn or 24.03.2017 Ne 425 «O cosznanum paboueil rpynmel 1Mo peaju3alvHd B
Kanunaunrpajackoit obnactd npHOpHTeTHOH mnporpammel «Pedopma KOHTPONBHOH
HAJ30PHON  JICATEILHOCTH» W  BHEAPEHHIO 1EeNeBOH MOJeNH [0 HalpaslIeHHIo
«Opraiuzaims KOHTPOJIbHO-HA30PHON JIEATENBHOCTHY,

[Tpukaz MunHHcTEpCTBa PErHOHAIBHONO KOHTpoAs (Haazopa) KamwHWHrpajackoH
obnactu ot 5 anpens 2017 Ne 506 «O0 yTBEpKIAEHHH METOJMYECKHUX PEKOMEH/aLHH Mo
B3aUMO/IEHCTBHIO MCTIOJTHHTEIbHBIX OpraHoB rocyaapcTBEeHHOM BJIACTH
Kanuaunrpaackoi 06acTi, YNOTHOMOYEHHBIX Ha OCYIIECTBICHHE OT/ENbHBIX BHJOB
PEerHOHANBHOTO  TOCYAApCTBEHHOrO  KOHTposis  (Haazepa), ¢ MUHHCTEPCTBOM
pernoHansHOro koHTpons (Hamszopa) Kamuuuurpajackodt obnacth npu opraHusaldi
MMPOBEJICHHUS MJIAHOBBIX MTPOBEPOYHBIX MEPOIPUATHIY;

[lpukaz Munucrepcrsa 3apaBooxpaHenuss Kanunuarpaackoit obzacth  or
14.12.2017 ropa Ne 618 «OO0 yTBep)AeHHH I1aHA MMPOBEACHHUS IIAHOBLIX NMPOBEPOK HA
2018 rom;

[lpukaz MunucrepcerBa 3apaBooxpaHenuss Kanumuunarpajickoit obnacth  oT
25.10.2018 roma Ne 581 «O0 yTBepKACHHM IJ1aHA NPOBEACHUA JIAHOBBIX MPOBEPOK HA

2019 roay;



[Ipnkaz  Munucrepcrsa 3ApaBooxpaHenus  Kanunuurpajackoil obnacty ot
02.11.2017 roma Ne 527 «O6 YTBEPKACHHH  1nopsiika (METOAMKH)  OLEHKH
PE3YJILTATUBHOCTH M addeKkTuBHOCTH KOHTPOJIbHO-HAA30PHOH  €SITENIBHOCTH  NpH
OCYIIECTB/ICHUH PErHOHAIBLHOIO TOCYAApPCTBEHHOTO KOHTPOJISl 32 NPUMEHEHHEM LIeH Ha
JICKApPCTBEHHBIC NpenapaThl, BKIIOYEHHbIE B TNEPeYeHb JKU3HEHHO HEOOXOUMBIX M
BAXHEHIIMX JIEKAPCTBEHHBIX MPENapaTos B Kanunnnrpaackoit o6nactiy;

[lpukas Munucrepcersa 3ApaBooxpanenust Kamuuuurpaackoit obmacty ot
22.11.2017 Ne 562 «O6 HHpopMaTH3auu KOHTPOJTBHO-HA30PHON JIeSTeIbHOCTH MpH
OCYIIECTBIICHHH PErHOHANBHOTO I'OCYAapCTBEHHOIO KOHTPOIISl 32 NPUMEHEHHEM IieH Ha
JICKAPCTBCHHBIC Npenaparthl, BKIIOYEHHbIE B TEpeYeHb JKU3HEHHO HEOOXOAMMBIX K
BaXHEHIINX NIeKapCTBEHHBIX NPEnapaTos B Kanuunnrpazckoit o6nactuy:

[lpuxas Munucrepersa 3ApaBooxpaHeHust Kanuuuurpazackoit obmacty ot
16.10.2018 Ne 559 «O6 YTBEPHKICHHH MOPSAJIKA KOHTPOJIS 3a JOCTHIKEHHEM MoKasaTeseii
PE3yJIbTATHBHOCTH M 3(dekTHBHOCTH KOHTPOJIbHO-HA/I30PHOH JEATENLHOCTH, a TakkKe
MOPAJIBHOrO M MaTepHA/IbLHOTO CTHMYJIHPOBAHHS B 3aBHCHMOCTH OT JIOCTH)XKEHHI
FOCYNApPCTBEHHBIX — IPAXIAHCKUX  CIYXKALIHX, OCYIIECTBIISIONIUX  PerHoOHaIbHbIN
FOCYIapCTBEHHBIH KOHTPOJIb 3a NPUMEHEHHWEM IeH Ha JIEKapCTBEHHbIE npenaparsl,
BIJIOYCHHBIC B MEpeveHb JKU3HEHHO HEOOXOMMMBIX M BaKHEHIIHX JIeKapCTBEHHBIX
fipenapatoB B KannHHHrpanckod obnactiy, BHOCHIIHIL uisMeHenus B [lpukas or
02.11.2017 Ne 527;

[Ipukas Munucrepersa 3ApaBooxpaHenus Kamuuuurpamckoii obmactu  or

22.11.2017 Ne 563 «O6 YTBEPIKACHHN niepevHe obs3atenbHbIX TpeGoBanuit u IIPaBOBbIX
dKTOB, cojiepkalux obs3aresbHble TpeGoBanus, cOBMOICHHE KOTOPBIX OLIEHHUBAETCS TPH
MIPOBE/ICHHH MEPONPHATHI 110 KOHTPOMIO B pamKax OCYIICCTBICHHS IOCYIapPCTBEHHOIO
KOHTpONsA (Haj30pa) NPUMEHEHHUs 1eH Ha JICKapCTBEHHBIC Mpenaparhl, BKIIOYEHHBIC B
[ICPCYCHD XKM3HEHHO HEOOXOMMMBIX W BaKHEHIIHX JICKapCTBEHHBIX IPenaparop B
Kamuuunrpazuckoii o6nactmy:

[lpukaz Mumnncrepcrsa 3paBooxpanenusi KanuuuHrpanckoit obmacté ot

06.08.2018 Ne 420 «O BHecenuu u3mMeHeHuMii B [Ipukas Munucrepcrsa 3/1paBooXpaHeHus




Ilpukas MunucrepcrBa 3apaBooxpanenus Kanuuuurpaackoii obmactu ot
14.12.2017 Ne 615 «O paspaborke u peanusarmnu [TporpamMmsl mpoduIaKTHKH HAPYHEHHI
obs3arenbHbIX TpeGOBaHMM, NpOBepKa KOTOPBIX OLEHMBAEGTCS TPH MPOBEACHUH
PETHOHAIHOTO roCY/apCTBEHHOrO KOHTPOJIS 3a NPUMEHEHHEM [IeH Ha JIeKapCTBEHHBIC
npenaparbl, BKJIIOYEHHBIC B [E€PEYCHb IKHU3HEHHO HEOOXOMAMMBIX M BaKHEHIIHX
JiekapCTBeHHBIX npenapatos B Kanmununrpasckoii o6nactu Ha 2017 roay;

[lpukas MunucrepeTBa  31paBooxpanenuss Kanuuuurpaackoit obmactu ot
24.01.2018 Ne 33 «O paspabotke 1 peanusaumn IporpaMmsl ipoduIaKTHKH HapylIeHHi
obsi3atenbHbIX  TpeGOBaHMI, NPOBePKa KOTOPBIX ONEHWBAETCS [PH IPOBEJICHUH
PETHOHAJIHOIO roCyapCTBEHHOTO KOHTPOJIS 32 NPUMEHEHHEM [IeH Ha JIEKapCTBEHHBIE
npenaparbl, BKJIIOYEHHBIC B MepevYeHb IKWU3HEHHO HEOOXOMMMBIX M BaKHEHIIHX

JeKapCTBeHHBIX npenaparos B Kaamuuurpaackoit obnacti Ha 2018 roay.

HopmatnBHO mnpaBoBble aKThl, B COOTBETCTBHH C KOTOPHIM OCYIIECTBISETCS
HCTIONHEHHE roCy1IapCTBEHHON (YHKUMH PErHOHAIBLHONO rOCY IaPCTBEHHOIO KOHTPOJIS

1) npomutn skeneptHsy B MMHHMCTEPCTBE PErHOHAIBHOTO KOHTpPONS (Ham3opa)
Kamuuunrpazackoit obnactu B cooTBeTcTBHM ¢ myHKkTamu 19 u 26 [locraHosnenus
Ilpasurenscrea Kamuuuarpajackoit obnactd or 12.12.2012 Ne 966 Ha OTCYTCTBHE
MIPH3HAKOB KOPPYILHOINeHHOCTH;

2) NOMIEPKHBAIOTCS B AKTYAlIbHOM COCTOSHHM [QCPEICTBOM MOCTOSHHOTO M
CBOEBPEMEHHOI0 BHECEHUs M3MEHEHUH U JIONOTHEHHI;

3) SABNSIOTCS JOCTYNHBIMH NOCPE/ICTBOM HX Pa3sMelleHHs B CBOGOJHOM J0CTyIE B

cetu Uurepner.

O3HakoMUTBCS ¢ TepevyHeM HOPMATHBHBIX IPaBOBBIX aKTOB, MOXHO Ha
opuimansHom caiite MunucTepeTBa 3/paBooxpaHenns Kammmuurpaackoil  o6nact
https:www.infomed39.ru, npoiias no ccsuike: I'napras/Crenuanmucram/PernoHansHerii

rocyapcTeHHbIH KoHTposib/HopMaTiBHbIE paBOBbIe aKThI



Paspen 1. Opranmsaunsi pernoHaibHOIO rOCYIAPCTBEHHOIO KOHTPOJIS
(Hagszopa) 3a NpHMEHEHHEM LeH Ha JIeKAPCTBEHHbIE NPenaparbl, BKIKYEHHbIE B

nepeuens ZAKHBJITI

HMcnonnenue rocysapcTBeHHOW (YHKUMH [0 OCYIIECTBIEHHIO HA4 TEPPUTOPHH
Kamununrpaackoii  o61acTi  perHoHaqbHOTO — roCyJapcTBEHHOIO  KOHTPOIs — 3a
NPUMEHEHHEM [IEH HA JIGKapCTBEHHbIC NPENaparsl, BKIIOYEHHbIE B MepeyeHb KH3HEHHO
HEODXONMMBIX M BaKHEHIIMX  JIEKAPCTBEHHBIX  IPENapaToB,  OCYIIECTBIAETCS

MunucrepeTBom 3apaBooxpanenns Kannuunrpaackoi obnacty.

OrtBercTBEHHBIM 33 HCMOJHEHHE TOCYJAPCTBEHHON (YHKIMH OT HMMEHH

MunucTepeTBa BISETCS OT/I)] JTHIIEH3HPOBAHUS.

JIOJOKHOCTHBIMH  JIMIIAaMH, OTBETCTBEHHBIMH 3@ WCIIOJIHEHHE [OCYAapCTBEHHOM
(GyHKIHH OT HMeHH MUHUCTEPCTBA, ABISIOTCS:
1. mMunucTp 3apaBooxpanenus KanmHunrpaackoi obnacr;
2. nepBblii 3aMeCcTHTE b MHHHCTpA 3/1paBooxpanenusi Kanununrpaackoii obnacty;
3. HavaNbHUK  OTJeNa  JIMIEH3HpOBaHMA  MHUHHCTEPCTBA  3APaBOOXpaHEHMS
Kanununrpajckoit obnact; b
4. 3amecTuTelh HavaJlbHUKA oTaena JIMLICH3UPOBAHHUS Munucrepcrsa
3apaBooxpaHenus KanuHuHrpaackoi obnactu;

5. BeylMH KOHCYNBTaHT OT/eNa JULEH3UPOBaHnsS MUHHCTEPCTBA 3/[paBOOXpaHEHHSA

Kanununrpaackoit obnacru.

B coorserctBun ¢ rnasoii 2 Ilocranosnenus Ilpasurenscrsa Kanuuuurpaackoit
obnacru or 11 wmas 2010 roma Ne 311 "O MunuCTepcTBe 3paBOOXPAHEHHS

Kanuuunrpazckoit obnacti" MUHHCTEPCTBO OCYIIECTBIISET CCAYIONINE TTOTHOMOYHS:

a "




- PCATM3YET EIMHYIO TOCYAapCTBEHHYIO MOIMTHKY B OOJACTH 3alIHTHI npas
IOPHIMYECKUX  JIHIL, HMHMBHAYAlIbHBIX  npeAnpuHuMarened u  cobmopaaer
3aKoHonaresbeTBO Poccuiickoi Menepanuu B o6nacTi 3aiuTh NpaB IOPUIXYECKHX JIHLL,
HHIHBHAYANbHBIX  MPEANPHHUMATENEH NPH  OCYIIECTBIGHMM  Ha TEPPUTOPHH
Kamununrpaackoit  obnactv  personansHoro rOCYJIapCTBEHHOIO0  KOHTPOJIsS  3a
MPHMCHCHHEM [I€H HA JICKApCTBEHHBIE Mpenaparhl, BKIIOYEHHBIC B NepeYeHsb KH3HEHHO
HEOOXOMMMBIX M BaKHEHIUHX  JIeKapCTBEHHBIX npenaparoB  (nn. 20 BBejgeH
ITocranosnennem IIpaBurenscraa Kanununrpanckoii o6nactu or 10.11.2015 N 628);

- OPFaHM3YeT W ocyliecTBiaseT Ha tepputopun Kanunuurpanckoii obnactu
PETHOHANLHBIH TOCY/1IapCTBEHHBIH KOHTPONb 33 NpPHMEHEHHEM IleH Ha JIeKapCTBEHHBIE
Npeniapatbl, BKIIOYEHHBIE B TEpPeYeHb JKH3HEHHO HEOOXOMMMBIX W  BayKHEHIIMX
JIeKapcTBeHHBIX npenapatoB  (nm. 21 BBesen  [locranoBienuem [IpaBuTenscTsa
Kanuuunrpazackoit o6nactu or 10.11.2015 N 628);

3) ocymecTaisieT paceMoTpenue obpamenuii FP@XK/IaH U OpraHusaluii o Bonpocam
cobmoenus obg3aTebHBIX TpeboBanmii (Penepanbublii 3akon ot 02.05.2006 N 59-d3;
[Tocranonnenue Ipasutenscrsa Kamunuurpaackoit o6nacti ot 10.04.2017 Ne 180 «O6
YTBEPKACHUH HHCTPYKIMH 110 JeNonpon3BoacTBy B [IpaBurenscrse Kanununrpaackoii
obnactuy);

4) paspabarbiBaeT M yTBepKaaeT AIMHHUCTPATHBHBIH PErIAMEHT OCYIIECTBICHHS
Ha TeppuTopui KanuHHHIpaackoil 061acTH pernoHaisHOro roCy/1IapCTBEHHOIO KOHTPOJIS
34 TIPHMCHCHHEM 1I€H Ha JICKapCTBEHHbIE NPerapaThl, BKIIOYSHHbIE B NepeYeHb KHU3HEHHO
HEOOXOIMMBIX M BaKHEH X JICKapCTBEHHBIX NPenapaTos (. 22 BBEJICH

[Tocranosnennem INpasurenscrsa Kanununrpanckoit o6nactu or 10.11.2015 N 628);

[lpeamerom  rocynapcTBeHHONH  (yHKUMH — perHoHATBHOrO roCy/IapCTBEHHOIO
KOHTpOJIs  (Haj3opa) SBAAETCS MNPOBEPKa  COBIIONEHHS cyOnekramu  obparenus
JIEKAPCTBEHHBIX CPE/CTB 0Os3aTebHBIX TpeboBanuii Kk GopMHPOBaHHIO OTIYCKHBIX IE€H
Ha JICKApCTBCHHBIC Npenaparel, BKIIOYEHHBIC B IepedeHb KH3HEHHO HEOOXOMMMBIX H

BKHEHIIMX JIeKapCTBEHHBIX MPENapaToB (Jalee - 06g3aresHble TpeboBaHu):



1) cobmonenuss npaBui (GOPMHUPOBAHHS PO3HHYHBIX OTIYCKHBIX II€H Ha
NIeKapCTBEHHbIE TpenapaThl, BKIIOYEHHbIE B IMepevyeHb JKU3HEHHO HeoOXOAMMBIX M
BaXKHEHIUMX JIEKAPCTBEHHBIX [MpenaparoB, CyObeKTaMu oOpallleHHs IeKapCTBEHHbIX
CPe/ICTB, OCYLIECTBISIOINIMMH PO3HHYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMH IpernaparamMu,
ycranosieHo MexepanbhbiM 3akoHoM ot 12 anpenst 2010 r. Ne 61-®3 «O6 obpateHun
JIEKapCTBEHHBIX CPEJICTBY YacTh 2 cTaThu 63;

2) cobmonaenus npaBui  (GOPMHUPOBAHMUA  ONTOBBIX OTMYCKHBIX I1I€H Ha
7IeKapCTBEHHEIC TIPENApaThl, BKIIOYCHHbIE B [EPEYCHb KU3HCHHO HEOOXO/MMBIX M
BaKHEHIIMX JIEKAPCTBEHHBIX mpenaparoB, cyObekTaMu oOpallleHHs JIeKapCTBEHHBIX
CPE/JCTB, OCYUIECTB/SIONIMMH OINTOBYI0 TOProOBIIO JIEKAPCTBEHHBIMH [penaparamu,
ycranosieno MenepanbibiM 3akoHoM ot 12 anpens 2010 r. Ne 61-®3 «O6 obpaienun
JIEKapCTBEHHBIX CPEJCTBY YacTh 2 cTaThk 63;

3) pa3MmeuleHus B anTEeYHbIX OpraHu3alMfaX B JIOCTYIMHOH JUisi CBEACHHUS BCeX
3aHHTEepecOBaHHBIX JHIlL (opme HHPOPMALMH O 3aPErHCTPUPOBAHHON IPe/Ie/IbHOM
OTMYCKHO# IeHe Ha JIeKapCTBEHHbIC IMpernaparbl, BK/IIOYEHHbIC B epeyeHb JKU3HEHHO
HeOOXO/MMBIX H BaOXKHEHIIMX JIEKAPCTBEHHBIX IperniapatoB, 00 YCTAHOBIEHHBIX B
Kanuuunrpazackoit obnactu pasMepe npejienbHONH onToBoi Hajnbasku, U (wiM) pasmepe
npeebHON PO3HUYHONH HA10aBKH K YCTAHOBJIEHHBIM IMPOW3BOAMUTENSAMH JIEKaPCTBEHHBIX
npenapatoB (AKTHYECKHM OTHYCKHBIM 1l€HaM Ha JIeKapCTBEHHBbIE Ipernaparsl,
BKJIIOYCHHbIE B IEpeYeHb JXHU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
[penaparos, ¥ 0 cymme hakTHYECKOH OTIYCKHOM 1IeHbl, YCTAHOBJIECHHOM MPOH3BOANTEIEM
NIEKapCTBEHHBIX MPenapatoB M He MNPEeBbINIAIONIeH 3aperHCTPUPOBAHHON MNpeeNnbHOM
OTIYCKHOM LieHbl, ¥ pa3Mepa onToBoif HaadaBku u (MIM) pa3Mepa po3HUYHON Ha0aBKH,
HE MpPEeBbLILAIIIMX COOTBETCTBEHHO pasMepa Ipe/ebHOH onToBod Hajadasku W (Miu)
pazMepa npeielbHOH PO3HHYHOH Han0aBKH, YCTaHOBIEHHbIX B KanuHuHrpajackomn
obnactu, u oOHOBJAEHHE MO Mepe ee OmMyONMKOBaHWs, ycraHoBiieHO MeaepasibHbIM
3akoHoM ot 12 anpens 2010 r. Ne 61-03 «O6 obpaiieHun JeKapCcTBEHHBIX CPeICTBY

4acTh 3 cTaThH 63;
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4) cobmonenns 3anpera Ha pean3aliio JICKapCTBEHHBIX MTPerapaTos, BKIIOYEHHBIX
B IepeYeHb KU3HEHHO HEOOXOJMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX MpernapaToB, He
MPOIIEAMNX  FOCYAApPCTBEHHYI0  PErHCTPallMIO  TMpefelibHBIX  OTIYCKHBIX  LIEeH
rnpon3BoauTes, ycranosineno MegepanbibiM 3akoHom ot 12 anpens 2010 r. Ne 61-03
«O06 obparieHuH eKapcTBEHHBIX CPEJACTB» 4acTh 4 ctathu 61;

5) cobmonenus TpedDOBaHUN K HAIMYHMIO M NOPSAKY OGOPMIEHHS NPOTOKOJIOB
COIrJIacoOBaHMUs LIEH TMOCTABKH JIEKAPCTBEHHBIX [pernaparoB, BKIIOYEHHBIX B NepedyeHb
KH3HEHHO HeOoOXOJMMBIX W BaKHEHIIMX JIEKAPCTBEHHBIX [pernapaToB, a TaKkKe
JIOCTOBEPHOCTH M MOJIHOTBI, CoepiKalleiics B HUX HHPOpMALIMH.

[ToAKOHTPONBHBIMA CYOBEeKTaMH ABJISIOTCS IOPHAWYECKHE JINIA, HHIAMBHIYATbHbIE
MpejNPUHHAMATEIH, HUMEIOIIHE JIMIEH3HI0 Ha OocyllecTBieHue QapMmalieBTHIeCKOH
JESATENLHOCTH,  OCYIUECTBIAIONIME  pealu3alMio  JICKAPCTBEHHBIX [pernapaTtoB Ha
Teppuropun Kanuuuurpaiackoi obiactu:

|) opranu3anum onTOBON TOPrOBJIH JEKAPCTBEHHBIMH MpernapaTamu;

2) opraHu3aly poO3HHYHONH TOPrOBIIH JIEKAPCTBEHHBIMU Npenaparamu;

3) opraHusauMH, OCYIIECTBISAIONME M ONTOBYIO M PO3HUYHYIO TOProBITIO
JIeKapCTBEHHBIMHU NpernapaTam.

[ToaxoHTpONBHBEIME 0OBEKTAMH SBJISIOTCS 0OBEKThI, HCIIONB3YeMble IpaXiaHaMH H
OpraHu3alMsMH [pH  OCYILECTBJICHHH CBOEH JeATeNbHOCTH M (MIM) COBEpLICHHH
AeicTeuii na reppuropun Kanuuuurpajackoit obnacru:

1) opraHusaiiy ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH NperapaTamu;

2) anTeyHble OpraHM3alMH: alTeKka roToBslX GOpPM, aNTeYHbIH MyHKT (KHOCK);

3) uHAMBHIYANIbHBIE TPEANPHHUMATEH;

4) MeaMUMHCKHE  opraHMsauMm W ux  obocobneHHble  MOJpas/ieNeHus,
PacroIOKeHHbIE B CEJBCKUX HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anreyHsle opranuszaunuu: amOynaropusi, ¢enpamepckuit  (denpamepcko-
aKylIepcKui) TMyHKT, UeHTp (oTaenenue) obumel BpayeOHOH (ceMeifHOMH)
MPaKTHKH.

[Ipu ocymecTBieHHN PErHOHANBHOTO rOCYIapCTBEHHOTO KOHTPOJIsi MUHHCTEPCTBO

3apaBooxpaHenus Kammuuurpaackoit obnactu  Baumopeiictsyer ¢ [Ipokyparypoii



Kanunuurpaackoii o6macTi nmyTem npoBeeHHs COBMECTHBIX [POBEPOK M COTIACOBAHHS
MJlaHa  TpoBeJIeHHs  NpPoBepoK, ¢ MuHHCTEpCTBOM  PernoHanbHOro  KOHTPOJIs
Kanununrpajckoit obnacti, a takxke ¢ Pocsapasnanzopom Kanununrpaackoii o6nact.

Beinosnnenne (GyHKUMHA M0 OCYNIECTBICHHIO PErHOHAIBHOIO TOCYAAPCTBEHHOIO
KOHTPOJIs 32 MPHMEHEHHEM LIeH Ha JICKapCTBEHHbIE Iperaparsl, BKIIOYEHHbIE B IepeyYeHb
KU3ZHEHHO HeOOX0IMMbIX H BaXKHEHIMX JICKapCTBEHHBIX [pernaparos,
MO/IBEIOMCTBEHHBIMH OpraHU3all|sIMH He OCYIIeCTBIISIeTCS.

AKKpefMTalls IODHAMYECKHX JIMIl M TPAXKAAH B KayecTBE HKCNEPTHHIX
OpraHu3aliiii ¥ dKCrepToB, NMPHBICKAEMBIX K BBITIOIHEHHIO MEPONIPUSTHII 110 KOHTPOIIIO

ITPH NPOBEJICHUH MPOBEPOK HE OCYHIECTBIAIACE.

Pasgen 1II. ®uuancoBoe u KaapoBoe obecrneuenne PerHoHAILHOTO
roCy1apcTBEHHOT0 KOHTPOJISI 32 IPHMEHEHHEM [eH HA JIeKAPCTBEeHHbIE NPenaparsl,
BKJIIOYEHHbIE B NepevyeHb KHIHEHHO HeOOXOAHMBIX H BAaKHEHIIHX JIEKAPCTBEHHBIX
npenaparos

a) (unaHcoBoe obecrieueHHe HCMONHEHMS (QYHKUMIA 110  OCYIIECTBICHHIO
rocy1apcTBEHHOro KOHTpons (Haxszopa) Bkmouaer B cebs dona omnarel Tpyaa (c
Ha4YMCIICHUSIMM) COTPY/IIHUKOB, MPHBICKAEMBIX K NPOBEICHHIO MPOBEPOK HApALy C
MCITOJTHEHHEM OCHOBHBIX JO/KHOCTHBIX 00s3aHHOCTEH!:

B nniepBoM nonyroauu 2018 rona - 656 695,78 py6.,
BO BTOpoMm nostyroauu 2018 roaa - 913 375,96 py6.; .

0) GYHKIHIO 110 KOHTPOJILHBIM MEPONIPHATHSM BHITIONHAIMA 3 COTPY/IHHKA:

B nnepsoM nosyroauu 2018 roxa — 3,
BO BTOpoM nosyroauu 2018 roaa - 3;

B) COTPYAHHKM HMEIOT Bbicmiee mnpoduibHoe oOpa3oBaHHe, TMOBBILEHHE
KBaTH(OHKALMK NPOBOAMIOCK. 2 cOTpyaHHKa B 2018 rogy mpomuu Kypesl NMOBBIIEHHS
KBIM(QHKALMM B aBTOHOMHOH HEKOMMep4ecKoil npodeccHoHansHol 06pazoBaTenbHOI
opranusaiuy  «KanMHHHIPaACKMil MHCTHTYT yHpaBieHHs» 1o nporpamme "OYHKIHH
MoJpasieleHHi KajpoBbIX Ciyk0 rocy1apcTBEHHBIX OPraHoOB BIACTH MO NMpO(UIaKTHKE

KOPPYMIIHOHHBIX H HHBIX HApYIIEHHH";



r) cpeansis Harpy3ka Ha | paGoTHHKa 110 (GakTHYECKH BBINOIHEHHOMY B OTYETHBIN
nepuoj oobeMy (QyHKIHH 10 KOHTPOIIO - 45 nNpoBepok (Bcero 45 npoBepok):
B iepBoM nostyroauu 2018 roga — 24,
BO BTOpoM nonyroauu 2018 roaa — 21;

A) OKCHepTbl W MNPEJCTABHTENM SKCMEPTHBIX OpraHusalii K pOBeIAeHHIO

MEpOTIPHSATHIT 110 KOHTPOJTIO He NMPHBIICKAIHUCH.

Pasgea 1V. IlpoBenenne perHoHAJILHOIO TOCYJAPCTBEHHOI0 KOHTPOJIS
(Hajasopa) 3a NpUMEHEHHEM HEH HA JIEKAPCTREHHbIE Npenaparbl, BKIAYECHHbIE B
v
nepevyeHb KU3HEHHO HeOOXOAHMBIX H BAKHEHIHX JIEKAPCTBEHHBIX NPenapaTos
a) 3a OTYETHBIH nepuoj1 nposeeHo 30 MIaHoBbIX MPOBEPOK,
B nepsom nosyroauu 2018 roma — 15,
BO BTOpoM noayroauu 2018 roxna — 15;
J10J151 TPOBE/ICHHBIX MJIAHOBLIX MPOBEPOK B MEPBOM 1oayroauu — 50%,
BO BTOpOoMm nonyroaun — 50%;

0) oKkcnepTel M OKCINEPTHBIE OpraHU3allMi K TMPOBEJCHUI0 MEpONpPUATHI M0
KOHTPOJTIO HE MPUBJICKAIHCh;

B) Ciy4YaeB [pPUYMHEHHS IOPHAMYECKMMHM JIMIAMH W WHAHBUAYAIbHBIMH
MpeAnpUHUMATENIMH, B OTHOLICHHH KOTOPBIX OCYIIECTBIAIOTCS KOHTPOJIbHO-HAA30PHBIE
MEpOIPUATHS, Bpela JXKU3HH M 3J0pPOBBIO IpaXk/aH, Bpeja JKHBOTHBIM, PAaCTEHHUSIM,
OKpyKaiouleil cpejie, 00beKTaM KyJIbTypHOrO Hacjeiusi (MamMATHHKAM HCTOPHH M
KyabTypbl) HaponoB Poccuiickoit Mexepaiuy, HMyIecTBy (pU3MYECKHUX U IOPHIHYECKHX
auil, 0e30MacHOCTH rocyJapeTBa, a TaKXkKe Cllydad BO3HMKHOBEHHMS Ype3BblYaHBIX

CUTYAlIM# MPUPOHOTO H TEXHONEHHOTO XapaKTepa He BBISBICHO.

Pasnen V. JlelicTBus N0 npecevyenuio Hapyumenui odsizaTebHbIX TpeboBanui
H  (HAH) YCTPAHEHHIO MOCJACACTBHH TAKHX HApYIWIeHHH TMpPH [POBeIeHHH
PErHOHAJILHOTO IFOCYIaPCTBEHHOr0 KOHTPOAs (HAaA30pa) 3a NPHMEHEHHEM leH Ha
JIEKAPCTBEHHbIC NPeNnaparbl, BKAWYEHHbIC B NepevYeHb KH3HEHHO HeoOX0AUMBIX H

BAKHEHIHX JIEKAPCTBEHHBIX NPenapaTos

1



a) 1pH NMPOBEJICHUH TUIAHOBBIX ITPOBEPOK BLISIBICHO 7 CIIy4aeB HapylIeHHUi ropsaka

ieHooOpazoBaHus:

B rniepsoM nosryroauu 2018 roza - 4,

BO BTOpOM rnosyroanu 2018 roaa - 3;

J10J151 TPOBEJICHHBIX [JIAHOBBIX MPOBEPOK B MEPBOM noayroanu — 57%,
BO BTOPOM 1nostyroanu — 43%;

0) ¢ IOpHAMYECKMMH JHUAMH M MHIAMBHAYAIbHBIMM TpEINPHHHMATENSMHA, B
OTHOLIEHHWH KOTOPBIX MPOBOAATCS NMPOBEPKH, OCYIIECTBISETCS pazbsicHUTENbHAs pabora
Mo McnojHeHuilo  TpeboBaHMi  3aKkoHojaTenbcTBAa B cdepe  ueHooOpazoBaHuS,

N
HanpapjieHHas Ha [peJlOTBPAlIEHHe HapylmIeHHH C HX CTOPOHBI B JlaibHeiIeMm;
Heo0X0IMMble HOPMATHBHbIC IIPABOBbIC AKThI Pa3MEIIeHbI B OTKPLITOM JIOCTYIIE Ha caiiTe
Munncrepcrsa 3apaBooxpanenus Kaimuunrpauckoii obnactu;

B) @akToB O00XajlOBaHHA [OPUJIMYECKHMH JIHUAMM M WHIHBH/YAIbHBIMH
MpeANnpUHUMATENIMHU B Cy1 AeicTBus (Oe3aeiicTBUS) AOKHOCTHBIX JIHIL He Gb1I10.

Paznen VL. Anmaaus wu  onenka HPPeKTHBHOCTH  PerHoOHAIBLHOIO
roCyIapeTBEHHOr0 KOHTPOJIS 32 NPHMEHEHHEM [IeH HA JIEKAPCTBEHHbIC Npenaparbi,
BK/IIOYCHHBIE B NEpeYeHb KHIHEHHO HeoDXOAHMBIX H BaKHEHIIHX JIEKAPCTBEHHbIX
npenaparos

[Tokaszareny 3(PEeKTHBHOCTH roCy1apCTBEHHOTO KOHTPOJIA:

3arlaHdpoBaHo W corsnacosaHo ¢ Ilpokyparypoii Kanumnunrpaickoi oGnactu
nposesienue Ha 2018 roa - 33 n1aHOBBIX MPOBEPOK; I

BHECEHO M3MEHEHMH B IIaH (npekpalleHue esTelNbHOCTH) — 3  IJIaHOBBIE
MIPOBEPKH;

BBINOJIHEHO - 30 MIaHOBBIX IPOBEPOK;

BBITOJTHEHHE TUIaHa NpoBeieHus nposepok - 100%;

JI0J151 TIPOBE/ICHHBIX [JIAHOBBIX [POBEPOK:

B niepsom noayroaun — 50%,
BO Bropom nosnyroauu — 50%;
3asBJICHHI, HANPaBICHHBIX B OpraHbl MPOKYPaTypbl O COIJIACOBAHHH IPOBE/ICHHS

BHCIUIAHOBBIX BBIE3/IHBIX ITPOBEPOK, B COIMNVIACOBAHHHN KOTOPAIX OBLIO OTKa3aHo:
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B 1iepBoMm nosyroauu - 0%,
B0 BTOpoM nosyroaun — 0%;

70J151 TPOBEPOK, Pe3yAbTaThl KOTOPBIX NPU3HAHBI HEEHCTBUTEIBHBIMH:

B riepBoMm rosyroun - 0%,
BO BropoMm nosnyroauu — 0%;

71015 [POBEPOK, MPOBEJCHHBIX € HapylIeHHsAMH TpeDoBaHMH 3aKOHOAATE/LCTBA
Poccuiickoit @esiepantin O MOpsAKe HMX [POBEACHMS, [0 pe3yjbTaTaM BbISBICHHS
KOTOPBIX, K JIOJDKHOCTHBIM JIMIaM, OCYIIECTBUBILINM TaKHe NPOBEPKH, NPHMEHEHBI Meph)
JMCLMTIIMHAPHOTO, aIMHHHCTPATHBHOTO HaKa3aHHs:

B niepsoM nosnyroauu - 0%,

BO BTOpoM nonyroaus - 0%;

KOJIMYECTBO K0P JIMLl, B OTHOLICHUH KOTOPBIX OBUIM MPOBE/IeHb! NPOBEPKH - 31

B [1€PBOM NOJYTroauu - 16,

BO BTOPOM TOJIyroauu — 15;

J0J1s1 FOPUINYECKUX JIHIl, B OTHOIIEHHH KOTOPBIX OBLIM NMPOBE/ICHbI TPOBEPKH:
B riepBoM rnosyroauu — 51,6 %,

BO BTOpOM rtonyrojinu — 48,4 %;

kosnuyecTso UIT, B OTHOUIEHHH KOTOPBIX ObLJIM MPOBEACHBI IIPOBEPKH - 5,

B [IEPBOM TOJYTO/IUH - 3,

BO BTOPOM TMOJIYTOoauH — 1}

cpejiHee KOJIMYeCTBO MPOBEPOK, MPOBEICHHBIX B OTHOLIEHHH OJIHOIO 10p JIHLA:
B [epPBOM nosyrojamu — 1,5,

BO BTOPOM NOIyroauu — 1,5

IPOBE/IEHO BHEIUIAHOBBIX IPOBEPOK 32 OTYETHBIH nepuos — 15:

B [1epBOM noryroauu — 46,6,

BO BTOPOM MOJIYTOJHH — 53,4;

[IpaBOHAPYILIEHHI, BBIABICHHBIX 110 HTOraM IPOBE/IEHUS [IPOBEPOK - 35:

B [1€PBOM Nojyrojauu - 19,

BO BTOPOM MOIYroauu - 16;

JOJIs npaaonapylueﬂm“i, BBIABJIICHHBIX 10 HTOTaM MpOBEJICHHUS ITPOBEPOK:



B riepBoMm nostyroauu — 54,2%,

BO BTOPOM IOJIyroauu — 45,8%;

MPpaBOHAPYIICHHH, BEIABICHHBIX 110 UTOraM MPOBE/ICHHS
IJIAHOBBIX MPOBEpPOK — 34

BHEILIAHOBBIX — |

J10J1st IPaBOHAPYLICHHH, BBIABJICHHBIX 110 UTOIaM IPOBEACHHS
TUIAHOBBIX MPOBepoK — 97%

BHEIUIAHOBBIX — 3% _

J10J1s BHETUIAHOBBIX MPOBEPOK, MPOBEICHHBIX 110 (hakTaM HapyIIEeHHI, C KOTOPBIMH
CBSI3aHO BO3HWKHOBEHHE yrpo3bl IPUYHHEHHS BPEJIa XKU3HU H 37I0POBBIO IPakKIaH, Bpe/a
KUBOTHBIM, pPacTeHHAM, OKpyKaiomeil cpeie, oObeKTaM KyJIbTYPHOIO Hacleaus
(MamMATHHKaM MCTOPHH M KyJbTYpbl) Hapoaos Poccuiickoii Denepaunu, UMYIIECTBY
(usudeckux M ropumMYecKHX UM, GE30MACHOCTM TOCYNAapCTBa, a TaKKe yIpo3bl
YpEe3BBIYAHHBIX ~CHTYalMii TNPHUPOAHOIO M  TEXHOTEHHOTO XapakTepa, ¢  LeNbio
NPEeAOTBpaIIeHHs YIPO3bl IPHYHHEHUS TAKOTO Bpe/a:

B riepBoM rnosyroauu - 0%,
BO BTOpOM nosayroanu - 0%;

JIoN  BHEIJIAHOBBIX  NPOBEPOK, MPOBEIEHHBIX 1O  (akTaM  HapymeHwuil
obs3aTesbHBIX TpeGOBaHMif, C KOTOPBIMH CBS3aHO MPHYHHEHHE BPea KU3HH H 310POBBIO
FPaKaaH, Bpea KHBOTHBIM, PACTeHHSM, OKpYXalomiei cpeje, 0ObEKTaM KyJIbTypPHOTrO
Hacneaus (NaMATHUKAM HMCTOPHM M KyJbTypel) Hapojop Poccuiickoii ®enepaimn,
HMYIIECTBY (PM3MYECKHX M IOPHIMYECKMX IHIl, GE30MacHOCTH TroCyNapeTBa, 4 TAKIKe
BOSHHKHOBEHHE 4YpPe3BBIYAHHBIX CHTYallHi NMPHPOJIHOrO M TEXHOTEHHOrO XapaKTepa, C
LEJBI0 MpeKpallieHus JajJbHeHIIero NpUHYMHEHUs Bpela M JAMKBHIAALUNH MOC/EACTBHIH
TaKHX HapylIEeHUH:

B 1epBoM nostyroauu - 0%,
BO BTOpPOM ronyroauu - 0%:

KOJIHYECTBO TPOBEPOK, [0 HTOraM KOTOPBIX [0 pPE3yJbTATAM BBISBICHHBIX

NpaBoHapyuIeHnH ObUTH BO30yXK/IeHbI e 00 aIMHHHCTPATHBHBIX [IPABOHAPYIIEHHSX -9

B MIEPBOM NOJIYTOJUH - 4,



BO BTOPOM TOJIYT'OJIHM - 5;

707 NPOBEPOK, [0 MTOraM KOTOPHIX 10 (akraM BBISBICHHBIX HapyICHHH
HA0KEeHBI aJIMHHUCTPATHBHBIC HAKA3aHUA:

B M1€pPBOM 1MONYroaun — 44,4%,
BO BTOPOM nonyroauu — 55,6%;

J0715 FOPHIMYMECKHX JIHL, MHAMBHIYAIbHBIX INpeAnpUHUMATeNei, B J1eITe/bHOCTH
KOTOPBIX  BbISIBJIEHBl ~ HapylueHus oOs3aTesbHBIX TpeOOBaHMH, MpeACTaBIsIONINe
HEMOCPE/ICTBEHHYIO Yrpo3y NpHYHHEHMs Bpela JKH3HH W 3/0pPOBBIO IpaxaH, Bpeja
KMBOTHBIM, PacTeHHsAM, OKpYykKaiolie cpeie, O0OBEKTaM KyJIbTYpHOIO HAcieaus
(mamMsATHUKaAM HCTOPHH M KYJbTypsl) HapojsoB Poccuiickoii Mejepauuu, MMyLIECTBY
(usuuecknx M OpHAMMECKMX ML, 0€30MacHOCTH roOCyAapeTBa, a TaKkKe Yrposy
Ype3BbIYaHHbIX CHTYALHi IPUPOIHOrO U TEXHOI'CHHOIO XapakTepa:

B IIepBOM nonyroauu - 0%,
BO BTOPOM nostyrojuu - 0%,

JI0J1S FOPH/IMYECKHX JIUI, MHIMBH/IYalbHBIX NpPeArpHHAMATENCH, B NeATeIbHOCTH
KOTOPBIX BBbISIBJICHBI HapyllleHHs 00sd3aTe/lbHBIX TpeOOBaHMM, SBUBIIHECS NPHYHHOMN
NMPUYHHEHHS] Bpejla JKH3HH M 3JI0POBBIO TIpaxk/JaH, Bpela XHBOTHBIM, PACTEHHSIM,
OKpyXkarouie cpeje, 00bEKTaM KyJbTYPHOro Hacieaus (IaMATHHKAM HCTOPHH H
KyJbTyphbl) HapojoB Poccuiickoii Mesiepaiiun, UMyIecTBy (GpH3HUECKHX H IOPHANYECKHX
ML, 0e30MacHOCTH ToCy/lapeTBa, a TaKKe BO3HHKHOBEHHMS 4YPE3BBIYAIHBIX CHTYallUid
MPUPOJIHOTO ¥ TEXHOTEHHOI'0 XapakTepa: o
B repBoM nostyroauu - 0%,

BO BTOPOM MoJIyrojuu - 0%;

KOJIMYECTBO CJIy4aeB MPHYHHEHHS IOPHAMYECKHUMH JHLIAMH, WHIMBHAYAJIBHLIMH
NpeANPUHAMATENSAMH BPe/1a )KH3HH U 3/I0POBBIO I'Pak/iaH, BpeJia jKUBOTHBIM, PaCTEHHAM,
OKpyXkalomieil cpene, o0beKTaM KyJIbTYPHOro Hacjeaus (aMsTHHKaM HCTOPHH H
KyJbTypbl) HapojoB Poccuiickoit Denepanun, UMyIIecTBY (PH3HYECKUX M IOPHAMYECKHX
juil, 6e30MacHOCTH TOCY/IapeTBa, a TAKKE UPE3BBIYAHHBIX CHTYALMil NPHPOAHOrO M
TEXHOI€HHOI'0 Xapakrepa:

B 1iepsoM nouyroauu - 0%,



BO BTOpoM nosyroauu - 0%;

BBISIBJIEHHBIX [IPH TPOBEJEHHH [POBEPOK MPAaBOHAPYIIEHHH, CBA3aHHBIX C
HEHMCTIONTHEHHEM TTpeIITHCAHMIA:

B ME€PBOM 1oJyroauu - 0,
BO BTOPOM IOJIYTOJIHH - 1}

OTHOILIEHHE CYMMBbI B3BICKAHHBIX AJIMHHHUCTPATHBHBLIX IuTpados K obumied cymme
HAJIOKEHHBIX aJIMUHUCTPAaTHBHBIX 1ITpados 80,6%:

HaJloKeHOo — 258 Tric pyo, ;
B3bIcKaHO — 208 Thic pyO: '

JI0J1st IIPOBEPOK, MO pe3yJibTaTaM KOTOPBIX MaTepHallbl O BbISBICHHBIX HapyIICHUSIX
rnepe/iaibl B YIOJTHOMOYEHHbIE OpPraHbl Ui BO30YK/I€HHS YTOJNOBHBIX €1
B riepsoM nonyroanu - 0%,

BO BTOpOM rostyroaus - 0%.

Ilpu nposenernu 30 T1IAHOBBIX TMPOBEPOK BHIABJIEHO 7 HapyUIEHHH NOpsAAKa
neHooOpa3oBaHMsi Ha JIEKapCTBEHHbIE Tpenaparhi, BKIIOYEHHBIC B MepeueHb XKHU3HEHHO
HeOOXOMMBIX ¥ BaKHEHIIINX JICKapCTBEHHBIX MPENnapaTos.

Paznen VII. BpiBoabl M NpeIOKEHHS N0 Pe3yjbTATAM  PErHOHAJIBHOTO
roCyJ1apcTBEHHOI0 KOHTPOJIS 32 NIPHMEHEHHEM HEH Ha JIEKAPCTBEHHbIE Npenaparsl,
BK/JIIOYEHHBIE B NEpeYeHb KH3HEHHO He0OX0AHMBIX H BAKHEHIIHX JIEKAPCTBEHHbIX
npenaparos.

MunucTepeTBoM 3apaBooxpaHenus Kanununrpajackod oOnacTH yTBEpKIEH H
cornacosan ¢ ITpokyparypoii Kanununrpaackoit o61acty 1uias npose/ieHHs NpoBepoK Ha
2018 roz, 3annaHupoOBaHO MPOBEAEHUE 33 MPOBEPOK.

[Mpeniokenuii Mo coBEpLUICHCTBOBAHWIO HOPMATHBHO-TIPABOBOI0 PEryIHpOBaHus U
OCYIIECTBJICHHS PErHOHAIBHOIO TrOCYAApPCTBEHHONO KOHTPONs 3a [PHMEHEHHEM
eHoOOpa3zoBaHus Ha JIGKapCTBEHHBIC MpENaparhl, BKIIOYCHHbIC B MEpPEYeHb KHU3HEHHO
HEOOXO0/IMMbIX M BaXKHEHIIIHX JIEKaPCTBEHHBIX NPENapaTos HeT.

WUHbIX  npeuioKeHHH,  CBA3aHHBIX € OCYUIECTBIIEHHEM  PErHOHalbHOIO
rOCY/IapCTBEHHOr0 KOHTPOJS 3a NPHMEHEHHEeM 1EeHOOOpa3oBaHUs Ha JIEKapCTBEHHBIE

npenaparsl, BKJIIOYEHHBIC B TMNEPEHEHb JKH3HCHHO HEOOXO/MMBIX ¥  BaXHEHIIHMX



JIeKapCTBEHHBIX TMpenapaToB, HAINpPaBJIEHHBIX Ha TMOBbIIEHHE (G(DEKTHBHOCTH TaKOro
KOHTpPOJIi M COKpallleHHe aJMUHUCTPATHBHBIX OrPAaHHYEHHWH B IpeANpHHUMATENLCKOH

JACATC/IBHOCTH HET.
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