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ITPABHUTEJBCTBO CAHKT-IIETEPEVYPT A
IHOCTAHOBJJEHMHE

30.09.2021 No_ 735

1o PErHOHAILHOM roCYyAapCTBEHHOM L
KOHTpOoJIe (Ha/130pe) 32 NIPUMEeHEeHHeM LeH
Ha JIeKaAapCTBEHHEBIE NMpenaparTrel, BKIAIYEeHHbIE
B NepeYeHb KU3HEHHO Heo0X0AHMbIX
H BaKHEA KX JTeKaPCTBEHHBIX NPeNnapaToB

B cootBerctern ¢ ®enepanbHeIM 3aKOHOM «O rocymapCTBEHHOM KOHTpose (Ham3ope)
U MYHMUMNAIBHOM KOHTpole B Poccuiickoit Penepaumu» u  DegepalbHEIM  3aKOHOM
«006 obpamennn nekapcTeHHBIX cpencTs» IlpaputenberBo Cankr-IletepGypra

HNOCTAHOBJAET:

l. Yteepaure ITlonoskeHHE O pErHOHANBHOM IOCYJapPCTBEHHOM KOHTpOJE (Ham3ope)
332 NPUMEHCHHEM LEH Ha JIEKapCTBCHHBIE IIPENapaThl, BIIIOUEHHBIE B MEPEYCHb MKUZHEHHO
HEeOOXOIUMBIX M BasKHEHIIIMX JIEKapCTBEHHBIX NPENAPATOB.

2. YTBEpAUTD II€peYeHb HHAMKATOPOB PUCKA HAapyLIEHHS OO0A3aTENBHBIX TpeGOoBaHMIt
IO pPErHOHANBHOMY IOCYAAapCTBCHHOMY KOHTPONIO (Haa3opy) 3a TpPHMEHEHHEM LeH
Ha JICKapCTBCHHBIC Nnpernaparsl, BKJIIOYEHHBIC B NEPCYCHB JKHU3HCHHO HCO6XOI[I/IMLD(
¥ BaXKHEHIIHMX JIEKAPCTBEHHBIX NPETAPATOB, COTIACHO MPHIIOKEHHIO.

3. Ilocranosnenue Berynaer B cuny ¢ 01.01.2022.

4. KOHTpONb 3a BBIMONHEHUEM IIOCTAHOBJIEHUS BO3JIOXHTH Ha BHIE-TybepHaTopa
Canxt-IlerepGypra Jpersas C.I'.

I'y0epHaTop

Cankr-Ilerepoypra A.Jl.bersos




YTBEPXXJIEHO
IIOCTAHOBJIEHUEM
[pasutensctpa Cankr-IleTepOypra

or 30.09.2021 Ne 735

ITOJIOKEHHUE
0 PErHOHAJILHOM IOCYIapCTBEHHOM KOHTPOJIe (HaA30pe) 32 NPUMEHEHHEeM 1eH
HA JIEKAPCTBEHHbIE NPENAapaThl, BKJIIOYEHHbIE B lIePeYeHb HKU3HEHHO He00X0ANMbIX
H BaXKHEHLINX JeKaPCTBEHHBIX NPeNapaToB

1. O0mme moy10KeHUA

1.1. Hactosimee Ilonoxenue, paspaGoTaHHOE B COOTBETCTBHH ¢ (DeiepalbHEIM 3aKOHOM
«O rocyapcTBEHHOM KOHTpOJIE (HAA30pe) 1 MYHUIMIATEHOM KOHTpOJIE B Poccuiickoii eepaum»
(manee — @exmepanbHeiif 3akoH Ne 248-03) u @enepanbHeIM 3akoHOM «O6 oOpameHuy
JISKAPCTBEHHBIX CpencTB» (manee — DenepanbHeiii 3akon Ne 61-03), ycranaBnupaeT MOpSIOK
OPTraHM3aUMM M  OCYIIECTBICHHS PETHOHAIBHOTO [OCYJAPCTBEHHOrO KOHTPONSA (Ham3opa)
3a NPHMEHCHHEM LEH HAa JICKAPCTBEHHBIC IIpENapaThl, BKIFOYEHHBIC B IEPEYCHDH IKU3HECHHO
HEOOXOMMMBIX M BOXHEHIIMX  JIEKAPCTBEHHBIX IPENAapaToB  (najee —  perHOHATLHBIA
TOCYNapCTBEHHBIN KOHTPONK (Hax3op), Ha Teppuropru Cankr-Ilerep6ypra.

1.2. TlpeaMeToM peroHaIBHOTO IOCYJapCTBEHHOIO KOHTPOJIS (Ha30pa) ABIAIOTCH:

co0/II0IeHNE OPraHNU3aLHAMH ONTOBON TOPrOBJIH JIEKAPCTBEHHBIMH CPE/ICTBAMHU, alTEYHBIMH
OpraHu3alUsIMH, WHIMBHUAYAIbHBIMH  NPEINPUHUMATENSAMH,  HUMEIOIMMH  JIMIEH3HIO
Ha (apMaleBTUYECKYIO AEeSTeIbHOCTh, MEIULUMHCKIMU OPTaHM3AlUIMH, MMEIOLIMMH JIAIEH3HIO
Ha (hapMAlEBTUYECKYIO AEATENBHOCTh, U MX 000COOIEHHEIMH MOAPA3IEICHUAMH (aMOYIaTOPUIMHY,
(hebAICpCKUMH M DENTBIEPCKO-aKYIIEPCKUMH  [TyHKTAMH, LEHTPaMH (OTHEeNCHHAMH) ofieit
BpaueOHOH (CEMCHHOM) NpAaKTHKH), DACIONOXEHHBIMH B CEIbCKMX HACEICHHBIX ITYHKTaX,
B KOTOPHIX OTCYICTBYHOT aNTCYHBIE OPraHHM3alWHM, IIPH PCATH3aLHU JICKAPCTBEHHBIX MPENapaToB
TpeOOBaHUH K MPHMEHEHHUIO 1IEH, YPOBEHb KOTOPHIX HE JOJDKEH NPEBBINIATh CyMMY (aKTHYECKOil
OTILYCKHOH LIeHBI, YCTAHOBJICHHOH IPOH3BONMTENEM JIEKAPCTBEHHBIX IIPENAPATOB, M KOTOPHIE
HE NPEBBILIAIOT 3apETHCTPHUPOBAHHBIX NIPEAEIILHBIX OTITYCKHBIX [IEH H Pa3MePOB ONTOBLIX Ha0aBOK
¥ (WIH) Pa3MEPOB PO3HHYHBIX Ha10ABOK, HE IPEBBINAIOIIMX COOTBETCTBEHHO PA3MEPOB MPEIe/bHBIX
ONTOBBIX HAN0ABOK M (WIM) Pa3MEpOB IPENEIBHBIX PO3HUYHBIX HAZOABOK, YCTAHOBJIEHHBIX
B cybnekTe Poccuiickoiit deneparmy;

HCTIOJIHEHHE PCLICHMH, NPHHAMAEMBIX [0 pe3yibTarTaM KOHTPONBHBIX (HAJ30PHBIX)
MEPOIIPHATHIA.

1.3. PervoHaNbHBIA  rOCyIapcTBEHHBIA KOHTPOAb (HAam30p) ocyliecTBIsieTcs KoMuTeToM
o Tapudpam Cankrt-IlerepGypra (nanee — Komurer).

1.4.0r umenu Komurera perMoHaNGHBI TOCYTAPCTBEHHBI  KOHTPONs  (HAm30p)
BIIPABE OCYIIECTBIIATE CIEAYIOIME JOIDKHOCTHEIE JIHIA (1aJlee — HHCIIEKTOPBI):

npeacenarens Komurera;

3aMecTUTeENM npencenarens Komurera;

Ha4aIbHUK  OTAC]A, [JABHBIH  CHELMAINCT, BEAYIIUH  CICLHAINCT, CIENHAINCT
1-ii kareropuu oTaena GOPMHPOBAHYSL 1 MOHHTOPHHIA IIeH U TapUOB [ KOHEUHBIX noTpebuTerneit
VYnpaenenns TapudHOro perynuposanns KomuTera; HaualbHHK OTHENA, IIABHBIH CIEHMATHCT,
BEAYLUMH CIOCHUAIMCT OT/ENa PErYINPOBAHHA IUTATHl M HOPMUPOBAHUS SKUIIMILHO-KOMMYHATEHOTO
XO3AACTBA YTIpaBleHusi TNOTPeOUTENBCKOrO phIHKa KOMHTEeTa, Ha4albHHK OT/JAENA, IVIABHBIHA
CHELHAIKCT, BEXYIIUH CIIEUAINCT OTAe]a HOPMAaTHBHO-TIPABOBOH U cynebroit pabotel Komurera;
HAYANLHUK OT/IENA, TVIABHEIH CIIELHAICT, BEAYIIMIl CIENHATHCT, CIeNHaTiCT 1-i xkateropuu oraena
PETHOHAIIBHOTO FOCYIapPCTBEHHOTO KOHTPOJIS M aAMUHHCTPAaTHBHOrO npon3BocTea Komurera.
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L.5. lomkHocTHEIMU — 7MuaMHd  KoMuTeTa, YIMOMHOMOUEHHBIMH IPUHMMATH  PELIeHUs
O MPOBEJEHNUH KOHTPOJILHBIX (HAI30PHEIX ) MEPOTIPUATHH, ABJITFOTCS:

npeacenarens Komurera;

3aMECTUTEIIN Mpeaceaareinl Komurera.

1.6.Tlpx npoBeaeHHH NpPOMHIAKTHYECKAX MEPONPUATHA H KOHTDPOJNBHBIX (HAI30PHBIX)
MEPONPHUATANA IOJIHOMOYKS IO OCYLIECTBIECHMIO PETMOHAIBLHOIO TOCYJAPCTBEHHOIO KOHTPOIS
(Ham30pa)  OCYIIECTBISIFOT — WHCIEKTOPBL,  KOTOPHIE  YIIONHOMOYEHBI HA  NPOBEIEHHE
COOTBETCTBYIOIIErO MEPOITPUATUS PELICHUEM Komurera.

MucnexTopsl npy NpoBEAEHMH KOHTPOJIBHBIX (HAJ30PHBIX) MEPOLPUATHIA B TIPENENax CBOMX
TIOJIHOMOUHIA 1 B 0OBeMe IIPOBOJIUMBIX KOHTPONBHBIX (Ha/I30PHEIX) JCHCTBHIN OCYILECTBIAIOT IIPaBa,
NPETYCMOTPCHHBIE B 4aCcTH 2 cTaTbu 29 DenepaibsHOro 3akona Ne 248-073.

1.7. O6BeKkTOM ~ pEerHOHANBHOTO — TOCYJAApPCTBEHHOTO  KOHTpONs  (Haj3opa) — sSBIseTcs
ACATENBHOCTh OPTaHM3aLMA M WHIMBU/YaTbHBIX NPEANPHHAMATENEH (Taee — KOHTPOIUPYeMEIe
JIMLA), B PAMKaX KOTOPOIi B COOTBETCTBHH ¢ DeiepalbHbIM 3ak0HOM Ne 61-B3 T0mKHEI COOMIOIATHCS
obA3aTeNbHEIE TPEOOBAHMA.

1.8.Tlpu c6ope, obpaboTke, aHammze W yueTe cBefieHMH 06 OOBEKTAX PETHOHAIBHOIO
rOCYapCTBEHHOrO KOHTPOJs (Haasopa) /vt ueneit ux ydera Komurer ucnonssyer nndopmanuio,
TNpE/ICTaB/IACMYI0 €My B COOTBCTCTBHH ¢ HOPMATHBHBIMH [IPaBOBBIMH aKTaMH, HHMOPMALMIO,
NOJIy1aeMyl0 B paMKaxX MEKBCAOMCTBCHHOTO B3aHMOJICHCTBHA, a TakkKe OOIEAOCTYIIHYIO
UHGOPMALIHIO.

Yyer 00BEKTOB PErHOHANBHOTO rOCYAAPCTBEHHOTO KOHTpONs (Hamsopa) obecneuvsaercs
KomureToM  myreM — MCIONB30BAaHWS — TOCYIAPCTBEHHOH — MHQOPMALMOHHOM  CHCTEMSI
«TrnoBoe 061a9HOE pETICHAE 110 ABTOMATH3ALMH KOHTPOILHOM (HaI30pHOR) ACATENEHOCTH.

2. Ynpasienue pacKaMu NIPHYHHEHHS Bpeaa (yuiepsa)
OXpPaHsieMbIM 3aKOHOM LEHHOCTSM IPH OCYINECTBICHHH
PErHOHAIBHOIO FOCYyAapPCTBEHHOr0 KOHTPOIA (Ha/130pa)

2.1. PervoHaneHBIH rOCYJapCTBEHHBIA KOHTponb (Hagsop) ocymectBisercs KomureroMm
Ha OCHOBE yTIpaBJICHUs PUCKaMH IPUYMHEHNS Bpeaa (yiep6a) oXpaHsieMbIM 3aKOHOM LEHHOCTSIM.

2.2. KomuTeT OTHOCHT OGBEKTBI PErHOHAIBHOIO TOCYNAPCTBEHHOTO KOHTPONs (Haa30pa)
K OZHOW M3 CIEAYIOWMX KATErOpUH pHCKa MPUYHHEHH Bpeaa (yuiep6a) oXpaHIeMBIM 3aKOHOM
LIEHHOCTAM: '

CPEJTHHM PUCK;

YMEPEHHBIH pUCK;

HU3KHH PHCK.

2.3. Kputepun oTHeceHNs 0GHEKTOB PErHOHATBHOTO FOCYJapCIBEHHOTO KOHTPOIIA (Haf30pa)
K KaTErOpHsAM PUCKa NPHIHHEHHUS Bpena (yiepba) 0OXpaHsIeMbIM 3aKOHOM LIEHHOCTSAM IPHBEIEHBI
B MPHJIOKEHNU K HacrosueMy [lonoxeHuo.

3. IlpoduinakTHKa PHCKOB NPHYHHEHHS Bpea (Ymepoa)
0XpaHAEMbIM 3aKOHOM IEHHOCTAM

3.1. IIpodpmnakTHYecKHe MEPONIPUATHS, IPOBOAUMBIE NIPH OCYINECTBICHUH
PErHOHAJILHOIO rocyJapCcTBEHHOI0 KOHTPOIS (Haa30pa)

IIpn OCYMIECTBNCHMH PErHOHAIBHOIO TOCYAapPCTBEHHOrO KOHTpOJsA (Haazopa) Komurer
NIPOBOIMT CIEAYIOLIHE BUIBI IPODUIAKTHIECKUX MEPOTIPHATHIA:

UHGOPMUPOBAHUE,

00001eHHEe TPAaBONIPHMEHHTENLHOM IPAKTUKH;

00BABICHHUE NIPEAOCTEPESIKECHUSL;

KOHCYJIbTHPOBAHHE;
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caMo00CIeI0BaHuE;
MPO(PUIAKTHYCCKUH BU3MT.
3.2. HudopmMupoBanue

WndopmupoBanyie KOHTPOIUPYEMBIX JIULL U MHBIX 3aMHTEPECOBAHHBIX JIHI| [10 BOIPOCAM
cobmonenns obszaTenpHEIX TpebGoBaHMit  ocymecTBiasercs KOMHTETOM  MOCPEACTBOM
Pa3MEIEHUsT COOTBETCTBYIOIMX CBEACHHIM Ha BeO-cTpannue Komurtera Ha odunmansHOM canTe
Aamunncrpanuy  Caskr-Tlerepbypra B MHGOPMaMOHHO-TENEKOMMYHUKAIIHOHHON — CETH
«Muteprery (nanee — obnuManbHeli caift Anmunuctpaiuu Canxt-IletepGypra), B cpemcTsax
MaccoBOH HH(pOpMaLUK U B HHBIX (opMax.

3.3. O0o01menne NpaBONPUMEHUTENLHOM NPAKTHKH

Komurer exeromso obecneunBaeT NOATOTOBKY HOKIAAa, COAEPKANIErO pPE3YIbTATHI
006001eHUs TPaBONPUMEHHTENBHON NPakTHKH KOMHTETa 0 OCYIIECTBICHHIO PErHOHAIRHOTO
rOCYtapCTBEHHOTO KOHTpPOJIA (Haza30pa) (fanee — NOoKIIa] O IPaBONPHMEHHTEIBHON NPAKTHKE).

Joknax o INpaBONpHMEHMTENbHOH IpAKTHKE pasMellaeTcd Ha OQUIHANEHOM caiiTe
Anmunncrpauuu Cankt-IlerepGypra He mo3nuee 20 (beBpanis roja, CiaeayIOLIEro 3a OTYETHBIM
rOJOM.

3.4. O0bsBJICHHE NIPEJOCTEPEKEHHUS

3.4.1.B cnyyae oObsBneHHs KOMHTETOM KOHTPONUPYEMOMY JIMLY IPEAOCTEPEKECHHUS
O HEeJOMYCTHMOCTH HAapylIeHHMs oOs3aTenbHBIX TpeGoBauuit (nanmee — npenocTepexeHue)
KOHTPOJIUPYEMOE JIMIIO BIPABE NOAATh B OTHOLIEHHH 3TOTO MPEAOCTEPEIKCHUS BO3PAKEHHUE.

3.4.2. Bo3paxeHue Ha IPeJIOCTePEIKEHHE ODKHO CONEPXKATE'

[I0JJHOE HAWMEHOBAaHUE OPraHH3ALNH;

damunuio, UMs ¥ 0TYeCTBO (TIPU HANHYUK) UHAMBUAYAILHOTO IPETPUHAMATEIS;

MIECHTH(PUKAIMOHHBIH HOMEP HAJOrOIUIATEBUINKA KOHTPOIUPYEMOTO JIHLA;

aZpec MeCTa HaXOXAECHUS ¥ OCYINECTRIEHHS JeATeIbHOCTH KOHTPOIHPYEMOTO JIMIA;

HauMeHoBaHue KOMHUTETA, 1aTy ¥ HOMEP TPEROCTEPEKEHNS;

NO3HIMIO KOHTPOTUPYEMOI'O JIMIA O HECODJIAaCHU C TEM, UTO ero aekctaug (6esmeiicTaue)
MOTYT  [PHBECTH  WIM  MPUBOAAT K  HApYIIEHHIO  OO0A3aTeNBHEIX  TpeboBaHUIA,
¥ (WIM) O HECOTNIaCHH C TPEATIOKEHHBIMU B NPENOCTEPEKEHHH MEPaMH IO 06ecrneueHmIo
cobmoaeHIs 00A3aTeNbHBIX TPeOOBaHHIA;

000CHOBaHHE MO3ULIHH KOHTPOJIHPYEMOTO JIHIIA.

K BospaxeHMI0O Ha MNpeoOCTEpekeHMe MOTYT OBITh  NPHIIOKEHBI  JIOKYMEHTHI,
HOATBEPIKAaIOIME 000CHOBaHUE MO3UIMH KOHTPOIUPYEMONO JIHIIA.

3.4.3. BospaxeHue Ha NPEROCTEPEKEHHE MOXKeET OBITh [0AaHO B Teyenue 30 KaleHIapHbIX
JIHEH CO THS NONYYEHUS MPEIOCTEPEKEHUS.

BospaxxeHHe Ha npefocTepesxeHne oaaeTCs OpraHu3aueil B SIEKTPOHHOM BHJIE H IOIDKHO
OBITH OAIACAHO IPOCTOH MEKTPOHHOM IIOANMCHIO.

Bospaxenne Ha TpenocTepeKeHHE IOJACTCI HHAWBHAYAIBHBIM IpeANPHHHMATEIEM
B 3JIEKTPOHHOM BHJE U AOKHO OBITH MOANUCAHO IPOCTOH 3MEKTPOHHOM MOIHCHIO.

Bo3paxeHHs Ha IPEAOCTEPEIKECHHU B ANEKTPOHHOM BH/E ITOJAI0TCA 110 aPeECy AICKTPOHHOM
noursl KoMuTera, ykasaHHOMY B [IPEeAOCTEPEKEHUM.

Bospakenus Ha IpejocTepexKEHU, IOJAHHbIE C HAPYILICHHEM YCIOBUM, IPEyCMOTPEHHBIX
HacTosumM [losloskeHMeM, HO COOTBeTCTBYIOUME TPEOOBAHUAM K OOpAllEHHAM IpPaKIaH
W OpraHuMsanui, ycraHoBieHHbIM @enepanbHbiM 3akoHOM «O TMOpsAAKE PACCMOTPEHHS
oOpawienuit rpaxigan Poccuiickoit ®enepaunn» (nanee — denepanbHeliii 3akoH Ne 59-03),
paccMaTpUBAIOTCS B NMOPAJIKE, IpeAycMoTpeHHOM DeaepanbHeiM 3akoHoM Ne 59-D3.
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3.4.4. Bo3paxkeHusi Ha IpeIOCTEPEKEHUs paccMaTpusaioTest KoMureroM.

Ilo pe3ynpTaTaM pacCMOTpeHHs BO3paXeHHH Ha penocTepexenns KoMuTer:

HANpaB/II€T KOHTPONUPYEMOMY JIMUY OTBeT 00 OTKJIOHEHHH ero BO3PaXEHHS
Ha MpEIOCTepeKeHHe, ecaH KoMuTeT NpHAET K BHIBOAY O HEOOOCHOBAHHOCTH IO3MIHAM
KOHTPOJIUPYEMOro 1la. B 0TBeTe NOKHO CONepkKAThes 000CHOBAHUE OTKJIOHEHHS BO3PAXKEHUS
KOHTPOJIIMPYEMOTO JIHIIA Ha NPEAOCTEPEKEHUE;

HanpapisieT KOHTPOINUPYEMOMY JIHIY OTBET 00 OT3HIBE IPEIOCTEPEXNKEHHUS IOIHOCTHIO
WIH 4aCTHYHO, ectn KoMuTET npusieT K BEIBOAY 00 060CHOBAaHHOCTH MO3UIIUH KOHTPOJIUPYEMOTO
nuna. Eciu mpepocrepexeHye OT3BIBACTCA YACTHYHO, B OTBETE JO/DKHO OBITH YKAa3aHO, B Y4CTH
KaKuX JIeWcTBUH (Oe3leHCTBHS) KOHTPONMPYEMOro JHIA M (WIM) IPETOXKEHHEIX Mep
o O0eCneUeHUI0 COOMONEHNs 0043aTeNbHBIX TPeOOBAaHUM OT3BIBACTCA NPEROCTEPEKEHHE,
060CHOBaHNE OTKJIOHEHN BO3PaXKECHHA KOHTPOIHPYESMOTO JIMLA Ha MPEIOCTEPEIKEHHUE.

OTBET KOHTPOIMPYEMOMY JIMLYy [0 pe3yIbTaTaM pacCMOTPEHHS  BO3PAXKEHUS
Ha IpenocTepexeHue NOomkeH ObITh HampaBieH Komurerom B Teuenne 20 pabounx nueit
€O JIHA NOCTYIUIEHUS BO3PaXKEeHUS Ha MPEIOCTEPEKEHHE,

3.5. KoncyanTHpoBaHue

3.5.1. MHCIICKTOPBI OCYIIECTBIAIT KOHCYJIBTUPOBAHKE:

no tenedony — B yackl paGoTel Komurera mo BONMpocaM KOHTAaKTHBIX AaHHBIX Komurera,
rpacduka ero paboThl, JOCYREOHOTO MOPSAKA NOAAYH U PACCMOTPEHHS 5KAJI00 KOHTPOIHPYEMBIX JTHIL,

TIOCPECTBOM BHAEO-KOHGMEPEHI-CBA3M — MPH HATMYHH TEXHKYECKON BO3MOMHOCTH B JIHH,
Hachl M 1O BONPOCAM, KOTODPBIE OIpesieNieHsl npexacenarenemM Komutera. Bompockl, M0 KOTOPBIM
NPOBOMUTCSA ~ KOHCYJIBTHPOBAHME  IIOCPEACTBOM  BHHEO-KOH(EPEHU-CBA3M, M  Bpemd
€ro OCYIECTBIICHHUA aHOHCHMPYIOTCS Ha oduuMaIbHOM caiite Anmunucrpanun Canxr-IletepGypra
HE [O3[IHEC YeM 3a IATh pabouux AHEH MO0 JHS MPOBENEHHS KOHCYISTHPOBAHHSA TOCPEICTBOM
BHJIE0-KOH(EPEHL-CBA3H;

Ha JIMYHOM TIPHEME — B COOTBETCTBUM C TIpadUKOM JIMYHOTO TMPHEMA IPaXIaH
B COOTBETCTBHM CO cTaThei 13 PenepansHoro 3axkona Ne 59-03 mo BompocaM, yKa3aHHEIM
B ab3alle BTOPOM HACTOAIIETO ITYHKTA, H 10 BOIPOCAM IPOBE/EHNS B OTHOLIEHHH KOHTPOIMPYEMOTO
U@ NpOQUITAKTUYECKHX MEPOTIPHATHIA, KOHTPONBHBIX (HAX30PHBIX ) MEPOIIPHATHEA;

B XOJIe IPOBEICHUs NPOQPUNAKTHIECKAX BU3UTOB, KOHTPOJIBHBIX (HA30PHEIX) MEPOIIPHATHIA —
NPH  B3aUMOJECHCTBUM HMHCHEKTOPOB C KOHTPONMPYEMBIMH JIMIAMH ¥ HX IPEICTABHTEISIMU
110 BOIIPOCAaM IPOBEACHHUS B OTHOILIEHHH KOHTPOIHPYEMOI'O JIMIA COOTBETCTBYIOLLETO MEPOIIPHUATHA,

B Xoie myOau4HOro OOCYXAEHUs IPOCKTa MAOKIAfAa O [PaBONPUMEHHTEIbHOMN
MpakTHKE — TpPH  B3aNMOJCHCTBHM  HHCIEKTOPOB C  KOHTPOJIHPYEMBIMH  JIMIAMH
M HX IPCOCTABUTC/SIMM B paMKkax INyOJHYHOTO OOCYXKIOEHMSA TpOCKTa JOK/Iaaa
0 TPABONPHMEHUTENLHON NPaKTHKE IO JIOOBIM BOMNPOCAM, CBA33aHHBIM C COOJIOJEHHEM
OGHSaTeHBHb]X TpCGOBaHPII\;I, OCYHIECTBJICHHEM PErNOHAIBHOIO TOCYJapCTBCHHOIO KOHTPpOJIA
(nagsopa);

NpY HANpPABJIIEHHMH KOHTPOJMPYEMBIMH JIMIIAMH B NHUCBMEHHOH ¢opme wiM B Qopme
SJICKTPOHHOI'C ANOKYMEHTa 3allpOCOB O MNPCACTABJICHHM IHMCBMCHHBIX OTBETOB — B nmopAAKe,
YCTaHOBICHHOM ®DeepalbHbIM 3ak0OHOM Ne 59-03, no m00pM  BOIpPOCaM, CBA3aHHBIM
¢  cobmojeHueM  00s3aTeNbHBIX  TPeOOBAHHWH,  OCYILECTBIEHHEM  PETHOHAIBHOIO
roCyJAapCTBEHHOIO KOHTPOJIA (Haa3opa).

3.5.2. Ilo uToraM KOHCYNBTHPOBAHHS HHPOPMAlHs B IHCEMEHHOM (OpMe TPe/ICTaBIAETCS
KOHTPOJIMPYEMEIM JIMUAM M HX MPEICTABHTENAM TOJIBKO B CIyYasxX M [0 BOIPOCAaM, KOTOpPhIE
NPEAYCMOTPEHEI B ab3ale ceapMoM MyHKTa 3.5.1 HacTosmero [TonoxxeHus.

B cnysae mocrymiieHusa tpex u Gonee OAHOTHIIHBIX OOpauIeHH KOHTPOJIMPYEMBIX JIUI(
U MX [PEACTaBUTENEH, MMEIOIUX 3HAUE€HHE VI HEONPEREIeHHOr0 KPyra KOHTPOJIHPYEMEIX JIHI,
KoMuTeT moAroTaBinBacT IHCbMEHHOE Pa3bsACHEHHE, KOTOPOE MMOAIKMCHIBAETCA NpEACEAaTENeM
Komurera n pasmemiaercsa Ha opuIUansHOM caiiTe AqmuancTpanyuu Cankr-IletepOypra.
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3.6. CamooGcaenoBanue

3.6.1. B nemix noGpoBONBHOrO ONpeE/ICICHNUS YPOBHS COOMIOACHUS 00S3aTEIbHBIX TPEOOBAHH A
KOHTPOJIIMPYEMBIE JIMLA BIIPaBE OCYIICCTBIATH CAMOCTOATENBHYIO OLEHKY COONIONCHuS
00f3aTeNbHBIX  TpeOoBaHMH  (camooOcnenoBaHWe) B ABTOMATM3MPOBAHHOM  PEXHME
C UCIOJIb30BAHUEM OJHOTO U3 CIIOCOOOB, YKa3aHHBIX HA OQUUMAILHOM caiiTe AIMHHHCTPAIUH
Cankr-Tletep6ypra.

3.6.2. Kourponupyemble INHI@, [ONYYHBIIME BBICOKYK)  OLUEHKY  COOMIoneHus
MMH 00A3aTENBHBIX TPeOOBaHUI, MO UTOraM €amo00CNEeIOBAHHA BNPABE INPUHATH JIEKIAPALHIO
cobmoiennst 00s3aTeNbHEIX TPeOOBaHMIA.

Hexnaparus cobmoenus 06:A3aTeNbHbIX TPeOOBaHMH HATIPABILIETCA KOHTPOIHPYEMBIM JIULIOM
B KOMHTET, KOTOPBHIH OCYLIECTBILIET €€ PErUCTPAllMi) M pa3MeIlaeT Ha O(HIHANBHOM CalTe
Anmvunucrpanuy Caskt-TleTepOypra B TeueHHe NATH padounX JHeEH Co JIHS ee MOCTYIIIERUS.

Cpoxk meficTBus aexnaparyy coOmoaeHNs 003aTeNEHEIX TpeOOBAHMIA COCTABISET OIMH FOJ CO
Iua ee peructpauuu B Komurere.

B cnywae aHHynMpoBaHMsS JeKNapallid  coOmoneHMs  00s3aTenbHBIX  TpeGOBaHHMMN
10 pCIICHUIO Komutera KOHTPOJIMPYEMOEC JIMIIO MOXET BHOBE IIPHHSATH ACKIIapauo CO6JIIOIICHI/I5[
00s13aTeNnbHBIX TPEOOBAHH 10 Pe3yNIBTATaM CaMOOGCTENIOBAHMSA HE PAHEE YEM 10 HCTEUEHHH OHOIO
rojta Co AHA IPUHATUA PEILCHNA O €€ aHHYJIMPOBAKKH,

3.7. O6sa3aTrenbHblii NPOPUNAKTHYECKHI BHIUT

3.7.1. Obs3atenbHpIi NpohUIAKTHIECKHI BUSUT MPOBOLUTCSA B OTHOIIEHHH KOHTPOHMPYEMBIX
JIALL, IPACTYNIAIOLIMX K OCYIUECTBIIEHHIO AeATENbHOCTH, KOTOpAst AB/LETCA O6BEKTOM PErHOHAIBHOIO
roCyIapCTBEHHOTO KOHTPOJIA (Haa30pa).

3.7.2. Komurer 0043aH IIpEVIOXKUTh TNPOBEACHHE NPOQPUIAKTHYECKOTO BH3HTA JIMIEM,
NPUCTYNAIOUIAM K OCYUIECTBIEHHUIO AESATENBHOCTH, KOTOpas SABISETCH OOBEKTOM PEerMOHAIBHOTO
rOCYapCTBEHHOIO KOHTPOJIs (Han30pa), He MMO3/IHee UeM B TEYCHHE OJTHOTO I'O/Ia ¢ MOMEHTA Hayasa
TaKOH JEATEIIBHOCTH.

3.7.3.B uemsx obecneueHHs NPOBEACHHS O00A3aTENBHBIX NPOMHIAKTHYECKUX BU3HUTOB
KOHTPOJNMPYEMBIM  JIML@AM  HAMmpaBlAIOTCA  YBCAOMIECHHA © IPOBCICHHMM 00A3aTENBHBIX
NPOQHIAKTHYECKUX BU3UTOB (JIaJiee — YBEAOMIIEHHE).

B yBenoMieHMH ykaspiBaroTes:

TNIOJTHOE HANMEHOBAHUE OPraHU3aLNY;

damunis, IMsL 1 0TYECTBO (TIPH HAJHYHI) HHIUBHIYATBHOrO HpeAIpHHIMATEIS,

HICHTH()HUKALMOHHBIA HOMEP HAJIOTOIUIATEIBIMKA KOHTPOJIMPYEMOTO JIHIIA,;

HauMeHoBaHHe KomWTeTa M HauMEHOBAHWE PETHOHANBHOTO I'OCYAAPCTBEHHOIO KOHTPOJISA
(Han3opa);

11eAb IPOBEACHNS 00A3aTENBHOT0 NPOPUIAKTHIECKOIO BU3HTA;

HaNMCHOBAaHHE IODKHOCTH, ()aMWIHA M HHULHAIBl HHCIEKTOpa, KOTOPOMY IIOPYHaeTCs
TIPOBEIEHHE 00A3aTENBHOrO NPOGHIAKTHIECKOrO BU3UTA,

NnpeanoaracMas 1aTa ¥ BpeM: IPOBEACHHUs 0053aTENBHOr0 NPOPUITAKTHYESCKOTO BH3HTA,

¢opma niposeseHHs 0013aTEBHOTO MPOPUIAKTHIECKOTO BU3KTa (IpodunakTHUecKkas Gecea
M0 MECTY OCYIUCCTBJIEHHS JEATENBHOCTH KOHTPOIMPYEMOIO JIMLUA JU0O MYTEM HCIOJIB30BAHU
BHIEO-KOH(EPEHII-CBSA3M);

Pa3bACHEHHE NPaBa OTKA3aThCs OT MPOBENCHHA 00513aTENILHOTO MPOGHUIAKTHYECKOTO BU3UTA.

VBeomneHus OANUCHBAIOTCS NIpeacenateneM Komurera.

3.7.4. O6s3aTenbHbIN NpoGUIaKTHYECKHI BUSUT IPOBOIAUTCSA B TEUEHHE OJHOTO pabovero MH.

Ecnn B nenp nposeaenns 0613aTeNbROr0 npouiIaKTHYECKOro BU3UTa, IPOBOIMMOTO B hopMe
NpodHIaKTHIECKOH Oeceqbl 110 MECTY OCYIICCTBIEHHS NEATeNBHOCTH KOHTPOJMPYEMOro JIHIA,
KOHTPOJIMPYEMOE JIUIIO OTCYTCTBYET 10 MECTY IPOBENEHHS 00A3ATENBLHOTO MPOGUIAKTHYECKOTO
BH3UTa, 00A3aTeNbHbIH NPOGMIIAKTHYECKUI BU3UT IEPEHOCHTCS Ha HHYIO aTy.
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Ecmu  mposenenne obs3aTensHOro NpoQMIaKTHYECKOTO BU3MTA, IIPOBOAMMOIO IyTEM
HCIOJB30BAHMSL BUJICO-KOH(EPEHI-CBSI3U, B YCTAHOBJEHHBLIH J€Hb OKa3aJoch HEBO3IMOXHBIM
M0 TEXHUYECKAM HJIM MHBIM IIPUYMHAM, O0A3aTENBHBINA MPO(PUIAKTHUECKUH BU3UT IEPEHOCUTCS
Ha MHYIO JaTy.

[Ipu nepenoce 006A3aTENBHOTO NPODYUIAKTHIECKOTO BH3WTAa KOHTPOIMPYEMOMY JIHILY
HalIPaBIIIOTCA IOBTOPHEIE YBEIOMIICHHUA.

377.5.Mo pesyneraTaM  0GS3aTENLHOrO INPOQHIAKTHYECKOTO BH3HTA MHCIEKTOPOM,
€ro NPOBOAMBIINM, COCTABIIIETC ¥ NOANKMCHIBACTCA OTUET, COAEPIKAILHI CIEAYIOUIHE CBEICHHS:

Jara, Bpems, popma nposeneHns 0013aTeNLHOro MPOPHIAKTUIECKOTO BU3HTA,

IIOJTHOC HAUMECHOBAHHE OpraHU3alltH,

Gbamums, IMA ¥ 0TYECTBO (IPH HAIMYNH) HHAXBHAYAIBHOTO IPEANPUHUMATENS B OTHOUICHHU
KOTOPBIX IIPOBE/ICH 00A3aTebHEINA MPOQHIAKTHICCKUI BU3HT;

MICHTHQUKAUMOHHEIA HOMEp HAIOTOIUIATEIBIHKA KOHTPOIMPYEMOTO JIMIIA;

(pamuins, uMs ¥ OTY4ecTBO (NPM HAIMYMM) INPEACTABUTENS KOHTPOIMPYEMOIO JIHMIIA,
MPUCYTCTBOBABUIETO IPH IIPOBEACHHH 0043aTENBHOTO NMPO(UITAKTHIECKOTO BH3NTA,;

HalMCHOBaHME JIOJDKHOCTH, (aMHIMA H  HHUNMAIBI  HHCIEKTOpPd, [POBOIUBLIETO
00s13aTeNbHBINA MPOQUITAKTUIECKUI BU3NT;

PEKOMCH/IOBaHHBIE KOHTPOIMPYEMOMY JIHIly CHOCOOBI CHIDKEHHS KaTerOPHHM pHCKa
IpHYHHERNs Bpena (ywepba) OXpaHAEMBIM 3aKOHOM LEHHOCTAM (€CM TaKWe CrocoObl OBUIH
PEKOMEH/IOBAHBI);

CBE/ICHWA, HEOOXOMMMBIC JUIi OTHECCHHA OOBEKTOB PErHMOHAIBHOTO TOCYIAPCTBEHHOTO
KOHTpO/IA (Han30pa) K KaTETOPHsAM pHCKAa NpHYMHEHHs Bpeda (ymep0a) oXpaHseMBIM 3aKOHOM
LEHHOCTSM (TIpU HX cOOpEe HHCIEKTOPOM).

37.6.B omuu oryer o mnpoBencHUM OGA3aTEMLHBIX MPOQHUIAKTUYECKHX BU3MTOB MOTYT
BKJIFOYAThCSA CBE/ICHHSA O IIPOBEACHHH HECKOIBKMX 00A3aTEIBHBIX NPOQUIAKTHIECKUX BA3HTOB.

Ot4er 0 mpoBeACHKUH 00A3aTENbHBIX MPO(QHIAKTHICCKHX BH3UTOB COCTABIEICS B TEUCHUE
TPEX pabouuX JIHEH CO IHS POBENEHUS 00S3aTENRHOr0 NPO(UITAKTHIECKOTO BH3HTA.

4. KonrpoabHble (HAX30pPHbIE) MEPONPHSATHS, MPOBOAMMEIE IIPH OCYLIECTBICHHI
PErHOHAJILHOTO FOCYIapCTBEHHOT0 KOHTPOJIsi (Haa3opa)

4.1.Ilpy  OCYIECTBIIEHUM PETHOHANBEHOTO TOCYJAPCTBEHHOIO KOHTpoNs (Haz3opa)
KomutetoM npoBomsATcs ChemyromMe BHIBI KOHTPONBHBIX (HAJ30DHBIX) MEpONPHATHI,
IIpenyCMaTpUBAIOILIHNEC B33HMO)IeﬁCTBHe C KOHTPOJIIUPYEMBIMHA JTHIIAMH

NOKYMEHTapHas POBEPKa,;

BBIE3/IHAS MPOBEPKA.

4.2. Ilpn  OCYWIECTBIIEHHH PETHMOHANBHOTO TOCYAAPCTBEHHOrO KOHTpons (Haa3opa)
TPOBOJATCA CEYIOWHE BUABI INTAHOBLIX KOHTPOIBHAIX (HaA30PHBIX) MEPOIIPUSATHIA:

JOKYMEHTapHas IIPOBEpPKa;

BBIE3/IHAs [IPOBEPKA.

4.3. IInaHOBKIE KOHTPOJIBHBEIC (HAaZ30pHBIE) MEPONPHUATHS NPOBOAITCA CO CIEAYIOMEH
NEPUOUYHOCTLIO!

11 OOBEKTOB DPETHOHAIBHOIO TOCYIAPCTBEHHOrO KOHTpONs (HAA30pa), OTHECEHHEBIX
K KaTETOPHH CPEAHETO PUCKaA, — OAUH pa3 B TPU roja;

Ans OOBEKTOB DPErHOHAIBHOIO TOCYHAPCTBEHHOIO KOHTPONA (HAA30pa), OTHECEHHBIX
K KaTeropuu yMEpeHHOIro pUcKa, — OJIHH pa3 B IIECTE JIET;

I 00BEKTOB PErMOHANBHOTO TOCYAAPCTBEHHOTO KOHTPOJS (HAa30pa), OTHECEHHBIX
K Kareropud HHU3KOr0 pHCKa, IJIAHOBBIE KOHTPOJbHBIE (HAA30PHBIE) MEPONPHUATUS
HE NMPOBOAATCA,

4.4 1lpn OCYIIECTBIIEHHH PETHOHANBHOIO TOCYAApPCTBEHHOIO KOHTpons (Hax3opa)
MPOBOASATCA CIIERYIOMIME BU/BI BHETUIAHOBBIX KOHTPONBHBIX (HAA30PHEIX) MEPOIIPHATHIA:
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JNOKyMEHTapHas NIPOBEpKa,;

BBbIE3/IHas IIPOBEPKA.

4.5. B cnysasx, nOpeaycMOTpeHHBIX B myHkTe 1 wactu 1 cratem 57 demepansHoro
3akoHa Ne 248-D3, npoBOAsTCS BHEIIAHOBAS JOKYMEHTAPHAS TPOBEPKA, BHEMIAHOBAA BbIE3IHAS
NIPOBEPKA.

Buisl  BHEMUIAHOBBIX ~ KOHTPONBHEIX  (HAJ30PHBIX)  MEPONPUATUH, MPOBOIUMBIX
110 OCHOBaHHAM, NPEAYCMOTPCHHEBIM B NyHKTax 3 1 4 yacTu 1 cratey 57 OenepanbHOro 3akoHa
Ne 248-@3, onpenenstorcss nopydenuem llpesunenta Poccuiickoit ®enepanmu, nopydeHneMm
[IpaButensctBa  Poccuiicko  Denepauuu, TtpeGoBaHueM npokypopa. Ecium 3TH  BHAB
He omnpexneneHel nopyuyeHuem Ilpesuzmenrta Poccuiickoil @epepauun MMM NOpyYEHHEM
I[IpasurenscTea Poccuiickoit denepauny, mpoBOIITCS BHEIUTAHOBAS JOKYMEHTAPHAS [IPOBEPKA,
BHEIJIAHOBAs BhIE3/[HAS [IPOBEPKA.

B ciyyasx, mpeaycMOTpEeHHBIX B yHKTE 5 9acTH 1 cratbu 57 DenepanbHoro 3akoHa Ne 248-03,
HIPOBOIATCS:

JOKYMEHTapHas IIPOBEpPKa, €CIM TNPOBOANUTCS OLEHKA WCIONHEHHS TMpEeANMUCaHUs
00 yCTpaHEHMH BBIIBICHHEIX HapyIIeHUi 00s3aTeNbHBIX TpeOGOBaHUI, BBIAHHOTO MO HTOTaM
JOKYMEHTAPHOM IPOBEPKH HIIU BBIE3JTHON IIPOBEPKH;

BEIC3/THAA TIPOBEPKA, €CIH POBOJIUTCS OLEHKA MCTIONHEHHUS NPEANHCaHUA 00 yCTpaHEHHH
BBISBJICHHBIX HApPYWICHUM 0013aTeNbHBIX TpeOoBaHMM, BBIAAHHOIO II0 MTOraM BBIE3JHOU
MPOBEPKHU.

4.6. ConepxkaHye BHEMIAHOBBIX KOHTPONBHEIX (HAA30PHbIX) MEPOIPUATHI ONpeNeseTCs:

B CITyuasX, MPeTYCMOTPEHHBIX B MyHKTe | vacty | craten 57 @enepansuoro 3akona Ne 248-D3:
comepxkanueM oOpalienuil (3asBleHmit) rpaxJaH M OpraHu3auMi, UHPOPMALHH OT OPTaHOB
FOCYJApCTBEHHOM BJIACTH, OpPraHOB MECTHOTO CaMOYNpPAaBJICHHs, H3 CPEACTB MAacCOBOM
HH(pOpMaLKY, COAEPXKAHHEM CBEJCHMH, NOMy4eHHBIX KOMHTETOM HMHBEIME croco6Gamy,
npeaycMoTpeHHbIMY  DepmepanbHeiM  3akoHOM  Ne  248-03, comepkaHueM — cBeAeHMIt
00 OTKJIOHEHHH 00BEKTA PETHOHATEHOTO TOCYAAPCTBEHHOrO KOHTPOIA (HAA30pa) OT IapaMeTpoB,
YTBEPXKIACHHBIX MHAUKATOPAMH PUCKA HapyuleHHs OOS3aTeNbHBIX TpeOOoBaHWil, MepeveHb
KOTOPBIX YTBEPKACH HACTOAIMM IIOCTaHOBJICHHUCM, HIIM O COOTBETCTBMM TaKMM IIapaMETpaM;

B CIy4asX, NpPeyCMOTPEHHBIX B NyHKTax 3 ¥ 4 vactu 1 cratem 57 degepanbHOro
sakoHa Ne 248-D3: conepxannem nopydenus [pesuaenta Poccniickoit ®eaepannu, nopydcHus
[IpaButenectra Poccuiickoit denepanmn, TpeGoBaHHs NPOKYPOPA,;

B CIy4asX, INIpPEAyCMOTPEHHBIX B MYHKTE 5 wacTH 1 crateum 57 @enepanbHOro
3akoHa Ne 248-03: cojepxanueM npeamucanud Kommrera 00 yCTPAaHEHMH BbISBIEHHEBIX
HAPYLIEHHH 003aTeNbHBIX TpeOOBAHMUIA,

5. KoHTpo/ibHbI€ (HaA30pHbIE) A€HCTBHSA, COBEpLIAEMbIE B PAMKAX KOHTPOJBHBIX
(Haa30pHBIX) MEPONIPUATHIA

5.1. B Xone MOKyMEHTapHOH NpPOBEpKH MOIYT COBEPUIATHCH CIEAYIOIIHNE KOHTPOJLHEIE
(Ha30pHBIE) NEHCTBUA:

[IOJTyYEHHE TUCBMEHHBIX 00BACHEHNN;

HCTpeOOBaHHE TOKYMEHTOB.

5.2.B Xome BBIE3NHOH INPOBEPKM MOTYT COBEPUIATHCHS CIEAYIOIIHE KOHTPOILHEIE
(Ham30pHBIE) NeHCTRUS:

0CMOTP;

MOJYYEHHE MUCHbMEHHBIX 00BSICHEHHIA;

uctpeboBaHHe TOKYMCHTOB.
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6. TpeGoBanus K OTAEJbHBIM KOHTPOJIBHBLIM (HAA30PHLIM) MEPONPHATHAM, IPOBOAMMBIM
TPH OCYMIECTBICHUH PErHOHAIbHOTO ITOCYAapPCTBEHHOI0 KOHTPOJIs (Ha30pa)

6.1. Cpox npoBeNeHNs BEIE3THOM ITPOBEPKU HE MOXKET [PEBBIIATE JECATH pabouuX JHEN.
B oTHOmMIEHHH 0aHOro CYyGBEKTa MAIOro NpeIIpHHUMATENLCTBA OOIINM CPOK B3aUMOACHCTBUA
B X0/I€ IPOBEACHUS BHIE3AHOHN NPOBEPKH HE MOXKET NPEBBIMIATh MATHACCATH YaCOB JJIA MAJIOro
OPEANPUATHA U NSATHAAUATH YaCOB IS MUKPOIIPEAIPUSTHA.

6.2. loxymeHTapHas NpoBEpKa, PEAMETOM KOTOPOH ABIAKOTCA CBEACHHS, COCTABISIONIHE
FOCYJAAapCTBCHHYI0 TalHy ¥ HaxXOAAIIMECA II0 MECTYy HaXOXKACHHA (OCYIIECTBICHUA
JEATCIBHOCTH) KOHTPOJUPYEMOro Juna (ero (uiuanoB, MpeACTaBUTENBLCTB, 000COOIEHHBIX
CTPYKTYPHBIX TOJApPa3/ICNCHMIL), IPOBOAUTCS C YIeTOM TpeGOBAHMIA, YCTAHOBICHHBIX 3aKOHOM
Poccuiickoit ®@enepannu «O rocynapCcTBEHHO TalHey.

6.3. UuauBu1yaibHBIH IPEATIPHHEMATEND, ABIAIONINICA KOHTPOIMPYEMBIM JIUIIOM, BIpaBe
npeacTasuts B KoMMTET MH(QOPMaUMI0 O HEBO3MOXXHOCTH MPHCYTCTBHSA IIPH TPOBEICHHH
KOHTPOJIBHOTO (HaA30PHOT0) MEPOIIPUATHS B CICAYIOIHMX CIyYasx:

BpEMEHHas HETPYAOCIIOCOOHOCTE;

HAXOXJIEHUE B CITy)KeOHOM KOMaHTUPOBKE MIIH OTIIYCKE B HHOM HACEIeHHOM IIYHKTE;

aIMIHHCTPATHBHBINA apecT;

n30paHve MEphbl NPECedeHHs B BUJAC NOANUCKA O HEBBIE3JIC M HAMICKAILEM IOBEACHUH
WK 33IpeTa ONPENEICHHBIX NCHCTBHH, MPENATCTBYOIIMX MPUCYTCTBHIO IIPH IPOBEICHHU
KOHTPOJILHOTO (HaJ30PHOT0) MEPONpHATHS, a TAKKE B BHAE 3aKIIOUEHHS I10J] CTPaxy
WU IOMAITHETO apecTa;

CMEPTh OM3KUX POACTBEHHHKOB, NOATBEPKACHHAA JOKYMEHTAIBHO.

B ykasaHHbIX ciydasx KomuTer nmpuHuMaeT penieHue o0 OTMEHE MPEKHETO pEIIEHUS
O IPOBEJEHUU KOHTPOALHOTO (HAI30PHOTO) MEPOIPUSTHSA U O TNPOBEHEHHH KOHTPOILHOTO
(Ha30pHOT0) MEPONPUATHS B HHOH CPOK ¢ y4€TOM HEOOXOINMOCTH YCTPaHEHHs 06CTOATENLCTB,
NOCITYXKUBIUKX [OBOAOM JUIA YKa3aHHOI'O B HACTOAILUEM IMYHKTE OOpaIieHUsA KOHTPOIHPYEMOTO
nna.

6.4. Ecnu 1o pe3ynpTaTaM KOHTPOJBHOrO (HAA30PHOrO) MEPONPHUSTUS  BBIIAHHOE
OpPEANHCaHHE 00 yCTpaHEHHWM HapymleHWd o00sA3aTeNbHBIX  TPeOOBaHUIM  HCHOJHEHO
KOHTPOJIHPYEMBIM JIMIIOM HaJJIeXaluM o0pa3oM, MEpbl MO NPHUBICYCHUIO KOHTPOIHPYEMOTO
NALA K aJIMAHKCTPaTHBHOM OTBETCTBEHHOCTH KOMUTETOM HE NPUHIMAIOTCS B CIIydae OTCYTCTBHS
B Komurere uHdopMauny o NpHYHHEHHM KOHTPOIHPYEMBIM JMIOM BCIEACTBYE HAPYLICHHSA
UM 00s3aTeNbHBIX TpeGoBaHuH Bpeaa (ynepoa).

7. NHocynednoe oo:xanoranue pemenuii Komurera
H aeiicTBHil (0e3MeACTBHA) €ro JOJIKHOCTHBIX JIHI

7.1. KonTponupyemele JMIa, B OTHOLICHHM KOTOPBHIX IPHHATH pelteHus Komwurera
HIIM COBEpIUEHBl AeicTBHA (OesfelicTBrue) MODKHOCTHBRIMM Juuamu Komurera, ykazaHHbIE
B yactu 4 craten 40 PDepepansHoro sakona Ne 248-03, umeror mnpaso Ha gocyaebHoe
obxajloBaHHE yKa3aHHBIX pewenuit Komurera wu  (wnn) geiictBuit  (GespeiicTBhs)
€ro JO/DKHOCTHBIX JIHII B COOTBETCTBHH ¢ DenepannLubIM 3akoHoM Ne 248-D3.

7.2. XKanoba nonaercs B KoMUTET B 9MEKTPOHHOM BHJIE ¢ HCMONB30BaHHEM (enepanbHOM
rOCy/lapCTBEHHOM  MHGOpPMalMOHHOH  cuCTeMBl «EIWHBIA  moprall  rocyIapCTBEHHBIX
M MYHHIMINAIbHBIX yCIyT (GyHKUMH)» K (Wiam) noptana «[ ocy1apCTBEHHBIC 1 MYHHLIMIIATBHBIC
yenyru ($ynkuuu) B CankT-IleTepOypre», 3a HCKIIOYEHHEM CIIyHacB, YKa3aHHBIX B IIYHKTE 7.3
Hacrosuero Ionoxenus.

73.1lomava B  Kommrer opran  xanoOvl, CBS3aHHOH CO  CBEJEHHUAMH
H JOKYMEHTaMH, COCTaBJAIOLUIMMH TOCYAapCTBEHHYIO HJIM HHYIO OXPaHIEMYIO 3aKOHOM TalHY,
ocymecTBiseTca ¢ coOmopeHneM TpeboBaHMM 3akoHoAarenbcTBa Poccuiickoit denepauun
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O TOCYNapCTBEHHOM M HHOH OXpaHAeMOH 3aKOHOM TalfHe Ha OyMa)KHOM HOCHTENE
HEMOCPEACTBCHHO UIIH [IOYTOBBIM OTHPABJICHUEM.

7.4. Xano6r1 Ha PEHIEHUs O NIPOBENEHUN KOHTPOILHEIX (HA30PHEIX) MEPONIPHATHIA, aKTEI
KOHTPOJIbHBIX (HAJ30pHBIX) MEPONPHUATHH M TNpeanucaHus o0 YCTPaHEHHMM BBISBIEHHBIX
HapyIleHuH oO0g3aTenbHBIX TpeOoBaHUM, Ha melicTBus (Oe3neiicTBHE) IOHKHOCTHRIX JILL
Komurera paccmarpusarores npeacenarenem Komurera.

7.5. Kanoba mnoanexuT paccMOTpeHHI0O B Tedenume 20 paGoumx paHeH co  OHA
€€ PErucTpaurd. YKasaHHBIH CPOK MOXET ObITb HpoieH KOMHTETOM B CIEAYIOIIHX
UCKIIFOUHUTENBHBIX CITydasaX:

IpH HEOOXOAMMOCTH TNOJNYYEHUS OTHOCSNIMXCA K MPEAMETY >KajI00BI JIOMONHMUTENRHBIX
JAOKYMEHTOB, KOTOpbI€ HAXOJATCS B PACHOPSKEHHU TOCYJApCTBEHHBIX OPraHOB, OPraHOB
MECTHOTO CaMOYIPABJIECHUs TG0 NOZBEAOMCTBEHHBIX UM OpTaHU3aLHil;

npy HEeoOXOAMMOCTH H3Y4YEHHWS MATEPUANOB >Kalo0bl, TPeOyIOMMX 3HAYUTENBHBIX
BPEMEHHBIX 3aTpar;

IIpH OPOBEAEHHH B OTHOIIEHHM MHCIIEKTOPA, PELICHUS, aKThl, NPEINUCAHNs, NEHCTBHS
(GespeficTBrE) KOTOpPOro O0GXKaNylOTCs, CIyXeGHOM TNpOBEpKH 1O (aKTaM, H3I0KCHHBIM
B J)aJiooe;

MpH OTCYTCTBHHM HHCIIEKTOPA, PEUIEHUS, AKTHI, NpEeNIUCaHusd, Aedcreus (OesmeiicTaue)
KOTOpOro 00XKalyloTes, M0 YBaKUTEIBHOH MPUYKNHE (BPEMEHHAS HETPYA0CMIOCOOHOCTD, OTIYCK,
Ciy)xeOHast KOMaHAUPOBKA).

7.6. PaccMoTpenne xanod, CBSI3aHHBIX CO CBEJEHHAMH M TOKYMEHTAMH, COCTABISIONMMHU
roCyJapCTBCHHYX) ~ WJIH  HWHYI0  OXPaHAEMYH0  3aKOHOM  TaiiHy,  OCYIECTBIACTCA
¢ cobmonenneM TpeGoBanui 3aKoHOXATENbCTBA Poccuiickoil deepanuu 0 rocyAapcTBEHHOM
TalHE MJIM HHOTO 3aKOHOJIATENLCTRA, PETYIHPYIOLIETO 3AIIATY COOTBETCTBYIOUINX CBEACHHI.



226045/2021-12878(1)

[Ipunosxenune

K I1o105)K€HHI0 O perHOHANIBHOM
rocylapCTBEHHOM KOHTpOJIE (HaA30pe)
3a IPUMEHEHUEM LIEH HA JIEKAPCTBCHHBIE
[IpENaparkl, BKIOYCHHEIE B IepedeHb
XKHU3HECHHO HEOOXO/IMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX MpEIapaTos

KPUTEPHUU

OTHECeHHsI 00BEeKTOB PETHOHAIBHOI0 rOCYAAPCTBEHHOT0 KOHTPOJIA (HaA30pa)
32 NPUMEHEHHEM LeH Ha JIEKAPCTBEHHbIE NIPEeNapaThl, BKAKYeHHbIE B NepevueHb
KU3HEHHO HeOOXOAMMBIX U BaKHEH X JEKAPCTBEHHBIX NIPENMAPATOB, K KATEropusaIM
puCKa NPHYMHEeHHs Bpena (yiuiep0a) oxpaHseMbIM 3AKOHOM IEHHOCTAM

Kareropus pucka

Kpurepus orHecennsi 00beKTOB
PerHOHANBHOIO rOCYIAPCTBEHHOT0 KOHTPOAA (Haj30pa)
32 NPUMEHEeHUEM 1eH HA JIeKapCTBeHHbIEe TPenapaThl,

Ne NPHYHHEHUS Bpexa
BKJIIOYEHHBIE B NIepeYeHb KU3HEHHO HeOOX0AMMBbIX
n/n | (ymep6a) oxpansaeMbimM "
U BajKHEHIIMX JIEKAPCTBEHHBIX NIPeNaparos,
32KOHOM LIEHHOCTAM
K KaTeropusiM pHcKa NpUYNHEHHUA BpeRa (ywepoa)
OXpansieMbIM 3aKOHOM LHEHHOCTAM
1 2 3
1 Cpennmii puck JeaTeIbHOCTE KOHTPOIHPYEMBIX JIHI| [TPU PEATH3ALUH

JICKapCTBECHHBIX IIPENAapaTOB, YPOBEHH HEH KOTOPHIX

HE JOJDKEH IPEBBILATE CYMMY (haKTHUECKON OTIYCKHOI
LEHEI, YCTAHOBJIEHHOM IIPOU3BOIUTENIEM JIEKAPCTBEHHEIX
IPENapaToB, ¥ NEHBI KOTOPBIX HE MPEBHLIAIOT
3apErUCTPUPOBAHHBIX NIPEAENBHBIX OTIYCKHBIX I[EH

U pa3MepoB OTITOBLIX HaA0aBOK M (MJIM) pa3sMEpOB PO3SHIYHBIX
Han6aBOK, HE MPEBBILIAOIIMX COOTBETCTBEHHO PasMepoB
IPEJEIbHEIX ONTOBBIX Han0aBOK U (HIK) pasMepoB
IPEACIbHBIX POZHUYHBIX HA0aBOK, YCTAHOBJICHHEIX

B CankT-lleTepOypre, ¢ IpeBBIIEHHEM B KaJIEHIAPHOM TO/Y,
IPEIIECTBYIOIIEM IOy IPUHATHSA pelleHUs 00 OTHEeCEHUH
K KaTETOPHUHU PUCKa, 3apETUCTPHPOBAHHBIX MIPEIEIbHBIX
OTIIYCKHBIX IIEH H pa3MEPOB ONTOBBIX HabaBOK

1 (WIN) pa3MepOB PO3HUUYHEIX HAI0ABOK, YCTAHOBIEHHEIX

B Cankr-IlerepOypre, IOATBEPKACHHBIM BCTYITHBIINM

B 3aKOHHYIO CHJTY TIOCTAHOBJICHUEM O HA3HAYEHUH
aJIMUHHCTPATHBHOTO HAKa3aHUs 33 COBEPUICHHE
aJIMUHUCTPATUBHOTO MIPaBOHAPYILEHUS, IPELYCMOTPEHHOTO
B 4acCTH 4 cTaThu 14.4.2 Konekca Poccniickoit ®enepaunun
00 aZIMHHHCTPAaTHBHBIX NPABOHAPYIICHHAX, BHIHECEHHBIX
10 cocrasiieHHBIM KoMuTeTOM N0 Tapudam
Cankr-llerepbypra nporokosnam 06 aAMUHUCTPATUBHEIM
NpaBOHAPYILIECHHAM
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3

YMepeHHEIH pUcK

JlesTenbHOCTE KOHTPONMUPYEMBIX JIHIL [IPH PeaTn3atuu
JICKapPCTBEHHBIX MPENAapaToB, YPOBEHb LIEH KOTOPBIX

HE JOJDKEH IPEBBIATE CyMMY (PaKTHYECKOH OTITYCKHOH
IIEHBI, YCTAHOBIEHHON MPOU3BOIUTENIEM JIEKAPCTBEHHBIX
IIPENApaToOB, ¥ NEHBI KOTOPEIX HE MPEBLIIAT
3apPErUCTPUPOBAHHBIX NIPEAEIBHBIX OTIYCKHBIX LIEH

¥ pasMEPOB ONTOBLIX HaA0aBOK U (MITH) pa3sMepPOB PO3HHYHBIX
HaZ10aBOK, HE NPEBHILIAIOIINX COOTBETCTBEHHO Pa3MEPOB
IIpENENIbHBIX ONTOBBIX HAX0ABOK M (MJIH) pa3MepoB
NIPEAEIBHBIX PO3HUYHBIX HaA0aBOK, YCTaHOBJICHHBIX

B Cankr-IlerepOypre, He OTROCAIIMXCA K KATETOPUU
cy6'be1<'ros MaJIOTO M CPCAHCTO IIPEANTIPHHUMATCIIECTBA

Huzkuii puck

OtcyrcTBHE HA ATy NPUHATUSA pEIICHUS 00 OTHECEHHH
K KATETOPUH PUCKA OCHOBAHUH IS IPUCBOCHUS KaTErOpUid
YMEPEHHOT0, CPEAHEr0 pUCKa
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[Mpunoxenne
K IIOCTaHOBJICHHIO
ITpaButenscrra CankT-IleTepbypra

or 30,09,2021  Ne 730

HNEPEYEHDL
WHIHKATOPOB PHCKA HApYyIIeHHA 00513aTeJIbHBIX TpeGoBaHMil 10 perHoHAILHOMY
rocyapcTBEHHOMY KOHTPOJIIO (HaJ30pY) 3a NpUMeHeHHeM [eH Ha JIEKapCTBEHHbIE
npenaparbl, BKANYEHHbIE B IePeYeHb )KM3HCHHO He00X0AUMBbIX H BaKHEHIIHX
JIEKAPCTBEHHDLIX NIPENapaTos

1. Heonnokparnoe nocrymnenne B Komurer mno Ttapudam Cankr-IletepGypra
(nanee — Komurer) (1Ba unm Gonee pasa B TeYEHHE KaJICHJAPHOrO roja) xanod (oOpauenuii)
Ha JCATEIBHOCTh KOHTPOIMPYEMOTO JIHLIA.

2. llpupneyerne KoMHTeTOM  KOHTPONMPYEMOro JIHOA K  aJMHHUCTPATHBHOM
OTBETCTBEHHOCTH 34 COBEPIUEHHE aAMHHUCTPATHBHOTO INPaBOHAPYMICHWS, HPELYCMOTPEHHOTO
B vacth 4 crateu 14.4.2 Kopekca Poccuiickot ®enepauuud 06 aIMHHHUCTPATHBHEIX
NpaBOHAPYIICHHUSX, B TEYEHHE KaJICHAAPHOrO rOAa.




