[MPABMTENBCTBO YEAABMHCKON OBTACTH
MOCTAHOBJEHHUE

or 08.10.2021 r. N 476-1]

YeasaOunck

@ [lonoxeHuu 0 PETrUOHANILHOM
rOCyJapCTBEHHOM KOHTpoJie (Haa3ope) 3a
NPUMEHEHHWEM LEH Ha JIeKapCTBEHHbIE
npenaparbl, BKJIXOUEHHbIE B [EpeueHb
KM3HEHHO HEOOXOJAMUMbIX U BaXKHEHIINX
JIEKapCTBEHHbIX NpenapaToB

B cootBeTcTBUU ¢ DenepanbHbiM 3aKOHOM «(O roCyZapCTBEHHOM KOHTpOJE

(Haa30pe) 1 MyHULIMNIanbHOM KOHTposie B Pocculickoil Denepauumn
[lpaBurenscrBo Yensounckon odnactu [TOCTAHOBJIAET:

I. YTBepauth npunaraemoe IlonoxeHue 0 perMoHaIbHOM rOCyAapCTBEHHOM
KOHTpone (Haa30pe) 3a MNPUMEHEHMEM UEH Ha JIEKapCTBEHHbIE Ipenaparhl,
BKJIFOYEHHbIE B ME€PeYeHb KH3HEHHO HEOOXOMMMbIX U BaXKHEHILIHUX JIEKapCTBEHHbIX
npenaparos,

2. llpu3HaTb yTpaTUBLLUMU CUITY:

nocraHoBnenue IlpaButensctBa YenssOunckol obnactu ot 19.02.2014 r.
No 25-11 «O6 AZIMMHUCTPaTUBHOM perjamMeHTe HCIIOJHEHUs TOCyAapCTBEHHOM
Qynkurn  «OcyluecTBI€HHE PErMOHABHOIO TOCYIapCTBEHHOrO  KOHTPOJS  3a
IPUMEHEHMEM LIEH Ha JIEKapCTBEHHblE INpenaparbl, BKJIIOUEHHbIE B MepeyYeHb
KU3HEHHO  HEOOXONMMbIX M  BaXHEHWUIMX  JIGKApPCTBEHHBIX  Npenaparos,
OpraHu3aLusMU ONTOBOI TOProBiH, anTe4YHbIMU OpraHu3aLusiMH,
MHAMBUIYyaldbHbIMU NpeanpUHUMATENSAMH, UMEIOLLIUMHU JULEH3UIO Ha
papmaneBTHUecKyO mesTeabHOCTb» (HOxHOypanbckast maHopama, 7 mapra 2014 r.,
Ne 31, cneusbinyck Ne 7);

nocraHosienue IlpaButenscrBa YensiOuHckoit obnactu ot 19.11.2014 r.
No 608-I1 «O BHecenuM u3meHeHuil B nocranoBnene [lpaBurenncTBa HensadouHckoi
obnactu ot 19.02.2014 r. Ne 25-I'» (FOxHoypanbckas naHopama, 2 nekadbps 2014 r.,
No 189);

nocraHosiaeHue IlpaButensctsa UYensOuHuckod obnactu ot 15.04.2015 r.
No 184-I1 «O BHeceHuu u3MeHeHUH B noctaHoBieHue [lpaBuTenbcTBa Yenadunckoii
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obnactu ot 19.02.2014 r. Ne 25-Tl» (OduunanbHpli UHTEPHET-MOPTAN MPABOBOU
uHpopMaLuu (Www.pravo.gov.ru), 17 anpens 2015 r.);

noctaHoByieHue IlpaButensctBa YensOunckod obnactu ot 24.05.2017 r.
Ne 259-I1 «O BHeceHHH M3MeHeHHH B nocTaHoBjeHue [IpaBurenscrBa UensOuHckon
obnactn ot 19.02.2014 r. Ne 25-IT» (OdunmansHbli UHTEPHET-MOPTAN MPABOBOH
UHOpMaLuu (Www.pravo.gov.ru), 26 mas 2017 r.);

nyHKT 1  mnocrtaHoBneHus IlpaButenscrBa  Uensbunckoir  obmactu
or 24.05.2017 r. Ne 266-I1 «O BHeceHMM UW3MEHEHMH B IIOCTAHOBJICHME
[IpaButenscrBa Yensbunckoit obnactu ot 19.02.2014 r. Ne 25-I1 u npusHaHuM
YTPaTHBIUMMM CHIly HEKOTOpbIX mnocraHoBieHui IlpaButenscrBa YensbuHckoH
o0sacTu» (OduumanpHbit MHTEPHET-NTOPTAaJ paBOBOM UH(pOpMaLIUU
(www.pravo.gov.ru), 29 mas 2017 r.);

NYHKT 9 H3MEHEHUH, KOTOpble BHOCATCS B HEKOTOpbI€ IOCTAHOBJIECHMS
IIpaButennctBa  UensbuHckOoW  oOnacTv,  yYTBEPXKAEHHBIX  [TOCTAHOBJIEHHEM
[IpaButensctBa Yensbunckor obmactu ot 23.05.2018 r. Ne 250-I1 «O BHecenuu
U3MEHEeHU B HekoTopsble rnocraHoBieHus [lpaButenbpcrBa UensbuHckoil obnactu u
NMpU3HAHUM  yYTPATHBLUIMMM CHJIYy HEKOTOpPbIX IOCTaHOBJIeHHH [IpaButenbcTBa
Yenabunckoi obnacti» (OduumansHblii HHTEPHET-MOPTAT MPABOBOH HH(pOpMAaLMH
(www.pravo.gov.ru), 28 mas 2018 r.);

IMYHKT & W3MEHEHUH, KOTOpble BHOCATCS B HEKOTOpbIE ITOCTAHOBJIEHUS
[lpaButensctBa  YenssOuHcko# — obmacTu,  yYTBEPXKIAEHHBIX  [TOCTAHOBIIEHHEM
[IpaBurensctBa Yensbuuckoit obmactu ot 20.02.2020 r. Ne 70-IT «O BHeceHHH
U3MEHEHUI B HEKOTOpble mocTtaHoBieHus [IpaButenscTBa UensOuHckol obnactu
NpU3HAHUM yTPaTUBIUMMM CHJIYy HEKOTOpPBIX MNOCTaHoBneHuM [IpaBuTenscTBa
UensiOunckoit obnactiy (OdunmanbHblii HHTEpHET-OPTal NPaBOBOM HUH(pOpMaLMK
(www.pravo.gov.ru), 28 despansa 2020 r.);

nocraHoBsienue IlpaBurensctBa Yensbunckoit obsactu ot 13.05.2021r.
Ne 175-11 «O6 yTBepx AEHUHM KpUTEPHEB OTHECEHUsS AEATENILHOCTH OpraHu3alui
ONTOBO! TOPFOBJIM, ANTEYHbIX OpPraHU3alWi, UHAUBUIYAIBHBIX NPEANPUHUMATENEN,
UMEIOIIMX JIMLUEH3UI0 Ha (hapMalleBTUYECKYIO0 AESATENIBHOCTh, K OINpeneNeHHOM
KaTerOpuu pUCKa MpHU OCYLIECTBICHAH PErMOHAIBHOIO rOCy4apCTBEHHOTO KOHTPOJIS
3a MpPUMEHEHUEM LEeH Ha JIEKapCTBEHHbIE Iperaparbl, BKJIIOYEHHbIE B MEpPEYCHb
)KM3HEHHO  HEOOXONMMBIX M BaXHEHIIMX  JIEKAPCTBEHHBIX  IIPEnapaTos,
OpraHu3alUsIMH ONTOBOM TOPrOBJM, = ANTEYHBbIMH OpraHu3alusIMH,
WUHIMBUIYaJIbHBIMU IpealpUHUMATENISIMH, HUMEIOIINMHU JULEH3UIO Ha
(apMaleBTHUECKYIO AESATEIbHOCTh, H O BHECEHHUH H3MEHEHHH B IOCTAHOBJICHHE
[TpaButennctBa Yenabuuckoit obnactu ot 19.02.2014 r. Ne 25-TT» (OduunansHbIi
MHTEPHET-NIOPTAJ PaBOBO# UH(popMaluy (Www.pravo.gov.ru), 13 mas 2021 r.).

3. HacTosiiee nMocTaHOBIEHHE MOMIEKUT OPUILIHATBHOMY OIyOJIMKOBaHHIO.

[Ipencenarens

AJL Tekcrnep
[IpaBurennsctBa Yensibunckoit odnsactu




YTBEPXJEHO
nocraHoBieHueM [IpaBuTenncTBa

YensOuHCKOH o0nacTu
OT 08.10. 2021 r. Ne 476-I1

[lonoxxeHue
O PErMOHaJbHOM IOCYJapCTBEHHOM KOHTpOJIE (HaaA30pe) 3a NPUMEHEHHEM LIEH Ha
JIeKapCTBEHHbIE MpenapaThl, BKIIIOUEHHbIE B IepeYeHb KU3HEHHO HEOOXOAUMBIX U
Ba)KHEHLIMX JIEKAPCTBEHHbIX MPeNnapaToB

[. O01e nojaoKeHus

1. Hactosiuee IlosoxxeHUe O pErdoHalbHOM T[OCYAapCTBEHHOM KOHTPOJE
(Hag3ope) 3a NMPUMEHEHUEM LIEH Ha JIeKapCTBEHHble Ipenaparbl, BKIIOYEHHbIE B
nepeueHb MXHU3HEHHO HEOOXOAUMbBIX W BaKHEHMIUMX JIEKApCTBEHHBIX IIpernapaToB
(nanee wumenyercs — [lonoxkeHue), ycTaHaBIMBaeT [OPANOK OpraHu3alUU
M OCyLIECTBIEHUS Ha TeppuTopud YenaOUHCKOH 00JaCTHU  PErMOHANBHOIO
rOCyJapCTBEHHOIO0 KOHTpOJs (Haa30opa) 3a MPUMEHEHWEM LUEH Ha JIEKapCTBEHHbIE
npenapartbl, BKJKUYEHHble B MepeyeHb >XU3HEHHO HEOOXOAUMBbIX M BaXKHEHIIHUX
JIEKApCTBEHHbIX MpenaparoB ([allee UMEHYETCS — PECMOHANBHBIN MOCY1apCTBEHHbBIH
KOHTPOJIb).

2. [IpeaMeTOM pErMOHANBHOIO TOCYJApCTBEHHOIO KOHTPOJS SIBISETCS
coOJIIoflecHHe OpraHu3zalUsIMM ONTOBOH TOPrOBJIM JIEKAPCTBEHHBIMH CpPEINCTBAMH,
anTeYHbIMH OpraHU3aUUsIMU, UHIUBUYalbHbIMU NPpEeANIPUHUMATENAIMU, HMEIOLLUMU
JMUEH3UI0 Ha (apMaleBTUYECKYHO NESTebHOCTh, MEIUIIMHCKUMH OpraHU3alusiMH,
MMEIOLIMMHU JIMLIEH3UIO Ha (DapMalleBTUUECKYHO NeSTeIbHOCTb, U UX 000CODIeHHbIMU
noApasae/ieHusiMd  (amMOyJnaTopusiMH,  QenbIUEPCKUMH U (eSibALIepPCKO-
aKyLUEPCKUMM MYHKTaMU, UEHTPaMU (OTAENEHUsIMU) 0OlLLeit BpaueOHON (ceMeHHOMN)
NPAKTUKHU), pACNOJIOXKEHHBIMU B CEJIbCKMX HACENEHHbIX NYHKTaX, B KOTOPbIX
OTCYTCTBYIOT allTEYHbIE OPraHU3alMK (/1aJie€ UMEHYIOTCA — KOHTPOJUPYEMBIE JIULA),
py pealu3allUi JICKAPCTBEHHbLIX MPENapaToB TPEOOBaHUM K MNPUMEHEHHUIO LEH,
YPOBEHb KOTOPbIX HE JOJKEH MpPEBbIIATE CyMMY (PaKTUUYECKOM OTNYCKHOH LIEHbI,
YCTAHOBJICHHOW NPOU3BOAMUTENEM JIEKAPCTBEHHbIX MPENApaTOB, U KOTOPBIE HE
MPEBbILIAIOT 3apErUCTPUPOBAHHBIX TMPEAEIbHbIX OTNYCKHBIX LIEH, U pPa3MEpOB
ONTOBbIX HAA0ABOK U (MJM) pa3MepoOB PO3HUUHBIX HAA0ABOK, HE MPEBbILIAKOIINX
COOTBETCTBEHHO pa3MEPOB MPEAECbHbIX ONTOBbIX HAA0ABOK W (MJIH) pa3MEpPOB
IPENCbHBIX PO3HUYHBIX HAA0ABOK, YCTAHOBIEHHbIX B UensiOMHCKOM obnacTu (nanee
UMEHYIOTCs — 00s13aTesibHble TpeOOBaHUs ).

3. PernoHnanbHbIi rocyJapCTBEHHbIH KOHTpPOJib OCYLLIeCTBISAETCS
MuHHCTEPCTBOM 3ApaBoOXpaHeHUs YUensiOMHCKOM oOsiacTd (nanee HMEHyETCs —
MuHucTepeTBO).

OpraHu3allMOHHasi CTPyKTypa MHMHHUCTEPCTBA COOTBETCTBYET CTPYKTypE
MunuctepcTBa  3apaBooxpaHeHus — YensaOuHckoi  o0nacTv,  YTBEPXKAECHHOM
[IOCTAHOBJEHHEM ['yGepHartopa YensaObuHcKoM obsactu
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ot 27.07.2004 r. Ne 383 «O06 yrBepxneHuu llonoxeHHs, CTpyKTYpbl H IITaTHOH
YHCJIEHHOCTH MHUHHUCTEPCTBA 3/paBooXxpaHeHUs UenssOuHckoi obnactuy.

4. JIOJOKHOCTHBIMM ~ JTUUAMH ~ MHHHCTEpPCTBa,  YMOJIHOMOYEHHBIMH  Ha
OCYLLUECTBIIEHHE PETHMOHAIIBHOIO IOCYJapCTBEHHOIO KOHTPOJIS (fanee UMEHYIOTCS —
JOJDKHOCTHBIE TMla MUHUCTEpCTBA), SIBSIOTCS:

1) Munwuctp 3apaBooxpaHeHusi UenssOumHCKOM oOyiacTu (lanee UMEHyeTcs —
Munucrp);

2) 3aMecTHTeNIb MuHHCTpa 3apaBooxpaneHus YensaOuHckol obnacTtu (nanee
UMEHYeTCs — 3aMeCTUTeNIb MHHHUCTPA);

3) HayalbHKUK YNpaBJleHHs JeKApCTBEHHOro obecrneyeHuss MHHHCTEepCTBa;

4) HayalbHHK OpraHH3alHOHHO-(apMaLEeBTHYECKOr0 OTAENa YyNpaBICHHS
JIeKapCTBEHHOTro obecneyeHnst MUHHUCTEpCTBa;

5) KOHCYJBTAHT OpraHM3alMOHHO-papMaLeBTHYECKOro OTAeJa YIpaBleHHUs
JIeKapCTBEHHOTO obecrneueHnss MUHHCTepCTBa;

6) TriaBHBIH CHEUUAIMCT OpraHU3alHOHHO-PapMaLEeBTHYECKOro OTAeNa
yNpaBIIEHUS JIEKAPCTBEHHOTO obOecreyeHnss MuHucTepeTBa.

[TonrHOMoOuMsT ¥ O0O0S3aHHOCTH JIOJDKHOCTHBIX JiMLL MuHHCTEpCTBA MNpH
OCYLLUECTBIEHHH PErHOHANbHOTO TOCYIapCTBEHHOIO KOHTpPOJs TPENyCMOTPEHbI
denepanbhbiM 3akoHOM OT 31 utons 2020 roma Ne 248-D3 «O rocynapcTBeHHOM
KOHTpolle (Haa3ope) M MYHHLMNAILHOM KOHTposie B Poccuiickon ®enepauumn»
(nanee umenyercs — PeepanbHblii 3aKoH «O rocy1apCTBEHHOM KOHTpOJIE (HaA30pe)
M MyHHLMOaIbHOM KoOHTpone B Poccuiickoit  ®eaepauumn»), HACTOALIUM
[lonoxeHuem.

5. JIOMIKHOCTHBIM JTMLIOM MUHHCTEpPCTBA, YIOJIHOMOYEHHbIM Ha MPUHATHE
pelieHusi O TMPOBEJEHHH KOHTPOJbHbIX (HAA30pHBIX) MEPONPHUATHH, SABIAETCS
MunucTp.

6. OOBEKTOM  PErMOHANBHOTO  TFOCY/JapCTBEHHOTO  KOHTpons  (nanee
UMeHYeTCs — OOBEKT KOHTPOJIs) SIBISETCS ACSITEIbHOCTE KOHTPOJHPYEMBIX JIMLL MO
coOMOIeHHI0  00s3aTeNIbHBIX  TpeOOBaHMI TMpPHU  pealu3alUHi  JEKapCTBEHHBIX
npenapaToB.

7. MuHucTepcTBO obecnedynBaeT yyeT OOBEKTOB KOHTPOIS MOCPEICTBOM
BeJIEHUS peecTpa 00BLEKTOB PETHOHANIBLHOTO TOCYAapCTBEHHOIO KOHTPOJIS (Hax30pa)
3a MpPUMEHEHHEM 1eH Ha JIeKapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B MepeyYeHb
XKU3HEHHO HeoOXOMMMbBIX M BaXXHEWIIHX JIEKapCTBEHHBIX MpenapaToB (naiee
UMEHYeTCS — peecTp OObEKTOB KOHTPOJIA).

8. Peectp 00ODBEKTOB KOHTpOJS pa3MelIaeTcsi Ha OQHLHAILHOM CanTe
MunucrepcTBa B HH(OOPMALHOHHO-TEJIEKOMMYHHKAIIMOHHOM ceTH MHTepHeT (nanee
uMeHyeTcs - opuLHaTbHbIA caliT MUHUCTEPCTBA).

9. Ceenennst 06 oObeKTax KOHTPOJIS BHOCATCA MODKHOCTHBIMH JIHLIAMH
MuHucrepcTBAa B rOCYyJapCTBEHHYIO HH(OpPMALUHOHHYIO CHCTEMY «TumoBoe
obyilayHoe peleHre MO0 aBTOMATH3alWH KOHTPOJbHOW (HaA30pHOH) NESTEIbHOCTHY
(manee HMeHyeTCs — TocyiapcTBeHHas HH(GOPMaLHOHHAas CHCTEMA).

I1. YnpaBieHne pruckaMH NpHYHHEHHs Bpeaa (ylepoa)
OXPaHAEMbIM 3aKOHOM LIEHHOCTSIM MpPH OCYLLIECTBICHHUH PETHOHAIIBHOTO



rocyaapCcTB€HHOI0O KOHTPOJIA

10. PervonanpHblii rocyaapcTBEHHbIA KOHTPOJb OCYLIECTBISETCS Ha OCHOBE
CUCTEMBbI OLICHKH U yIpaBJIEHUs PUCKAMU NPpUYMHEHU Bpeaa (yuiepOa) oxpaHsieMbiM
3aKOHOM LIEHHOCTSIM.

I1.Tlpy  oOCylIeCTBAEHUH PETMOHAIBHOIO [OCYJapCTBEHHOIO  KOHTPOJS
MMHHUCTEPCTBO OTHOCUT OOBEKTHl KOHTPOJISI K OAHOM W3 CIENYIOLUUX KaTeropui
pUCKa MpUYMHEHHUs Bpena (yuwepba) oxpaHsieMbIM 3aKOHOM LIEHHOCTAM (nanee
UMEHYIOTCS — KaTErOpUHU PUCKaA):

1) cpennuii puck;

2) yMEpEeHHbIH pHUCK;

3) HU3KUH pUCK.

12, MHUHHUCTEPCTBO OCYILECTBISET OTHECEHHE OOBEKTOB KOHTPOJIS K OAHOH
U3 KaTeropui pucka, ykazaHHblXx B NyHkTe |1 Hactoswero [lonoxenus, Ha
OCHOBAaHWHM KPUTEPUEB OTHECEHUS OOBEKTOB PETrHMOHAJBHOIO TIOCYAAapPCTBEHHOIO
KOHTpPOJII 3a MPUMEHEHHMEM LEH Ha JIEKAPCTBEHHbIE NpEnaparbl, BKIKOYEHHbIE B
nepeueHb >KM3HEHHO HEOOXOAMMBIX W BaXXHEHIIUX JIEKAPCTBEHHbIX MPENaparos, K
KaTeropusiM pucka NpUYHHeHHUs Bpeaa (yulepOa) oxpaHseMbIM 3aKOHOM LIEHHOCTSIM B
COOTBETCTBHHU C MPUIIOKEHHEM K HacTosweMy [lonoxeHuro.

13, OrHeceHHe OOBEKTOB KOHTPOJIS K OINpPEAEI€EHHOHW KaTeropuM pucka
OCYLLIECTBIsIeTCs NpUKa3zoM MUHHCTepCTBa 00 OTHECEHMHM OOBEKTOB PETHOHAIBHOIO
roCyJapCTBEHHOIO KOHTPOJIS 3a MPUMEHEHUEM LIeH Ha JIEKapCTBEHHbIE Mpenaparsl,
BKJIFOUEHHbIE B MepeyeHb XU3HEHHO HEOOXOAMMBIX M BaXKHEHLIMX JIEKAPCTBEHHbIX
penapaToB, K OINpeJesIeHHbIM KaTeropusM pUCKa MNpHYMHEHHUs Bpelda (yliepda)
OXpaHsEMbIM 3aKOHOM LIEHHOCTSIM.

14. B oTHOUIeHUU OOBEKTOB  KOHTpOJA  [JIAHOBbIE  KOHTPOJIbHbIE
(HaJ30pHbIEe) MEPOTIPUSITUS HE NTPOBOASITCS.

[II. TlpodunakTrka puckoB npUuMHEeHUs Bpeaa (yuiepoa)
OXpaHse€MbIM 3aKOHOM LEHHOCTAM

15.Tlpy  OCyUIeCTBIEHUU PETHOHAIBHOIO T[OCYAAPCTBEHHOrO0  KOHTPOJIs
MUHHUCTEPCTBOM MPOBOAATCA ClAeAYOLINe NPOGUIAKTHUHECKHUE MEPOIIPHUSATHSA:

1) uHdhopmupoBaHue;

2) 0000111€eHHE TPABONPUMEHHUTENBHOHN [IPAKTHKH,

3) 00ObsiBJieHHE NIPEAOCTEPEKEHNS,

4) KOHCYJBTUPOBAHHUE;

5) npodunakTudecKuN BU3MT.

16. UndopmupoBaHue no BorpocaM cobytofeHUst 00s13aTelIbHbIX TpeOOBaHH
ocyliecTsasieTcs MHHUCTEPCTBOM B TOpsiAKe, YCTAHOBJIEHHOM cTaThedl 46
®denepanbHoro 3akoHa «O rocy1apcTBEHHOM KOHTpOJIE (HaA30pe) U MyHHULMIAIbHOM
KkoHTpoJie B Poccuiickoi denepauumm».

17. Tlo UTOram 000011IeHH paBONPUMEHUTENILHOM [IPAKTHUKH
MuHucTepcTBO 0bOecrneurnBaeT MOANOTOBKY JOKJAAa, COAEpXaLlero pe3yJbTaThl
NpaBONpPUMEHUTENLHON  MPAaKTUKK  (;anee  MMeHyeTcs -  JOKJIag o
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NpaBONPUMEHUTENILHON npakTHKe). [lokjiaan o npaBoNpUMEHUTENbHOW MpaKTHKE
rOTOBUTCS MUHHCTEPCTBOM OAKH pa3 B ro.

18.  MuHucrepcTBO obecrieynBaeT nyONHYHOE OOCYXKIeHHe IpoeKTa
JOKJIaga O NpaBONPUMEHHUTEIbHOW MpPAaKTHUKe MOCPEACTBOM pa3MELIeHHs MpOeKTa
JOKlIazla O paBONpPUMEHUTENIbLHON NPaKTHKe Ha ouLnalbHOM caiite MUHHCTEpCTBa
B CpoK He no3aHee 10 deBpans roaa, creayrollero 3a OTYETHbIM.

19. Cpok nyoJIMYHOro o0Cy)AeHHUs poeKTa J0Knajaa 0
NpaBONPUMEHUTENIbHON MPAKTUKE COCTaBsAeT TPUALATh KaJeHAapHbIX AHEH CO JHs
onyONMKOBaHMUA MpOeKTa JoK1aja O [paBONPUMEHUTENbHON MpaKTHKE Ha
oduLmanbHOM caiiTe MHHHCTEPCTBA.

20. Joknan o npaBONPUMEHHUTENbHOW MpPaKTUKe YTBEPXKAAETCS MPUKA30M
MuHucTpa M pasmelnaetcss Ha oduUMaIbLHOM caiite MUHUCTepcTBa B CPOK He
no3aHee NATH  pabouux  OHEM co  AHA  yTBepXAeHUs  Jokjlaja o
MpaBONPUMEHUTENbHON MpaKTHKe.

21. B caywae Hanuuus y MuHUcTepcTBa CBeIEHUNW O T[OTOBSLLUMXCS
HapyLIeHUsIX 00s3aTebHbIX TpeOOBaHUH WM NpU3HAKaX HapylleHHH o00s3aTeNnbHbIX
TpeOOBaHUH M (MJIM) B Cllyyae OTCYTCTBHMSI MOATBEP)KAEHHBIX JAHHBIX O TOM, YTO
HapylleHHe o00s3aTeNbHbIX TpeOOBaHMH MpPUUYMHWIO Bpeld (yluepO) oXpaHseMbIM
3aKOHOM LIEHHOCTAM Jubo co3jgano yrpoly NpvuYMHEHUs Bpeaa (yluepOa)
OXpaHsieMblM 3aKOHOM LIEHHOCTSIM, MHHHUCTEPCTBO OOBSBISET KOHTPOJIUPYEMOMY
JIMLY TIpeocTepPeXeHe O HeIONMYCTUMOCTH HapyllleHHs o0s3aTeslbHbIX TpeOoBaHUH
(nanee uWMeHyeTcs - IIpeoCTepexeHdWe) W TMpenyaraeT MNPUHATbL MeEpbl 10
obecrnieyeHu 0 coOI0IeHHs 00513aTeIbHbIX TPEOOBaHUH.

22. PeuieHue 00 oOObsABIEHHH NPEAOCTEPEKEHUSI  BIIpaBe IMPHHATH
NO/DKHOCTHBIE JMUa MHUHHUCTEepCTBa, yKa3aHHble B noanyHkrax 1|, 2 nyHkra 4
Hacrosiero [lonoxenus.

23. KoHTponupyemoe NHLO He MO3[AHEe NeCATU KaJeHAAapHbIX AHEH CO JHs
MojydeHus: MpenocTepeXeHUs BnpaBe noaarb B MHHHUCTEPCTBO BO3paKeHHE B
OTHOILIEHWH MOJYYEHHOIO NPeNOCTEPEHKEHUS.

24. Bo3paxenue B OTHOLLEHUHU MOJIYYEHHOr0  MpeNoCTepeKeHus
HANpaBJIAETCSl KOHTPOJIUPYEMbIM JIMLOM B MHMHUCTEPCTBO Ha OYyMaXXHOM HOCHUTEe
MOYTOBLIM OTIMpaBjeHUWEeM, JIMOO B BUAE JEKTPOHHOIO JOKYMEHTa, NMOANUCAHHOro
MPOCTON 3J1eKTPOHHOHN MOAMNUCBHIO HHIAUBUAYAJbHOIO MNpeArnpuHUMaTeSIs, Jula,
YMOJHOMOYEHHOTO JIeHCTBOBaTh OT WUMEHH IOPUAHYECKOro JIMLA, Ha yKa3aHHbIA B
MpeoCTePeXKEHUH aapec INeKTPOHHOH MouThl MHHHCTepCTBa, JIMOO UHBIMH
yKa3aHHBIMH B [pe0CTepeKEeHUH CIIOCO0aMH.

Bo3paxenue B OTHOLLEHHUH NOJIy4eHHOr0 npeaocTepexeH s
JIOJDKHO COAEPKaTh:

1) HauMeHOBaHHE HOPUIUMUECKOIO JHULa UK PaMHUIIHIO, HMS, OTYECTBO (MpH
HaJUYKK) HHAUBUYAJIbHOTO NpeANpUHUMATENs;

2)  uaeHTU(UKALUOHHBIA HOMEP HAJIOTOIMJIaTe IbLIHKA,

3) mary M HOMep TMpeNOCTepeXeHUs, HalpaBJIEHHOro B  ajapec
FOPUIMUECKOr0 JIMLA WK UHIWBUIYaJIbHOrO NpeaNpUHUMATE]S,

4)  o00oCHOBaHME MO3ULUHMH KOHTPOJIMPYEMOIO JIMLUA B  OTHOLLEHHH
yKa3aHHbIX B MPEAOCTEPEKEHUH NeHCTBUH (0e31eHCTBHS) FOPUAMYECKOr0 JIMLa HITH



MHAUBUAYAILHOTO TpEANpPUHUMATENS, KOTOPbl€ TMPUBOAST WM MOTYT MPUBECTH K
HapyLUeHUIO 00s13aTeibHbIX TpeOOBaHUH.

25. DBospaxeHue B OTHOLUEHWM MPEAOCTEPEIKEHHUS] PpacCMaTPUBAETCH
MunuctepcTBoM B TedeHue 20 pabouuX OHEH CO AHSA NOCTYIUIEHMS BO3PAXKEHMS B
MunucTepcTBoO.

26. Ilo pe3ynbTaTam  pacCMOTPEHUs  BO3paXX€HUs B  OTHOLUEHUHU
npenoctepexxeHnuss MUHUCTEPCTBOM MPUHUMAETCS] OAHO U3 CEAYIOLMX PELIEHHH:

1) 00 ocTaBieHHUH NpefoCTePEKEHUs B CHIIE,;

2) o0 oTMeHe NMpeaoCTePeKEHH.

27. Pe3ynbTaT pacCMOTPEHUS BO3PAXKEHUS B OTHOLUEHUMW MPELOCTEPEKEHHUS
HanpapJsieTCsl KOHTPOJMPYEMOMY JIMLy Ha OyMa)XHOM HOCHUTesle [OYTOBbIM
OTIpaBJICHUEM B CPOK HE IMO37Hee NecATH padoyux AHeH CO AHS NPUHSATHS pelleHus,
yKa3aHHOro B noAnyHkTax 1, 2 nyHkra 26 HacTosiwero IlonoxeHus.

28. B cayyae OTCYTCTBMS BO3pPaXX€HUM B OTHOLIEHHU IPENOCTEPEKECHUS
KOHTPOJIMpYyeMO€ JIMLO B YKa3aHHbIH B MpPENOCTEPEKEHHUHU CPOK Harpabiser
B MUHHUCTEPCTBO yBEIOMJIEHHE 00 UCTIOJHEHUH TIPEOCTEPEIKEHHUS.

29. JloJoKHOCTHBIE Jinua MHHHUCTEPCTBA OCYLUECTBAAIOT KOHCYJIbTUPOBAHUE
KOHTPOJIMPYEMbIX JIUL B YCTHOW U (MJM) NUCbMEHHOM dopMax.

KoHcynbTHpoBaHue B YCTHOM ¢opme MOryT OCYLUECTBISATb AOJKHOCTHBIE
auua MuHucTepcTBa, yKa3zaHHble B MOANYHKTax 3 - 6 nyHKTa 4 HacTOSILUEro
[lonoxeHus, no tenedoHy, B Xxone NPoBeACHUS MPO(UIAKTHYECKOTO MEPONIPUATHS,
KOHTPOJILHOTO (HAA30pHOI0) MEPONpPUSTHS, Ha JHUYHOM IMpHEMe, HAa OCHOBAHWHU
YCTHOTO 00pallleHUsi KOHTPOJIMPYEMOTO JIULA U (UJIK) €ro MpeacTaBUTeNs.

[lo uToram ycTHOro KOHCyJabTUpOBaHUs MH(OpMalMs B MUCBMEHHON (opme
KOHTPOJIUPYEMbIM JIMLIAM H HUX MPEACTABUTEINISIM HE [peACTaB/IsAETCS.

KoHTponupyemoe nuU0 U ero npeactaBuTelb, B TOM YUCJE KOHTPOJIUPYEMOE
JULUO M €ro npeacTaBUTENb, KOTOPbIM MPENOCTAaBIEHO YCTHOE KOHCYJIbTHPOBaHME,
BNpaBe HanpaBuUTb B MuHucTepcTBO oOpallieHUe B MUCbMEHHOW QopMe Ha
OyMa)XHOM HOcCHUTeJe WM B (hopme 3JEKTPOHHOro AOKYMEHTA O IPENOCTABIEHUH
KOHCY/IbTUPOBAaHHsI B MUCbMEHHOH (hopme.

KoHcynbTHpOoBaHue B NUCbMEHHOW Qopme OCYLIeCTBISETCsl B MNOpsAKe U
CpokH, npeaycmoTpeHnHble DeaepanbHbiM 3akoHom oT 2 Mmas 2006 roga Ne 59-03
«O nopsiake paccMoTpeHus odbpaleHui rpaxxnad Poccuiickoit @enepauumn».

PesynbraToM MNUCHLMEHHOrO KOHCYJNbTHPOBAHHSI SIBASETCS  HalpaBlieHUE
KOHTPOJUpPYEMOMY JIHLY W (MAM) €ro MnpencTaBUTENO [UMCbMEHHOro OTBeTa 3a
MOAMUCHIO JOIKHOCTHBIX JML MMHHUCTEPCTBA, YKa3aHHbIX B MmonamyHkrax 1, 2
nyHKTa 4 HacTosuwero [onoxenus.

30. MHdpopmaLusi 0 nepeyHe JOJOKHOCTHBIX JIML, OCYLUECTBIISIFOLUMX JIMYHbIH
npuemM, U O BpPEMEHM OCYLIECTBJICHUST UMK JIMYHOTO I[IpUEeMa pa3MeLlaeTcs B
noMelleHUssX MHUHUCTEPCTBa Ha WH(OPMALUMOHHBLIX CTeHAAX U Ha O(HULHAILHOM
cailte MuHucTepcTBa.

31. B cayyae mnocTymieHus B MuHUCTEpCTBO 5 U Oojee OJHOTUITHBIX
oOpallleHUd KOHTPOJMPYEMbBIX JIML U KX NPEACTABUTENIEH KOHCYJbTUPOBAHUE 10
TaKuM OOpaLLEHUSIM OCYLLUECTBIISIETCS IOCPEACTBOM pa3MeLIEHUs] HA O(ULIHATLHOM
caiite MUHUCTEPCTBA [TMCbMEHHOTIO Pa3bSICHEHUS.
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32. KoHCynbTHpOBaHWE OCYIIECTBISAETCA MO CIEAYIOLIHMM BONpOCaMm:

1) o6s3aTenbHble TPeOOBAHUSA, MPEADBABIAEMbIE K KOHTPOJIUPYEMBIM JIMLIAM;

2) ocylIECTBIEHHE PErHOHAIIBHOIO IrOCY AapCTBEHHOIO KOHTPOJIS;

3) oTHeceHue OOBEKTOB KOHTPOJIS K KATETOPUSM PUCKa;

4) obxanoBaHHe pellleHUH, neHcTBUI (0€31eiCTBUS) NOMKHOCTHBIX JUL MPH
OCYILECTBJEHUH PErMOHATILHOIO rocyAapCTBEHHOIO KOHTPOJIS.

33. O6s3arenpHble NpOQUIAKTHYECKHE BU3UTHI NPOBOAATCA NOJKHOCTHBIM
JULUOM T[I0 MECTYy OCYIUECTBJIEHUS] JAESATEJbHOCTH KOHTPOJIMPYEMOro JMua
B COOTBETCTBUHM cO crarthed 52 @epepanbHoro 3akoHa «O rocyJapcTBEHHOM
KOHTpoJie (HaA30pe) U MyHULIMMalIbHOM KOHTpoJie B Poccuiickok Penepanum».

34. Ob6s3atensHble NMpoduIaKTHUECKHe BU3UTbI NpoBoAsATCS MunucrepcTBom
B OTHOIIEHHWM KOHTPOJHMPYEMBIX JIML, TMPUCTYNAIOIIHUX K OCYLIECTBIEHHUIO
JESITENIbHOCTH, SIBJISIOLIEHCS 00BbEKTOM KOHTPOIS.

35. Ilporpammoii npoduIaKTUKH PUCKOB TMpHYMHEHUs Bpeaa (yluepda)
OXpaHsieMbIM 3aKOHOM LIGHHOCTSAIM YCTaHaBJIMBaeTCid rpaduK MNpPOBEIEHU
nMpodrUIaKTUYECKUX BUIUTOB.

36. Ilpopunaktuueckud  BU3UT  MPOBOJUTCS C  TPEIABAPUTEbLHBIM
MHGOPMHUPOBAHHEM KOHTPOJMPYEMOTO auua. Cpox MpOBeIeHHUs
NMpo¢dUIaKTUYECKOro BU3UTA HE MOXKET MPEBBIIIATH OHOrO paboyero JHs.

37. MuuuctepcTBO 00s3aHO MPeANOXUTh TMPOBeJeHHEe 00A3aTeNbHOro
NMpodHIAKTUYECKOr0 BH3UTa KOHTPOJIMPYEMOMY JIMLY, MPHCTYMaloUIeEMy K
OCYIIECTBJICHUIO JAEATEIbHOCTH, SBISIOLLEHCS OOBEKTOM KOHTPOJIA, B TEYEHHE
OJIHOTO roJia CO JIHA Hayaja TaKoH JesTeNbHOCTH.

IV. OcylecTBieHHe perioHaNbHOIO rocy1apCTBEHHOIO KOHTPOJIs

38.  PeruoHanbHblif  rocyJapcTBEHHbIH  KOHTpPOJb  OCYLUECTBISETCH
MOCPEACTBOM MPOBeJEHHS CNEAYIOUIMX KOHTPOJIBHBIX (HAA30PHBIX) MEPONIPUATHH:

1) MHCNEKIMOHHBIA BU3UT;

2) IoKyMeHTapHasi IpOBEpKa;

3) Bble3qHAas MpoOBepKa.

39. KoHTponbHble (HaA30pHBIE) MEPONPHUATHS NPOBOAATCS Ha BHEMJIAHOBOM
ocHOBe ¢ coOmonenneM tpeboBanuii MeaepanbHoro 3akoHa «O rocynapCcTBEHHOM
KOHTpoJe (HaJ30pe) 1 MYHULIUMANBLHOM KOHTpoJle B Poccuiickoit denepannuy.

MHcrieKuMOHHBIA  BHU3WT, BbI€3JHAs TMPOBEPKA MOIYT MPOBOAMUTECA C
MCIMOJIb30BAaHUEM CpPEACTB JAUCTAHLUOHHOIO B3aMMOJEHCTBUSA, B TOM YHCIE
NOCpeCTBOM ayuO- UM BUICOCBA3H.

40. OcHOBaHUEM Jisl TIPOBEJEHUS BHEMJIAHOBBIX KOHTPOJIBHBIX (HAI30PHbIX)
MEPOTIPUATUH ABJISAIOTCS:

1) nanuuue y MuHHCTEpCTBA CBEIEHUH O NPpUYMHEHUH Bpea (yliepba) uiu oo
yrpose NpuuYHHEHUs Bpena (yiiepba) OXpaHAeMbIM 3aKOHOM LIEHHOCTAM 10O
BbISIBJIEHHE COOTBETCTBUS OOBEKTAa KOHTPOJIS IapameTpaM, YTBEPHKACHHBIM
HWHIMKATOPAMH pHCKA HapylIeHHs 00s3aTelbHbIX TpeOOBAaHHWM, WM OTKJIOHEHHS
00bEKTa KOHTPOJIS OT TAKUX [TapaMeTPOB;
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2) nopywyeHue Ilpesugenra Poccuiickoii  (Pepepauuu, mopyyeHHe
[IpaButennscTBa Poccuiickoit Menepanin o NpoBeACHUH KOHTPOJIbHBIX (HAI30PHBIX)
MEPONPUATHHA B OTHOLIEHUH KOHKPETHBIX KOHTPOJHPYEMBIX JIHII;

3) TpeboBaHWe MNpPOKypopa O MpPOBEJEHWH KOHTPOIBHOrO (HaJ30pHOrO)
MEPONpPHUATHS B paMKax HaJ30pa 3a UCIOJHEHHEM 3aKOHOB, COOJIIOAECHHUEM MpaB H
cBOOO yenoBeka M TIpaxAaHWHA [0 TMOCTYNHUBIIUM B OpraHbl MpPOKypaTypbl
MaTepuaiaM U oOpalleHHUsM;

4) WCTe4YeHHE CpOKa HWCIOJHEHHUS pelieHHs MHHHCcTepcTBa 00 yCTpaHEHHH
BBISIBJICHHOTO HapyllUeHHs o0s3aTeNbHbIX TpeOOBaHUM - B Cly4yasx, YCTaHOBIICHHbBIX
yacTeto 1 crateu 95 denepanbHoro 3akoHa «(O TrocyJapCTBEHHOM KOHTpOJE
(Ham3ope) U MyHHIIMNIaNbHOM KOHTpousie B Poccuiickoit denepaumnm».

41. B uensx oleHKH pHcka TpUYMHEHHS Bpeda (yuiepba) OxpaHsIEeMbIM
3aKOHOM [IEHHOCTSM MpH MPHHATHH pelleHHs O NpoBelJeHHWH M BbIOOpe BHJA
BHEMJIAHOBOIO  KOHTPOJBHOTO  (HQ30pHOro)  MepomnpusTus  MHHHUCTEpCTBOM
NpUMeHsieTcs MHAMKATOp PHCKa HapylleHHs o0s3aTeNbHbIX TpeOOBaHMIA: HanU4ue
MNOCTYNMUBIIMX B MUHHCTEPCTBO B TedeHwe 6 MecsueB 5 W Oonee oOpalleHuM
(3asBieHH, kanob) NI, B TOM 4HCIe HHAWBHIAYaNbHbIX MNpEeANPHHUMATENIEH,
FOPUHYECKHX JIHII, @ TAKXKe CBeJleHHH (MHGOpMalMK) OT OpraHOB rocyAapCcTBEHHOM
BIACTH, OPraHOB MECTHOTO CaMOYIpaBieHHs MYHHLHMNAIbHLIX 00pa30BaHUM
UensOuHckod obnacT O HapylIEHHH KOHTPOJIMPYEMbIM JIMLIOM 0Os3aTeNlbHbIX

TpeOOBaHHM.
42. KoHTposbHble (Haa30pHbIe) MEPONPUATHS MPOBOAATCS IyTEM COBEPILIEHUS
JODKHOCTHBIM ~ JIMIIOM  MuMHHCTepcTBA M JIMLAMH,  TPHUBIIEKAEMbBIMH

K HpOBEIEHHIO  KOHTPOJLHOrO  (HAA30PHOr0)  MEPONPHSTHS,  CIEAYIOLIMX
KOHTPOJIbHBIX 1€HCTBUM:

1) ocMoTp;

2) ompoc;

3) nosyyeHHe MUCbMEHHBIX OObICHEHHU;

4) uctpeboBaHHe TOKYMEHTOB.

43. B cnydasx TpoBeleHHS KOHTPOJIbHBIX (HAA30pHBLIX) MEpONpPUATHH,
NpeayCMOTpPeHHbIX moamyHkraMud 1, 3 mnyHkra 38 Hacroswero Ilomoxenus, ans
(hUKcalUH JOKAa3aTeJIbCTB HapylleHHH 00s3aTesbHbIX TPEeOOBAaHUN JODKHOCTHBLIMH
TUIaMH MUHHCTEPCTBA U JIMI[AMH, NPHUBJIEKAEMBIMH K COBEPIIEHHIO KOHTPOJIbHBIX
(HaIBOPHBIX) IEHCTBHIL, MOTYT HCIIOJB30BaThCA POTOCHEMKA, ayAUO- H BHICO3AMKCH,
HHbIE CTIOCOOBI PUKCALIMU NOKA3aTENbCTB.

44. JloxazaTenbCTBa HapylieHHH oOsf3aTeNbHbIX TPEOOBAHWH  JTOJDKHBI
MO3BOJIAThL OJHO3HAYHO HAEHTH(DHUIHUPOBATh OOBEKT (UKCALMH, OTPpAKAIOLIMMA
HapyllieHHe o0s3arenbHbix TpeboBanui. dororpaduu, ayaHo- W BHICO3AMMCH,
JI0Ka3aTelbCTBA  HapylleHWH  o0s3aresNibHbIX  TpeOOBaHWH, MOJy4YE€HHbIe C
MCIIOJIb30BAHHEM MHBIX CIOCO0OB (PHUKCALMH, MPHOOLIAIOTCA K aKTY KOHTPOJLHOTO
(HaA30pHOT0) MEPOIIPUATHS.

45. Undopmanus o npoBeleHHH (POTOCHEMKH, ayJHO- H BHAEO3alHCH, 00
MCIONb30BAaHWK  HHBIX  CMOCOOOB  (MKcaUWH  JA0Ka3aTeNbCTB  HapyIlUEeHHH
00s3aTeNbHBIX TPeOOBaHHH W HEOOXOMUMBIX I DTOrO0 TEXHHYECKHX CpeJICTBax
OTpaXkaeTcs B aKT€ KOHTPOJBbHOIO (HaA30pPHOT0) MEPOTIPHATHS.
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46. ®Dukcauus [0Ka3aTebCTB HapylueHUH o0s3aTeNbHBIX TpeOOBaHUH npu
nomMowd (QOTOCHEMKHM TMPOBOAUTCS HE MeHee 4YeM [BYMS CHUMKaMHU KaXXIOro M3
BbISIBJICHHBIX J10Ka3aTeJbCTB HapyLUEHUH 00s3aTeNbHbIX TpeOOBaHHUH.

47. Ayavo- M BMAEO3ANHCh OCYLUECTBISAETCS B XOA€ NPOBEACHUS
KOHTPOJILHOTO ( HaA30pHOI0) MEPONPUsITUS HENPEPbIBHO C YBEJIOMJICHUEM B Hayase
M KOHLE 3alMCH O JaTe, MECTe, BpeMeHU Hauyajla M OKOHYAHHUS OCYLIEeCTBICHMUS
3alUCHU.

B xome aynuo- u BuAeo3anucu (QUKCUPYIHOTCS U YKa3bIBalOTCH MECTO U
XapaKTep BbISIBIIEHHOIO HapylueHHUsl 00s13aTesbHbIX TpeOOBaHUH.

Hcnonas3oBanue QortochbeMku, ayAuo- W BUAeo3anucu A  (dukcauuu
J0Ka3aTebCTB HapylLIeHUH 00s3aTeNbHbIX TpeOOBaHUH OCYLUECTBISETCS C yu4eTOM
TpeboBaHUl 3aKoHOAaTelbCTBAa Poccuiickoil deaepauunu o 3auTe rocy1apcTBEHHOM
TalHBI.

48. [lpoBeneHue KOHTPOJIbHBIX (HAA30PHBIX) MEPOMNPUATHH OCYLIECTBIAETCS
Ha OCHOBaHUM pellleHUss MUHHCTEepCTBa € y4eTOM IOJIOKEHUH nyHKTa | craTeu 64
®enepanbHoOro 3akosa «O rocygapcTBEHHOM KOHTpOJIE (Haa30pe) U MyHHLMIIAIbHOM
KOHTpoJie B Poccuiickoit Penepaunny.

Yka3zanHoe pelleHHe odopmisercs NpukazoM MHUHUCTEPCTBA 3a MOAMNHUCHIO
MuHHUCTpa (J1MUa, €ro 3aMeLLArLLEro).

49. B xoae MHCNEKUMOHHOIO BM3UTA JOJIKHOCTHBIMM JMLaMd MHHHCTEpCTBa
MOTYT COBEpIUATLCS CIEAYIOUIME KOHTPOJIbHbIE (HaA30PHbIEC) NEHCTBHUA:

1) ocmoTp;

2) onpoc;

3) nojyueHHe NMCbMEHHBIX OObACHEHUH;

4) uctpeboBaHHe TOKYMEHTOB, KOTOpble B COOTBETCTBUU C 00sA3aTeNbHBIMU
TpeOOBaHUSIMH  JTOJDKHBI HAxXOIUTbCS B MECTE€ HaXOXKIEHHUA (OCYLUECTBIEHUS
HNeSTeNbHOCTU) KOHTponupyemoro Jjuua {(ero (UIManoB, [pPeNCcTaBUTENLCTB,
000CO0JIEHHBIX CTPYKTYPHBIX NOApa3IeeHui).

50. JlokyMeHTapHble TMpPOBEPKU NPOBOAATCA NOJKHOCTHBIMU  JIMLAMU
MuHucTepcTBa MyTEeM OCYLUECTBIEHHUS CJEAYIOLUUX KOHTPOJIbHBIX (HAA30pHbIX)
JIEUCTBUM:

1) nonyyeHue NMUCbMEHHbBIX O0OBACHEHHUH;

2)uctpeboBaHUEe JOKYMEHTOB.

51. Bele3aHble NpOBEpPKH MPOBOASATCS AOJDKHOCTHBIMH JIMIAMH MUHHCTEPCTBA
MyTEM OCYLISCTBIICHHUS CJIEAYIOLLIUX KOHTPOJIbHbIX (HAA30PHbIX) ACHCTBHMH:

1) ocmoTp;

2) nojiydeHHe MUCbMEHHbIX O0bICHEHHUH;

3) uctpeboBaHuEe NOKYMEHTOB.

52. Cpok npoBeleHUs AOKYMEHTApHOW I[POBEPKH HE MOXET MpeBbILIATh
10 pabounx AHeH, B KOTOpbI€ HE BKJIIOYAIOTCS:

1) nepuoa ¢ MoMeHTa HanpaBieHUs] MUHUCTEPCTBOM KOHTPOJIUPYEMOMY JIHLLY
TpeOOBaHHUs MPeNCTaBUTh HEOOXOAUMbBIE I PACCMOTPEHHUS B X0J€ NOKYMEHTapHOH
MPOBEPKH JOKYMEHTBI, €CJIM CBelleHHUs], coAepKallecs B JOKyMEHTaxX, HMEIOIIUXCs
B  pacropsikeHMd MUHHUCTEPCTBA, HE  I[O3BOJSIOT  OLEHUTH  HCIIOJHEHUE
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KOHTPOJIAPYEMbIM JIMLIOM 00s13aTeNbHbIX TpeOOBaHHH, A0 MOMEHTa NpeICTaBJICHUs
YKa3aHHbIX B TpeOOBaHWU JOKYMEHTOB B MHUHUCTEPCTBO;

2) nepuoj ¢ MOMEHTa HanpasjieHUs MUHUCTEPCTBOM KOHTPOJUPYEMOMY JIULLY
UHPOpMaLMKU O BbIABIEHHWHU OLIMOOK W (MJM) MPOTUBOPEUYUH B MpPEACTaBACHHbIX
KOHTPOJIUPYEMBIM ~ JIMLIOM JOKyMeHTaxX JIM0O O HEeCOOTBETCTBMH CBEIEHUH,
COIEPXKALLMXCA B ITUX NOKYMEHTAax, CBEACHUSIM, COAEPXKALIMMCS B UMEIOLIUXCA Y
MuHuctepeTBa JOKyMeHTax U (WJIM) [OJy4Y€HHbIM [PU  OCYLIECTBJIEHWUH
pervoHallbHOr0 roCyJapCTBEHHOIO KOHTPOJA (Haa30pa), U TpeOOoBaHUsA NpeaCcTaBUTh
HeoOXOAUMBblE TMOSICHEHUS B NUCbMEHHOM ¢dopMe 10 MOMEHTa [peACTaBJIeHUS
YKa3aHHBIX NOACHEHUH B MUHUCTEPCTBO.

53. Cpok npoBeneHus Bble3JHONW NpOBEepKU He MOXKET npeBsblliaTh 10 pabounx
nHed. B oTHolleHMH ofHOro cyObeKTa Majloro npeanpuHUMAaTeNbCTBA OOLIMN CPOK
B3aMMOJICMCTBUSA B XOJ€ NPOBEACHUS BbIE3HOH NPOBEPKM HE MOXKET MPEBbILIATH
NATBAECAT 4acoB  JJId  MaJOro MNpeanpuaTus M NATHAAUATH  4acoB  JUIs
MHUKPOINPEANPHUATHA.

54. Ilpu npoBeneHHWH  KOHTPOJbHbIX  (HAA30pHbIX)  MEPONPUSTHH
M COBEPLIEHUU KOHTPOJIbHbIX (HAI30pPHBbIX) NEHCTBUH, KOTOpbiE B COOTBETCTBUH
¢ TpeboBaHuamMu PenepanbHoro 3akona «O rocy1apCTBEHHOM KOHTpOJIE (Haa30pe) U
MYHULMIANbHOM KoHTpojie B Poccuiickoin ®enepaunu» HAOKHbI NPOBOAUTLCA B
NPUCYTCTBUM KOHTPOJUPYEMOro Jula JHOO €ro MnpeacTaBUTelIs, MPHUCYTCTBUE
KOHTPOJIUPYEMOr0 JiMua Jubo ero npeacraBuTess 00s13aTellbHO, 3@ MCKIIOYEHHEM
NPOBEIECHHUS] KOHTPOJIbHBIX (HAA30PHbIX) MEPONPUATHH, COBEPLUEHUS KOHTPOJbHbIX
(HaI30pHbIX) NeHCTBHMH, He TpeOyLHUX B3aUMOAECHCTBUA C KOHTPOJIHUPYEMBIM
auuoM. B ciydasx OoTCYTCTBHS KOHTPOJUPYEMOro Jvla JUMOO ero npeacTaBUTENs,
NpeNCTaBieHUss  KOHTPOJMpPYEeMbIM JHUOM HHpopmauun MuHHUCTEPCTBY O
HEBO3MOXXHOCTU MPUCYTCTBUS NpU MPOBEIEHUM KOHTPOJIBHOIO (HAA30pHOrO)
MEPONPUATUS KOHTPOJIbHbIE (HAA30pPHbIE) MEPOINIPUATUS NIPOBOASTCS, KOHTPOJIbHbIE
(Ha30pHble) NeHCTBUS COBEpLUAIOTCS, ecld OlleHKa COOJIIOAeHUs 00s13aTesbHbIX
TpeboBaHWNH MpHU MPOBEAEHUM KOHTPOJBHOIO (HAA30PHOIO) MEPOIPUITHSA MOXKET
ObIThH NpoBe/ieHa 0e3 NPUCYTCTBUS KOHTPOJIMPYEMOTO JIMLA, & KOHTPOJIUPYEMOE JIHLIO
ObUIO  HaajeX)almlMM 00pa3oM  YBEIOMJIEHO O [POBEAEHHH  KOHTPOJBHOIO
(HAA30pHOr0) MEPONPUATUS.

55. MHauMBUAyanbHbI NpEeANPHUHUMATENb, SBIAIOIMUHACA KOHTPOJHPYEMBIM
JMUOM, BIpaBe MpeAcTaBUTb B MUHUCTEPCTBO WH(OPMALUIO O HEBO3MOXHOCTH
MPUCYTCTBUSI MpPU TNPOBEJEHUU KOHTPOJIBHOIO (HAA30pPHOr0) MEPONPUATHS B
ciyyasx:

1) 3ab0sieBaHMs, CBSI3AHHOTO C YTPATOH TPYAOCIIOCOOHOCTH;

2) npensTCTBUS, BOSHUKILIEro B pe3ynbTaTe AeHCTBUSL HEMPEOJOJIUMON CUJIbI.

56.1lo pesynbTaTaM pacCMOTpeHHUs YKa3aHHOW HHQOpMaUWK NpPOBEAEHUE
KOHTPOJBHOIO (HAA30PHOTO) MEPONPUSITUS epeHOCUTC MHUHUCTEPCTBOM Ha CpOK,
HEOOXONUMBIH /sl YCTPAaHEHUsi OOCTOSITENBLCTB, [OCIYXUBLIMX ITIOBOAOM Jis
obOpalleHHs1 UHAWBUAYalbHOIO NPEANPUHUMATENS.

V. Pe3ynbraThbl KOHTPOJBHOTO (HAA30PHOI0) MEPOTIPUATUS
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57. Pe3ynbTaTbl KOHTPOJILHOTO (HAA30PHOr0) Meponpusitus ohopMISIOTCS
B NOpsiiKe,  NpPeAyCMOTPEHHOM  [JIaBOH 16  ®enepanbHOro  3axKoHa
«O rocynapCTBEHHOM KOHTpoJsie (HaA30pe) M MYHMIMIIAIBHOM KOHTpoJie B
Pocculickoit @enepauuu».

58. Ilpeanucanue 00 YCTpaHEHUM BBISBIEHHbIX HApyLIEHUH C YyKa3aHUEM
CPOKOB €ro HCIOJIHEeHMs, MNpenycMoTpeHHoe cTtatbel 90 MepepanbHOro 3axKoHa
«O rocyaapCTBEHHOM KOHTposie (Haa30pe) M MYHULMIAUIBHOM KOHTpoJie B
Poccuiickoit ®enepauuu», BblaeTcs 3a MNOANUCBID MuHUCTpa (J4ua, e€ro
3aMellalollero) B COOTBETCTBMM ¢ rjaBod 16 deaepa’ibHOro  3aKoHa
«O rocynapCTBEHHOM KOHTpoOJie (HAa30p€) W MYHHULMIAIbHOM KOHTpOJIE B
Poccuiickoit @enepaunu».

59. KoHTponupyeMoe JIMLO He NOANEXKUT [PUBICUEHHUIO K AAMUHUCTPATUBHON
OTBETCTBEHHOCTW B CJly4ae, €C/I4 Ha JaTy OKOHYAaHHUS CpOKa HCIOJIHEHUS
npeanyucaHus 00 YCTPAaHEHWHM BBIABJICHHBIX HapyLIEHWH yKa3aHHble HapylUeHus
YCTPAHEHBI.

VI. locynebHoe obxanoBaHue pelleHuii MuHHCcTepCcTBa, AEHCTBUH (O€31€HCTBUSA )
JIOJIXKHOCTHBIX JTMLL MUHUCTEPCTBA

60. PeweHuss MuHuctepcTBa, AcHCTBUS (Oe3aelCTBUE) TOMXKHOCTHBIX JIUIL
MunucrepctBa  MOryT OblTb  OOXajlloBaHbl B TOPSAKE, YCTAHOBJIEHHOM
3aKoHonarenbCTBOM Pocculickon ®Penepauuu.

61. KonTponupyemble nuua, npaBa U 3aKOHHbIE HUHTEpPECHI KOTOPbIX, MO WX
MHEHUIO, ObLIM HEMOCPEACTBEHHO HapyWeEHbl B paMKax OCYLUECTBIICHUA
pPEerMoHaJbHOIO0 TOCYAapCTBEHHOIO KOHTPOJSl, MMEIT M[paBo Ha pAocyaeOHoe
00XaloBaHHE:

1) pelieHUH 0 NPOBEIEHUH KOHTPOJIbHBIX (HAA30PHbIX) MEPOIPHUATUH;

2) aKTOB KOHTPOJbHBIX (HAJ30pPHbIX) MEPONPUSITHH, MpeaArnucaHuil o0
YCTPAHEHUH BbISIBIEHHbBIX HAPYLUEHUH,

3) nedicTBuH (0Oe3AeHCTBUSI) OJDKHOCTHBIX JMLL MHHUCTEpCTBA B paMKax
KOHTPOJIbHBIX (HaA30pHbIX) MEPONPUATUH.

62. XKanob6a Ha pewieHUs U aAeidcTBus (0e3aeHCTBUE) MOJKHOCTHBIX JIMLL
MuHucTepcTBa MOXET ObITh oAaHa B TeyeHUue 30 KaleHAapHbIX HEH CO IHs, Koraa
KOHTPOJIUPYEMOE JIMLIO Y3HAJIO UJIM JOJKHO ObLI0 Y3HATh O HapylUeHUH CBOUX IIPAB.

63. B ciyyae npomnycka 1o yBaxKUTelbHOH MPUYMHE CPOKA MOAAYM >KANOOBI
3TOT CPOK M0 XOJATAaiCTBY KOHTPOJIHUPYEMOIO JIMLA, MOAAIOLIEr0 Xajlody, MOXET
ObITb BOCCTAHOBJIEH YMOJHOMOYEHHbIM Ha PACCMOTPEHHUE KaNoObl JOJKHOCTHBIM
JULIOM, OTpe/IeNIsieMbIM B COOTBETCTBUM C MYHKTOM 66 HacTosero [lojoxeHus.

64. JKanoba mnonaercss KOHTPOJUPYEMbIM JIHLOM B MHHUCTEPCTBO B
3IEKTPOHHOM  BUJE€ C  MCIOJb30BaHUEM  (elepaJibHOH  rocynapCTBEHHOH
UHPOPMALHMOHHOM cHcTeMbl «ENUHBINA nOpTall rocy1apCTBEHHbIX U MYHHLIUIIAJIbHbIX
yenyr  (pyHKUMM)» WM (MAM)  aBTOMaru3UpoBaHHOK  cuctembl  «[lopran
rOCYAapCTBEHHbIX W MYHULUNANbHbIX ycayr YensOuHckod obsactu», 3a
UCKITIOYEHUEM CcIydasi, [pelyCMOTPEHHOro MyHKTOM 65 Hacrtosuero [lonoxenus.
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[Ipy nopaue xanoObl rpakAaHMUHOM OHa [OJKHA ObITb MNOANMCAHA TPOCTOH
3JIEKTPOHHOM TMOANUCHIO JMOO YCHUIIEHHOM KBanu(pUUUPOBAHHOW 3JIEKTPOHHOH
noanucbto. Ilpy nojave »xanoObl opraHu3allMedl OHAa JOJDKHA ObITb MOANMCAHA
YCUJIEHHOH KBanu(ULMPOBAHHON 3JIEKTPOHHON MOANMUCHIO.

65. JKanoba, copepxallas cBeAeHUS W JOKYMEHTbl, COCTaBIIIOLIHE
rocy1apcTBEHHYIO WJIM HHYIO OXpaHSEeMYl0 3aKOHOM TailHy, nmoaaercs B (opme
JOKyMEHTa Ha OyMaXHOM HOCHTeJe C YyueToM TpeOOBaHMH 3aKOHOAATeNbCTBA
Poccuiickoii ®eaepaiinu 0 rocy1apcTBEHHOH M HHOM OXPAaHSAEMOHN 3aKOHOM TalHe.

66. XKanoba Ha neiicTBusa (Oe3aelicTBUE) AOMKHOCTHbIX JULl MUHUCTEpCTBA,
yKa3aHHBIX B MOANyHKTax 3 — 6 nyHkta 4 Hactosdwero [lonoxenus,
paccMmatpuBaeTcss MUHUMCTpOM.

XKanoba Ha peuieHus, newctBust (OesnmeiicTBue) MuHHUCTpA, 3aMeCTUTENS
MuHucTpa paccmaTtpuBaetcs | 'ydoepHatopom HensiOuHckol o0nacTy.

67. YNOJHOMOYEHHOE Ha pacCMOTpeHHEe KanoObl NOMKHOCTHOE JIMLO NpH
PAacCCMOTPEHHH KaloObl HCIIONB3YeT TMOACHCTEMY [0CyNeOHOro o00KanoBaHUs
rocyaapcTBeHHOW UH(OPMALUOHHON CUCTEMBI.

68. YnonHomoueHHble HA PACCMOTPEHHE kanod AOJKHOCTHbIE JIMLA TOJIKHbI
obecrneyuTb nepenavy B MOACUCTEMY AOCYAeOHOrO 00XKaNoOBaHUs rOCyAapCTBEHHOH
UH(OPMALIMOHHOW CUCTEMbI CBEJICHHH O X0/ pacCMOTpPEHUs Kanod.

69. Xanoba noaIexxXUT pacCMOTPEHHUIO B TeueHue NBaaLaTH padouux AHEH co
JIHSl €€ perMcTpaLMu.

70. Cpok paccMoTpeHUs KanoObl MOXeT ObITh NPOANIEH Ha ABaALATh pabouUX
JIHEH B CAeAYIOUIMX UCKIIOUUTENbHbIX Cydasx:

NpoBee€HHE B OTHOLUEHWU JOJDKHOCTHOrO juua MuHUcTepcTBa, AEHCTBUS
(Oe3meiicTBHE) KOTOpPOro oOOXayroTCsl, CJYyXeOHOM npoBepKH Mo ¢akTam,
yKa3aHHbIM B xanobe;

OTCYTCTBHE JOJKHOCTHOro nvua MUHHCTepcTBa, NEHWCTBUA (Oe3neicTBUE)
KOTOpOTo obxanyorcsl, no YBAXHUTEJbHON pU4UHE (BpeMeHHas
HETPYA0CNOCOOHOCTb, OTNYCK, KOMaHAMPOBKA).

71. YNONMHOMOYEHHBIH OpraH BIpaBe 3alpOCUTb Y KOHTPOJIMPYEMOTro JIMLA,
NOJAaBLIEro Kajuooy, NOMNOJIHUTENbHYIO HH(POPMALIMIO U TOKYMEHTbI, OTHOCALLIHECS K
npeamety xanoObl. KoOHTponupyemoe /MU0 BIpaBe MpPeACTaBUTb YKa3aHHbIE
UHGbOPMaLMIO U JOKYMEHTHI B TeHEHHE NSATH pabOUuUX JHEH ¢ MOMEHTA HalpaBJIeHHUs
3anpoca. TeueHue cpoka paccMOTpeHMs KaloObl NPUOCTAHABIMBAETCS C MOMEHTA
HampaBlieHHs 3ampoca O MpPeACTaBICHUH JAOINOJHUTENbHBIX HHPOPMAaLUU MU
JOKYMEHTOB, OTHOCALUMXCS K MpeaMery xanoObl, JO MOMEHTa TMOJYyYeHUs HX
YNOJHOMOUEHHbIM OpPraHoM, HO He OoJiee yeM Ha MNITb pabO4YUX AHEH C MOMEHTa
HamnpabjeHus 3anpoca. Henonyuende oT KOHTPOJHUPYEMOTrO JIMLA JOMOTHUTEIbHBIX
MHPOPMALKMU U JOKYMEHTOB, OTHOCSLUMXCS K MNpPEAMETy XaloObl, He sBIAETCA
OCHOBaHHEM JJIs OTKa3a B paCCMOTPEHUH #KaoObl.

72. He ponyckaercs 3amnpalliMBaTb Y KOHTPOJIMPYEMOIO JiMlia, MOJaBLIErO
xanody, UH(OpMALUMIO W JOKYMEHTbl, KOTOpblE€ HaXONATCS B pPaCHOPSKEHHH
rOCyJapCTBEHHbIX  OPraHoB, OpPraHOB  MECTHOINO  CaMOYINpaBJIEHHd  JIHOO
MOJABEOMCTBEHHbIX UM OpraHHu3alHi.
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73. Jluuo, nonasuiee xanody, 10 NPUHATUS UTOrOBOIO pElleHUs Mo xajode
BIpaBe [O CBOEMY YCMOTPEHHUIO IMpPEACTaBUTh JOMNOJIHUTENIbHbIE MaTepUallbl,
OTHOCsILIMECS] K IPEAMETY Kano0bl.

74. Ilo uroram paccMOTpeHHs KajoObl YNOJIHOMOYEHHOE Ha pacCMOTPEHUE
aso0bl NOMKHOCTHOE JIULIO IPUHUMACT OJTHO U3 CJEAYIOIINX PELIeHUN:

1) ocraBnset xanoly 0e3 ynOBIETBOPEHHUS;

2) oTMeHsieT pelleHUe MUHUCTEPCTBA NOJHOCTHIO UIIK YaCTUYHO;

3) oTmeHsieT pelleHMe MUHHCTEpCTBa MNOJHOCTBIO U INPUHUMAET HOBOE
pelLeHue;

4) npuzHaeT JelcTBUS (Oe3meHCTBUE) NOJDKHOCTHBIX JIML MUHUCTEPCTBA
He3aKOHHbIMU M BbIHOCHUT pellieHue MO CYLIECTBY, B TOM Yucje 00 OCYLIeCTBICHUU
pyU HEOOXOAUMOCTH OIpeaesIeHHbIX NeHCTBUN.

75. PeuieHue yrnoJHOMOYEHHOTO Ha pacCMOTpEHHE KajloObl JOJKHOCTHOIO
Jauua, colepxalliee OOOCHOBaHUE [IPUHSATOIO pELIeHUsl, CPOK U IOpANOK €ro
UCIIOJIHEHUS, pa3MelllaeTcss B JMYHOM KaOMHETe KOHTPOJUPYEMOIO JiMla B
(denepanbHOM TroOCYyAapCTBEHHOW WHPOPMALMOHHON cUcTeMe «EAUHBIA nopral
FrOCyNapCTBEHHbIX M  MYHUMUMNAJBHBIX  YCIyr ((QyHKUuH)» U (MId) B
aBTOMAaTU3upoBaHHOW cucteme «llopran rocynapcTBeHHbIX U MYHUUMIAIBHBIX
ycayr YenssOuHckon o6nacTy» B CPOK He MO3[HEe OJHOro paboyero AHs CO AHS €ro
[IPUHSATHS.
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IMPUJIOXEHUE
K ITonoxennto
O pErHOHabHOM
roCy1apCTBEHHOM KOHTpOIe
(Hag3ope) 3a NpUMEHEHHEM LIEH
Ha JIeKapCTBEHHbIE Npernaparsl,
BKIIFOUEHHBIE B IIEPEYECHb
*HU3HEHHO HeOOXOAUMBIX H
BaXXHEUIINX JIEKAPCTBEHHBIX
npenaparoB

Kputepuu oTHeCceHHS 0OBEKTOB PETHOHANIBHOTO FOCY JapCTBEHHOTIO KOHTPOJIA
(Ham30pa) 3a NPUMEHEHHEM IIEH Ha JIeKapCTBEHHBIE IIPENapaThl, BKIIOYEHHbIE B
nepedeHb )XKU3HEHHO HEOOXOAUMBIX U BaXKHEMHINX JIEKapCTBEHHBIX NIPENapaToB, K
KaTeropusM pHCKa NpUYHHEHHs Bpena (ymepba) oXpaHsaeMbIM 3aKOHOM IIEHHOCTSIM

1. OOBEKT KOHTPONS OTHOCUTCA K KaTeropud CpeaHero pHCKa, ecld
KOHTPOJIHUPYEMOE JIMLO HMMEET JIMLIEH3HI0 Ha OCYyLIECTBJICHHE (apMaleBTUYECKOM
IEATENBHOCTH, BKIIOYAIOLY0 OHOBPEMEHHO ClIeyIOLe BUBI paboT (yclyr):

1) onTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMH CPEACTBAMH IS MEIUIIMHCKOIO
IIPUMEHEHUS;

2) PO3HHYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU IpernapaTaMy A MEIUIMHCKOro
nprMeHeHHnss He MmeHee udeM no 400 agpecaMm, npeayCMOTPEHHBIM JIHLEH3HEN Ha
OCYILLIECTBJICHHE (papMalleBTUUECKOM NEATETbHOCTH.

2. OOBEKT KOHTPOJSI OTHOCUTCA K KAaTerOpHH YMEPEHHOIo pHCKa, €Cld
KOHTPOJIMpYEMOE JIMIIO HMMEET JIMLEH3HI0 Ha OCYILECTBIEHHE (papMaleBTHYECKOH
AESATENbHOCTH, KOTOpAs:

1) He Bkmouaer BUA paboT (yciyr) - onToBas TOPIOBIS JIEKAPCTBEHHBIMU
CPEJCTBaMH JJIs MEANLIMHCKOTO IPUMEHEHUS;

2) BKkmio4aer BHJ pabor (yciyr) - pO3HH4YHAas TOProBIsS JI€KapCTBEHHBIMH
IpenapaTaMHM JJs MEIHULIMHCKOro mnpHUMeHeHuss MeHee 4eM 1o 400 anpecawm,
IpeIyCMOTPEHHBIM  JIMLIEH3Well  Ha  ocyllecTBIeHHEe  (apMaleBTHUYECKOMH
IEATEIBHOCTH.

3. OOBEKT KOHTpPONS OTHOCHTCS K KaTeropud HH3KOIO pHCKa, ecClH
KOHTPOJIMpyEMOe JIMLIO MMEET JMIEH3HWI0 Ha OCyllecTBiIeHHe (apMaleBTHYECKOH
IEATENBHOCTH, KOTOpas:

1) Brmoudaer BUJ paboT (yciIyr) - OnToBas TOPTOBIS J€KApCTBEHHBIMU
CPEINCTBaMH JI1 MEIULIMHCKOTO NPUMEHEHUS;

2) He BKIIO4aeT BUJ paboT (YCNyr) - po3HHYHAs TOProBIIS JIEKapCTBEHHBIMH
npenapaTaMmy sl MEIULHHCKOTO IPUMEHEHHS.



