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3aKIIIOYEHHE
00 OIIEHKE PETYIUPYIOIIETo BO3ECHCTBUS TPOCKTA
nocra”oBieHus [IpaBurenscrBa XaHThI-MaHCUKECKOTO aBTOHOMHOTO
okpyra — FOrpel «O BHECEHUN U3MEHEHUI B PUJIOKEHUE K TTOCTAHOBJIEHUIO
[TpaBuTenbcTBa XaHThI-MaHCUHCKOTO aBTOHOMHOTO OKpyra — FOrpsl
ot 12 uronsg 2013 roma Ne 250-n1 «O Ilopsinke opranuzanuu
Y OCYLIECTBJIEHUSI PETHOHAIBHOIO TOCYapCTBEHHOTO KOHTPOJIA
(Ham3opa) 3a peanuzaiuen Mep COUaIbHON MOIACPKKH OTACTBHBIX
KaTeropuii rpak/iad o 00eCeYeHHIO JIEKaPCTBEHHBIMU MpenapaTaMu,
MEJIUIIMHCKUMU U3JICTUSAMU U CIICHUAIU3UPOBAHHBIMU
MPOAYKTaMU JISYEOHOTO MTUTAHUS 332 CUET CPECTB
OroxeTa XaHThl-MaHCUICKOTO aBTOHOMHOT'O
okpyra — FOrpe» (nanee — mpoekT)

JlemapraMeHT  SKOHOMHMYECKOTO  pa3BUTHS  XaHTbI-MaHCUKCKOTO
aBTOHOMHOT0 OKpyra — FOrpsl (nanee — yrnoaHOMOYEHHBIA OpraH, aBTOHOMHBII
OKpPYr) B COOTBETCTBUM C TMyHKTOM 2.2 [lopsnka mpoBeaeHUs OLEHKH
perynupytoiiero BozjaeiicTBus (ganee — OPB) npoekToB HOpPMaTHUBHBIX
[IPAaBOBbIX  aKTOB,  IOATOTOBJICHHBIX  HWCIIOJHHUTEIBHBIMU  OpPraHAMH
rOCYJJapCTBEHHOM BIIACTH AaBTOHOMHOI'O OKpYra, OJKCHEpPTU3bl M OLEHKH

(1)aKTI/I‘-IeCKOF0 BOBHeﬁCTBHH HOPMATHUBHBIX IIPABOBBIX aKTOB aABTOHOMHOI'O
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OKpyra, 3aTparMBarOIIMX BONPOCHI OCYILECTBICHUS MNPEANPUHUMATEIbCKOM
U WHBECTHIIMOHHOW  JEATEIbHOCTH, YTBEPKIACHHOTO  IOCTAHOBJICHUEM
[IpaBurenscTBa aBTOHOMHOro okpyra ot 30 asrycta 2013 roma Ne 328-n
(mamee — Ilopsgok), paccMOTPEB MPOEKT, MOSICHUTENbHYIO 3aIlUCKY, CBOJ
NPEeNJIOKEHU TI0 pe3yJibTaTaM MpPOBEJCHUS MYOJIMYHBIX KOHCYJbTAIIHM,
cBonHbIl oTuer 00 OPB mpoekra (manee — cBOA MpeniOKEHUM, CBOAHBIN
oTuer), noarotroBieHHble Ciy>)kO0H 1O KOHTPOJIO M HaA30py B cdepe
3paBOOXpaHEHUs aBTOHOMHOIO OKpyra (maimee — 3npaBHaazop HOrpsr,
peryJUpYIONIUA OpraH), COOOIIAeT CIeAyIOIIEe.

[IpoekT HampaBi€H pPEryJIUpPYIOLIMM OpraHoM I IOJATOTOBKH
HACTOSIIEr0 3aKJIFOUYEHHUSI BIIEPBBIE.

[Tpoekt paszpabotan B cOOTBETCTBUU cO cTaTheil 8.1 denepanbHOrO
3akoHa oT 26 nexabps 2008 roga Ne 294-®D3 «O 3amure npaB IOPUITIECKUX
JUI W UHAUBUAYAJIbHBIX  NpEANpPUHUMATENEH TpU  OCYUIECTBICHUHU
roCy1apCTBEHHOIO KOHTPOJIS (HaA30pa) U MyHULIMIIAIBHOTO KOHTPOJIS».

[Ipoekt 0/100peH Ha 3aceqaHuu OO011ECTBEHHOTO coBETa
npu 3apaBHazazope FOrpsl (mporokon ot 8 uronst 2020 roma Ne 2).

[IpoekToM  mpenaraercd  JOMNOJHUTH  IOPSIIOK  OpraHu3aluu
u OCYUIECTBJIECHUS PErMOHAIILHOTO rocyAapCTBEHHOTO KOHTPOJIS
3a pealn3aluerd Mep COUMAIbHON NMOAAEPKKH OTAECIBHBIX KAaTETOpUM I'pa)kAaH
M0 00ECHEUYEeHHIO JIEKAPCTBEHHBIMH IpenapaTamMu, MEIULUHCKUMU U3AETUSIMU
U CIEUUATU3UPOBAHHBIMU NPOAYKTAMU JI€4EOHOro MUTAHUS TOJIOKEHUSIMH,
ONpEAEIAIOIUMA IPUMEHEHUE PUCK-OPUEHTHUPOBAHHOI O oJ1X0/1a
OpyU  OCYIECTBIEHUH  PETHOHAIBHOTO  TOCYJApPCTBEHHOTO  KOHTPOJS,
U YCTAHOBUTb KPUTEPUH OTHECEHUS JACATEIBHOCTH IOPUINYECKUX JIMIL
U MHAMBUAYAJbHBIX MPEANPUHUMATENEH K ONIPEIeIEHHON KaTeropuu prucKa.

IIpoeKT OTHECEH K BBICOKOW CTEIEHU PETYIUPYIOLIETO BO3ACHCTBUS,

IIOCKOJIBKY B HEM COACPKATCA IIOJOKCHUA, YCTAHABJIMBAKOIIME HOBLIC



O0SI3aHHOCTH JI1 CYOBEKTOB MPEINPUHUMATENbCKOM M WHBECTUIIMOHHOM
NEATEIIBHOCTH.

Nudpopmanms 06 OPB mpoekra pasmemiena Ha [loprane mnpoekTos
HOPMAaTUBHBIX MPABOBBLIX akTOB http://regulation.admhmao.ru (manee — Ilopran)
4 uronst 2020 roxa (ID Ne: 01/01/06-20/00023530).

[IyOmuyHple KOHCYJbTalMM MO MPOEKTYy MPOBEACHBI B MEPHOJ
¢ 8 nrons o 8 urois 2020 roxa.

O MIPOBECHUU yOIMYHBIX KOHCYJIbTaINil MUCHbMEHHO
MPOUH(POPMHUPOBAHBI Y IOJTHOMOYEHHBIM MO 3alUTE NpaB MpeaIpUHUMATENEH
B ABTOHOMHOM OKpyTe, OIOJDKETHBIE YUPEKIEHUS aBTOHOMHOTO OKpyra
«Hsranckass ropojickas mnoJukiauHukay (ropon Hsrawb), «Hedteroranckas
pationHass OonpHHIIA» (ropon Hedreroranck), axnuoHepHble oOIIECTBa
«XaHTel-MaHculickass ~ palloHHass  anTeka» (ropox  XaHTbI-MaHCHIICK),
«XanTtel-MaHcuiickas anteka» (ropoj  XaHThI-MaHCHHCK), accoluaius
YaCTHBIX MEAUKO-COLMAaNbHbIX opraHu3zaiuid npu Cypryrckoil TOproBo-
npoMmblIluieHHoM nanare (ropog Cypryr).

B xome mnpoBeneHuss MyONMMYHBIX KOHCYJBTAIMK TOCTYIUIN OT3bIBBI
00 OTCYTCTBUU TPEAJIOKEHUN U 3aME€UaHUN K MPOEKTY OT YTOJIHOMOYEHHOTO
M0 3alUTe MpaB MNpPeANpUHUMATENE B aBTOHOMHOM OKpyre, OOJIKETHOTO
yupexaeHus aBTOHOMHoOro okpyra «HedTteroranckas paiionHas OOJIbHHIIAY,
acCOLMAllMM YAaCTHBIX MEIHUKO-COLMANBHBIX oOpranu3auuii npu Cypryrckou
TOPTOBO-TPOMBILIIIEHHOU najiare, AKLIMOHEPHOTO oOurecTBa
«XaHTbI-MaHcHICKas anTekay.

YNOITHOMOYEHHBIM OpPraHoOM TMPOBEJEH MOHUTOPUHT HOPMATHUBHBIX
MPaBOBBIX aKTOB CYOBeKTOB Poccuiickori ®Denepanuu, peryIupyrOmax
OTHOLIEHUSI B OOJIACTM TPUMEHEHHS] PUCK-OPUEHTUPOBAHHOIO MOAXO0MAA
Opy peanu3alryd Mep COLMAIbHON MOJACPKKHU OTACIBbHBIX KaTeropuil rpaxkian
M0 0OECIEUYCHHIO JICKAPCTBEHHBIMU TpeNapaTaMu, MEIUITUHCKUMH U3ICITUSIMA

U CIICHMHUAJIM3HUPOBAHHBIMU ITPOAYKTAMHU JIeYeOHOTO ITUTAHUS.



[Io pe3ynbraram aHaau3a YCTAHOBJEHO, YTO AHAJOIMYHOE IPABOBOE
peryinupoBaHue B cyobekTax Poccuiickoit deaepaiiuu OTCyTCTBYET.

B cootBerctBun ¢ uHopmarmeit 3apaBHanzopa FOrpel, oTpakeHHOI
B CBOJHOM OTYE€TE, MNpPEMJIaraéMoe IPOEKTOM NPAaBOBOE PETYJINPOBAHUE
3aTparuBaeT UWHTEpechl (4  IOpUIMYECKUX JIMII U  WUHIUBUIYAIbHBIX
OpearpuHUMATEICH, OCYIIECTBIAIOMIUX JIEATEIBHOCTh MO0  00ECIEYCHHUIO
JIEKapCTBEHHBIMU npenapaTamu, MEIUIUHCKAMHU U3JIENAAMU
U CHELHAIN3UPOBAHHBIMUA MPOAYKTAMHU JEYEOHOrO MUTAHUS 3a CYET CPEJCTB
Oro/KeTa aBTOHOMHOT'O OKpYTa.

B coorBerctBUM ¢ MeETOAMKONM OLEHKM CTaHIAPTHBIX H3JIEPKEK
CyOBEKTOB  MPEINPUHUMATEIBCKOM W  HWHBECTUIMOHHOW  JI€ATEIbHOCTH,
BO3HUKAIOIIMX B CBSI3M C HCIOJHEHHEM TpeOOBaHUI peryjIupoBaHMUs,
YTBEP>KJICHHON MPUKA30M YIOIHOMOYEHHOTo opraHa oT 30 centsa0ps 2013 roga
Ne 155!, perynupyromuM opraHoM IPOU3BEIEH pPacdeT HU3JIEPKEK OIHOIO
CyOBeKTa MpeanPUHUMATEIBCKON NESITEIIbHOCTH, CBS3aHHBIX C HCIOJHEHUEM
TpeOOBAHMI MPETIaraeMoro MpaBOBOTO PETYJIUPOBAHUSA, KOTOPbIE COCTABIISIIOT
3 000,0 pyOGneit (pacxomsl Ha (OPMHUPOBAHWE M HAIMpPABICHUE 3asBJICHUS
00 W3MEHEHUHM KaTeropuu pucka, 00 HHPOPMHUPOBAHWU O TMPUCBOCHHOM
KaTeropuu pUcKa).

Pacxonpl OropkeTa aBTOHOMHOTO OKpYyTa, CBSI3aHHBIE C IPABOBHIM
pPEryJIupOBaHUEM, OTCYTCTBYIOT.

[Io pe3ynpTaTaM  pacCMOTPEHUSI  MPEACTABICHHBIX  JTOKYMEHTOB
YCTAaHOBJIEHO, YTO NPH IOATOTOBKE IPOEKTa MPOLEAYPHI, MPETyCMOTPEHHBIE
[Topsimkom, cOOTIOICHBI.

Bmecte ¢ TeM, B COOTBETCTBHMU C IIOJOKEHUSIMH ba3oBoili mojaenu
OMpeNeNeHUs] KPUTEPUEB M KATErOpvil PHUCKA, YTBEPKIACHHOW MPOTOKOIOM

npoektHoro komutera ot 31 mapra 2017 roma Ne 19(3), Metoanueckumu

! npukas JlemapTaMeHTa SKOHOMUYECKOTO Pa3BUTHs aBTOHOMHOIO okpyra oT 30 centsiops 2013 roma Ne 155

«O06 yTBEpP)KICHWH METOIMYECKUX PEKOMEHAALWI IO TPOBEJICHHWIO OLEHKH PEryIHPYIOUIET0 BO3ACHCTBHA
MIPOEKTOB HOPMATHUBHBIX MPABOBBIX aKTOB, 3KCIEPTHU3BI U OLEHKH (PaKTHIECKOTO BO3IACHCTBHUS HOPMATHBHBIX
IIPaBOBBIX AKTOB)



pEeKOMEHAAIMsAMU [0 MPUMEHEHUIO PHUCK-OPUEHTUPOBAHHOIO  MOAXOJa
OpU OpraHU3alMM PETUOHAIBHOTO TOCYAAPCTBEHHOTO KOHTPOJs (Haa3opa)
B aBTOHOMHOM  OKpyre, YTBEpXKJACHHbIMU mpukazoMm JlemaprameHnta
AKOHOMMYECKOTO Pa3BUTUA aBTOHOMHOTO OKpyra oT 29 mas 2020 roga Ne 118,
YIOJIHOMOYEHHBIM OPTaHOM HPEJIOKEHO JTOMOIHUTD MPOEKT:

- IpaBWJIaMU TIepexojia MOJIKOHTPOJIbHBIX CyOBEKTOB Kak B Ooiee
BBICOKYIO, TaK U B 00Jie€ HU3KYIO KaTeropuIo pucKa;

- IOJIOKEHUSAMM, PETJIAMCHTUPYIOIIMMU TOPSIIOK  BEACHUS  peecTpa
MOJKOHTPOJIbHBIX CYOBEKTOB M COCTABJICHUS €KETOJHBIX IJIAHOB NMPOBEICHUS
IJIAHOBBIX MPOBEPOK C YUYETOM IPUMEHEHUSI PUCK-OPUEHTUPOBAHHOTO MOIXO0AA;

- MOJOXEHUSIMH 00 HHPOPMUPOBAHUU 3ASIBUTENIE O MPUCBOCHUU
ONPE/ICIICHHON KaTErOpUH pUCKa.

BrllieykazaHHble 3aME4aHHUsl yCTPaHEHbl pa3paboTYMKOM B paboueM
MOpSIZIKE, TMPEACTABICH IPOEKT € YYETOM BHECEHHS COOTBETCTBYIOLIUX
U3MCHEHUU.

Ha ocnoBe mnposenenHoii OPB mpoekra, ¢ yderom wuH(popmanuw,
NPEAOCTABICHHON pEryJUpPYIOIIUM OPraHOM B CBOJHOM OTYETE, CBOJE
NPEAJIOKEHUM UM TIOSICHUTENIbHOW 3alHCKe K TMPOEKTY, YIOJIHOMOYECHHBIM
OpraHOM cJIeJIaHbl CIEAYIOIINE BHIBOJBI:

MPEMIOKEHHBIA ~ MPOEKTOM  CIOCO0  MPaBOBOTO  PETYJIMPOBAHUS
000CHOBaH, TMOCKOJbKY NPUMEHEHUE PUCK-OPUEHTUPOBAHHOTO MOAXOAA
IpU  OCYIIECTBJIEHWU  PETHOHAIBHOTO  TOCYJIAapCTBEHHOTO  KOHTPOJIS
3a pealn3aluerd Mep COLMAIbHOU NOAAECPKKH OTAEIBHBIX KAaTerOpUU I'PaKIaH
1o 00EeCIEeUeHHIO JICKAPCTBEHHBIMU MpernapaTaMu, MEIUIUHCKUMH HU3CTUIMU
U CIENUATU3UPOBAHHBIMU TPOIYKTAMU JIEYEOHOTO MHUTAHUSI CIOCOOCTBYET
ONTUMAJILHOMY HCIIOJIb30BAHUIO TPYJOBBIX, MaTepHaIbHBIX W (PUHAHCOBBIX
pECypcoB,  3aJIEMCTBOBAHHBIX TMPU  OCYILECTBICHUH TOCYJapPCTBEHHOTO
KOHTPOJISI, TOBBIIICHUIO PE3YJIbTATUBHOCTU CBOEH AESATEIbHOCTH OpraHamu

rocyapCTBEHHOTO KOHTPOJIS;



B TPOEKT€ OTCYTCTBYIOT TMOJIOKCHHS, BBOJAAIIUE H30BITOUYHBIC
00s13aHHOCTH, 3aIpeThl WIN OTpaHUYECHUS IS CyOBEKTOB
MPEANPUHUMATENCKOM M WHBECTHLIMOHHOM  JIEATENIBHOCTH, a  TaKXKe
CIOCOOCTBYIOLIME BO3HUKHOBEHUIO HEOOOCHOBAHHBIX pAacXOJ0B YKa3aHHbIX
CyOBEKTOB U OI0)KETa aBTOHOMHOT'O OKpYTa.

Kpome Toro, oOpamjaercs BHHMaHHE Ha HEOOXOAMMOCTb IOJIHOTO
U CBOEBPEMEHHOI'O BBINOJHEHUS JeiictBuii Ha Iloprame, B TOM uucie

IIPUKPEIUICHUST HACTOSIIETO 3aKJIIYEHUS K paccMaTPUBAEMOW pPENaKLIHH

npoekra (ID Ne: 01/01/06-20/00023530).
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