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SAKJ/TIOUEHUE

00 OIIeHKe PeryJMpyIoIIero BO3AeMCTBUS ITPOEKTa MOCTAaHOBIeHUsT AgMuHUCTpauy ToMcKom
o6mactu «O BHeCEHMUM M3MEHEHM B IIOCTAaHOBJIeHNe AnMuHucTpaimumu TomMckoi obiacTu
ot 28.07.2025 Ne 344a»

HemapramMeHT 1O TOCYJapCTBEHHO-TIPABOBBIM  BOIPOCAM ¥  3aKOHOIPOEKTHOM
oesarenbHocT  ApmuHuctpaumm Tomckou obnactu  (manee - [lemapraMeHT), Kak
YIIOJIHOMOYEHHbBIMI OpraH B 00JIaCTM OLIEHKM PEeryJupyloliero BO3HEUCTBUSI TTPOEKTOB
HOPMATMBHBIX IIPAaBOBbIX aKTOB TOMCKOM 00J1acTM, PacCMOTpesa MPOEKT ITOCTAHOBJIEHMS
Anvunaucrpammun  Tomckon obsmactu  «O  BHeCEHMM M3MEHEHMII B IIOCTaHOBJIEHME
Anvunanuctpauyy Tomckoit obmactu ot 28.07.2025 Ne 344a» (mamee - TIPOEKT akTa),
paspaboTtaHHbIM [lemapTaMeHTOM JIMIIEH3MPOBAHMS U PETMOHAJIIBHOTO TOCYIapCTBEHHOTO
KoHTpoJist Tomckoi obsiactu (masee — Pa3paboTumK), MOSICHUTENbHYIO 3alMCKy K HEMY U
CoO0IIIaeT caemyrolee.

[IpoekT axkra HampaByieH Pa3paboTuuMKOM [Jji1 TOATOTOBKM 3aK/IIOUEHUS] 00 OIleHKe
peryJiMpyIomiero BO3LENCTBMS B paMKax IIpMMeHeHMsl ToJIoskeHul TmyHkTa 6 Ilopsigka
MIPOBEJIEHNST OLIEHKM PEryJIMPYIOIIErO BO3JEMCTBUSI ITPOEKTOB HOPMATMBHBIX MTPABOBBIX aKTOB
Tomckon 061aCcTi, YCTAaHOBJIEHHOTO TMOCTaHOBJIeHNeM AAMMHUCTpauuy TOMCKOM 06JIacTé OT
11.07.2024 Ne 272a «OO6 olieHKe peryaupyroollero BO3IEMCTBUSI IPOEKTOB HOPMATUBHbBIX
MPaBOBBIX aKTOB TOMCKOM 06JIaCTM M IKCIEPTH3e HOPMATMBHBIX ITPABOBBIX aKTOB TOMCKOM
obsactu» (manee - Ilopsimok mpoBemennst OPB). CorsacHo nynkty 6 Ilopsimka mpoBemeHumst
OPB nonoskenus rnaB 2, 3 Ilopsinka mpoBemenuss OPB He OpMMeHSIIOTCSI B OTHOIIIEHUMU
IIPOEKTOB aKTOB, pa3pabOTaHHBIX B LEJSIX IPUBEIEHMUS HOPMATUBHBIX ITPABOBBIX AaKTOB
Tomckon o06y1acTM B COOTBETCTBME C TpeboBaHMsSIMM (hefepasbHOTO 3aKOHOAATEIbCTBA,
3aKOHOJATENIbCTBA TOMCKOV 006j1acT, B CJly4yae, €CJIM IPOEKTbl aKTOB HE COMepsKaT MHBIX
MTOJIOKEHUM, 3aTparuBalOIMX BOIPOCHI OCYILECTBJIEHUS TPeNNPUHUMATEIbCKOM U MHOM
9KOHOMMUYECKOM IesITe/IbHOCTH.

OlleHKa peryamMpyroiiero BO3AEMCTBUSI B OTHOIIEHUM YKAa3aHHBIX ITPOEKTOB aKTOB
IIPOBOJIMUTCS B COOTBETCTBUM C myHKTamu 31, 32 u 45 IMopsaka nposenenns OPB. ITynkTom 45
[Topsinka npoBenenus OPB ycTaHOB/IEHO, UTO B OTHOIIIEHMM ITPOEKTOB aKTOB, OIpee/IeHHbIX B
nyHkTe 6 Ilopsaka nmpoBemenuss OPB, oieHKka peryampyromiero Bo3aencTBus IPOBOAUTCS 6e3



aHa/M3a 0OOCHOBAHHOCTY BbIOOpPA MpeajiaraeMoro pa3paboTunkOM MPaBOBOTO PEryMpoOBaHMS
(mastee - YIIpOIIIEHHBIN MOPSIIOK).

B coorBerctBuM ¢ mnyHkrom 31 Ilopsaka mnpoBemennsi OPB  Paspaborumkom
MOATOTOBJIEHA TIOSICHUTE/bHAs 3amMcka K TIPOeKTy akTa, CIyskaiiasi oO0OCHOBaHMEM
rpejiaraeMoro IpaBoOBOrO PEryJIMPOBAHMS.

[TpoekT aKTa C mpwiaraeMbIMi K HeEMY JOKYMEHTaMM HallpaByieHbl PazpaboTumkom mjist
MOATOTOBKY HACTOSIIIErO 3aK/IFOUYEHMS B YITPOILIEHHOM ITOPSIAKE BIIEPBBIE.

[To utoram paccmotpenusi [lemapTaMeHTOM IpefJjiaraeMoro MpaBOBOTO PEryaIMpOBaHMS
YCTAHOBJIEHO, UTO TIPOEKT akTa TIOATOTOBJIEH B MeJSX TMpPUBEOEHMS] TIOCTAHOBJIEHUS
Anvmanctpauyy Tomckoit obmactu ot 28.07.2025 Ne 344a «O6 yrBepskaennn ITosnoxkeHus o
perMoHajJbHOM TOCY[AapCTBEHHOM KOHTpoje (Hag3ope) 3a TMpuUMeHeHuMeM IleH Ha
JIeKapCTBEHHbBIE IMpernapaThl, BKIIOUEHHbIE B ITepeueHb KM3HEHHO HEOOXOAVMBIX M BaKHEMIIINX
JIeKapCTBEHHBIX IIpernapaToB, Ha Tepputopuu TomcKou obsactu» (majgee — IMOCTAHOBJIEHME
344a) B coorBercTBUE ¢ DemepasbHbiM 3akoHOM OT 31 uionst 2020 roma Ne 248-®d3 «O
roCyJlapCTBEHHOM KOHTpoje (Hajg3ope) ¥ MYHUIMIIAIBHOM KOHTposie B Poccuiickoin
®enepauyn» (manee - emepanbHbiil 3aKOH Ne 248-D3) B cBA3M ¢ M3MEHEHMUSIMU, BHECEHHBIMU
®depepanbHbiM 3aKkoHOM OT 29 nmekabps 2025 roma Ne 567-@3 «O BHeceHMM WM3MeHEHMI B
®epnepanbHbiii 3aKOH «O rocygapCcTBeHHOM KOHTpoJie (Ha30pe) M MyHULIMIIATbHOM KOHTpPOJIe
B Poccuiickon @epepauym», BcrymuBiummu B ety 29 nekabpst 2025 ropa.

B mosicHMTeNbHOM 3amyicKe K MPOEKTY aKTa yKa3aHbl TakKKe M3MeHEeHMs, BHECEHHbIe
®denepanbHbiM 3akOHOM OT 29 mekabpst 2025 roma Ne 548-®3 «O BHeceHMM M3MeEHEHUI B
@®epepanbHblii  3akOH «O  3ammTe TpaB  IOPUAMYECKUX JIMI] U MHIUBUAYATbHbBIX
MpennpyHUMAaTesieii IIPUM  OCYIIECTBJEHMM TOCYHAapCTBEHHOTO KOHTpOJiS (Ham3opa) U
MYHUIIMIIAJIBHOTO KOHTpoOJist» U cTathy 29 u 65 ®emepanbHoro 3akoHa «O rocymapCcTBEHHOM
KOHTpoJie (Hag3ope) M MyHMUIIMIIAJIbHOM KOHTposie B Poccuiickon @enepauym», Kacarolmecs
MIPOBEIeHNST KOHTPOJIbHBIX (HAA30pPHBIX) MEPOIPUSITUM B OTHOIIEHUM CaMOPEryIMPyeMbIX
opraHm3anuit. B TO JKe BpeMs TIPOEKTOM aKTa COOTBETCTBYIOIME W3MEHEHMsS] He
MpeayCcMaTpUBAIOTCS.

B yacTHOCTM, TIPOEKTOM akTa IPedyCMOTPEHO BHECeHMe CJeAYyIOUIMX M3MEeHEeHU B
[TonoxkeHre 0 permoHaJIbHOM I'OCYIapCTBEHHOM KOHTpOJe (Haf3ope) 3a MpUMeHEeHNeM IIeH Ha
JIeKapCTBEeHHbIe MTpenapaThl, BKJIIOUEHHbIE B IepeueHb JXM3HEHHO HEOOXOAMMbBIX Y BasKHEMIIINX
JIEKapCTBEHHBIX  IIperapaTtoB, Ha Tepputopuyu TomcKon  06s1aCcTH,  YTBEPKIEHHOe
rnocraHoBJieHMeM 344a (pasnee - [Tonoskenne):

- nyHKT 6 IlonmokeHuss wmsjaraetcss ¢ yderoMm TtpeboBaumii vactu 1.1 cratbu 21
®epnepanbHOro 3akoHa Ne 248-D3 (odbopmiieHne pelieHMI KOHTPOJIbHOTO (HaJ30pPHOr0) OpraHa
MMOCPEACTBOM BHECEHUSI CBEAEHMII O HUX B €IOVHBIA PeecTp KOHTPOJbHBIX (HAI30PHbIX)
MEPOTIPUSITUINA U UX TIOAITNCAHNS);

- a6san mareii myHKTa 11 [lososkeHMs] MOTIOMHSIETCS TMpeNJIOsKeHMeM CJIeAYIOIIero
copepykanus: «O6BEKT KOHTPOJISI CUMTAETCSI OTHECEHHBIM K OAHOM U3 KaTeropuit pucka rmocsue
BHECEHMs CBEeIEHMI B €MHbBI/ PEeCTp BUIOB KOHTPOJISL.», UTO COOTBETCTBYET YaCTU 3 CTaTbu
24 ®epepanbHoro 3akoHa Ne 248-@3, rge ykasaHbl JaHHble TpeOOBaHMSI IO OTHECEHUIO
00beKTa KOHTPOJISI K OJTHOM U3 KaTeropui pucka,

- nyukT 20 ITososkenmst msjaraercss ¢ yuerom TpeboBaumit yacteir 1, 2 cratbu 50
@epepanbHoro 3akoHa Ne 248-D3 (BO3MOXHOCTb OCYIIECTBJIEHUSI KOHCYJIbTMPOBAHMS
IOOJIKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (HaJ30pHOT0) OpraHa 1o TesiedoHy, MocpeaCcTBOM BUAEO-
KOH(epeHII-CBsI3M, C MCIO/JIb30BaHMEM MOOWIBHOTO TpuaokeHus «WHcmeKkTop», Ha JIMYHOM



npueMe JMO60O B XOAe IMPOBemeHMsT MPOMWIAKTMYECKOTO MEepPONPUSITUSI MM KOHTPOJBHOTO
(Hag30pPHOT'0) MEPOTIPUSITUS);

- ab3ail BTOpoi ImyHKTa 31, ab3ai yeTBepThii MyHKTa 62 ITonoykeHUs MCK/IIOUEHbI, Kak
HeCOOTBeTCTBYMOIIMe TpeboBaHusmM uvactu 1.1 crateu 21 @epepanbHoro 3akoHa Ne 248-D3,
YKa3aHHBIM BBIIIIE;

- myHKT 44 [TosoykeHus TOMOJTHSIETCS MOAIYHKTaMy 3, 4 CJIeYIONIero ComepsKaHms:

«3) MmoJiyueHue MMCbMEHHbBIX OOBbSICHEHMI (IIPM BBISIBJIGHUM HapYIIEHMUI 00sI3aTebHbIX
TpeboBaHmit); 4) ompoc (IIpM BBISBJIEHUM HapYyIIEeHUI OO0SI3aTeJbHbIX TPeOOBaHMI).», UTO
COOTBETCTBYET TpeOOBaHMSAM ITyHKTOB 3, 4 yactu 3 cratbu 67 DenepanbHoro 3akoHa Ne 248-
@3, ycTaHaBJIMBAIOIINX, YTO B XO[ie KOHTPOJIbHOM 3aKyIKM, TOMMMO OCMOTpA U 3KCIIEPUMEHTa,
MOTYT COBEpIIATbhCSl TPU BBISIBJIEHUM HapYIIeHUI 00s3aTeJbHbIX TpeObOBaHMI TaKue
KOHTPOJIbHbIE (HAI30PHBIE) NEMCTBUS KaK IMOJTyYeHMe MICbMEHHbIX OObSICHEHNI U OTIPOC;

- ab63ar mepsbiii myHkTa 48 IlososkeHus m3naraeTcss C y4eToM TpeOOBaHMIA YacTU 3
cratbu 72 @epepasbHoro 3akoHa Ne 248-D3, copepkallMxX YCJIOBUE COBEPIIEHMS
KOHTPOJIbHBIX (HAA30pHBIX) MENCTBUI B XOHe AOKYMEHTapHOM MPOBEPKM (HEIOCTAaTOUYHOCTh
MMEIOIIMXCSI B PaCIOpSDKEHMM Y KOHTPOJIBHOTO (HAA30pHOTO) OpraHa CBeIeHu U
IOKYMEHTOB).

B mnosicHuTesbHOM 3amyucKe K MPOEKTy akTa Pa3paboOTuMKOM He yKasaHbl CBEIJEHMSI O
BO3MOJKHBIX JIOTIOJTHUTEbHBIX PAacXofax 061acTHOrO OroiyKeTa Mpy BBEIEHUM IpeljiaraeMoro
MIPaBOBOTO peryJnMpoBaHus.

K npoekTy akTa 3ameuyaHusi OTCyTCTBYIOT.

[Io pesynbTaTam OLIEHKM pEryJupYIOIIero BO3AeiCTBUS [lemapTaMeHT CUMTAeT, UTO
MPOEKT aKTa He COAepskaT IOJIOKeHWM, BBOISIIMX M30BITOUHbIE OOS3aHHOCTM, 3aIlpeThbl U
orpaHuyeHuss Ajsi CyObeKTOB  IpeAINpMHMMATENbCKOM, WHBECTULIMOHHOM U  WHOM
SKOHOMMYECKOW [esITeIbHOCTY WM CIIOCOOCTBYIOIIMX MX BBEAEHMIO, a TaKXKe IOJIOSKEHUMN,
CITOCOOCTBYIOIIMX BO3HMKHOBEHMIO HEOOOCHOBAHHBIX pPACXOIOB YKAa3aHHBIX CYOBEKTOB,
OTpaHUYEHMIO KOHKYPEHLIMM.

Ha ocHoBanuu Bbllllen3iokeHHOro [lermaprameHT [esaeT BbIBOA, O COOJIOIEHUN
Pa3paboTynMKOM YCTaHOBJIEHHOTO TMOPSIAKA MTPOBENEHMSI OIIEHKU PEeryJIMPYIOIIEro BO3IECTBUS
B Tomckoit 06jacTi M O IOCTaTOYHOCTY OCHOBaHWM IJIs1 TIPUHSITUS PEIIeHUS O BBeIEeHUM
npezJjiaraeMoro BapMaHTa IIpaBOBOr'O PeryJIMPOBaHMS.
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