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oT No

Ha Ne oT

OTtyer
0 NpeJBapPUTEIbHOM OLICHKE PeryJIUPYOLIero BO3AeiCTBUA IPOCKTA OCTAHOBJICHUS
Aamunucrpanuu CMosieHckol 001acT «O0 yTBepKAeHNH NepeYHs HHAUKATOPOB
PHMCKa HapyLIeHHUs 00513aTeILHBIX TPeOOBAHMH NP OCYIECTBJICHUHM PErHOHAJIBHOI0
rocyAapCcTBEHHOI0 KOHTPOJIsl (HAA30pAa) 32 NMPUMEHEHHEM LIEH HA JIEKAPCTBEHHbIE
Npenaparbl, BKJIKYEHHbIE B IePeYCHb 'KU3HEHHO HEO0X0AUMBIX M BasKHEHIIIHX
JIEKAPCTBEHHBIX NPeNnaparToB, HA TeppuTOPUH CMOJICHCKOH 001aCTH

1) Onucanue conaepaHusi MPEAJIaracMoro IMpaBOBOrO0 PEryJIMPOBaHHUS B YaCTH
MOJIO’KEHUM, KOTOPhIE U3MEHSIOT:

- coAepXaHue TpaB MU OOSI3aHHOCTEH CYOBEKTOB MPEAINPUHUMATEIBCKON H
MHBECTUIIMOHHOMN JIE€ATEeIbHOCTHU

[IpoexT moctanoBnenus AamuaucTpanuu CmoseHckoi oonactu «O0 yTBepKIeHUU
MepeyHs WHIAMKATOpPOB  pHUCKAa  HApyIIEHUS  OO0s3aTeNbHBIX  TpeOOBaHWN  MpU
OCYILIECTBIEHUU  PETHOHAIBHOIO  TOCYAapCTBEHHOrO0  KOHTpojs  (Haag3zopa) 3a
MIPUMEHEHUEM 1IEH Ha JICKAPCTBEHHBIE MPENapaThl, BKIIOYEHHbIE B MEPEUYCHb KM3HEHHO
HEOOXOJMMBIX U BOKHEUIIINX JICKAPCTBEHHBIX IMpEnaparoB, Ha TeppuTopun CMOJICHCKOMN
obOnacTu» (fanee — MPOEKT MOCTAHOBIICHUS ) 3aTPAaruBaeT MpaBa U 00sI3aHHOCTU CyOBEKTOB
MPEANTPUHUMATEIIBCKON M MHBECTUIIMOHHOM JIEATEIbHOCTH B cdepax ONTOBOW TOPrOBIU
JIeKapCTBEHHBIMU CpeACTBaMH, anTeYHBIX OpraHu3aIuu, WHJIMBUAY ATBHBIX
MpeanpUHUMATENIe, HMEIOIUX JMIICH3UI Ha (apMalleBTUYECKYIO JIESTEIbHOCTb,
MEIUIIMHCKUX OPTaHU3alMi, UMEIOIIHNX JTUIIEH3UI0 Ha (hapMalleBTUYECKYIO e TEIbHOCTb.

- COJEpKAHUE WM TOPSIAOK peaanu3aluy MOJHOMOYUN OPraHOB MCIOJHHUTEIBLHOU
BiactTu CMOJICHCKOM 00JIaCTHU B OTHOIICHUSX C CyOBEKTaMU MPEANPUHUMATEIHLCKOU U
MHBECTUIIUOHHOM JIEATEeIbHOCTHU

JenapramenT CMOJIEHCKOM 00J1acTH TIO 3JpaBOOXpaHeHUI0 (nanee - JlemapramMeHT)
B coorBeTcTBUM C llonoxenuem o JlemaprameHTe, yTBEPXKIAECHHBIM IMOCTAHOBICHHUEM
Anvunauctparnuu CMmoaeHckor odmactu ot 28.08.2002 Ne 215, HajgeneH MOJHOMOYUEM TI0
OCYILIECTBJIICHUIO PETMOHAIBLHOTO FOCY/IApCTBEHHOTO KOHTPOJISI.

[Tpu OCYIIIECTBICHUU PETUOHATBHOTO rOCyJJapCTBEHHOTO KOHTPOJISI
JlemaptramMeHTOM B IIEJISIX YIOPaBJICHHUS pPHCKaMU TNpUYMHEHUs Bpena (ymiepba) Bce
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OOBEKTHl KOHTPOJII OTHECEHBI K OJHON W3 TpeX, ycTaHoBIeHHbIX [lomoxkeHmem o
PErMOHaIBbHOM TOCYJIapCTBEHHOM KOHTpoje (Haa3ope) 3a  NpUMEHEHHWEM IIeH Ha
JIEKapCTBEHHbIC IMpenaparbl, BKJIIOYEHHBIE B IEpEYEHb >KU3HEHHO HEOOXOJUMBIX U
BOXHEHUIINX JIEKAPCTBEHHBIX TIperapaTtoB, Ha Tepputopun CMOJIEHCKOW 005acTu,
YTBEPXKJIECHHBIM MMOCTaHOBJICHHEM AnmuHucTpanuu CmomneHckoit obmactu ot 30.11.2021
No 754, kaTeropusam pucka npuuuHeHus Bpeaa (yuiepoa):

- CPEIIHUH PHUCK;

- YMEpEHHBIN PUCK;

- HU3KUU PUCK.

B mensix oueHKM pucka NpuyuHEHUs Bpeaa (yuiepOa) Mpu NPHHATHH PELIECHUS O
MPOBEJICHUH U BHIOOpPE BHUJA BHEIUIAHOBOTO KOHTPOJIHHOTO (HA30pPHOr0) MEPOIMPHUITHUS
JlenapramMeHTOM  pa3pa0oTaHbl HMHJIMKATOPbl ~pUCKA HapyLIEHUs  00s3aTeNIbHbBIX
TpeboBaHuil. MHAMKATOpOM pHCKa HapylleHHs OOA3aTENbHBIX TPEOOBAHMI SBIISAETCA
COOTBETCTBHE WJIM OTKJIOHEHHUE OT MapamMeTpoB 00bEKTa KOHTPOJIS, KOTOPhIE CaMH 110 ceOe
HE SBISIOTCS HAPYUICHUSIMHU O0s3aTeNIbHBIX TPEOOBaHUM, HO C BBICOKOH CTEMEHBIO
BEPOSATHOCTH CBHUJIETEIIbCTBYIOT O HAIMYMUA TAaKUX HApPYIIEHUH W PUCKA MPUYUHECHUS
Bpena (yiep0a) oXpaHsIeMbIM 3aKOHOM IIEHHOCTSIM.

2) Csegenuss o mpoOiiemMe, Ha pelICHHE KOTOPOM HaIpaBieHO IMpeasiaracMoe
MIPaBOBOE PETYJIMPOBAHUE, OIICHKA HEraTHBHBIX S()(PEKTOB, MOPOXKIAEMBIX HAITUYHUEM
JaHHOU MPOOJIEMBI:

VYTBepkeHUs] MepeuHs] UHAUKATOPOB PHUCKA MPU OCYIIECTBIECHUU PErMOHAIBHOTO
rOCYJIapCTBEHHOTO KOHTPOJS HEOOXOJIMMO B IEISAX YCTAaHOBJICHUS OOOCHOBAHHOCTHU
MPUHATHUS PEIICHUs] O TMPOBEACHUM M BBHIOOpPE BHUAA BHEIJIAHOBOTO KOHTPOJIBHOTO
(Hag3zopHOTO) MeponpusTusa [lenapramenTa.

3) CBeneHust 0 LENAX MPEAJIAracMOTO MPABOBOTO PETYIUPOBAHUS M 0OOCHOBAHUE
UX COOTBETCTBHUSI IIEJISIM U MPUOPUTETAM TOCYJAPCTBEHHOW MOJUTUKU M HAIpaBICHUSIM
NEATeIbHOCTH OPTraHOB HCIOJIHUTEIbHON BiacTu CMOJIEHCKOM 00JIacTH; KIIHOYEBbHIC
MOKa3aTe JOCTHKEHUs LeJIed MpeaIaraeMoro MpaBOBOIO PETYyJIUPOBAHUS U CPOK
OLIEHKH UX JIOCTUKEHUS:

W3nanne HOpMATUBHOTO MPaBoBOro akra CMOJIEHCKOM 00JaCTH B COOTBETCTBHUHU C
TpeboBanusmMu DenepanbHoro 3akoHa ot 31.07.2020 No 248-®3 «O rocynapCTBEHHOM
KOHTpoJIe (Haa30pe) W MYHUIMIAIBHOM KOHTpoje B Poccuiickoit denepanuny,
JIOTIOJTHSIIOIIETO TMOocTaHoBIeHUue Anmuuuctpanmu CmoneHnckon oomactu ot 30.11.2021
No 754 «O6 ytBepxkaeHun [lonokeHUsT O PEruoHAIBLHOM TOCYJAPCTBEHHOM KOHTPOJIC
(Haa3ope) 3a MPUMEHEHUEM 1ICH Ha JICKAPCTBEHHBIC MpernapaThl, BKIIOUCHHbBIC B TIepEYCHb
KU3HEHHO HEOOXOIUMBIX M BaXXHEUIIMX JIEKApPCTBEHHBIX IpenapaToB, Ha TEPPUTOPUU
CmMoneHCKoM 00JacTh.

KiroueBbIM MoKazaresieM peam3aliy MPOEKTa MOCTAHOBJICHUS SIBIISIETCS YTBEP)KICHHUE
WHJIUKATOPOB pHUCKA HApyIIEHUS O0O0s3aTeNbHBIX TPeOOBAaHUN TMPU OCYIIECTBICHUU

€rMOHAJIBHOTO TOCYJAPCTBEHHOTO KOHTPOJISI (Ha130pa)

Ne Hean HaunmenoBanue 3Hauenus Eannnnma Cpoxkn
n/n NpeAnoaaraeMoro KJII0YeBbIX KJII0YeBbIX H3MepeHusl | JOCTHKeHUs!
MPaBoOBOro noKasareJiei noKasareJiei KJII0YeBBIX neJsen
peryJiupoBaHust AOCTHKEHUS JOCTHKEHUS LeJell | mokasareJsei
neJsei NpeANoJaraeMoro
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npeamojgaraemMoro paBoBoOIo
NMPaBoBOIo peryJMpoBaHus
peryJiipoBaHus
OneHka pucka | BeisapieHue 100 MIPOIICHTOB | €KET0THO
IPUYUHCHHUS OTKJIOHEHU I
Bpena  (ymep0Oa) | mapaMeTpoB
pu OpUHATHH | 00BEKTa
perieHus 0 | KOHTPOJIA,
MIPOBEICHUH U | CBUJCTEIBCTRY-
BBIOODE BU/IA | FOLIUX 0
BHEIIAHOBOTO HAJIMYUH
KOHTPOJIBLHOTO HapyIIeHUH
(HAA30pHOTO) 00s13aTeNIbHBIX
MEPOTIPHUSATUS TpeOOBaHUM H
pHUCKa
MPUINHEHUS
Bpena (ymepoa)
OXpaHsEeMbIM
3aKOHOM
LIEHHOCTSIM.

4) OtieHKa pacxoJ10B 00JACTHOTO OIOJKETa B CBSI3U C peaiM3alueil mpejiaraeMoro
MPABOBOTO PETYJIUPOBAHUS C UCTIOIH30BAaHIUEM KOJUYECTBEHHBIX METO/IOB

[IpuHsATHE TNOCTAaHOBIECHHS HE MNOTpeOyeT (UHAHCHUPOBAHUSA 32 CYET CPEJACTB
o0nacTHOTO OrOKETa, OI0KETOB UHBIX YPOBHEHN M BHEOIOKETHBIX UCTOUYHUKOB;

5) Onucanue BO3MOXKHBIX aJbTEPHATHUBHBIX CIIOCOOOB MpEIaraéMoro MmpaBOBOIO
perynupoBaHust (HEOOXOJUMbIE MEPOIIPUITHSL, PE3YJIbTAaT OLEHKU MOCIEACTBHI)

AnbTepHaTHUBHBIE  CIIOCOOBI  MpejiaraéMoro  MPaBOBOTO  PETYJIUPOBAHUS
OTCYTCTBYIOT;
6) OnucaHue OCHOBHBIX TpPynm CyOBEKTOB  MPEANPUHUMATEIHCKOM U

WHBECTUIIMOHHON IEATeTbHOCTH, WHTEPEChl KOTOPHIX OYAYT 3aTPOHYTHI MpEAsiaraeéMbIM
MIPABOBBIM PETYIUPOBAHUEM:

[lpunstTne W peanu3aiys TMPOEKTa TIOCTAHOBICHHS 3aTParkBacT WHTEPECHI
OpraHM3aIfii OMITOBOW TOPTOBIH JIEKAPCTBEHHBIMHU CPEICTBAMH, alITEYHBIX OpraHU3aIui,
WHAVBUAYATbHBIX TPEANPUHAMATENCH, WMEIOIINX JHICH3UI0 Ha (QapMaleBTHIECKYIO
AESTeNbHOCTh, METUIIMHCKUX OpPTaHU3aINN, MEIOIINX JTUIIEH3UI0 Ha (apMaIieBTHIECKYIO
NEeSTEeNbHOCTh, U UX O000COOJEHHBIX Mojpa3jaeieHuil (amOynaTopuu, (enapAlIepcKue U
(benpanepcKo-aKkyIepCeKue MyHKTh, IIEHTPHI (0TeNeHus1) 001Iei BpaueOHON (CeMEeHOMN)
MPAKTHKM), PACTIOJIOKEHHBIE B CEIbCKUX HACEJIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble OpraHU3aIH.

7) OrneHka UW3MEHEHHH pPAacXoJOB CyOBEKTOB MPEANPUHUMATEIBCKON U
MHBECTUIIMOHHOM JESTEIbHOCTH Ha OCYIIECTBICHUE TAaKOW AEATEIbHOCTH, CBSI3aHHBIX C
HEOOXOUMOCThIO COOJIONAaTh BBEACHHBIE OOS3aHHOCTH, 3ampeTbl U OTpaHUuYCHUS,
BO3JIaraéMble Ha HHUX TpeIaraéMbiM IPAaBOBBIM PEryJIHMPOBAHUEM, C HCIOIH30BAHHUEM
KOJIMYECTBEHHBIX METOIOB:
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[IpunsTHE TOCTAHOBJCHHUS HE TMOBJICYET M3MEHEHHM pacxoioB U JOXOJOB
CyOBEKTOB MPEANPUHUMATEIbCKON U MHBECTUIIMOHHOMN JESITEIbHOCTH;

8) CBeneHus 0 pe3yibTaTax MPOBEACHHBIX MyOJUYHBIX 00CYXIEHUH (B cilydae UX
IIPOBEJICHUS ):

[TyOnuunble 00CYyXJIeHUSI MPOEKTAa MOCTAHOBIEHUS AIMUHUCTpauuu CMOJIEHCKOM
obnactu mpoBoasaTcss B cpok ¢ 11.02.2022 mo 15.02.2022, undopmanus pasmenieHa B
nonpasaene «llyomuunble obcyxnenus B pamkax OPB» pasnena «JlemapramenT»
odpumanpHoro caiita JlemapramMmenta B MH(GOPMAIMOHHO-TEIEKOMMYHUKAITMOHHONW CETH
«HTepHeT”.

9) ObocHoBaHMe HE00XOAMMOCTH MIPEI0CTaBICHUS CyOBEKTOM
peIpPUHUMATEIHCKOM u WHBECTUIIMOHHOM JeSITEIbHOCTH JOKYMEHTOB,
penycMOTpeHHBIX poekToM HITA, B pa3pese kaxkI0ro Takoro JOKyMEHTA:

[IpoekToM TOCTAaHOBIECHHUS HE PETIAMEHTHPOBAHO MPEIOCTABICHUE IOKYMEHTOB
CyOBeKTaMH MPEANPUHUMATENBCKON U HHBECTHIIMOHHON A TEIbHOCTH.

10) CreneHp peryiupymooIlero BO3JACHCTBUS: BBICOKas, TaK KakK IPOEKT
[IOCTAHOBJICHUSI COACPKUT TOJOXKEHHs, YCTaHABIMBAIOIIME HOBBIE O0Os3aTEIIbHbIC
TpeOOBaHUs, HOBbIE OOS3aHHOCTH U 3aIlPeThl I CYOBEKTOB MPEANPUHUMATEIBCKON U
MHBECTUIIMOHHOM €ATEIbHOCTH.

Hauanpnuk /lenapramenra 0O.C. Crynxac



