CBOJIHBIM OTUET
0 pe3yJsbTaTax IPOBEAEHHS OLCHKA pPeryJupylomero BO3JIEUCTBHS
npoema HOpMaTHBHOTO HpaBOBOI‘O aKra

1. OGurast nHGOPMALIKSL:

1.1. PazpaGoruuk: PernoHanpHas cityx06a o Tapudam Kuposckod 0bracTy (PET
Kuposckoit 061acTh).

12. Bupg ¥ HauMeHOBaHHE TPOEKTa HOPMATUBHOrO  IIPpaBOBOTO aKrTa.
nocranorenue [Ipasurenbersa KupoBCKoH 00acty «O06 yreepxaenun [lonoxeHHA 0
PETHOHANBHOM TOCY/IapCTBEHHOM KOHTPOJIE (Hazzope) 3a IpUMeHeHveM IeH Ha
eKapCTBeHHBIE Tperaparhl, BKIOYEHHBIE B TEPEHCHb JKM3HCHHO 1He0OXONUMBIX H
BAXKHEHIIUX JIEKAPCTBEHHEIX IIPENapaToBy.

1.3. TIpexnonaraemas JaTa BCTYIUICHWs B CHIIYy HOPMAaTHBHOLO [IPABOBOT'O aKTa:
01.11.2021.

1.4. KpaTkoe OIMCAHME TIPOOJIEMBI, Ha PCIHICHUE KOTOPOM HaIpaBIEHO
[pejUraraeMoe IIPaBOBOE PEryIvpOBaHUE: H3MCHCHHS, BHECCHHRIC B 3aKOHOATEIBCTBO
Poccmiickoit Demepanny, Kacarollpecs IOpsjKa —OCYLICCTBICHNA pEeruoHaIBHOrO
KOHTPOINs (HAZ30pa) 32 IPUMEHEHHEM LEH Ha TeKapCTBEHHEIC mpernaparsl, BKIIOYEHHbIE B
repedeHsb JKU3HEHHO HEOOXOMMMBIX K BaKHEHIIAX JIeKapcTBeHHbIX Ipenapartos, PCT
KupoBcKoii 0011acTH.

1.5. KpaTkoe OmHCaHHE Lejeil IpeuiaraemMoro rpasoBoro peryIipoBaHus:
IPYHATHE HOPMATHUBHOIO IIPaBOBOrO aKTa Kuposcko# obnactu, yCTaHABIHBAIOLICTO
MOPSIOK OPTaHU3alHi W OCYIIECTBJICHUS PerHOHATILHOTO rocylapCTBEHHOTO KOHTPOIIA
(Ham3opa).

1.6. Kparkoe orucaHue CONEPIKaHMs MPEaracMoro HpasoBoro peryIupoBaHus:
npeymaraercst yreepauTh llonokenue O perHOHAILHOM rocy/[apCTBEHHOM KOHTPOIIE
(Ha)[30pe) 32 IPEMEHEHHEM LIeH Ha JIEKapCTBEHHBIC LIPEeHapathl, BKJIIOYCHHBIE B ITEPEYEHD
SKU3HEHHO HEOOXOMUMBIX U BaYKHEHIINX JIEKAPCTBEHHBIX Mperapalos.

1.7. KorrakTHOE JIUIO pa3padoTIuKa:

®.J.0.: Ypxymues Imurpuit AHIPEEBAY;

JOJKHOCTE: KOHCYTBTAHT —OT/ENa [paBOBOE ¥ KOHTPOJBHOH pPaboThl PCT
Kuposckoil 00macTy.

TenedoH: 27-27-43 (o®. 4313), azpec 5IEKTPOHHOM IIOYTHI:
d.urzhumtsev(@rstkirov.ru.

2. Ormcanpe mpoBNeMbl, Ha pelIeHre KOTOPOH HAIPABICHO pejaragMoe
[IPABOBOE peryJIHpOBaHUEe: B 3AKOHONATENILCTEO Poccmiickoit denepaliid BHECEHb
J3MEHeHMs, KACAIOMHMECs IOPsKa OCYIIECTBIEHUS! PernOHalIbHOTO rocyaapCcrBeHHOIC
KOHTpONs (HAI30pa), COrNACHO KOTOPBEIM HeoOxoauMo  yTBepauTh [lonokeHus ¢
PETHOHANBHOM TOCY[AapCTBEHHOM KOHTPOJIC (Haj3ope) 3a INpUMEHCHHEM UeH He
JleKApCTBEHHBIE IIPEIapaThl, BKIIOYEHHbIE B TIEPEHCHL JKMIHCHHO HeOOXOUMBIX I
BaYKHEHIIKMX JIeKApCTBEHHEIX MPerapaTos.

2.1. @opmynupoBKa IPOOIIEMBL: HeoOxomuMo  yrBepauTh  [lonokeHHs  (
pEruoHalbHOM TOCYJapCTBEHHOM KOHTPOJIE (nag3ope) 3a MpUMEHEHHWEeM [eH Hi



JIeKApCTBEHHBIE IIPEIapaThl, BKIIOYEHHBIE B [EPEYCHDL IKUIHCHHO HeoOXOIUMBIX U
BAKHENIIWX JEKAPCTBEHHBIX [IPerapaToB, yCTAHABIIMBAIOLIME IMOPSIOK OpraHMsaliMi 1
OCYIIECTBIIEHUS. PETHOHAIBHOTO FOCY JAPCTBEHHOI0 KOHTPOIIA (najzopa) 3a NpUMeHEHHEeM
[[eH Ha JIeKapCTBEHHBIE [IperapaTtel, BKIIOYEHHBIC B IIEPEUCHD HKU3HCHHO He0OX0IUMBIX U

BaKHEMIIKMX JIEKAPCTBEHHBIX [TPETapaTos.

2.2. Nadopmaryss 0 BOSHUKHOBEHUH, BBLIABICHHH pOOIEMBI U Mepax, IPUHITBIX
NOCTHTHYTBIX ~pe3yjIbrarax | 3aTpaveHHBIX pecypeax:
MOHWTOPUHI M3MeHeHNH heneparbHoro 3aK0HOAaTeNbC1RA.

2.3. CouwmanpHble T'PYIMIIbl, 3aMHTEPECOBAHHBIC B YCTPaHCHHH npoOIeMsl, HX
KOITMUeCTBEeHHas OlleHKa: Hacenenue Kuposckol 00iact.

2.4. XapaKTepucTHKa HETraTUBHBIX 3((EKTOB, BOSHUKAIOMWIAX B CBASH C HATHTHCM
IIPOGTIEMB], MX KOIMYECTBEHHAS OLEHKA: HEBO3MOKHOCTL OCYIICCTBICHUS KOHTPOIRHBIX

paHee JUISL ee PpEIIeHMs,

(HaI30pHBIX) MEPOIIPUSITHHL.

2.5. TIpHYMHBI BO3HHKHOBEHMS TIPOOJIEMBI M (baxTOphl, MONAEPKHBAIOIINE €

CYHIeCTBOBAHHE! HapyluiceH

He XO3SUCTBYIOIMMHU

cyOBEKTaMU

3aKOHOJIaTeNLCTBa B

061aCTH FOCYIAPCTBEHHOTO PEryTHPOBaHHS LeH (1 apu(os).

2.6.  Ilpu4yuHEI

HEBO3MOKHOCTH

perneHus

npoOieMpl  y4acTHHKaMH

COOTBETCTBYIOIIHX OTHOLIEHHUH CAaMOCTOATEIBHO, 6e3 BMeIIaTe LCTBA TOCYHapCTBa.
peryJIHpoBaHye OTHOMEHHH B 00IacTy LEH (TapudoB) rocy1apCTBOM.

2.7. OmsIT pelleHHs] aHaJOTHYHBIX IPOONeM B JPYIAx cyOopexTax Poccuiickont
Depnepaliy, HHOCTPAHHBIX TOCYAAPCTBAX: HET MAHHBIX.

2.8. McTOYHHUKY JTAaHHBIX: HET JaHHBIX.

2.9. Vas uHpOpMAIus 0 podieme: HeT UH(OPMALHHY

3. Ompenenenue ueneit IpeaaragMoro IpaBoBoTo PeryIMpoBaHis W HHIAKATOPOB

IS OLIEHKH UX TOCTHIKCHUS

3.1. Ilenu npeniiaraemMoro
[PABOBOIO PETYJIMPOBAHUA

3.2. CpoKH JOCITH/KEHUS
Leseit mpeuiaraeMoro
[IPABOBOI'O PEryINpOBAHHS

3.3. MnukaTtopsl JOC THKCHUAS
[ejie npeuraraeMoro
[IpaBOBOI0 PeryIHpoOBaHuUs (C
yKazaHHeM EIUHHLL H3MEPEHHUA)

[lpuustHe HOPMATHBHOIO

I[PaBOBOIO aKrTa
Kuposckoit obacTH,
yCTaHABIHBAIOIIETO
MOPS/IOK  OpraHu3alud |
OCYLIECTRIICHUA
PEruOHaILHOIO
roCyIapCTBEHHOIO
KoHTpoist (Hamsopa) 3a
npyuMeHeHHeM  LeH  Ha
JleKapcIBeHHBIE

yerBepThiil kBapTan 2021
rona

[TpunaTHE HOPMAaTHBHOIO
[I[PABOBOTO  aKTa,  KOTOPBIM
yrepsatorcs  [lonoxenus o
pETHOHAIILHOM

roCy/1apCTBEHHOM KOHTpOJIE

(Hag3ope) 3a NPHMEHEHHEM LIeH
Ha JIEKAPCTBEHHBIE IIPENaparsl,

BKJIIOUEHHBIEC B repedeHb
JKU3HEHHO  HCOOXOIMMBIX |
BaYKHEHLIINX JIeKapCTBEHHBIX

[penaparon




Iperaparsl, BKIIOUEHHBIE B
[IEpPeYeHb JKH3HEHHO
HEOOXO0IMMEIX 5
BaXKHEeNIIMX
JIeKapCTBEHHBIX
rpenaparos

3.4. Jle#CcTBYIOIIME HOPMATUBHBIE MTPABOBBIE aKTLI, IOPYYEHMUs!, [IPYyTHUe PEeIICHUs,
U3 KOTOPHIX BbITEKAET HEOOXOAMMOCTh paspabOTKKU IPeUIaraeMoro IMpaBoBOrO
PEryJIMpOBaHus B TaHHON 001acTH, KOTOPLIE ONpPEJEIsioT HeOOXOANMOCTh MOCTaHOBKY
YKa3aHHBIX LEJIeH:

Qenepanprert 3akoH oT 31.07.2020 N 248-®3 «O rocyapCTBEHHOM KOHTPOJIES
(Ham3ope) ¥ MyHULIMIIATBEHOM KOHTpoJe B Poccuiickoi Deaepanumy;

cratbs 9.3 ®exepansuoro 3akona ot 12.04.2010 No 61-@3 «O0 obpatenuu
JICKapCTBEHHBIX CPEICTBY;

[Topyuenne Ilpencemarens IlpaButensctsa Kuposckodt obmacru ot 11.08.2021
Ne 285.

3.5. MeTo/s! pacueTa HHAUKATOPOB JOCTUMEHHs LIeJIEH IpejutaraeMoro mpaBoBOro
pEryTHPOBAHUS, MICTOUHUKH MH(QOPMAL|K JIJIsl pacueToB!

4. KauecTBeHHass XapakTEpHCTUKa W OLCHKA YHUCIEHHOCTH IOTEHIUATBHBIX
aZpecaToB TPEIIaraeMoro IPaBoBOTO PEryIHMpOBaHMs (MX IPYIIIL)

4.1. I'pynmel MOTEHIUAIBHEIX aIpeCcaTon 4.2. Konm4aecTBO y4acTHUKOB IPYIIIEI U
pejiaraeéMoro IpaBoBoOro PeryIupoBaHus MIPOrHO3 U3MEHEHHs KOJIUYeCcTBa
(KpaTKoe OIMCaHue UX KaueCTBEHHBIX
XapaKTePUCTHK)

(I'pyrmma 1)

(I'pymma 2)

(I'pynmna N)

5. Usmenenme yHkumit  (mosHOMOUEE, 00sj3aHHOCTEH, [IpaB) OpraHoB
rocyaapcrBeHHoOi BiacTH cyOpexTa Poccuiickoi Pejepanuy, a Taicke IOpsaKa HX
peaNnu3alyy B CBA3Y C BBEJIEHUEM IIPE/UIaraeMoro paBoBOro perynpoBaHus: HET.

5.1. HaumeHoBaHKE 5.2. Xapakrtep |5.3. IIpeanonaraeMulii 5.4. OueHka
() '430900%051 byHKIIH MOPSIOK peann3aliu HU3MEHEeHHS
(monmHOMOUHH, (HoBas/M3MeHseMas rnoTpedHoCTeR B
005138 HHOCTH WIIH /oTMensiemast) pecypcax
npasa) (u3MeHeHue
J | TPYMOBBIX 38Tpar,




M3MCHEHHE
GUCIIEHHOCTH
COTPY/IHUKOB)

HapMeHOBaHKe MoCyIapcTBEHHOTO oprana 1:

QOyHKIHA
(moaHOMOYHE,
0053aHHOCTE UIIU
paso) 1.1

DOyHKIMA
(monHOMOYKE,
0053aHHOCTD HUIIH
npaso) 1.N

HanMernoBaHKe rocygapcTBeHHOro oprana K.

OyHKIusd
(monmHoMoOuHe,
00s13aHHOCTE WU
mpaso) K.1

OyHKLHS
(rmomHOMOUKE,

00S3aHHOCTE WU
mpaso) K.N

Bl

6. ONeHKa JOTONHATENLHEIX pacxoos (loxonos) Glomkera cyObexkTa POCCHHCKOR
deepamuy, CBI3aHHBIX C BBEIEHUEM [IPEJIAragMOro IPaBoBoOro perynpoBatiil: HOT.

6.1. HarmeHoBaHue 6.2. Busl pacxonos (BO3MOIKHBIX
(QyHKIUY (TOJTHOMOYKS, nocryrennii) 6rojukera cyonexTa
0053aHHOCTY WITH [IPABa) Poccuiickoit ®ejepanuy (MECTHBIX

(B COOTBETCTBHH C OI0KETOB)

rryHKTOM S.1)

6.3.
KonuyecTBeHH
asl OLIEHKa
pPacxolloB U
BO3MOIKHBIX
TTOCTYIUIEHUH,
MITH. pyOnei

K):

HaumeHOBaHME TOCYIAPCTBEHHOIO OpraHa (opraHa MecTHOIo camoyrpasieHust) (ot 1 go

0043aHHOCTL WJIM IIPaBO) Fi

Oyukuus  (TOIHOMOYHE, | IMHOBPEMEHHBIE PAaCXO/bL (or 1 jo N) B




1.1 nepuojuyeckue pacxoius! (ot 1 go N) 3a
TIEPHO/1L IT..
BO3MOXKHEIE H0X0asl (o1 1 g0 N) 3a rnepuon
gt
Oyukuus  (momHOMOYHE, | eAuHOBpeMeHHEIe pacxonsl (o1 1 jgo N) B
00s13aHHOCTE WJIM TIPABO) 48
1.N
nepuoauyeckue pacxojnl (ot 1 go N) 3a
TIEPHO/T It
BO3MOKHBIE oX0B! (0T 1 mo N) 3a mepuox
P
Hrtoro eInHOBPEMEHHEIE PACXO/B! 3a ITEPHO/L T
Hrtoro nepuogudeckue pacxo/bl 3a IIepHoJL st
MToro BO3MOKHBIE JOXO/EI 32 EPHO/ IT.:

6.4. Jlpyrue cBeqeHrs O TOMOJHUTENBHBIX pacxoaax (noxoax) brofukera cydbexTa
Poccuiicko¥t @emeparwy,  BO3HUKAIONUX B CBS3M C BBEJICHUEM IIPE/UIaraeMoro
[IPABOBOI'0 PETYJIUPOBAHUS: HET JaHHLIX.

7. WsmeneHue oOs3anpocteif (OrpaHWYEHHH) IOTEHIHAILHBLIX — alpPEeCaroB
[PEeJUIaraeMoro IpaBOBOIO PEryIMPOBAHMs M CBS3AHHLIE C HUMH JIONOJTHUTEIBHEIC
pacxobl (JIOXO/IBI): HET.

7.1. I'pynnsl 7.2. Hossle 7.3. Onucanue 7.4.
MOTEHI[HATbHBIX 00s3aHHOCTH U pacxoioB K KonmugecTBenHa
anpecaToB OTpaHHYeHUS, BO3MOKHBIX 51 OLIEHKA, MIIH.
npeIaragMoro M3MEHEHUS JIOXOJIOB, CBSIZAHHBIX | pyonei
IPaBOBOIO CYLIECTBYIOIUX C BBEJIEHHUEM
perynupoBaHus (B o0s13aHHOCTEN 1 rpejyiaraeMoro
COOTBETCTBHUHU C II. 4.1 OrpaHHYEHUH, [IPaBOBOIO
CBOJIHOTO OTHEeTa) BBOJ[HMBIE peryiMpoBaHusl
IpenaracMbim
MIPaBOBBIM
perynuponanuem (¢
yKazaHHUEM
COOTBETCTBYIONIHX
MOJIOZKEHKH IIpoeK1a
HOPMAaTHBHOI'O
PaBOBOro aKia)




I'pynma 1

['pynmna N

7.5. W3pepiKK{ ¥ BBITOBI @JPECATOB TPE/UIAracMOoro MpaBoBoOro perylupoBaHus,
He IOIAIOIIHeCs KOIUUECTBEHHOM OLCHKEe: HET.
8. OneHka  pHCKOB HeONaronpUsITHLIX
IIpeUIaraeMoro NpaBoBOro PEeryIUpOBaHMsi: HET.

[IOCJIEJICTBUH NPUMEHCHNWA

8.1. Bunpl puckos 8.2. Ouenxka  BepositnocTH|8.3.  MeToihl  KOHTPOIA
HaCTYIUICHHUS PHCKOB
HeOMaronpusit HLIX
MOCIEACTBUI

Puck 1

Pucxk N

9. CpaBHEHUE BO3MO)KHBIX BAPHAHTOB PEILEHHs TIPOOTIEMBI: HET.

/11

Kputepun CpaBHEHHS BO3MOKHBIX
BApUAHTOB PelIeHUs IIPOOIeMb

Bapuanr 1

Bapuant 2 Bapuant N

9.1.

Copnepixanue BapuaHTa  PELLeHHsI
poOIIeMBl

9.2.

KauectBennas XapaKTepUucIuKa 3
OlLIEHKa JIMHAMMKH YUCJICHHOC T
MOTEHLUHAILHBIX anapecaros
npeJiaraeMoro TI[PaBoBOIo
pPEryIupOBaHMs B CPEJHECPOYHOM
nepuoge (1 - 3 rona)

2:3.

OneHka JIOIOJHHIEIBHBIX — PacxoJioB
(I0XO/0B) IIOTEHLHANBHLIX aIpecaron
peryIupoBaHus, CBSI3aHHDBIX v
BBEJECHIHEeM IIpeIaraeMoro IIpPaBoBOTO
peryIHpOBaHHs




9.4.|Onenka pacxonoB (noxonos) Orokeia
cyosexkta  Poccuiickoit — Dejepaiun,
CBSI3AHHBIX C BBEIEHHUEM IIPEIIaraeMoro
MIPaBOBOIO PErYIUPOBAHUS

0.5, |0O1enka BO3MOXHOCTH  JIOCTH/KEHUSI
3aSBJIEHHBIX  LEeJeld  peryJiupoBaHus

(paznein 3 CBOJIHOTO orTvera)
[IOCPEICTBOM TPUMEHEHUSI
paccMaTpUBaeMBIX BapHAHTOB
NpeIaraeMoro TIPaBoOBOIO
peryIHpOBaHHUs '

9.6.|O1enxka  pUCKOB  HeOIArompusrHLIX
MOCJIEICTBUA

9.7. O6ocHoBanwe  BRIOOpa  NPEANOYIHTENLHOIO  BapuaH1a  peIIeHHd
BBISIBIICHHOH NIPOOJIEMEL: HET.

9.8. JleTanpHOE ONUCAHME IPEJIAraeMOro BApHAHTA PeIIeH s NPOOIeMbl: HET.

10.  OuenHka HEOOXOANMOCTH YCIAaHOBJICHMS [IEPEXOIHOrO reproja u (Win)
OTCPOYKHM BCTYIUIEHHS B CUILY HOPMa1H¥BHOIO npaBosoro  akra  JuOO
HEeOOXOMMMOCTH PACIpPOCTPAHEHHS [IPEIUIaraeMoro paBoOBOTO PETYJIMpOBAHMS Ha PaHEe
BOZHUKIIHE OTHOLIEHHS: IEPEXOJHOI0 Meprojia U (WiIKM) OTCPOUKH BCTYTUICHWS B CHITY
HOPMATKBHOT'O IIPaBOBOTO aKTa HE IIPEJIIoJiaraercs.

10.1. Ilpenmornaraemasl jata BCTYIJICHHs B CHIIY HOPMATHBHOIO PABOBOrO axra:
01.11.2021.

10.2. HeoOXOAMMOCTh YCIAHOBJIEHMS [IEPEXOHOI0 [eprojia ¥ (M) OTCPOYKH
BBEJICHUSI IIPEJIAraeMOro IPaBoBOro PEryIHpoBauus ecTh (HeT): HeT;

CPOK TIIEPEXONHOr0 Iepuoja: _  JHeH ¢ MOMeH1a [pWHITHS IPOEKTa
HOPMATUBHOI'O [IPABOBOIO aKTa,

OTCPOYKA BBEJEHMs [PEjUIAaraeéMoro IpPaBoOBOr0 PEryIMpOBamHus:  JHEH ©
MOMEHTA MPUHSLHS [IPOeKTa HOPMATUBHOIO IIPABOBOIO aK1a.

10.3. Heobxonumocth pacrpocipaHeH s npejIaraeMoro [IPaBOBOTO

PErYIUPOBaHUS Ha PaHee BO3HUKIINE OTHOILIEHMSI: HET.

10.4. OBocHOBaHKE HEOOXOMUMOCTH YCTAHOBIEHMS! IEPEXOHOT0 TTeprojia 1 (Win)
OTCPOYKM BCTYIUIEHHS B CHJIYy HOPMATHBHOI'O IHPABOBOTO aKia j1400 HeoOXOHMMOCTH
pacnpoCIpaHeHis [peiIaraeMoro [paBoBOIO PEryIMPOBAaHHs Ha paHee BO3HUKIIME
OTHOUICHMS: HET.

PykoBojuTens
pervoHansHOR ¢ty Op! 1o Tapudam
Kuposckoit obnactu

M.B. Muxaunosn




