MVIHVICTEPCTBO IO TAPUDAM ¥ HHIEHAM
KYPCKOY OBJACTH

OPUKAS3

10.03.2025 Ne 27
Kypcxk

06 yrsepieHnn X0KIANA :

«O6oBuen e NpaBonpuMenuTenbroi npakTrky Munucrepersa 1o Tapudam
u wenan Kypewoit o6aactu 32 2024 rojx B cdepe KOHTPO/IA 38 NpUMCHEHEEM
Hel HA JIEKAPCTBEHHbIE HIPEHapaThl, BKIIOUEHIbIe B iepeueb IKU3HECHHO
11e06X0AMMbBIX U BasKUeH KX JeKapeTBeHbLIX NpenapaTos»

Pyxosoncteysich crathed 47 @enepalbHOro 3aKoHa OT 31.07.2020
No 248-D3 «O rocynapcTBeHHoM KOHTPONe (HaA30pe) ¥ MyHUIAIATEHOM KOHTPOIIE
3 Poccuitckoit  Penmepauuuy, nyHkrom 17 Ilomoxenus O peruoHaIbHOM
FOCY JapCTBEHHOM KOHTpOJe (Haa3ope) 3a npUMeHeHEM IIeH Ha JIeKapCTBeHHBIE
nperiapatnl, BKIIOYEHHBE B IepedeHb JKU3HEHHO HEOOXOMMMBIX H BaYKHEWIINX
JIeKApCTREHNBIX TIPEnaparos, Ha Teppuropu Kypekoi 001acTi, yTBEepKASHHOTO
nocrauoniennem [Ipasurenscrsa Kypexo# obnact ot 13.07.2023 Ne 772-mm,
ITPHIKAZLIBAIO:

I. Yreepuuth npmnaraemoit noxnax «O6obmenue MpaBoNpUMEHHTENLHOR
npaxtukyn Munucrepersa 1o Tapudam u uenam Kypexo# obnactd 3a 2024 rox B
cepe KOHTPOJS 3@ IPUMEHEHHWEM [eH Ha JIEKapCTBEHHBIC IIpeNaparthl,
BIIOUGHIILIE B IEPCUCHD JKU3HEHHO HeOOXOUMMBIX ¥ B&KHEHIIHX JIEKapCTBEHHBIX
[IpenapatoBy CorviacHo npuioxkenuio Ne 1.

2. VersepauTh mpusiaraemMslil [lepedeHs akToB, COAEPIKAIUX 00s3aTeNbHbIE
TpeboBaryis, CODIIONEHNE KOTOPLIX OUCHUBACTCA NPU TIPOBEACHUH MEepOIPUATUH
110 KOWTPOJIO TpY OCYIICCTBIEHNHM PErHOHaNbHOrO roCy AapCTBEHHOTO KOHTPOA
(Haj30pa) 3a NpUMEHEHHeM LeH Ha JEKApCTBEHHBIC IPeNapaThl, BKIIOYCHHBIC B
nepeyein JKU3HEHHO HeOOXOAMMBIX ¥ BaXKHEHIINX JEKapCTBEHHBIX IPErapaTos Ha
TeppuTopun Kypekoii 061acTH, COrNACHO IPHUIOKEHHIO Ne 2.

3. I'lpuxas BcTynaer B CHILY C AaThl ITOMIICAHI.

Vcimonusiomun A
0053a1HOCTH MUHHCTPA ' [O.10. Kyu



ITPVJIOXKEHHME Nel
x npuxazy MunTL] Kypckoi obnactu
ot 10.03.2025 Ne 27

Hownan
Ve - - ) i [ . .

«OBoGwicne NIPaBONPEMCNTEbIO0H npakTuKky MunucTepeTsa 10 Tapudam
u penam Kypewroti o6aacru 3a 2024 ron B cdepe KOHTPOJIS 32 IPUMEHCHHEM
HOH 1% JIeKAaPCTBCHIBIC HPENapaThl, BRIIOUEHHbIC B NePpeueHb JKU3HEHHO

oOXONMMbIX U Baskie X JICKapCTREHHLIX penaparos»

Onnoit ¥3 OCHOBHBIX (yHKUmM MuHuCTepcTBa IO TapupaM U IEeHaM
Kypcroit obnactn (MunTL] Kypcxoit ofnacty) Hapsmy ¢ IOCYINapCTBEHHBIM
LEHOBLIM (Tapu(HLIM) PEeryIupOBAHMEM SBIACTCS pealu3alusd PEernoHaIbHOro
FOCY JAPCTBEHHON0 KOHTPONs (Haxzopa) B 00JaCTH PEryIHpPYEeMbIX oCY apCcTBOM
e (Tapudpos) Ha reppuropun Kypcko# obnacti.

OeioBHLIMYE HOPMATHBIBIMY HPABOBBLIMA aKTaMH, peryJupyrominMu
OCYHIeCTBJICHNE FOCY IAPCTBEH 0T KOHTPOJIs (Hai30pa) sIBISI0TC:

Kojiexe PO 00 aAMUHMCTPATHBHBIX [IPABOHADY LICHHUSIX;

Gejiepanbublit 3akon o1 31 mions 2020 ropa Ne 248-03 «O rocy [apcTBeHHOM
KOHTpOJEe (HAA30pe) ¥ MyHULMIAIBLHOM KOHTpone (Hau3ope) B Poccuiickoi
deyepainy (Hanee- Gejeparpupii 3akon Ne 248-03);

Mocranosnenne [lpasurensersa P or 03.11.2021 Ne 1915 «0O6
yreeprkacui  o0wux  TpebopaHMM K - OpraHM3aldM M OCYIIECTBICHMIO
PErHONAILHONO  FOCYNAPCTBEHHOTO  KoHTpoias — (Hamsopa) B o0acTH
FOCYaPCTBEHHON0 PEryIMpOBanyst Nel (1apudoB)»;

Tocranosnenye Ipasurenscrsa Kypekoit obiacry or 31.10.2024 Ne 887-na
«O6 yrepaciennu [onoxkenus o MUHUCTEPCTBE 10 TapudaMm H LHeHaM Kypcxoi
obnacrmy;

Tlocranosienne Ipasurernsersa Kypekoit obrmactu ot 13.07.2023 Ne 772-1m
«O6 yroepxaenvn [lonokenus O PErHMOHAIBHOM TOCYNApCTBEHHOM KOHTPOJIE
(najsope) 3a IpUMCHEHHEM 1eH Ha JIEKApCTBCHHbIC NPerapaThl, BKITIOUCHHBIC B
nepedeilh KU3HENO HE0OX0AUMbIX ¥ BKHEHIIMX JIEKapCTBEHHBIX IPperapaTos, Ha
teppuropru Kypckoi odnactuy;

Toctanosnenve  Ammvunuctpaunn  Kypekoit obmactu ot 09.12.202]
Ne 1317-na «O6 yrepxuenun llepedrss MHIMKATOPOB PHCKA HAapyILCHMA
00s3aTelLHBIX tpedoBanuil Ipu OCYILIECTBIEHUH PETHOHAIBLHOIO
FOCYAAPCTBEMHOro KOHTpos (Han3opa) B 00KaCTH peryTupyeMBIX TOCYAapCTBOM
uen (rapudos)»;

[Tocranosienne Ajmvuupcrpaunu  Kypckoir obmactn ot 28.12.2021
No 1492-11a «O6 yTepiaeHun KIIOUEBbIX 110Ka3aTeNed 1 UX HENeBhIX 3HAYEHWH,
WIHIMKATUBHBIX NOKazarejaedl Uisi perdoHallbHOr0 TOCYAapCTBEHHOIO KOHTPOJIA
(1a/130pa) B 06IACTH PeryIupyeMBIX TOCY1apCTBOM 1LeH (Tapi(oB)».



[TocragonienueM llpasurenscra PO ot 10.03.2022 Ne 336 «0O06
0COBEHHOCTSIX OPTaHW3Aldd W OCYIIECTBICHUS TOCYAapCTBEHHOIO KOHTPOIL
(Ha)30pa), MYHULHNAILHOIO KOHTPOID) C© 25 wmapra 2022 rozma Obl BBEICH
MOpAaTOpKit Ha NPOBEHAEHNE KOHTPONBHBIX MEPOTIPUATHUH.

Ocuoniol axuenT IlocraposnerneM Ilpasurenscta PO ot 10.03.2022
Ne 336 B 2024 roxy AenaeTcs Ha [PoBeJeHHe NPOPUIAKTHYECKUX MEpOTIPUATUH, K
KOTOPbIM OTHECEHDL:

a) uH(popMUpoBaNKe;

) 00OBLIEHAE [1PABOIPUMEHUTENLHOH TIPAKTHKY,

B) OOLSIBICHHE NPEJOCTEPEIKCHU;

') KOHCYNBLTUPOBAHNKE]

J0) 1pOQWIAKTHICCKIAN BU3UT.

I/IHd_)obMMDOBaHHe.

Ui opMUpoBanye 110 BOIPOCaM COOIIONEHNS 06s3aTeNbHEIX TPeOOBAHUN
OCYLICCTBISCTCS B IIOPSKE, YCTAHOBJIEHHOM CTaThel 46 denepadpHOr0 3aKOHA
No 248-D3.

Vgopmanus pasMetuaeres Ha caitre MunTLL:

1) TeXCTBhI HOPMATMBHBIX [1PABOBBIX AKTOB, PEryIMPYIOMIKe OCYUIECTBICHIE
KOHTPOJIst, TEKCTBL KTOB, COEpKalMX 00si3aTebHbIe TpeboBanusl, HH(GOPMaLHs]
00 W3MEHEHMX B HUX;

2) yrseprKieHHbIe NPOBEPOYHBIC JIMCTBI, PYKOBOACTBA IO COOIOIEH IO
oba3aTesbHLIX TpeOoBanuH; A

3) nepeueHb HHAMKATOPOB PUCKA HapyIIEH!s 0053aTeIbHbIX TpeOOBaHMI;

4) nepedeHs 00bEKTOB KOHTPOJIS;

5) IpOrpaMmbl IPOQUIIAKTAKA PACKOB IIPHYHHEHNS Bpeaa;

6) csejeHuss O IIOPSJIKE nocyneGHOro  O0KaNIoBaHU pemenuit MunaTI]
Kypcroit obnacty, AeACTBUNA (GesneicTBUS) €r0 JOJDKHOCTHBIX JIMILI.

Minas nudopmanust 8 coorseTcrny ¢ MdenepaibibiM 3aK0HOM No 248-D3.

O60o01enne npaBolpuMeHUTEALHON IPaKTHKY.

Jloxsan, CcojepKalluii  pe3ynbraThi  000OLICHUS IpaBONIPUMEHUTEIBHON
PAKTHIH, TOTOBKTCS He 103/iHee 1 MapTa roja, CJeIyromero 3a 0TIeTHRIM FOLIOM,
yreepraaeres npuxasom MuaTLL Kypexo# obnacTu 10 12 mapTa ¥ pazMernaeTcs
na oduumansrom caitre Mun'TLL Kypexon obnacty B ceTH «MHTepHeT» He T03/IHee
3 jmedt co AHs ero yrsepiierus. Jokna, CoJepKalyi pe3ynbTaTsl 0000 uIeHHMS!
11DABOTIPUMCHHTENILHON NPAKTUKHY, TOArOTABIUBAETCS OAMH Pas B IO,

O6psBiieHne npepocrepexerns. (cr. 60, 74 O3 No248-D3)

B cnyuae mannuus y MunTL Kypekoit obnacru CBEJEHHH O TOTOBSIIMXCS
napywenusx  o0ssareipHbpx  rpeboBaHME MM [PH3HAKAX HapyLIEeHUN
oGsizatensHbIX tpefboBaHuii ¥ (MiM) B clydae OTCYTCTBUS IOATBEPXKACHHBIX



JAHOBIX O TOM, 9TO HapylleHue 00g3aTebHBIX TpeOOBAHMA NPUYHHAIO BPEN
(yimep0) OXpaHsSeMBIM 38KOHOM LEHHOCTIM b0 co3dano yrpo3y NpUIHHEeHWs
spera (yulepba) oxpaHsieMbiM 3aKOHOM UEHHOCTAM, MusTLl Kypckoii obnactu
OBBABNACT KOHTPOAMpYEMOMY JHULY TPEeIOCTepeKenue O HEeNOIyCTUMOCTH
napymienust  o6s3aTeIbHbIX  TpeboBaHui M Tpeasaraet IpUHATL  MEpBL IO
ofecrieuennio cobroIeHus o0s3aTeIbHBIX TPeOOBAHUH.

KoncvasTupoparue.

Jiosmcnocrapie nuua MunTL Kypexon obnacTy MPOBOAAT KOHCYJIBTHPOBAHME
10 O0PAlCHHUSIM KOHTPOIUPYEMbIX JIULL ¥ UX npeAcTaBUTee 10 Tene(oHy,
[LOCPE/ICTEOM BUAEO-KOH(EPEHL-CBI3M WM Ha JIMYHOM IPHEeMe y JOJDKHOCTHOTO
mrna Mun T Kypckoii obnactu, B X0/1€ OCYILECTBICHUA TpOoUITAKTUIECKOTO HIIH
KOHTPOJILHOrO (HAL30PHOr0) MEPOIIPUSTHSL.

Jomxuoetuple  Jmua - MunTl{  Kypcexoi o0jacTd  OCYIIECTBILIOT
KOHCYJILTHPOBAHEE, B TOM HACHIE THCHMEHHOE, I10 CIIENYIOMIM BOIIPOCaM:

a) 1pumenenye o0szarelibuplX TpeboBanui, CONepIKaHie 1 MOCIENCTEIA HX
M3MCHCHHUS;

G) 11COBXONUMBIE OPIaHM3ALMOHHbIE W (MIIH) TEXHUYECKUE MEPONpUATHA,
KOTOPbIE JIOJDKHB! PEanM30BaTh KOHTPOIMPYEeMBIC Jinna JULA cobroieHus. HOBBIX
oGa3aTenbHLIX TpeOoBaHNH,;

B) 0COGEHHOCTY OCYLLECTBIEHUs] PErHOHATBHOTO FOCY AapCTBERHOI0 KOHTPOLA
{(n1a,130pa}.

KouwrponupyeMoe JIHMLO BIPaBe HalpaBuTh 3anmpoc O IPelOCTAaBICHIH
ITHCLMENHOrO OTBETa B CPOKM, yCTaHoBIeHHbie (DejieparlbHbiM 3aKOHOM OT 2 mad
2006 rona Ne 59-03 «O nopsiiike paccMOTpeHus 00palieHnH rpakian Poccuiickoi
BGeepaiinmn.

HDOd) MJIAKTHUECKUM BUSUT.

[lpoduiakruieckuil BU3UT NPOBOJUTCS B IOPAAKE, YCTAHOBICHHOM cratbeit
52 ®epepabHONO 3aK0HA O KOUTPOJIe (nanzope).

OGsizarenpible  NPOPUIAKTHYCCKHE  BU3KTEL  IPOBOJATCS B OTHOMICHMH
KOHTPOJIMPYEMBIX JIHL, IPUCTYIAIOLMX K OCYIECTBIACHIIO PEIYIMpYCMBIX BUOB
JeSITENBHOCTH B cepe OCYAapCTBEHHOIO peryiupoBaHus LCH (tapudos), B
reucHKE OAHON0 oA C MOMEHTa Havana TaKO! 1esTeIbHOCTH.

[lpe/iMeToM pernoHalbHOI0 FOCY JapCTBEHHOTO KOHTPOJLT (ramzopa) ABISETCS
cOBMIONEHHME OPTaHN3ALMSIMH OITTOBOM TOProOBIM JIEKAPCTBEHHBIMM CPEIACTBAMH,
ArrTeHiLIMU Opraliu3auysMm, WIJUBUAYATBHBIME  TIPEANPUHMATEIAMMY,
UMCIOILMMHK  JIULIEH3MIO Ha (apMaleBTHYeCKyIo NesTeNbHOCTh, MEAULUMHCKUMA
Oprau3aiuIMHi, HMEIOLIMMHY JIMIIEH3HIO Ha papMareBTHIecKy1o AesTeNbHOCTD, U
nx 060coBieHHbIMY  ToapasieleHus iU (aMOyIaTOPHAMH, denpAIEPCKUMU 1
(enbuuepCKo-aKy lIepCKUMHU  [IYHKTaMH, — LEHTpaMH (otmenenuamu) — oOIIER
ppagcCnoi (cemeHHoMn) IPAKTHKY), PACHONIOKEHHBIMI B CEILCKUX HACCICHHBIX
NYHKTAX, B KOTOPBIX OTCYTCTBYIOT alTEdHble OpraHusalyy, IpH peanu3aLyn



NeKapCTBEHHBIX TpenapaTos TpeboBaruii K IPHMEHEHHIO IIeH, YPOBEHDL KOTOPBIX He
JOMOKEN  [IPEBBINIATE CyMMY (DAKTHICCKOH OTITyCKHON I[€HBI, YCTAaHOBJICHHOH
[IPOM3BOUTENEM JIGKAPCTBEHHBIX IIPETapaTos, M KOTOPBIE HE [IPEBBIILIAIOT
3ApPEIHCTPUPOBAHHBIX  NPELELHEIX  OTIYCKHBIX LCH, W PasMepoB OITOBBIX
nanGasor W (WiM)  pasMepoB  POHMUHBIX  HAj0aBOK, HE MPEBBINAIONIMX
COOTBETCIBEHNO PA3MEPOB HPENELHEIX ONTOBBIX HAN0ABOK 1 (vmn) pasMepoB
NpPEAeIbHbIX PO3HHYNLIX HAL0aBOK, YCTAHOBICHHDIX B Kypckoit obnacru.

feponpuarus 3a 2024 roj.

1| Konnuectso nposenennbix KHM 0
U nuxe
[Iposeneiro mianopx KHM 0
Flposeneno srernanosbx KHM 0
2 | Konnuectso KHM 1o KOTOPLIM BLISIBJICHEI HAPYHICHUS 0
Vi3 nux:
o nnanospiM KHM 0
[lo puermanospiv KHM 0
3| KOonuecTso Jiull, pUBIeUeHHbIX K aJIMUHUCTPATHBHOH 0
OTBCTCTBEHHOCTH 10 HToram nposeenHpx KHM
Yig vuxe
HOpMIMHECKUX JIMLL 0
PaloTHUKOB I0PHIMYECKUX JINLL 0
QP u3HUeCKiX UL 0
4 | KonnvuecTso Jiell 00 AIMUHHACTPATUBHBIX 0
1pazouapyLeHmsIxX 1o KOTOPLIM 00O'BSIBIEHO
NPeLYNPEKACHIS
Vi3 nux na ocnosanuy crathu 4.1.1 KoAIT PO 0
5 | KonuyecTBO IOJKOHTPOJIBHLIX HOPUAMYSCKUX JIAL U 238
41U BRLY A1BHBIX [IPEATIPHHNMATENICH
6 | Konuuecrso — opraHuszauui U UHAMBHIYaJbHBIX 0
fpe/puiiMaTesell noiBeprHy ThIX KOHTPOJIO
7 | Koin4ecrso [IPOBELEHHbBIX npoQHIaKTHIECKIX 16
MCPOTIPUATHH
Wiz nux:
Vlndopmiposaiike 5
OBobuieHne npaBolIpUMCHUTENLHON IPaKTHKH 1
Menbl cTUMYIHpoBanus 100pOCOBECTHOCTH 0
O0LsBIe e NPeaoCTepeKeHns 0
KoncynpTupoBanme 10
IIpoduiIaKTH4YeCKUi BUSHT 0

B 2024 rony mpopeaeHa pasbsCHUTEIbLHAL paboTta ¢ MOJKOHTPOJLHBIMU
cyGpeicramu 110 Bonpocam  CoOIIONeHH S obs3arenpHBIX TpeboBaHui B cpepe



PErHOLANLIOr0  FOCYHApCTBEHHOrO  KOHTPOJS 3 HMPAMEHEHHMEM  LCH Ha
JIEKAPCTBEHHbBIC [IPeraparhl, BKIIOUYSHHbIE B IePedeHb JKHBJITL, copepoxalinxcs B
HOPMATHBHBIX [IPABOBEIX AaKTax (B paMKax KOHCyIbTaluil, Ha O00y4aroIiix
ceMuHapax, MNyOJIMYHBIX — MEPONPHATHIX IO OOCY)KICHHUIO  PEe3yJIbTaTOB
[PABONPHUMCHATCILHON PAKTHK, B OTBETAX Ha obpalieHus I0pUANYECKAX JIUL U
FPaKai) ¢ MOCIEAYIOWNM PasMelIeHneM yHpopMalun Ha cafire MuHHCTEpCTBA
no rapudan 1 uenam Kypekoii o61acT.

TIpoBOJMIANCE KOHCYIBTaUHN ¢ IPEACTaBUTeIIMH cyObeKTOB OOpAaLIeHNUS
JIEKaPCTBEIILIX  CPEACTB 110 PasbACHEHHUIO 00s3aTeNbHbIX  TPeOOBaHWH,
CONEPIKAIMXCsE B [TOCTAHOBJIEHUN  AJMUHHCTPALMH Kypcko#t obnactu  OT
22122021 No 1418-na «O6 ycranoBieHuy IpedenbHpIX pasMepoB ONTOBLIX
HanGasok M OPCACHBHLIX PA3MEPOB PO3HMYHBIX HaZ0aBOK K (QaKTUYECKUM
OTIYCKHLIM  LEeHam,  YCTAHOBIEHHBIM — IPOM3BOJMTENAME  JICKapCTBEHHALX
[pEerapaToB, Ha JEKADCTBEHHDIE NPENaparhl, BKIIOYEHHbIS B NePEeHb JKIUSHOHHO
HeOBXOAMMDIX ¥ BaKHEHIIMX JIeKapCTBEHHDLIX [pernapaToB, peannsyeMbIX Ha
repputopu Kypekod 06actuy, IPOeKT KOTOPOro MOArOTOBICH KOMHTCTOM MO
rapudanm 1 edam Kypekoit obnacty.
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