KOMUTET IIO TAPUDAM U IEHAM KYPCKOU OBJIACTH

MIPUKAS3

07.03.2024 Ne 38
Kypck

00 yrBep:rieHn JOKIa/a
«006001menne NpaBONPUMEHHTENbHOH IPAKTHKH KOMHUTETA 110 TapugaM H
nernam Kypcekoii ob6nacrn 3a 2023 rox B chepe KOHTPOJIS 32 TPHMEHEHUEM LeH
HA JICKAPCTBEHHBIEC NPenapaThbl, BKJIAIOYEHHbIE B JIepeYyeHb KU3HEHHO
HEeoOXOJMMBIX ¥ BaKHEHIINX JIeKAPCTBEHHBIX NIpenapaTos»

Pykosoncreysce crateeld 47 @enepansHoro 3akonma ot 31.07.2020
Ne 248-D3 «O rocygapcTBeHHOM KOHTpoJIe (HAA30Pe) ¥ MYyHULIUIIATIEHOM KOHTPOJIE
B Poccuiickoit ®epepauum», nyakrom 17 Tlomoxenuss o pervoHanbsHOM
roCy1apCTBEHHOM KOHTpPOJE (Haa30pe) 3a IPMMEHEHUEM LeH Ha JeKapCTBeHHbIE
MperapaThl, BKIIOYEHHBIE B IEPEYCHb XXKHU3HEHHO HEOOXONUMBIX W BaYKHEHIIUX
JeKapCTBEHHBIX ITperaparor, Ba tepputopur Kypckoi o0jacTd, yTBEpXKIEHHOTO
roctaHoBienreM IlpasurenscrBa Kypckolt obmactu ot 13.07.2023 No 772-mm,
[TPKA3BIBALO:

1. YTeepauTh npuiaraeMeiil noxnan «O0o0IIeHre MpaBOTPUMEHUTEIBHON
NpakTUKKW KoMuTeTa 1o Tapudam u 1ienam Kypceko obnactu 3a 2023 ron B chepe
KOHTPOJI 3a INPUMEHEHUEM LEeH Ha JIeKapCTBEHHBIE ITperraparsl, BKIIOUEHHLIE B
MepeyueHb KU3HEHHO HEOOXOMUMBIX W BaXHEHIINX JIEKAPCTBEHHBIX IIperapaToB
COTJIACHO IpHUIoKeHuro No 1.

2. YrBepnuth npuiaraemseiil [lepedeHs akToB, cogepx)aumx oOsg3aTelpHbIe
TpeOoBanus, COONIONEHNE KOTOPLIX OLEHUBACTCS MPH IIPOBEACHUN MEPOITPUATHH
II0 KOHTPOJIIO IIPHU OCYIIECTBICHUU PErHOHAIBHOTO rOCYNapCTBEHHOIO KOHTPOJIA
(Hamzopa) 3a IpUMEHEeHHeM LeH Ha JeKapCTBEHHbIe INperaparbl, BKIFOYEHHBIE B
NIepeueHb JKU3HEHHO HeOOXONUMBIX ¥ BAXKHEUIINX JIEKAPCTBEHHBIX MIPETIapaToB Ha
Tepputopuu Kypckoit 001acTu, COracHo MpuioKeHuio Ne 2.

3. IIpuka3 BCTynaeT B CHJLY C JAThl IOAITHUCAHUS.

[Ipeacenarens

KOMUTETA C.B. Toxapes




[TPUJIOKEHME Nel
k npukazy KTL Kypckoit obnactu
ot 07.03.2024 Ne 38

Hoxman
«O600meHne NPagoONPUMEHMTENbHON NPAKTHKH KOMHUTETA N0 Tapudam u
nenam Kypckoii ob6sacru 3a 2023 roa B cpepe KOHTPOJIS 3a IPUMEHEHHEM LeH
Ha JieKapCTBeHHbIE NpenapaThl, BKJIAIOYEHHbIC B HepeYeHb KU3HEHHO
HEeOOXOAMMBbIX U BasKHECHHIHX JeKAPCTBEHHbIX IpenapaToB»

OnHOM u3 OCHOBHBIX (GYHKIMN KomuTera mo Tapudam u neHam Kypckoit
obnactu (KTLI Kypckxoit ob6nactu) Hapsay C TOCYJapCTBEHHBIM I[EHOBLIM
(TapuHBIM)  pEryIHpPOBAaHHMEM  SBISETCS  peanu3alysl  PEerHOHATIBHOIO
rOCY/IapCTBEHHOI'0 KOHTPOJIS (Haa30pa) B 00JacTH perynnpyeme roCyiapCTBOM
neH (tapudos) Ha TeppuTopuu Kypckoit odnacTy.

OcCHOBHBIMH HOPMATHBHBIMH NPABOBBIMH aKTaMU, PeryJUpPYIOIIHMHU
OCYIIECTBJIEHHE IOCY1apPCTBEHHOI0 KOHTPOJIsI (Haa30pa) sIBJISIIOTCSE:

Konexc P® 06 anMUHHUCTPATUBHBIX MPaBOHAPYIUESHUIX;

Denepanpupiil 3aK0H 0T 31 mromst 2020 roga Ne 248-D3 «O rocynapcTBeHHOM
KOHTpoJe (Ham3ope) W MYyHHLMIATBHOM KOHTpoJsie (Ham3ope) B Poccuiickol
Denepanumy (nanee- OenepanbHbll 3aKoH No 248-D3);

ITocranosnenue Ilpasutenscrea P® ot 03.11.2021 Ne 1915 «O6
YIBEPKIEHUM OOmmMX TpeboBaHMM K OpraHusalud ¢ OCYLIECTBICHHIO
pPeTHOHATHHOIO  TOCYNAapCTBEHHOTO  KOHTpoys  (Hamszopa) B obiactu
rOCY/IapCTBEHHOTO PEryJIMpOBaHUs LeH (Tapr(OB)»;

[Tocranosnenue Anmunuctpaunu Kypckoi odnactu ot 21.04.2016 No 230-
na «O6 yreepxaenun [lonoxenuss o xomurere 1o tapudam u LeHam Kypckon
obmacTm;

[Toctanosnenue IIpaBurtenscrBa Kypcekoit obmacty ot 13.07.2023 No 772-1m1
«O6 yteepxnenun [logoKeHUS O pPEeruoHaIbHOM TIOCYNApPCTBEHHOM KOHTPOJIE
(Ham3ope) 3a IpUMEHeHWeM IIeH Ha JeKapCTBeHHBIEe Ipenaparhl, BKIIOUEHHBIE B
NIEPEYEHB )KM3HEHHO HeOOXOAUMBIX U BaXKHEHIIINX JIEKapCTBEHHBIX IIPENaparoB, Ha
teppuroprn Kypckoit obnactiy;

ITocranoBnenue Anvunuctpanuu Kypckoir obmactu ot 09.12.2021
Ne 1317-ma «OO0 yrBepxnmenuu IlepeyHs HHAMKATOPOB pHCKA HapyLICHUS
00s13aTeIbHBIX TpeboBaHuH npu OCYLUECTBIICHUH PEruoHabHOro
rOCYJapCTBEHHOI'O KOHTPOJISI (Han3opa) B 00NacTH peryaupyeMbIX TOCYIapCTBOM
1es (Tapudos)»;

Iloctanornenue Anmuauctpauuun Kypexo#t obmact ot 28.12.2021
Ne 1492-nma «OO6 yTBep KICHUM KITFOUEBBIX ITOKa3aTesield W UX IIeJIeBhIX 3HAUCHUH,
UHIAKaTUBHBIX IOKazaTesell Ui PerMoHaIbHOTO TIOCYZapCTBEHHOIO KOHTPOJLI
(Hazmzopa) B 0OJNACTH PeryIupyeMbIX TOCYAapCTBOM IeH (TapudoB)».



[Toctanosnenuem llpasurensctBa PO or 10.03.2022 Ne 336 «OO0
OCOOEHHOCTSIX OpraHMU3alliid W OCYIIECTBJICHHUS TOCYAApCTBEHHOTO KOHTPOJIA
(Hamzopa), MYHUIMIIATBHOIO KOHTpOJs» ¢ 25 mapra 2022 roma ObLT BBeIeH
MOPATOPHH Ha IPOBEICHNE KOHTPOJLHBIX MEPOIPUITHH.

OcnoBuo#t axueHt Ilocranosnenuwem IlIpaBurensctBa PO ot 10.03.2022
N 336 B 2023 roxy nenaercs: Ha IpOBEIeHUE NPOPUIaAKTUISCKUX MEPOIPUATHH, K
KOTOPHIM OTHECEHBI:

a) THQOPMHUPOBAHHUE;

0) obobIIeHHE ITPABOIIPUMEHUTEIILHOH TTPaKTUKH;

B) O0BSIBICHUE IIPEIOCTEPEIKEHUS;

I') KOHCYJIBTUPOBAHNE;

1) TpOQUITAKTUIESCKUAN BU3HT.

adopMmuposadue.

WuadopmupoBanue 1o BompocaM COONIOAEHUS 00s3aTeNbHBIX TpeOOBaHUH
OCYHIECTBIISIETCS B MOPSIAKE, YCTAHOBICHHOM cTarhel 46 DenepalbHOTO 3aKOHA
Ne 248-@3.

VadopMmanys pasMeriaercs Ha caiiTe KOMUTETA!

1) TeKCTHl HOPMATUBHBIX MPABOBLIX aKTOB, PErYJIUPYIONIME OCYLIECTBICHUE
KOHTPOJIS,, TeKCTBl aKTOB, COJEpPXKaIUX 00s3aTeNbHble TpeOOoBaHusl, HHPOpMaLUI
00 U3MEHEHUSIX B HUX;

2) YTBEpKICHHBIE IIPOBEPOYHLIE JIMCTHI, PYKOBOACTBA IO COOJIOACHUIO
o0s13aTeNbHBIX TPeOOBAHUI;

3) mepedeHs UHANKATOPOB PUCKA HAPYIICHUS 00s3aTeIbHBIX TpeOOBaHNH;

4) iepedeHs 0OBEKTOB KOHTPOJIS;

5) mporpaMmbl NPOGUIAKTAKH PUCKOB NPUUUHEHUS BPEa;

6) ceeneHus o mopsake nocynebroro obkamoanus pemennid KT Kypckoin
obnactu, aercTBul (0e3neWCTBIS) ero JOMKHOCTHBIX JIHII.

Wuast napopmanms B coorsercTsrr ¢ DeaepanbHbIM 3akoHOM No 248-D3.

0O0o0b1IeHre TPABOIPHIMEHUTENbHON IPAKTHAKN.

Hoknam, comepxKamuii pe3ynsTarhl 0000MIEHHUs] NPaBOIPUMEHUTEIBLHON
IIPAaKTUKH, TOTOBUTCS HE MMO3/IHee 1 MapTa roza, ClIeAyrouero 3a OTYETHLIM I'OJ0M,
yrBepkaaercsa npukazom mpencenarens KT Kypckoit obmactu mo 12 mapra u
pasMmemaercsa Ha opunmansaoM caite KTL] Kypckoit obnactu B cetn «MHTepHET
He TI03/Hee 3 NHeW co AHS ero yTeepxacHus. Joxnan, comepxallui pe3yabTaThl
00001IeH s TPABOIIPUMEHUTENBHON NIPAKTUKY, TOATOTABINBACTCS OJUH pa3 B O,

Ob6psapiaenne mpenocrepexenns. (cr. 60, 74 O3 No248-D3)

B cnygae mammums y KTL Kypckxo#dl obOnmacTu cBeneHMH O TOTOBAILMAXCS
HapylIeHUs X  O0M3aTeNpHBIX  TpeOOBaHMM  WIM  IpU3HAKaX  HapyLIEHHUH
o0si3aTenpHBIX TpeboBaHui W (MNM) B CIydae OTCYTCTBHS IIOATBEPKICHHBIX



JaHHBIX O TOM, YTO HapylleHHe O00s3aTeJbHLIX TpeOOBaHMM IPUINHIIO BpE
(ymepd) oxpaHsIeMBIM 3aKOHOM I[EHHOCTSIM JHOO CO3Jal0 Yrpo3y MPUYHHEHUS
Bperna (ymepba) oxpadseMbIM 3axoHoM IeHHocTsM, KTIL[ Kypckxoi#t obnactu
O0BABISET KOHTPONHPYEMOMY JIULY IIPEHOCTEPEKECHUE O HEeIOIYCTHMOCTH
HapyleHuss oO0s3aTeNbHbIX TpeOoBaHUN W IpenjiaraeT INIPUHATH MEpBl 110
obecrieueHuIo coOOMOaeHUs 0053aTeIbHEIX TPeOOBAHHUH.

Koncyarrupopanye.

Homxaoctrsre iuta KTL[ Kypckoit o0racTu mpoBO/SIT KOHCYJIBTUPOBAHHIE 110
o0pallleHWsIM KOHTPOJIMPYEeMBIX JHI M WX IpeicTaBuTeNned 1o rtenedony,
MIOCPEICTBOM BHACO-KOH(DEPEHL-CBS3HU MM Ha JIUYHOM TIpHeMe Y IOJIKHOCTHOIO
mna KT Kypexo#t obnactu, B X0He OCYIISCTBIEHUS NPOQUIAKTHUESCKOIO UK
KOHTPOJHHOTO (HA/I30PHOTO) MEPOIIPUSITHS.

Homxuoctaele  nuua KT Kypckoit  obmacth  OCYINECTBIISIFOT
KOHCYJIBTHPOBAHNE, B TOM YHCIIE IUCEMEHHOE, [10 CIEeIYIOLIIM BOIIPOCaM:

a) TIPAMEHEHHE 00s3aTesbHbBIX TPeOOBaHUM, CONep)KaHUe U MOCIEeICTBUS X
V3MEHEHNUS,

0) HEOOXOIWMBIE OPraHM3allMOHHLIE W (WUJIH) TEXHUIECKUE MEPOIPUSITHS,
KOTOPBIE JOJDKHBI peanu3oBaTh KOBTPOJIMPYEMble JULA IS COOIEOCHUS HOBBIX
00s13aTeNIbHBIX TPeOOBaHN;

B) OCOOEHHOCTH OCYLIECTBICHUS PerHOHATILHOT0 TOCYIAPCTBEHHOTO KOHTPOJIS
(Haa30pa).

KouTponupyemoe MO BIpPaBe HaIpaBUTh 3alpoc O MPeHoCTABICHUU
IIMCHMEHHOI'O OTBETa B CPOKH, YCTAHOBICHHBIE DegepanbHbIM 3aKOHOM OT 2 Mast
2006 roga Ne 59-®3 «O nopsiike paccMOTpeHus odpaleHud rpaxaad PoccuicKon
Oeneparum.

ITpoduaakTuueckuii BU3UT.

ITpodunakTryecKkuii BUSUT IIPOBOAUTCS B IOPSIIIKE, YCTAHOBICHHOM CTaTheH
52 @enepanbHOro 3aK0HAa O KOHTPOJE (Han3ope).

OOs3aTenbHble  NPOPUIAKTUYECKUE BHU3UTHl IIPOBOMSITCS B  OTHOIICHHH
KOHTPOJIUPYEMBIX JIUL, NPUCTYIAIOMNX K OCYIIECTBICHMAIO PETYIUPYEMBIX BUIOB
JeATeBHOCTH B cepe TOCYJapCTBEHHOIO peryiupoBaHus LeH (TapudoB), B
TE€YeHHUE ONHOTO I'0Jla C MOMEHTA Hauala TAaKOH AesTeIbHOCTH.

IIpeaMeToM peruoHaIsHOI0 FOCY1apCTBEHHOTO KOHTPOJIS (Han3opa) sSBIseTcs
COONIOZEHHUE OpraHU3allUsiMU OILTOBOM TOPIOBJIM JIEKapCTBEHHBIMHU CpPEIACTBaMHU,
AQUITEUHBIMU  OPraHM3allMsIMM,  HHAUBUAYAIBHBIMU  [PEANPUHAMATEIISIMY,
UMEIOIIMMH JIMLEH3UI0 Ha (apMaleBTUUECKYIO JeATeIbHOCTh, MEIUIIHHCKAMHU
OpraHu3alysAMHy, UMEIOIIUMHY JINLEH3MI0 Ha (PapMaleBTUYEeCKYIO IeITeNIbHOCTD, 1
ux 000coOJeHHBIMU Tofpa3je/eHusIME (amOynaropusiMy, QenbIIepcKuMu 1
(QenpAmepeKo-akyepCkUMy  [IyHKTaMu, I[eHTpamu  (OTHeNneHusMu)  OoOILeH
BpaueOHON (CeMelHOM) MpaKTUKW), PACTIONOKEHHBIMUA B CEThCKUX HACENEHHBIX
[IYHKTaX, B KOTOPBEIX OTCYTCTBYIOT aIlT€UHbBIE OpPraHM3alvd, IPU pearr3alun



JEeKapCTBEHHBIX IIpeapaToB TPeOOBaHNH K ITPUMEHEHHIO IeH, YPOBEHb KOTOPBIX He
JOIDKeH IPeBBIIIATE CyMMY (aKTHUYeCKOH OTILyCKHOW IIEHBI, YCTAHOBJICHHOM
IIPOM3BOJHUTEIEM JIEKAPCTBEHHBIX IIPENaparoB, M KOTOPBbIE HE IPEeBBIAIOT
3apPETUCTPUPOBAHHBIX IIPEAEIBHBIX OTIYCKHBIX I€H, U pa3MepoB OITOBBIX
Hang0aBOX M (MIM) pPasMEpPOB PO3HMAYHBIX HAA0aBOK, HE IPEeBBIIAIOIINX
COOTBETCTBEHHO Pa3MEpOB IIpe/IelbHBIX ONTOBBIX Han0aBOK ¥ (MIM) pasMepoB
peaeTbHBIX POSHUYHBIX Han0aBOK, yCTaHOBICHHBIX B Kypcko# obnacTu.

Meponpusitust 3a 2023 roj.

1 | Konmnuectso nposenenupix KHM 0
W3 mux:
IIposegeno mranoBex KHM 0
Ilposeneno sHemanoBEIX KHM 0
2 | Kommuectso KHM 1o KoTOpBIM BRISIBIECHBI HAPYILICHUS 0
W3 mux:
[To mranoseiM KHM : 0
ITo srenranoBeiM KHM 0
3 | KonmgecTBO JHII, NPUBICUEHHBIX K 8 MUHUCTPATUBHON 0
OTBETCTBEHHOCTH 110 UTOTaM nposeneHHsx KHM
N3 Hux:
HOpuamaeckux nun 0
PabOTHUKOB IOPUIMIECKUX JTUI] 0
DU3NIESCKUX UL 0
4 | KonmyecTso aen 00 A MUHACTPATABHBIX 0
IIPABOHAPYLIEHMSIX o KOTOPBIM 00BsIBIEHO
NTPEAY IPEXK ISHMS
3 sux Ha ocgoBauuu cTaThu 4.1.1 KoAIl PO 0
5 | KonmnuecTtso HOAKOHTPOIBHBIX IOPUAMYECKUX JUI U 243
UHIUBUAYJIBHBIX NpeAnpuHUMAaTeen
6 | KommuecTtBo — opramuwzanyii ¥ MHAUBUIYATBHBIX 0
TIpeIIIpHHUMATENIEH TOABEPrHYTHIX KOHTPOIIIO
7 | KonugecTBo MIPOBEICHHBIX NPOPUIAKTHICCKAX 83
MEPOIIPUATUR
W3 mux:
WudopmupoBanue 2
O6ob1menre nNpaBoNpPUMEHUTEILHON TPAKTHKY 1
Mepsl CTUMYIHPOBAHUS JOOPOCOBECTHOCTH 0
OObsIBIEHHUE TIPEIOCTEPEIKEHUS 7
Kouncynpruposansue 73
[IpodurakTuyeckuit BU3UT 0

B 2023 romy mpoBeneHa pazbpsSCHUTENBHAS padoTa C IIOJKOHTPOIBHBIMU
cyOpeKTaMu II0 BoIpocaMm coOJrojeH s obs3aTelbHbIX TpeboBanuii B cdepe



PETHOHAIBHOIO TOCYHApCTBEHHOIO  KOHTPOJIS 3a IIpUMEHEHWeM ILeH Ha
JIeKapCTBEHHBIE Iperapartsl, BKIIOUeHHbIe B iepeuens JKHBJIIT, conepixanuxcs B
HOPMATHBHBEIX IIPaBOBBIX aKTaX (B pamKax KOHCYIbTalui, Ha obydarommx
CeMHMHApax, IIyOIMYHBIX  MEPOIPUATHSIX IO  OOCYXIEHHWIO  Pe3yJbTaToB
[IPaBONIPUMEHUTENHFHON MPaKTUK, B OTBETaX Ha OOpalleHHs IOPUANYESCKUX JIUIl U
rpaxaaH) ¢ MOCIENYIOLINM pasMellleHrneM MHQOpMalluy Ha caiiTe KOMUTEeTa II0
tapudam u neram Kypckoit odiacTu.

[IpoBOMMINCE KOHCYJIBTALMN C IIPEACTaBUTEIISIMH CYOBEKTOB OOpaIleHus
JeKapCTBEHHBIX CPEACTB II0  Pa3bsICHEHUIO 00sg3aTeNbHBIX — TpebOoBaHUH,
cojepKamipuxcss B IocraHoBieHud AnvuaucTpaund Kypcekodt obmactu ot
22.12.2021 No 1418-ma «OO0 yCTaHOBICHMW MPEACTBHHBIX pPa3sMepOB OITOBBIX
HanOaBOK U IpedeNbHBbIX pasMepoB PO3HUYHLIX HaI0aBOK K (QAKTUIECKAM
OTIIYCKHBIM  1I€HaM, YCTAQHOBJEHHBIM  IIPOM3BOJMTEISIMU  JIEKAPCTBEHHBIX
IpenapaToB, Ha JEKapCTBEHHBIE MperapaThl, BKIIOUCHHbBIE B TIepeUeHb JKU3HEHHO
HeOOXOMUMBIX ¥ BaXHEUIIMX JEKapCTBEHHBIX IMIPENnaparoB, pealu3yeMblXx Ha
teppuropun Kypckoil obnacTw», OpOEKT KOTOPOro INOATOTOBIECH KOMUTETOM IIO
tapu@am u neram Kypckoi odracry.

OO0BsBneno 7 TpenoCcTepexKeHui 3a HEUCHONHEeHHe OOS3aHHOCTH 10
NIPEICTaBICHHUIO 10 3aPOCY KOMHUTETa HH(GOPMALUM 1 HEOOXOIUMBIX MaTepHalloB
[I0 BOIPOCAM YCTAHOBICHMS, W3MEHEHMs MU INPUMEHEHHUs PEryJUpPYyEeMBIX IIeH
(tapudoB), 10 GopMe U B CPOKH, KOTOPBIE OTIPEIEICHEl KOMUTETOM.
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