YTBEPXEH
IIPUKA30M
MuisrcrepcTBa 3IPaBOOXpaHeHIS

Pecrryonuku Mapwuit S
oT 76y O~L 20241 .Ne ZFL

AOKJIAA

0 NPABONPHUMEHHTEILHOM NPaKTHKE X0 0CYIIECTBICHHIO
PEroHaANBLHOr0 roCYNAPCTBEHHOr0 KOHTPOIS (HaJ30Pa) 32 NPpUMEHEeHHeM NeH
HA JleKapCTBeHHBIE MPEeNapaThl, BKIIOYEHHbIE B MepedyeHhb JKU3HEeHHO
HEe00XO0IMMBIX 0 BAXKHEHIIUX JJeKapPCTBEeNHLIX IPenapaToR,

32 2023 rop

Hoxmag o0 [OpaBONpPUMEHHTENBHOM IIpakTHKE II0  OCYIIECTBICHHIO
PETHOHANEHOIO TOCYNAPCTBEHHOrC KOHTpons (Ham3opa) 3a HOpUMEHEHHEM LEeH
Ha JIeKapCTBEHHBIE IIpernapaTsl, BKIIOYEHHBIE B IEPEYUCHL  OKUZHEHHO
HeOOXOMMMBIX ¥ BKHEHINNX JIEKAPCTBEHHBIX [(pernapaToB, Ha TeppHTOPHH
PecnyOmnuxu Mapuit it 3a 2023 rof OATOTOBNEH B COOTBETCTBHHU CO cTaThel 47
Pepepansroro 3axosa or 31 moma 2020 r. Ne 248-03 «O rocymapcTBEeHHOM
KOHTpoNie (Ham3ope) U MyHHIMIANbHOM KoHTpone B Poccuiickoi Penepamnmm»,
myaxroM 21 Tlonoxxerus 0 peruoHANBHOM KOHTpoie (Haazope) 3a NpUMEHEHHEM
[leH Ha& JIeKApCTBEHHBIE IIperapaThbl, BIIIOYEGHHBIE B MEPEYEHb JKU3HEHHO
HeOOXOAMMBIX ¥ BAXKHEHIMK JEeKapCTBEHHBIX IIPellapaToB, YTBEPIKIECHEOI'O
nocranosnenuem [Ipaurenscta Pecmy6nuky Maputt 91 oT 28 cenrsabdps 2021 .
Ne 402 (mamee — IlonoxeHue O PErHOHANBHOM IOCYNEPCTBEHHOM KOHTPOJIE
(wanzope)), ITporpammolt MpoGHIAKTIKY PHCKOB IpHYMHEHMI Bpena (ymepbda)
OXpaHseMBIM 3aKOHOM I[IGHHOCTAIM IIPM  OCYIIGCTBICHHWM PErHOHAIBLHOTO
rOCYJApPCTBEHHOTO KOHTpOIs (Hai3opa) 3a NpHMEHEHHEM HeH Ha IeKapCTBEHHbIE
IpenapaTsl, BKIIOYEHHBIE B IEpeYeHb XXH3HEHHO HEOOXONMMBIX M BaKHEHIIHX
eKapCcTBeHHBIX  mpenaparos, Ha 2024 rox, YTBEPKOSHHOH IPHKA30OM
MunncTepeTBa 3ipasooxparenus Pecrybmuky Mapurit i ot 20 nexabpa 2023 r.
No 2927, BO HCHONHEHHE ITONHOMOYHH, IPeNOCTARNEHHBX MHHHCTEPCTBY
3gpaBooxpaHeHus PecrryGimkuw  Mapuii  On (mamee —  MHBHCTEPCTBO)
riocranopnennem [pasurensctBa Pecnybnuxy Mapu#i On ot 17 anpens 2019 r.
Ne 111 «Bonpocst MunHcTEpeTSa 3ApaBooxpanenus Pecriybnuky Mapuit Dim».

OcymiecTBIEHHE PErMOHAIBHOIO IOCYNAPCTBEHHOTO KOHTPONA (Hax3opa)
33 MpAMEHEeHHEeM LEeH Ha JeKapCTBEHHbIE NPENaparsl, BKIIOYESHHBIC B NEepedeHb
JCU3HEHHO  HEOOXOMMMBIX M BaXHeHMHMX  JIGKApCTBEHHBIX  [penapaToB
Ha TeppuTopuu Pecrmybimku Mapuii D1 8 MuEHECTEpCTBE BO3IOKEHO HA IIPABOBOK
OTHET.

Ha 31 pexabps 2023 r. obmee KONMYECTBO [IOPHUAMYESCKHUX JIMII,
HEAUBUAYAIGHEIX [IpefpHHuMaTeliel, OCYIIeCTBIAIOMMY (PapMaleBTHIECKY O
LesTenbHOCTh Ha Teppuropuu Pecrrybmuxu Mapuit O, coctasuio 111 equHury.



| OcpoBHOM  (OPMOH KOHTPONLHO-HAL30PHOK  NEATENBHOCTH  SBJLIETCH
IIPOBEPKA.

ITocranosnennem [lpasurtenscrsa Poccuitckodt Pemepaunu oT 10 mapra
2022 1. No 336 «0O6 ocobeHHOCTSX OpraHMsallii H  OCYIIECTBICHHA
rOCYZapCTBEHHOTO KOHTPOII (majizopa), MyHUIHUIANsHOI0 KOHTPOLD (nanee =
nocragosnenue IlpasutemscTBa PP Ne  336), ycTaHOBNEH ~MOPATOpHH
Ha NPOBELEHUE IUIAHOBHIX KOHTPOJBHBIX (Ha30PHELK) MEPONPUATHH, IAHOBBIX
IIPOBEPOK B OTHOIIEHUM ONpPEIENeHHbIX 00BEKTOB KOHTPOIIL. CornacHo JaHHOMY
ITOCTAHOBICHMIO TIIIAHOBbIE KOHTPONBHEIE (HaA30pHbIE) MEPONPHITHS, NIIAHOBLIS
IIPOBEPKH TPOBOLATCS TONBKO B OTHOIMIEHMH OOBEKTOB KOHTPOJS, OTHECCHHBLIX
K KATeOpMsSM UpesBhIHaiHO BBICOKOTO U BLICOKOIO pHCKa, OITacHBIM
NpOU3BOACTBEHHEIM 06hexTam Il Kmacca ONACHOCTH, IHMAPOTEXHHHUECKHM
coopyxenusam Il xnacca.

B coorserctBum ¢ Iyuxrom 12 IlonoxkeHws ©  pPerHOHANBHOM
roCyJapcTBeHHOM KOHTpole (Hamzope) MHUHMCTEPCTBO O LIEJEH YIpaBICHHI
pHCKaMM TpHuYMHEeHHS Bpeda (ymep6a) OxpaHseMbiM 3aKOHOM LEHHOCTSIM
I[P OCYILIECTBIECHHN PETHOHATBHOrO TIOCYHApCTBEHHOro KOHTPON (Hamsopa)
OTHOCHT OOBEKTE KOHTPONI K CpeAHeH, YMEpPEeHHON M HHM3KOH KaTEeropuM pucka
nprauHeHus Bpena (yiepba) oxpaHseMbIM 3aKOHOM LEHHOCTIM, BCIEACTBHUE Hero
KOHTpONLHO-HAN30puble MeponpusTas B 2023 romy B OTHOIIEHHH OOBEKTOB
KOHTPON He IIPOBOAHIIHCE.

Obparrenus rpaxias O BO3MOXHBIX (DaKTax HapYIIEHHS YCTAHOBJICHHBIX
TpeboBaruii  3akoHomarenscTsa Poccmiickoit Pepmepaumu  u  PecrnyGnuxu
Mapuit On B obnactm DpHAMEHEHHA IEH Ha NeKapCTBEHHBIE Iperaparthl,
BKJIIOYCHHLIE B NIEPEUEeHb KHU3HEHHO HeOOXOOMMEIX M BAXKHEHIIMX JICKAPCTREHEbIX
npenapatos, B 2023 rogy B MuHUCTEPCTBO He ITOCTYTIANH.

B 1nensx UpOBEAEHWs] PasbiICHUTENBbHOH palboTBI B COOTBETCTBHH
¢ [Iporpammoit mpodHIakTHKY PUCKOB IIPHUHHEHN Bpena (yiepba) oxpatseMbiM
3aKOHOM ILIEHHOCTSM IIpH OCYIUECTBIEHHH DPErMOHANBHOrO rOCyHapCTBEHHOIO
KOoHTpoJis (Hajzopa) 3a NpUMEHEHWEM MLEH Ha JIEKapCTBeHHbIe I(perapaThl,
BKJIIOYEHHBIE B NiepedeHb MKH3HEHHO HeOOXOUMBIX M BAXKHEHIINK JIEKAPCTREHHAIX
nperapatos, Ha 2023 rox, yTBepXAEHHOH npuxasoM MuHECTEpCTBA
3mpaBooxpauerus Pecmybmuxm Mapuit Onm ot 14 mexabpa 2022 r. Ne 2864,
Opd OCYIIECTBIEHHM PErHOHANEHOIO I'OCYAapCTBEHHOrO KOHTpons (Hamsopa)
33 [IPUMEHEHUEM lIeH Ha JeKapCTBEHHLIE IPENapaThl, BIJIIOYEHHEE B [EpedeHb
KIBHEHHO HeoOXOMMMEBIX H  BKHEHMHX  JIeKapCTBEHHLIX  IIpernapaTos,
MuHHCTEpCTBOM — 3OpaBooxpaHeHus Pecnybmuxu Mapu#i O 1poBOIOMIHCE
CHEIYIOIHE BUIBI TPOGUITAKTHIECKUX MEPOIIPUTHE: -

HHGOPMEPORAHKE;

KOHCYJILTHPOBAHHE;

IPOGUNAKTHYECCKIA BH3UT.

HrdopMupoBaHne KOHTPONUPYEMBIX JIMI H HHBIX 3aHHTEPECOBAHHBIX JHIL,
B TOM 4dHCIe IO BONpocaM coOmomeHHs o0s3aTeNbHBIX —TpeboBarumi,
OCYIIECTRIANOCs MMHHMCTEPCTBOM  IIOCPENCTBOM  DasMEIIEHH  CBEACHHH,
TIpeTyCMOTpeHHEX craThell 46 ®enepamsporo 3akoma or 31 wons 2020 r
Ne 248-03 «O rocymapCTBEHHOM KOHTpose (Haa3ope) M MyHHIMIAIBHOM



xoHTpone B Poccuifckolt Pepeparum», Ha odurmansHoM calite MHHECTEPCTBA
B HHC})opmauHOHHo-TeneKommyHHKauHOHHoffi cery «MgTepreT» U B HHBIX HopMax.

MurpcTepeTso  00eceyHBacT MOALCPKANKE B AKTyabHOM COCTOSHUH
pa3MEIEHHBIX cpeneHmi Do Mepe BHECEHN B HIX W3MEHEHHH.

KoHCYNbTUPOBAHUE IPEHMYIIECTBEHHO OCYILECTBIIAIOCH [0 TeNeOoHY.

TIpodunaKTHIeCKul BHSHT — gy TpOGQUIAKTHYECKOT0 MepONpPUATHL,
KOTOpOe NpPOBOAMTCS B Hopme IPOQHUIaKTHYECKOH fecensl YIIOTHOMOYEHHBM
JOTKHOCTHBIM JIMLIOM KOHTPOIUPYIOWEro OpraHa.

B xoxe mOpoumakTH4YecKoro — BHU3HTA XOHTpONMpyeMoe  JIKIO
uadopmupyercs 06  00s3aTENBHBIX TpeGOoBaHWIK, TNPENbIABIASMBIX K  Ero
JESTENBIIOCTH, ~ €f0  COOTBETCTBHM  KPHTEPHIM pucka,  OCHOBaHHAX
M O pEKOMEHAYEMBIX CIOCODAX —CHIKEHHA KaTeropuy pHcKa, a TaloKe
0 BHIAX, cojepkaEum K 00 HHTCHCMBHOCTH KOHTPOJBHBIX (HaI30PHBIX)
MepOTpUsITHiA, TIPOBOAMMEIX B OTHOIICHHM 0fLeKTa KOHTPOIS MCXOM W3 €ro
OTHECeHHS X COOTBETCTBYIONIEH KaTeropHy pHcKa.

O6s3aTenbise NPOQUIAKTHYECKHEe BH3UTEL IPOBOIATCS B OTHOIICHHH
KOHTPONMPYEMBIX JIAL, MPHCTYIAOMIX K OCYIIECTBIICHIIO (apMareBTHIECKOR
JesITeNLHOCTH, He IIo3JHee YeM B TEHCHHE ] roma ¢ MOMEHTa Havaja TaKo#
HESTEeNLIIOCTH.

B 2023 romy cOrjacHo rpapuiy NpOBENCHU PO HIaKTUYESCKIX BHIUTOB
3AMIAHMPOBAHO IIPOBE/IGHHE 3 IPOQUIAKTHYECKHX BH3HTOB B OTHOIMICHAM
53 06DBEKTOB KOHTPONA. 4 KOHTPONMPYEMbIX JIHIE, BOCIIOJIL30BABILKCH TIPABOM,
TpeyCMOTPEHHBIM HaCcThIO 6 cratbu 52 PepepanbHOro 3aKoHa OT 31 wrons
2020 1. No 248-D3 «O rocylapCTBEHHOM KOHTPOIS (Hazzope) ¥ MyHHUMIIAIEHOM
xonTpole B Poccuiickolt dejepalipny, OTKa3aIUCh OT npoBeeH s 00:13aTeNBHOr0
TPOQUIAKTHIECKOrO BU3ATA.

B 2024 roxy 3allagKpoBaHO IPOBEACHME 15 mpoduIaKTHIeCKHX BHIUTOB
B orHomeHnH 33 00BEKTOB.

PaGoTa MO OCYMIECTBIEHYIO PETHOHANBHOTO ToCyNApCTBERNOIO KOHTPOJIS
(Hapzopa) 3a TpUMEHCHHEM IIeH Ha JleKapCTBeH ke NPerapaTel, BKIFOICHHBIE
B [IEpEUCH) XKHU3HEHHO HEeOOXONMMBIX 1 BaYKHEMIIUX JIEKApCTBEHHEIX IPENapaToB,
B 2024 roxy 6yneT npomoKeta.



