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2019r.Ne S-P&e

06 yTBepXKAeHUM NMporpammMbl NPOPUNAKTUKN NPaBOHAaPYLLEHN
065s13aTeNIbHbIX TPe6OBaHMA, NMPOBEPKa KOTOPbIX ABNAETCA NPeAMETOM
PEermoHasibHoro rocyJapCcTBeHHOro KOHTPOIA 3a NPUMeHeHeM LieH Ha

NeKapCTBeHHbIe nNpenapaTthbl, BK/IKOYEHHbIE B MepPeyYeHb XXU3HEHHO
He06X0ANMbIX U BaXKHENLLIMX NEKapPCTBEHHbLIX NpenapaTos, Ha 2020 rog

B cooTtBeTcTBMM CO cTaTbeit 8.2 PefepasbHON0 3akKoHa OT 26 [ekabps
2008 roga Ne 294-®3 «O 3awute npas HPUAMYECKUX NNL, U UHANBUAYTbHBIX

npeanpuHUMaTenein Npu OCyLLECTBNEHUN TOCYOapCTBEHHOIO0 KOHTPO/S (Haa3opa)
M MYHULMNANbHOTO KOHTPO/S»

nNpnmKas3blBalo:

1 YTBepauTb npunaraemyto Nporpammy npouiakTUKM NpaBoHapyLIEHWNI
06s3aTeNibHbIX ~ TpeboBaHWA,  NPOBepKa  KOTOPbIX  ABMSETCA  MpPeaMeToM
PErMOHaILHOIO  roCyJapCTBEHHOINO KOHTPONA 3a MNPUMeHeHMemM LeH Ha
NeKapCTBEHHbIe Mpenapartbl, BKHOYEHHbIE B NMepPeYeHb YKM3HEHHO HEOOXOAMMbIX U
BaXKHeMLIMX NTeKapCTBEHHbIX Npenapatos, Ha 2020 rog,

2. KOHTpONb 3a WCMOMHEHWEM HACTOALLEro rMpuKasa BO3/NOXUTL Ha

MuHUCTp M.B.lNaHbKoBa



YTBEPXAEHA
npukasom MuHucTepcTBa
34paBOOXpaHeHNs
Pecnybnunkn Mapuia 9n
oT 2019 ropa Ne

NMPOIrPAMMA
NpPoUIaKTUKN NpaBoHapyLLEHNA 0683aTe/IbHbIX TPeb0BaHUIA, NpoBepKa
KOTOPbIX AB/ISETCA NPEeLMETOM PernMoHasibHOro rocyaapCTBEHHOr0 KOHTPO/ISA
3a MPMMEHEHVEM LieH Ha /leKapCTBEHHbIe npenaparbl, BK/IHOYEHHbIE B
nepeyveHb >XXVU3HEHHO HEOOXOANMbIX U BaXKHENLLUNX JIeKapPCTBEHHbIX
npenapatos, Ha 2020 rog

I. O6bwwii aHanu3, LUenb, 3a4a4m 1 0XXUAaeMblii pesysibTaT

[MporpaMMa MPOMMNAKTUKMA  HapyLleHnin  06sA3aTe/lbHbIX — TpeboBaHWiA
B 001aCTU pervoHanbHOro rocyfapCTBeHHOIO0 KOHTPONA 3a MPUMEHEHWEM LeH
Ha /IeKapCTBEHHble MpenapaTtbl, BK/OYEHHbIE B  MepeyeHb  XKU3HEHHO
He0OXO0AMMbIX N BaXKHEMLLNX NIeKaPCTBEHHbIX MpenapatoB (fanee - lNporpamma),
pa3paboTaHa B COOTBETCTBUMM C DefepasibHbIM 3aKOHOM OT 23 mMoHA 2016 roga
No 182-®3 «O6 OCHOBax CWUCTeMbl MPOMUMAKTUKA  MNPaBOHApPYLIEHNA B
Poccuiickon defiepaumm», ctatben 8.2 deflepasibHOro 3aKoHa oT 26 fekabps 2008
roga Ne 294-®3 «O 3awMTe npas HOPUANYECKUX UL, N UHAUBULYaSIbHBIX
npeanpuHMUMaTenein Npu OCYLLECTBEHUN FOCYAapCTBEHHOIO KOHTPONS (Haa3opa)
N MYHUUMNANbHOTO KOHTPO/SA», MNpuKasoM MUHUCTEPCTBA 34paBOOXPaHEHUS
Pecny6nvkn Mapuin 3n ot 23 ceHTabps 2015 r. Ne 1317 «O6 yTBepXaeHUn
ALMUHUCTPATUBHOIO pernameHTa NCMOSTHEHUS MuHMCTEpPCTBOM
3[paBooxpaHeHns Pecny6nukn Mapuii 31 rocyaapCTBeHHOW  (DYHKUMM MO
OCYLLIECTB/IEHWNIO PErMOHAIbHOTO rOCYAAPCTBEHHOIO KOHTPO/MA 33 NMPUMEHEHUEM
LeH Ha JIeKapCTBEHHble Mpenapatbl, BK/HOYEHHblE B TMepeyeHb >KMU3HEHHO
HEOOXOAMMbIX W BaXKHEWLUMX NeKapCTBEHHbLIX MPenapartoB, YTBEPXAAeMblid
MpaBunTENLCTBOM POccuiickon defepaumun, opraHv3aumsMu ONTOBOM TOProBn
NeKapCTBEHHbIMW CpPeACcTBaMU, anTeyHbIMK OpraHu3auusMu, MHAUBUAYabHLIMU
npeanpyHUMATENAMU, MMEHOLLMM NNLEH3NIO Ha OCYLLLeCTB/IEHME
(hapMaLeBTUYECKON AeATeNbHOCTU, MEeAULMHCKAMMN OpraHun3aumsMm, UMErLMMU
NMUEH3NIO Ha OCYLLECTB/IEHNe (DapmaLeBTUYECKOW [AeATeNIbHOCTU, U UX
060c06/1eHHbIMM  MoApa3geneHusMn  (ambynatopusMu,  enbALepCKUMn 1
(he/IbALIEPCKO-aKyLUEPCKUMI  MYHKTaMK,  LeHTpamn  (OTAeNeHnaMu)  obLei
Bpa4yebHOW (CemMelHOM) MpPaKTUKK), PacrnonoXeHHbIMU B CeNbCKUX HacCeeHHbIX
MYHKTaX, B KOTOPbIX OTCYTCTBYHOT anTeYHble OpraHm3auum».

Lienbto Mporpammbl SIBNSETCA YMeHbLUEHWE KO/IMYeCTBa MpaBOHapYLUEHWA,
COBepLUaEMbIX tOpUANYECKUMU nnuamm " VHAVBULY&IbHLIMY



npeanpuHMMaTenammn, NMEKLLMX NMLEH3MIO Ha OCYLLECTB/IEHME
(hapmaLleBTUUECKOW AesTeNIbHOCTU (aanee - X03AMCTBYIOLLME CYObEKTLI), B Chepe
NMPYMeHeHNA LeH Ha JIeKapCTBEHHble MpenapaTtbl, BK/IKOUYEHHble B MNepeyeHb
YKM3HEHHO HEOO6XOAUMbIX N BaXKHEMLLMX NEeKapCTBEHHbLIX MpenapartoB (aanee -
NeKapCTBEHHbIe Nnpenapartbl, BK/IOYEHHbIe B nepeyeHb XXHBJIM).

3agayert [porpamMmmbl  SIBNSETCA  CO3[4aHWE  CUCTEMbl  MPOMPUIAKTUKK
NpaBoOHapyLLEHNA B 06/1aCTU MPUMEHEHUS LeH Ha NeKapCTBEHHbIE Mpenaparbl,
BK/IHOUEHHbIE B nepeyeHb XXKHBJIM, HanpaB/ieHHOW Ha BbISB/IEHME U YCTPaHeHWe
NPUYYH M YCNOBWIA, CMOCOOGCTBYIOLMX COBEPLLUEHMIO MPaBOHAPYLLEHWHN,
NPaBoOBOro MHMOPMMPOBAHUS MYTEM AOBEAEHWUA [0 XO3ANCTBYHOLLMX CYOBLEKTOB
HOPMaTMBHO-MPaBoOBO 6a3bl B Cciepe LIEHOOOpPa30BaHWA Ha /1eKapCTBEHHbIE
npenapatbl, BK/KOYEHHblE B nepeyveHb XXHBJIM, nocpeAcTBoM: CpefCcTB MacCOBOW
nHopMaLuK,  opuuManbHOro  caita  MwuHKUCTepcTBa  3[paBOOXPaHEHUS
Pecny6imkn Mapuii 31, HaxoAsLerocs B CTPYKTYpe OuMLManibHOrO UHTEPHET-
noptana Pecny6nukn Mapuin 9n  (www.portal.mari.ru/minzdrav) (ganee -
omuManbHbIN caT MUHUCTEPCTBA).

Pe3ynbTatoM, OXWaaembiM 0T peanu3auyum [lporpammbl,  ABNAETCA:
- MOBbILWEHME 3NNEKTUBHOCTM CUCTEM MPOPUIAKTMKIA B 061aCTH MPUMEHEHUS LIEH
Ha NleKapCTBEHHbIE NpenapaTbl, BKIKYEeHHbIe B nepeyeHb XKHBJIMT,
- MOBBbILLIEHNE YPOBHA MNPaBOBOA PaAMOTHOCTU XO3AWCTBYHOWMX CYOBLEKTOB,
- CHWXXeHVe KO/myecTBa MNpaBOHapyLUEHNA B Cdepe LEHO06pa3oBaHUA Ha
NIEKapCTBEeHHbIE NpenapaThbl, BKIOYeHHbIe B nepeyveHs XXHBJITT.

Il. MeponpuaTtns, Hanpas/ieHHbIE Ha MPOMUIAKTUKY MpaBoHapyLUEHWI
065s3aTeNIbHbIX TPe60BaHMA, NMPOBEPKa KOTOPbIX ABNAETCA NPeAMETOM
PEernoHasibHoro rocyapCcTBeHHOro KOHTPO/1A 3a NPUMEHeHMEM LieH Ha

NeKapCTBeHHbIe npenapaTbl, BK/IKOYEHHbIE B MepeyeHb XXM3HEeHHO

HE0OXOANMBIX U BaXKHEMLLINX NIEKapPCTBEHHbIX NpenapaTos, Ha 2020 rog

Ne HavmeHoBaH1e MeponpuaTni Cpokn Cnocobbl
n/n MCnosiHeHns ornoBeLLeHns
1 Pa3paboTka, yTBepXAEHUE U pasMeLLeHue Mo mepe OduumnansHbIl calT
Ha ouumansHOM caiTe MuUHUCTepCTBA N3MeHeHus MwuHuncTepcTBa

nepeyvyHeil HOPMATUBHbIX NMPABOBbIX aKTOB 3aKOHOAaTeNbCTBA
AN UX OTAENbHBIX YacTei, CoaepxKalymux
o6A3aTeNbHble Tpe60BaHMA, OLEHKaA
cOo6MI0AeHNA KOTOPLIX ABAsSETCA
npeaMeTOM PermoHanbHOro
rocyfapCTBeHHOro KOHTPO/A 3a
NMPUMEHEHWEM LIEH Ha JIEKAPCTBEHHbIE
npenaparbl, BK/OYEHHbIE B MEpeYEHb

XHBM
2. MNHdpopMupoBaHue X039MCTBYOLLNX B TeueHune roga OduunanbHbliA canT
Cy6beKTOB N0 BONpocam co6/04eHNs MMuHKcTepcTBa

06s3aTeNbHbIX TpeboBaHWUI B chepe
NPUMEHEHUS LIEH Ha NeKapCTBEHHbIE
npenapatbl, BK/IOUYEHHbIE B MEPEYEHD
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4.

XHBAM
VHopMuMpoBaHMe XO3AACTBYOLLNX
CyObEeKTOB B CNy4Yae U3MeHeHUs
06s3aTeNbHbIX TPe6OBAHUI C yYeTOM
MOATOTOB/IEHHbIX KOMMEHTapMeB O
COfEepXXaHNN HOBbIX HOPMATUBHbIX
NMPaBOBbIX aKTOB, YCTaHAB/IMNBAIO L UX
06s3aTeNbHble TPe6OBAHUSA, BHECEHHbIX

N3MEHEHUSAX B AeNCTBYIOLLME aKTbl, CPOKAX

M NopsifKe BCTYMJIEHUA UX B feiicTBME
O6obLWeHne NPaKTUKK OCYLLeCTBEHNS
pPernoHanbHOro rocyjapCTBEHHOTO
KOHTPONA 32 NPUMEHEHNEM LIEH Ha

NeKapCTBeHHbIe npenapaTtbl, BKNHOYEHHbIE B

nepeyeHb XHBJII u pasmeweHne Ha
opuumanbHOM caite MuUHMUCTEpPCTBA
COOTBETCTBYHLLMUX 0606LLEHNIA, B TOM
yucne ¢ ykaszaHuem Hambosiee 4acto
BCTPEYAlOLWUXCA CAyYaeB HapyLUEeHU
06s3aTeNbHbIX TpeO6OBaHUI C
peKoMeHJaunaMn B OTHOLIEHUN Mep,
KOTOpble JO/MKHbI NPUHUMATLCA
X0349MCTBYHLWMMU CyObEKTAMM B LEnsix
HeJoNYyLIeHUsA HapyLeH Wi
BblHeceHMe NpefoCTEPEXEHUIA O
HeLOMYCTUMOCTM HapyLUeHuns

06513aTeNbHbIX TPEB6OBAHWI B CNyYasaXx U B

nopsfke, NnpefycMOTPEHHbIX
3aKOHOJaTeNnbCTBOM Poccuiickoii
depepaumn
My6nnuHble 06CYXaeHMNA
NMPaBONPUMEHMNTENBHOW NPaKTUKN

dopmMupoBaHMe AOKNAJ0B NO UTOram
npoBefeHns Ny6ANYHbIX 0OCYXAEHU

Mo mepe
N3MEHeHUn
3aKOHO/aTeNnbCTBa

E>kekBapTanbHO

Mo mepe
Heob6xoaMMocTH

EXekBapTanbHO,
cornacHo
nnaHa - rpaguka
Ha 2020 rog

B TeueHwne 7
pabounx gHe
nocne nNpoBefeHuns

OdurumnanbHbIA canT
MwnHucTepcTBa,
NnyHoe obuieHune ¢
npegcraBuTeNnamMu
X03SIACTBYHOLLMX
cy6bekTOB

OduunanbHbIiA cannT
MuHncTepcTBa

J1nyHo, paccbinka no

3N1eKTPOHHOM nouTe

OdurumnanbHbIiA calnT
MuHncTepcTBa



