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MNPEACTABJIEHHUE
006 ycTpaneHun HapyuieHu# B cepe
dbenepanbHOro 3aKOHOIATEIHCTBA

[Ipoxypatypoii paiiona nposeaeHa nposepka codmoaeruss OI'bYCO «Hoo-Jlennnckuii
JIOM — UWHTEPHAT IS TPECTapeNblX W WHBAIMUOBY» MOPSAKAa BHECEHUS B (QenepaibHyIo
rOCYJIapCTBEHHYIO HMH(OPMAIMOHHYIO CHUCTEMY MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX
npenapatoB (nanee — ®I'MC MJIIT).

Cornacho 4. 7 ct. 67 ®enepansuoro 3akoHa ot 12.04.2010 Ne61-d3 «O6 obpameHun
JIEKapCTBEHHBIX cpeaAcTB» (manee — D@3 Ne 61) ropuaudeckue aula U HUHIAUBUAYAJbHbBIC
NpeANpPUHUMATEIN, OCYIISCTBISIONIMNE MPOU3BOJICTBO, XpaHEHHE, BBO3 B Poccuiickyro
®denepaluio, OTIYCK, peaiu3aluio, Iepeaady, IPUMEHEHHE U YHUUYTOKEHHUE JIEKApCTBEHHBIX
MpernapaToB AJisi MEAUIIMHCKOTO IPUMEHEHHUS, 00€CIIEYNBAIOT B MOPSIIKE U B COCTAaBE, KOTOPHIC
ycranoBieHsl [IpaBurensctBoM Poccutickoint deaepanyu ¢ yueToMm BUJa OCYIIECTBISEMON HMU
NESITENbHOCTH, BHECEHHWE WHGOPMALMM O JIEKApCTBEHHBIX MpenapaTax sl MEAUIIMHCKOTO
NPUMEHEHHUS] B CUCTEMY MOHUTOPHMHIA [BWKEHHS JIEKAPCTBEHHBIX NpenapaTroB s
MEJIUIIUHCKOTO TPUMEHEHHSI.

Opranuzanusi THPOPMAIIMOHHOTO B3aUMOJACHCTBUSI CUCTEMbl MOHUTOPUHTA JIBUKCHHS
JIEKApCTBEHHBIX MpEenapaToB MJs MEIULUHUHCKOTO NPUMEHEHHS C MHBIMU TOCYAapCTBEHHBIMU
WH(OPMAIIMOHHBIMY CUCTEMAMU 00€CTIEUNBAETCS B TOM YHUCIIE TIOCPEACTBOM HHPPACTPYKTYPHI,
obecnieunBaromeil MH(MPOPMAIIMOHHO-TEXHOJOTHUECKOE B3aUMOJICHCTBHE HWH(POPMAIIMOHHBIX
CHUCTEM, MCIOJIb3YyEMBIX ISl MPEJOCTABICHUS TOCYAAPCTBEHHBIX U MyHULUNIAJIBHBIX YCIYyT U
UCIIOJTHEHUSI TOCYIapPCTBEHHBIX U MYHUIIMTIATBHBIX (PYHKIIUN B SJEKTPOHHON (dopme (4. 8 CT.
67 @3 Ne 61).

[IpousBoauTenu JEKApPCTBEHHBIX CPEJCTB IMOJIYYalOT COJEPXKAIIYIOCI B CHUCTEME
MOHUTOPHMHIA JBWKEHHUSI JIEKAPCTBEHHBIX MpenapaToB IJsi MEAULUUHCKOTO IPUMEHEHUS
UHPOPMAIIMIO O CEpPUSAX U TAPTUAX JIEKAPCTBEHHBIX MPEMapaToB, MPOU3BOAUMBIX UMHU H
HaXOJAIIMXCA B rpakaaHcKoM obopoTe B Poccuiickoii @enepannu, 6€3B03ME3IHO.

[ToctanoBnenuem IlpaBurenbctBa PD ot 14.12.2018 Nel556 «O6 2 yTBepx)aeHUU
[Tonoxxennss o0 cuUcTeMe€ MOHUTOPUHIA JABWXKEHHUS JIEKAPCTBEHHBIX IMpPENapaToB s
MEJIUIUHCKOTO TpuMeHeHus» Co3gaHue, pa3BUTHE M AKCIUTyaTalusi CUCTEMbl MOHUTOPUHIA
OCYILIECTBIISIIOTCA Ha OCHOBE (): oOecmeueHHsl TMOJHOTHI, TOCTOBEPHOCTH, COXPAaHHOCTH
OpUHUMAEeMOW U TepeaBaeMoi ¢ MCMOJIb30BaHUEM CUCTEMbl MOHHTOPHHIa MHGOpMaIUU, a
TAaK’)K€ CBOCBPEMEHHOCTHM €€  MPEIOCTaBJICHHsS; O€3BO3ME3THOCTH  IMPEIOCTaBICHUS
MPOU3BOJUTENSIM  JIGKAPCTBEHHBIX CPEJACTB COJIEpPIKAILCHCSI B CUCTEME MOHHTOPHHIA
uHOpPMALIMM O CEepUsAX M MaAPTUSAX JIEKAPCTBEHHBIX MpPenapaToB, MPOU3BOAUMBIX HUMH H
HAXOJSIINXCA B TpaxaanckoM o0opoTte B Poccuiickoit Deaepaninu; eTMHCTBA OPraHu3allMOHHO-
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METOJIMYECKOTO 00ecreyeHusi CUCTEMbl MOHUTOPUHTA; 00eCIeYeHUsI UCIIOJIb30BAHMS €IMHbIX
peecTpoB, KIACCU(PHUKATOPOB U CIPABOYHUKOB CHUCTEMbl MOHUTOPHHIA, B TOM YHCIE
00s13aTeNbHBIX JUISI TPUMEHEHHs B HWH(POPMAIMOHHBIX CHCTEMax HOPUIUYECKUX JHI U
VWHJVBHUIyaJbHbIX IPEANPUHUMATENEH, yKa3aHHbIX B yacTsax 7 U 10 crateu 67 denepanbHOro
3akoHa «OO0 oOpaleHNH JIEKapCTBEHHBIX CPEICTB»; 00ECIEUYEeHUs pPerjIaMeHTUPOBAHHOTO
JOCTyIa K CUCTEME MOHUTOPUHTA; Oecriepe0OHOCTH pabOThl CUCTEMbl MOHUTOPHHTA.

B xone mposenenus mnpoBepku nopsaka BHeceHuss B OI'MC MIUJIIL ycranoBneHo
3HAUUTEIBHOE KOJIMYECTBO JIEKAPCTBEHHBIX NpenaparoB (36 HauMeHOBaHUM) MHGOpMaLUs O
JIBIKEHUM KOTOPBIX B HapyuieHue yactu 1 crateu 67 @enepanbHoro 3akoHa oT 12.04.2010 Neo
61-d3 «O06 obpaleHuN JTEKapCTBEHHBIX CPEICTB» JITUTENbHOE BpeMs He n3MeHsiach ¢ 2020 —
2022.

HecBoeBpemennoe BHecenue padotHukamu uHpopmanuu B GI'MC MJUIIT Bieuer
dbopMupOBaHUE HEAOCTOBEPHBIX CBEJACHUN 00 0ObeMax JIEKapCTB, HAXOAIIUXCS B 000pOTE B
IIEJIOM TI0 CTpaHe U B OTJENBHO B3TOM cyOBekTe PD, a Taxke nCKaxaeT OIEHKY MOTpeOHOCTH
HACeJICHUs B Mpernaparax u IIaHUpOBaHUE 3aKyMOK MEAUKAMEHTOB.

W3noxxeHHble (DaKThl CTalM CJIEICTBUEM HEHAJIEKAIIEro HCIONHEHUs paboTHUKaMU
OI'BYCO «HoBo-JIeHUHCKHI JOM — HWHTEpHAT JUIsl MPECTapesibIX U HHBAIUIOB» CBOUX
00s3aHHOCTEN, YTO B COOTBETCTBHM cO CcT. 192 TpynoBoro xoaekca Poccuiickoit denepanmu
ABJIACTCA OCHOBAaHMEM /Il MX IPUBICYEHUS K JUCUUIUIMHAPHOM OTBETCTBEHHOCTH. Ha
OCHOBAaHHHU M3JI0KEHHOT'0, PYKOBOJACTBYSCH CT.CT. 6, 24 MenepanbHoro 3akoHa «O NpoKyparype
Poccniickon ®enepaunn»,

Ha ocHOBaHMM U3II0KEHHOTO, PYKOBOJACTBYSCH CT.CT. 6, 24 ®denepanbHOro 3akoHa «O
npokyparype Poccuiickoit denepanun»,

TPEBVIO:

1. bezotnararensHo paccMOTpeTh HACTOsIIEE NMPEACTABICHUE C YYAaCTHEM MPEACTaBUTENS
IpOKypaTypsl paiioHa. O nate, BpEMEHH U MECTE PaCCMOTPEHMSI HACTOSALIETO MPeICTaBICHUS
HE0OXOMMO YBEJOMUTH 3a0J1arOBPEMEHHO.

2. [IpuHATE JEWCTBEHHBIE MEPBI K YCTPAHEHUIO HAPYUIEHUM HOPM JIEUCTBYIOIIETO
3aKOHOJIaTeJIbCTBA, IPUYUH U YCIOBHM, UM CIIOCOOCTBOBABIIMX M HEIOIMYIIECHUIO MOJA0OHBIX
(aKxTOB BIIpEb.

3. O pe3ynbTarax pacCMOTPEHUS U IPUHITHIX Mepax MUCbMEHHO COOOIIUTD B POKYPATYPY
palioHa B MECSIYHBIN CPOK C MOMEHTA MOJyUY€HHUS HACTOAIIETO MPECTaBICHUS (C MPUIOKECHUEM
HOJTBEPKAAIOIIUX TOKYMEHTOB).

OMHOBPEMEHHO pa3bsACHAI, YTO B ClOydyae HEWCIOJHEHUS (HEHaJUIekKAaIlero
WCIIOTHEHUS) 3aKOHHBIX TPEeOOBaHUN MPOKypopa, B TOM 4YHCIE O HEOOXOJUMOCTH SIBKH,
JOJKHOCTHOE JIUIIO MOKET OBITh MPHUBJICUEHO K aJMHHHCTPATUBHON OTBETCTBEHHOCTH,
npexycmorpennoit cr. 17.7 Komekca Poccuiickoit ®eneparuu 00 aJIMUHUCTPATUBHBIX
IPaBOHAPYIICHHUSX.
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