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00 YCTpaHECHHHU HapyLIeHHH
3aKoHoaTeNbeTBa B cepe odopoTa
NEKAPCTBEHHBIX CPEACTB M y4eTa WX
IOBUKEHHUA B rOCYJapCTBEHHOH
MHPOPMALIMOHHON CHCTEME
MOHUTOPHHIA ABHIKCHHS
JIeKAPCTBEHHBIX MTPEIapaToB

[TpoBeaenHol npoxyparypoii paliona nposepkoil B nestenasnoctd 'BCY COH
PM  «TeMHHUKOBCKHWH  JETCKHH  AOM-MHTEpPHAaT»  BBISIBIEHBl  HapyIlICHUA
3aKOHOJATCNBCTBA B cepe 000opoTa NeKapcTBEeHHBIX CPEIACTB M YHEeTa HX JABHKCHUS B
rocyIapcTBEHHOH — MHOOPMALMOHHONW  CHCTEME  MOHMTOPHHra  JABHXKEHUS
JleKapCTBEHHBIX MpernapaToB.

B coorBeTcTBUM ¢ TpeboBaHMAMH 4. 7 cT. 67 MegepanbHOro 3aKoHa OT
12.04.2010 Ne 61-@3 «O06 obpauieH1H JICKAPCTBEHHBIX CPEJICTBY I0PHAMUECKHE J1MUA
U UHAMBUAYAJIBHBIE [IPEAIIPHHUMATEIH, OCYLUECTBISIIOIINE [TPOU3BOACTBO, XPaHECHHE,
BB03 B Pocculickyro Mejepauuio, OTIYCK, pealui3aluio, Nepejady, IpUMeHeHHe M
YHUUTOXEHHUE JICKAPCTBEHHBIX [MPENapaToB* I MEAMLUMHCKOIO [PHMMEHEHHS,
oDecrieuuBalOT B TNOPs/IKe W B COCTABE, KOTOPble YCTaHOBIEHbl [IpaBUTEenbCTBOM
Poccuiickoit ®elepalldd ¢ y4e€TOM BHJA OCYILECTBAsAEMOH HMH JAesTENBHOCTH,
BHECCHHE WHGOpMAUMHM O JIeKapCTBEHHBIX TMpenapaTtax Uit MeqUIMHCKOIrO
NPUMEHEHUS B CUCTEMY MOHHUTOPHMHIA JIBUXKEHHUS JICKAPCTBCHHBIX MPENapaToB s
MEIULIMHCKOTO IPUMEHEHUSI.

Paznen VI llonoxkenus o cucteme MOHHTOpPUHIA ABHIKEHHS JIEKAapPCTBEHHBIX
NpenapaTtoB AJs MEAULUHCKOTO TNPHMEHEHHS, YTBEPKIEHHOIO I[OCTAHOBJIEHUEM
IlpaButensctBa Poccuiickoit Pepepauuu ot 14.12.2018 No 1556, B nynkre 30
npenycMaTpHuBaeT BHECEHHE HHOOPMALMM O ICKAPCTBCHHBIX [Ipernaparax B CHCTEMY
MOHHUTOpHMHIa CyObeKTaMM oOpalleHus JeKapcTBeHHBIX CpeJCTB, Iepeaady
COOTBETCTBYIOIIHX CBEACHUH Ha OCHOBE pa3padoTaHHbIX HHGQOPMALHOHHBIX
JNEKTPOHHBIX CEPBUCOB ONEPATOPOM CUCTEMBI MOHUTOPHHTA € HCHOJIB30BAHHEM
CTaHJIAPTHBIX MPOTOKOAOB U MHTEPHEHCOB 3/IeKTPOHHOIO B3aUMOAeHCTBHSI.

[lynxTom 46 IlonoxeHus o cucTeMe MOHMTOPHHIA JIBUKEHHS JIEKAPCTBEHHbIX
npenapaTtoB IS MEIHUHHCKOIO IMPHUMEHEHHMs, YTBEPIKIACHHOTO I[OCTAHOBJICHHUEM
[IpaButensctBa Poccutickoit ®eaepanun ot 14.12.2018 Ne 1556, ycraHOBiIeH CpoK
BHECEHHUS B CHUCTEMY MOHWTOPHMHIA CBEACHHH, NPENyCMOTPEHHBLIX NYHKTOM I
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npunoeHus Ne 4 k ITon10KeHUIO 0 CHCTEMe MOHHTOPUHTA JIBUKEHUA JeKaPCTBEHHBIX
NMpErapaTos 1 MeIHUMHCKOrO IPUMEHEHHS, VTBEPHAEHHOTO MOCTAHOBIEHHEM
[Ipautenscrsa Poceuiickoit ®enepanmu ot 14.12.2018 Ne 1556, B Teuenue 5 pabouux
THEH ¢ 1aThl COOTBETCTBYIOUIEH ONEPALMM MM C AAThl MPUEMKH MEKAPCTBEHHbBIX
NpenapaTos Ha (papMareBTHYECKUI CKIa.

Bonpekn BbilieHa3BaHHBIM TPeGOBAHMAM 3aKOHA MO COCTOSHHIO Ha JeHb
nposepky (09.08.2023) oTBeTCTBEHHBIMU A0MKHOCTHRIMH numamu I'ECY COH PM
«TeMHUKOBCKUH NeTCKMI IOM-HHTEpHAT» B CHCTEMY MOHHTOPHHIA HE BHECEHDI
CBEUCHHA O IBHKEHUH (peamusannu) 27 TeKapcTBeHHBIX NPENapaToB B KOJIHyecTBe 78
YTIaKOBOK.

JlomywieHnble  HapylleHHs 3aKOHA  CTANd  BO3MOMKHBI MO npUYHHe
HCHAJIEIKAIUCrO  HCITOJIHEHHWST CBOMUX O00S3aHHOCTER  JOKHOCTHBIMH  JTHIIAMH
OpPHIraHW3allMK, OTBETCTBCHHBIMM 3a HA3BaHHbIC HallpaBlIeHWs HeITEeNbHOCTH.
HecBoeBpeMeHoe BHeceHME CBENEHHH B CHUCTEMY MOHHTOPHHTA OTBETCTBEHHBIMMU
AomxHOCTHBIMU JHIaMu I'ECY COH PM «TeMHUKOBCKUIH JIETCKHIH J1OM-HHTEpHATY
BleYeT (QOPMHPOBAHHE HEJOCTOBEPHBIX CBeleHHii 06 obbeMax JICKapCTR,
HAXOAAIIMXCs B 0DOPOTE B LEIOM 10 cTpaHe u B Pecnybinke MopoBust B 4acTHOCTH,
4 TAKKE HCKaKACT OLEHKY MOTPeOHOCTH HaceeHUs B JIEKAPCTBEHHBIX NTpenapaTtax u
NT3HHPOBAHUE 3aKYTIOK MCIMKAMEHTOB.

Ha 0cHOBaHHM W3N10)KeHHOI0, PyKOBOACTBYSACH CT. 24 e AepalbHOro 3aK0Ha OT
17.01.1992 Ne 2202-1 «O npoxyparype Poccuiickoit Desepaunn»,

TPEBYIO:

[. PaccmOTpeTh HacTosiiiee TIpe/CTaBAGHME C YYacTHEM peAcTaBUTE
IPOKYPATYPBl PaOHAa M MPUHATH KOHKPETHblE MEPHl K YCTPaHeHHIO HapyLUeHWil
34KOHOAATEJILCTBA, HX TPHUYMH U YCIOBUH, UM CnocoOCTBOBABIIIHX.

2. PaceMoTpeTh BONPOC 0 NPHBICUYCHNH K IMCUMILTMHAPHONA OTBETCTREHHOCTH
BHHOBHBIX  JIOJDKHOCTHBLIX  JTHIL, [IOMYCTHRIUMX HAPYUICHHUS BbILLIEYKA3AHHOI O
3aKOHOAATENILCTRA.

3. O pesynbraTax pacCMOTPeHHS INPEACTABIEHHS U TIPHHSTHIX Mepax
COOOLIMTEL B MPOKYpaTypy paioHa B YCTAHOBICHHBIN 3aKOHOM MECSYHbIN CPOK B
MUCBEMEHHOH hopMe.

I pokypop pakiona
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