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23 QT3 Ne O/ -

ANTEYHbIM opraHmnsayusam

Ha Ne oT

O pa6orte B cucteme rmc Mann

defepanbHas cnyx6a No Haazopy B cdepe 34paBOOXPaHEHUs pasMeLlaeT ans
MCMOMb30BaHNS anTeYHbIMK OpraHu3aLUmsaMiu npu paboTe B CUCTEME MOHUTOPMHIA
[IBMKEHUS NIeKapPCTBEHHbIX MNpenapaToB «MeToanyeckne PeKoMeHJaLmn cyOGbeKTam
00paLleHUs NeKapCTBEHHbIX CPeACTB, OCYLLECTBASIOWMM PO3HUYHYKO TOPrOB/IIO
NIEKAPCTBEHHbIMI  NpenapaTamy AN MeAULMHCKOrO  MPUMEHEHMS 1 OTNYyCK
NEKAPCTBEHHbIX MPenapaToB CO CKUKOW MO peLenTy Ha NeKapCcTBEHHbIE MpenapaTbl»,
pa3paboTaHHble LIeHTPOM pa3BUTUS NePCIEKTUBHbBIX TEXHOOT WA

MpunoxxeHne: Ha 2 n.

A.B.Camoinnosa

A.A.Tpankosa
8-499-578-01-26



MeToanuecKme peKoMeHaaLUmMKM cyobeKTaM obpaLLieHnsl TeKapCTBEHHbIX CPeACTB,
OCYLLIECTB/ISAOLLMM PO3HUYHYHO TOPrOB/IO NIEKAPCTBEHHBIMM MpenapaTaMm Ans
MeAMLMHCKOr0 NPUMEHEHMS 1 OTMYCK /leKapCTBEHHBIX MPenapaToB co CKMAKOW Mo
PeLenTy Ha fIeKapCcTBEHHbIE Npenapatsbl

B cootBeTcTBUM C MYyHKTOM 51 [NONOXEHUS O CUCTEME MOHWTOPWUHra ABMXEHWS
NEKapCTBEHHbIX MNPENapaToB A1a  MeAVMUMHCKOro  NPUMEHEHUs,  YTBEPXIEHHOro
nocTaHoB/eHVeM MpasuTenbCcTBa Poccuiickoin depepaumm ot 14 aekabps 2018 r. Ne 1556,
CyObeKTbI 00paLLEHNS /TEKAPCTBEHHBIX CPEACTB, OCYLLECTB/IAIOLLIME PO3HUYHYIO TOPTrOB/I0
NeKapCTBEHHbIX MpenapaToB A4/19 MeAULMHCKOrO NPUMEHEHUs U OTNYCK /IeKapCTBEHHbIX
MpenapaToB CO CKWAKOW MO PeLenTy HaleKapCTBEeHHbIE Mpenapartbl, MapKMPOBaHHbLIX
CpefcTBaMM WUAEHTU(MKALMK (fasiee COOTBETCTBEHHO - [10/10XKeHWe, 1eKapCTBEHHbIE
npenapaTtbl, anTeyHble OpraHusauuu), NpeacTaBNAT CBeAeHWA O BbiBOAE M3 0b6opoTa
NeKapCTBEHHBIX MPenaparoB C UCM0/b30BaHNEM KOHTPO/IbHO-KAaCCOBOW TEXHUKN.

AnTeyHas opraHusaums obecneynBaeT CKaHMPOBaHWE CPeACTBa UAEHTUMKALMK,
HaHeCEeHHOro Ha yMNakoBKY /IEKAPCTBEHHOr0 npenapara, Npy OCYLLECTB/IEHUN PO3HUYHOW
NpogakM WM OTMyCKa CO CKWAKOM MO peuenTy JIeKapCTBEHHOro npenapara,
MapKMPOBAHHOI0 CPeLCTBaMM MAEHTUUKALN,

ObpallaemM BHMMaHWe, YTO CBEAEHUS O PO3HWMYHOM NPOJAKe JIEKAPCTBEHHbLIX
MpenapaToB 1 OTMYCKe /IeKapCTBEHHbIX MPenapaToB CO CKMAKO MO peuenTy nocTynatoT B
CUCTEMY MOHMUTOPUHIA OT OMepaTopoB (MCKa/IbHbIX AaHHbIX HE3aBUCKMMO OT Hauus B
CUCTEME MOHUTOPUHTa:

* KBMTaHUMM O npueme (YCNeLHOM/HeYCreLwHOM) paHee nepefaHHbIX arnTeyHow
opraHu3auuen B cucteMy MOHUTOPUHIa CBEAEHMIA O MPUEMKE NTeKapCTBEHHbIX NMpenapaTos;

* paHee 3aperucTpupoBaHHOrO TMOCTABLLUMKOM JIeKAPCTBEHHLIX MpenapaToB B
CACTEME MOHWUTOPWHIa MOATBEPXAEHMS [LOCTOBEPHOCTM CBELEHMA O nepefaHHbIX
anTeyHol opraHn3aLmmn NeKapcTBeHHbIX npenapartax.

B cBs3M C BbllleyKa3aHHbIM U B LenisiX 6ecriepeboiMHOro obecneyeHns rpaxiaH
NeKapCTBEHHBLIMY NMpenapaTaMuy anTeyYHbIM OpraHM3aLnam peKoMeHayeTcs:

* OCYLUECTBMIATb PO3HMYHbIE TMPOAAKM JIEKAPCTBEHHbLIX MpenapaTtoB  Yepes
KOHTPO/IbHO-KACCOBYHO TEXHMKY Cpasy nocsie 0TrnpaBKy B CUCTEMY MOHUTOPUHIA CBEAEHUI
0 MOCTYNMBLUMX B anTeyHy0 OpraHm3auuio eKapCTBEHHbLIX npenapaTax, He A0XKUAasACh
Pe3ynbTaToOB OCYLLECTBNEHUA MNPOBEPKM HaMuMs B CUCTEME MOHUTOPUHIra YCreLiHo
3apervcTpuMpoBaHHbIX  CBEfEHW O TMPUEeMKe JIeKapCTBEHHOro  npernapara Wi
NOATBEPXKAEHNA MPUEMKN TaKMX NIEKAPCTBEHHBIX NMPEnapaToB MNOCTaBLLMKOM;

* OTK/OUUTL B TOBAPO-YUETHOIN CUCTEME N3BLITOYHbIE AOMNOMHUTENbHbIE MPOBEPKN
cTatyca /IeKapCTBEHHbIX MPenapaToB B CUCTEME MOHUTOPWHIa B YaCTW YCTaHOB/IEHUA
MPVHaA/IEXXHOCTW NIEKAPCTBEHHOrO Mpenapara anTe4yHon opraHM3aumMmn npu peamsaummn
NeKapCTBEHHBIX MpernapaToB NoTPeduTento;



e B C/Nyyae  MCMOMb30BAHMS  KAacCcOBOrO  MpOrpaMMHOrO  obecreyeHus,
OCYLLIECTBANAOLLEr0 LOMNOHUTE/bHbIE NPOBEPKM B CUCTEME MOHUTOPUHIA MPY peasin3aumnm
NIEKAPCTBEHHbIX  MpernapaTtoB  MoTpebutento,  06patuTbCA B OpraHu3aumio,
OCYLLECTBNAOLLYIO Pa3paboTKy, MOAEPHM3aUMIO M MOALEPXKKY Takoro nporpamMMHOro
obecneyeHus, € LieSibto OTK/IKOUEHMSE MEXaHN3MOB U30bITOYHOIrO KOHTPOSIS;

o 06ecneynTb CBEPKY C PEECTPOM 3ab/IOKMPOBaHHbLIX WM OTO3BaHHbIX CepuiA
NeKaPCTBEHHBIX MPenapaTos, NOAIeXaLLMX peannsaumm noTpeduTento, ¢ NepUoaNYHOCTLHO
He 6osiee 2-X pas3 B CYTKM.



