MocTtaHoBneHwue lMpaButensctea PP ot 14.12.2018 N 1557
"O6 0cOBEHHOCTSIX BHEAPEHNS CUCTEMbI MOHUTOPUHIA [ABVXXEHUSI
NeKapCTBEHHSI. ..

NMPABUTEJIbCTBO POCCUUCKOW ®EOEPALIUA

NMOCTAHOBINEHUE
ot 14 pekabpsa 2018 r. N 1557

OB OCOBEHHOCTAX
BHEOPEHNA CACTEMbl MOHUTOPUHIA ABWXXEHNA NEKAPCTBEHHbIX
NPENAPATOB ANnA MEOANWLUMHCKOIO NPUMMEHEHUA

B cooTtBeTcTBUM € yacTbio 12 cTtatbn 67 degepanbHoro 3akoHa "O6 obpalleHun nekapCcTBEHHbIX cpeacTs”
MpaeutenbctBo Poccuiickon ®enepaunm NoCcTaHOBMSET:

YCTaHOBUTb, YTO:

a) opuguydeckne nuua M MHAMBMAYanbHble MpeanpuHUMaTtenu, sensowmecs cybbektamu obpalleHus
NEeKapCTBEHHbIX CPeacTB, MNpefHasHadeHHbIX Ans neveHus nuy, OGonbHbIX remModunmMen, MyKOBUCLMOO030M,
rmnodusapHbiM  HaHM3MOM, OonesHblo [owe, 3noKa4yecTBEHHbIMM  HOBOOOPA3OBaHUSAMU  NUMAOUOHON,
KPOBETBOPHOW U POACTBEHHBLIX UM TKaHEW, paCCesiHHbIM CKIepo30M, NUL, Nocne TpaHCnaHTaumMm opraHoB u (Mnm)
TKaAHEN, MO MEepPeYHI0 FeKapCTBEHHbIX NPenapaTtoB Anst MeOUUMHCKOTO MNPUMEHEHUsi, CCHOPMUMPOBAHHOMY B
yCTaHOBIIEHHOM Mopsake u yTeepxaaemomy MpaBuTenbcTBom Poccuiickon ®enepaumm (qanee coOoTBETCTBEHHO -
neKkapCTBEHHbIE Npenapathbl, CyObeKTbl 0GpaLleHUst eKapCTBEHHbIX CPEACTB):

PErMCTPUPYIOTCA B CUCTEME MOHUTOPMHIA [ABMXKEHUS JIEKApCTBEHHbIX NpenapatoB ANs MEeOULMUHCKOro
npuMeHeHus (ganee - cuctema MoHuTopuHra) - ¢ 1 wona 2019 r. no 8 wong 2019 r. nubo B TeveHue 7
KaneHgapHbIX OHEN CO OHA BO3HUKHOBEHWUSA Yy CyOBEKTOB ObpalleHus nekapCTBEHHbIX CpeacTB HEOOXOAMMOCTU
OCYLLECTBMNEHUS AeATENbHOCTU, CBA3AHHOW C obpalleHMeM NeKapCTBEHHbIX NpPenapaToB, HO He paHee 1 umons
2019 r., Nnpy HanMuYUKM NpaBa OCYLLECTBMATb Takylo AeATENbHOCTb;

obecrneumBaloT TFOTOBHOCTb K WH(OPMAaLMOHHOMY B3aUMOAEWCTBUIO C CUCTEMOW MOHMTOPUHIA WU
HanpaBnslT onepaTopy CUCTEMbl MOHMTOPUHIra 3asiBKy Ha MPOXOXAEHVWe TeCcTMPOBaHMS MPOLEecCcoB
MH(OPMALIMOHHOTO B3aUMOLENCTBUS - B TeyeHne 21 kaneHOapHOro AOHA CO AHS peructpauum B cucteme
MOHUTOPUHra;

NPOXOAAT TECTUPOBAHUE MPOLECCOB MHPOPMALMOHHOIO B3anMOAENCTBUSE COOCTBEHHOIO MHAOPMALMOHHOIO
pecypca U CUCTEMbI MOHMTOpPMHIa B MOPSAKE, pa3MeLleHHOM Ha oduuManbHOM canTe onepaTtopa CUCTEMbI
MOHUTOPWHra B WH(OPMaLMOHHO-TENEKOMMYHUKAUMOHHON ceTn "HTepHeT", B OTHOLWIEHWM BCeX onepauun,
NpOM3BOAMMbBIX C feKapCTBEHHbIMU MpenapaTtamMmu, B COOTBETCTBUM C [MONOXeHWeM O cucTeMe MOHUTOPMHIa
OBWKEHNS NEeKapCTBEHHbIX MNpenapatoB ANs MeOWMUMHCKOrO MNPUMEHEHWS, YTBEPXOEHHbIM MOCTAHOBIIEHVEM
MpaButenbcTtBa Poccunckon ®epepauun ot 14 gekabpsi 2018 r. N 1556 "O6 ytBepxaeHun MNonoxeHns o cucteme
MOHUTOPWHIa [ABWXEHUS EKapCTBEHHbIX MpenapaTtoB Ans MEeAUUMHCKOro npuMeHeHus", - B TeuyeHue 2
KaneHaapHblX MecsAueB CO AHS FOTOBHOCTU COOCTBEHHOrO WMHMOPMAUMOHHOIO pecypca K WH(OpMauMOHHOMY
B3aMMOAENCTBUIO C CUCTEMON MOHUTOPUHTA;

BHOCSAT B CUCTEMY MOHWUTOPMHIA CBEAEHWs O JleKapCTBEHHbIX Mpenapatax M 000 Bcex onepauusix,
NMPON3BOAMMBIX C JlIeKapCTBEHHbIMW TMpenapaTtamu, B COOTBETCTBUM C YyKasaHHbIM [lonoxeHnem o cucrteme
MOHUTOPWUHIra OBWXEHUS NEKapCTBEHHbIX MpenapaToB Ans MeAMLMHCKOro MpUMEHEHUs1 - HaumMHas ¢ 1 okTs6ps
2019 r.;

0) cybbekTbl oOOpalleHVst NeKapCTBEHHbIX CPEACTB, SBSIOWMECA NPOU3BOAUTENSAMU FIEKapPCTBEHHbIX
npenapaToB, B OTHOLUEHUW KOTOPbIX UMW OCYLLECTBIISIOTCA TEXHONOrM4eckue ornepauum, COOTBETCTBYOLLME
NPOW3BOACTBEHHBIM CTaausIM acoBKkM (yNakoBKW) JlekapCTBEHHbIX MpenapaTtoB (B Cry4yae NpOM3BOACTBA
riekapCTBEHHOrO npenapata Ha TeppuTopun Poccuiickon Penepaummn), unu pepxatenamu (Brnagenbuamu)
PEMMCTPALMOHHbIX YOOCTOBEPEHUI JIEKAPCTBEHHLIX MNpenapaTtoB nNubo npeacTaBUTENbCTBAMU UHOCTPaHHBLIX
opraHumsaumii Ha Tepputopun Poccuiickon  depepaunn, SBRSOWMXCA  AepxaTenamu  (Bnagenbuamm)
PErMcTpaLmoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHbLIX NpenapaTtoB (MpU NPOM3BOACTBE NEKAPCTBEHHOrO npenapara
BHe TeppuTtopun Poccunckon ®enepauumn), 4O BBOAA NIEKAPCTBEHHbBIX NpenapaTtoB B 060poT:
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"O6 0coBEeHHOCTSIX BHEAPEHUSI CUCTEMbI MOHUTOPUHIA ABWKEHUS
NeKapCTBEHHbI...

HanpaBnsilOT C WUCMNOMb30BaHMEM CUCTEMbI MOHUTOPWMHIa OMepaTopy CUCTEMbI MOHWUTOPWMHra 3asBKy (B
3MNeKTPOHHOW hopMe) Ha MonyveHe YCTPONCTBa perncTpaumm SMMCCUn cpeacTB MaeHTUMUKaLMM NeKapCTBEHHbIX
npenapaToB MNN Ha NpeAoCTaBrieHMe yaaneHHoro AocTyna K 3TMM YCTPOWCTBaM - B TeyeHne 21 KaneHaapHoro
[HS1 CO IHS PerncTpauum B CUCTEME MOHUTOPUHIA;

obecneynBaloT HaHECEHNEe CPEeACTB MOEHTUMUKALUN NEeKapCTBEHHOrO npenapara Ha NepBUYHYHO YMaKOBKY
NneKapCcTBEHHOro npenapata (B cryvyae ecnM BTOpUYHas YMNakoBKa He MpedycMOTpeHa) M Ha BTOPUYHYHO
(noTpebuTenbCcKyto) ynakoBKy nekapcTBeHHOro npenapata ¢ 1 oktsa6ps 2019 r.;

B) CyObekTbl OOpalleHuss meKapCTBEHHbIX CPeAcTB, He OCYLIECTBMSALWMNE PO3HUYHOW TOProBnu
riekapCTBEHHbIMM MpenapaTtamMum U obecneynBalolimMe BbiBog M3 000poTa JfekapCTBEHHbLIX MNpenapaToB
nocpeacTBOM OTMycka GecnnaTHO MM CO CKUAKOW feKapCTBEHHbIX MpenapaToB NO PeLenTy Ha NeKapCTBEHHbIE
npenaparbl, HAaNPaBnsloT C UCMOSIb30BAHMEM CUCTEMbI MOHUTOPWHIA onepaTopy CUCTEMbI MOHUTOPUHIa 3asBKY (B
3MNEKTPOHHON hOopMe) Ha NOSyYeHWe perncTpaTopoB BbIOLITUA - B TeyeHue 21 KaneHgapHoOro OHA CO AHS
perucTtpauun B CUCTEME MOHUTOPUHTa,

F) onepartop CUCTeMbl MOHUTOPUHIa obecnevnBaer:

OCHalleHne cybbekToB o0OpalleHUs NEeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B MyHKTe "0" HacTosLiero
MOCTaAHOBMEHWS, YCTPONCTBAMW perncTpaumm 3MMCCUN CPEACTB MAEHTUMMKaLUUN NeKkapcTBEHHbIX NpenapaTtos, B
TOM uucne nocpeacTBoM obecneveHns yaaneHHoro AocTyna K TakoMy perumcrpartopy, pasMelleHHOMY B
NH(PACTPYKType onepaTopa CUCTEMbI MOHUTOPUHIa, a Takke ocHalleHne cybbekToB obpalleHns nekapcTBEHHbIX
CpeacTB, yKasaHHbIX B MyHKTe "B" HacCTOSALEro noCTaHOBMEHWUHA, permctpatopamu BblObITMS - B TeyeHue 30
KaneHgapHbIX [OHEW €O [JdHA MNOMyyYyeHus OT 3TuX CyObekToB 0OpalleHus fekapCcTBEeHHbIX CPeacTB
COOTBETCTBYIOLIMX 3a8BOK. B Lensx obecrneyeHnss Takoro OCHaLLeHMs1 YyKa3aHHble CyObekTbl obpalleHus
nekapCTBEHHbIX CPEACTB 3aKnioyatT C 0nepaTopoM CUCTEMbI MOHUTOPWHIa AOroBOpPbLI, cogepxalune B TOM Yucne
yCcrnoBus npegoctaBneHns Takoro obopydoBaHMA WM ero perfiaMeHTHoro obcnyxusBaHua Ha 6Ge3Bo3mMe3gHoM
OCHOBE;

OpraHusaumilo TECTUPOBaHUS MPOLECCOB MH(OPMALMOHHOIO B3aMMOAEWNCTBUS WH(OPMALMOHHBLIX CUCTEM
cybbekToB 0bpaLleHUs NnekapCTBEHHbIX CPEACTB U CUCTEMbI MOHUTOPUHTA - B TEYEHUE 2 KaneHaapHbIX MecsueB
CO AHs obecneveHus aTMMKM CyObekTamu OOpalleHUss NeKkapCTBEHHbIX CPeACTB FOTOBHOCTU COGCTBEHHOro
MHOPMAaLIMOHHOIO pecypca U Npyu HeOOXOAMMOCTM MHOTO 060pyAOBaHMSA K MHGPOPMALMOHHOMY B3aUMOLENCTBUIO
C CUCTEMOW MOHUTOPUHIA W HanpaBneHus onepaTtopy CUCTEMbl MOHWUTOPUHra 3asiBKM Ha npoBeaeHue
TECTUPOBaHUS.

Mpencenatens MNpaButenscrea
Poccwuinckon depepaumm
O.MEOBELEB
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