IHocranosiaenue IpaBurenscrea PO ot 14.12.2018 Ne 1557 «O0
0CO00EHHOCTSAX BHEJAPEHHSI CHCTEMbI MOHUTOPUHIA IBUKEHHS JIEKAPCTBEHHbBIX
NpenapaToB JAJIs1 MeIUIMHCKOTO TPHUMEeHEeHU»

MNOCTAHOB/IEHUE
ot 14 pekabps 2018 r. N 1557

OB OCOBEHHOCTAX
BHEAPEHMA CUCTEMbl MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbIX
NPENAPATOB A/11 MEAULIMHCKOIO NPUMEHEHNA

B cooTtBeTcTBMM € YacTbio 12 cTaTbu 67 PenepanbHoro 3akoHa "O6 obpalleHUn neKkapcTBEHHbIX
cpeacts" MpasutenbcTBo Poccuiickoit Pepepaummn noctaHoBAAET:

YCTaHOBUTb, YTO:

a) opuanYecKkMe Auua M MHAMBMAYyaNnbHble nNpeanpuHUMaTENn, AsAAlOWMEcs CybbekTamu
obpalleHnn NeKapCTBEHHbIX CPeACTB, MpeAHasHaAYeHHbIX AN JiedeHus nl, 60/bHbIX remoduanen,
MYKOBWCLMZ030M, rmnopunsapHbIm HaHU3MOM, 601e3HbI0 Mowe, 3/10Ka4YeCTBEHHbIMM
HOBOOOPA30BaHMAMU NUMGPONLHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHEW, pPacCceaHHbIM
CK/IEPO30M, AU, MOC/e TPAHCMAAHTALMM OPraHoB W (MAM) TKaHeW, MO NepeyHio J1IeKapCTBEHHbIX
npenapaTtoB AN MeAMLMHCKOro npumeHeHus, cGoOpMMPOBAHHOMY B YCTAaHOBNEHHOM MoOpAAKe W
yTBepxaaemomy MpasutenbctBom Poccuiickoit depepaunn (ganee cOOTBETCTBEHHO - JIEKAPCTBEHHbIE
npenapartbl, cybbeKTbl 06paLLeHUA NeKapCTBEHHbIX CPeaCTB):

PETNCTPUPYIOTCA B CUCTEME MOHWUTOPUHIA OBWMKEHWA JIeKapCTBEHHbIX MNpenapaTtoB Ans
MeAULIMHCKOro NpumMeHeHua (aanee - cuctema MOHUTOPUHra) - ¢ 1 utona 2019 r. no 8 uonsa 2019 r. ninbo
B TeYyeHMe 7 KaNeHAapHbIX AHEN CO AHA BO3HMKHOBEHMA Yy cybbeKkToB 0OpalleHMA NeKapCTBEHHbIX
cpeacTs HeobXxoAMMOCTU OCYLLECTBNEHUA OEATENbHOCTM, CBA3AHHON C obpalleHMeM NeKapCTBEHHbIX
npenapaTtos, HO He paHee 1 ntona 2019 r., Npyn HaANMYMM NPaBa OCYLLECTBAATb TaKyt0 AEATENbHOCTD;

obecneuynBaloT roTOBHOCTb K VIHd)OpMaLI,VIOHHOMy B3aVIMOp,€‘l\;1CTBMI'O C cucTemoi MOHUTOPUHIa "
HaNpPaBAAKT onepaTtopy CUCTEMblI MOHUTOPWUHTa 3aABKY Ha NpPOXoxXAeHue TeCTUpoBaHWMA npoueccos
MHd)OpMaLI,MOHHOI'O B3aMMO,£I,el7ICTBMFI - B TeyeHune 21 KaneHa4apHoro gHA Co AHA perncTtpautmmn B cucreme
MOHWUTOPWHra,;

NpPoXoaAaT TecTUpoBaHME MPOLLECCOB MHPOPMAUMOHHOIO B3aMMOLENCTBUA COOBCTBEHHOrO
MHPOPMALMOHHOTO pecypca U CUCTEMbl MOHUTOPMHIA B MOpAAKe, pasMelLeHHOM Ha oduuUMaNbHOM
cavite onepaTtopa CUCTEMbl MOHUTOPMHrA B WHPOPMALMOHHO-TENIEKOMMYHUKALMOHHOM  CEeTU
"MHTepHeT", B OTHOLWIEHWM BCeX OMepauuin, NPOU3BOAMMbIX C JIEKAPCTBEHHbIMW Npenapatamu, B
COOTBETCTBMMU C [10NI0}KEHMEM O CUCTEME MOHUTOPWHIA ABWMKEHUS JIEKAPCTBEHHbIX MpenapaTtos ANs
MEANUMHCKOTO  MPUMEHEHMA, YTBEPXKAEHHbIM  MnocTaHoBneHnem [pasutenbctBa  Poccuiickol
depepaumn ot 14 aexkabpa 2018 r. N 1556 "O6 ytBepKaeHUM [MON0KEHMA O CUMCTEME MOHUTOPUHTA
OBVXKEHWA JIEKapPCTBEHHbIX NpenapaToB A8 MeAUUNHCKOro NpMmMeHeHus", - B Te4eHne 2 KaneH4apHbIX
MecALLeB CO AHA TOTOBHOCTM COOCTBEHHOrO WMHPOPMALMOHHOIO pecypca K WHOOPMaUUMOHHOMY
B3aMMOAENCTBMIO C CUCTEMOI MOHUTOPWUHTA;

BHOCAT B CUCTEMY MOHUTOPUHIa CBEAEHWNS O IEKAPCTBEHHbIX NpenapaTtax U 060 Bcex onepaumsx,
NPOM3BOAUMbIX C JIEKAPCTBEHHbIMW MNpenapaTamu, B COOTBETCTBUM C YKasaHHbIM [lonoxeHnem o
CUCTEME MOHUTOPUHIA AOBUMMKEHUA NEKAPCTBEHHbIX MPENapaToB ANA MEAULMHCKOTO MPUMEHEHUA -
HaunHan c 1 okTAbps 2019 r.;

6) Cyﬁ'beKTbI 06paLLI,EHMFI NEeKapCTBEHHbIX cpeacts, ABnAaowmneca npounssogaunTenamm
NNeKapCTBEHHbLIX nNpenapatoB, B OTHOWEHWN KOTOPbIX MMWU OCYyLLECTBAAKOTCA TexHO/I0rmM4eckme



onepauuu, COOTBETCTBYIOLIME MNPOM3BOACTBEHHbIM CTaaMAM GacoBKM (YNaKOBKM) €KAapCTBEHHbIX
npenapatoB (B C/ny4ae MPOM3BOACTBA JIEKAPCTBEHHOrO MpenapaTta Ha TeppuTopuu Poccuiickoi
degepaumnn), an gepxatenamu (Bnagenbuammn) PerncTPaumMoHHbIX YAOCTOBEPEHUIN NEKAPCTBEHHbIX
npenapatos aMb0 nNpeacTaBUMTENbCTBAMU MHOCTPAHHbIX OpraHusauuii Ha TeppuTopuKM Poccuiickoi
degepaumnn, ABAAOWMXCA  AepKaTenamu  (Bnagenbuamu)  PermcTpaumoHHbIX  YAOCTOBEPEeHUM
NleKapcTBeHHbIX npenapaToB (Npyv NPOW3BOACTBE JIEKAPCTBEHHOrO npenapaTa BHe TeppPUTOPUM
Poccuiickolt depepaumm), 40 BBOAA 1EKAPCTBEHHbIX MPenapaTos B 060poT:

HanpaBAAOT C WCMO/b30BaHMEM CUCTEMbI MOHWUTOPMHIA OMepaTopy CUCTEMbl MOHUTOPWHra
3aABKY (B 32/1eKTPOHHOM QOpMe) Ha MoJyyeHWe YCTPOMCTBA pPerucTpauumM 3MUCCUM  CPeacTs
NOEHTUOMKALMM NEeKapCTBEHHbIX NPenapaToB MW Ha NPeLOCTaB/ieHNe YAANEHHOro AOCTyna K 3TUM
YCTPOICTBAM - B TedeHue 21 KaseHAapHOro AHS CO AHA PErncTpaLmMm B CUCTEME MOHUTOPUHTA;

obecneumBaloT HaHeCeHWe CPeacT8 UAEHTUPUMKALMM NEKAPCTBEHHOIO NpenapaTa Ha NepBUYHYIO
YNaKOBKY JIEKapCTBEHHOMO npenapaTta (B ciy4yae ecin BTOPUYHAA YNaKOBKA He MpeaycMOTpeHa) M Ha
BTOPUYHYIO (NOTPeBUTENBCKYIO) YNAaKOBKY 1eKapCcTBEHHOrO nNpenapata ¢ 1 okTabpa 2019 r,;

B) Cy6beKTbl 06palleHMsA NeKapCTBEHHbIX CPeACTB, HE OCYLLEeCTBAAIOLWME PO3HUYHOW TOProBaAu
NeKapcTBeHHbIMKM NpenapaTamu M obecneunsalolimMe BbiBog M3 060pOTa IEKaPCTBEHHbIX NpenapaTos
nocpeacTBOM OTMyCcKa 6ecnnaTHO MAM CO CKMAKOM NeKapCTBEHHbIX MpenapaTtoB MO peuenTy Ha
NeKapcTBeHHble Mpenapatbl, HanpaBAAlOT C WCNO/b30BaHMEM CUCTEMbl MOHMUTOPWHra onepaTtopy
CUCTEMbI MOHUTOPWHra 3aABKY (B 3/1EKTPOHHON dopme) Ha MosilyyeHWe PerncTpaTtopos BbibbITUA - B
TeyeHue 21 KaNeHAapHOro AHA CO AHA PErucTpauumn B cUcTeMe MOHUTOPUHTa;

I') onepatop cncrembl MOHUTOPUHTA obecneuunsaer:

OCHalleHMe cybbeKkToB 06palLLeHNs IeKapCTBEHHbIX CPeACTB, YKa3aHHbIX B MyHKTe "6" HacToswero
NMOCTAaHOBNEHWA, YCTPOWCTBAMM pPErnucTpaumMm 3SMUCCUU CPeACTB MAEHTUPUMKALMU  NIeKapCTBEHHbIX
npenapaTos, B TOM Yucae NOCPeAcTBOM obecrneyeHus yaaneHHOro AOCTyna K TakoMy perncrpatopy,
pa3smMelLLeHHOMY B MHPPACTPYKTYpe onepaTopa CUCTEMbI MOHUTOPUHIA, @ TaKXKe OCHalLleHUe cybbekToB
obpalleHns NIeKapCTBEHHbIX CPEeACTB, YKas3aHHbIX B NyHKTe "B" HacToAlWero nocTaHOB/EHMUA,
perucTpatopamm BblbbITUA - B TedeHue 30 KaneHAapHbIX AHEN CO AHA NOJy4eHUa OT 3TUX CyObeKTOB
0bpaleHnn IeKapCTBEHHbIX CpPeacTB COOTBETCTBYIOWMX 3afBOK. B uenax obecneyeHus Takoro
OCHALEHMA YKa3aHHble CyObeKTbl Ob6pallleHUs IeKapCTBEHHbIX CPEeACTB 3aK/0YaloT C onepaTopom
CUCTEMbl MOHWTOPWHIa AOrOBOPbI, COAEp’KaliMe B TOM YUCAE YCNOBUA MNPEeAOCTaBAEHUA TaKoro

obopyaoBaHUA 1 ero pernameHTHoro obcnyXmBaHusa Ha 6e3Bo3me34HOM OCHOBE;

OpraH13aumio TeCTMPOBaHMA NPOLECCOB MHPOPMALMOHHOIO B3aMMOAEeNCTBMA MHGOPMALLMOHHbIX
cuctem cybbeKkToB 06palLleHMa NIeKApCTBEHHbIX CPeACTB M CUCTEMbl MOHWUTOPWHIA - B TeyeHue 2
KaneHZapHbIX MecAUEB Co AHA obecneyeHUn 3TMMM cybbekTammn obpalLeHUn IeKapcTBEHHbIX CPeACTB
rOTOBHOCTM COBCTBEHHOrO MHGOPMALMOHHOTO pecypca M NP HeobXoAMMOCTU MHOTO 060pPYA0BaHUA K
MHPOPMALMOHHOMY B3aMMOLENCTBUIO C CUCTEMON MOHUTOPMHIA M HanpaB/ieHMs onepaTopy CUCTEMbI
MOHMWTOPUHIa 3aABKW Ha NPOBeAEeHNE TECTUPOBAHMS.

MNpepcepatens MNpaBuTtenscrea
Poccuitckoit egepaumm
O.MEABELEB




