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MocTtaHoBneHme - Ne 1954 - o1 31.12.2019 - MpaBuTenbcTBO Poccuinckon Pepgepaunn - [lencTryeT 6€3 n3aMeHeHui

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 31 OEKABPA 2019 I'. Ne 1954
MOCKBA

O BHECEHUWN N3MEHEHWIN B MOCTaHOBJIEHME NpaBnTeNbLCTBa
Poccunckon ®epepaumm ot 14 gekabpsa 2018 r. Ne 1556

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

YTBEpAUTL NnpusiaraeMble N3MEHEHWS, KOTOPble BHOCATCA B NOCTaHOBJIeHNe [paBuTenbcTBa Poccuinckon
®epepaumnm ot 14 gekabps 2018 r. Ne 1556 "0O6 yTBepxAeHUM [0NI0XKEHNS O CUCTEME MOHUTOPUHIa
LBVKEHUS JIeKapCTBEHHbIX MpenapaToB AN MefULUHCKOro npuMeHeHns" (CobpaHue 3akoHOAaTeNbCTBA
Poccuinckon ®egepaunm, 2018, Ne 53, cT. 8641).

Mpencenatens MpaBuTesbCTBA
Poccuinckon ®epepaunn [.Mensenes

YTBEPXXIEHbI

nocTaHoBeHVeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

oT 31 nekabps 2019 r. Ne 1954

N3MEHEHWA,
KOTOPble BHOCSTCS B MOCTaHoBAeHMe [paBuTenscTBa Poccuninckon ®enepauun ot 14 nekabps 2018 r. Ne
1556

1. B npeambyne cnoBa "B cooTBeTCTBUN C HacTaMK 5 - 7 cTaTbh 67 PeaepasbHOro 3akoHa "06 obpaleHun
JIEKAPCTBEHHbIX CPefcTB" NCKIYUTD.

2. JononHuTb NyHKTamMn 1 1 -1 7 cnefyroLlero coaepxaHus:

"11.YcTaHOBUTb, YTO LOpUANYECKME NNLA U UHANBUAYAIbHbIE MPeanpuHUMaTENN, aBasoWwmecs
cybbekTamm obpalleHns NekapCTBEHHbIX CPeACTB B COOTBETCTBMM C [010)KEHMEM, YTBEP)KAEHHbIM
HaCTOALWMM NOCTaHoBNEHNEM (fanee - cybbekTbl obpalleHna NeKapCTBEHHbIX CPeACTB):

OCYLLECTBJIAIOT CBOKO PErMCTPaLINI0 B CUCTEME MOHUTOPUHIA ABUXKEHMNSA IEKAaPCTBEHHbIX NpenapaToB 414
MeONLUHCKOro NpMMeHeHns (fanee - cuctema MoHUTopmHra) ¢ 1 aHeaps 2020 r. go 29 despans 2020 r.
(BkNtounTENbHO) NMM60 Nocne 29 depans 2020 r. B TeyeHne 7 KaneHOapHbIX AHEN CO AHS BOSHUKHOBEHUS
y cybbekToB 0bpalleHNs NeKapCTBEHHbIX CPeACTB HEOOX0ANMOCTY OCYLLECTBNEHNS OEATENLHOCTMH,
CBSI3aHHON C obpallleHneM NeKapCTBEHHLIX NPenapaToB NpPW HaJIMYMK NpPaBa OCYLECTBASTb TaKyto
LeATEeNIbHOCTb;

He no3gHee 21 KaneHZapHOro AHA CO AHA perucTpauum B CMCTEME MOHUTOPUHIa obecneynsatoT
FOTOBHOCTb CBOMX MH(POPMALMOHHbBIX CUCTEM K UH(DOPMALMOHHOMY B3aMMOAENCTBUIO C CUCTEMON
MOHUTOPUHIa U HANPaBAAT onepaTopy CMCTEMbl MOHUTOPMHIA 3a5BKY Ha NPOX0OXAeHUe TeCTUPOBaHNUS
WMH(OPMALMOHHOIO B3aMMOAENCTBIA C YKa3aHMeM Npon3BoanTenen NnporpaMmMHo-annapaTHbIX CPeacTB
NHMOPMALIMOHHbBIX CUCTEM;

NPOXOAST TECTUPOBaHME NHGOPMALIMOHHOIO B3aMMOAENCTBIA CBOUX MH(POPMALMOHHbBIX CUCTEM U CUCTEMbI
MOHUTOPWHIa B COOTBETCTBMM C NMOPALKOM, Pa3MeLLEHHbIM Ha OMLNaNLHOM CanTe onepaTopa CUCTEMbI
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MOHUTOPWHIa B MHGOPMaLIMOHHO-TENEKOMMYHUKALMOHHOW CeTU "IHTEPHET", B OTHOLLIEHM MapKUPOBKHN
JIEKapCTBEHHbIX NPenapaToB, BBoAa B 060p0T IeKapCTBEHHbIX NpenapaTos, Mx 060poTa v BbIBOAA M3
obopoTa B COOTBETCTBUM C [10710)KEHNEM, YTBEP)KAEHHBIM HAaCTOALLMM MOCTAHOBAEHNEM, B Te4YeHme 2
KaJieH4apHbIX MEeCALEB CO AHA FTOTOBHOCTW CBOMX MH(DOPMALIMOHHbBIX CUCTEM K MHOPMALMOHHOMY
B3aNMOLENCTBUIO C CUCTEMON MOHUTOPUHTa;

BHOCST HaunHasa ¢ 1 nonsa 2020 r. B cUCTeMy MOHUTOPUHIa cBeAeHus 060 Bcex onepaumsax, Npon3BoanMbIX
C leKapCTBEHHbLIMU NpenapaTaMn B COOTBETCTBMU C MM0SI0XKEHNEM, YTBEPXKAEHHBIM HACTOALLUM
NMOCTaHOBJIEHNEM.

12 . Peructpaums B MUHMOPMaLMOHHON CUCTEME, B KOTOPOWN OCYLLECTBAAN0CE MHOPMALMOHHOE
obecneyeHne NpoBeaeHNa 3KCNepMMeHTa B COOTBETCTBUM C NOCTaHOBeHUEM lpaBuTenscTBa Poccuninckon
Qepepaumn o1 24 aHBaps 2017 r. Ne 62 "O npoBefieHNM SKCNepuMeHTa No MapKUPOBKE KOHTPOJIbHBIMU
(MBeHTUPNKALNOHHBIMI) 3HAKAMWN N MOHUTOPUHTY 3a 060POTOM OTAESbHbLIX BUAOB NEKAPCTBEHHbIX
npenapaToB a8 MeAMLMHCKOrO NPUMEHEHUS", OPUANYECKUX UL, N (PU3NYECKNX NN,
3aperncTpMpoBaHHbIX B Ka4eCTBe UHAMBUAYAbHbLIX MPeanpuHUMaTENen, KOTOpbIe M0 COCTOAHMIO Ha 1
AaHBapa 2020 r. apnsoTca cybbekTamu obpalleHns nekapCTBEHHbIX CPeACTB, NMPYPaBHMBAETCA K
perncTpaumm B CUCTEME MOHUTOPWHIa.

B ciyyae ecniv B paMKax 3KCNepMMeHTa CBefleHus, NnpeacTaBneHHble cybbekTamu obpalleHmns
JIeKapCTBEHHbIX CPEACTB B MH(OPMALIMOHHYIO CUCTEMY, B KOTOPOW OCYLLECTBASAN0CH UH(OPMALMOHHOE
obecneyeHne NpoBeAeHNS SIKCNEPUMEHTA, a TakXXe OOKYMEHTbI, NpeAcTaB/eHHble uMu B PefepanbHyio
cny>xby no Hag3opy B chepe 34paBOOXPaHEHUS, HEe OTBeYaloT TpeboBaHMAM K CBEAEHUAM U LOKYMEHTaM,
npenycMoTPeHHbIM MON0XXEHNEM, YTBEPXKAEHHBIM HACTOALLMM NOCTAHOBEHNEM, Takne CybBbeKThI
obpalleHmnsa nekapcTBeHHbIX CPeAcTB HadnHaa ¢ 1 aHBaps 2020 r. BHOCAT HegocTaowme u (mnn)
aKTyasilbHble CBEAEHUS B CUCTEMY MOHUTOPUHIA, @ HegocTatowme n (Uan) akTyanbHble JOKYMEHTHI
npeactasnaoT B PefepanbHyto cnyxby no Hagsopy B chepe 34paBooxpaHeHns oo 1 uonsg 2020 r.
(BKJIIOYNTENBHO).

1 3. CybbeKkTbl 0bpalleHnst NneKapCTBEHHbIX CPEACTB, ABNAAOLMNECS NPOU3BOANTENAMUN JIEKAPCTBEHHbIX
CpPencTB, B OTHOLLEHWM KOTOPbIX UMW OCYLLECTBASIOTCA TEXHOIO0rMYeCKmne onepawmm, COOTBETCTBYIOLWME
NPOWN3BOACTBEHHbLIM CTaAUAM (haCOBKYM (YNaKOBKM) NEKAPCTBEHHbIX NpenapaTos (B Cly4yae Npon3BoacTBa
JIeKapCTBEHHOrO npenapaTa Ha Tepputopun Poccuinckon Genepauun), nam gepxatenamm (snagesbuamm)
PerncTpaLmoHHbIX YA0CTOBEPEHMNI IeEKAapPCTBEHHBIX NpenapaToB JIbo NpeacTaBMTEeNbCTBaMU
WMHOCTPaHHbIX OpraHun3aumni Ha TeppuTopumn Poccuinckon ®epepaunm, ABASOLWUXCA AepXXaTensamu
(Bnagenbuamn) perncTpaLnoHHbIX YOOCTOBEPEHMNI IEKAPCTBEHHbIX MPenapaToB (Mpy NPpoM3BOACTBE
JIeKapCTBEHHOr 0 NpenapaTta BHe TeppuTopumn Poccmnckon ®epepaumnm), 40 BBOAA NEKAPCTBEHHbIX
npenapaToB B 060poT:

BHOCHAT B CUCTEMY MOHUTOPWHIA CBEAEHUSA O IEKAPCTBEHHbIX MpenapaTax B COOTBETCTBUM C [1oN10)KeHneM,
yTBEPXAEHHbIM HAaCTOSALWMM NOCTaHOBAEHMEM, He no3aHee 30 KaneHAapHbIX GHEN CO AHS CBOEW
permcTpaumm B CUCTEME MOHUTOPWHTA;

HanpaBASAT C UCMOJIb30BAHNEM CUCTEMbI MOHUTOPUHIa ONepaTopy CUCTEMbI MOHUTOPUHIA 3asBKY (B
3NEKTPOHHOW hOpME) Ha MoayyYeHne YCTPOMNCTB perncTpauim SMMCCUN KOA0B MapKMUPOBKN WK
NpefocTaBNeHNE K HEMY YAaNIEHHOro A0CTyNa He no3aHee 1 masa 2020 r. imbo B TeyeHne 7 KaNeHAapHbIX
AHEN Co OHSA perncTpaunm B CUCTEME MOHUTOPWUHIA NPU BO3HUKHOBEHUN Yy CybbekToB obpalleHmns
JIEKAPCTBEHHbIX CPEACTB HEOOXOAMMOCTUN OCYLLECTBEHUS AEATENbHOCTH, CBSA3aHHOW C obpalleHnem
JleKapCTBEHHLIX NpenapaToB Npu HaAN4YMK NpaBa OCYLWECTBAATb TaKy OeATeNbHOCTh;

obecneumsatoT ¢ 1 nons 2020 r. HaHeCeHUe CPeacTB MAEHTUMUKaLUM Ha NEPBUYHYIO YNAKOBKY
JleKapCTBEHHOr 0 npenapaTa (B ciyyae, eC/iv BTOPUYHas yNakoBKa He NpedyCMOoTpeHa) U Ha BTOPUYHYIO
(moTpebnTenbCcKyo) ynakoBKYy leKapCTBEHHOIro NpenapaTa;

nmetoT npaso ¢ 1 aHBaps 2020 r. HAHOCUTb CPeaCTBa MAEHTUMUKALMN NeKapCTBEHHOr0 rnpenapaTa Ha
NepPBUYHYIO YNaKOBKY JIEKapCTBEHHOIo NpenapaTa (B cayvae, eciv BTOPUYHAA YMaKoBKa He
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npeaycMoTPeHa) U Ha BTOPMYHYI0 (NOTPebnTenbCKyo) yNakoBKY IEKapCTBEHHOMO NpenapaTa;

Mpw 3TOM B ciyyvae, ecnm cybbekTbl 0bpallleHns NeKapCTBEHHbIX CPeACTB HaHOCAT ¢ 1 sHBapsa 2020 .
CpencTBa MAEeHTUPMKaLMM IeKapCTBEHHOr0 npenapaTta Ha NepBUYHYI0 YMaKOoBKY JIEKapCTBEHHOI0
npenapaTa (B C/lyYae, ec/i BTOPUYHAS YNaKoBKa He MpeayCMOTPEHa) U Ha BTOPUYHYIO (MOTpebuTtenbckyto)
YNaKOBKY JIeKapCTBEHHOr 0 NpernapaTa, TO OHU NPeACTaBAsioT CBe4eHUA 0 HAaHECEHUN CPeaCTB
NOEHTUDUKALNN B CUCTEMY MOHUTOPUHTA.

14 . CybbekTbl 0bpalleHns NneKapCTBEHHbIX CPeACTB, OCYLLECTBAAOWMNE MEANLNHCKYIO 0eATeNbHOCTb U
BbIBOA M3 060p0OTa IeKapCTBEHHLIX NPenapaToB NPW OKa3aHuM MeANLUMHCKON NOMOLU, @ TakxXe CyObeKTbl
obpalleHmnsa NekapCTBEHHbIX CPEACTB, OTMNYCKaloLLME NeKAPCTBEHHbIE NpenapaThl 6ecnnaTHO nam co
CKNOKOWN NO peuenTy Ha NeKapCTBEHHbIE NpenapaThl, HANPaBAAOT C NCM0JIb30BaHNEM CUCTEMbI
MOHUTOPUHIa onepaTopy CUCTEMbl MOHUTOPUHIA 3a5BKY (B 3JIEKTPOHHON (hopMe) Ha nosyYeHune
pernctpaTopoBs BbibbITNS He No3aHee 15 despans 2020 r. ambo B TeyeHme 7 KafeHAapHbIX OHEW CO AHA
perncTpaumm B CUCTEME MOHUTOPUHIA NPY BO3HUKHOBEHUN Yy CyObEKTOB 06paLLeHNs NeKapCTBEHHbIX
CpencTB HeobX0QUMOCTU OCYLLLECTBAEHNA AEATENIbHOCTY, CBA3aHHOW C 0bpalleHNeM NeKapCTBEHHbIX
npenapaToB NpU HaaN4yMM NpaBa OCYLLECTBAATL TaKy AeATebHOCTb.

15.YcTaHOBUTb, YTO ONEPATOP CUCTEMbI MOHUTOPWHIa obecneynBaeT:

OCHaleHne cybbekToB obpallieHns NeKapCTBEHHbLIX CPeACTB, NPeayCMOTPEHHbIX MYHKTOM 1 3 HacTosAWwero
NOCTaHOBJIEHUS, YCTPONCTBAMUN permcTpaLmm SMMCCMN KOLOB MapKUPOBKY WK NpeaocTaBeHne um
yAaNeHHOro fOoCTyna K TakuM YCTPOMCTBaAM Permctpaumm sMMCCmn, pasMeLLleHHbIM B MHQpacTpyKType
onepaTopa CUCTEMbl MOHUTOPWHIa, Ha YCNOBMAX, MPefyCMOTPEeHHbIX M0JIOXKEeHNEM, YTBEPXKAEHHbIM
HACTOALLUMM NOCTAHOBNEHNEM, He No3aHee 45 KafleHAaPHbIX HEN CO AHSA MONYYeHUS OT CyObeKTOB
obpalleHmns neKapCTBEHHbIX CPEACTB 3adBKM Ha NOJy4YeHne TakMxX YCTPOWCTB WM YAAJIEHHOro A40CTyna K
HUM;

OCHaleHne cybbekToB obpallleHns eKapCTBEHHbIX CPEACTB, OCYLLECTBAALNX MEQULMHCKYIO
NEeSATEeNbHOCTb U BbIBOA 13 060p0Ta IeKapCTBEHHbIX MPenapaToB MpyY 0Ka3aHMN MeANLMHCKON MOMOLLN, a
Takxe cybbekToB 0b6palleHNst NeKapCTBEHHbIX CPEACTB, OTMYCKAOWMX IeKapCTBEHHbIE MpenapaThbl
6ecnnaTHO UM CO CKNAKOM NO PeLenTy Ha NeKapCTBEHHbIE NpenapaThl, pernctpaTopamm BolbbiTMA Ha
YCNOBUAX, NPeayCMOTPEHHbIX MoN0)KeHNeM, yTBEPXAEHHbIM HAaCTOALWNM NOCTaHOBIEHNEM, He no3fHee 45
KaneHOapHbIX AHEN Co OHS nojay4vyeHuns oT cybbekToB obpalleHns NeKapCTBEHHbIX CPeACTB 3asBKU Ha
noJiy4eHne Takux yCTPONCTB;

OpraHu3aunto TeCTUPOBaHNA NHGOPMALIMOHHOM0 B3aUMOAENCTBMA NHGOPMALIMOHHBIX CUCTEM CyObEKTOB
obpalleHmns neKapCcTBEHHbIX CPEACTB Y CUCTEMbI MOHUTOPUHIa He no3aHee 30 KafeH4apHbIX AHEN CO AHA
noJsiyyeHuns ot cybbekToB obpalleHnsa NekapCTBEHHbLIX CPEACTB 3asABKM Ha MPOXOXXAEHNE TECTUPOBAHMSA
NHOPMALIMOHHOIO B3aMMOAENCTBNS.

16.YCcTaHOBUTb, YTO ONEPATOP CUCTEMbI MOHUTOPWHIA MO 3anpocy cybbekToB obpalleHns
JIeKapCTBEHHbIX CPeACTB NpefocTaBnseT KoLbl MapKUpoBKK € 1 sHBaps 2020 r.

17 .YcTaHoBUTb, 4YTO M1aTa 3a 0OKasaHWe onepaTopoM CUCTEMbI MOHUTOPUHIA YCYr Mo NPefoCTaBJIEHUIO
KOLOB MapKMpPOBKK B3umaeTcs ¢ 1 uonsg 2020 r.".
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