NPABUTE/IbCTBO POCCUNCKOWN GEAEPALIUU

MNOCTAHOB/IEHUE
ot 14 pekabps 2018 r. N 1556

OB YTBEPXAEHNUN NOJIOKEHUA
O CUCTEME MOHUTOPUHTIA ABUKEHWA NEKAPCTBEHHbIX NMPEMAPATOB
Ana MEAULUUHCKOIO NPUMEHEHUA

Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pen. NMNoctaHoBneHuit MpasutenbcTea PO ot 30.08.2019 N 1118,
07 31.12.2019 N 1954, ot 02.03.2020 N 219, o1 20.03.2020 N 311,
o7 21.07.2020 N 1079, o7 02.11.2020 N 1779, ot 18.12.2020 N 2166,
o1 28.01.2021 N 60, ot 30.06.2021 N 1069)

MpasutenbcTBo Poccuitckoit PepepaLlmm NOCTaHOBAAET:
(8 pea. MoctaHoBneHus Mpasutenbctea PP o1 31.12.2019 N 1954)

1. yTBepAMTb npunaraemoe MNonoxeHne o cucteme MOHUTOPUHIa ABUMXEHUA NNEKAPCTBEHHbIX
npenapatos AnAa meanunMHCKOro npumeHeHuaA.

1(1). YcTaHOBMUTb, YTO OPUANYECKME ANLA U UHAMBUAYANbHbIE NPeANPUHUMATENM, ABAAIOLLMECA
cybbeKkTamm 0b6palleHna NeKapCTBEHHbIX CPeAcTB B COOTBETCTBUM C [lONOMKEHMEM, YTBEPXHAEeHHbIM
HaCTOALLMM NoCTaHOBAeHUEM (Janee - cybbeKTbl 0bpalleHna NeKapcTBEHHbIX CPEACTB):

OCYLLECTB/IAIOT CBOK PErucTpaumio B CUCTEME MOHUTOPUHIA AOBWMMKEHUA 1€KAPCTBEHHbIX
npenapaTos 419 MeANUMHCKOro NpMmeHeHus (ganee - cuctema MOHUTOPUHra) ¢ 1 sHeapa 2020 r. go 29
depans 2020 r. (BKAOUMTENbHO) NMMbBO nocne 29 dpespana 2020 r. B TedeHUe 7 KaneHAapHbIX AHEN CO
OHSA BOSHWMKHOBEHMSA Y CyObeKTOB 06paLLeHNs NeKapCTBEHHbIX CPeACTB HEOOX0AMMOCTU OCYLLECTBAEHMUA
OEeATeNbHOCTM, CBA3aHHOW C obpaleHnemM JfIeKapCTBEHHbIX MpenapaToB MpW  HaaAuuMM npasa
OCYLLLECTB/IATb TaKY0 AEATENbHOCTD;

He nosgHee 21 KaneHAapHOro AHA CO AHA PerucTpaumm B CUCTEME MOHUTOpPMHra obecnedynsatoT
FOTOBHOCTb CBOMX MHGOPMALMOHHBIX CUCTEM K MHOOPMALMOHHOMY B3aMMOAEWCTBMIO C CUCTEMOW
MOHMTOPUHIa M HaNPaBAAIOT ONepPaToPy CUCTEMbI MOHUTOPUHIA 3a8BKY Ha NPOXOXKAEHME TeCTUPOBaHUA
NHPOPMaLMOHHOIO B3aMMOAENCTBUA C YKa3zaHMEM NPOU3BOANUTENEN NPOrPaMMHO-annapaTHbIX CPeacTB
NHPOPMALMOHHbBIX CUCTEM;

NpPOXo4AT TeCTUPOBaHNe MHGOPMALMOHHOTO B3aUMOAENCTBUA CBOMX MHDOPMALMOHHbIX CUCTEM U
CUCTEMBI MOHUTOPUHTA B COOTBETCTBUM C MOPASKOM, pPasMelleHHbIM Ha oduLUMaNbHOM caliTe
onepatopa cUCTEMbl MOHUTOPUHIA B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT", B
OTHOLLEHMW MAapPKUPOBKM NEKAPCTBEHHbIX NPenapaTos, BBOAA B 060pOT NEKAPCTBEHHbIX NPenapaTos, Ux
obopota M BbiBOZA M3 060pOTa B COOTBETCTBMM C [MONONKEHWEM, YTBEPKAEHHbIM HACTOAWMM
NOCTAHOB/EHMEM, B TEUYEHWE 2 KaneHZapHbIX MECAUEB CO AHSA FOTOBHOCTU CBOMX MHPOPMALMOHHBIX
cucTem K MHGOPMaLMOHHOMY B3aUMOZLENCTBUIO C CUCTEMON MOHUTOPUHTa;

BHOCAT HaumHaa c 1 uona 2020 r. B cMcTeMy MOHWUTOPUHra cBegeHus obo Bcex onepauusx,
NPOM3BOAUMbBIX C JIEKAPCTBEHHbLIMW MpenapaTtamm B COOTBETCTBUM C [10NI0KeHNEM, YTBEPKAEHHbLIM
HACTOSALLMM NOCTAaHOBJ/IEHNEM.

(n. 1(1) sBepeH MNoctaHoBneHuem MpaButenbctea PO ot 31.12.2019 N 1954)

1(2). Pernctpauma B8 MHGOPMaLMOHHON CUCTEME, B KOTOPOM OCyLLEeCTBAANOCh MHGOPMaLMOHHOE



obecrneyeHne npoBedeHUs 3SKCNEPMMEHTA B COOTBETCTBUM C MocTaHoBaeHWeM [lpaBuTenbCcTBa
Poccuiickoit depepaumn ot 24 aneapa 2017 r. N 62 "O nposegeHMN 3KCNepuMmMeHTa N0 MapKUpPOBKe
KOHTPOAbHbIMU (MAEHTUDUKALMOHHBIMM) 3HAKAMM MU MOHUTOPUHIY 3a 06OPOTOM OTAE/bHbIX BUAOB
JIeKapCTBEHHbIX NpenapaToB 414 MeANUMHCKOTO npumeHeHna", iopnanudecknx anl, n GUsnMYeckux nuL,
3aperncTPUpPoOBaHHbIX B KayecTse MHANBMAYAJIbHbIX NPeAnpUHMMATENEN, KOTOpble MO COCTOSHUIO Ha 1
AHBapA 2020 r. sBaAloTcA cybbekTamu obpalleHUs NeKapCTBEHHbIX CPeACTB, MNpuWpaBHMBAaETCa K
perucTpauumn B CMCTeMe MOHUTOPMHIA.

B cnyyae ecan B pamKax JKCNepumeHTa CBefleHMsa, npeactas/ieHHble cybbeKktamu obpalieHums
NIeKapCTBEHHbIX CpeacTB B MHGOPMALIMOHHYIO CUCTEMY, B KOTOPOW OCYLLECTBAANOCH MHPOPMaLMOHHOE
obecneyeHne NpoBeaeHUA SIKCNEPUMEHTA, a TaKXKe AOKYMEHTbI, npeacTaBaeHHble umu B PeaepanbHyio
cnyby no Hagsopy B chepe 34paBOOXPaHEHMs,, He oOTBevaloT TpeboBaHUAM K cCBedeHUAM W
OOKYMeHTaM, NpeaycMOTPeHHbIM MoNoXKeHnem, yTBepKAeHHbIM HacTOAWMM NOCTaHOBAEHMEM, TaKue
Cy6beKTbl 06palleHna NeKapCcTBEeHHbIX CpeacTB HaunHasa ¢ 1 sauBapa 2020 r. BHOCAT HeAocTalowme u
(nnun) akTyanbHble cBeAeHUA B CUCTEMY MOHUTOPWHIA, @ HeaocTalowme 1 (MK) akTyanbHble JOKYMEHTbI
npeacTasnsoT B GeaepanbHyto cayKby no Hagsopy B chepe 3apaBooxpaHeHua o 1 uwons 2020 .
(BKNtOUNTENBHO).

(n. 1(2) sBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 31.12.2019 N 1954)

1(3). Cy6bekTbl o0bpalleHMa IeKapCTBEHHbIX CPeacTB, ABAAIOWMECH MPOU3BOAUTENAMMU
NeKapCTBEHHbIX CPeACTB, B OTHOLWEHNN KOTOPbIX MMM OCYLLECTBAAIOTCA TEXHOOrMYECKUe onepauunm,
COOTBETCTBYIOLME NPOU3BOACTBEHHbIM CTaaMAM GacoBKM (YNaKOBKM) NeKapCTBEHHbIX MpenapaTtos (B
C/lyyae MNPOM3BOACTBA JIeKApPCTBEHHOro npenaparta Ha TeppuTopumn Poccuiickoint Peaepauun), mnau
Aepxatensamun (Bnagenbuamn) perucTpaLMoHHbIX YAOCTOBEPEHUI NleKapCcTBEHHbIX Mpenapatos Anb6o
npeacTaBUTeIbCTBAMM  MHOCTPAHHbIX OpraHM3auuin Ha Tepputopun Poccuiickoit  deaepauun,
ABNAIOWMXCA  AepKaTensmu  (Bnagenbuamn) PerucTpauyoHHbIX  YAOCTOBEPEHUI  /IeKAapPCTBEHHbIX
npenapatoB (NpyM NpPOM3BOACTBE JIEKAPCTBEHHOro npenapaTa BHe TeppuTopuu Poccuiickoi
denepauun), 40 BBOAA /IEKAPCTBEHHbIX NPEnapaTos B 060poT:

BHOCAT B CUCTEMY MOHUTOPUHIA CBeAEHUA O NEKAPCTBEHHbLIX MNpenapatax B COOTBETCTBUU C
MonoxeHunem, yTBEPHKAEHHbIM HACTOALWMM NOCTaHOBNIEHNEM, HE MNMO34HEE 30 KaneHaapHbIX AHGVI co
AHA cBoel perncrtpauunm B cUCteme MOHUTOPUHTQ;

HaMpaB/AKT C MCNOAb30BAaHMEM CUCTEMbI MOHWTOPWMHIA OMepaTopy CUCTEMbI MOHWTOPUHIA
3anABKY (B 3/1EKTPOHHOM GOPME) Ha MosyyYeHUe YCTPOMCTB PEerucTpaumm sMUCccMmM KOLOB MapKUpPOBKMU
WNWU NpefocTaB/ieHne K Hemy yAafeHHoro goctyna He nosgHee 1 maa 2020 r. anbo B TeyeHue 7
KafeHAapHbIX AHEN CO AHA pPerucTpauum B CUCTEME MOHMTOPWUHIA NPU BO3HUKHOBEHUU Yy CYyOBEKTOB
obpalleHna NeKapcTBEHHbIX CPeacTB HeobXxoAMMOCTM OCYLLEeCTBAEHUA AeATeNbHOCTU, CBA3AHHOWM C
obpalleHnem eKapCTBEHHbIX NPENapaToB NPY HAJINYMM NPABA OCYLLECTBAATDL TaKyO AeATe/IbHOCTb;

obecneumsatoT ¢ 1 miona 2020 r. HaHeceHMe cpeacTs MAeHTUOMKAUMMU Ha NEePBUYHYIO YNaKOBKY
NleKapcTBEHHOTro npenaparta (B c/ly4Yae, ecnu BTOPMYHAA YNaKoBKa He NpeaycMOTpeHa) U Ha BTOPUYHYIO
(noTpebuTenbcKyo) yNakoBKY IEKapCTBEHHOrO Npenaparta;

nmetoT npaBo ¢ 1 AHBapa 2020 r. HAHOCUTb CPEeACTBA MAEHTUPUKALMM IeKapPCTBEHHOTO NpenapaTa
Ha NepBMYHYIO YMAKOBKY JIEKAPCTBEHHOro mnpenapaTta (B C/lyyYae, ec/iM BTOPWMYHAA YMaKoOBKa He
npeaycmoTpeHa) U Ha BTOPUYHYIO (NOTpebuTeNbCKyo) yNaKoBKY IeKapcTBEHHOro npenapara.

Mpu 3Tom B caydae, ecam cybbeKTbl obpalleHNs NeKapcTBEHHbIX CpeacTB HaHOCAT ¢ 1 aHeapsa 2020
r. cpeactsa uAaeHTMOMKaLUMK NeKapCTBEHHOroO npenapaTta Ha MepBUYHYIO YNAKOBKY JIeKapCTBEHHOro
npenapata (B cayd4ae, e€CAM BTOPUYHAA YNakoBKa He npeaycmoTpeHa) UM Ha BTOPUYHYIO
(noTpebuTenbcKkylo) YNakoBKY J1€KapCTBEHHOro mnpenapaTta, TO OHW MPeAcTaBAAlOT CBeAeHUA O
HaHeceHMu cpeacTs naeHTUGUKaLMUU B CUCTEMY MOHUTOPUHrA.
(n. 1(3) sBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 31.12.2019 N 1954)



1(4). CybbeKTbl O0bOpalleHWA NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAOWME MEOULMHCKYIO
OeATeNbHOCTb U BbIBOA, U3 060pOTa IEKAPCTBEHHbIX NMPenapaToB NPy OKasaHUM MeAULNHCKON MOMOLLM,
a TaKXKe cybbeKTbl 0bOpalleHUn NeKapCTBEHHbIX CPEeACTB, OTMYCKalowWMe NeKapCTBEHHble Mnpenapatbl
6ecnnaTtHO Mo peLenTy Ha JIeKapCTBEHHble MpenapaTtbl, HanpaBAAKOT C WMCMNO/Jb30BAHUEM CUCTEMDI
MOHWUTOPUHIa OMepaTopy CUCTEMbl MOHWUTOPWUHra 3asBKYy (B 3/IEKTPOHHOM ¢opme) Ha nonyyeHue
perucTpaTopoB BblbbITUA He no3aHee 15 ¢pespans 2020 r. iMbo B TedeHMe 7 KaneHAapHbIX AHEN Co AHSA
perucTpauumn B cMcTeMe MOHUTOPUHIA NPU BO3HWUKHOBEHMM Y CyObEKTOB 06paLLEeHUA SIEKAaPCTBEHHbIX
cpeacTs HeoHXOAMMOCTU OCYLLECTBAEHUA OEeATeNbHOCTU, CBA3aHHOM C OOpalleHMeM JIeKapCTBEHHbIX
npenapaToB NPW HaJIMYUKU NPaBa OCYLLECTBAATb TaKylo AeATE/IbHOCTD.

(n. 1(4) sBeaeH MoctaHoBneHuem MpaButenbctea PO oT 31.12.2019 N 1954; B pea. MocTtaHOBAEHUS
Mpasutenbctea PO ot 21.07.2020 N 1079)

1(5). YcTaHOBUTb, YTO ONEPaTOP CUCTEMbI MOHUTOPUHIA obecneynBaer:

OCHalleHVe CcybbeKToB 0bpalleHusa JIeKapCTBEHHbIX CPeACTB, MPeAyCMOTPEHHbIX NyHKTom 1(3)
HacToALWEro MOCTAaHOB/EHWA, YCTPOWCTBAMM PErncTpaumm 3SMUCCUM  KOLOB  MapPKUPOBKU  MAU
npegocTaBAeHMEe UM YAANEHHOrO A0CTYNa K TaKUM YCTPOMCTBAM PerMcTpaLmMm sMm1Uccum, pasmeLleHHbIM
B MHOPACTPYKTYpe onepaTopa CUCTEMbl MOHUTOPWUHIA, Ha YCNOBUAX, NPeAYyCMOTPEHHbIX [onoKeHnem,
YTBEPKAEHHbBIM HACTOALLMM NOCTaHOB/AEHNEM, He no3aHee 45 KaneHAapHbIX AHEN CO AHA MOAYYeHUs
OT CybbeKToB 06palleHna /IeKapCTBEHHbIX CPEeACTB 3aABKM Ha MOAyYEeHWe TaKMUX YCTPOWCTB WU
yAaNEeHHOTo A0CTYNa K HAM;

OCHalleHMe cybbeKTOB 0bpalleHMs NeKapCTBEHHbIX CPeACTB, OCYLUECTBASIOWMX MeANLMHCKYIO
OEeATeNbHOCTb M BbIBOA M3 060pOTa NEKAPCTBEHHbIX NPenapaToB NpY OKasaHUN MeANLMHCKON MOMOLLM,
a TaKXe CcybObeKToB obpalleHMA NeKapCTBEHHbIX CPEACTB, OTMYCKAlOLWMX NeKapCTBEHHble npenapaTbl
6ecnnaTHO Mo peuenTy Ha JIeKapCTBEHHble MpenapaTtbl, PerncTpatopamm BbIObITUA HA YC/IOBUSX,
npPeayCcMOTPEHHbIX [1ON1I0KEHMEM, YTBEPKAEHHbIM HACTOAWMM MOCTAaHOBAEHWEM, He no3gHee 45
KafieHAapHbIX AHEN CO AHA NojydyeHusa oT cybbeKToB 06palLeHMA IeKapCTBEHHbIX CPEeACTB 3as8BKM Ha
noslyYeHMe Takux yCTPOICTB;

(8 pea. MoctaHoBNeHUA Mpasutenbctea PP ot 21.07.2020 N 1079)

OpPraHM3aunto TeCTMPOBaHWUA MHOOPMALMOHHOIO B3aMMOLENCTBUA MHOOPMALMOHHBIX CUCTEM
Cy6beKToB 06pallleHNA NeKapCTBEHHbIX CPEACTB U CUCTEMbI MOHUTOPWUHTa He no3gHee 30 KaneHAapHbIX
AHEel co AHA NnosyyeHus oT cybbeKToB 06palleHMs NeKapCTBEHHbIX CPEeACTB 3aABKM Ha NPOXOXKAEHUe
TECTMPOBaHMA MHPOPMALMOHHOTO B3aMMOAENCTBUA.

(n. 1(5) sBepeH MNoctaHoBneHuem MpaButenbcTea PO ot 31.12.2019 N 1954)

1(6). YcTtaHOBUTb, YTO OMEpaTop CUCTEMbl MOHWTOPWHIa MO 3anpocy cybbekToB 0b6palLeHusA
NleKapCTBEHHbIX CPeacTB NpeaocTaBaAeT Koabl MAapKUpoBKu ¢ 1 aHsapa 2020 .
(n. 1(6) BBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 31.12.2019 N 1954)

1(7). YctaHOBWUTb, YTO N/iaTa 3a OKasaHWe OMepaTopoOM CUCTEMbI MOHUTOPWHFA YCAYrM no
npenocTaBieHUI0 KO40B MAaPKUPOBKM B3MmaeTca ¢ 1 ntona 2020 r.
(n. 1(7) sBeaeH MNoctaHoBneHnem MpaButenbctea PO ot 31.12.2019 N 1954)

2. Peannsayma HacCToOALLEro NOCTAaHOB/IEHMA OCYLLECTBAAETCA COOTBETCTBYOWMMU denepasibHbIMM
opraHamu WCMNONHUTENbLHOW BflacTM B Mpefenax YycTaHoB/AeHHOW [paBuTenbcTBOM PoccuiicKoi
depepaummn  npefenbHOM  YMCNEHHOCTM  MX  PabOTHMKOB U OLOAMKETHbIX  aCCUTHOBAHUN,
npeaycMoTpeHHbIX MM B deaepanbHOM Olof)KeTe Ha PYKOBOACTBO W ynpaB/ieHMe B cdepe
YCTaHOBAEHHbIX QYHKLNIA.

3. HacTtoAwee nocTtaHOBAEHME BCTynaeT B CUNY CO AHA ero o¢v1u,maanoro OI'Iy6}'IMKOBaHVIH, 3a
NUCKKOYEHNEM I'IOJ'IO)KEHVIﬁ, YKa3aHHbIX B NYHKTE 4 HacToALWEro NOCTaHOBAEHUA.

4. TlonoxeHne O cucteme MOHUTOPUHIa AOBUXEHUA JIEKAPCTBEHHbLIX Npenapatos A4



MeAMLUMHCKOrO MNPUMEHEHUA, YTBEPXAEHHOE HaCTOAWMM  MNOCTAHOBJAEHMEM, B  OTHOLIEHMUU
npou3BoauTENEN NEeKaPCTBEHHbIX CPEACTB B YaCTU HAaHECEeHMA Ha MEPBMYHYIO YNaKOBKY (B OTHOLIEHUK
NleKapCcTBEHHbIX MpenapaTos AnA MeAMUMHCKOro MPUMMEHEHMA, ANA KOTOpbIX He MpeaycMOTpeHa
BTOPUYHAA YNaKOBKAa) M BTOPUYHYIO (NOTpebuMTeNbCKylo) YNaKoBKY /IeKapCTBEHHbIX MpenapaTtosB A/A
MeAMLMHCKOro MPUMEHeHUA cpeacTsa MAEHTUOMKALMM, a TaKKe B OTHOLIEHMM OPUAUYECKUX UL, U
UHOAMBUAYANbHbIX NpeAnpuHMMATENel, OCYLLEeCTBAAIOWMX MNPOM3BOACTBO, XpaHeHWe, BBO3 B
Poccuiickylo  degepauumio, OTNyCK, peannsaumio, nepegady, MPUMEHEHME W  YHUUTOXKEHUe
NleKapcTBEHHbIX Mpenapatos Ana MeAMLMHCKOro NPUMMEHEHWA, B 4YacTu BHeceHua WMHopmaumm o
NleKapcTBeHHbIX npenapaTtax Ana MeAMUMHCKOTO MPUMEHEHMS B CUCTEMY MOHMUTOPWUHra ABUMKEHUSA
NleKapcTBEHHbIX MPenapaTos ANA MeAULMHCKOro NMPUMEHEHMA BCTyMaeT B CUMY CO AHA BCTYMN/JEeHUA B
cuny ab3aLeB BTOPOro M NAToro nognyHkta "6" nyHkTa 7 ctatbn 1 ®egepanbHoOro 3akoHa ot 28 aekabps
2017 r. N 425-®3 "O BHeceHUU nameHeHuit B PegepanbHbll 3akoH "O6 06palLeHMM NeKapCTBEHHbIX
cpeacTs".

MNpepacenatens MNpaBuTtenscrea
Poccuitckoit egepaumm
O.MEOBEAEB

YTBEpKAEeHO

nocraHosneHuem MpaBUTenbLCTBa
Poccuiickoin Pepepaumm

oT 14 nekabps 2018 r. N 1556

NONOXEHUE
O CUCTEME MOHUTOPUHTA ABUKEHWA NEKAPCTBEHHbDIX NMPEMAPATOB
ana MEAUUNHCKOro NnPMMEHEHUA

Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pen. NMNoctaHoBneHuit MpasutenbcTea PO ot 30.08.2019 N 1118,
o1 02.03.2020 N 219, o1 20.03.2020 N 311, o1 21.07.2020 N 1079,
071 02.11.2020 N 1779, ot 18.12.2020 N 2166, ot 28.01.2021 N 60,
o1 30.06.2021 N 1069)

|. O6wme nonoxkeHma

1. Hactosauwee lNonoxeHne onpeaensert:

a) nopagoK HaHeceHWa CpeacTBa MAEHTMOMKALMM  NeKapCTBEHHOro npenapata  Anaa
MeAMLMHCKOrO NPUMEHeHUA (Aanee - NeKapcTBEHHble MnpenapaTtbl), TpeboBaHWUA K ero CTPyKType U
dopmaty nHGopMaLLMm, KOTOPYIO COAEPHKUT CPeacTBO MAEHTUOUKALMM NIEKAaPCTBEHHOrO Npenaparta, u
€ro XapaKTepUCTUKMY;

6) nopAdOK CO34aHMA, pPasBUTMA, BBOAA B 3KCMAyaTauuio, 3KCMyaTauMuM W BbiBoga W3
3KCM/IyaTauun CUCTEMbl MOHMUTOPWHIA ABUMKEHUA JIeKapCTBEHHbIX MpenapatoB (ganee - cuctema
MOHUTOPUHTA);

B) MOpPAAOK B3aMMOLENCTBMA  CUCTEMbl  MOHUTOPWUHIA C  MHbIMM  TFOCYAAPCTBEHHbLIMMU
WHGOPMAUMOHHBIMX  cUCTEMaMM U UHPOPMALMOHHBIMM  CUCTEMAMMU  IOPUAMYECKUX UL, U
MHAMBUAYANbHbIX NpeanpuHMMaTENel, YKa3aHHbIXx B Yactax 7 n 10 ctatbn 67 depepanbHOro 3akoHa



"0O6 obpalleHMn NekapCcTBEHHbIX cpeacTs”;

r) NOPAAOK BHECEHWA B CUCTEMY MOHWUTOPUHIA HPUANYECKUMM AULAMU U UHAMBUAYANbHBIMU
npeanpuHUMaTENAMK, OCYLLECTBAAIOLLMMM NPOU3BOACTBO, XpaHeHMe, BBO3 B Poccuiickyio Peaepalimio,
OTMYCK, peanus3aumio, nepeaady, MNPUMEHEHUE W YHUUTOXEHWE JIeKapCTBEHHbIX MpenapaTos,
MHPOPMaLMM O IeKapCTBEHHbIX NMpenapaTtax 1 ee cocTas;

[) nopaaoK npegocTaBaeHns MHGOPMaLMN, COAeprKaLLLeica B CUCTEME MOHUTOPUHTrA.
2. MoHATUA, UCnonb3yemble B HacTosAwem MoN0KeHUM, 03HAYAIOT CeayloLLee:

"arpernpoBaHue" - npouecc 0b6beAMHEHUSs NEKApPCTBEHHbIX MpenapaToB Ha aAtobom 3Tane
06palleHna NeKapCTBEHHbIX NPenapaTos CybbekTom o0bpalleHNs NeKapCTBEHHbIX CPeaCTB B TPETUYHYIO
(TpaHCnOpPTHYI) YNaKOBKY /NEeKapCTBEHHbIX MpenapaToB C HaHeceHWem COOTBETCTBYHOLWErO Koaa
naeHTUOMKaUMM TPETUYHOM (TPaHCNOPTHOM) YNaKOBKM IeKapCTBEHHbIX NPenapaToB U C COXpaHEeHWEeM
UHPOpMaLMN B CUCTEME MOHUTOPMHIA O B3aMMOCBA3M CPeACTB WMAEHTMOMKAUMM UM KOAOB
NaeHTUOMKALMM KaKAOro BNOMKEHHOrO B TaKyl0 YNAKOBKY /IeKapCTBEHHOro npenapata C KoAom
naeHTUOUKaLNM TPETUYHOW (TPAHCNOPTHOWM) YNaKOBKM IeKapCTBEHHbIX NpenapaTos;

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

"BBOA, B 060OPOT /IEKAPCTBEHHbIX NpenapaToBs':

npv NPou3BOACTBE Ha TeppuTopum Poccuiickoir depepaumm - onepaumu, NpousBogUMble C
NIEeKAPCTBEHHBIMM MpPenapaTamu OT MPOXOXKAEHUA MNPOU3BOACTBEHHOM CTaaun (GAcoBKU (ynaKOBKM)
NIeKapPCTBEHHbIX MNpenapaToB B NEPBUYHYIO YMAKOBKY JIEKAPCTBEHHOrO npenapaTa (B OTHOLIEHWUU
NIeKapCTBEHHbIX NPENapaTos, 415 KOTOPbIX HE NPeAyCMOTPeHa BTOPUYHAA (NoTpebuTenbcKas) ynakoBKa
JIeKapCTBEHHOrO npenapaTta) U BTOPUYHYHO (NOTpebuTenbCcKyto) yNaKoBKY IeKapCTBEHHOIO npenapaTta
0O 3aBeplieHMA NPOM3BOACTBEHHON CTaZMWM BbIMYCKAOLWErO0 KOHTPOAA KayecTBa W NpeacTaBAeHuMA
OOKYMEHTOB W CBeAeHMMN, NpeaycMOTPeHHbIXx 4YacTbto 1 cTtatbm 52.1 PepepanpHoro 3akoHa "0O6
obpalleHnn nekapcTBeHHbIx cpeacts”, B PegepanbHyto cnyxk6y no Hag3opy B chepe 34paBOOXPaHEHUA
WNM NONYYEHUs paspelleHns, NpeaycMOTPEeHHOro Yactbio 7 cTatbM 52.1 depepanbHOro 3akoHa "06
06paLeHnn NeKapCTBEHHbIX cpeacTB” (B cnyyae NponsBoACTBa UMMYHOBMONOIMMYECKUX NEKAPCTBEHHbIX
npenapartos);

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

npu nNpou3BOACTBE BHe Tepputopum Poccuinckoit Pepepaunn - onepauuu, NpousBogMmMble C
NIEeKAPCTBEHHBIMM MpPenapaTamu OT MPOXOXKAEHUA MNPOU3BOACTBEHHON CTaaun (GAcoBKU (yNaKOBKM)
NIeKapPCTBEHHbIX MNpenapaToB B NEPBUYHYIO YMAKOBKY JIEKAPCTBEHHOrO npenapaTta (B OTHOLIEHWUU
NIeKapCTBEHHbIX NPENapaTos, 415 KOTOPbIX HE NPeayCMOTPeHa BTOPUYHAA (NoTpebuTenbCcKas) ynakoBKa
NIeKapCTBEHHOrO MpenapaTta) U BTOPUYHYIO (NOTPebuTeNbCKY0) YNaKOBKY NeKapCTBEHHOIO npenapaTta
[0 pasmelleHNa NIeKApCTBEHHbIX MpernapaTtoB Ha QapMaueBTMYECKOM CKNade U npeacTaBaeHuA
OOKYMEHTOB WM CBEAEHUW, NpPeayCMOTPEHHbIX 4YacTbto 2 cTatbu 52.1 PepepanbHoro 3akoHa "O6
ob6paleHnn nekapcTBeHHbIX cpeacts”, B PeaepanbHyto cnyKby no Haa3opy B chepe 34paBOOXPAHEHMUSA
WNM NONYYEHUs paspelleHns, NpeaycMOTPEeHHOro Yactbio 7 cTatbM 52.1 depepanbHOro 3akoHa "06
06paLeHnn NeKapCTBEHHbIX cpeacTB” (B cnyyae Npon3BoACTBa UMMYHOBMONOITMYECKUX NEKAPCTBEHHbIX
npenapartos);

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

ab3au, yTpaTua cuny. - NMoctaHosneHue Mpasutenoctea PO ot 21.07.2020 N 1079;

"BTOpUUHan (NoTpebuTenbckan) ynakoBKa IeKapCTBEHHOTO NpenapaTa’ - ynakoBKa, NocTynaroLlas
K noTpebutento u cayxawaa AnAa pasmelleHUs eAuHUYHOM MNEepPBUYHON YNaKOBKWU JIEKAPCTBEHHOMO
npenapaTta uan o6begMHALWAA HECKO/IbKO NePBUYHBIX YNAKOBOK SIEKAPCTBEHHbIX NpenapaTos;

"BblBOA M3 060POTa NEKAPCTBEHHbIX NPenapaToB” - peannsauns, Npoaaxa u oTnyck (B Tom yncne
No peuenTy) NIEKAapCTBEHHbIX NPEenapaToB MNOTPebuTento, NPUMEHeHWe, nepesada Ha YHUUTOMKEHWe,



yTpaTa W CnucaHWe NeKapCTBEHHbIX MpenapaTtos, oT6op 06pasLOB, BbIBO3 paHee BBE3EHHbIX B
Poccuiickyio depepalmMio NeKapcTBEHHbIX MpenapaTtoB (PesKCrnopT), a Takke BbiBoA M3 06opoTa Mo
WHbIM NPUYMHAM;

"rnobanbHbii  MAEHTUPUKALUMOHHBIN HOMEpP TOProBOM eaAuMHUUbI" - YHWKaNbHbIA  Koa4,
npucsanBaemblii rpynne ToBapoB NP UX OnMcaHuM B MHGOPMaLMOHHOM pecypce, obecneynsaroLLem
y4YeT U XpaHeHMe AOCTOBEPHbIX AaHHbIX O TOBapax Mo COOTBETCTBYHOLLEN TOBAPHO HOMEHKNATYpPE;

ab3aupl AecaTbll - OoAMHHAAUATbIA yTpaTuan cuay. - MoctaHoBneHue [Mpasutenbctea PO ot
20.03.2020 N 311;

"npeHTndurkaTop npumeHeHus" - npedukc, npeacraBaalowmii cobolt Habop M3 2 uan Gonee
3HAKOB, PACMNOJIOXKEHHbIM B Hayase 3/1IEMEHTHOMN CTPOKM U OLHO3HAYHO ONpesenstolWmii HasHaYeHme U
dbopmaT nona AaHHbIX, CleaytolLero 3a npedrKCom;

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

"maoeHTMPUKaTop cybbEKTa obpalleHna NeKapCTBEHHbIX CpeacTB" -  yHUKaANAbHbIM  Kop,
npucsanBaembiii CUCTEMON MOHUTOPUHIA CybBbeKTy 0bpallleHNs NeKapCTBEHHbIX CPeACTB NO UTOram ero
pernctpauumn B CMCTEME MOHUTOPUHIa Ha OCHOBE nepeAaHHbIX CybbeKTomM 0b6pallleHns eKapCTBEHHbIX
cpeacTs cBeAeHU 06 MaeHTUMOUKALMOHHOM HOMepe HasnoronaaTenbliyKa A1a Kaxa0ro agpeca mecra
OCYLLECTB/IEHMA AeATe/NbHOCTM COrNacHO JIMLUEH3MM Ha NPOU3BOACTBO JIEKApPCTBEHHbIX CPeAacCTs,
NNUEH3UM  Ha GapMaLEBTUYECKYO OeATeNbHOCTb, JIMLEH3UM Ha [eATeNbHOCTb Nno  06opoTy
HAapPKOTUYECKUX  CPeACTB, MCUXOTPOMHbIX BEWEeCTB M WX MPEKYPCOPOB,  KYyAbTUBMPOBAHUIO
HapKocoZepKalux PacTeHUN N NULEH3UUM HA MEeOMUMHCKYI AeATeNbHOCTb (MpW HanuMunu TaKoM
NINLUEH3NN) UM KOAE HafNoronsaTenblinKa B CTPAHE Perncrtpauumn u Koge CTpaHbl perncrtpauumn (ana
cyObbeKTOB 06palLeHMA NEeKApCTBEHHbIX CPeAcTB, He MPWU3HABAaeMblX HAJ/IOrOBbIMM pPe3ngeHTaMu
Poccuitckoit ®epepaumn);

(ab3au, BBeaeH MNocrtaHoBneHMem Mpasutenbctea PO ot 21.07.2020 N 1079)

"MHAMBUAYANbHbBIA CEPUNHBIN HOMEpP TOProBoM eamHULbl" - LMdppoBas nan GykBeHHo-LMPpoBas
nocaea0BaTeNbHOCTb;

"kog uaeHTUOMKauuM" - cepuitHbIA rnobanbHbIM UAEHTUDUKALMOHHBLIN HOMEP TOProBOW
eAMHULbl, NpPeacTaBAAlWNIA COBOM YHUKANbHbIN MAEHTUPUKATOP BTOPUUYHOM (NoTpebutenbckomn)
YNaKOBKM NIeKapCTBEHHOrO npenapaTa (B ciyyae ee OTCYTCTBUSA - NEPBUYHOM YNAKOBKM IEKAPCTBEHHOTO
npenaparta), ¢opmupyembiii nytem pAobasneHns K rnobanbHOMYy WAEHTUPUKALMOHHOMY HOMepy
TOProBow eAMHULbI MHANBUAYANBHOTO CEPUNHOTO HOMEpPa TOProBOI eANHNULbI;

(ab3au, BBeaeH MNocrtaHoBneHnem MpaButenscTtea PO ot 20.03.2020 N 311)

"Kog uAeHTUOMKauMM TPETUYHOW (TPaAHCMOPTHOM) YNAaKOBKU NeKApCTBEHHOro npenaparta’ -
CMMBO/IbHAA  MOC/AefOoBaTeNbHOCTb,  dopmMMpyeMass B COOTBETCTBMM  C  TpeboBaHUAMM,
npeaycmoTpeHHbIMK pasgenom Il HacToawero MNonoxKeHus;

(ab3au BBeaeH MNocrtaHoBneHnem MpaBuTenscTtea PO ot 20.03.2020 N 311)

"KoZ MapKMpoBKWU" - yHMKanbHasA nNociaefoBaTeslbHOCTb CMMBOJIOB, COCTOALWLAA M3  KOAa
naeHTUdMKaLMmM 1 KoZa NpPoBepKn, popmupyemas ana uenei naeHTMduKaumm nepBmMUYHON ynakoBKu (B
OTHOLIEHMW JIEKAPCTBEHHbIX MNpPenapaToB Aaa MEeOULUMHCKOro NpPUMEHeHWs, ANA  KOTOpbIX He
npeaycmMoTpeHa BTOPUYHAA YMNaKoBKa) M BTOPUYHOW (MOTPEOUTENbCKOM) YNaKOBKU NeKapCTBEHHbIX
npenapaTos 414 MeAULNHCKOro NPUMEHEHNS;

(ab3au, BBeaeH MoctaHoBneHnem lMpasutensctea PP ot 30.08.2019 N 1118; B pea. MNocTaHOBAEHMUA
MpasuTensctea P® ot 20.03.2020 N 311)

"Kog npoBepkn" - nocnegoBaTeNbHOCTb  CUMBOAOB, CHOPMUpPOBAHHAs B  pesy/bTaTe
KpunTtorpaduyeckoro npeobpasoBaHUs  Koga MUAEHTUOMKAUMM M MO3BO/AIOWASA  BbIABUTb
danbcuPmKaumio Koga wAEHTUOMKAUMM MpUM  ero NpoBepKe C  MCMo/sib3oBaHMEM (UCKAAbHOMO



HaKonuTena u (MNKn) TEXHUYECKMX CPeaCTB NPOBEPKM KOAa NPOBEPKMY;
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

"flekapcTBeHHblE NpenapaTtbl, MapKMPOBaHHbIe CPeacTBaMU MAEHTUPUKaUMK" - NeKapCTBEHHbIe
npenaparbl, Ha KOTOpPble HaHeCceHbl cpeacTBa aAeHTUGUKALMM U AOCTOBEPHble cBeAeHMsA (B TOM Yucie
CBEeAEeHUs O HAHEeCEHHbIX Ha HUX CPeAcTBax MOeHTUOMKAUMKM U (MAM) MaTepuasbHbIX HOCUTENsX,
coAeprKallmx CpeacTBa MAeHTUPMKaALMM) O KOTOPbIX B YCTAHOBJEHHOM MOpsAAKe nepefaHbl B cUCTEMY
MOHUTOPUHTA;

(8 pea. MoctaHoBneHun MNpasutenbctea PP ot 30.08.2019 N 1118)

"MapKMPOBKa YNaKOBOK JIEKAPCTBEHHbIX MPENapaToB CPeAcTBaMU NAEHTUOUKALMK" - HaHeceHue
CPeACTB NAEHTUOUKALMM HA BTOPUYHYIO (NOTPEBbUTENbCKYIO) YNAKOBKY JIeKapcTBEHHOro npenaparta (a
Npu ee OTCYTCTBMM - Ha NEPBUYHYIO YNAKOBKY JIEKapCTBEHHOTO Npenapara);

"onncaHWe NeKkapcTBEHHOTO npenapata” - nepeyeHb XapaKTePUCTUK, PAa3MELLEHHbIX CyObeKTOM
obpallleHna  NeKapCTBEHHbIX CpeacTB B cooTBeTcTBylowem  MHOOPMAUMOHHOM  pecypce,
obecneynBatoLemM y4eT M XpPaHeHMe AO0CTOBEPHbIX AaHHbIX O TOBapax Mo COOTBETCTBYIOLLE TOBapHOM
HOMEHKNaType;

"NepBMYHaA yMNaKOBKa JIEKApCTBEHHOro npenapaTta’ - CPeacTBO WM KOMMAEKC CpeacTs,
obecneymBalolnMX 3aWMTY NEKAapPCTBEHHbIX MpPenapaToB OT MOBPEKAEHUA M NOTepb, BO3LENCTBMSA
OKpY’KatoWwen cpenbl, 3arpA3HEHUN U UMEIOLMX HEMNoCPeACTBEHHbIN KOHTAKT C JIeKApCTBEHHbLIMMU
npenapatamu;

"peructpaTop BblObITMA" - TEXHMYECKOE cpeacTBO MHPOPMALMOHHOIO obmeHa, NpeaHasHaYeHHoe
ANA nepefayn B CMCTEMY MOHUTOPUHIa CBEAEHMUIM O BbiBOAE M3 060pOTa SIEKaPCTBEHHbIX NPenapaTos,
BK/lOYatolee B cebA MporpaMmHo-annapatHoe LWKpoBasbHOe (KpunTorpaduyeckoe) TexHUYeckoe
CPeACTBO NMPOBEPKM KOLOB NPOBEPKM, B OTHOLWEHMM KoToporo PeaepanbHon cay:Kb6oi 6esonacHoCTU
Poccuiickoit depepaumn BblgaH AOKYMEHT O €ro COOTBETCTBMM YCTAaHOB/EHHbIM TpeboBaHMAM K
WndpoBanbHbIM (KpUNTorpapuyeckum) cpeacTsam 3aLmTbl MHGOPMALUK, AENCTBYIOLLMM B OTHOLEHUN
WNdpoBanbHbIX (KpMNTorpaduUecknx) cpeacTs, NpeaHasHauyeHHbIX A1 MPOBEPKM KOA0B MapKUPOBKHY;
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

ab3au, yTpaTtun cuny. - NMocraHosneHue Mpasutenbctea PO ot 20.03.2020 N 311;

"cpenctBo MaeHTUOMKaUUK" - Kog MAPKMPOBKM, NpeacTaB/ieHHbIM B MalwMHo4YMTaemon ¢popme
MAM  C WCNO/Mb30BAaHMEM WMHOTO CPeacTBa  (TeXHOMOrMW) aBTOMATUYECKOW  MAeHTUMKaLMMK,
dbopmupyembli  ANA  HAHECEHMA Ha BTOPUYHYHO (NOTPebUTENbCKYt0) YMaKOBKY NEKapCTBEHHOTO
npenapara (B cayvyae ee OTCYTCTBUA - HA NEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOrO NpenapaTa) meToaamu,
He [O0NyCKaloWUMM OTAENEHUA CpeacTBa MAEHTUOUKAUMKM U (MNKM) MaTepuanbHbIX HOCUTENEN,
coAeprKallmMx cpeacTsa NaeHTUOUKALMK, OT YNAKOBKKU IEKAPCTBEHHbIX NpenapaTos 6e3 noBpexxaeHui;
(8 pea. MoctaHoBneHuUA MNpasutenbctea PP ot 30.08.2019 N 1118)

"cybbeKkTbl 0bpalleHUs NeKkapCTBEeHHbIX cpeacTB" - pUaMYeckne nuMua U UHAMBMAYASbHbIE
npeanpuHMMaTeNnu, OCyLLecTBAAIOLWME MNPOM3BOACTBO, XpaHeHue, BBO3 B Poccuitckyio deaepauuio,
OTMYCK, peanusaumio, nepegady, MNPUMMEHEHMEe W nepefadyy Ha YHUUTONKEHME NIeKapCTBEHHbIX
npenaparos;

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

"TpeTMyHana (TpaHCMOpPTHaA) ynakKoBKa JieKapCTBEHHOro npenapata” - ynakoBKa, MCMNo/b3yemas
ONS XpaHeHWA, MepeBO3KU U MNepemelLeHMa JIeKapCTBEHHOrO npenapata mexagy cybbekTamm
obpallleHnn NekapCTBEHHbIX CPeacTs;
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

"YCTPOMCTBO perncrTpaunm smuccumn" - TeXHUYEecKoe cpencTBo WMHGOOPMAUMOHHOrO 0bmeHa,
npegHasHayeHHoe A/1a NoAyYeHUs KOL0B MapKMPOBKK U Nepesayn B CUCTEMY MOHUTOPUHIA CBeAEHWA



O MapKMPOBKe YMaKOBOK JIEKAPCTBEHHbIX NpenapaTtoB cpeacTBamu MAeHTUOMKaALMK, BbiNOAHAOLLEE
bYHKLMN TEXHMYECKOFO CpeacTBa NPOBEPKU KOAa NPOBEPKWU, B OTHOLIEHMM KoToporo ®PepepanvHom
cny»boit 6esonacHoctn Poccuitckon ®eaepaumm BbiaaH AOKYMEHT O €r0 COOTBETCTBMU YCTAaHOBAEHHbIM
TpeboBaHMAM K wWudpoBanbHbiM  (Kpuntorpaduyeckmum) cpeactBam  3awuTbl  MHbOPMaLMMK,
OEVCTBYIOWMM B OTHOWEHUM WKdPOBabHbIX (KpunTorpaduyecknx) cpeacrts, npegHasHayYeHHbIX g
NPOBEPKMN KOLOB MapKUPOBKWU, MO0 BKAKOYAIOLLEE B CBOM COCTAB TEXHWYECKOE CPeACTBO MPOBEPKM
KOAOB MNpPOBEpPKW, B OTHOWeEHUU KoToporo PepepanbHol cayxboih OGesonacHocT Poccuinckom
depepaunn BblgaH AOKYMEHT O €ro COOTBETCTBUM YCTAHOBNEHHbIM TpPeboBaHUAM K WMPPOBANbHbIM
(KpunTorpadpuyecknum) cpeacTsam 3awuTbl MHGOPMaLMK, AEUCTBYIOLLMM B OTHOLIEHUU WNPPOBANbHbIX
(KpunTorpaduyeckunx) cpeacTs, NpeaHasHauYeHHbIX 415 NPOBEPKU KOLOB MapKUPOBKY;

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 02.03.2020 N 219)

"pacoBka  (ynakoBKa) neKapcTBEHHOro  npenapata’ -  MNPOU3BOACTBEHHas  CTaaus,
npegycmaTpuBalowWwas  MNOMELLeHMEe  NIeKAapCTBEHHOTO  Mpenapata B MEPBUMYHYKD  YMAKOBKY
NIeKapCcTBEHHOrO npenapata WAM BO BTOPWUYHYIO (MOTPebUTENbCKYl) YMaKOBKY JIeKapCTBEHHOMO
npenapara;

ab3au yTpaTtnna cuny. - NocrtaHosneHue Mpasutenscrea PP ot 21.07.2020 N 1079;

"3MUTEHT Koda MAEHTUDUKALUUN TPETUYHOW (TPAaHCMOPTHOM) ynakoBKK" - cybbeKkT obpalleHus
NIeKapCTBEHHbIX CPEACTB, OCYLLECTBAAKOWMNA POPMUPOBAHME WU HaHEeCeHWe Koaa uAeHTUdMKaumMm
TPETUYHOM (TPAHCMOPTHOM) YMAKOBKM JIEKAPCTBEHHOrO NpenapaTta Ha TPETMYHY (TPaHCMOpPTHYO)
YNaKOBKY NEKAPCTBEHHbIX MPenapaTos;

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

"SMUTEHT  cpeacTB  uAaeHTMdMKaummn" -  npousBoguTeNb  IEKAPCTBEHHbIX  CPeAacCTs,
OCYLLECTBAAOWMI NPOU3BOACTBEHHYID CTaaMio $acoBKM (YMaKOBKM) NEKAPCTBEHHOrO npenaparta c
HaHeceHMeM CpPeacTB UAEHTUOMKALUKM Ha BTOPUYUHYIO (NOTPEOUTENbCKYO) YNaKOBKY JIEKAPCTBEHHOO
npenapata (a nNpu ee OTCYTCTBMM - HA MEPBUYHYHD YMAKOBKY JIEKAPCTBEHHOro npenapara), - Mpu
NpPou3BOACTBE NIEKAPCTBEHHOIO MpenapaTta Ha TeppuTopun Poccuiickon Pepepaumn, nan aepxatens
nMbo  Bnagenel,  PerucTpaumMoHHOIO  YAOCTOBEPEHWs  NIeKAapCTBEHHOro npenapata (fanee -
pPervcTpaunoHHoe yaocToBepeHme) - Npyu NPoM3BOACTBE JIEKAPCTBEHHOrO npenapaTta BHE TepPUTOPUM
Poccuiickolt depepauuun, MAM  NpeacTaBUTENbCTBO MHOCTPAHHOW OpraHusauMM Ha TeppuTopuu
Poccuiickoir  depepauuun, asaswolenca aepxkatenem ambo  BnaAenbUeM  PerucTpauMoHHOro
yOO0CTOBEpeHUA, - MpU MNPOU3BOACTBE JIEKAPCTBEHHOrO npenapaTta BHe Tepputopumn Poccuiickoit
depgepaunu.

(ab3au, BBeaeH MNocrtaHoBneHMem MpaButensbctea PO ot 21.07.2020 N 1079)

Il. XapaKTepucTuKku cpeactea naeHTMduUKaumm, nopagokK ero
HaHeceHuA 1 Tpe6oBaHMUA K CTPYKType u popmaty MHopmauuu,
KOTOPYIO COAEPKUT CPeACTBO aeHTuduKaumm

3. CpeacTBO MAEHTUPUMKAUMM MPU HAHECEHMM Ha BTOPUYHYIO (MOTPebUTENbCKYI0) YNaKoBKY
NleKapcTBEHHOTO npenapaTta (B c/y4yae ee OTCYTCTBMSA - HA MEPBUYHYIO YMNAKOBKY NEKapCTBEHHOrO
npenaparta) COOTBETCTBYET C/IeAYHOWMM XapaKTepUCTUKaM:

a) ABYXMepHbIi LITPUXOBOM KOA HaAHOCUTCA TOYEYHbIMU CMMBONAMU B COOTBETCTBUMM C
TpeboBaHMAMM HaUMOHaNbHOro ctaHgapTa Poccuitickoi ®eaepaumn (FTOCT P UCO/M3IK 16022-2008
"ABTOMaTuyeckaa uaeHTudMKauma. KoamposaHue wTpuxosoe. CrneunduKkaums cumsoaukn Data
Matrix"), KoTopbiil yTBepAeH nprMKkasom desepanbHOro areHTCTBa No TEXHUYECKOMY PeryanpoBaHuio 1
MeTpPOoNOrnu;

6) OBYXMEPHbI LITPUXOBOM KOA HAHOCUTCA C YypPOBHEM Kjacca KadvectBa C waum Bblle B
COOTBETCTBMM C TpeboBaHUAMM HaLMOHANLHOTO cTaHaapTa Poccuiickoit ®eaepaumu (TOCT P MICO/M3IK
15415-2012 "MHPOpMaALMOHHbIE TEXHONOIMN. TEeXHONOMMM aBTOMATUYECKOM naeHTUPUKaumm n cbopa



AaHHbIX. CneumduKaumMa MCNbITaHWMIA CUMBOJIOB LUTPMXOBOTO KOAA ANA OLEHKM KayecTBa MedyaTu.
[lByMepHble cMMBO/IbI"), KOTOPbIN yTBEp:KAEH NpuKasom PeaepanbHOro areHTCTea No TeXHUYECKoMy
peryaMpoBaHnio U MeTPOOrnK;

B) ABYXMEPHbIA LUTPUXOBON KOA, HAaHOCKUTCA MeyaTbld C MCMNO/b30BaHMEM METoAa KOppPeKLUn
owmnbok ECC-200 B cOOTBETCTBMM C TPeHOOBAHUAMM HaLMOHANBHOrO cTaHAapTa Poccuitickon deaepaumm
(TOCT P WMCO/M3K 16022-2008 "AsTOmaTtuueckas uaeHTUGUKauma. KoaupoBaHWe LWITPUXOBOE.
Cneundukauma cumeonmkm Data Matrix"), KoTopbili yTBEpPKAEH NpuKasom PenepasbHOro areHTcTea no
TEXHUYECKOMY PEryIMPOBaHUIO U METPOOMUK;

r) Npu HaHeceHWW cpeacTBa MAEHTMOUMKAUMM NIeKapCTBEHHOro npenapata ucnosb3yetca ASCI
KOAMpPOBaHWe Ha OCHOBE HaLMOHaAbHOro cTaHgapTa Poccuiickont depepaumm (FOCT P MICO/M3IK 16022-
2008 "AsTomaTuueckan naeHtudurauma. KogmposaHue wtpuxosoe. CneunduKkauyma cumeoamku Data
Matrix"), KoTopblit yTBEpPKAEH NpUKaszom PeaepanbHOro areHTCTBa No TEXHUYECKOMY PEeryiMpoBaHuUto 1
MEeTPONOTUN.

4. CBefeHus, cogeprKalmeca B CpeacTse UAEHTUOUKALUKN, HAHOCATCA NPOM3BOAUTENEM B BUAE
OBYXMEPHOIO LITPUXOBOTO KOA4A MeTOZaMM MevyaTu Ha BTOPUYHYIO (MOTPEebUTEeNbCKYo) YnaKoBKY
JIeKapCTBEHHOro npenapaTta (B cayvyae ee OTCYTCTBMA - Ha MEPBUYHYIO YMAKOBKY J1€KAPCTBEHHOrO
npenaparta) WAM neyaT Ha MaTepuanbHbli HOCUTENb (3TUKETKY), He AONYyCKaloWMMW OTAe/eHUs
MaTepuanbHOro HOCUTENA, COAEep’Kallero cpencTsa UAeHTUOUKaAUUKM, OT YNaKOBKM JIEKAapCTBEHHOTO
npenapata 6e3 noBpexaeHU.

B cnyyae BBO3a B Poccuiickyio ®epepauumio npu npousBoACTBE BHe TeppuTopumn Poccuinickoi
depepaumnn (33 UCKAOYEHMEM NEKAPCTBEHHbIX MPEnapaTos, BBO3WMbIX W3 FOCYAAapCTB - Y/EHOB
EBPa3snMCKOro 3KOHOMMWYECKOro COH3a) MAapTMM JIEKApPCTBEHHOMO MpenapaTta AOMNYyCKAaeTcs HaHeceHue
OBYXMEPHOIO LUTPMXOBOFO KOoAa METOAOM MeyaT Ha MaTepuasnbHblii HOCUTeNb (3TUKETKy), He
OOMYCKaoLWMM  OTAENIeHUMA  MaTepUanbHOro  HocuTens  (STUKETKM), coAaeprKaliero  CpeacTso
MaeHTMOMKauMKM, OT YMaKOBKM NEKApPCTBEHHOrO npenapaTa 6e3 noBpexAeHui, C MnocneayroLmm
HaHeceHMeM MaTepPUaNbHOTO HocuTens (3TUKETKM) Ha BTOPUYHble (NOTPebuTenbCKME) YMAKOBKM
NIeKapCTBEHHOrO npenapaTa (B C/ay4ae MX OTCYTCTBMA - MEPBMYHbIE YMAKOBKM NEKAPCTBEHHOTIO
npenaparta) Ha TaMOXEHHOM CKNaZe, aApec KOTOPOro yKasaH B KayecTse afpeca MecTa OCYLLEeCTBAEHUS
OEATENbHOCTU B /IMLEH3MM Ha (apMaLleBTUUECKYIO AEATENbHOCTb OpraHM3auuMu, OCYLLEeCTBAAOLWEN
ONTOBYIO TOProB/IHO NEKAPCTBEHHBIMWN CPEACTBAMM.

(ab3au, BBeaeH MNocrtaHoBneHMem MpaButensctea PO ot 21.07.2020 N 1079)
(n. 4 B pea. NoctaHoBneHua Mpasutensctea PP ot 30.08.2019 N 1118)

5. UHpopmaumsa, coaeprKallanca B CpeacTBe MAeHTUDMKAUUM, UMEET CNefyHoLLyO CTPYKTYPY:
npu3HaKk cumeonkM Data Matrix - cumson, umetowmnii kog 232 B Tabamue cumsonos ASCII;

nepeas rpynna AaHHbIX - TN06anbHbI MAEHTUGUKAUMOHHBIN HOMEpP TOProBOW efuHUUBbI,
cocToAwmin n3 14 LMppPOBbLIX CUMBO/IOB, KOTOPOMY NPeALeCcTBYeT AeHTUdMKATOp NpumeHeHusa (01);

BTOPaA rpynna AaHHbIX - UHANBUAYA/IbHbIN CEPUNHBIM HOMEP TOProBOM eAMHULbI, COCTOALLNI U3
13 cumBonoB UMGPOBOM WMAM BYKBEHHO-LUMIPOBON NOCAeA0BaTENbHOCTU (NaTUHCKoro andasuTa),
KOTopoMy npeaLwecTsyeT uAeHTUdPUKATOp npumeHeHusa (21). 3aBepluatowMm CUMMBOJIOM ASA 3TOM
rpynnbl AaHHbIX ABAAETCA CNeLmManbHbli CMUMBON-Pa3aennTeNb, UMeroLWmi Kog 29 B Tabanue cMMBOIOB
ASCIl, nan cumeon GYHKUMA 1 (FNC1);
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

TpeTbAa rpynna AaHHbIX - naeHTUdUKaTop (MHAMBMAYANbHLIA MNOPAAKOBLIA HOMeEpP) KAoua
NPOBEPKK, NPeLOCTaBNfEeMbIi 3MWUTEHTAaM CpeacTB  MAEHTUOMKAUMM  OMnepaTopomM  CUCTEMbI
MOHUTOPWHIa B COCTaBe KOAa NPOBEPKU B COOTBETCTBUM C HACTOAWMM [MONOKEHNEM, COCTOAWMIA U3 4
cuMBO10B (UNdpP, CTPOUHBIX M MPOMUCHLIX OYKB JIATMHCKOrOo andaBuTa), KOTOPOMY MpeaLecTsyeT



naeHTUdMKaTop npumeHeHusa (91). 3aBeplualolMM CUMBONOM A/ 3TOW FPynnbl AaHHbIX ABAAETCA
crneumanbHblii CMMBON-pasfaennTenb, Mmeowmin ko 29 B Tabanue cumsonos ASCIl, mam cumson
®YHKUMA 1 (FNC1);

(8 pea. MoctaHoBNeHuit MpaButensctea PP ot 30.08.2019 N 1118, ot 20.03.2020 N 311)

yeTBepTaa rpynna AaHHbIX - 3Ha4YeHWe Koda NPOBEpKWU, NpeaoCcTaBAfAEeMOe 3MUTEHTaM CpeacTs
MAeHTUPUKALUM OnepaTopomM CUCTEMbI MOHUTOPWUHIA B COCTaBe KoAa MPOBEPKU B COOTBETCTBMU C
HacToaWwmUM MNonoxeHnem, KOTOPOMy MpeLlecTsyeT uaeHTudMKaTop npumeHeHus (92), u cocTosllee
n3 44 cumBonoB (undp, CTPOUHbIX U MPOMUCHBIX BYKB NaTUHCKOro andaBuTa, a TaKKe crneunanbHbixX
CYMBOJIOB).

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 30.08.2019 N 1118)

Ab3aubl cegbMol - AECATbIN yTPaTUAM cuny. - NoctaHoBneHue MNpasuTenbctea PO ot 30.08.2019 N
1118.

Mpynnbl AaHHbIX LOIKHbI pacnonaraTbCsA NocaefoBaTe/lbHO - OT NEPBOM K YETBEPTOMN.
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

NHanBMAYyanbHbIA CEPUNHBIA HOMEpP TOProBOW eAuHULbl FeHepupyeTca ¢ ydeTtom obecneyeHus
€ro YHWKaNbHOCTU AR KaKAoro rn1obasbHOro MAEHTUPUKALMOHHOIO HOMepa TOProBol eauHuULbl B
TeyeHue BCero cpoka GYHKUMOHNPOBAHMA CUCTEMbI MOHUTOPUHTA.

nobanbHbli NAEHTUPUKALNOHHBIM HOMEpP TOProBoM eAMHWULbI U MHAUBUAYANbHbIN CEPUNHDBIN
HOMep TOProBoM eaMHULbI Ay6AUPYIOTCA B BUAE YNTAE@MOro NeYyaTHOro TeKcTa.

11l. MopAAOK NoNyYeHUa KOA0B MapKUPOBKU, GOPMUPOBAHUA
KOA0B UAEeHTUPUKALNM TPETUUYHOI (TPAHCMOPTHO) YNAaKOBKM
JNIEKApCTBEHHOrO Npenapara U Ux permcrpauum
B CUCTEME MOHUTOPUHrA
(8 pea. NoctaHoBneHua Mpasutensctea PP ot 20.03.2020 N 311)

6. MonyyeHne smUTEHTAMM CpeacTs naeHTUGMKaLMM OT onepaTopa CUCTEMbl MOHUTOPUHIA KOA40B
MapPKUPOBKM OCYLLLECTBAAETCA C MCMONb30BaHMEM YCTPOMCTB perncrpaLmm smmccum.
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

7. DMUTEHT CpPeacTB WAeHTUOMKAUMKM, 33PEermcTPUPOBAHHbLIA B CUCTEME MOHWUTOPUHTA,
npeAcTaBAseT ONepaTopy CUCTEMbl MOHUTOPWHIA 3afBKY HA MONYyYEeHWEe KOAOB MAPKMPOBKM. 3asnBKa
HanpaBAseTcA NOCPeACTBOM  WMCMOAb30BAHWA  YCTPOWCTB  perncrpauum  smuccun. [Mpu 3TOM
B3aMMOAENCTBME YCTPOMCTB pPErncTpatum sMMccumM € UHGOPMALMOHHBIMM CUCTEMAMM IMUTEHTA
CpeacTs MAEHTUPUMKALMM OCYLLECTBAAETCA C WMCMNONb30BaHMEM GOPMATOB [AaHHbIX, Pa3sMeLLaeMbIxX
onepaTopomM CUCTEMbI MOHUTOPWMHIA Ha OPUUMANBLHOM CaillTe onepaTopa CUCTEMbl MOHUTOPUHIA B
MHOOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn  "UHTepHeT". 3asABKa Ha MOJlyYeHMe KOoAoB
MapKMPOBKU COAEPKUT:

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 30.08.2019 N 1118)

a) Kog uaeHTUPMKauum B ciyyae GOPMMPOBAHUA WHAMBWUAYAJIbHOIO CEPUIMHOrO HOMepa
TOProBOI eANHULbI SMUTEHTOM CPEACTB MAEeHTUGUKALMUK;
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

6) rnobanbHbIN UAEHTUDUKALMOHHbBIN HOMEpP TOProBON eAUHULIbI U KONMYECTBO MHANBUAYAbHbIX
CepUiHbIX HOMEpPOB TOProBOM eAuMHWUUbl B caydae GOPMUPOBAHUA WHAMBUAYANLHOFO CEPUMHOrO
HOMepa TOProBoMn eAMHULLbI ONEepPaToOPOM CUCTEMbI MOHUTOPUHTa.

8. Koa, MapKnpoBKK GopmmUpyeTcs onepaTopom CUCTEMbI MOHUTOPUHTIA NyTEM MPUCBOEHMUS KOL0B
NPOBEPKN A1A KAKAOTO KoAa MAEHTUPUMKALMM U BKKOYAETCA B PeecTp CpeacTB ugeHTudukaumm



onepaTtopa cMcTeMbl MOHUTOPUHTa.
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

Onepatop CUCTEMbI MOHWTOPUHFA He Mno3gHee 2 4YacoB C MOMEHTa MNO/YYEeHUA 3afABKM Ha
nonyyeHMe KOAOB MAPKMPOBKM  HaAnNpaBAseT SMUTEHTY CPeacTs  uaeHTUMKauMM  CMMCOK
chOPMMPOBAHHBIX KOAOB MapKUPOBKMU.

(n. 8 B pea. NoctaHoBneHua Mpasutensctea PP ot 30.08.2019 N 1118)

8(1). dmuTeHTam cpeacTB MAEHTUOMKALMM OTKasblBaeTCA B BblAaye KOAOB MAapPKMPOBKM MO
cNeayoLmMm NpUYnHam:

a) OTCyTCTBME B 3aABKE HA MOJIyYEHNE KOLOB MapKMUPOBKM CBEAEHWUM, NPEAYyCMOTPEHHbIX MYHKTOM
7 HacToswero Nonoxenus;

6) oTcyTCTBME CcBeAeHWi O PperucTpauum 3SMUTEHTa CPeACcTB MAeHTUOMKauMM B cucTeme
MOHMWTOPUHTa;

B) OTCYTCTBME Yy oOnepaTopa CUCTEMbl MOHWTOPUHrA CBeAeHMI 06 yCTpoWCcTBe peructpauum
3MWCCUK, C UCNONb30BAHMEM KOTOPOrO Hamnpas/ieHa 3asaBKa Ha NoAyYeHMe KOA0B MapKUPOBKY;

r) Hannume paHee 3apPernucTpMpPoOBaAHHbLIX B CUCTEME MOHWUTOPUHIa CBeAeHUM o Koge
naeHTMdMKaumMm, npeacTtaBleHHOM B COOTBETCTBUM C NOAMYHKTOM "a" nyHKTa 7 HacToAwero
MonokeHwus;

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

A) oTcyTCTBME B CUCTEME MOHMUTOPWHIA CBEAEHUI O rnobanbHOM MAEHTUDMKALMOHHOM HOMepe
TOProBOM eAuHULUbI, NPeAcTaBAEHHOM B COOTBETCTBMM C noAnyHKTom "6" nyHKTa 7 HacToswero
MonoxxeHua.

(n. 8(1) sBepeH MNoctaHoBneHuem MpaButenbctea PO ot 30.08.2019 N 1118)

9. OnepaTop CMUCTEMbI MOHUTOpPUHra obecneymMsaeT MoOAyYeHUE SMUTEHTAMKM CpPeacTB
NaeHTUOMKALMM KOLOB MapPKMPOBKM MOCPEACTBOM OCHALLEHUA 3IMUTEHTOB CpeacTB uaeHTUdUKaunm
YCTPOMCTBAMM PErUCTPALMM IMUCCUM.

OcHalleHne asMUTEHTOB CpeacTB UAEHTUOUKALNKN YCTPOMCTBAMM PErUCTPALIUN SMUCCUK, BKIKOYAS
obecneyeHne ypaneHHOro AoCTyna K YCTPOWCTBY PErncTpauum 3SMUCCUKM, pPasMELLEHHOMY B
MHOpPACTPYKType onepaTopa CUCTEMbl MOHUTOPWHIA, OCYLWECTBAAETCS OnepaTopoM CUCTEMbI
MOHUTOPUHIa Ha 6e3Bo3me3gHOM OcHoBe. B Lensx Takoro OCHAWEHUA SMWUTEHT CpeacTs
NAeHTUOMKALMM 3aKNH0YaET C OMEepaTopoM CUCTEMbI MOHWTOPUHIa AOroBOPbl, CoAepiKawume B TOM
yncne YycnoBMA NPeAoCTaB/eHUA YCTPOMCTBA perucrpauum >SMUCCUM M ero  PerlameHTHOro
obcnyKmMBaHMs Ha 6e3B03Me3aHOM OCHOBE WM YC/IOBMSA OKasaHMA YCAyrM no npeaocTaB/ieHMIo
YCTPOCTBA perncTpauum >SMUCCUKM, pPasMELLEeHHOro B UHQPACTPyKType onepaTopa CUCTEMbI
MOHUTOPWUHIa, NyTem NpeaocTaB/NeHUs YyAa/fieHHOro AocTyna K Hemy Ha 6e3Bo3mesgHOl OCHOBe.
PeweHwne o Bbibope cnocoba ocHalLLEeHUA MPUHUMAETCA SMUTEHTOM CPeAacTB uaeHTUdMKaumn. Tunosas
dopma yKasaHHbIX [J0roBopoB YyTBepXaaetrcd MMUHUCTEPCTBOM MPOMbILAEHHOCTY UM TOProBAu
Poccuiickoin Peagepaunn.

OcHallleHne 3IMUTEHTOB CPeAcTB naeHTUOUKALMN, He NPU3HABAEMbIX HA/IOFOBbIMM Pe3nAEHTaMM
Poccuitickolt depepaumm U He MMeoWuX NpeacTaBUTeIbCTB Ha Tepputopumn Poccuitickoit deaepauuu,
YCTPOMACTBAMM PErUCTPALUN 3MUCCUM, a TaKKe 3aK/Ao4YeHMe [OroBOopoB C OMNepaTopoM CUCTEMbI
MOHUTOPUHTA, NPEAYCMOTPEHHbIX ab3aLLem BTOPbIM HACTOALLEro MyHKTa, MOTYT OCYLLECTBAATLCS Yyepes
YNONHOMOYEHHOIo NpeacTaBuUTeNs.

(n. 9 B pea. NoctaHoBneHun Mpasutensbctea PP ot 30.08.2019 N 1118)

9(1). OMUTEHT cpeacTB UAEHTUOUKAUMU NOCAe NONYYEeHUs Koda MapKMPOBKM obecneymBaeT ero
npeobpasoBaHne B CPEACTBO MAEHTUDMKALUKN, HAaHECEHUE CPeaCTBa MAEHTUUKALMMU HA BTOPUUHYIO



(noTpebuTenbcKyto) yNakoBKY JEKapCTBEHHOro npenapata (@ npyM ee OTCYTCTBUMM - Ha MNepBUYHYIO
YNaKOBKY /IeKapCTBEHHOrO Mpenaparta) WaM Ha maTepuasbHbli HOCUTeNb (3TUKETKY) M nepenaeT B
CUCTEMY MOHWUTOPUHIA CBEAEHMA O HAHECEHUM CpPeacTBa MAEHTUOMKALMWM B COOTBETCTBUKU C ab3auem
nepsbiM MNyHKTa 35 uAM NyHKTOM 36 Hactoswero [osoXKeHUA He no3aHee HAcTyn/jeHWA OoAHOMU K3
cneayowmx Aat:

BBOA B 060POT /IeKapCTBEHHOrO Npenapara, Ha YNaKoBKY (3TMKETKY) KOTOPOro HaHeCceHo CpeacTBo
naeHtTMdMKaumm, npeobpasoBaHHOE W3 COOTBETCTBYIOWEr0 KOoAa MapKMPOBKW, MpY MPOU3BOACTBE
NleKapcTBEHHbIX NpenapaToB Ha TeppuTopumn Poccuiickoit deaepaumy;

[0CTaBKa JIEKapCTBEHHOrO NpenapaTta B MecTo NpubbiTus Ha Tepputopmn Poccuitickoi depepaunm
M NoAayn TaMOXKEHHOW AeKnapaumy Ha ToBapbl B Npoueaype BbiMyCcKa A8 BHyTpeHHero notpebneHus
MM NoJauuM TaMOXEHHOW JeKnapauuu Ha ToBapbl B Mpoueaype BbiNycka A8 BHYTPEHHero
noTpebieHNn NeKapcTBEHHOro NpenapaTa, MapKMPOBAHHOTO Ha TAMOYKEHHOM CKaZe B COOTBETCTBUM C
absauem BTOpbIM NyHKTa 4 HactoAwero MonoXeHus, NPU NPOM3BOACTBE JIeKAaPCTBEHHbIX NPEenapaTos
BHe TeppuTopumn Poccuitickoit Peaepaumm (3a UCKNOYEHMEM JIEKAPCTBEHHbIX MPENnapaTos, BBO3WMbIX U3
rocyAapcrs - YaeHos EBpa3sninckoro 3KOHOMMYECKOro coto3a);

BBO3 B Poccuitckyto degepaumio Ha bapmMaueBTUYECKMIA CKaA, IeKapcTBEHHOro npenapara npu
NPOM3BOACTBE /IEKAPCTBEHHbIX MpenapaTtos BHe Tepputopun Poccuiickoit ®esepaumnn - B OTHOLWEHUN
NeKapcTBEHHbIX NPenapaTos, BBO3MMbIX U3 FOCYAapPCTB - YN1eHOoB EBPasniicKoro sSKOHOMMNYECKOTO Coto3a.

OnnaTa ycnyru no npefoCTaBfeHUMIO KOAa MapKUMPOBKM onepaTopy CUCTEMbI MOHUTOPWHTA,
npeaycMoTpeHHan nocraHosieHvem lNpasutenbctea Poccuinckoit Pegepaunm ot 8 maa 2019 r. N 577
"O6 yTBEprKAEHMM pasmepa NNATbl 3@ OKasaHMe YCAyr No NPeAoCTaB/NEHUIO KOO0B MAPKUPOBKM,
HeobxoanMbIX ans GOPMUPOBAHUA CPEACTB MAEHTUPUKALMN U obecnedeHnas MOHUTOPUHIA ABUMKEHUS
TOBAPOB, NoAsexallumx 06:A3aTeIbHOM MAPKUPOBKE CPeACcTBaMU UAEHTUPUKALMMK, @ TAKKe O nopAagKe
ee B3MMaHuA", NPOM3BOAUTCA SMUTEHTOM CPEACTB MAEHTUOUKAUMWM [0 AaTbl MOAyYeHUA Kopa
MapKMpPOBKN nan B TeueHne 180 KaneHZApHbIX AHEN C AaTbl MOJAYYEHUA KOAA MAPKUPOBKM, HO He
nosaHee HacTyMn/aeHUA O4HOM U3 CAeayoWmX AaT:

BBOZ, B 060POT /IeKapcCTBEHHOIO NPenapaTa, Ha YNaKoBKY (3TUKETKY) KOTOPOro HaHeCEHO CPeaCcTBO
naeHTMdMKaumm, npeobpasoBaHHOE W3 COOTBETCTBYIOWErO KoAa MapKMPOBKW, MpW MPOU3BOACTBE
NleKapcTBeHHbIX NpenapaTos Ha TeppuTopumn Poccuiickoit Peaepaumu;

[0CTaBKa IeKapCTBEHHOro npenaparta B MecTo NpubbiTUA Ha Tepputopmn Poccuitckoin ®eaepaunm
M NoAayn TaMOXKEHHOW AeKnapaumy Ha ToBapbl B Npoueaype BbiMycKa A8 BHYTpeHHero notpebneHus
WM NoJaunM TaMOXKEHHOW JeKnapauuu Ha ToBapbl B Mpoueaype BbiNycka A/ BHYTPEHHEero
noTpebieHNn NeKapcTBEHHOro NpenapaTta, MapKMPOBAHHOTO Ha TAMOYKEHHOM CKaZe B COOTBETCTBUM C
absauem BTOpbIM NyHKTa 4 HacToAwero MonoXeHus, NPU NPOM3BOACTBE JIeKAPCTBEHHbIX NPEenapaTos
BHe TeppuTopumn Poccuitickoit Pesepaumm (3a UCKNOYEHMEM JIEKAPCTBEHHbIX MPENapaTos, BBO3WMbIX U3
rocyfapcrs - YneHos EBPasMiCKOro sSKOHOMMYECKOro Coto3a);

BBO3 B Poccuiickyto depepaumio Ha GapMaueBTUYECKMIA CKIaA, IeKapcTBEHHOTO npenaparta npwu
NPOM3BOACTBE /IEKAPCTBEHHbIX MpenapaTtos BHe Tepputopun Poccuiickoit ®esepaumnn - B OTHOLWEHUN
NeKapcTBEHHbIX NPenapaTos, BBO3MMbIX M3 FOCYAapCTB - YN1eHOoB EBPasniicKoro sKOHOMMNYECKOTO Coto3a.

Mpu 3TOM onepaTop CUCTEMbI MOHUTOPUHIFA perucTpupyet (BHOCUT) B cucteme (cuctemy)
MOHUTOPUHra MHGOPMALMIO O HAHECEHUM CPeACTBa MAEHTUOUKALMM, YKAa3aHHYI0 SMUTEHTOM CPeacTs
naeHTMOMKaUMM B CBEAEHMAX O HAHEeCceHWM CPeacTBa MAeHTMOMKAUMM, Mocie MOoAyYeHWA OnaaThbl
YyCAyrM Mo NpeaocTaBNeHMIO KOAa MapKMPOBKM, npeobpa3oBaHHOTO B COOTBETCTBYIOLLEE CPeAcTBO
naeHTUdbMKaLmu.

PeweHne o Bbl60pe cnocoba onnatbl ycayrm no npeaocraBNeHUNO KOoda MAPKUPOBKU
NMPUHUMAETCA SMUTEHTOM CpeacTB M,D,eHTVId)MKaLI,MVI.



B Clydae ecam onnata ycnyrm no npegocrtaB€eHU0 Koda MAPKUPOBKU  OCyLLECTBNAETCA
IMUTEHTOM CpeAacTs MAEHTVId)MKaLI,VIVI A0 npeacrtasineHnAa MM B CUCTEMY MOHUTOPUHTA CBe,D,EHMI‘;I o
HaHeCeHUn cpeactea VI,EI,EHTVId)MKaLI,VIVI, I'IpEO6pa3OBaHHOFO N3 COOTBETCTBYHOWEro Koga MapKMpPOBKYU,
TaKaA ycayra npu3aHaeTcAa OKasaHHoM onepatopom cuctembl MOHUTOPUHIA B MOMEHT NOJAYyYeEHUA
9IMUTEHTOM CpeacTs VI,EI,eHTVId)MKaLI,MVI onJsia4eHHbIX KoAoOB MAapPKUPOBKW.

B cnyyae ecaM onnata ycayrM Mo MPeAoCTaB/eHUI0O KoAa MapKMPOBKM  OCyLLecTBAAETCA
3MUTEHTOM CpeacTB uaeHTMdMKauMM nocne npeacTaBieHna UM B CUCTEMY MOHUTOPWHra CBeAeHUi o
HaHeceHWUM cpeacTBa UAeHTUOMKaUMK, NPeobpasoBaHHOTO M3 COOTBETCTBYIOWLErO KOAAa MapKUPOBKM,
Takaa ycayra Mpu3HaeTcs OKa3aHHOM OnepaTopoM CUCTEMbI MOHWTOPWUHIA B MOMEHT PerMcTpalmm
(BHECEHMs1) onepaTopoM CUCTEMbI MOHWMTOPWMHIA B CUCTEME (CMCTEMY) MOHMTOPWMHIA MHbOPMAaLMMK,
cogepikallenca B CBEAEHMSAX O HaHeceHun cpeacTBa uaeHTUOMKauMM, nNpeobpasoBaHHOro W3
COOTBETCTBYHOLLENO KOAA MAaPKUPOBKMU.

B cnyyae ecnn B COOTBETCTBMM € NocTaHoBaeHMeM [pasutenbctsa Poccuitickon dPepepaumnm ot 8
mana 2019 r. N 577 "O6 yTBepKAeHUN pa3smepa NNaTbl 33 OKasaHWe ycayr no NpeaocTaBAeHUI0 Kog0B
MapKMPOBKKU, HeobxoanMbIXx pAns  GopMMPOBaHMA Cpeacts  maeHTMdMKaumm wn  obecneyeHus
MOHUTOPUHIA  OBUMKEHMA  TOBAPOB, NoAnexawmx 06A3aTeNbHOM  MapKUPOBKE  CpeacTBamu
NnAeHTUOMKaLMK, a TaKKe 0 NnopsaaKke ee B3MMaHMA" ycayra no npefocTaBieHUIO KOAA MapKUPOBKN He
NnogNexuT onaate, SMWUTEHT CPeacTB MAEHTMOMKAUMM Nocne MnoAyyYeHWA KoZa MAPKUMPOBKM
obecneunBaer ero npeobpasoBaHne B CPeACTBO  WMAEHTUPUKALMKU, HaAHeceHWe CpeacTBa
NOEHTUOMKAUMKN Ha BTOPMUHYIO (MOTPEBUTENbCKYIO) YNAKOBKY JI€KapCTBEHHOro npenapaTta (a npu ee
OTCYTCTBMM - Ha NEPBUYHYIO YNAKOBKY JIEKApPCTBEHHOrO Mpenaparta) Man Ha MaTepuanbHbli HOCUTESb
(aTMKeTKy) n B TeyeHue 180 KaneHAapHbIX AHeN nepenaer B CUCTEMY MOHWUTOPUHIA CBEAEHUSA O
HaHeceHun cpeacTBa MAeHTUOMKAUUM B COOTBETCTBUM € ab3auem nepsBbiM NyHKTa 35 nam nyHktom 36
HacToAwero MNonoXKeHUs, Ho He No3AHEee HAcTyNAeHUA OAHOM U3 CAeayioLWmX AaT:

BBOZ, B 060POT /IeKapcTBEHHOIO NPenapaTa, Ha YNaKoBKY (3TUKETKY) KOTOPOro HaHeCeHO CPeacTBO
nageHTndMKaumm, npeobpasoBaHHOE W3 COOTBETCTBYIOLLErO KOZa MapKMPOBKW, Mpu MNpPOU3BOACTBE
NleKapcTBEHHbIX NPenapaToB Ha TeppuTopumn Poccuiickoit deaepaumy;

[O0CTaBKa JIEKapCTBEHHOrO NpenapaTta B MecTo NpubbiTus Ha Tepputopun Poccuitickoi depepaunm
M NoAayYn TaMOXKEHHOW AeKnapaumy Ha ToBapbl B Npoueaype BbiNycKa AnA BHyTpeHHero notpebneHus
MAM NOAaYM TaMOXEHHOW JeKnapauuu Ha ToBapbl B npoueaype BbiNycka ANA BHYTPEHHEero
noTpebeHnn NeKapcTBEHHOro npenaparta, MapKMPOBaHHOIO Ha TAMOMKEHHOM CKNaje B COOTBETCTBUM C
ab3alem BTOpbIM NyHKTa 4 HactoAuwero MonoxeHusa, NP1 NPOM3BOACTBE /IEKAPCTBEHHbIX NpenapaTos
BHe TeppuTopumn Poccuitickoit eaepaumn (3a UCKNOUEHUEM NIEKAPCTBEHHbIX MPEnapaTos, BBO3UMbIX U3
rocyAapcrs - YaeHos EBPa3sninckoro 3KOHOMMYECKOro Coto3a);

BB03 B Poccuiickyio Peaepauuio Ha papmaLeBTUUYECKMIA CKNag, eKapCcTBEHHOro npenapata npwu
NPou3BOACTBE JIeKAPCTBEHHbIX MpenapaToB BHe TeppuTopun Poccuiickoit Pepepaumnn - B OTHOWEHMM
NleKapCTBEHHbIX NpenapaToB, BBO3MMbIX U3 FOCYAapCTB - Y41eHoB EBpa3niMCKOro sSKOHOMMUYECKOro Coto3a.
(n. 9(1) B pea. NocraHoBNeHMA MpaBuTenbcTea PO ot 21.07.2020 N 1079)

9(2). Kozl MapKMPOBKM aHHYIMPYIOTCA B CAEAYIOLLNX CYYanX:

a) HapyleH yCcTaHOBAEHHbIN ab3auamu NATbIM - BOCbMbIM NyHKTa 9(1) HacToAwero MosnoxeHun
CPOK OMAathl YCAYr MO NPeAoCTaBAeHUIO KOAa MapKUPOBKU;

6) HapyweH YyCTaHOBAEHHbIA ab3auamu nepBbiIM - 4YeTBEepPTbIM U (MAKM) TpUHAAUATbIM -
WwectHaauatbim nyHKta 9(1) HactoAwero [loNOXKEHWA CPOK nepedayy CcBedeHWn B  cucTemy
MOHUTOPWUHIA O HAHECEHUWN CPEACTB MAEHTUPUKALMMN.

(n. 9(2) B pea. NocraHoBneHMA MpaButenbctea PO ot 21.07.2020 N 1079)

9(3). B pernctpauum B cucTeMe MOHUTOPUHra CBeAEHUN O HaHeCeHUU CPpeACcTB UaeHTUbUKauum



OTKa3blBaeTCA No cnegyrowmm npnvynHam:

a) OTcyTcTBME KOAOB WAEHTUOMKAUMM, YKasaHHbIX B CBeAEHMAX O HaHeceHUM cpeacTs
naeHTMOMKaunn, B peectTpe cpeacts MaeHTMdUKaLmMm onepaTtopa CUCTEMbI MOHUTOPUHTA;

6) npeacraBneHMe SMMTEHTOM CPeACcTB WMAeHTUOUKALMKM CBEAEHMA O HaHeCeHMM CPeacTs
NAeHTUOMKAUMKM MO WUCTEYEHUM CPOKa, YCTaHOBAEHHOro ab3auamu nepsbiM - 4eTBepTbiM U (Uan)
TPUHAAUATLIM - LWeCTHaALaTbIM NyHKTa 9(1) HacToAwero MonosKeHus;

B) OTCYTCTBME Yy OMNepaTopa CUCTEMbI MOHWTOPWHIA CBEAEHUI 06 yCTPOWCTBE perucTpauun
3MWCCUK, C UCNONB30BAaHMEM KOTOPOTO NepeaaHbl CBeAeHUA B CUCTEMY MOHUTOPUHTA;

r) oTcyTcTBME NOATBEPXKAEHWUS OnAaTbl KOAOB MapKMpPOBKW, MNpeobpa3oBaHHbIX B CpPeacTsa
NOEHTUOMKAUMKN, O HAHECEHUW KOTOPbIX SIMWUTEHT CPeAcCTB WMAEHTUOUKAUMW NepenaeT B CUCTEMY
MOHWTOPWUHIa CBEAEHUS O HAHECEHWUN cpeacTBa MAeHTUUKALMM, NPeayCMOTPEHHble ab3auem nepsbiM
NYHKTa 35 nam nyHKTom 36 HactoAwero NoaoxKeHums.

(n. 9(3) B pea. NocrtaHoBNeHMA MpaBuTenbcTea PO ot 21.07.2020 N 1079)

10. Koa uvaeHTUdMKALMM TPETUYHOM (TPAHCMOPTHOM) YNaKOBKM NEKAapCTBEHHOro npenaparta
dopmupyeTca Ha OCHOBaHMM MeXKrocyfdapcTBeHHoro craHgapTa (FOCT ISO/IEC 15417-2013
"MHbOpMaLIMOHHbIE TEXHONOTMWU. TeXHONorMM aBTOMATUYECKOM uAeHTUOMKaumMm n cbopa AaHHbIX.
CneumduKkaums CcUMBOIMKKM wTpmuxoBoro Koaa Code 128"), KoTopbid yTBEpPXAEH MNPUKA3OM
defnepanbHOro areHTCTBa NO TEXHUYECKOMY PEeryiMpoBaHuiO U METPOAOINKU, COCTOUT M3 18 undpoBbIx
CMMBOJIOB U1 COAEPHKUT CNEAYIOLYIO CTPYKTYPY AaHHbIX:

(8 pea. MoctaHoBneHuit Mpasutensctea PP ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

naeHtTnoumkaTop npumeHenus (00);

CMMBON  paclWMpeHMa KoAaa MAEHTUPMKAUMKM  TPeTUYHOM  (TPaHCMOPTHOM)  YMaKoBKM
NleKapcTBEeHHOTO Npenapara;
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

PerucTpaumoHHbli Homep cybbekTa o6palleHMs /IeKapCTBEHHbIX CPeacTB, MOJYYEeHHbIA B
MHPOPMaLMOHHOM pecypce, 06ecrneynBatoLLLeM yYeT U XpaHeHUe A0CTOBEPHbIX AAHHbIX O TOBApPaXxX Mo
COOTBETCTBYHOLLEN TOBAPHOM HOMEHKNATYpE;

CepPUIiHbIN HOMEpP TPETUYHOM (TPAHCMOPTHOM) YNaKOBKM NeKapCTBEHHOro NpenapaTa;
(8 pea. MoctaHoBneHui MpaButenbctea PP ot 30.08.2019 N 1118, ot 20.03.2020 N 311)

KOHTPOJIbHas CyMMa (4MCo, BblUMCASEMOE MO CNeLMaNbHOMY afiropUTMy M3 NpPeLecTBYHOLLMX
uUMdp 1 cayKallee ANA rapaHTUKM LEeNOCTHOCTU AaHHbIX).

CBeAeHUs, BKAOYEHHble B KOA WAEHTUPUKALUMM TPETUYHOW (TPaHCNOPTHOM) YMNaKOBKM
JIeKapCTBEHHOrO npenapara, MoryT Ayb6AnMpoBaTbCcs B BUAE YNTAEMOTo NeYaTHOro TeKCTa.
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

Kog wuvaeHTMdMKAUMKM TpeTUYHOM (TPaHCMOPTHOM) YMAaKOBKW J/IEKApCTBEHHOro MpenapaTta
reHepupyeTcs M HAHOCUTCA Ha TPETUYHYI (TPAHCMNOPTHYHO) YMNAKOBKY JIEKApPCTBEHHOro MpenapaTta
3MUTEHTAMM KOAOB NAEHTUDUKALNM TPETUUYHON (TPAHCNOPTHOM) YNaKOBKM IeKapCTBEHHOMO Npenapara
MeTOAaMM NeYaTu UIN STUKETUPOBAHMA.

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

IV. NMpaBuna co3gaHua, BBOAa B 3KCNyaTaLMIo, SKCAAyaTauum
1 BbiBOAA U3 IKCNyaTaLUMU CUCTEMbl MOHUTOPUHTA

11. Co3pmaHue, pa3BuTUE, BBOA, B 3KCMAyaTalMio, 3KCM/AyaTaumMa UM BbIBOA, M3 3KChayaTauum



CUCTEMbI MOHWTOPUHIA OCYLLECTBAAIOTCA OMEpaTopoM CUCTEMbI MOHWTOPWHIA MO COr/1aCOBAHUIO C
MuHUCTepCcTBOM 34paBooxpaHeHna Poccuitckon Peaepaunn n PegepanbHoit cnykb60M No Hagsopy B
chepe 34paBOOXPAHEHUS B COOTBETCTBUM C TPeOOBAHUAMM K MOPSAKY CO34aHMA, pasBUTUSA, BBOAA B
3KcnayaTaumio, SKCnayaTauumn 1 BbIBOAA M3 SKCM/yaTaLMM rocyAapCcTBEHHbIX MHOOPMALMOHHBIX CUCTEM
M OaNbHEWMWero XpaHeHua cogep)kauierics B MXx 6asax [AaHHbIX WHGOPMaLUK, YTBEPMKAEHHbIMM
noctaHosneHnem lNpasutenbctsa Poccuiickoit Pepepaumn ot 6 ntona 2015 r. N 676 "O TpeboBaHUsX K
nopagKy Co34aHuA, PasBUTMA, BBOAA B 3KCM/yaTalMio, 3KcnayaTauuu M BblBOAA W3 3KCnayaTauuu
rocy4apCcTBEHHbIX MHPOPMALMOHHBIX CUCTEM M OaNbHEMLIero XpaHeHua cogeprkalleica B ux H6asax
AaHHbIX HPopmauunmn", n HacToAWmMM MonoKeHMeM.

12. Co3pgaHue, pa3BuUTUE N 3KCNAyaTauma CUCtemMbl MOHUTOPUHIA OCYLLECTBNAKOTCA HAa OCHOBE:

a) obecneyeHus NONHOTbI, A0CTOBEPHOCTU, COXPAHHOCTU I'IpVIHVIMaeMOVI n nepe/J,aBaew\oﬁ C
MCNoa1b30BaHNEM Cncrembl MOHUTOPWUHIa VIH(I)OpMaLI,VIM, a TaKXe CBOEBPEMEHHOCTU ee
npenocrtaBieHnA,;

6) 6€3B03Me34HOCTM NpeaoCTaBAeHUSA NPOU3BOAUTENAM JIEKAPCTBEHHbIX CPEACTB COAeprKaLLelca
B CUCTEME MOHUTOPUHrA WHPOPMALUUM O CcepuAaXx W NapTUAX NEeKapCTBEHHbIX Mpenaparos,
NPOM3BOAMMbBIX UMM N HAXOAALLMXCA B rpaxaaHckom obopoTe B Poccuiickoi Peaepaumu;

B) eJNHCTBa OpPraHM3aunMoOHHO-MEeTOANYECKOTO obecneyeHuUsa cucTembl MOHWUTOPWHra,

r) obecneyeHMs UCMO/Ib30BAHNA eAUHbIX PEeCTPOB, KNAcCUPUKATOPOB M CMPABOYHMKOB CUCTEMDI
MOHUTOPUHIA, B TOM uucie 06a3aTeNbHbIX AN NPUMEHEeHUA B WHPOPMALMOHHBIX CUCTEMAX
IOPUANYECKUX /UL, U UHOMBUAYANbHbIX NPeAnpUHUMATENEN, yKasaHHbIX B YacTax 7 u 10 ctatbu 67
depepanbHOro 3akoHa "0O6 obpalleHUn NeKapcTBEHHbIX cpeacTs"”;

A) obecneyeHna pernaMeHTUPOBAHHOIO AOCTYNa K CUCTEME MOHUTOPUHIA;
e) becnepeboiiHOCTU PabOoTbl CUCTEMbI MOHUTOPUHTA.

13. Cuctema MOHUTOPMHIA BBOAMTCA B 3KCnayaTaumio pabouelt rpynnoi, dopmupyemon
0onepaTopomM CUCTEMbI MOHWUTOPUHIA C y4acTMEM NpeacTaBUTENell 3aMHTepecoBaHHbIX deaepanbHbIX
OpraHoB UCNONHUTENIBHOW BNACTW.

14. Cuctema MOHUTOPUHIa obecrneynBaer:
a) NPOBEpPKY JOCTOBEPHOCTU CPEACTB NAEHTUUKALMY;

6) nNpocCnexMBaemoCTb [ABWMMKEHMA  NEeKapCTBEHHbIX MpenapatoB OT  Npou3BoaUTeNA
NeKapCcTBEHHbIX CPeACTB A0 KOHEYHOro notTpebutens;

B) 610KMpoBaHWe NpUHATUA MHPOPMaLMKN, NPeaCcTaBNAeMO B COOTBETCTBMM C HACTOALLMM
MonoKeHNnem B CUCTEMY MOHUTOPUHTA.

15. Cuctema MOHUTOPUHIA COAEPHKUT CAeayroLLyto MHGOPMaLMIo:

a) cBefeHMA 0 cybbeKTax 06paLLeHMA NeKAaPCTBEHHbIX CPEACTB;

6) cBeAEHMA O IeKapPCTBEHHbIX NpenapaTtax U 06 nx oboporTe.

16. OCHOBHbIMMW UCTOYHMKAMM MHDOPMALUK, COAEPKALLENCA B CUCTEME MOHUTOPUHTA, ABAAIOTCS:
a) cybbekTbl 0bpaLLeHNa NeKapCTBEHHbIX CPEACTB;

6) denepanbHble opraHbl UCNOAHUTE/IBHON BNACTU MPU OCYLLECTBNEHUU UMM CBOMX GYHKUMI C
MCMNO/Ib30BaHNEM FOCYAaPCTBEHHbIX MHPOPMALMOHHBIX CUCTEM.



17. KoaddumumeHT AoCTYNMHOCTU CUCTEMbI MOHUTOPUHIA COCTaBasieT He meHee 99,5 npoueHTa 6e3
y4yeTa 3annaHMpOBaHHbIX Nepnoaos 06CnyKMBAHMSA.

TexHuyeckoe O6C}'IY)'KMBaHMe CUCTEMbI MOHUTOPMHIA NPOBOAUTCA He 4Yawe 4 pas B rog, nepuog,
TeXHUYECKOro O6CI1Y)'KVIBaHVIFI cocTaBnsieT He bonee 24 yacos.

V. MopAagoK B3aMmMoaenucTBuA CUCTEMbl MOHUTOPUHTA
C UHbIMM roCcyAapCcTBEHHbIMU MHPOPMALMOHHBIMM CUCTEMAMMU
1 UHGOPMALUOHHBIMU CUCTEMAMU CY6bEKTOB O0b6paLLeHuA
JIeKapCTBEHHbIX CPeacTB

18. Cucrema MOHWUTOPUHIa B3aMMO,£I,el7ICTBYET CO Cnegyrouimmm MH(I)OpMaLI,MOHHbIMM Ccncremamm:
a) e,ﬂ,MHblﬁ peecTp J'IMLI,eH3Mﬁ Ha Npon3BoACTBO IEKAPCTBEHHbIX CPEACTB,

6) eAnHbIN peecTp NULEH3UI, B TOM YMCAE NIULEH3UIA, BblAAHHbIX OpraHaMn rocyaapCTBEHHOM
BnactM cybbektos Poccuiickoih depepaummM B COOTBETCTBMM C nepedaHHbIM MOJHOMOYMEM MO
JIMLLEH3UPOBAHMIO OTAENbHbIX BUAOB AEATEIbHOCTU B chepe 0XpaHbl 340P0OBbSA;

B) eAMHan rocyaapcteeHHan MHOOPMaLMOHHan cucTema B chepe 34paBOOXPaHEHUS;
r) eAMHbINA rocyaapCTBEHHbIN PeecTp pUANYEcKmX AuL;
A) e AVHbIV TOCYapCTBEHHBIM pPeecTp MHAMBUAYA/bHBIX NPeANnPUHUMATENEN;

e) rocyaapcTBeHHbI peecTp aKKpeaMTOBaHHbIX GWUAMAN0B, NPeACTaBUTENbCTB MHOCTPAHHbIX
IOPUAMYECKMX NNLL;

) aBTOMatTusMpoBaHHaa MHGopmaumoHHana cuctema PeaepanbHon cny:kbbl No Hag3opy B chepe
34aBOOXPaHEHMS;

3) EAMHaA aBTOMaTU3MpPOBaHHAasA MHPOPMaLMOHHAA CUCTEMA TAMOXEHHbIX OPraHoB;
1) MHPOPMaLMOHHbIE cUCTEMbI CYBBEKTOB 0BpaLLLEHNA TeKAapPCTBEHHbIX CPEACTB.

19. CeefeHuA, npegcrasnaemblie rocyaapCTtBeHHbIMMU VIHd)OpMaLI,VIOHHbIMVI cncremamum
d)ep,epaanblx OopraHos WUCMNONIHUTENIbHOM BAacTU B cnctemy MOHUTOPUHIA, a TaKXe CcBeaeHun,
nepegasaemble U3 CUCTEMbI MOHUTOPUHIA, NpMBeAeHbl B npuaoxeHmmn N 1.

20. B pamKax MHPOPMALMOHHOIO B3aMMOLENCTBMA CUCTEMA MOHUTOPUHTA OCYLLECTBASET 0OMeH
CBEeAEeHUSMU C rocyAapCTBEHHbIMU MHGOPMALMOHHBIMU CUCTEMAMM 3aUHTEPECOBAHHBIX pesepanbHbIX
OpraHoB WCMO/IHUTENIbHON BAACTU M OPraHOB WCMOAHUTENIbHON BAacTu cybbekToB Poccuiickomn
depepauun, B TOM uucCae nNoCpencTBomM MHPPACTPYKTypbl, obecneumsarowen uHGOPMaLMOHHO-
TEXHONOTUYECKOE B3auMOAENCTBUE MHPOPMALMOHHBIX CUCTEM, MUCNO/b3YEMbIX AAA NPefoCTaBAeHUA
rOCYapCTBEHHbIX U MYHWLUMNANbHbBIX YCAYT U WCMOAHEHWUA FOCYAAPCTBEHHBIX UM MYHULMMNANbHbIX
bYHKLMI B 31€KTPOHHOM dopme.

Cuctema MOHWUTOPUHra MOAKAOYAETCH K eAUHOW CUCTEME MEMKBEAOMCTBEHHOINO 3/IEKTPOHHOIO
B3aMMOAENCTBUSA B COOTBETCTBMM C NocTaHoBieHuMem [lpaButenbctBa Poccuitickolit ®epepaumm ot 8
ceHTabps 2010 r. N 697 "O eanHOM cucTeEME MEKBEAOMCTBEHHOIO 3/1IEKTPOHHOIO B3ammogeinctens" Ha
6e3B0o3Me3HO OCHOBeE.

21. B3ammopaencTeme CUCTEMbl MOHUTOPUHTA C MHPOPMALMOHHBIMU CUCTEMAMU CYObEKTOB
obpallleHna NeKkapCTBEHHbIX CPeACTB OCYLLEeCTBAAETCA NOCPeACTBOM MHPOPMALIMOHHbBIX 3/1IEKTPOHHbIX
CEepBUCOB C  WCMO/Ib30BAHMEM  CTaHAAPTHbIX MNPOTOKONOB U UHTEepdElNcoB  3NEKTPOHHOro
B3aMMoencTeus.



22. TexHW4YeckMe CTaHAAPTbl M TPebOoBaHUA K TEXHONOFMYECKOM COBMECTUMOCTM CUCTEMDI
MOHWUTOPUHTa C MHPOPMALMOHHBIMM CUCTEMAMM, YKa3aHHbIMKW B NMyHKTe 18 HacToswero MonoxeHus,
YCTaHaB/MBAIOTCA  OMEpPaTopoM  CUCTEeMbl  MOHWUTOPWHIAa B  COOTBETCTBMM C  TpeboBaHUAMM
3aKoHoZaTebcTBa Poccuitckon ®epepaumm B chpepe MHGOPMALMOHHbIX TEXHOIOTMIA MO COrTaCoOBaHMIO C
MuHKcTepcTBOM LMOPOBOro PasBUTMA, CBA3M M MACCOBbIX KOMMYHMKauuii Poccuiickoin degepaumm v
onepaTopom MHGOPMALMOHHOM CUCTEMBI, C KOTOPOI OCYLLECTBAAETCA B3auUMOAEeNCTBUE.

V1. MopAaaoK BHeceHMA MHGOPMALMKM O NEKAPCTBEHHDbIX
npenaparax B CUCTEMY MOHUTOPUHra cy6beKkTamu obpaiieHus
JIeKapCTBEHHbIX CPEACTB U ee COCTaB

23. BHeceHue uWHObOpPMALMM O JIeKApPCTBEHHbIX MNpenapatax B CUCTEMY MOHUTOPUHra
npousBoguTCA CcybbekTamn 0OpalleHUss NEeKapCTBEHHbIX CPeacTB  MNOCAe  MNPOXOXKAEHMSA UMUK
perncTpauum B CMCTEME MOHUTOPUHIA U NPeAoCTaBEHUS UM JIMYHOTO KabuHeTa cybbeKTa obpalyeHus
NeKapcTBEHHbIX CPeacTs.

Pernctpauma cybbekToB 06paleHMa leKapCTBEHHbIX CPEACTB B CUCTEME MOHUTOPWUHra W
npegocTaBAeHME JIMYHOTO KabuHeTa OCYLLEeCTBASIOTCA Ha OCHOBAHMM [OCTOBEPHbIX CBEAEHUM,
npeactaBneHHbIX CcybbeKkTamuM o06palleHna NeKapCTBEeHHbIX CPeACcTB B CUCTEMY MOHUTOPMHra B
3/1eKTPOHHOM BMAE, U AOKYMEHTOB, npeacTasasembix B PesepanbHyto Cayxby no Haasopy B cdepe
340aBOOXPaHEHMS.

24. [nA OCYyWecCTBAEHMA PerucTpauum B CUCTEME MOHUTOPUHra CybbekTbl obpalleHus
NeKapCTBEHHbIX CPeACTB - OpraHusauuu, npU3HaBaemble HaNOroBbiMKM pesuAaeHTammn Poccuitckol
degepaunn, MHAMBMAYANbHbIE NpeAnpPUHMMATENM N NPeACTaBUTENbCTBA MHOCTPAHHbLIX OpraHM3auui
Ha Tepputopun Poccuiickoii  depepaunn, SABAAIOWMXCA  AEPMKaTENAMM  WUAM  BA3ALENbLAMMU
PEerncTpaunoHHOIO YAOCTOBEPEHWUS, BHOCAT B PEruCTPaLMOHHY0 (GOPMY CUCTEMbI MOHMUTOPUHTa,
pasMeLLEeHHYI0 Ha oO¢MUMaNbHOM CcaliTe onepaTtopa CUCTEMbl MOHWTOPWMHIA B WHPOPMaLMOHHO-
TEeNEKOMMYHUKALMOHHOW ceTn "MHTepHeT", B 3/1eKTPOHHOM BUAE C/iedytolme CBeAEHUS, NOAMUCaHHble
YCUNEHHON  KBaNIMOULMPOBAHHOW  3/IEKTPOHHOW  MOAMMCbIO  PYKOBOAMTENA  OpPraHuM3aumu
(NpeacTaBuTENbCTBA MHOCTPAHHOW OpraHuW3auMM Ha Tepputopun Poccuitickor degepaunn) wam
WMHANBUAYANLHOTO NpeanpuHUmaTens:

MAEHTMd)VIKaLI,VIOHHbIﬁ HOMepP HanoronnatenblynKa,

CcBeAeHMA 0 Haanumm nbo o6 OTCYTCTBUM NULEH3UM Ha NPOM3BOACTBO /IEKAPCTBEHHbIX CPeACTs,
MUEH3MM Ha GapMaleBTUUYECKYIO [eATeNbHOCTb (BK/AKOYas OMNTOBYHD W  PO3HUUYHYKO TOPrOB/IO
JIeKapCTBEHHbIMM CPeACTBaMM), NULEH3UU Ha AeATe/bHOCTb No 060pOoTYy HAPKOTUUYECKUX CPeAcTs,
MCUXOTPOMHbIX BELWECTB M UX MPEKYPCOPOB, KY/JbTUBMPOBAHWUIO HAPKOCOAEPKAWMX pPaCTEHUN U
NINUEH3UN HAa MeAMNUMHCKYIO AeATeNIbHOCTb;

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

dbamnnns, nma, oT4ecTBo (NPU HaNMYUKU) U TenedoH KOHTAKTHOTO IML3;
afapec 3/1eKTPOHHOM NoYThI.

CybbeKTbl 0bpalleHMs NeKapCTBEHHbIX CPeACTB - OpraHM3auuu, NpusHaBaemble HasjoroBbiIMU
pesngeHTamm Poccuiickoit Pegepaumm, HAMBMAYaAbHbIE NPeANPUHUMATENN, HE UMEIOLLNE ANLEH3UN
Ha NPOW3BOACTBO JIEKAPCTBEHHbIX CPEACTB, NUEH3UM Ha papMaLLeBTUYECKYIO AEATENbHOCTb (BKAtOYan
ONTOBYIO M PO3HMYHYIO TOPrOB/AKO NEKAPCTBEHHLIMW CPEACTBAMM), NULEH3MM HA AeATeNbHOCTb Mo
060pOTy HAPKOTMYECKUX CPeacTB, MCUXOTPOMHbLIX BELLECTB M WX MPEKYPCOPOB, KyAbTUBMPOBAHMIO
HapKocoAeprKalmx  pacTeHUA U IMUEH3MM Ha  MeOMUMHCKYID  AeATefNbHOCTb, a TaKXkKe
npeacTaBUTeNbCTBA MHOCTPAHHbIX OpraHU3aunii Ha Tepputopumn Poccuiickont deaepaunmn, ABAKOLLMXCA
AepXKaTeNaMmn UM BAagenbLamn PerMcTpauyoHHOro yA0CTOBEPEHUA U He MMEIOLWMX JIMLEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHbIX CPeACTB, /IMLEH3MM Ha GapMaLeBTUUYECKYIO OeATe/bHOCTb (BKAtoYas



ONTOBYIO M PO3HUYHYIO TOPrOB/IO JIEKAPCTBEHHLIMU CPEACTBAMM), JIMLEH3UN HA AeATe/NbHOCTb MO
060pPOTY HAPKOTUYECKUX CPeacTB, MCUXOTPOMHbIX BELLECTB M WX MNPEKYPCOPOB, KyAbTUBUMPOBAHMIO
HapKOCOAEpP KaLLMX pPaACTEHUA W JINUEH3UM Ha MEAMUMHCKYI [eATeNbHOCTb, He no3gHee 10
KaNeHZapHbIX AHeN ¢ AaTbl BHECEHWA CBeAeHMUI, NpeayCcMOTPEHHbIX ab3auamu BTOPbIM - MATbIM
HacToAWEro MyHKTa, NPeACTaBAAlOT Takke B deaepanbHylo caykby no Hagsopy B coepe
3[paBOOXPAHEHNA 3asBNEHME O PEerucTpaumm B CUCTEME MOHUTOPWHra (Janee - 3aABieHMe) Ha
bymaxHom HocuTene no d¢opme, yTBepKAeHHONM MWHUCTEPCTBOM 3ApaBOOXpaHeHua Poccuinckoi
depgepaunmn.

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

Peructpauma B CUCTEME MOHUTOPMHIA CyObEKTOB OOpalleHUs JIeKapCTBEHHbIX CPeacTB -
OpraHM3aunin, NpM3HaBaembIX HaIOrOBbIMK pe3naeHTammn Poccuinckon depepaumm, 1 UHOMBUAYANbHBIX
npeAnpuHUMATENEe, UMEOWMX ANLEH3UM Ha NPOU3BOACTBO NIEKAPCTBEHHbIX CPEACTB, NIMLEH3UN Ha
bapmaLeBTUYECKYIO [eATeNbHOCTb (BKAOYAA OMTOBYHD M PO3HWYHYHO TOPFOBAO /IEKAPCTBEHHbLIMMU
CpeacTBamMM), NMMLEH3UN HA AeATENbHOCTb MO 060POTY HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB
M UX NPEKYPCOPOB, KYAbTUBMPOBAHMIO HAPKOCOAEPKALLMX PACTEHUN U NULEH3UN Ha MEAMUMHCKYHO
[eATEeNbHOCTb, MOMET OCYLLEeCTBAATbCA C  MCNosb3oBaHMEM ¢eaepasbHOW  rocyAapcTBEHHOM
nHbopmaunoHHoM cuctemsl "EanHan cuctema naeHTMOUKaUMKN U ayTeHTUDUKaLMKU B MHPPACTPYKTYpE,
obecneunBatowen MHPOPMALMOHHO-TEXHONOTMYECKOE B3aMMOAENCTBME MHPOPMALMOHHBIX CUCTEM,
MCNONb3yeMbIX A5 NPeAoCTaBNeHUs TFOCYAapPCTBEHHbIX WM MYHWUMMNANAbHbLIX YCAYr B 3/1€KTPOHHOM
dopme".

(ab3au, BBeaeH MNocrtaHoBneHMem MpaButenbctea PO ot 21.07.2020 N 1079)

25. [nA OCyWecTBAEHMA Peructpauum B CUCTEME MOHWUTOPUHra CybbekTbl obpalleHus
NeKapCTBEHHbIX CPeACTB - MHOCTPaHHbIe OPraHU3aLumnn, ABNAIOLLMECA AepKaTenaMn MU Bnagesblamm
PEerncTpaunoHHOTO YAOCTOBEPEHUS, HE MpPU3HABAaeMble HaJ/IOTOBbIMKW pe3naeHTamn PoccuiicKkoi
desepaummn 1M He MMelOlWMe NPeACTaBUTENbCTB Ha Tepputopum Poccuiickoit deaepauymmn, BHOCAT B
PEerncTpaunoHHy0 Gopmy CUCTEMbI MOHUTOPUHIA, PAa3MELLEHHYIO Ha 0dMLMANLHOM caiiTe onepaTtopa
CUCTEMbI MOHUTOPUHTIA B MHPOPMALMOHHO-TEIEKOMMYHUKALLMOHHOM ceTh "UHTepHeT", B 3/IEKTPOHHOM
BMAE CNeaylolme CBEAEHUS:

HaMMeHOBaHMWe AeprKaTena A BNagesbla PerncTpaLMoHHOro ya0CTOBEPEHUS;
Kog, HafioronnaTesbWMKa B CTPAHE perncTpaumy;

KOg4, CTpaHbl perucrpauuu;

bamnnma, Ums, 0TYECTBO (NPU HaANUYUK) U TeNnedpOoH KOHTAKTHOIo ANL3;

afpec 3/1eKTPOHHOW NOYTbI.

YNONHOMOYEHHbIE  MpeacTaBUTEIM  CYyObEKTOB  OOpalLeHWA  JIeKapCTBEHHbIX  CPeacTB -
MHOCTPAHHbIX OPraHU3auuMini, ABAAIOWMXCA AOEpKaTeNsMU WAW BAAAENbLAMW  PEermcTPaumoHHOro
YAOCTOBEPEHUSA, HEe MPU3HABAaEMbIX Ha/JIOrOBbIMKM pe3naeHTammn Poccuiickoii egepaumnm n He MMEIOLLMX
npeacTaBuUTeNbCTB Ha TeppuTopmm Poccunitickoit Peaepauuu, He nosgHee 10 KaneHAapHbIX AHEN € AaTbl
BHECEHMA CBeAeHWn, NpeAyCMOTPEHHbIX ab3auamy BTOPbIM - LUIECTbIM HACTOALWEro MyHKTa,
npeacTaBnsaloT Takke B PegepanbHyto cnyxby no Haasopy B chepe 34paBOOXPaHEHUA OPUTMHANbI
AOKYMEHTOB, NOATBEPKAAIOWMX NPaBO NPeAcTaBlAeHUA UHTEPECOB YKasaHHbIX Cy6beKToB obpalleHus
NeKapCcTBEHHbIX CPeacTs, W 3aABleHMe Ha b6ymarkHoOM HocuTene no <¢dopme, YTBEpPrKAEeHHOM
MuHUCTEepPCTBOM 34paBooXpaHeHns Poccuiickon Peaepaumn.

26. O6paboTka W MpoBepKa CBeAeHWN, NpeAcTaBAAEMbIX B CUCTEMY MOHUTOPWUHra Ans
perncTpauum, Npo13BoOLMUTCA B aBTOMATUUECKOM pPeXKMME, B TOM YMC/ie MOCPeACTBOM B3aMMOAENCTBUSA C
MHBIMU TOCYAAPCTBEHHbIMU MHOOPMALMOHHBIMW CUCTEMAMM C WCMOJIb30BaHMEM €4MHON CUCTeMbI
MEKBELOMCTBEHHOTO 3/1IEKTPOHHOIO B3aMMOAENCTBUA, B TeueHune 14 paboumx gHeil ¢ gaTbl nogauu



cybbekTamm 0b6palleHns NekapcTBEHHbIX CPeacTs CBeAeHUI B CUCTEMY MOHUTOPUHTA.

depepanbHas cnyba no Hagsopy B cdepe 34paBOOXPaAHEHMS pacCMaTpUBaeT 3anBAEHMS,
npeacraBneHHble B COOTBETCTBMM C ab3auem LiecTbiM NyHKTa 24 HacToAwero [MonoXKeHUn, a TaKkke
3asB/IEHNA U OPUTMHANbI AOKYMEHTOB, NPeACTaBNeHHble B COOTBETCTBMM C ab3aLem ceAbMbIiM NyHKTa 25
HacToAawero onoxeHuns, B CPOK He Bonee 5 pabounx aHel n nepegaet MHPopMaLMio O pesyabTaTax
PacCMOTPEHUA 3aABNEHUIN U OPUrMHANO0B AOKYMEHTOB B CUCTEMY MOHUTOPWHra B TedeHue 1 pabouero
AHA CO AHA NPUHATUA COOTBETCTBYIOLLETO PeLLeHNs.

PeweHne o pernctpaumm (06 oTKase B perucrpauumn) cybbekta obpalieHWs JIeKapCTBEHHbIX
CPeAcTB B CUCTEME MOHWMTOPWMHIA nNpuHMMmaeTca PepepanbHoit cay:kboit no Hagsopy B cdepe
34,0aBOOXPaHEHMSA NOCPEACTBOM QYHKLMOHANA CUCTEMbI MOHUTOPUHTA.

PeweHune o pernctpaumm cybbekta obpaLleHnA NeKapCcTBEHHbIX CPEACTB B CUCTEME MOHUTOPUHTIA
NPUHMMAETCA NPU OTCYTCTBUU PACXOKAEHUIN MeXay MHPOopMaLmelt, NpeayCMOTPEHHOM 3aABAEHMEM, U
CBeAEeHUSMUN, BHECEHHbIMM B CUCTEMY MOHWUTOPWHra (B C/Ayyasx, Korga 3asB/eHMA NogaBanucb B
COOTBETCTBMM € ab3auamm LWecTbiM NyHKTa 24 U ceAbMbIM NyHKTa 25 HacToaulero MonoxeHus), n npu
noATBEPKAEHMM AOCTOBEPHOCTU CBEAEHWN, BHECEHHbIX B CUCTEMY MOHUTOPUHIA.

27. CybbekTam 06pallleHNa NIeKapCTBEHHbIX CPeACTB OTKasblBAaeTcA B perncrpaumm B cucreme
MOHMWTOPUHra Mo CAeAyOLWMM NPUYNHAM:

a) B OTHOWEHWMM NPOM3BOAMUTENEN NEKAPCTBEHHbLIX CPeACTB Ha TeppuTopuu Poccuiickoi
denepaumn, OCYLLECTBAAIOWMX MNPOM3BOACTBEHHbIE CTaguM GacoBKM (YMAKOBKWM) JI@KAPCTBEHHbIX
npenapaToB BO BTOPUYHYIO (MOTPebUTENbCKYI0) YNaKoBKY U (MAK) TPETUYHYO (TPAHCNOPTHYO) YNaKOBKY
(a npw ee oTcyTCTBUM - B MEPBUYHYIO YNAKOBKY) N€KAaPCTBEHHbIX MPEnapaTos:

HECOOTBETCTBME [JaHHbIX BAagesblua KBaIMOULUMPOBAHHOIO cepTUdUKaTa KAoYa MPOBEpPKU
3N1EeKTPOHHON nognucu (ganee - KBaAUUUMPOBAHHbLIA cepTUOUKAT) AaHHbIM  pyKoBoAUTeNA
OpraHusaumMM, a TaKKe OTCYTCTBME CBeAeHWM O KBanMGUUMPOBAHHOM cepTUdMKaTe, BblAaHHOM
PYKOBOANTENIO OpraHn3aumm;

OTCyTCTBUE CBe,El,eHMﬁ 0 3anucax B EAMHOM rocygapcTBEHHOM peecTpe IpUANYEeCcKUX AuL;

OTCYTCTBME CBEAEHUI O AeUCTBYIOWEN NnLIEH3UN B EAMHOM peecTpe ANLEH3UIA Ha NPOU3BOACTBO
NleKapCTBEHHbIX CPeacTs;

6) B OTHOWEHMM Aep)KaTenei UauM BNALENbLEB PErucTPauMoOHHOro yaocToBepeHus (B ciyyae
Korga NeKkapCTBEHHbIV NpenapaTt NPoM3BOAMTCA 3a npegenammn Poccuiickoli deaepaumm), aBsaroLWmMXCa
OpraHusaumamMM, MpU3HaBaemMbiMM  HaNOroBbiMM  pesngeHTamm  Poccuiickont  Peaepauymn  man
UHOMBUAYANbHLIMW  NpeanpUHUMATENAMM W HE UMEWMMU  JINLUEH3UM  Ha  MPOU3BOACTBO
NeKapCTBEHHbIX CPEeACTB, AUUEH3UM Ha GapMaueBTUYECKYID AeATeNbHOCTb (BK/OYaa OMNTOBYHO U
PO3HUYHYIO TOPrOBAKO N€KAPCTBEHHLIMW CPeACTBaMM), JMLEH3UM Ha AeATeNbHOCTb Mo 06opoTy
HapPKOTUYECKMX CPeacTB, MCUMXOTPOMHbIX BelWwecTB W WX MPEKYpPCopoB,  KyNbTUBMPOBAHMIO
HapKoCoAep KalmMX PacTEHMI N INLEH3UN HA MEANUMHCKYIO AeATeNbHOCTb:

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

HecooTBeTCTBMNE AaHHbIX Ba1aAeNibla KBa}'IVId)MLI,leOBaHHOFO CepTVId)VIKaTa AaHHbIM pyKOBOAUTENA
opraHnsauun nan MHONBMAYaabHOro npeanpunHmnumartena, oTtcyTcreme CBE,CI,GHVIVI o KBaJ'IMd)VILI,MpOBaHHOM
cemechKaTe, BblAAaHHOM PYKOBOAUTENIO OpraHn3aunm nam nHameuayaibHoOMy npeanpuHnUmaTento,

OTCyTCTBUE CBE,D,GHMVI 0 3anucax B EanHom rocygapCtBeHHOM peecTtpe hpungndecknx auvy, nau
EamnHOMm rocygapCrBeHHOM peecTtpe nHOnBmMaAyasibHbIX Hpe,ﬂ,anHMMaTeﬂeVl,‘

Ha/MuMe  pacxXxoXkOeHuh  mexay  MHbopmauumen, npeaycMoTpPeHHOM 3asB/IEHNEM,
npeactaBNeHHbIM B COOTBETCTBMM C ab3auem lwecTbiM NyHKTa 24 HacToAwero [lonoskeHua, wu



cseageHnAamMmm, npeacraBieHHbiMU B CUCTEMY MOHUTOPUHTIA,

B) B OTHOLIEHWM MHOCTPAHHbIX OPraHW3auuii, AepsKatenei Wau BnadenblLes PerncTpaunoHHoro
YAOCTOBEPEHUSA, HEe MPU3HABAaEMbIX Ha/JIOrOBbIMKM pe3naeHTammn Poccuiickoit egepaumnm n He MMEIOLLMX
npeacTaBUTeNbCTB Ha Tepputopumn Poccuiickont degepaumu, - HaaMuMe PacXoXAeHUn Mexay
nHpopmaumelt, nNpeaycMOTPEHHON 3asaBAeHMEeM, MpeacTaBNeHHbIM B COOTBETCTBMM C ab3auem
ceabMbiM NyHKTa 25 Hactoswero [lofoXeHUs, M CBeAeHWAMM, NpPeACTaBAeHHbIMU B CUCTEMY
MOHUTOPUHTa;

r) B OTHOWEHUN NPeACTaBUTENbCTB WMHOCTPAHHbIX OPraHW3auuii Ha TeppuTopuu Poccuiickoi
denepaumn, ABNAIOLLUXCA AePHKATENSMN MU BNALENbLLAMU PETMCTPALMOHHONO YA40CTOBEPEHUA:

HeCOoOoTBEeTCTBMNE AaHHbIX B/1ageNbla KBaJ'IMd)VILI,MpOBaHHOI'O CepTMd)MKaTa AaHHbIM pyKOBOAUTENA
npeacTtaBuTeNIbCTBa, a TaKXKe OTCyTCTBUE CBGAEHVII\/‘I [0} KBaﬂMCbVILI,MpOBaHHOM CepTM(bVIKaTe, BblAAHHOM
PpyKoBOAUTENIO NPeaAcCTaBUTE/IbCTBA;

OTCyTCTBUE CBe,El,eHMﬁ O 3anuncax B rocyaapCrBeHHOM peecTpe aKKpeaUTOBaHHbIX ¢w114anos,
npeacTtaBuUTeENNIbCTB MHOCTPAHHbIX OPUANYECKUX NNL,

Hannyune pacxoxaeHni mexay nHpopmauuen, npeaycMoTPEHHOM 3as1B/IEHUEM,
NpeAcTaBNeHHbIM B COOTBETCTBMM C ab3auem wWwecTbiM MNyHKTa 24 Hactoawero [lonoxKeHus, u
CBEAEHUAMM, NPeacTaBAEHHbIMU B CUCTEMY MOHUTOPUHrA (ANA NpPencTaBUTENbCTB MHOCTPAHHbIX
opraHu3aunin Ha TeppuTopumn Poccuiickoit ®epepaumum, ABAAIOWMXCA AEPHKATENAMU UAW BRageNbLaMK
PEerucTPaLMoOHHOIO YAOCTOBEPEHUA U HE MMEILMX JIMLEH3UM HA MPOM3BOACTBO JIEKAPCTBEHHbIX
CpeacTs, MMUEH3MM HA GaAPMALLEBTUYECKYIO AEATENbHOCTb (BK/IHOYAA ONTOBYHO M PO3HUYHYIO TOProB/ItO
NIeKapPCTBEHHBIMW CPeACTBaMM), SIMLLEH3UM HA AeATeNbHOCTb Mo 0H6OPOTYy HAPKOTMUECKMX CPEeacTs,
NMCUXOTPOMHbIX BELWECTB U WX MPEKYPCOPOB, KY/NbTUBMPOBAHUIO HAPKOCOAEP)KALLMX PACTEHUI U
JIMLLEH3UKN Ha MEANUMHCKYIO AeATENbHOCTD);

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

A) B OTHOWEHUM OpraHM3aLMii ONTOBOM TOPrOBAU NEKAPCTBEHHbLIMW CPeACTBamM (B TOM 4ucie
OCYLLECTBAAWMMMN OYHKLMU NO ayTCOPCUHrY), OpraHM3aumii PO3HUYHOW TOProB/AM NeKapCTBEHHbIMU
npenapaTtamu, MeguUMHCKUX OpraHM3aLmii U UHANMBMAYaANbHbIX NPeanpUHMMaTENEN:

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

HecooTBeTCTBMNE AaHHbIX B/1aAeiblua KBa}'IVId)MLI,VIpOBaHHOFO CepTVId)VIKaTa AaHHbIM pyKOBOAUTENA
opraHn3saumn, a TaKXKe OTCyTCTBUE CBE,D,EHVIVI o KBaJ'IMd)VILI,MpOBaHHOM cemechKaTe, BblAAaHHOM
PYKOBOAUTENHO OpraHn3auunn;

OTCyTCTBUE CBE,D,GHMVI 0 3anucax B EaMHom rocygapCtBeHHOM peecTtpe hpungndecknx auvy, nau
EamHOMm rocygapCrBeHHOM peecTtpe nHOnBmMAyasibHbIX Hpe,ﬂ,anHMMaTeﬂeVl,‘

OTCYTCTBUE CBeAeHUA O AeNCTBYIOWEN NULEH3UM B eAMHOM pPeecTpe AULEH3UIA, B TOM uucne
NNUEH3MN, BblAaHHbIX OpraHamm rocyAapcTBeHHOM BAacTM cybbektoB Poccuiickoir Pepepaummn B
COOTBETCTBMM C NepeaaHHbIM NOHOMOYMEM MO NLEH3UPOBAHMIO OTAE/NbHbIX BUAOB AEATE/IbHOCTMU.

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

28. Mo pe3ynbTaTaM peructpauumn cybbekta obpalleHus JeKapCTBEHHbIX CPeAcTB B cUCTeMe
MOHUTOPUHIA U NPEeAOoCTaBAEHUN eMy JIMYHOTO KabuHeTa Ha afapec 3/IeKTPOHHOM MOYTbI, YKa3aHHbIN
npuv nogavye cBegeHWM, 0nepaTopom CUCTEMbI MOHUTOPUHTA C UCMO/Ib30BaHMEM GYHKLMOHANA CUCTEMDI
MOHUTOPUWHIa OTNPAaB/AETCS COOTBETCTBYOWEE yBeAOoMIeHWe. Mpy 3TOM NOBTOPHOE WMCMO/b30BaHMeE
OZHOTO W TOrO Ke afpeca 3/IEKTPOHHOM MOoYTbl A8 PErncTpaunm NIMYHbIX KaBMHETOB pPas/iMuYHbIX
CybbeKTOB 06paLLeHUsA NEKAPCTBEHHbIX MPENApPaToOB He AOMNYCKaeTcs.

29. CybbeKT 0bpalleHMs NeKapCTBEHHbIX CPeacTs, NOJAYYMBLLMI yBEAOM/IEHWE O PErMcTpauun B
cUCTEME MOHUTOPMHTA, NPU aKTUBaUMKU GYHKUMIA NINYHOTO KabuHeTa BHOCUT B CUCTEMY MOHWUTOPUHra



nepeyeHb aApPecoB MeCT OCYLLECTB/IEHUA AEeATeNbHOCTM MyTem Bbli6Opa TaKoro agpeca W3 agpecos,
YKa3aHHbIX B IULLEH3MAX HA NPOU3BOACTBO 1IEKAPCTBEHHbIX CPEACTB, MNLEH3NAX Ha GpapmaLeBTUYECKYIO
AeATeNbHOCTb (BK/KOYasA ONTOBYHO M PO3HMYHYIO TOPrOB/IO I€KaPCTBEHHbIMU CPEeACTBaMM), NULLEH3MAX
Ha AeATeNbHOCTb MO 060POTY HAPKOTUYECKUX CPEeACTB, MCUMXOTPOMHbLIX BELECTB U UX MPEeKypCcopos,
KYZIbTUBMPOBAHMUIO HAPKOCOAEPMKALMX PACTEHMI M NULEH3UAX HA MEAMUMHCKYIO AeAaTeNbHOCTb, a
TaKXe nepeyeHb agpecos GapMaLeBTUYECKMX CKAAA0B (NPU HAANUYMK YKa3aHHbIX TULEH3UIA).

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

CybbeKkT obpalleHns NeKapCTBEHHbIX CPeACTB - AepKaTenb WAW BAadenel, perucTpaumMoHHOro
YAOCTOBEPEHUSA NPOU3BEAEHHOTO BHE TeppuTopun Poccuiickoi ®esepaumnmn nekapcTBeHHOro npenaparta
n (Mnn) ero NpeacTaBUTENLCTBO Ha TeppuTopun Poccuiickoit ®esepaumn, NoayymBLlLME YBEAOMNEHME O
peructpauum B CUCTEME MOHMTOPUHIA, BHOCAT B CUCTEMY MOHWUTOPWMHIA MHPOPMALUIO O
NPOM3BOACTBEHHbIX MAOWAZAKAX, OCYLLEeCTBAAOWMX NMPOU3BOACTBEHHYIO CTaamto GacoBKM (YNaKoOBKM)
NleKapCTBEHHbIX NPenapaToB BO BTOPUYHYIO (MOTPebUTENbCKYIO) YNaKOBKY JIeKapcTBEHHOTO npenapara
(a Npu ee oTcyTCTBMM - B MEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOro npenapaTta) U MPOU3BOACTBEHHYHO
CTaAMIO BbIMYCKAIOLLLEro KOHTPO/IA KauyecTsa.

30. Mepefsaya cBeAeHU cybbekTamn O06paLLeHUA J/IeKapCTBEHHbIX CPeACTB B CUCTEMY
MOHMWTOPUHIa OCYLLLECTBAAETCA Ha OCHOBe pa3paboTaHHbIX MHGOPMALMOHHbBIX 3/1EKTPOHHbIX CEPBUCOB
onepaTopomM CUCTEMbl MOHMTOPUHra C MCNO/b30BaHMEM CTaHAAPTHbIX MPOTOKOA0B M WHTepdelicos
3/1eKTPOHHOro B3aMMOAencTeus.

ABTOpU3auma cybbekToB obpalleHMs IeKapCTBEHHbIX CPeacTB - OpraHuW3auuii, NpusHaBaemblxX
Ha/soroBbIMM pesngeHTammn Poccuiickoit depepaumn, WHOMBUAYANbHbIX NpeanpuHUMaTenen wu
npeacTaBUTEIbCTB MHOCTPAHHBIX OpraHM3aumii Ha TeppuTopun Poccuiickolt ®eaepaumn, ABNAKOWMXCA
AepKaTenamMmn UAn BnagenblamMu  PerncTpauMoHHOIO yAO0CTOBEPEHMS, B CUCTEME MOHWUTOPUHIA
OCYLLECTB/IAETCA MOCPEeACTBOM MUCMO/1b30BaHUA KBaAMPULMPOBAHHOIO cepTudMKaTa.

ATopu3auma cybbekToB 06paLLEeHMA NEKAPCTBEHHbIX CPEACTB - OpraHM3auuin, NpPU3HaBaemblx
HanorosbiMM pesmaeHTamu Poccuiickon ®Pepepaumun, U MHAUMBMAYANbHbIX NpPeanpuHUMATENein B
CUCTEME MOHMUTOPMHIA MOMKET OCYLLEeCTBAATbCA MNOCPEeACTBOM  WMCMONb30BaHUA  deaepanbHO
rocyAapcTBeHHOM MHPOPMALMOHHOM cuctembl "EANHAA cuctema MAeHTUOMKAUNM U ayTeHTUDMKAUUM B
UHPpPacCTpyKType, obecneyunBatoLLemn MHPOPMALMOHHO-TEXHOIOTNYECKOE B3amMmogencTame
MHOOPMALMOHHBIX CUCTEM, UCMONb3YEMbBIX ANA NPEeAOCTaBAEHUA TOCYAAPCTBEHHbIX U MYyHULMNANbHbIX
YCAYT B 3/IEKTPOHHOM dopme".

(ab3au, BBeaeH MNoctaHoBneHMem MpaButensbctea PO ot 21.07.2020 N 1079)

ABTOpU3auMA CyObEKTOB 06palLeHMA NeKapCTBEHHbIX CPEeACTB - MHOCTPAHHbIX OpraHu3aumi,
ABNAOWMNXCA AeprKaTeNaMu Uan BNagenblaMy permcTpaumoHHOro yA0CTOBEPEHUS, He NMPU3HaBaeMbIX
Ha/I0roBbIMMK pe3ngeHTamum Poccuiickoi deaepaumm n He UMEIOLMX NPEeACTaBUTENLCTB Ha TEPPUTOPUN
Poccuiickolt depepaumn, B CUCTEME MOHUTOPUHIA OCYLLECTBAAETCA MNOCpeacTBOM WCMOJ/b30BaHUA
NPOCTOM 3N1EKTPOHHON NoANUCH.

31. CBefeHun, nepegaBaemble B CUCTEMY MOHUTOPWUHra, GOPMMPYIOTCA M NpPeacTaBAslOTCA B
bopme 3INEKTPOHHbLIX AOKYMEHTOB, MNOAMWUCAHHbLIX YCUNEHHON KBaAMPUULMPOBAHHON 3NEKTPOHHOM
NOAMMCLIO, 33 UCK/OYEHUEM C/ly4YaeB, NPeLyCMOTPEHHbIX ab3auammu BTOPbIM - LIECTbIM HACTOSLLEro
NyHKTa.

He noanucbiBatoTcA yCUAEHHOMN KBAIMPUUMPOBAHHOM 3/1EKTPOHHOM NOAMNUCHIO:

CBEAEHMA O PO3HWYHOI TOProB/ae NeKapCTBEHHbLIMKW MpenapaTamu, nepeaasaemble cybbekTamu
obpalleHnn NIeKapCTBEHHbIX CPeacTB B 3/IEKTPOHHOM ¢dopme B COCTaBe PUCKaNbHbIX AOKYMEHTOB B
COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccuiickoit depepaunm 0 NPUMEHEHMU KOHTPOJIbHO-KAacCoOBOM
TEXHWKMY;



CBEAEHMS O BblBOAe M3 060OpoTa /JIeKApCTBEHHbIX MPenapaTtoB, nepegaBaemble CybbeKTamu
06pallleHna NeKapCTBEHHbIX CPEeACTB B 3/1EKTPOHHOM ¢opmMe C MCNOoNb30BaHMEM pPEerMcTpaTopos
BbI6bITUA WU KOHTPO/IbHO-KAacCOBOM TEXHMKM (Npu OoTNycKe 6ecnaaTHO MM CO CKUAKOM NeKapCTBEHHbIX
npenapaTtos Mo peuenTy Ha eKapcTBEHHbIe Npenapartbl);

cBeAeHMs, nepegaBaemble CybbeKTamu 06palLeHUA NeKapCTBEHHbIX CPeACTB B 3/1E€KTPOHHOM
dopme € MCnoNb3oBaHMEM YCTPOMCTB perncrpaLmm smuccum;

cBeAeHUs, nepefasBaemble B COOTBETCTBMM C HacToAwMM [lonoKeHMem opraHusaumamm -
cybbeKkTamm 06palleHMA NeKapCTBEHHbIX CPEACTB, He ABAAIOLWMMMUCA OpraHn3auusamm, NpM3HaBaeMbiMn
HanorosbiMM pe3naeHTamm Poccuiickol degepaumu.

32. Nepepaya cBegeHUn B CUCTEMY MOHUTOPWMHIA OCYLLECTBAAETCA MOCPEACTBOM HanpasBaeHuA
daiinos B dopmate M B COOTBETCTBUM C MHCTPYKLMEN, ONUCbIBalOLWEN Npoueaypbl npeactaBaeHun
cBefeHUn cybbeKkTamm obpallleHUs NeKapCTBEHHbIX CPeAcTB, COracoBaHHbIMM € MUHUCTEPCTBOM
34paBooxpaHeHnn Poccuiickolt Pegepalmm U pasmeLleHHbIMU ONepaTopomM CUCTEMbI MOHUTOPUHTA B
MHPOPMALNMOHHO-TENEKOMMYHUKaLNOHHOM ceTh "UHTepHeT" Ha ero opuumanbHoOm calTe.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

[aToi npeacTaBneHun cCBEAEHUA B CUCTEMY MOHWTOPUHIA cyMTaeTcsa AaTta, 3adpuKcupoBaHHan B
KBUTaHUMM O Npueme ceBefeHui, popmupyemon npu mnx ycnewHom otpabotke n ¢ukcaumm B cucteme
MOHUTOPUHIa B GOpPMeE 3NEKTPOHHOFO AOKYMEHTA, 33 WCK/AIOYEHWEM NpeacTaBAeHUA CBEeAEHWA B
COOTBETCTBMM C MYHKTOM 44 HacTtoAwero [osoXKeHUs anTeyHOW opraHM3aumel, OCyLLEeCTBAAOLWEN
PO3HWYHYIO  TOProOBAKD  JIEKAPCTBEHHbIMM  MpenapaTaMu,  MApPKUPOBaAHHbIMKM  CPEeACTBAMM
naeHTUOMKaLMK, N OTMNYCK JIEKAaPCTBEHHbIX NPENApPaToB, MapKMPOBAHHbIX CPeaCcTBAaMU MAEHTUUKALMMY,
CO CKMOKOM MO peuenTy Ha /IeKapCTBEHHble npenapatbl, Cy6beKToM 06palleHMA NeKaPCTBEHHbIX
CpPeacTs, OCYWECTBAALWMM MeAUUMHCKYI0 AeATEeNbHOCTb WM BbiBOA, M3 000pOTa NEKAapPCTBEHHbIX
npenapaTtoB, MapKMPOBAHHbIX CPeACTBAMU UAEHTUOUKALUKN, NPU OKa3aHUU MeAMULIMHCKOM NOMOLM, a
TaKKe CyObeKToM 06palleHMA NeKapCTBEHHbIX CPEeACTB, OTMYCKAIOWMM NeKapCTBEHHble MpenapaTsl,
MapKMpPOBaHHbIe CPeacTBaMU nAeHTUGUKALMK, BecnnaTHO NO peuenTy Ha JIeKapCTBEHHbIe NpenaparThbl.
[aToli npeactaBNeHUs CBeAEHUIA B CUCTEMY MOHMTOPMHIA B YKA3aHHbIX CAy4asax cyMTaeTcs pgata
HanpaB/ieHMA CBEAEHWNN B CUCTEMY MOHUTOPUHIA YKAa3aHHbIMW CyObeKTaMM 06paLLLeHUA IeKapCTBEHHbIX
cpeacTs.

(8 pea. MoctaHoBneHus Mpasutensctea PP o1 02.11.2020 N 1779)

[o 1 despansa 2021 r. B cnyyae HenoayvyeHUs cybbeKTom obpalleHUA NeKapCTBEHHbIX CPeacTB
KBUTaHUMM O MpMemMe CBefeHMIA B COOTBETCTBUW C ab3alem BTOPbIM HACTOALLEro MNyHKTa Mpu
npeacTaBNeHUN CBEAEHUI B CUCTEMY MOHWUTOPMHIa B COOTBETCTBMM C ab3alem TpeTbrm nyHKTa 35,
nyHKktamm 37 - 38(1), 40, 41, 43, 44, 44(2) n 45 HacToswero MofoXKeHuA B TeyeHMe 15 MUHYT C MOMEHTa
npeacTaBneHna cybbeKkT obpalleHMA NeKapCTBEHHbIX CPeACTB BMpaBe OCYLLeCTBAATb AafbHeliwue
onepauuu C JieKapCTBeHHbIMKM MpenapaTaMmn, He O0XWAAACb MOAYYEeHUA KBUTAHUMM O npueme
cBeAeHui.

(ab3ay, BBeaeH MNocraHoBneHMem MpaButenbctea PO ot 02.11.2020 N 1779)

B OTHOLWEHMN NEKAPCTBEHHbIX NPenapaToB, CBEAEHUA O KOTOPbIX NPeACTaBNeHbl B COOTBETCTBUM C
yactamm 1 n 2 cratbm 52.1 PepepanbHoro 3akoHa "O6 obpalleHMM neKapCTBEHHbIX cpeacTs" B
denepanbHyo cnyxby no Hagsopy B coepe 3apaBooxpaHeHuns go 1 ¢espana 2021 r. uan Ha KoTopble
NoJiydeHbl paspelleHns Ha BBOA, B TPaXKAAHCKMIA 060POT MMMYHOBUONOTMYECKUX NEKAPCTBEHHbIX
npenapaTtoB, MNpPeAyCMOTPeHHble YacTblo 7 cratbM 52.1 ®PepepanvHoro 3akoHa "O6 obpaueHumn
NeKapcTBeHHbIx cpeacTs” Ao 1 ¢pespansa 2021 r., cybbekT obpalleHUs neKapCTBEHHbIX CpeacTB Bnpase
OCYLLECTBAATb [Jaj/ibHellne onepaumm C TaKMMKM JIEKAPCTBEHHbIMW MpenapatamuM B MNOPAAKE,
npeaycMoTpeHHOM ab3aLem TPeTbMM HACTOSLLEro NYHKTA, 40 UCTEYEHMA CPOKA UX TOAHOCTMU.

(ab3au, BBeaeH MNoctaHoBneHnem MpaButenbctea PO ot 28.01.2021 N 60)

MpeactaBneHve cBeAeHUI B CUCTEMY MOHWUTOPMHra Ccy6beKToM o6palleHus eKapCTBEHHbIX



cpeacts  NpW  OCYLLECTBAEHMM OMNepauuin C  NeKapCTBEHHbIM  MPENapaToOM  OCYLLEeCTBAAETCA
nocnenoBaTesibHO, 33 UCK/IIOYEHUEM C/y4aeB, NPeayCMOTPEHHbIX HacToAWwMM MonoxkeHnem. Mpu sTom
cBefeHuss o6 ouyepenHOM onepauMy C JIeKapCTBEHHbIM MpenapaTom nepeaarTcs nocne nosyyeHus
cybbekTamn obpalleHma NeKapCcTBEHHbIX CPeAcTB NoATBepXKAeHUA 06 ycnewHo obpaboTke cuctemomn
MOHWTOPUHIa CBEAEHMUI O NpeablayLLei onepaLlmm C 1eKapCTBEHHbIM NPEnapaToMm.

N3meHeHne d¢opmaTa B3ammoaeincTens MHOOPMALMOHHBIX cUCTeM CyObeKToB obpalleHus
JIeKAPCTBEHHbIX CPEACTB C CUCTEMOM MOHUTOPUHIA NPOU3BOAMTCA He Yalle 1 pasa B TedyeHue 180 aHeld,
33 MCKAIOYEHMEM HeobXoaMMOCTU W3MEeHeHMA Takoro d¢opmaTta B CAyvasx, MpPesyCMOTPEHHbIX
3aKoHoaaTenbcTBOM Poccuiickoit depepaumu.

(ab3au, BBeaeH MNocraHoBneHMem Mpasutenbctea PO ot 21.07.2020 N 1079)

33. Mpu onNMcaHMM NeKapPCTBEHHbIX NPENAapaToB BHECEHWE CBEAEHUI B MHDOPMALIMOHHbIN pecypc,
obecneynBalroLWMit yyeT n xpaHeHe AO0CTOBEPHbIX AaHHbIX O TOBapax MO COOTBETCTBYIOLLEN TOBAPHOM
HOMEHKNAType, U CUCTEMY MOHWUTOPWHIA OCYLLECTBAAETCA C/ledyrowumMn cybbekTamu obpalleHus
NeKapCTBEHHbIX CPeCTB:

B C/y4ae MNPOM3BOACTBA JIeKApCTBEHHbIX npenapatoB B Poccuitickoit  degepaumm -
NPOM3BOAUTENAMM NEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAWMMM 3aBeplieHne MPOn3BOACTBEHHOWM
cTaann GacoBKM (YNaKoBKM) NEKAPCTBEHHbIX MPenapaTos BO BTOPMUYHYIO (NOTPEBUTENbCKYIO) YNaKOBKY
NleKapcTBeHHOro npenapata (a nNpu ee OTCYTCTBMM - B MEPBUYHYHO YMNAKOBKY J1€KApPCTBEHHOMO
npenapara);

B C/ly4ae NPOU3BOACTBA JIEKAPCTBEHHbIX MpenapaToB 3a npeaenamu Tepputopum Poccuitckomn
depepaunn (B cnyyae MHOCTPAHHOrO MPOU3BOACTBA) - AepXaTenamum UAM  BAagenbLamu
PerncTpaunMoHHOro yaocToBepeHus u (Man) nx npeacTaBuTeNbCTBAaMM Ha Tepputopum Poccuickol
depepaum  UAM  YNOSIHOMOYEHHLIMU  NpPeaCTaBUTENAMM B YacTUM BHECEHWSA CBeAEHUM B
MHOOPMALMOHHbBIN pecypc, obecneynBaroLnit y4eT U XpaHeHWe AOCTOBEPHbIX AaHHbIX O TOBapax no
COOTBETCTBYIOLLEM TOBapHOM HOMEHKNAType.

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

MepeyeHb cBeAEHWIA, NPEACTABAAEMbIX MPU ONMUCAHUM NIEKAPCTBEHHbIX NPenapaToB cybbekTamum
obpalleHna NeKapcTBEHHbIX CPeAcTB B MHOOPMALMOHHDBIN pecypc, obecneymBatowmii y4eT U XpaHeHUe
OOCTOBEPHbIX JAaHHbIX O TOBapax MO COOTBETCTBYHOLLEW TOBAPHOM HOMEHKAAType, NpuvBeAEH B
npunoxeumn N 2.

CybbeKkTbl 06palleHMa NeKapCTBEHHbIX CPeACTB, yKasaHHble B ab3alax BTOPOM M TpeTbem
HaCTOALLEro NyHKTAa, PErMCTPUPYIOT IeKapCTBEHHbIE NpenapaTtbl B CUCTEME MOHUTOPMHIA Ha OCHOBaHWUM
3/1eKTPOHHOM 3aABKMN, coaepKallei:

rno6anbHbIN MAEHTUOUKALMOHHBIN HOMEpP TOProBOM eANHULLbI;

HOMEpP PErucTPaLMoOHHOrO YAOCTOBEPEHUA U AaTy PEerucTpauumn JIeKapcTBEHHOro npenapata B
rocyAapCTBeHHOM PeecTpe IeKapCTBEHHbIX CPeACTs.

O6paboTKa MONYYEHHbIX CBEOEHUA OCYLLeCTBAAETCA B aBTOMAaTMYECKOM peXume nyTem
dbopmHupoBaHMA 3anpoca Ha MOJiydeHME CBeLEHWM O NeKapCcTBEHHOM npenapate W3  eAuHOW
rocyAapcTBeHHOM WHPOPMAUMOHHOM cucTembl B cdepe 34paBoOOXpPaHEHMS U UMHPOPMALMOHHOIO
pecypca, obecneynBaloLLEro y4yeT U XpaHeHMe OOCTOBEPHbIX AaHHbIX O TOBAapax MO COOTBETCTBYHOLLEN
TOBAPHOW HOMEHKNATYpE.

34. CBepeHusA, npeacTaBnsemble cybbekTamm obpalleHus NIeKapcTBEHHbIX CPeacTB B CUMCTEMY
MOHUTOPWHIa NP BBOAE B 060OPOT NEKAPCTBEHHbIX MPENAPATOB, NPUBEAEHbI B NpuaoxKeHun N 3.

CBegeHus, npeacTaB/isemMble CybbeKTamu 0bpaleHus NeKapCTBEHHbIX CPeACTB B CUCTEMY
MOHMUTOPUHra Npu BbiIBOAE M3 060POTa NEKAPCTBEHHbIX NpenapaTos, NpuBeaeHbl B NpuaoxeHun N 4.,



35. B pamkax BBOoga B 06OPOT NEKAPCTBEHHbLIX MPEenapaTtoB Ha TeppuTopuu Poccuiickoit
degepaunn, npousBefeHHbIX Ha TeppuTopuu Poccuitickoih dPepepaumu, cybbekT obpalieHun
NeKapCcTBEHHbIX CPeACTB, OcywecTeasowmiA $acoBKy (YNakoBKy) fieKapCTBEHHOro npenapata BO
BTOPUYHYIO (NOTPeBbUTENbCKYIO) YNaKoBKY (B C/lyyae ee OTCYTCTBMA - B MEPBUMYHYIO YNaKOBKY), A0
npeactaBNeHUA CBEAEHWA O AanbHEWWMX onepaumax C TaKMMWU IeKapCTBEHHbIMM Mpenapatamu
npeactaBnsieT B CUCTEMY MOHMTOPUHra C WCMO/b30BaHMEM YCTPOMCTBA pPeructpauum smmccum
cBeAeHus, NpeaycMoTpeHHble NyHKTOM 1 npunoskeHna N 3 K HacToAwemy MonoxeHuto.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

Mpu ocywecTeneHnn otbopa 06pa3LOB IEKAPCTBEHHOIO NpenapaTa B paMKax KOHTPOA KayecTsa
Npou3BeLEeHHOrO /IeKAPCTBEHHOrO Mpenapata CybobeKkT o06palleHns NeKapCTBEHHbIX CPesacTs,
OCYLLECTBAAILWNIN 0TOOP 06pa3LLOB NEKAPCTBEHHOrO NpenapaTa, NpeacTaBAseT B CUCTEMY MOHUTOPUHIA
cBegeHua, NpeayCMoTPeHHbIe NYHKTOM 1 npunoxeHusa N 4 K Hactoawemy MonoxeHuto.

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

CybbekT obpalleHna NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMIA NPOU3BOACTBEHHYIO CTaamto
BbINYCKAIOLLEr0 KOHTPO/IA KAayecTBa JIEKAPCTBEHHbIX MpenapaTos, B TevyeHue 5 pabounx gHeit c gathbl
3aBepLlIeHMA MNPOU3BOACTBEHHOW CTaAMM BbIMYCKAOLWErO KOHTPO/A KayectBa W NpencTaBieHuA
OOKYMEHTOB W CBeAeHMMN, NpeaycMoOTpPeHHbIXx 4YacTbto 1 cTtatbm 52.1 ®PepepanpHoro 3akoHa "0O6
obpalleHnn nekapcTBeHHbIx cpeacts”, B PegepanbHyto cnyxk6y no Hag3opy B chepe 34paBOOXpaHEHUA
WNM NONYYEHUs paspelleHns, NpeaycMOTPEeHHOro Yactbio 7 cTatbM 52.1 depepanbHOro 3akoHa "06
06paLeHnn NeKapCTBEHHbIX cpeacTB” (B cnyyae NponsBoACTBa UMMYHOBMONOIMMYECKUX NEKAPCTBEHHbIX
npenapaTtos), A0 NpPeACTaBNAeHUA CBEAEHUI O AafibHEMLWNX Onepaumsax ¢ BBOAMMbIMU B FPayKAaHCKMUM
060pOoT NleKapCTBEHHbIMM  NpenapatamyM  MNpeacTaBAAeT B CUCTEMY MOHWUTOPUHIa CBeAEeHuA,
npeaycMoTpeHHble NYHKTOM 2 npunoxenua N 3 K HacToawemy NonoxeHuio.

(8 pea. MoctaHoBneHuUA Mpasutenbctea PP ot 21.07.2020 N 1079)

36. B pamkax BBoga B 00OPOT /IeKAPCTBEHHbIX MpPenapaTtoB Ha Tepputopun Poccuitckoi
depepaunn, npousBedeHHbIX 33 npeaenamu Tepputopumn  Poccuiickon  Pepepaumun, cybbekT
06paLeHna NeKapCcTBEHHbIX CPeACTB, ABNAIOLMNACA AepKaTenem Uan BRagesblem perncTpaLMoHHOro
YAOCTOBEPEHUA, UAU MNPEACTaBUTENbCTBO MHOCTPAHHOM OpraHuM3aumun Ha Tepputopumn Poccuitckoi
depepaunn, ABNAIOWENCA AeprKaTeNeM WAW BNAAE/bLEM PEerucTpaLMoOHHOrO YAOCTOBEPEHUA, MpU
3aBepLeHMM NPOU3BOACTBEHHOM CTaAMMN YNAKOBKK (B CNy4ae OTCYTCTBMA BTOPMYHOM YNAKOBKM - CTaanmn
$acoBKKM) NlEeKapCTBEHHbIX MpenapaToB MAM MAPKUPOBKM YMAKOBOK J/IEKAPCTBEHHbIX MpenapaTos
cpeacTBamMu MAeHTUOUKaALUMM Ha TaMOXKEHHOM CKae B COOTBETCTBMM C ab3auem BTOPbIM MyHKTa 4
HacToAwero [lonoxeHua A0 nNpPeAcTaBAeHUAa CBEeAEHWA O JasbHEeNWuX onepaumax C TaKUmM
JIeKapCTBEHHbIMM MpenapaTaMn NPeacTaBanatoT B CUCTEMY MOHUTOPUHIA C UCMO/Ib30BaHMEM YCTPOICTBA
perucTpauum smMmMccumn ceeaeHusn, npeaycMoTPeHHble NMyHKTOM 3 npuaoxeHuna N 3 K HacToswemy
NonoxeHuto.

(8 pea. MoctaHoBNeHwuit MpaButensbctea PO ot 30.08.2019 N 1118, ot 21.07.2020 N 1079)

Mpu MapKMPOBKE YMaKOBOK JIEKAapCTBEHHbIX MpenapaToB cpeacTBaMn MAeHTUUKAUUKM Ha
TaMOKEHHOM CK/lage B COOTBETCTBMM C ab3auem BTOpPbIM MyHKTa 4 HacToswero MonosKeHua cybbekT
obpallleHnn NeKapCTBEHHbIX CPeACTB, ABAAOWMNACA AeprKaTenemM 1AM Bnagenblem perncTpalmMoHHOro
YOOCTOBEPEHUS, UAM NPeacTaBUTENbCTBO MHOCTPAHHOM OpraHM3auMm Ha Tepputopum Poccuiickoin
depepaunn, ABASOWENCS AepraTenem WAW BNageNbLeM PerncTpaumoHHOro yAoCTOBEpPeHUsn, Ao
npeacTaBAeHUs CBeAEHUN, NpeayCMOTPEHHbIX ab3auem nepBbiM HAcTOALWEro NyHKTa, NPeacTaBAsaoT B
CUCTEMY MOHUTOPUHra CBEeAEHMA, NpesycMOTpeHHble nNyHKTom 3(1) npuaoxkeHua N 3 K Hactosiwemy
MonoxeHuto.

(ab3au, BBeaeH MNocraHoBneHMem MpaButenbctea PO ot 21.07.2020 N 1079)

37. TMpu BBO3e NeEKapCTBEHHbIX MpenapatoB B Poccuitckylo dPegepaumio  gonycKaertca
npeacrasneHue CBEAEHMI B CUCTEMY MOHUTOPUHra cybbekTom obpalleHus NeKapcTBEHHbIX CPeACTs,
OCYLLECTBAAIOWMM OTIPY3KY /IeKapCcTBEHHbIX NpenapaTtos B Poccuiickytio degepaumio (aanee - npamoit
NopsAOK NpeacTaBNeHMsA CBeAEeHW NPy  BBO3E JIeKAapCTBEHHbIX MpenapatoB B Poccuitckyto



degepaumio), uAM cybbeKTom 06palLeHNA IeKapCTBEHHbIX CPeacTB, OCYLLECTBAAIOWMM BBO3
NeKapcTBeHHbIX npenapaToB B Poccuiickytio ®eaepaunto (ganee - ob6paTHbIl NOPAAOK NpeacTaBAeHUS
cBeAeHMIN NPy BBO3E IeKapCTBEHHbIX NpenapaTtos B Poccuiickyio ®eaepaumio), 3a UCKNOYEHWEM ClyYan
MapKMPOBKM YNAKOBOK JIEKAPCTBEHHbIX MPenapaTtoB cpeacTBamn MAEHTUOUKALMM Ha TaMOMKEHHOM
CKNaje B COOTBETCTBMM C ab3alem BTOPbIM NyHKTa 4 HacToAwero MoaoXKeHusA.

PeweHne o BbibOpe npamoro nopagxa npeactaBNeHUA CBEAEHWI NpPW BBO3e /JIeKAaPCTBEHHbIX
npenapaTtos B Poccuitckyto ®eaepaumio nmbo 06paTHOro nopagKa NpeacTtasaeHua ceeaeHuii Npy BBo3e
NleKapcTBeHHbIX MpenapatoB B Poccuiickyto depepauuio nNpuHMMaeTca cybbekTamu obpalieHus
NleKapCTBEHHbIX CPeACTB, NPeACTaBAAOWMMU TaKMe CBEAEHUS, CAMOCTOATE/IbHO.

B cnyyae BblbOpa NpAMOro nopsaaka npeacTaBAeHUA CBEAEHMI NPU BBO3E NEKAPCTBEHHbIX
npenapatoB B Poccuitickyto Pepepaumto cybbekT obpalleHna NeKapCcTBEHHbIX CPeACTB, ABAAIOLWMIACA
aepXatenem WAM  BAaAeNbUEM  PErucTpauMOHHOrO  YAOCTOBEPEHWMA, WAUM  NPeACTaBUTENbCTBO
WMHOCTPaHHOM OpraHusauumn Ha TeppuTopum Poccuiickolt ®epepaumun, ABAAOWENCA AepKaTenem Wam
BNAfENbLEM PErncTpaLMoHHOro yaocToBepeHusa, B TedeHue 45 paboumx AHel € [atbl OTFPY3KM
JIeKapCTBEHHbIX npenapaToB B Poccuiickyto ®eaepaunio A0 AOCTaBKU IEKAPCTBEHHbIX NMpenapaToB B
MecTO NpubbITUA Ha TeppuTopumn Poccuiickoit Pepepaummn U npeactaBaeHUa CBEAEHUA O Aa/ibHENLINX
onepaumsax C TaKMMKM JIEKAPCTBEHHbIMW MpenapaTaMy MNpeacTaBAsAioT B CUCTEMY MOHUTOPMHIA
cBeAeHus, NpeaycMoTpeHHble NyHKToM 4 npuaoxeHua N 3 K HacToawemy MNonoxKeHuto.

Mpu 3TOM Cyb6beKT 06palleHMs NeKapcTBEHHbIX CPEACTB, OCYLLECTBAAIOLWMIA BBO3 /I€KaPCTBEHHbIX
npenapatos B Poccuiickyto Pegepaumio, B TeueHne 5 pabounx gHel ¢ AaTbl 4OCTaBKM IeKAaPCTBEHHbIX
npenapaTtoB B MecTO NpubbITUA Ha TeppuTopumn Poccuidckolt depepaumm M peructTpauum B cucteme
MOHUTOPUHIa CBEAEHUI 06 OTrpy3Kke NeKapCTBEHHbIX NpenapaToB B Poccuiickyio degepaunto no
npeacTaBNeHnas CBEAEHWA O JaNbHeWWWX onepaumax C TaKMMW JIeKAPCTBEHHbIMM MpenapaTtamu
NnoATBEpPKOAeT [OCTOBEPHOCTb CBEAEHWI, COAEepMKalMXca B CUCTEME MOHWTOPWHra, nyTem
npeacTaBNeHnsa CBEAEHUIN B CUCTEMY MOHUTOPWHIA, NPeAyCMOTPEHHbIX MYHKTOM 7 npunoxenus N 3 K
HacToAawwemy MonoxKeHuto.

B cnyyae Bbibopa obpaTHOro nopsaaka NpeacTaBNeHMsA CBEAEHUI MpPU BBO3E JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyio ®depepaumio  cybbeKT obpalleHMs  eKapCTBEHHbIX  CPeacTs,
OCYLLECTBAAIOWMIA BBO3 NEKAPCTBEHHbIX NpenapaTtos B Poccuiickyto Peaepaumio, B TedeHne 5 paboumx
AHel c AaTbl A0CTaBKM NI€KAPCTBEHHbIX MPenapaTtoB B MeCTo NpubbITUA Ha Tepputopumn Poccuitckoi
degepaumn MAM  AaTbl 3aBeplleHMS arperMpoBaHus (B CAydYae OCYLLEeCTBAEHMS arpermposaHus
NleKapcTBEHHbIX MpenapaTtoB Nocne WX AO0CTaBKM B MecTo NpubbiTMa Ha Tepputopumn Poccuitckol
degepaumnn) Ao npeactaBAeHMA CBEAEHWUIA O NPUHATUN PELUEHNA TaMOMKEHHbIMM OpraHamu O BbiMycKe
NleKapcTBEHHbIX NpenapaToB ANA BHYTPeHHero notpebneHus npeacTtaBafer B CMCTEMY MOHUTOPMHIa
cBeAeHus, NPeayCMOTPEHHble NYHKTOM 5 npunoxkeHna N 3 K HacToAwemy MonoxeHutio.

Mpn 3Tom cy6beKkT o06palleHNAa eKapCTBEHHbIX CPeacTB, ABAAIOWMIACA AepsKaTenem uau
BN1age/bLleM PEervcTpaLMoHHOro yA0CTOBEPEHUA, UAWN NPEeACTaBUTEIbCTBO MHOCTPAHHOW OpraHusauum
Ha TeppuTopun Poccuitickoit  dPepepauuu, sABAAIOWENCA  gepaTesleM  WAM  BNAAE/bLEM
PEerncTpaunoHHOIO yA0CTOBEPEHUA, B TeyeHMe 5 pabouux AHer C [aTbl PerucTpauunm B cucteme
MOHUTOPUHIA CBEAEHMI O BBO3€ JIeKAapPCTBEHHbIX MpenapatoB B Poccuitickyto ®depepaunio po
npeacTaBNeHna CBEAEHWA O JaNbHeWWWX onepaumax C TaKMMW JIeKApCTBEHHbIMM MpenapaTtamu
NOATBEPKAAOT [OOCTOBEPHOCTb CBEAEHMI, COAEPIKALLMXCA B CUCTEME MOHMTOPUHra, MyTem
npeacTaBNeHnsa CBEAEHUIN B CUCTEMY MOHUTOPWHIA, NPeAyCMOTPEHHbIX MYHKTOM 7 npunoxenus N 3 K
HacToAawemy MonoKeHuIo.

o 1 wiona 2021 r. noaTBep}KAEeHMEe AOCTOBEPHOCTU CBEAEHMI, NPeACTaBAAeMblX B cUcTemy
MOHMTOPUHIa MpPU BBO3e JIeKApPCTBEHHbIX nNpenapatoB B Poccuitickylo ®deaepaumio, Bnpase
OCYWEeCTBNATb CY6beKT o06palleHMa NeKapCTBEHHbIX CPeACTB, ABAAOWMNACA AepKaTenem Wau
BAaAeNbLeM PerncTpaLnoHHOro yA0CTOBEPEHNA, UAN NPeACTaBUTEIbCTBOM MHOCTPAHHOM OpraHn3aumnm
Ha TeppuTopun Poccuitickoit  dPegepauumun, sABAslOWENCA  AepXaTeseM  WAM  Bnafesblem



PerucTpaLmoHHOro yA0CTOBEPEHNA, B COOTBETCTBMM C ab3alem LIEeCTbIM HACTOALLEro MNyHKTa WM
onepaTtop CUCTEMbl MOHMTOPUHra NyTeM MNPOBEPKM HaAMYMA B  CUCTEME  MOHMTOPUHra
3aperncTpupoBaHHoro naeHTuduKkaTopa cybbekta obpalleHUa NeKapcTBEHHbIX CPeacTB, ABAAIOLLErocs
AepXatenem UWAM  BRafenblLemM  PerncTpauyoHHOro  YAOCTOBEPeHMA, WAM  MNpeacTaBuUTeNbCTBa
WMHOCTPaHHOM opraHusauumn Ha TeppuTopun Poccuiickoit deaepaumu, AaBAAOWENCA AepKaTenem Uam
BNafeNbleM PerncTpaLMoHHOro yA0CTOBEPEHUS, a TaKKe 3aperncTpMpoBaHHOro Koaa naeHTuduKkaumm
UAN Kofda waeHTUOUKaUMM TPeTUYHOM (TPaHCNOPTHOM) YNakKoBKM J/ieKapCTBEHHOro npenaparta, B
KOTOPOI HaxoAMTCA 3TOT JieKapCTBEHHbIM npenapar (B cayyae nepeaayn TPETUYHOM (TpaHCMOPTHOWM)
YyNaKOBKW SIeKapCTBEHHOrO npenapara uenmkom). Mo pesynbratam Takoi NPOBEpPKM onepaTop CUCTEMBI
MOHWUTOPUHIA C WCMONb30BaHMEM (YHKLMOHANA CUCTEMbI MOHUTOPWUHra OTMNPaBAseT CcybbekTy
0bpalleHna NeKapCcTBEHHbIX CPeacTB, paHee ocyLecTBMBLIEMY NpeacTaBAeHNe B CUCTEMY MOHUTOPUHIA
cBeJeHUit 0 Npeaplaylwein onepauum C NeKapcTBeHHbIM NpenapaTtom, yBegomMieHue o npeacraBaeHnn
CcBeJeHWUi B COOTBETCTBUM C ab3auem NATbIM HacTOALLEro NyHKTa C yKazaHWeM cBeAeHU, NPOBEPEHHbIX
onepaTopoM CUCTEMbI MOHUTOPUHTA.

(ab3ay, BBeaeH MNocraHoBneHMem Mpasutenbctea PO ot 02.11.2020 N 1779)

MpyM MapKMPOBKE YMAKOBOK JIEKAapPCTBEHHbIX NpPenapaToB CpeacTBaMWU WAEHTUOUKALMM Ha
TaMOXEHHOM CKNaZe B COOTBETCTBMM C ab3auem BTOPbIM NYHKTA 4 HacToswero MonoKeHuna cybbekT
ob6palleHna NekapcTBEHHbIX CPeACTB, ABAAOWMIACA AepiKaTenem UM Bnagenblem permcTpalMoHHOro
YAOCTOBEPEHUA, UAM MPEACTaBMTENbCTBO MHOCTPAHHOW OpraHuM3auMM Ha Tepputopumn Poccuitckol
degepaumnn, ABAAIOWENCA AepXkaTeNeM MW BAafdeNbLem PerncTpaumMoHHOro YAOCTOBEPeHun, B
TeyeHne 5 paboumx AHeil C AaTbl 3aBEPLUEHUA MAPKMPOBKWM YMAaKOBOK /JIEKAPCTBEHHbIX NpenapaTos
cpeacTBaMu MAEHTUGUKALMM Ha TaMOXKEHHOM CKaade A0 NpeacTaBiAeHMA CBeAeHWM O AanbHenwux
onepauMsax C TakKMMKW NEKapCTBEHHbIMW nNpenapaTamu MPeACTaBAAIT B CUCTEMY MOHUTOPMHra
cBeAeHus, NpeayCMOTPeHHble NYHKTOM 4 npunoxkeHna N 3 K HacToAwemy MonoxeHutio.

Mpu aTom cybbeKT obpalleHns NeKapCTBEHHbIX CPeAcTB, OCYLLECTBUBLLMA BBO3 JIEKAPCTBEHHbIX
npenapatoB B Poccuinckyto Pepepaumio, B TeyeHme 5 pabounx gHel c gatbl perucrpaumm B cucteme
MOHUTOPWUHIA CBEAEHMW, NPeayCMOTPeHHbIX ab3auem BOCbMbIM — HacTOAWEro MyHKTa, Ao
npeacTaBNeHUs CBEAEHWA O JajibHeMWuX onepaumsax C TaKMMW JIeKapCTBEHHbIMKW MpenapaTamu
noATBepPXKAaeT [OCTOBEPHOCTb CBEAEHWN, CcOAeprKallMxcA B CUCTEME MOHMTOPWHra, nyTem
npeacTaBAeHUs CBeAEHUN B CUCTEMY MOHUTOPUHTA, NPEeAYyCMOTPEHHbIX MYHKTOM 7 npuaoxKeHua N 3 K
HacToAwwemy MonoxeHuto.

(8 pea. MoctaHoBneHun Mpasutenbctea PP o1 02.11.2020 N 1779)

Do 1 wmwona 2021 r. Nnpy MapKMPOBKe YMNAKOBOK JIEKAPCTBEHHbIX MNpenapaTtos cpeacTBammu
NOEHTUOMKALUMN Ha TAMOMKEHHOM CKNade B COOTBETCTBMM C ab3auem BTOPbIM MyHKTa 4 HacToALWEero
MonoKeHus npeacraBieHne B CUCTEMY MOHUTOPUHIA CBEAEHUN B COOTBETCTBUM C ab3aLem BOCbMbIM
HacTOAWEro MyHKTa BMpaBe OCYLWeCTBAATb CyObeKT obpalweHna IeKapCTBEHHbIX CPeacTs,
OCYLLECTBMBLLMI BBO3 JIEKAaPCTBEHHbIX NpenapaToB B Poccuitickyio Pegepaunio, U noaTsepaeHUE UX
OO0CTOBEPHOCTU BMpaBe OCYLLECTBAATb ONepaTop CUCTEMbI MOHUTOPMHIA NyTeM MPOBEPKU HAMuMA B
CUCTEME MOHUTOPUHIa 3aperncTpMpoBaHHOro MaeHTMdMKaTopa cybbekTa obpalleHUs NekapcTBEHHbIX
CpeacTs, AB/AIOLLIEroca AepyKaTesiem WAW BAALEeNbLEM PEerncTpaumoHHOro yA0CTOBEPEHUs, WU
npeAcTaBUTENbCTBA MHOCTPAHHOM OpraHM3aumMm Ha TeppuTopun Poccuiickolt Pepepaumm, ABnatoLLeiics
AepKaTenem UAM BRAJeNbLEM PErucTpauMOHHOrO YAOCTOBEPEHUA, @ TAKMKE 3aperncTpupoBaHHOro
Koda MAeHTUOMKauMM WA Koda WMAEeHTUOUKALMKM  TPETMYHOM  (TPaHCMOPTHOM)  YMNaKOBKM
NIeKapCTBEHHOrO NpenapaTa, B KOTOPON HAXOAMUTCA STOT JIEKapCTBEHHbIM NpenapaT (B ciyydae nepegayn
TPETMYHOM (TPAHCMOPTHOM) YNaKOBKM JIEKAPCTBEHHOrO npenapata uenankom). Mo pesynbraTtam Takown
NPOBEPKMN OnepaTop CUCTEMbl MOHUTOPUHIA C UCMNO/Ib30BaHMEM OYHKLMOHANA CUCTEMbI MOHUTOPUHTA
oTnpasnseT cybbekTy obpallleHnsa NeKapCTBEHHbIX CPEACTB, PaHee OCYLLEeCTBMBLUEMY NpeacTaBieHME B
CUCTEMY MOHWUTOPWUHIA CBEAEHWM O npeablaylieli onepaumMm C JIeKapCTBEHHbIM MpenapaTom,
yBEAOMNEHNE O MpPeACTaBleHUM CBEOEHWM C YKa3aHWEM CBEeAEHWI, MPOBEPEHHbIX OMepaTopom
CUCTEMbI MOHUTOPMHrA.

(ab3au, BBeaeH MNocrtaHoBneHMem MpaButennbctea PO ot 02.11.2020 N 1779)



MonoxeHuna ab3aueB ceabmMOro M AECATOrO HACTOALLEro MyHKTa He pPacnpoCTPaHATCA Ha
IeKapCcTBeHHbIE MpenapaTbl, NpegHasHayeHHble Aaa obecnedeHna auy, 60AbHbIX remodunmeit,
MYKOBUCLMA030M, rmnodum3sapHbIM HaHU3MOM, 60ne3HbIo lowe, 3/10KQ4eCTBEHHbIMM
HoBoOOpa3oBaHUAMU NMUMPOUAHON, KPOBETBOPHOM WU pPOACTBEHHbIX WM TKaHeRn, paccesHHbIM
CK/IEPO30M, TEMOUTUKO-YPEMUYECKMM CUHOPOMOM, IHOHOLIECKMM ApPTPUTOM C CUCTEMHBIM Hayanom,
myKononucaxapuaosom |, Il n VI TMnos, annactMyecko aHemmein HeyTOYHEHHOM, Hac/leACTBEHHbIM
nepuumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayspa), Auuy nocne
TpaHCcN/aHTaUMM OPraHoB U (U1K) TKaHeN.

(ab3au, BBeaeH MNoctaHoBneHMem MpaButenbctsa PO ot 02.11.2020 N 1779)

MpY coBepLUEHNM TaMOXKEHHbIX OMepauuin NP TaMOMKEHHOM AEKNAPUPOBAHMU U MOMELLEHUN
NleKapCTBEHHbIX NPenapaToB MoA TaMOMKEHHYI Mpoueaypy BbiMycKa AAs8 BHYTpeHHero notpebneHus
TaMOMKEHHbIV OpraH:

3anpalnBaeT B CUCTEME MOHWUTOPUMHIA CBEAEHUS O Kode waeHTUdOMKauMm uan Koge
MAEHTUOMKALMN TPeTUYHOM (TPaAHCMOPTHOM) YNAaKOBKM JIeKapCTBEHHOro npenapata, B KOTOPOM
HaXxoAMTCA TaKOW NieKapCTBEHHbIM npenapaT (B c/iyyae BBO3a TPETMYHOM (TPAHCMOPTHOM) YMaKOBKM
NleKapcTBEHHOro npenapaTta LUe/MKOM), ANA OCYLLEeCTBJAEHUA CBEPKM C AAHHbIMW, YKa3aHHbIMK B
TaMOXEeHHOM AeKNapauun Ha IeKapCTBEHHbIN npenapart;

8o 1 despana 2021 r. B cnyyae HenocTynneHna B EAMHYI0 aBTOMATM3MpPOBAHHYO CUCTEMY
TaMOXEHHbIX OPraHoOB 3anpallnMBaemMblX B CUCTEME MOHUTOPUHIa CBedeHWin 0 Kode naeHTUudMKaumm
UAM Kode wAeHTMOMKAUMM TPEeTUYHOM (TPaHCMOPTHOM) YMaKOBKM NEeKapCTBEHHOro npenapara, B
KOTOPOM HaxoguTcAa TaKoW NEeKapCTBEHHbIM npenapaTt (B c/lyyae BBO3a TPETMYHOM (TPaHCMOPTHOM)
YMNaKOBKM JIEKAPCTBEHHOrO NpenapaTa Le/MKoM), B TeyeHne 2 4acoB paboyero BpeMeHM TaMOKEHHOTO
opraHa C MOMEHTa HanpaB/ieHWA COOTBETCTBYIOLLErO 3amnpoca, CBepKa C AaHHbIMM, YKa3aHHbIMK B
TaMOXEHHOW AeKnapaLmmn Ha 1IeKapCcTBEHHbIM NpenapaT, He NPou3BoAUTCA. MPU 3TOM OTCYTCTBUE TAKOM
CBEPKN He fBAAETCS MpPensaTcTBMEM AO/1A BbIMYCKA AN BHYTPEHHEro notpebneHus NeKkapcTBeHHbIX
npenaparos;

(ab3au, BBeaeH MNocraHoBneHMem Mpasutenbctea PO ot 02.11.2020 N 1779)

nepegaetr B CUCTEMY MOHUTOPUHIA QAOdaHHblE O BbiNyCKe AON1A BHYTPEHHEro I'IOTpEﬁJ'IeHVIﬂ
NeKapCTBEHHbIX NMPenapaTos.

MpM BHECEHMM U3MEHEHW B CBEAEHMUA, YKa3aHHble B TaMOXEHHOW JeKnapauuu Ha
NleKapcTBEHHbIN NpenapaTt, B TeyeHne 5 pabounx gHel nociae BHECEHUA U3MEHEHWI B TaMOMKEHHYIo
AeKNapauumio Ha /IeKapcTBEHHbIN MpenapaT TaMOXEHHbI opraH nepegaer B CUCTEMY MOHWUTOPUHra
CKOPPEKTMPOBaHHbIE AaHHbIE O IeKapCTBEHHOM npenapare.

Mpu nepepaye npaB COHBCTBEHHOCTM B 30HE TAMOMKEHHOTO KOHTPOAS Ha JIEKAPCTBEHHblE
npenapatbl, MOMELLEHHbIE MOJ TAMOMKEHHYI0 NPoLeaypy TaMOMKEHHOro CKaaga, cybbekT obpalyeHus
NeKapCTBEHHbIX CPeACTB, OCYWECTBAAIOWMIA BBO3 JIEKAPCTBEHHbIX NpenapatoB B Poccuiickyto
denepaumio, B TeyeHue 5 paboumx aOHel c paTbl 0POPMIEHWMA COOTBETCTBYIOWMX AOKYMEHTOB O
nepesaye npaBa COBCTBEHHOCTM Ha /NEKApCTBEHHble MpenapaTtbl 40 NpeacTaBNeHUsA CBEAEHUI O
JaNbHENNX onepaumax C JIeKapcTBEHHbIMM MpenapaTtaMmu MpeacTaBaseT B CUCTEMY MOHWUTOPUHTA
CBeAEeHMsA, NPeayCMOTPEHHbIE NYHKTOM 6 npunoxkeHna N 3 K HacTosAwemy MonoxkeHuto.

Mpu 3ToM cy6beKT o6palleHns NeKapCTBEHHbIX CPeaCTB, KOTOPOMY OCyLLeCTB/IeHa nepeaaya npas
COBCTBEHHOCTM Ha NEKapCTBEHHbIA npenapaT, MOMELLEHHbI MNoA TaMOMKEHHY npoueaypy
TaMOXEHHOTO CKNaaa, B TedeHme 5 paboumx aHen ¢ AaTtbl 0pOPMNEHMA COOTBETCTBYIOLLMX AOKYMEHTOB
0 nepefadye npaBa COBGCTBEHHOCTM Ha /EKAPCTBEHHbIM npenapaT W pernucTpaumm B cUCTEME
MOHUTOPUHra CBeAeHWI O nepefaHHbIX JIeKapCTBEHHbIX NpenapaTtax A0 NpeACTaBiAeHUs CBeAeHWin o
AanbHENINX onepaumax C NeKapCTBEHHbIMKU NpenapaTamu NoATBEpP)KAaeT AOCTOBEPHOCTb CBEAEHWN,
cogepKalumMxca B CUCTEME MOHWUTOPWMHIA, O MPUHUMAEMbIX JIEKapPCTBEHHbIX Mpenapartax nyTem
npeacTaB/NeHnsa CBEAEHUIN B CUCTEMY MOHUTOPWHIA, NPeayCMOTPEHHbIX MYHKTOM 7 npuaoxenusa N 3 K



HacToALwemy [MonoXKeHuo.

Mpu nepemeleHNN NeKapCTBEHHbIX MNPenapaToB MeXKAy 30HAMW TaMOXKEHHOIO KOHTPOASA,
OCYLLLECTB/IAEMOM Moc/ae NpubbITUA NEeKAPCTBEHHbIX MpPenapaToB B MECTO AO0CTaBKW, onpeneneHHoe
cybbeKkToM 06 paLLeHNA NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAOWMM BBO3 IeKAapPCTBEHHbIX NPenapaTos B
Poccuiickyto Pepepaumio, B MeXAYHAPOAHbIX TOBAPHO-TPAHCMOPTHLIX AOKYMEHTaX, CybObekT
obpalleHns NeKapCTBEHHbIX CPeACTB, OCYLWECTBAAKOWMA BBO3 JIEKAPCTBEHHbIX MNpenapaTtoB B
Poccuiickyto Pegepaunto, unm cybbekT obpalleHna IeKapCTBEHHbIX CPEeACTB, KOTOPOMY OCYLLECTB/AEHa
nepefaya npaB COOBCTBEHHOCTM Ha JIEKAPCTBEHHbIM MpenapaT, MOMELLEHHbIA Mog4 TaMOXKEeHHYH
npoueaypy TaMOMKEHHOrO CKnaga, B TeyeHWe 5 paboumx gHel c [aTtbl TaKOro nepemelleHus no
npeacTaBAeHUs CBEAEHUIM O Aa/bHENLIMX Onepaumnsax C eKapCTBEHHbIM MpenapaTtom npeacTaBaseT B
CUCTEMY MOHWUTOPUHIA CBEAEHUA, NPeAYyCMOTPEHHbIE MyHKTOM 8 npuaoxeHua N 3 K HacToAwemy
MonoxeHuto.

CybbeKkT obpalleHUs IeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWMA BBO3  JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyto Pegepaumto, nam cybbekT obpalleHns NeKapCcTBEHHbIX CPEACTB, KOTOPOMY
ocyllecTB/ieHa nepegadva npaB COOCTBEHHOCTM Ha NeKapCTBEHHble Npenapatbl, NOMeLWeHHble noa
TAaMOXXEHHYI0 NpoLeaypy TAMOXKEHHOro CKNaaa, B TeyeHne 5 pabounx AHen ¢ AaTbl pelleHns O BbinycKe
JNIEKAPCTBEHHbIX NpenapaToB A/1A BHYTPEHHEro notpebaeHms, NPUHATOIO0 TaMOXKEHHbIMW OpraHamm, A0
npeacTaBieHMA CBEAEHUM O Aa/ibHEMLWMX ONepaLmax C 1eKapPCTBEHHbIMM NpenapaTaMun NpeacTaBasneT B
CUCTEMY MOHMUTOPUHIa CBEAEHMSA, NPeayCMOTPEHHble NMyHKTOM 9 npunoxeHma N 3 K Hactoswemy
[MonoxeHwuto.

Mpu nepemelleHMN NEKAPCTBEHHbLIX MPENApPaTOB W3 30Hbl TAMOXEHHOro KOHTPOANA CybbeKkT
06paleHna NeKapCTBEHHbIX CPEeACTB, OCYLECTBAAIOWMA BBO3 JIEKAPCTBEHHbIX Mpenapatos B
Poccuiickyto ®enepaumio, nam cybbekT obpalleHma NekapcTBEHHbIX CPeACTB, KOTOPOMY OCYLLECTBAEHa
nepegaya npas CcOOCTBEHHOCTM HA NEKAPCTBEHHblE MpenapaTbl, NOMELLEHHbIE MNOJ TaMOMKEHHYHO
npoueaypy TaMOXEHHOrO CKAaga, B TeyeHue 5 paboumx gHel ¢ AaTbl NPUEMKU SIeKapCTBEHHbIX
npenapatoB Ha ¢apmaLeBTUYECKUIA CKNaL M 3aBeplleHMA TaMOXKEeHHOW npouenypbl BblNycka TOBapa
ANA BHYTpPeHHero notpebneHuna (MaM c AaTbl peleHnsa O BblMyCKe JIEKAaPCTBEHHbIX NpenapaToB A
BHYTPEeHHero notpebsieHns, MNPUHATOTO TAMOMEHHbBIMW OpraHamu, Npu MNPUMEHEHUWU NpoLueaypsbl
YCNOBHOrO BbIMyCKa TOBAapOB) [0 MNPeACTaBAEHUA CBEAEHUA O JafbHEWWWX onepauusax c
NIeKapCTBEHHbIMKW NpenapaTtamun nNpeactaBnAeT B CUCTEMY MOHUTOPUHIa CBeAEHUA, NpeayCMOTpeHHble
nyHKTOm 10 npmnnoxenuna N 3 K HacToAawemy [MonoxKeHuto.

(n. 37 B pea. NoctaHoBneHuMA MpaButenbctea PO ot 21.07.2020 N 1079)

37(1). Mpu ocywecTsneHMM BBOAA B rPaKAAHCKMIA 060OPOT /IeKAapPCTBEHHbLIX MpPenapaTos,
BBe3eHHbIX B Poccuitckyio Peaepaumio (3a MCKAOYEHMEM /IEKAPCTBEHHbIX MPenapaTtos, BBO3UMbIX C
TEPPUTOPUM TOCYAAPCTB - u4neHoB EBPasMIMCKOro 3KOHOMMYECKOro colo3a), cybbekT obpalieHus
NeKapCTBEHHbIX CPeACTB, OCYLWECTBAAIOWMIA BBO3 J/IEKAapCTBEHHbIX MpenapatoB B Poccuitckyto
denepaumio, B TeyeHMe 5 paboumx AHel C AaTbl MPUEMKM JIEKAapPCTBEHHbIX MpenapatoB Ha
dbapmaueBTUUYECKMI CKMag M npeactasneHua B PenepanbHylo cayKby no Hagsopy B cdepe
34,0aBOOXPAHEHUS LOKYMEHTOB U CBEAEHWUMN, NPeayCMOTPEHHbIX YacTbto 2 cTaTbk 52.1 PeapepanbHoOro
3aKkoHa "O6 o06paleHnM JIeKapCTBEHHbIX CPeacTB"”, O JIeKapCTBEHHbIX NpenapaTtax, BBOAMMbIX B
rparkaaHCKMIM 060pPOT, MW NOJIYYEHUA paspelleHus, NpesycMOTPeHHOro 4Yactbto 7 cratbn 52.1
depepanbHoro 3akoHa "O6 obpalleHUM nekapcTBeHHbIXx cpeacTs" (B cnyyae BBO3a B Poccuinckyto
desepaumio MMMYHOBMOIOTUYECKMX JIEKApPCTBEHHbIX NpPenapaToB), A0 NpPeACTaB/leHus CBegeHUl o
JaNbHENINX oOnepauusax C TaKMMU NEeKapCTBEHHbIMWM MpenapaTtamu MNpeacTaBAseT B  cUCTeMy
MOHUTOPUHIa CBEAEHUSA, MPeAyCMOTPEHHbIe NYHKTOM 13 npunoxeHusa N 3 K HacToswweMy MoNoKeHuo.
(n. 37(1) BBegeH MoctaHoBneHnem Mpasutenbctsa PO ot 21.07.2020 N 1079)

38. MNpwu BBO3e NIeKapCTBEHHbIX NpenapaTtos B Poccuiickyto ®egepaumio U3 rocyaapcTs - YaeHOB
EBpa3smMIiiCKOro SKOHOMMWYECKOrO COH3a AO0NYCKaeTcA NpeacTaBieHne CBeAEHUI B CUCTEMY MOHUTOPUHIA
CyObeKkToM 06palleHMA NIeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMM OTIPY3KY J1IeKapCTBEHHbIX
npenapatos B Poccuiickyto Peaepaumio (ganee - npamoit NopaaoK npeacTasaeHUs CBeAeHNI Npy BBo3e



NeKkapcTBeHHbIX npenapatoB B Poccuiickyio degepauuio M3 rocyaapcte - uneHos Espaswuiickoro
3KOHOMMYECKOro COt3a), UAM CybbeKToM o6palleHUs NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIWMM
NpMemMKy Ha ¢apmaueBTUUYECKMIn CKNag NeKapCTBEHHbIX MpenapatoB Ha Tepputopum Poccuiickoi
degepaunn (panee - obpaTHbI MOPAAOK MNpPeACTaBAEHUA CBEAEHMI NPW BBO3E 1€KAPCTBEHHbIX
npenapatos B Poccuiickyto PeaepaLmio U3 rocyaapcTs - Y1eHoB EBPasmiicKoro sSKOHOMNYECKOTo Coto3a).

PeweHne o Bbibope npamoro nopagxa npeactaBNeHUMA CBEAEHWI NPW BBO3e /JIeKapPCTBEHHbIX
npenapatoB B Poccuiickyio ®eaepaumio U3 rocyaapcrts - Y1eHoB EBpasMiiCKOro 3KOHOMMUYECKOTo Colo3a
nmbo obpaTHOro nopsaka MpeacTaBAeHMs CBEAEHWA NpW BBO3€ JIEKAPCTBEHHbIX MPENapaToB B
Poccuiickyto depepaumio M3 rocyaapcTs - YieHoB EBPasmiicKOro 3KOHOMMYECKOro Coto3a NPUHUMAETCA
cybbekTamMM  obpalleHMs  JIEKApCTBEHHbIX  CPeACTB, NPeACTaBAAWMMM  TakKMe  CBedeHus,
CaMOCTOATENbHO.

B cnyuyae Bbibopa npsmoro nopsgKa NpeacTaB/eHUs CBeAEHWA MNPW BBO3E NEKAPCTBEHHbIX
npenapatoB B Poccuiickyto Peaepaunto U3 rocysapcrts - Y1eHoB EBPasnincKOro SKOHOMUYECKOro coto3a
cyObeKkT o0bOpallleHns NeKapCTBEHHbIX CPeACTB, ABAANOWMACA AeprKaTesieM WAW  BNage/bLem
PerucTpaunMoHHOro YyAOCTOBEPEHUA, WAM NPeAcTaBUTENIbCTBO WHOCTPAHHOM  OpraHM3aumMu  Ha
Tepputopun Poccuiickoit Pepepaunu, sensatolencs aeprkatesiem UamM Bnagenblem perMcTpaumoHHoOro
YAOCTOBEPEHUA, B TeueHne 5 pabounx gHel ¢ gatbl OTIPY3KMN IEKAPCTBEHHbIX NpenapaToB B POCCUMNCKYO
depepaunio U3 rocyaapctB - 4ieHoB EBPasMIACKOro 3KOHOMWMYECKOTO cok3a A0 NpeacTaBAeHUus
CBeAEHUN O AanbHENWMUX onepaumax C TaKMMWU IEKapPCTBEHHbIMM Npenapatamu nNpeacTaBAAlOT B
cUcTeMy MOHUTOPUHIA CBEAEHMA, NPeayCMOTPeHHble NyHKTOM 11 npunoxkeHna N 3 K HacTtoAwemy
[MonorxeHwuto.

Mpn 3TomM CcybbekT obpalleHMs NeKapCTBEHHbIX CPEeACTB, OCYLECTBAAIOWMIA MNPUEMKY Ha
dbapMaueBTUYECKMI CKNaL /NIEKAPCTBEHHbIX NpPenapaToB Ha Tepputopumn Poccuiickoi depepaunn, B
TeyeHne 5 paboumx AHel C AaTbl NPUEMKM NIEKAPCTBEHHbLIX MPErnapaToB M PerucTpaumm B cucteme
MOHUTOPUHIa CBedeHMI 06 OTrpy3Ke JIeKapCTBEHHbIX npenapaTtoB B Poccuiickyio Pegepaumio U3
rocyfapcte - uyneHoB EBpPasMMCKOrO 3KOHOMMYECKOrO CO3a A0 NpeacTaBAeHUMs CBEAEHMI O
JaNbHENILMX OMNepaumax C TakKMMMU JIeKapCTBEHHbIMKM MpenapaTtamn MNOoATBEPKLAET [AOCTOBEPHOCTb
CBEAEHUI, CoAepiKallMxca B CUCTEME MOHMUTOPWHra, MyTem NpPeacTaB/ieHWs CBEAEHUN B cucTemy
MOHUTOPUHIa, NPEeAYCMOTPEHHbIX NYHKTOM 7 npunoxeHusa N 3 K HacToswemy MonoxKeHuo.

B cnyyae Bblbopa obpaTHOro nopaaKa NpeacTaBlAeHUA CBEAEHMI NPU BBO3E NEKAPCTBEHHbIX
npenapatos B Poccuiickyto Peaepaumto N3 rocyapcts - 4aeHoB EBPasnincKOro SKOHOMUYECKOro Coto3a
cybbeKT obOpalleHUa /IeKapCTBEHHbIX CPeACTB, OCYLUECTBAAIOWMI NpUemMKy Ha dapmaueBTUYEeCKUit
CK/laf, NeKapCTBEHHbIX NPenapaToB Ha TeppuTopumn Poccuitickoit Pepepaumnm npu seo3e B Poccuiickyto
depepaunio U3 rocygapcTs - YaeHoB EBPa3MNCKOro sKOHOMMYECKOTO COt03a, B TeyeHne 5 pabounx gHe
C JATbl MPUEMKM NEKAPCTBEHHbIX MPEnapaToB A0 NPeACTaBAEHUA CBEAEHMI O AaNbHENLINX ONEPALLUAX C
TAaKMUMW  IEKAapCTBEHHbIMM  MNpenapaTamu  NpeacTaBAAeT B CUCTEMY MOHUTOPUHIA  CBeAeHus,
npeaycMmoTpeHHble NyHKTOM 12 npunoxeHna N 3 K HacToawemy MNonoxeHuto.

Mpn 3TOM CyObEKT O0OpalleHWA NEeKapCTBEHHbIX CPEACTB, ABAAOWMNACA AepraTenem wuam
BNafeNbLEM PErncTpPaLMoHHOro yAOCTOBEPEHUSA, UAN NPEeACTaBUTENbCTBO MHOCTPAHHOM OpraHu3aLmm
Ha Tepputopun  Poccuiickoh  ®depepaumn, ABNAOWENCA  AepKaTesem  WAM  BAafesblem
PerucTpaLMoHHOro yaoCToBepeHua, B TedeHune 5 paboumx aHel ¢ AaTbl perncrpaumm B cucteme
MOHWUTOPUHIa CBEAEHUMA O MpUemKe Ha (apMaueBTUYECKMIA CKNAZL JIEKAapPCTBEHHbIX MPenapaTtoB Ha
TeppuTopumn Poccuiickon Pepepaunn 4o NpeacTaBNeHUs CBEAEHUI O AaNbHENLLMX OnepaLmax C TaKUMu
NIeKapCTBEHHbIMM MpenapaTaMmn NOATBEPKAAIOT LOCTOBEPHOCTb CBEAEHWUM, COAEPKALMXCA B CUCTEME
MOHUTOPUHTA, NyTEM NPEACTABAEHUA CBEAEHUI B CUCTEMY MOHUTOPUHIA, NPeAYyCMOTPEHHbIX MYHKTOM 7
npunoxeHua N 3 K HacToAwemy MonoxeHuto.

o 1 wiona 2021 r. noATBep}KAEHME AOCTOBEPHOCTU CBEAEHMI, NPeACTaBAAeMblX B cUcTemy
MOHMTOPUHIa MpPU BBO3e /IeKapCTBEHHbIX MNpenapaTtoB B Poccuiickylo depepaumio M3 rocyaapcrte -
uneHos EBpasuiCKOro 3KOHOMMYECKOTO COl03a, BMpPaBe OCYLECTBAATb CyObekT obpalleHnn



IeKapCTBEHHbIX CPEeACTB, ABAAIOWMINCA  AepxaTenem WAW  BAadeNbLeM  pernctpalmoHHOro
YyAOCTOBEPEHMA, UAU MPeACTaBUTENbCTBOM WMHOCTPAHHOM OpraHu3auMuM Ha Tepputopumn Poccuitckoi
depepaunn, ABNAIOWENACA AepXaTenem WAU BAAAENbLEM PerucTpaumMoHHOro Y/AO0CTOBEPeHUus, B
CoOTBeTCTBMM C ab3auem LecTbiIM HacTOALLero MyHKTa WAM OnepaTtop CUCTEMbI MOHUTOPMHra MyTem
MPOBEPKN HaNMUMA B CUCTEME MOHMTOPUHIra 3apernctpuposBaHHOro wuaeHtudukatopa cybbekTa
obpalleHna nekapcTBeHHbIX CPeACTB, ABMAIOLLEroca AepsKaTesemM UAN BAaaebLem PerncTpaLmMoHHOro
YyOOCTOBEPEHMA, WUAM NPeACTaBUTENbCTBA MHOCTPAHHOW OpraHM3aumm Ha Tepputopumn Poccuitckoin
depepaunn, ABAAIOLLENCA AepXKaTenem uau Bnagenblem PerMcTpaLmoHHOro ya0CTOBEPEHUS, a TaKKe
3aperncTpupoBaHHOro Koda uAaeHTUGUKaUMM AU Koda UAEHTUPUKAUUU TPeTUYHOM (TpaHCnopTHOM)
YyNaKOBKW JIEKapPCTBEHHOrO npenaparta, B KOTOPON HaxoAMUTCA 3TOT JIeKapCTBEHHbIN npenapar (B ciyyae
nepegayn TpeTUYHOW (TPaHCMOPTHOM) YMaKOBKM JIeKAapCTBEHHOro npenapata uenukom). Mo
pe3ynbTaTam TaKoM NPOBEPKM OMnepatop CUCTEMbl MOHWUTOPUHIa C UCMNO/b30BaHMeM ¢YHKUMOHaNa
CUCTEMbl MOHMUTOPWHra OTNpaBAfeT CcybbeKkTy obpaleHna ieKapcTBeHHbIX CpPeAacTB, paHee
OCYLLEeCTBMBLLEMY NpeACTaB/leHne B CUCTEMY MOHWUTOPWMHra CBeAEeHMI O npedblaylieit onepaumu c
NleKapCcTBEHHbIM NpenapaTtom, yBegoM/IeHNe O NpeacTaBNeHUn cBeAeHU B COOTBETCTBUM C ab3auem
NATbIM HACTOALLEro NyHKTa, C yKazaHMeM CBeAeHUI, NpoBepeHHbIX 0NepaTopoM CUCTEMbI MOHUTOPUHTA.
(ab3au, BBeaeH MNocraHoBneHMem Mpasutenbctea PO ot 02.11.2020 N 1779)

MonoxeHna ab3aua CeAbMOro HACTOAWEro MyHKTa He PacrnpoCTPaHATCA Ha /IeKApPCTBEHHble
npenapatbl, NpeAHasHayeHHble anAa obecnevyeHnA vy, 60AbHbIX remoduaMelr, MyKOBUCLMAO30M,
rmnodusapHbIM HaHM3MOM, 6one3sHblo lowe, 310KayecTBEHHbIMWU HOBOOOPa3oBaHUAMKN NMMPOUAHOMN,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHel, paccesHHbIM CKAEPO30M, FeMOJIUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLWECKUM apTPUTOM C CUCTEMHbIM Hayanom, mykonoaucaxapugosom |, Il n VI tunos,
anlacTMYecKon aHeMmnen HeyTOUHEHHOW, HacneacTBeHHbIM aeduuntom daktopos Il (dpubpuHoreHa), Vil
(nabunbHoro), X (Ctioapta - Mpayapa), A1, Nocse TpaHcnAaHTaUMM OPraHoB U (MK) TKaHew.

(ab3au, BBeaeH MNocrtaHoBneHMem MpaButensbctea PO ot 02.11.2020 N 1779)
(n. 38 B pea. NoctaHoBneHMA MpaButenbcTea PO ot 21.07.2020 N 1079)

38(1). Mpu ocywecTBNieHWN BBOAA B TPAKOAHCKUIA OOOPOT JIEKAPCTBEHHbIX MNPEnapaTos,
BBe3eHHbIX B Poccuiickyto PepepaLmio U3 rocyaapcts - Y1eHOB EBPa3snincKoro sKOHOMUYECKOrO COHO3a,
Cyb6beKkT obpallleHnA SIeKapCTBEHHbIX CPeacCTB, OCYLLECTBAAOWNNA NPUEeMKy Ha ¢apmaLeBTUYECKUIA
CKNAA NeKapCTBEHHbIX NPenapaToB Ha TeppuTopumn Poccuiickoit Pepepaunm, B TeueHne 5 paboumnx gHew
C J[aTtbl NpeactaBleHMA [AOKYMEHTOB W CBeAEHMI, NPeAyCMOTPEHHbIX 4acTbto 2 ctaTbn 52.1
depepanbHoro 3akoHa "O6 obpalieHUM NIeKapCTBEHHbIX CPeACTB", O JIeKapCTBEHHbIX Npenaparax,
BBOAMMbIX B rpaxaaHCKui obopoT, B PeaepanbHyto cayxby no Hagsopy B chepe 34paBOOXPaHEHUS
WNM NONYYEHUs paspelleHns, NpeaycMOTPEeHHOro Yactbio 7 cTatbM 52.1 PepepanbHOro 3akoHa "06
obpaweHnn  neKapcTBeHHbIx  cpeacts” (B caydae BBo3a B Poccuiickyto  degepaumio
MMMYHOBMONOTMYECKUX NIEKAPCTBEHHbIX MpenapaTos), 4O NPeACTaB/eHUA CBEeAEHUN O AasbHerLmx
onepaymax C TaKUMK IeKapCTBEHHbIMW NpenapaTaMm NpeacTaBaseT B CUCTEMY MOHUTOPUHTA CBEAEHMSA,
npeaycmMmoTpeHHble NyHKTOM 13 npunoxeHna N 3 K HacToAawemy MNonoxeHuo.

(n. 38(1) BBeaeH MoctaHoBneHnem MpasuTtenbctsa PO ot 21.07.2020 N 1079)

39. CBeaeHuAa, npeacraBasemble cybbekTamm obpalleHUA NeKapCTBEHHbIX CPeAcTB B cUcTemy
MOHMUTOPWHTA NPU OCYLLECTBAEHUN onepaLumii C TPETUYHOW (TPAaHCNOPTHOM) YNaKOBKOM NeKapCTBEHHOIO
npenapara, npmBeaeHbl B npuaoxeHun N 5.

(n. 39 B pea. NocraHoBAeHuA MpaButenbcTea PO ot 20.03.2020 N 311)

40. Mpu OCyLLeCTBAEHUM arperMpoBaHUs JIEKAPCTBEHHbIX MNpenapaTtoB, WMeWUX OaWH
rnobanbHblii NAEHTUPUKALNOHHBIM HOMEpP TOProBOM eauHUUbl, CYyObEKT 0OpaLLeHUs NIeKapCTBEHHbIX
CPeACTB HAHOCUT Ha TPETUYHYK (TPAHCMOPTHYIO) YMaKOBKY JIeKApCTBEHHOro Mpenapata  Kog,
naeHTUOMKaUMU TPETUYHOM (TPAHCMOPTHOWM) YNaKoBKM E€KapCTBEHHOro npenapaTa U NpeAacTaBAseT B
CUCTEMY MOHWUTOPMHIA CBEAEHWA, NpedyCMOTPeHHble NyHKToM 1 npuaoxeHusa N 5 K HacToalemy
MonoKeHno, 40 NpeacTaBNeHUA CBeAeHMI O AafbHeMWuX onepaumsax C TaKMM JeKapCTBEHHbIM
npenapaTom.



(8 pea. MoctaHoBNeHwMit MpaButensctea PP ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

41. Mpu pacdopMMpPOBaHMM TPETUYHOW (TPAHCMOPTHOM) YNAKOBKM SIeKapCTBEHHOro npenapara,
M3bATUM NIEKAPCTBEHHbIX MpPenapaToB M3 TPETUYHOW (TPaHCMOPTHOWM) YMNAKOBKM JIEKAPCTBEHHOIO
npenaparta, AOMO/NHUTE/IbHOM B/IOXKEHUM NIEKAPCTBEHHbIX MPENapaToB B TPETUYHYIO (TPAHCMOPTHYIO)
YNaKOBKY JIEKAPCTBEHHOrO MpenapaTa CybbeKT obpalleHUa NeKapcTBEHHbIX CPeACTB NpPeacTaBAseT B
CUCTEMY MOHUTOPUHIA CBeAEHMA, NPeayCMOTPeHHbIe NyHKTamu 2 - 4 npunoxeHna N 5 K HacToawemy
MonoxeHWto, [0 NpeacTaBNEHUA CBEAEHWA O AaZbHEMWMX OMepaumAax C TAaKMMWU IeKapCTBEHHbIMM
npenapaTamu Uau TPeTUYHOWM (TPaHCMOPTHOM) yNaKoBKOWM NeKapCTBEHHOIO NpenapaTa.

(n. 41 B pea. NocraHoBAeHuA MpaButenbctea PO ot 21.07.2020 N 1079)

42. CBepeHus, npepacraBnsemble cybbekTamu obpalleHus NeKapCTBEHHbIX CPeACTB B CUCTEMY
MOHWUTOPUHIa NpU 060pOTe U BHYTPEHHEM MepeMeLLEHUN NeKAPCTBEHHbIX NPenapaTos, NpuBeAeHbl B
npunoxkeHum N 6.

43. CybbekT o006palleHUa NeKapCTBEHHbIX CPeacTB, OCYLWECTBAAKWMN  nepemMmelleHue
NIEKAPCTBEHHbIX NpenapaToB MeXay agpecamn MeCT OCYLLECTBEHUA AeATeNbHOCTU COr/TAaCHO NULLEH3UM
(c yueTom Takmnx BUOOB AeATENIbHOCTM, KaK NPON3BO/CTBO JIEKapCTBEHHbIX cpeacTs, dapmMaleBTMYecKas
AeATeNbHOCTb U AeATeNIbHOCTb NO 060pPOTYy HAPKOTMUYECKMX CPeacTB, MCUXOTPOMHbLIX BELLECTB U UX
NPEeKypcopoB, KyAbTUBUPOBAHUIO HApKOCOoAepKalmMx pacTeHuit) u (unu) dapmaueBTUYECKMMM
CKNagamu, B TedeHue 5 paboumnx aHen ¢ GpakTUUECKOM AaTbl NepemMeLleHma NeKapCcTBEHHbIX NpenapaTos
00 NpeAcTaBneHMa CBeAeHWM O AafbHeWWwuX onepauuax C TaKMMW JIEKapCTBEHHbIMW MpenapaTamu
npeacTaBAfeT B CUCTEMY MOHUTOPUHIA CBEAEHUA, NPeayCMOTPeHHble NyHKTOoM 1 npunoxkeHns N 6 K
HacToAwwemy MonoxeHuto.

(n. 43 B pea. NocrtaHoBAeHuA MpaButenbcTea PO ot 20.03.2020 N 311)

44, MNpu nepegaye NeKAPCTBEHHbIX NPenapaToB Mexay CybbekTamu obpalleHnn NekapCcTBEHHbIX
CPeACTB AOMNYyCKaeTcs NpeacTaBAeHME CBEAEHWM B CUCTEMY MOHWUTOPMHra cybbeKkTom obpalieHun
NeKapPCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMM MNepeaady NeKapcTBEHHbIX NpPenapaToB (Aanee - NpsAMON
NnopsAoOK MpeacTaBAeHMs CBeAeHwi npu obopoTe JleKapCTBEHHbIX MPEenapaTtoB), WMAM CybGbeKToM
ob6palleHna NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWMM NPUEMKY JIeKapCTBEHHbIX NpenapaTos (fanee -
06paTHbI NOPAAOK NPeACcTaBAeHUA CBeAEHUIM Npn 060poTe NeKapCTBEHHbIX MPenapaTos).

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

PeweHune o BbiIbope npamoro nopsaKka npeacraBAeHUA CBeAeHUM Npu 060poTe /IeKapCTBEHHDbIX
npenapatoB anMb6o ob6bpaTHOro nopAaka MpeacTaBAeHUA CBeAeHW npu ob6opoTe NeKapCTBEHHbIX
npenapaToB NpUHMMaeTca cybbekTamu o0bpalleHma NeKapCcTBEHHbIX CPeACTB, NPeACTaBAAOWMMN TaKme
cBeAeHUs, CaMOCTOATENbHO.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 21.07.2020 N 1079)

B cnyyae Bbibopa npAMOro nopsaka NpeacTaBAeHMA CBeAeHW npu obopoTe NeKapCTBEHHbIX
npenapatoB CybbeKkT ob6palleHuMA  IeKApCTBEHHbIX  CPEACTB,  OCYLLECTBAAWOWMKA  nepegavy
NIEeKAPCTBEHHbIX MPENapaToB ApPYromy CybObekTy o06palleHuA /IeKapCTBEHHbIX CPeAcTB B paMKax
rPagaHCKO-NPaBOBbIX OTHOLWIEHMI, B TeuyeHue 1 pabouero AHA C (AKTMYECKON [aTbl OTFPY3KM
JIeKapCTBEHHbIX MpenapaToB MpeacTaBafseT B CUCTEMY MOHWUTOPUHIA CBeAeHMA, NpeayCMOTPeHHbIe
NYHKTOM 2 npunoxkeHua N 6 K HacToAwemy onoxKeHuto.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

Mpu 3aTOM CyOBEKT O06paLLEHMA NIEKAPCTBEHHbIX CPeacTB (3a MCKAtouyeHnem 060co6aeHHbIX
noagpasgeneHnun  MeauUMHCKUX  opraHusauuii  (ambynaTopuii, denbalepcknx, denbalepcko-
aKYLIEPCKMUX MYHKTOB), OCYLLECTBASIOWMNIN NPUEMKY JIEKApPCTBEHHbIX MpenapaToB OT APYroro cybbekrta
0bpaleHnn NeKapCTBEHHbIX CPeACTB B pPaMKax rpPaKgaHCKO-MPaBOBbIX OTHOWEHWH, B TeyeHue 1
paboyero gHA c AaTbl NPUEMKU JIEKAPCTBEHHbIX NPENapaToB U PErucTpauum B CUCTEME MOHUTOPUHTA
CBeZleHU 06 OTrPY)KEHHbIX NEKAPCTBEHHbIX NpenapaTax A0 NPeAcTaBAeHUA CBeAEHUW O AaNbHENLNX
onepaumax € TaKMMKU NIeKAPCTBEHHbIMWM MpenapaTaMy MNOATBEPXKAAET AOCTOBEPHOCTb CBEAEHUN,



COAEPKALLMXCA B CUCTEME MOHWUTOPUHIA, NyTeEM NpeacTaB/leHUA CBEAEHUI B CMCTEMY MOHWUTOPUHIA,
npeaycMoTpeHHbIX NYHKTOM 4 npunoxeHusa N 6 K HacToawemy NonoxKeHuto.
(8 pea. MoctaHoBNeHwMit MpaButensctea PO ot 21.07.2020 N 1079, ot 18.12.2020 N 2166)

B cnyyae Bbibopa obpaTHOro nopsaka NpeacrTaBAeHUs CBeAeHU npu obopoTe NeKapCTBEHHbIX
npenapatoB CcybbeKkT obpalieHns JIeKapCTBEHHbIX CPeACTB (33 MCKAoYeHMemM 060CcobNeHHbIX
noagpasgeneHun  MeaAuUMHCKUX  opraHusauuii  (ambynaTopuii, denbawepcknx, denbalepcko-
aKYLIEPCKMUX MYHKTOB), OCYLLECTBASIOWMIN NPUEMKY JIEKAapPCTBEHHbIX MpenapaToB OT APYyroro cybbekrta
06paleHna NeKapCTBEHHbIX CPeACTB B pPaMKax rPaxAaHCKO-MPaBOBbIX OTHOWEHWH, B TeyeHue 1
paboyero AHA C AaTbl NPUEMKM NEKAPCTBEHHbIX NMPENAPaTOB NPeACTaBAAEeT B CUCTEMY MOHWUTOPUHra
CBEeZleHUA O MPUHATLIX IEKAPCTBEHHbIX NpenapaTtax, NpeaycMOTPeHHble NYHKTOM 3 npunoxeHua N 6 K
HacToAwemy MNMonoxKeHuo.

(8 pea. MoctaHoBneHuit MpaButenbcTea PP ot 21.07.2020 N 1079, ot 18.12.2020 N 2166)

O6ocobneHHble nogpasgeneHna MeanUMHCKUX opraHusaumnii (ambynatopuu, denbgliepckue,
denbalepcko-aKkylWepckMe MyHKTbl) MOATBEPKAAOT AOCTOBEPHOCTb CBEAEHMN, COAEpKalUMXca B
CUCTEME MOHWUTOPUHIA, W NpeacTaBAAOT B CUCTEMY MOHUTOPUHra CBeAEeHMA O MNPUHATLIX
JIeKapCTBEHHbIX NpenapaTtax B COOTBETCTBMM C ab3auamu 4eTBepTbiM M NATbIM HACTOALLEro NyHKTa B
TeuyeHue 30 pabounx AHEN Co AHA NPUEMKN TIeKapPCTBEHHbIX NpenapaTos.

(ab3au, BBeaeH MNoctaHoBneHMem MpaButensbctea PO ot 18.12.2020 N 2166)

Mpn 3Tom cybbekT obpaleHMa JIeKapCTBEHHbIX CPeACTB, OCYLWECTBMBLUMK  nepepady
NIEKAPCTBEHHbIX NpenapaToB Apyromy cybbekTy obpalleHMA NeKapCTBEHHbIX NPenapatoB B pamKax
rpaK4aHCKO-NPaBOBbIX OTHOLWEHWN, B TeyeHWe 1 paboyero AHA C AaTbl PerncTpaumm B cucteme
MOHUTOPWUHIA CBEAEHUI O NPUHATLIX NEKAPCTBEHHbIX NMpenapaTtax, HoO A0 NpeacTaBieHMA cBeAeHU o
OanbHENWMX onepaumax C TaKMMKW JIeKapCTBEHHbIMK MpenapaTamMmu MOATBEPXKAAET AOCTOBEPHOCTb
CBEAEHUIN, COAepKALLMXCA B CUCTEME MOHUTOPUHTA O NepeaaHHbIX IeKAPCTBEHHbIX Npenapartax, nyTem
npeacTaBAeHUs CBEAEHUN B CUCTEMY MOHUTOPUHTA, NPEeayCMOTPEHHbIX MYHKTOM 4 npuaoxkeHua N 6 K
HacToAwwemy MonoxeHuto.

(8 pea. MoctaHoBneHuUn Mpasutenbctea PP ot 21.07.2020 N 1079)

o 1 despansa 2022 r. NnoATBEPKAEHNE LOCTOBEPHOCTM CBEAEHWUI, NPeaCcTaBAAeMbIX B CUCTEMY
MOHUTOPWUHIA NpM 06OPOTE NEKAPCTBEHHBIX MPENAPATOB, BNpPaBe OCyWecTBAATb Cy6beKT obpalieHus
JIeKapCTBEHHbIX CPeACTB, OCYLLECTBMBLUMI Mepesadvy SIeKapCTBEHHbIX MPenapaToB APYroMy CyObekTy
obpalleHna NekapCTBEHHbIX NPENApaToOB B PaMKax FPaXKAaHCKO-MPaBOBbIX OTHOLIEHWI, B COOTBETCTBUM
c ab3auem ceapbMbiM HacTOALLEro MyHKTA WM onepaTop CUCTEMbl MOHUTOPWUHIA MYyTEM MPOBEPKMU
HaNMYMA B CUCTEME MOHMUTOPUHIA MAEHTUOUKALMOHHOIO HOMEpa HanoronnaTenbliMKka cybbekTa
obpalleHna NekapCTBEHHbIX CPEACTB, OCYLLECTBUBLUETO Nepesayy NeKAaPCTBEHHbIX NpenapaToB Apyromy
cybbeKkTy obpalleHMA IeKapCTBEHHbIX NMPEenapaTtoB B paMKax FPaXAaHCKO-MPaBOBbIX OTHOLIEHMWW, a
TaKXKe 3aperucTpupoBaHHOrO Koda MAeHTUOMKAUMKM  WAM  Kofda WAEHTUOMKaALMW  TPEeTUYHOWN
(TpaHCNOpPTHOM) yNaKoBKW /IeKAPCTBEHHOrO MpenapaTta, B KOTOPOM HAXOAWUTCA 3TOT JIEKAapPCTBEHHbIN
npenapat (B cayyae nepegayn TPETUMYHOM (TPAHCMOPTHOM) YMAKOBKM J€KAapCTBEHHOro MpenapaTa
uenvkom). Mo pesynbTaTam TaKOM MPOBEPKM ONEPATOP CUCTEMbI MOHUTOPUHIA C UCMONb30BAHUEM
dYHKUMOHaNa cucTeMbl MOHWTOPUHIA OTMpPaBaseT cybbeKTy oOpalleHWsA SeKapCTBEHHbIX CPefacTs,
paHee OCyLLEeCTBMBLLUEMY NPEACTABAEHME B CUCTEMY MOHUTOPUHIA CBEAEHWUI O NpeablayLlei onepaymm
C NNeKapCTBEHHbIM MPEenapaTom, yBegoMIeHUEe O NPeACcTaBAEHUM CBEAEHUI B COOTBETCTBMM C ab3auem
NATbIM HACTOALLErO NYHKTa, C YKa3aHWEM CBEAEHWUIN, NPOBEPEHHbIX ONEPATOPOM CUCTEMbI MOHUTOPUHTA.
(ab3ay, BBeaeH MoctaHoBneHnem lMpasutensctea PP ot 02.11.2020 N 1779; B pea. MNocTaHOBAEHUA
Mpasutenbctea PP ot 30.06.2021 N 1069)

MonoxeHna ab3aua BOCbMOro HaCTOALLErO MYyHKTa HE PacrnpOCTPaHAOTCA Ha JIeKapCTBEHHble
npenapatbl, NpeAHasHayeHHble anA obecnevyeHnA vy, 60OAbHbIX remoduaMelr, MyKOBUCLMAO30M,
rmnodusapHbIM HaHM3MOM, 6one3Hblo lowe, 310KayecTBEHHbIMWU HOBOOOPa3oBaHUAMKU NMMPOUAHOMN,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHelN, paccesHHbIM CKAEPO30M, FeMOJIUTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLWECKUM apTPUTOM C CUCTEMHbIM Hayanom, mykononaucaxapugosom |, Il n VI tunos,



aniacTMYecKon aHeMmnen HeyTOUHEHHOW, HacneacTBeHHbIM aeduuntom daktopos Il (dpubpuHoreHa), Vil
(nabunbHoro), X (Ctioaprta - Mpayapa), A1, Nocsie TpaHcnAaHTaUMM OPraHoB U (Mn) TKaHen.

(ab3au, BBeaeH MoctaHoBneHnem Mpasutensctea PP ot 02.11.2020 N 1779; B pea. MNocTaHOBAEHMUA
Mpasutensctea P® ot 30.06.2021 N 1069)

44(1). MNpu nepepave deaepanbHbIM OpraHam  UCMONHUTENbHOW  BAAacTW, oOpraHam
rocyapcTBEHHOM BiacTh cybbekToB Poccuiickoit degepauumn 1 ynoJHOMOYEHHBIM UMW OpraHU3aLmam
JIeKapCTBEHHbIX NMPEenapaToB, 3aKynaembiX 418 HyXg 060pOHbl CTpaHbl M 6e30nacHOCTU rocyaapcTBa,
OKa3aHWA  FyMaHUTapHOW  MNOMOLLM, JIMKBMAAUMM  MNOCNEACTBMMA  4Ypes3BblYalHbIX  CUTyauuid,
KpynHOMacWTabHbIX aBapuit U WHUMAEHTOB MNPUPOAHOTO WM TEXHOTEHHOro XapakTepa, B Lensax
UCKIOYEHNA BO3MOXKHOCTU PACKPbITUA CBEAEHWUN, OTHECEHHbIX K FOCYAapCTBEHHOW TallHe, Cyb6bekT
06paLeHna NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMIA Nepeaayy TakMxX JeKapCTBEHHbIX MPenapaTos, B
TeyeHue 5 paboumnx gHel ¢ fatbl GAKTUUECKON OTIPYy3KM SIEKAPCTBEHHbIX NMPEenapaToB NpeacTaBAseT B
CUCTEMY MOHUTOPWHIA CBEAEHMA O BbIBOAE NIEKAPCTBEHHbIX NPenapaToB U3 060pOTa, 32 UCKAOYEHNEM
CBEAEHWUIN, NpeaycMOTPeHHbIX noanyHKktamu ", "a", "x" - "m" nyHkta 1 npunoxenma N 4 K
HacToAwemy MonoxKeHuo.

(8 pea. MoctaHoBneHuit Mpasutensctea PP ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

MopAagoK npeacTaBneHWA CBeAEeHUM O BbiBoAe M3 ob60opoTa /IeKAapCTBEHHbIX NPenapaTos,
YKa3aHHbIX B ab3ale nepBoM HaCTOALWLEro MyHKTa, yTBeprKAaaeTcA MUHUCTEPCTBOM 34paBOOXPAHEHMA
Poccuiickoin Pepepaunn.

(ab3au, BBeaeH MNocrtaHoBneHMem MpaButensctea PO ot 21.07.2020 N 1079)

44(2). CybbeKT obpallleHUsas NeKapCTBEHHbIX CPeACTB, BbINOAHAWMA GYHKLUUM MO ayTCOPCUHIY
npu nepefade cybbekTam obpalleHUs NeKapCTBEHHbIX CpPeacTB, OCYWECTBAAWMM  OTNYCK
NleKapCTBEHHbIX NpenapaTtoB 6ecnaaTHO UM CO CKUMAKOW MO peuenTy Ha NeKapcTBeHHble npenaparsl,
NleKapCTBEHHbIX MpenapaToB, 3aKynaembix Ana obecneyeHusa rpaskaaH 3a cyeT cpeacTs deaepanbHOro
6roaxkeTa u (nan) cpeacts 6roaxKeToB cybbekToB Poccuiickot ®epepaumm, B TedeHne 1 paboyero gHs ¢
dbaKTMUecKol A[aTbl OTIPY3KM /IeKapCTBEHHbIX MpenapaToB NpPeAcTaBAseT B CUCTEMY MOHMTOPUHra
cBeAeHus, NpeaycMoTpeHHbIe NYHKTOM 6 npuaoxeHna N 6 K HacToawemy MNonoxKeHuto.

Mpn aTom cybbekT O06palLleHMA NIEeKAapPCTBEHHbIX CPeacTB (3a McKatoveHnem 060c06eHHbIX
noagpasgeneHnun  MeauUMHCKUX  opraHusauuii  (ambynaTopuii, denbawepcknx, denbalepcko-
aKYLIEPCKUX MYHKTOB), OCYLLECTBAAIOWMIA MPUEMKY TaKMX JIEKapCTBEHHbIX NpenapaTos, B TeyeHue 1
pabouyero gHA ¢ gaTbl NPUEMKU NEKAPCTBEHHbIX NPENapaToB U perncrpauum B CUCTEME MOHUTOPUHIA
CBeAeHN 06 OTrpY»KEHHbIX NEKAPCTBEHHbIX NpenapaTax A0 NpPeacTaBAeHUs CBeAEHWI O AasibHEeNLnX
onepaumsax C TAaKMMWU JIeKapCTBEHHbIMWM MpenapaTamu MNOATBEPKAAET [AOCTOBEPHOCTb CBEAEHUN,
COAEpPKALLMXCA B CUCTEME MOHUTOPUHIA, MyTEM NPEACTaBNEHUA CBEAEHWNN, NPeAYyCMOTPEHHbIX MYHKTOM
4 npunoxenuna N 6 K HacToawemy [onoxKeHuto.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 18.12.2020 N 2166)

O6ocobneHHble nogpasgeneHna MeanUMHCKUX opraHusaumnii (ambynatopuun, denbaliepckue,
denbaluepcKko-akylWepckne MNyHKTbl) MNOATBEP)KAAOT [AO0CTOBEPHOCTb CBEAEHWUN, COoAep’KallMxcs B
CUCTEME MOHUTOPMHTIA, B COOTBETCTBMM C ab3alieM BTOPbIM HacToALWEro NyHKTa B TedeHue 30 paboumx
OHel co AHA NPUEeMKM NeKapCTBEHHbIX NPenapaTos.

(ab3au, BBeaeH MNocrtaHoBneHMem MpaButenbctea PO ot 18.12.2020 N 2166)
(n. 44(2) BBegeH MoctaHoBneHnem Mpasutenbctsa PO ot 21.07.2020 N 1079)

45. Cy6beKT obpallleHNs NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOLWNIN KOHTPAKTHOe (NnoapaaHoe)
NPon3BOACTBO JIEKAPCTBEHHbIX MpenapaToB Ha TeppuTopumn Poccuiickon depepaumm, npu nepegadve
JIeKapCTBEHHbIX NpenapaTtoB (rOTOBOM NpoAyKuMu) CybbeKkTy obpalleHus eKapCTBEHHbIX CPeacTs,
AB/IAOLLEMYCA 3aKAa3YMKOM TAKOro KOHTPAKTHOro (noapagHoro) npovsBoAacTBa, B TeyeHue 5 paboumx
OHeNn ¢ faTtbl Nepefaym NeKapCTBEHHbIX NpenapaToB NpeacTaBAAET B CUCTEMY MOHUTOPUHIA CBEAEHMA,
npeaycMoTpeHHble NYHKTOM 5 npunoxxenna N 6 K HacToawemy MNonoxxeHuio.



Mpu 3TOM cybbeKT 06paLleHnsa 1eKapCTBEHHbIX CPEACTB, ABAAIOWMIACA 3aKa3UMKOM KOHTPAKTHOTO
(noapsaaHoro) NpoM3BoACTBA NEKAPCTBEHHbIX NPENapaToB, B TeueHne 5 pabounx AHen ¢ AaTbl NMPUEMKU
NleKapcTBEHHbIX MpenapaTtoB W perucTpauuum B CUCTEME MOHWTOPWMHIFA CBeAeHWin O nepeaaHHbIX
NleKapcTBeHHbIX npenapaTtax 40 NpeACcTaBNeHMA CBeAeHWUA O AaNbHeMWux onepaumax C TaKMMM
NleKapcTBeHHbIMM NpenapaTaMu MOATBEPXKAAET AOCTOBEPHOCTb CBEAEHMI, COAEepMKaLLMXCA B cuCTeMe
MOHMTOPUHra O NepeaaHHbIX 1EKaPCTBEHHbIX NpenapaTax, nyTem npeacTaBNeHMsA CBeAeHU B cUcTemy
MOHUTOPUHra, NPeAyCMOTPEHHbIX NYHKTOM 4 npuaoxeHua N 6 K HacTosweMy MoNoKeHuo.

46. CybbekT obpalleHns NeKapCcTBEHHbIX cpeAcTB (33 MCKAYeHMeM 060C0o6AeHHbIX
nogpasgeneHnn  MeauuMHCKMX  opraHmsaumii  (ambynaTtopuit, denbawepcknx, denbaepcko-
aKYLEPCKMX MYHKTOB), OCYLLECTBAAOWMUIA BbiBOA M3 0060pOTa NEKapCTBEHHbIX MNpenapaToB (3a
UCKtOYEHNEM BbIBOAA M3 0BOPOTa NIEKAPCTBEHHbIX MPENapaToB MyTeM BblBO3a paHee BBE3EHHbIX B
Poccuiickyto ®Pepepaummn NeKapcTBEHHbIX NPENapaToB, YHUUTOXEHUA JIEKAPCTBEHHbIX MNPEenapaTos,
NMOMELLEHHbIX MO TAMOMEHHYIO MNPOLEAYPY YHUUTOXKEHWUSA, BbIBO3a JEKAPCTBEHHbIX MPENapaTos,
MapKMPOBaHHbIX CpeacTBaMn MAeHTUdMKALMK, 33 Npeaenbl TAMOXKEHHON Tepputopuu EBpasuinckoro
SKOHOMWYECKOrO COH3a, MOMELLEHHbIX NOoA TaMOXEHHYI Mpoueaypy 3SKCMopTa, WM nepefayy Ha
YHUUTOXKEHWE paHee BBEAEHHbIX JIEKAapPCTBEHHbIX NPenapaToB B rpaxgaHCKMii 060poT Ha TeppuTopUn
Poccuitckolt ®epepaummn), B TedeHne 5 paboumx gHen ¢ gaTbl COOTBETCTBYHOLEN onepaumumn Uam c gathbl
NPUEMKM JIEKAaPCTBEHHbIX MpenapaTtoB Ha ¢apmaueBTUYEeCKUA cknag (npu BbiBoge M3 obopoTa
JIeKAapPCTBEHHbIX NMPEenapaToB B 30HE TaMOMKEHHOIO KOHTPOAS) NpeacTaBAseT B CUCTEMY MOHWUTOPUHIA
cBegeHua, npeaycMmoTpeHHble NyHKTOM 1 npunoxeHua N 4 K HacTtoAwemy NonoXKeHuo.

(8 pea. MoctaHoBNeHuUs Mpasutensctea PP ot 18.12.2020 N 2166)

O6ocobneHHble noapasaeneHna MeAMUMHCKUX opraHusaumuii (ambynatopuu, denbaliepckue,
denbalepcKo-aKylepckne nyHKTbl) B TedeHne 30 paboumnx AHel co AHA COOTBETCTBYIOLLEN onepaumm
npeacTaBAsAloT B CUCTEMY MOHUTOPUHIa CBeAEHUs, NpeayCcMOTpeHHble NyHKToM 1 npunoxeHus N 4 K
HacToswemy MNonoxeHuto.

(ab3au, BBeaeH MNocraHoBneHMem MpaButenbctea PO ot 18.12.2020 N 2166)
(n. 46 B pea. NocraHoBAeHMA MpaButenbcTea PO ot 21.07.2020 N 1079)

47. Cyb6beKT obpalleHUAa NeKapCTBEHHbIX CPeACTB, OCYLWECTBAAWNA BbiBOA W3 0b6opoTa
NIeKapCTBEHHbIX MNpenapaToB MyTeM YHWYTOXEHUA NeKapCTBEeHHbIX NpenapaTosB, MOMELLEHHbIX Moj,
TaMOXEeHHYI0 npoueaypy YHUYTOXKEHWA, BbIBO3a JIEKAPCTBEHHbIX MpPenapaToB, MapPKUPOBAHHbIX
cpeacTBamMu naeHTUOUKaLUK, 3a Npesesibl TAMOMXKEHHON Tepputopum EBPasMIiCKOro 3KOHOMMUYECKOTO
COt03a, MOMELLEHHbIX Mo TAMOMXEHHYIO nNpoueaypy 3KCnopTa, npeacTaBafeT B CUCTEMY MOHUTOPUHIA
cBeaeHua, npesycMmoTpeHHble NyHKTom 2 npunoxeHna N 4 K HacToawemy lonoxKeHuto, B TeyeHue 5
pabounx gHel c AaTbl COOTBETCTBYHOLLEM onepaymu.

(n. 47 B pea. NoctaHoBneHuMA MpaButenbcTea PO ot 21.07.2020 N 1079)

48. CybbeKT obpalleHUA NeKapCTBEHHbIX CPeAcTB, OCYLLecTBAAOWMI BbiBog, M3 obopoTa
NleKapcTBEHHbIX NpPenapaToB NyTem nepeaayn AeKapcTBEHHbIX MPenapaTos Ha YHUUTOMXKEHUe, B TeYeHue
5 pabounx gHel C AaTtbl Nepefayn Ha YHUUTOXKEHME NeKapCcTBEHHbIX MpenapaTos A0 NpeacTaB/ieHun
cBeAEeHMI 0 GaKTe YHUUTOXKEHUA NIeKapCTBEHHbIX NPenapaTos NpeacTaBaAseT B CUCTEMY MOHUTOPMHra
cBeAeHMsA, NPeayCMOTPEHHbIe NYHKTOM 3 npunoxkeHua N 4 K HacTosAwemy MonoxkeHuto.

Mo MTOram YHWUTOMKEHWA JNIeKapCTBEHHbIX NPenapaToB CyObeKT 06palleHUa JIeKapCTBEHHbIX
CPeACTB, OCYLLEeCTBMBLWWIA Nepeaadvy JIeKapCTBEHHbIX NPEnapaToB Ha YHUUTOXeHWe, B TeyeHue 5
pabounx OHeN C AaTbl MOAyYEeHMs aKTa 06 YHUUTOXKEHUM NPeACTaB/sfeT B CUCTEMY MOHUTOPWHra
cBeAEeHMsA, NPeayCMOTPEHHbIe NYHKTOM 4 npunoxkeHua N 4 K HacToAwemy MonoxkeHuto.

49. Cyb6beKT obpalleHUAa NeKapCTBEHHbIX CPeACTB, OCYLWECTBAAWNA BbiBOA U3 0bopoTa
JIeKapCTBEHHbIX NPenapaTtoB MyTEM OCYLLECTB/NEHUA pPEIKCnopTa, B TeyeHue 5 paboumx AHen co AHA
pelweHna 0 pesKkcnopTe, NPUHATOrO TAMOMKEHHbIMW OpraHamm, NpeacTaBaAAeT B CUCTEMY MOHUTOPUHIa
cBeaeHua, npeayCcMoTpeHHble NYHKTOM 2 npuaoxeHua N 4 K HacTtoAawemy NonoXKeHuo.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)



50. Mpu ocywectBAeHUN NOBTOPHOTO BBOZA B OOOPOT /NEKApPCTBEHHbIX NpenapaToB (3a
NCKNOMEHNEM NEKAPCTBEHHbIX NPenapaTos, CBeAEHUA O BbIBOAE M3 060pOTa KOTOPbIX NPeACTaBAEHbl B
CUCTEMY MOHUTOPWHIA B COOTBETCTBUM C NYHKTOM 44(1) HacToAwero MosoxKeHnn) cybbekT obpaleHus
JIeKapCTBEHHbIX CPeACTB, paHee OCYLLECTBMBLUMI BbIBOA M3 060pOTA /IEKAPCTBEHHbIX NPenapaTos uan
BbIMYCK TaKUX JIEKAPCTBEHHbIX NpPenapaToB BHe Tepputopumn Poccuinckon Geaepaumm (B ciyyae BbiBO3a
paHee BBe3eHHbIX B Poccuitickyto ®eaepaumio NeKapcTBEHHbIX NPEnapaToBs), B TedeHne 5 paboumx aHel
C [atbl COOTBETCTBYOWEM onepaumMm MpeacTaBaAseTr B CUCTEMY MOHWUTOPUHIa CBEAEHMA,
npeaycMmoTpeHHble NyHKTOM 14 npunoxeHna N 3 K HacTosawemy MNonoxeHuio.

Mopagok npeactaBieHMa CBeAEHUI O NMOBTOPHOM BBOZE B 0OOPOT NIEKAPCTBEHHbIX NPEnapaTos,
YKasaHHbIX B ab3aue BTOpom nyHKTa 44(1) HacTosawero MNMonoxeHus, yteepxaaetca MuHUCTEPCTBOM
34paBooxpaHeHua Poccuiickon deaepaumin.

(n. 50 B pea. NocraHoBAeHuMA MpaButenbctea PO ot 21.07.2020 N 1079)

51. CybbeKkTbl 0bpalLleHUs NeKapCTBEHHbIX CPEeACTB, OCYLWECTBAAOWME PO3HUYHYIO TOProBJO
NleKapcTBEHHbIMM MpenapaTtaMmyM U OTMYCK JIeKapCTBEHHbIX MPenapaToB CO CKUAKOW Mo peuenTy Ha
NeKapcTBeHHble npenapaTtbl, MapPKMPOBaHHbIX CPeACTBaMU MAEHTUGUKALMK, NPEACTaBAAIOT CBEAEHNA O
BbIBOAE 13 060pOTa IeKAaPCTBEHHbIX NPEnapaToB C UCMO/1b30BaHNEM KOHTPO/IbHO-KacCOBOM TEXHUKMU.

Mepeaaya MHOOPMALMU B CUCTEMY MOHUTOPUHIA O SIEKAPCTBEHHbIX NpenapaTtax, BbiBeAeHHbIX U3
obopoTa cybbekTammn obpaLleHnn NeKapCTBEHHbIX CPEACTB, He MPUMEHAIOLWMMU KOHTPO/1bHO-KacCcoBYo
TEXHUKY MAW MPUMEHAIOWMMMU KOHTPOIbHO-KAaCCOBYIO TEXHUKY B pPEXMMeE, He npeaycMaTpuBaloliem
o06s3aTenbHOM Nepeaayn GUCKanbHbIX JOKYMEHTOB B HA/IOrOBble OpraHbl Yepes onepatopa GpUCKanbHbIX
OaHHbIX, B CNy4Yasx, yCTaHOB/eHHbIX PenepanbHbiM 3aKOHOM "O MPUMEHEHUU KOHTPOJIbHO-KAaCcCOBOM
TEXHWKM MPU OCYLLLECTBAEHMM pacyeToB B Poccuiickoi Pesepaumn’, NponmsBogmuTca TaKUMM CybbeKkTaMm
ob6palLeHna NeKapCTBEHHbIX CPEACTB € UCNOJIb30BaHMEM QYHKLMOHANA CUCTEMbI MOHUTOPUHTA.

Cy6beKTbl 06paLLeHNs SIEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAOLWME MEANUMHCKYIO 4eATe/bHOCTb
M BblBOA M3 060POTA /IeKapCTBEHHbIX MPENapaToB NPW OKasaHUM MeAUUMHCKOM MOMOLLM, a TaKkKe
CyObeKTbl 0OPALLEHUS NEKAPCTBEHHbIX CPEACTB, OTMYCKAOLWME SIeKapcTBEeHHble npenapaTbl 6ecnnaTHo
Nno peuenTy Ha NeKapCTBEHHble NpenapaTbl, NPeacTaBAsOT UHPOPMALMIO B CUCTEMY MOHWUTOPUHIA O
BbiBOAE W3 060pOTa /NEKAPCTBEHHbIX MPEenapaTtoB MyTemM OTNyCKa JIeKapCTBEHHbIX MNpenapaTos
6ecnnaTtHO Mo peuenTy Ha JIeKapCTBEHHble MpenapaTbl WAM OTNYCKa MPM OKa3aHUM MeAMUMHCKOM
MOMOLWM C MCMONb30BAaHMEM PErMcTPaTopoB BblbbITUA, MNPeACTaBAAEMbIX OMNepaTopoM CUCTEMbI
MOHMWTOPUHTa.

OcHalleHne cybbekToB 06palleHNs NeKapCTBEHHbIX CPeAcTB, OCYLLEeCTBAAIWMX BbliBOA, W3
obopoTa NeKapCTBEHHbIX NPenapaToB MNpu OKasaHUM MeAULMHCKON MNOMOLLM WAW NyTem OTMyCKa
6ecnnaTHO NleKapcTBeHHbIX NpenapaToB No peuenTy Ha NeKapCTBeHHble npenapaTbl, perncrtpaTopamm
BbIObITUA OCYLLECTBAAETCA OMNepaTopoOM CUCTEMbl MOHUTOPUHra Ha 6e3Bo3me3gHOM ocHoBe. B uensx
TAKOro OCHalEeHNA CybbeKTbl 06pallleHUsA NeKapCTBEHHbIX CPeACTB 3aKA04aloT C ONepaTopom CUCTEMBI
MOHWTOPUHIa A0r0BOpPbI, B TOM YMCAe CoAepiKalliMe yCA0BUA NpeaocTaBieHnsa Takoro 06opyaoBaHus u
ero pernameHTHoro obcny»KmMBaHmA Ha 6e3Bo3me3aHOI OCHOBeE.

Tunosas dopma TaKMX AOTOBOPOB yTBEpKAaeTca MUHNUCTEPCTBOM MPOMbILWIEHHOCTU U TOProBAn
Poccuitckoit epgepaumn.

B cnyyae HepabotocnocobHOCTM perucTpaTopa BbiObITUA, MOATBEPKAEHHOM YBELOMIEHUEM,
HanpasnAembiM Cyb6beKTOM 0b6paLLeHUA NIEKAPCTBEHHbIX CPEACTB OMNepaTopy CUCTEMbI MOHWUTOPUHIA,
nepefava cBefleHMi o BbiBOAE M3 060pOTa IeKapCTBEHHbIX NpenapaToB NyTem OTMNYCKA JIEKAapPCTBEHHbIX
npenapatos 6ecnaaTHO AWM OTNYCKa NPU OKa3aHUN MeAULMHCKON MOMOLLM HA NepPUOL BOCCTAHOBAEHMS
paboToCnoCOBHOCTM MM 3aMeHbl perucTpatopa BblObITUA OCYLLECTBASIETCA CYyOBEKTOM ob6palleHus
NIeKapCTBEHHbIX CPEACTB C UCMO/Ib30BaHNEM QYHKLMOHANA CUCTEMbI MOHUTOPUHTa.

(n. 51 B pea. NocraHoBAeHuA MpaButenbctea PO ot 21.07.2020 N 1079)



52. CybbeKkTbl 0bpalleHus IeKapcTBEHHbIX CPeacTB Mpu OBHApyKeHUMU OWMBOK B CBEAEHUAX
(HepgocTOBEpPHBbIX CBEAEHMI), NPeACTaBAEHHbIX UMW B CUCTEMY MOHWTOPWHra npu BeBoae B obopoT
NleKapcTBeHHbIX NpenapaToB M 060poTe NeKapCTBEHHbIX MpenapaTtos, MPEeACTaBAAT B CUCTEMY
MOHUTOPUHIa WHPOPMaLMIO, HEoBXoAMMYI0 ANA WMCMPABAEHUA YKa3aHHbIX OWWBOK B CBEAEHUAX
(HepocToBepHbIX CBeAeHUIM) (aanee - ucnpaBsieHMe oMb OoK).

CybbekTbl obpallleHNsas NeKapCTBEHHbIX CPEACTB Brpase BHECTM MCNpaBaeHus owmnboK Ao Toro
MOMEHTA, KOraa oHU 6bl1n yBeAOMAEHbl O Ha3HAYeHUUN B OTHOLIEHUM HUX NPOBEPKM, OCYLLLECTBAAEMOM
B yCTaHOB/IeHHOM nopsake ®eaepanbHol cny*boli No Hagzopy B chepe 3a4paBoOXpaHeHUs, No daKTy
npeacTaBneHNa cybbeKkTamu o0b6paleHna NeKapcTBEeHHbIX CpeacTB OWWMBOYHbIX (HeAoCToBepHbIX)
cBeAeHui.

B cnyyae ecnm B NpeacTaBieHUM CBeAEHUM, B KOTOPbIX OBHapy:KeHbl OWMBKM (Hea0CTOBEPHbIe
CBEAEHMA), Yy4acTBOBa/NM Apyrve cybbekTbl 0b6palleHUs /leKapCTBEHHbIX CPeAcTB, TO MCNpaBieHun
OLMBOK CYMUTAIOTCA NMPUHATBIMM NMOCNE NOATBEPKAEHNA AOCTOBEPHOCTM NPEeACTaBAEHHbIX UCNPaBAEHU
OWMBOK B CUCTEME MOHUTOPUHIA BCEMM YYaCTHMKaMW NpPeACcTaBNeHUs CBEAEHWM, B KOTOpPbIX
06HapyKeHbl oWnbKK (HeAOCTOBEpPHbIE CBEAEHNA).

MonoxkeHns ab3aLa TPETbEro HaCTOALLErO NMYHKTa He PacnpoCTPaHAOTCA Ha Caydan UCMpaBAeHUs
owmnboK B CBeAEHMUAX, NpeAcTaBAeHHbIX cybbeKTamn obpallleHns NeKapCTBEHHbIX CPeacTB B CUCTEMY
MOHUTOPUHIa B NopsaaKe, NpeaycMOTPeHHOM ab3auem nAaTbiM NyHKTa 44 Hactosawero MonoxeHua. B
YKa3aHHOM C/ny4yae AO0CTOBEPHOCTb MPeACTaB/EHHbIX UCNpPAB/iEHU OWKNOBOK B cMCTEME MOHUTOPUHra
NoATBEP)KAAETCA B COOTBETCTBUM C ab3auem BOCbMbIM NyHKTa 44 HacToswero MNosioxKeHus.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 30.06.2021 N 1069)

B cMCTeMy MOHUTOPUHIA BHOCATCA CleaytoWwme UCNPaBieHns OWMBOK B OTHOWEHUN COBCTBEHHbIX
onepauui:

OTMeHa Cy6beKToM 06palleHUA NeKapCTBEHHbIX CPEACTB paHee 3aperMcTpUpoBaHHOW onepauun
(8 cnyuae, ecan nocne TaKoi onepauuMu He OblAM cCOBeplUeHbl AEWCTBMA C Mepexogom npasa
COB6CTBEHHOCTU Ha SIeKapPCTBEHHbIe npenaparbl);

0T3bIB  CcOoObleHNa 06 OTrpy3Ke JeKapCTBEeHHbIX npenapatoB cybbekTom obpalleHun
NeKapCTBEHHbIX CPeACTB - OTNpaBuTeNeM TakKoro coobuieHusa, nepeAaHHoro  noaydaTento
NeKapcTBeHHbIX npenapaToB. Takad KOPPEKTMPOBKA BO3MOXHa A0 nepedadn CcBeAeHM o
NOATBEPXAEHUM Mepedadn  NeKapcTBeHHOro  npenapaTa  Apyrum  cyb6bektom  obpalieHus
NleKapCTBEHHbIX CPeaCTs;

OTKa3 cybbeKTa 0bpalleHUs NeKapCTBEHHbIX CPEACTB - NOJyYaTesn JIeKapCTBEHHbIX NpenapaTos
OT NPWEMKM NIeKAaPCTBEHHbIX MpPenapaToB. Takas KOPPEKTMPOBKA BO3MOMKHA 40 Nepesayu CBedeHuin o
NOATBEPKAEHUM  MNepefayn  JleKapcTBEHHOro  npenapaTa  Apyrum  cybbekTom  obpalieHus
NleKapCTBEHHbIX NPenapaTos;

KOPPEKTMPOBKA CYOBEKTOM 06paLleHUA NeKapCTBEHHbIX CPEACTB paHee HanpasieHHbIX MM
CBEAEHUN B CUCTEMY MOHMTOPUHIA O Mepefayve JIEKAapCTBEHHOrO Mpenapata Apyromy cybbekTty
obpallleHna NeKapCTBEHHbIX CPeAcTB C MNOATBEPKAEHMEM TaKOM KOPPEKTUPOBKM CyObEKTOM
obpalleHnA NeKapCTBEHHbIX CPEACTB, KOTOPOMY NepesaHbl TaKMe IeKapCTBEHHbIE NPenapaThbl.

(ab3au, BBeaeH MNoctaHoBneHMem MpaButensbctea PO ot 21.07.2020 N 1079)

53. BIOKMPOBKA NPUHATUA CUCTEMON MOHUTOPUHIa CBEAEHWUI O BBOAE B 0O0OPOT SIeKapCTBEHHbIX
npenapatos, o6 obopote u (MaM) o BbiBoge M3 060OPOTa /SIEKAPCTBEHHbLIX NpenapaTtoB (aanee -
6/10KMPOBKa) OCYLLECTBAAETCA B aBTOMATMYECKOM pPEeXWMMe B COOTBETCTBMM C PErNaMEHTOM,
onpeaensiemMbiM ONepaTopom CUCTEMbI MOHUTOPUHIA M COrNacoBaHHbIM ¢ PesepanbHOM cayxboi no
Haz3opy B chepe 34paBOOXPAHEHMA.

(8 pea. MoctaHoBneHus MNpasutenbctea PP ot 30.08.2019 N 1118)



MepeyeHb NPUYMH BNOKMPOBKK NpUBEAEH B NpUaoKeHUn N 7.

Mpn ycTpaHeHUU cybbeKTom 06palleHNAa NeKapCTBEHHbIX MPEnapaTtoB MPUYMH, MNOCAYXKMBLUNX
OCHOBaHWEM AN 6NOKMPOBKKU, OTMEHA BIOKMPOBKM OCYLLECTBAAETCA B aBTOMaTUYECKOM PeXnme.

B oTaenbHbIX caydasnx, nepeyeHb KOTopbix onpeaensetca PeaepanbHoi cy»K6oi no Hags3opy B
chepe 34paBOOXpaHEHUS, NpU BNOKMPOBKE AOMNYCKAETCA BOSMOXKHOCTb Nepesayn cBefeHuid o Bo3BpaTe
NleKapCTBEHHbIX MPEenapaToB NOCTaBLLMKY, O Nepesaye IeKapCTBEHHbIX MPENapaToB HA YHUUTOMXKEHWE U
(nnn) 06 MHOM BUAE BbIBOAA M3 060pPOTa IEKAPCTBEHHbIX NPenapaTos.

EJ'IOKMPOBKa N OTMEHa 6J'IOKMpOBKVI MOTyT BBOAUTBCA B OTHOWEHUN eaUnHULLbI NEKAPCTBEHHOIO
npenaparta, NapTun N1eKapCTBEHHbIX NPenapaTtoB NN cepun N1eKapCTBEHHbIX NpPenapaTos.

VII. MopagoK npepocraBneHns uHpopmauum, cogepKalenca
B CMUCTEeMe MOHUTOPUHra

54. [locTyn 3aMHTepecoBaHHbIX B NOAyYeHUU MHOOPMALMU U3 CUCTEMbI MOHUTOPUHIA GU3MYECKUX
N lopuanyeckux auvu, depepasbHblX OPraHOB MCNONHWUTENIbHOW BAACTM, OPraHOB rOCYAapPCTBEHHOM
BNacTM cybbekToB Poccuitickoit depepaunm M opraHOB MECTHOTO CamoyrpasneHus obecrneymBaeTcs
onepaTopoM CUCTEMbI MOHWMTOPUHIA MO COrNAacoBaHWO C MMUHUCTEPCTBOM  340aBOOXPAHEHMSA
Poccuiickoin Pepepaunn.
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 21.07.2020 N 1079)

Mpu stom obnagatenem uHOpPMaLMM, COAEP’KaLLENCA B CUCTEME MOHUTOPWUHra, ABAAeTcA
Poccuiickaa ®epepauma. [paBomouna obnagatens uHGopmauMu, coaepskalleica B cucTeme
MOHWUTOPWUHra, OT UMeHu Poccuiickoin degepauun ocyuwectsnseT MUHUCTEPCTBO 34PaBOOXPaHEHUs
Poccuitickoit Pepepaumn. Ob6nagatenb uHOOPMaUMKM, COAEpPHKAWENCA B CUCTEME MOHUTOPUHTA,
obecneumBaeT KOHPUAEHLUNANBHOCTb TaKON MHPOPMALLUK, 33 UCKNOYEHUEM MHPOPMALMU, OTHECEHHOM
MpasuTtenbctBom Poccuickoit ®eaepaumm K ob6we0cTynHOM MHPopMaL MK,

(ab3au, BBeaeH MNocraHoBneHMem MpaButenbctea PO ot 21.07.2020 N 1079)

OnepaTtop CUCTEMbI MOHUTOPWHIA OCYLLECTBAAET AEUCTBMA C MHDOPMaUMEN, coaeprKallenca B
CUCTEME MOHMTOPWMHIA, WUAW paspeLlaeT OCYLLEeCTBAEHME TAKUX AEWCTBMA B MNpeaenax NoAHOMOYUNA,
YCTQHOBNEHHbIX deaepanbHbIMM 3aKOHaMM U NPUHMUMAEMBIMA B COOTBETCTBUM C HUMM MHBIMM
HOPMaTUBHbBIMW NPaBOBbIMU aKTaMu Poccuiickoit ®epepauymm, B TOM ymcne HacToAwmMm MNonoxeHnem.
(ab3au, BBeaeH MNocrtaHoBneHMem MpaButenbctea PO ot 21.07.2020 N 1079)

55. [doctyn K uHbOpMmaLMKM, cOoAep)Kalleidca B CUCTeMe MOHUTOpWHra, obecnedymnsaerca
0onepaTopoM CUCTEMbI MOHUTOPUHTA C YY4ETOM CNEAYHOLLMX MONOKEHUIN:

a) poctyn ¢denepanbHbIX OPraHOB UCMONHUTENbHOM BNACTU, OPraHOB rOCYAAPCTBEHHOM BAacTU
cybbvektoB Poccuiickort ®depepaumMm M OpraHOB MECTHOrO CaMOYMNpPaBAEHUSA B  OTHOLEHWUU
coaepiKallenca B CUCTEME MOHUTOPUHIA MHPOPMALMKM OCYLLECTBAAETCA B TOM YMC/e MOCPeACcTBOM
MHPPACTPYKTYpPbI, obecneyunsatoLLei MHPOPMALMOHHO-TEXHONOMMYECKOE B3aumopaencrame
MHPOPMALMOHHBIX CUCTEM, UCMOJIb3YEMbIX AN NPEAOCTaBNEHNA FOCYAAPCTBEHHbIX U MYHULMNANbHbIX
YCNYT U UCNONHEHMUA FTOCYAAPCTBEHHBIX U MYHULMNANbHbBIX PYHKLMI B 31IEKTPOHHOM dopme;

6) goctyn cyb6bekToB 0bpallleHnsa NeKapCTBEeHHbIX CPeacTB, NPeACTaBAAWMX MHPOPMaLMIO ANs
BHECEHWUA B CUCTEMY MOHUTOPWHIA, B OTHOLIEHUWN NpeacTaBNeHHON MU MHPOPMALIMM U HOPMATUBHO-
CrpaBoYHOM MHPOPMAUUMK, coaepKaLLenca B CUCTEME MOHUTOPUHIA, OCYLLECTBAAETCS Yepe3 J/IMYHbLIN
KabuHeT cybbekTa o0bOpalieHMA NeKapCTBEHHbIX CPeaCcTB WM NOCPeAcTBOM  MHGOPMALMOHHBIX
3/IEKTPOHHbIX CEPBMUCOB C UCMNO/Ib30BAaHMEM CTaHAAPTHbIX NPOTOKO0B U UHTEPhENCOB 3NEKTPOHHOIO
B3aMMOLENCTBUS;

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)



B) OOCTYN rpaxgaH B OTHOLIEHUW COAEPMKALLENCA B CMCTEME MOHUTOPUHIA MHPOpMaLUKU Npwu
NpoBepKe CpeacTBa AEHTUDUKALMM OCYLLECTBAAETCA B TOM YMC/E C UCMO/Ib30BAaHMEM CaliTa onepaTopa
CUCTEMbI MOHUTOPUHIA B MHHOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT" n mobunbHoro
NPUIOXKEHMUS.

56. MobunbHoe nNpuaoKeHMe NpWU MPOBepKe CpeacTBa MAeHTMOMKauMu obecneynsaeT B TOM
yncae cneaytoume BO3MOKHOCTU CUCTEMbI MOHUTOPUHTa:

a) cuyuTbiBaHME CPeACTB MAEHTUOMKALMM CO BTOPUYHON (MOTPEBUTENbCKOWM) YMaKOBKM
NleKapcTBEHHOTO npenapata (B c/y4yae ee OTCYTCTBMS - MEPBMYHOM YMAKOBKM JIEKAPCTBEHHOMO
npenapara);

6) oTobparkeHe pesynbTaToB NPOBEPKU CPeACTBA UAEHTUGUKALNN B CUCTEME MOHUTOPUHT3;

B) BO3MOXHOCTb HanpaB/ieHWAa CBEAEHMIN B CUCTEMY MOHWMTOPWMHIA O HapylleHWUAX MopsaaKa
MapPKMPOBKM SIeKapCTBEHHbIX NpenapaTos.

57. Cyb6beKT o0bpalleHns NeKapCTBEHHbIX CPEeACTB MOMKET NOMYUYUTb AOCTYN KO BCEM 3/IEKTPOHHbIM
AOKYMeHTaM, nepefaHHbIM UMM B CUCTEMY MOHUTOPMHIA, a TaKXKe K 3/1IeKTPOHHbIM [OKYMEHTaMm,
CO3aHHbIM CUCTEMON MOHUTOPUHTA MO pe3y/ibTaTaM 06pPaboTKM NONYyYEHHbIX OT cybbekTa obpalleHus
NIEKapCTBEHHbIX CPeacTB AOKYMEHTOB, a TaKXKe K WHpopmaumn, oOTHeceHHoW [lpaBUTENbCTBOM
Poccuitckoit Pepgepaumm K 0bwen0cTynHON MHbOpMaLU.

(8 pea. MoctaHoBneHuUn Mpasutenbctea PP ot 21.07.2020 N 1079)

VIil. Onepatop cuctembl MOHUTOPUHIA

57(1). DMUTEHTY CPeacTB MAEHTUOUKALMM, 3aPErucTPUPOBAHHOMY B CUCTEME MOHUTOPWUHrA U
npeacTaBMBLIEMY CBEAEHMS B CUCTEMY MOHWUTOPMHIA O HAaHECEeHMM CPeacTB MAeHTUPUMKauMM Ha
YyMNaKoBKM NEKapCTBEHHbIX MpenapaTtosB, MOMWMO CBEAEHMI, YKasaHHbIX B MyHKTe 57 HacToAlero
MonoxkeHunn, obecneumBaerca AOCTYN K MHOOPMaLMM O cepuAax W MaAPTUAX TaKUX JIEKAapCTBEHHbIX
npenapaTos B YacT MHOOPMALMM O BAaAEeNbLAX EKaPCTBEHHbIX MPEnapaTos U UX KOANYECTBe No Bcew
LLenun NOCTaBKU UK OTIPY3KMK.

(n. 57(1) BBeaeH MoctaHoBneHnem MpasuTtenbctsa PO ot 21.07.2020 N 1079)

57(2). MNoTpebutenam nekapcTBeHHbIX NpenapaTtoB obecrneuymBaeTcs AOCTYN K MHbOpMaLmy,
oTHeceHHoM MNpasuTensctBom Poccuinckon Pegepaumm K obLLea0CTyNHOM MHbOpMaLUN.
(n. 57(2) BBegeH MoctaHoBneHnem Mpasutenbctsa PO ot 21.07.2020 N 1079)

57(3). degepanbHbiM OpraHam WCNONHUTENbHOM BNAcCTU B LLENAX, onpeaeneHHbIX HacTOALMM
MonoxeHnem, obecneymBaeTca AOCTYN K CAeAYOWNUM CBEAEHUAM:

a) MHbopmauusa o cybbekTax obpallleHUsa NeKapcTBEHHbIX CPeACTB, O IEKAPCTBEHHbIX NpenapaTtax
N nx obopote, HeobxoaMmasa ANA BbINONHEHWA 33434 M OCYLECTBAeHMA GYHKLUUIA, BO3/I0MKEHHbIX Ha
denepanbHble opraHbl UCMONHUTENLHOM BAACTH, B LIENAX, Onpeae/ieHHbIX HacToAwmM MNonosxkeHnem;

6) ctaTucTMUecKan nHGopPMaLMA O NeKapCTBEHHbIX NpenapaTtax u ux obopoTe;

B) WMHPopmaums, oTHeceHHaa [MpaBuTenbctBom Poccuiickon depepaummn K o6LLEeAOCTYNHOM
nHbopmauuu.
(n. 57(3) BBegeH MoctaHoBneHnem Mpasutenbctsa PO ot 21.07.2020 N 1079)

57(4). CoctaB WHpOpMaLMK, cCOAEpPrKalLeincs B CUCTEME MOHUTOPMHIA, AOCTYM K KOTOpOM
obecneunBaetca denepanbHbIM OpraHam MCMNOAHUTENBbHOW BNACTM, ONpeaenseTca B corfaweHuax ob
MHGOPMALMOHHOM  B3aMMOLEMNCTBMW, 3AK/OYEHHbIX OMNEpPaTopoM  CUCTEMbl  MOHMUTOPUHFA €
denepanbHbIMM OpraHaMm UCNONHUTENIbHOW BNACTU U MUHUCTEPCTBOM 34paBOOXPaHeHNa PoccuincKom
depgepaunn.



(n. 57(4) BBeaeH MoctaHoBneHnem MpasuTtenbctsa PO ot 21.07.2020 N 1079)

57(5). PeanepanbHoit cny:be no Hagsopy B coepe 3apaBooxpaHeHMsa obecneunBaeTca AOCTYN K
NMHOPMaLNN, COAEPKaLLENCA B CUCTEME MOHUTOPUHSA, B LLENAX:

a) OCyLLecTBAEHMSA KOHTpona cobaogeHna MeguUMHCKUMKU PaboTHUMKaMK, PYKOBOAMTENAMM
MEAMULMHCKUX OpraHusaumii, ¢GapmaueBTUYECKUMM PabOTHUKAMU W PYKOBOAMTENAMM aANTeYHbIX
OpraHusaunii  OrpaHUYEHU, NPUMEHAEMbIX K HMM NPW  OCYLLECTBIEHUM NPOdEeCcCUOHAIbHOM
AesATeNbHOCTU B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoi depepaunm;

6) ocyLLecTBAEHUs rOCyAapPCTBEHHOIO KOHTpoa (Hag3opa) B chepe obpalLeHUsa eKapCTBEHHbIX
CPeACTs;

B) nposeaeHA MOHUTOPUHIA aCCOPTUMEHTA U UEH HA XKU3HEHHO HEO6XOAMMbIE N BaKHelwwue
NNeKapCTBEHHbIE NMpenaparThbl;

r) ocyuiectsneHma B yCTaHOBNEHHOM NOPAAKE NPOBEPKU AeATENbHOCTU MEANLMHCKUX U anTEUYHbIX
opraHu3aumin, opraHM3aLmnin ONTOBOM TOProBAN NEeKAapPCTBEHHbIMU CPEACTBAMM, APYITNX OpraHuU3aumnin u
WMHAMBUAYANbHbIX NpeAnpUHMMaTENEN, OCYLLLECTBAAIOLMX AEATEeIbHOCTL B cdhepe 34paBooXpaHeHM .

(n. 57(5) BBegeH MoctaHoBneHnem Mpasutenbctsa PO ot 21.07.2020 N 1079)

57(6). depepanbHOl HanoroBom cnyxbe obecneunsaeTcs 4OCTyn K MHPOpMaLmMK, coaepKaLlencs
B CUCTEME MOHWUTOPWHTa, B LLeNsX:

a) OCYyLeCTB/EHUA KOHTPO/AA W Hag3opa 3a MNPaBUAbHOCTbIO WCYUCNEHUS, MNOJIHOTON U
CBOEBPEMEHHOCTbIO BHECEHMA B COOTBETCTBYHOLWMA OloaxeT OHAXKETHON cuctembl Poccuitckon
depepaunn Hanoros M cboOpoB, a B CAyyasx, NPeAyCMOTPEHHbIX 3aKoHOoAaTeNbCTBOM Poccuiickol
depepaunn, - 3a NPaBUNLHOCTbIO WCUUCIEHUS, MONHOTOM U CBOEBPEMEHHOCTbIO BHEceHuMA B
COOTBETCTBYIOLWMNI BIOAMKET UHbIX 0053aTe/IbHbIX NAaTEXKEN;

6) KOHTpOAA cobntoaeHns TpeboBaHMIM K KOHTPONLHO-KAacCOBOM TEXHUKe, NOpAZKa U YyCN0BUIA ee
perucTpauumn u NPUMeHeHus;

B) KOHTPO/A Yy4yeTa BbIPYYKM [OEHEXKHbIX CPEeACTB Y HPUANYECKUX /ML, U WHAWBUAYAbHbIX
npegnpuHumarenei;

r) OCyLL,EecTBAEHNA KOHTPO/IbHbIX MEPONPUATUIA, BKNKOYASA KaMepasbHble U Bble34Hble MPOBEPKMY.
(n. 57(6) BBeaeH MoctaHoBneHnem MpasuTtenbctsa PO ot 21.07.2020 N 1079)

57(7). ®depnepanbHOW TaMoOMKeHHOW cnyxbe obecneumBaetca Aoctyn K uMHGopmauumu,
cojepiKallenmca B cUCTEME  MOHUTOPWMHra, B  Uensx  obecneyeHuss  NpeasyCMOTPEHHbIX
3aKoHogaTenbCTBom Poccuiickoin  ®deaepaumm  MOJAHOMOYMIA MO  OCYLLECTB/IEHUIO TaMOMKEHHOTO
KOHTPOAS 33 NpoAyKumen, BBO3MMOW B Poccuiickyto Geaepaumto, B TOM YMCAE TAMOXKEHHOTO KOHTPONS
nocsie BbiMyCKa TOBAPOB, @ TAKMKe KOHTPOJIA 3@ MPaBU/bHOCTbIO WCYMC/IEHUS U CBOEBPEMEHHOCTbIO
YyNAaTbl TAMOMEHHbIX NOLWJ/MH, HANOFOB, CNELNaNbHbIX, aHTUAEMMNHIOBbIX KOMNEHCALNOHHbLIX MOLANH
W MHbIX NNaTeXen, B3MMaHMe KOTOPbIX BO3/IOXKEHO HA TAMOXEHHbIE OPraHbl.

(n. 57(7) BBegeH MoctaHoBneHnem Mpasutenbctsa PO ot 21.07.2020 N 1079)

57(8). ®depepanbHoM cny:be rocygapCTBEHHOMW CTAaTUCTMKM obecneuymBaeTca AoCcTyn K
MHbOPMALMK, cofepiKalLecs B CUCTEME MOHUTOPWMHIA, B LenAax obecnevyeHUA OCYLLEeCTBAEHUS
OYHKUMA  no  GOpMMPOBAHUIO  OPULMANBHOM  CTaTUCTUUYECKON WHOOPMAUMM O  COLMaAIbHbIX,
SKOHOMMYECKUX, AeMOrpadrUecKmX, IKONOTUYECKUX N APYTMX OOLLECTBEHHbIX NpoLeccax B Poccuinckom
depgepaunu.

(n. 57(8) BBeaeH MoctaHoBneHnem MpasuTtenbctsa PO ot 21.07.2020 N 1079)

57(9). denepanbHO aHTUMOHOMONALHOW CNyxbe obecneunmBaeTcs A0CTYyNn K MHpopmauumu,



cogepxKallenca B cUCTeMe MOHMTOPUHIA, B LENsAX OCYLLeCTBAeHUA FoCyAapCTBEHHOrO KOHTPOAA 3a
cobnogeHnem aHTUMOHONO/IbHOTO 3aKoHoAaTebCTea B Poccuiickont ®eaepaumn.
(n. 57(9) BBeaeH MoctaHoBneHnem MpasuTtenbctsa PO ot 21.07.2020 N 1079)

58. Onepatop cucTEMbl MOHUTOPMHIA MO COMNACOBaHUIO ¢ MWHUCTEPCTBOM 34paBOOXPaHEHMA
Poccuiickoir depepaunm un  dPegepanbHoM caybolh no Haasopy B chepe 34paBOOXPaHEHUA
obecneumnBaer:

a) co3paHune, pa3BuUTUE, BBOS, B SKCMAyaTaLMIO, SKCMIyaTaLMio 1 BbIBOA U3 SKCMIyaTaLmMmn CUMCTEMbI
MOHWUTOPWHra, npeaocTaBieHMe uWHOOPMaLMKM, COAep)Kalleics B CUCTEME MOHUTOPUHra, U
B3aMMOAENCTBME CUCTEMbBI MOHUTOPUHIA C UHBIMWU MHOOPMALMOHHbBIMU CUCTEMAMU;

6) peanusauMilo MexaHW3MOB OOLLECTBEHHOTO KOHTPO/A, BKAOYaA npuem uHPopmaumm o
pe3ynbTaTax MPOBEPKM CPEeACTB MAEHTUOMKAUMU U Kanobbl GUIMYECKUX U OPUANYMECKUX NUL,
WHOMBUAYANbHbIX NpeanpuHUMaTenei, xpaHeHue, o0bpaboTKy M nepepady 3Toi MHPOpmauun B
yNo/IHOMOYeHHble deaepanbHblie opraHbl UCMOAHUTENbHOM BAACTU.

59. OnepaTtop cuUCTEMbI MOHWUTOPUHIa HECeT OTBETCTBEHHOCTb B  COOTBETCTBUM C
3aKoHoaaTenscTeom Poccuitckoit depepaumm:

a) 3a XpaHeHue Bcex AaHHbIX W 3anncen TpaH3aKumii B 6ase AaHHbIX, PETMCTPMPYEMBIX B CUCTEME
MOHUTOPUHTa;

6) 3a UENOCTHOCTb, COXPaHHOCTb M HENPOTUBOPEYNBOCTb MHd)OpMaLI,VIVI B CUCTEME MOHUTOPUHTQ,

B) 3a BeAeHME W XpaHEeHWe efuHbIX PeecTpoB, CNPABOYHO-HOPMATUBHOW WHbOPMaLuu,
Knaccuoukatopos 1 dopmaToB obmeHa AaHHbIMU;

r) 3a 6ecnepeboliHy0 M OTKA30YCTONYMBYIO PabOTy CUCTEMbI MOHUTOPUHTA;

,u,) 3a BOCCTaHOBJ/1eHUE pa6OTOCI'IOCO6HOCTM Cncrembl MOHUTOPUHIA M ee KOMMOHEeHT nocne
YCTPpaHEHUA cboes npun ycnosunm nNOAHOIO YCTPaHEHUMA NPUYUNH, BbI3BaABLUUX C6017I, a TaKXe 3a
COXpaHeHune UesIoCTHOCTN YCTAaHOBJIEHHbIX HA CepBepax nNporpaMmmMHO-TEXHUYECKUX Cpeacts U 6as
AaHHbIX;

€) 3a CTPYKTypHOe pe3epBMpoBaHME, aBTOMATUYECKOE BbisiBIeHWe PpaKTa OTKasa CepBepHOro y3na
M NepeKkntoYeHue 3a4ady Ha APYroi cepeBepHbl y3en, a TaKKe 3a Ha/luuue pPe3epBUPOBAHHOTO W
ANBepCcUGUUMPOBAHHOIO NO NOAKAOUYEHMIO K NPOBaiiaepam CeTeBoro A0CTyna;

) 33 UHPopMauMoHHYO 6e30NacHOCTb U 3aLMTY AAHHbIX OT HECAHKLMOHWPOBAHHOMO A40CTyNa U
YTEUKM UHPOopMaLnK;

3) 33 KOHCY/NbTaUMOHHYIO M TEXHWYECKYH NOAAEPHKY CyObeKToB 06palleHMA NeKapCTBEHHbIX
CPeACTB CUCTEMbBI MOHUTOPUHTA U MOBUIBHOTO NPUAOKEHUA ANa GU3NYECKUX UL,

M) 3a cbop M aHanu3 obOpalleHUn PUANYECKMX U  PUBUYECKMX UL, WHAMBMAYANbHbIX
npeanpuvHMMaTeNei ¢ LLeNblo NOCTaHOBKM 3aJay Ha A0paboTKy M MoAepHU3aumio 6a3 gaHHbIX.

60. OnepaTop CMCTEMbI MOHUTOPWUHIA B Caydyae c6OsA B CUCTEME MOHMTOPWHIA, NOB/EKLWIEro 3a
coboii 0TKas B npueme cBeeHUN OT CyObeKToB 0bpalleHMA IeKapCTBEHHbIX CPEACTB O COBEPLUEHHbIX
onepauusx, pasmellaeTt Ha odpuLMaNbLHOM caliTe onepaTopa CUCTEMbl MOHUTOPUHIA B UHPOPMALIMOHHO-
TeNeKOMMYHUKauMoHHOM ceTn "UHTepHeT" cneaytowmne ceegeHus:

a) VIHd)OpMaLI,VIH o cboe He nosaHee 4 4acoB C MOMeHTA ero BOSHUKHOBEHMUS;

6) nHbopmaums 06 ycTpaHeHUM NpuUnH cbos U BOCCTAHOBAEHUM MOAHON PaboToCNOCOBHOCTM
CUCTEMbI MOHUTOPUHIA He no3aHee 4 4YacoB C MOMEHTa BOCCTAHOBNEHWUA NOJIHOM paboTocnocobHOCTH



CUCTEMbBI MOHUTOPUMHTA C YKa3aHMeM NPOAO0IKUTENbHOCTU OrpaHuYeHus B ee pabore.
(n. 60 BBeaeH MNoctaHoBneHMeM MpaBuTenbcTea PO ot 21.07.2020 N 1079)

MpunoxkeHne N 1

K [ONI0XKEeHUI0 0 cUCTEME MOHUTOPUHTA
ABUXKEHUA NeKapCTBEHHbIX NpenapaTos
ONA MeAULIMHCKOrO NPUMeEHeHuUA

CBEAEHUA,
NPEACTABNAEMBbIE TOCYAAPCTBEHHBIMU UHO®OPMALMOHHbIMMU
CUCTEMAMM SELEPA/IbHBIX OPTAHOB UCMONHUTENBLHOW BNIACTU
B CUCTEMY MOHUTOPUHTA ABUXEHWUA NEKAPCTBEHHbIX NPEMNAPATOB
Ana MEAULUNHCKOIo NPUMEHEHUA, A TAKXKE CBEAEHUA, NEPEOABAEMBIE
N3 CUCTEMbl MOHUTOPUHTA ABUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
Ana MEAUUNHCKOro NnPMMEHEHUA

Cn1CcoK M3MEHAIOLWMX JOKYMEHTOB
(B pea. NoctaHoBneHum MpaBuTtenbscTea PO ot 20.03.2020 N 311,
o1 21.07.2020 N 1079)

1. U3 EamHOro peectpa NULEH3UA Ha MPOM3BOACTBO NEKAPCTBEHHbIX CPeACTB ANA uenei
nepegayn MHGOpMaUMM O NIULEH3UAX Ha NPOU3BOACTBO JIEKaPCTBEHHbIX CpPeacTB NpousBoAuTeNs
NIeKapCTBEHHbIX CPeACTB, ABAAIOLLEroca OpraHuWsaumein, npusHaBaeMon HaNOroBbIM pPe3nAeHTOM
Poccuiickoli depepaunmn, B CUCTEMY MOHUTOPUHIA OBUMKEHWUA NEKapCTBEHHbIX MpenapaToB ANsA
MeMUMHCKOTO npumeHeHua (ganee - cucTemMa MOHUTOPUHIA, JIeKapcTBeHHble npenapaThbl)
npeAcTaBAAOTCA CAeayiolimMe CBeAeHUA:

a) M,D,eHTVId)MKaLI,VIOHHbIﬁ HOMEP Hanoronnatenblmka npon3sogntena 1€KapCrBeHHbIX CPEACTB,

6) OCHOBHOW rOCYAapPCTBEHHbIN PErMCTPALMOHHBIN HOMEpP MPOM3BOAUTENA JIEKAPCTBEHHbIX
CPeAacTs;

B) HAMMEHOBaHMe NPOU3BOANTENA IEKAPCTBEHHbIX CPEACTS;
r) Homep NULEH3NY;

A) AaTa Bbloaun NULEH3NN;

e) cTaTyc A4encTBUsA ANLEH3UK;

) AaTa MU3MeHeHuA cTaTyca AeNCTBUA MLEH3UN;

3) aApec mecTa OCyLWEeCTBeHUA AeATEeNbHOCTU COMMacHO AUUEH3UU (rNob6anbHbIN YHUKANAbHBbIN
naeHTndMKaTop agpecHoro obbekta B dpesgepanbHot MHOOPMALMOHHOM agpecHon cucteme U onnucaHme
aapecHoro obbekTa);

1) NnepeyeHb paboT u ycayr, NpeayCMOTPEHHbIX MLEH3NEN;
K) nepeyeHb eKapcTBEHHbIX POPM, NPesyCMOTPEHHbIX IULEeH3MeN;

) gononHUTeNbHOE onucaHue no pabotam (ycayram).



2. W3 epuHoro peectpa /WUEH3WA, B TOM YMC/Ee JIMLEH3WIW, BbIAAHHbLIX OpraHamwu
rocyaapcTBeHHol BnactM cybbektoB Poccuitickolt ®depepaumm B COOTBETCTBMM C  NepedaHHbIiM
NONHOMOYMEM MO NNLEH3NPOBAHNIO OTAE/bHbIX BUAOB ALATENLHOCTU B chepe oXpaHbl 340p0BbA, ANA
uenei nepedadn MHOOPMaLMM O AULEH3MAX Cy6beKToB 06palleHMAa NeKapCTBEHHbIX CPeacTs,
ABNAOLWMXCA OPraHN3aLMAMK, MPU3HABAEMbIMU HANIOrOBbIM pe3naeHTom Poccuiickoin Peaepauuu, nam
UHANBUAYANbHLIMW NPeanpUHMMATENAMKN, B CUCTEMY MOHWUTOPUMHIA MPeACTaBAAOTCA caeaytouime
cBEAEeHMA:

a) naeHTMGUKaALMOHHBIN HOMEpP HanoronaatenbliMka cybbekTa obpalleHUsa NeKapCTBEHHbIX
CPeACTs;

6) Homep NnLUEH3NY;
B) AlaTa Havyana AencTBuA ANLEH3UN;

r) agpec mecTa OCYLLEeCTBNEHUA AeATeNbHOCTM COrNacHO AnueH3umu (rnobanbHblli YHUKaNbHbI
naeHTMduMKaTop agpecHoro obbekTa B deaepanbHOM WMHPOPMAUMOHHOM aZpPecHor cucteme U
onucaHue);

A) cTaTyc AeACTBMA NMLEH3UN (MAEHTUDUKATOP U onucaHue);
€) AaTa U3MeHeHwun cTaTyca AelCTBUA TNLEH3NK;
) nepeyeHb paboT u ycayr, NpeayCcMOTPEHHbIX MUEeH3MeN (MaeHTUGUKATOPbI U ONMcaHue).

3. U3 eanHol rocyaapctBeHHON WHPOPMAUMOHHOM cucTtembl B chepe 34paBOOXpPaHEHUs ANs
ueniei onucaHuA NeKapCTBEHHbIX MPEnapaToB B CUCTEMY MOHUTOPMHIA NPeACTaBAAOTCA cieayrolime
cBeAeHus:

a) YHMKanbHbIA MaeHTUGUKATOP 3anncu B eAMHOM CTPYKTYPUPOBAHHOM CMpaBOYHUKe-KaTanore
NleKapCTBEHHbIX NPenapaTos;

6) HoOmep perncTpaunoHHOrO yA40CTOBEPEHMA JIEKAPCTBEHHOTO NPenapara;
B) AaTa rocy4apCcTBEHHOM pPerncTpaLmMm IeKapcTBEHHOro Npenapara;
r) cTaTyc AencTeuna perncTpaumMoHHOro ya0CTOBEPEHUA 1eKapCTBEHHOro Npenapara;

4) MexayHapogHoe HemaTeHTOBaHHOe, WAM FPynnupPoBOYHOE, MAN XMMMUYECKOe HauMeHOoBaHue
NleKapcTBEeHHOTO Npenapara;

e) HanmeHoBaHue Aaepxarena nnn Bnagenbua pPerncTpatMmoHHOro y40CToBeEpPEHNA
NEeKapCTBEHHOTIO nNpenaparta,

) CTpaHa pernctpaummn pepaTens WAWM BAagenbla pPerucTpaumoHHOro  yA0CTOBEPEeHUA
NleKapcTBEHHOTO Npenapara;

3) Kog HasoronnatenbluMKa AepsKaTens WauM Bnajenblia PerncTpaumMoHHOro YAO0CTOBEpPeHUn
NleKapcTBEHHOTrO NpenapaTa B CTpaHe perncTpaunm;

M) NMPU3HAaK HaIN4ynAa NeKapCTBeEHHOro npenapata B nepeyvyHe MXU3HEHHO HEO6XO,EI,MMbIX n
BaYKHEMLLMX NEKAPCTBEHHbIX NMPENapPaToBs,

K) TOproeoe HauMmeHoBaHUeE NIEKAPCTBEHHOTO Npenaparta;

J'I) nepBnYHaA ynakoBKa Z1IEKAPCTBEHHOTO nNpenaparta,



M) KOJIMYECTBO SIeKapCTBEHHOM GOpPMbI B NEPBUYHOMN YNAKOBKE;
H) BTOpMYHaA (NnoTpebuTeibckan) ynakoBKa eKapCTBEHHOMO npenapaTta (npu Haauuum);

0) KO/NIMYeCTBO NEpPBMYHOM  YMAKOBKM  NIEKApCTBEHHOrO npenapata BO  BTOPMYHOM
(noTpebutenbckoi) ynakoBKe nekapcTBeHHOro npenapara (npu Haanumm);

n) nekapcTBeHHan popma;
p) KOIMYECTBO eANHWL, U3MEPEHUA L03UMPOBKN NEKAPCTBEHHOTO Npenapara;

C) HaMmeHoBaHMe cybbeKTa obpalleHWa NIeKapCTBEHHbIX CPeACcTB, OCYLLeCTBAAOWEro ¢$pacoBKy
(ynakoBKy) nieKapCTBEHHbIX NPenapaTos BO BTOPUUHYIO (MOTPebUTENbCKYI0) YNaKOBKY SIeKapCTBEHHOrO
npenaparta (B cyyae ee OTCYTCTBMSA - NEPBUYHYIO YNAKOBKY JIeKapCTBEHHOro npenapara);

T) Kog, HanoronnaTenblmKa cybbekTa obpalleHMA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAOLLErO
dacoBKy (ynakoBKy) /IeKapCTBEHHbIX MPEenapaToB BO BTOPUYHYIO (MOTPebUTENbCKY) YNaKoBKY
NleKapcTBEHHOro npenapata (B C/y4ae ee OTCYTCTBMA - MEPBUYHYHO YMaKOBKY JIEKApPCTBEHHOMO
npenapara), B CTPaHe perucrpaumu;

y) CTpaHa pernctpauum cybbekTa obpalieHuA JIeKAPCTBEHHbIX CPEACTB, OCYLLECTBAOLWErO
dacoBKy (ynakoBKy) /IeKapCTBEHHbIX MPenapaToB BO BTOPUYHYIO (NOTPebUTENbCKY) YNaKoBKY
NleKapcTBEHHOro npenapata (B C/ly4ae ee OTCYTCTBMA - MEPBUYHYHO YMaKOBKY JIEKApPCTBEHHOMO
npenapara);

¢) agpec mecta ocywecTBieHUa OeATeNbHOCTU CybbeKTa 0b6palleHMa NeKapCTBEHHbIX CPeacTs,
ocylecteasatowero ¢GacoBky (YNakoBKy) SIeKapCTBEHHbIX NPEeNapaToB BO BTOPUYHYIO (NOTPeBUTENbCKYIO)
YNaKOBKY /IeKapCTBEHHOroO npenapaTa (B C/ly4ae ee OTCYTCTBUA - MEPBUYHYIO YNAKOBKY IEKAPCTBEHHOTO
npenapara), yKasaHHbIi B NNLEH3UM HA NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB MPU HAMMYUWU TaKOM
MueHsnn  (rnobanbHblii  YHUKaNbHBbIM  MAEHTUPUKATOP afpecHOro obbekTa B  deaepasbHOM
MHGOPMaLMOHHOW aapecHO cucTeme 1 onucaHue);

X) HanmeHoBaHUe CY6'beKTa 06paLLI,6HMﬂ NEKapPCTBEHHbLIX CpeacTs, OCywecTBaAWeEro craguto
BbINMyCKakoWero KOHTpPoaA Ka4yecCTBea,

Ll,) KO4, HanoronnatenblynKa Cyﬁ'beKTa 06pau.|,em/|ﬂ NEeKapCTBEHHbIX CPeacTB, oCyuwlecTeaAaroero
CTaguio BbiNYCKaOLWEro KOHTPOA Ka4yecCTBa B CTPaHE perncrpauunu,;

Yy) cTpaHa perucTpaumm cybbekTa ob6palleHUA NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAOLLErO
CTaAMIO BbIMYCKAIOLLLEro KOHTPO/IA KauyecTsa;

W) agpec MecTa OCYLLEeCTBAEHUA AeATeNbHOCTU cybbekTa obpalleHusa NeKapCcTBEeHHbIX CPeacTs,
OCYLLECTB/IAIOLLENO MPOU3BOACTBEHHYIO CTagMI0 BbIMYCKAOWEro KOHTPO/SA KayecTBa, YKasaHHbIA B
JIMLEH3UN Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB NMPWU HA/MMUMM TaKOU /IMLEH3UMK (rnobanbHbIl
YHUKanbHbI MaeHTMdMKATOp agpecHoro obbekta B denepanbHOM WMHPOPMALMOHHOM agpecHom
cUCTEME U ONUCaHWMe);

L) AaTa perucTpaLmm npeaenbHom LeHbl Ha IeKapCTBEHHbIN Npenapar;
bl) NpeAe/ibHan 3aperncTpupoBaHHas LueHa B pybnsx;

3) HaMmeHoBaHWe cybbeKTa ObpalLleHMs JIeKapPCTBEHHbIX CPeACTB, OCYLLECTBAAIOWEro CTaguto
Npon3BOACTBA FOTOBOM NEKAPCTBEHHOM GOpMbl;
(nn. "s" BBeaeH MoctaHoBneHWem MpasuTtensctea PP o1 21.07.2020 N 1079)

10) Ko4 HanoronnaTenblMKa cybbekTa 0bpalleHMA NeKapcTBEHHbIX CPEACTB, OCYLLECTBAAOLWEro
CTaanto NPOM3BOACTBA FOTOBOM NEKAPCTBEHHOM GOPMbI B CTPaHE perncTpaLmm;



(nn. "0" BBeaeH MoctaHoBneHnem MpasuTenbctsa PO ot 21.07.2020 N 1079)

A) cTpaHa perucTpauum cybbekTa obpalleHUs NeKapCTBEHHbIX CPeacTB, OCYLLEeCTBASIOLWEro
CTagmio Npou3BOACTBa FOTOBOM JIEKAPCTBEHHOM GOPMbI.
(nn. "a" sBepeH MNoctaHoBneHuem MpaButenbcTea PO ot 21.07.2020 N 1079)

4. N3 EQMHOro rocyAapCTBEHHOrO peectpa lopuanyeckux avl M EAMHOro rocyaapcrBeHHoro
peecTpa WHAMBUAYANbHbIX NpPeAnpUHMMATENIell  COOTBETCTBEHHO B  UeNAX MNOATBEpPXKAeHWsA
[OCTOBEPHOCTM CBEAEHUI O rocyZapCTBEHHOW pPerncTpaumm cybbekToB 0OpalLleHUs ieKapCTBEHHbIX
CPeACTB, ABAAOWMXCA OpraHU3aumamMu, NPM3HABaeMbIMW Ha/NOroBbiM pe3ngeHTom Poccuiickoit
denepaumn, UM MHANBUAYANbHBIMW NPeaNpPUHUMATENAMU, B CUCTEMY MOHUTOPUHIA NPeaCTaBAAOTCA
cnepylolme cBeAeHUS:

a) MAeHTUPUMKALMOHHBIM HOMep HasnoronnaTenbliMka cybbekTa o0b6palleHus leKapCTBEHHbIX
cpeacTs;

6) Koa, HaNoroBoro opraHa;

B) KOf, CTaTyca IopUANMYECKOro anua uan MHANBMAYaAbHOro NpeanpuHUMaTens;

r) HaMmeHoBaHMWe cybbeKTa 06paLleHMA NeKapCTBEHHbIX CPeACTB;

A) cTaTyc 3anucKu o perucTpauum lpuandyeckoro anMua Uan MHANBUAYaAbHOTo NpeanpuHUMaTens;

€) cBegeHVA O pyKoBoAuTesne CcybbekTa o06palleHua JNeKapCTBEHHbIX CpeacTB WA 06
MHANBUAYANbLHOM NpeanpuHMmarene.

5. M3 rocyapCcTBeHHOro peecrtpa akKKpeamnToBaHHbIX GUANAN0B, NPeaCcTaBUTENbCTB MHOCTPAHHbIX
IOPUAMYECKMX UL, B LenAxX MNOATBEP)KAEHWA [OO0CTOBEPHOCTM CBEAEHMM 0  perucrpauuu
NpeacTaBUTENIbCTB  MHOCTPAHHbLIX OPraHM3aumii, SABASAIOWMXCA AEpXKaTeNsmMu WAW  Blagenblamu
PEerncTpauMoHHOIO  YAOCTOBEPEHMS NIEKAPCTBEHHOrO MNpenapaTa, Ha Tepputopun  Poccuiickoi
denepaumn B cUCTEMY MOHUTOPUHIA NPEACTABAAIOTCA Ceaytolwme CBeAeHus:

a) NAeHTUOUKAUMOHHBIM HOMep HasloronaaTenbluMKa NpeacTaBUTeNbCTBa;
6) KoA HaNoroBOro opraHa yyeTta NpeacTaBUTeNbCTBa;

B) HAMMeHOBaHWe NPeaCcTaBUTENbCTBA;

r) Homep 3anucu 06 akkpeanTaunmu;

4) cBeeHna 06 MHOCTPAHHOM opraHM3auuu;

€) Koa, COCTOAHUA aKKpeamTaLumu;

X) cBeAeHMA 0 pyKoBOAUTENE NPeaCcTaBUTENbCTBa.

6. M3 aBTOMaTU3NPOBAHHOM MHbOPMaLMOHHON cuctembl PepepanbHoit Cny*Kbbl Mo Haa3opy B
cbepe 34paBoOXpaHeHMa B uenax obecneyeHnAa 6e30MacHOCTM B CUCTEMY  MOHUTOPMHrA
npeAcTaBAAOTCA cleaylowme cBeaeHms o BbiBoge (06 oTmeHe BbiBOAA) M3 06paLleHna 1eKapCTBEHHbIX
NpenapaTos Mo MHULMATMBE YNOJHOMOYEHHOrO dpeaepasbHOro opraHa UCNONHUTENbHOM BNACTU:

(8 pea. MoctaHoBneHuMn Mpasutenbctea PP ot 21.07.2020 N 1079)

a) gaTa, ¢ KoTopon Heobxoanmo obecneunTb BbiBOA (OTMEHY BbIBOAA) N€KAPCTBEHHOrO Npenapara
13 obpalleHus;
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)



6) Homep pPerncTpaunoHHOro yA40CTOBEPEHMA JIEKAPCTBEHHOTO NPenapara;
B) AaTa rocy4apcTBEHHOM perncTpaLmm eKapcTBeHHOro npenapara;

r) ocHoBaHMe BblBOAA (OTMeHbI BbIBOAA) U3 0bpalLeHNs NeKapCcTBEHHOTO Npenapara;
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

O) pPeKBM3UTbl AOKyMeHTa O BbiBoge (06 oTmeHe BbiBOAA) M3 0bpalleHMAa JIEKAapCTBEHHOrO
npenapara;
(8 pea. MoctaHoBneHuUn Mpasutenbctea PP ot 21.07.2020 N 1079)

e) rnobanbHbIN UAEHTUOUKALNOHHBIN HOMEP TOProBOM eanUHMULLbI;
) HOMep NPoOM3BOACTBEHHOW CEPUM;

3) WMAEHTUOUKALMOHHBIM HOMep HasoronaatenblimMka cybbekta obpalleHMsa NeKapCTBEHHbIX
CpeacTB (ecnM OCyLLecTBAAETCA M3bATME TONbKO Yy OAHOTO CybbeKkTa 0b6palleHWs NeKapCTBEHHbIX
CcpeacTs, a He U3bATME BCEN cepum (mapTumn).

6(1). W3 cucTemMbl MOHUTOPUHIA B LENSX MNOATBEPNKAEHMA [OCTOBEPHOCTU CBEAEHMM,
npeacTaBsieMblXx CybbeKTamMu OOpalleHus NeKkapcTBEHHbIX cpencTB B PeaepanbHyo cayxby no
Hagsopy B cdepe 34paBOOXPAaHEHMA MPU BBOAE JIEKAPCTBEHHbIX NMpenapaTtoB B rpaxgaHcKuin obopor,
nepesatoTca B aBTOMATU3MPOBAHHYIO MHPOPMaLMOHHYIO cuctemy deaepanbHoM CayXKbbl NO Hag3opy B
chepe 34paBoOOXpaHEHUA CeayloLMe CBeAEeHMS O TaKUX JIEKaPCTBEHHbIX NpenapaTax:

a) naeHTMGUKALMOHHBIN HOMEpP HanoronaatenbliMka cybbekTa obpalleHUs NeKapCTBEHHbIX
cpeacts, ocywectemBlwero ¢acoBKy (YNnakoBKy) /IeKapCTBEHHbIX MpenapaTtoB BO  BTOPMYHYIO
(noTpebuTenbcKyto) yNakoBKy IeKapCTBEHHOro npenapara (a npu ee oTCYTCTBMM - MEPBUYHYIO YNAKOBKY
NleKapcTBEHHOrO npenaparta) npyv NPOWM3BOACTBE JIEKAPCTBEHHOro Mpenapata Ha TeppuTopuM
Poccuiickoit ®epepaummn mMAM ocylecTBuBwero Bso3 B Poccuiickyto Pegepaumio M TaMOXKeHHOe
AeKNnapupoBaHue NeKapcTBEHHOro npenaparta B clyyae BBOAA B rpaAaHCKMIM 060pOT NeKapcTBEHHOMO
npenapara, Npou3BeLeHHOro BHe Tepputopun Poccuiickolt depepaumy;

6) HaMmeHoBaHMWe cybbeKkTa Ob6palLeHMA NeKAPCTBEHHbIX CPeACTB, ocyliecTBuBLIEro $HacoBKy
(ynakoBKy) NeKapcTBEHHbIX NPEenapaToB BO BTOPUYHYIO (NOTPEOUTENBCKYO) YNaKOBKY J1EKAaPCTBEHHOTO
npenapata (a npu ee OTCYTCTBMM - MEPBUYHYIO YMNAKOBKY JIEKAPCTBEHHOrO npenapaTa) npu
NPOM3BOACTBE JIEKAPCTBEHHOrO Mpenapata Ha Tepputopun Poccuitickon  Ddepepaumm  UAu
ocylecTemBluero Beo3 B Poccuiickyto Pesepaumtio M TaMOXKeEHHOE AEKNAPUPOBaHUE NEKAPCTBEHHOTO
npenapaTta B C/y4ae BBOAA B rparkAaHCKMII 060pOT NeKapCTBEHHOrO npenapaTta, NPou3BeLEeHHOIO BHe
Tepputopun Poccuiickoin Peaepaunu;

B) CBeAEHMA O /IeKapCTBEHHOM NpenapaTte, NoJlyYyeHHble B pPaMKaxX OMWCAHWS J1€KapCTBEHHOTO
npenaparta B CMCTEMe MOHUTOPUHIa B COOTBETCTBUM C NMYHKTOM 33 0/1I0XKEHUA O CUCTEME MOHUTOPUHTA
OBVXKEHMA  JIEKAPCTBEHHbIX MpenapaToB 408  MEeAWMUMHCKOTO  MPUMEHEHUs,  YTBEPXKAEHHOro
nocraHosneHnem [paButenbctBa Poccuiickoit Pepepaumm o1 14 pekabpa 2018 r. N 1556 "0O6
yTBEPXKAEHUN [ONIOXKEHUA O CUCTEME MOHWUTOPWUHIA ABUMKEHMA JIEKAPCTBEHHbIX NpenapaTtoB A4/
MeOULMHCKOro NnpumeHeHua";

r) Homep NPOU3BOACTBEHHOM Cepuu;
) 06bem Npouns3BOACTBEHHOM Cepuu;

e) pata ynakoBKW (pacoBKM) NeKapCTBEHHOro npenapaTa BO BTOPUYHYIO (MOTpPebutenbcKyto)
yMNaKoBKY JIeKapCTBEHHOro npenapara (a Npy ee OTCYTCTBMM - NEPBUYHYIO YNAKOBKY NEKapCTBEHHOMO
npenaparta) Npu NPOU3BOACTBE NEKAPCTBEHHOrO Npenaparta Ha TeppuTopun Poccuiickoin ®eaepaunm;



) MAEHTUOMKALMOHHBIN HOMEP HasoronaaTenbliuKa COBCTBEHHUKA N1eKApCTBEHHOrO npenapara
NPW KOHTPAKTHOM (NoAapsaAHOM) NPOU3BO/ACTBE /1IEKAPCTBEHHOrO Npenaparta Ha TeppuTopun Poccninckol
depepaunuy;

3) HaMmeHoBaHWe COBCTBEHHMKA JIEKAPCTBEHHOro npenaparta Mpu KOHTPaKTHOM (noapsaHom)
NpPOM3BOACTBE /IEKaPCTBEHHOrO Npenapara Ha Tepputopumn Poccuiickoi Peaepaumu;

W) AaTa perncrTpauum TaMoXKeHHOW AeKnapauMy Ha NIeKapCTBEHHbIN npenapaT B c/lyyae BBOAa B
rpaxk4aHCKMn obopoT NIeKapCTBEHHOro npenapaTa, NPOM3BeAeHHOro BHe TeppuTopuu Poccuintckoit
depepaumny;

K) PerucTpaLMoHHbI HOMEpP TaMOXKEHHOM AeKnapauMu Ha JIeKapCTBEHHbIM NpenapaTt B c/yyae
BBOZA B Trpa)kOaHCKMI 0OOPOT NEeKapCTBEHHOro mnpenapaTta, MNPOU3BEAEHHOrO BHeE TEpPpPUTOpPUM
Poccuiickoin Pepepaumnu;

N1) AaHHbIe O BbINyCKe AN1A BHYTPEHHero noTpebaeHma 1eKapCcTBEHHOro npenapaTa B cayyae BBOAA
B rpa*kAaHCKMI 060pOT SIeKapCcTBEHHOro npenapaTa, NPOWM3BEAEHHOINO BHE TeppuTopumn PoccuiicKol
depgepaunun.
(n. 6(1) BBepeH MNoctaHoBneHuem MpaButenbcTea PO ot 21.07.2020 N 1079)

6(2). U3 aBTOMaTU3NpPOBAHHOW MHPOPMALMOHHON cucTembl PeaepanbHON CNyXKbbl NO Haa30py B
cohepe 34paBOOXPAHEHUSA B LLENSAX MOATBEPHKAEHMA AOCTOBEPHOCTM CBEAEHUIA O BBOLE IEKAPCTBEHHbIX
NpenapaToB B rPaxAaHCKMI 060pOT B CUCTEMY MOHUTOPUHIA NPEACTABAAOTCA CAeaytowme CBeAeHUs:

a) paTta perncrtpauuu CBeAeHWM B  aBTOMATU3MPOBAHHOM WMHPOPMALMOHHOM cucTeme
denepanbHoOl cnyKbbl No HaA30py B chepe 34paBOOXPaHEHMS;

6) pPEeKBM3UTbl 3aMMCM O JIEKAPCTBEHHOM Mpenaparte, BBOAUMOM B TparkAaHCKUiM obopoT, B
aBTOMATM3NPOBaHHOM WHbOPMaUMOHHON cucteme PepepanbHol cayXKbbl Mo Haalopy B coepe
3/ paBOOXPaHEHMS;

B) rnob6anbHbI MAEHTUOUKALMOHHbBIA HOMEpP TOProBo eAuMHWLbl BBOAMMOIO B rpaKAaHCKWUM
060pOT IeKapCTBEHHOMO NpenapaTa;

r) HOmep nNPOM3BOACTBEHHOM CEPUM BBOAMMOIO B TpaXKOaHCKMI 0BOPOT J/IeKapCTBEHHOTO
npenapara;

) KONMYecTBO BTOPUYHbLIX (NOTPebUTenbCKMX) YNaKOBOK JIeKapcTBEHHOro npenapaTa (a npu ux
OTCYTCTBUM - MEPBUYHbIX YNAKOBOK JIeKapCTBEHHOro Npenapara), BBOAMMOrO B rpaxAaHCcKnin o6opoT;

e) Homep paspeleHuns GeagepanbHO cnyKbbl MO Hag3opy B chepe 34paBOOXPAHEHMA HA BBOL B
rpakfaHckmn ob6bopoT (B cnydyae BBOAA B rpakAaHCKU  obopoT MmmyHoBUONOrnmyeckoro
JIeKapCTBEHHOrO npenapara);

) MAEHTUOUKALMOHHBIA HOMEp HanoronatenbliuKka cybbekTa obpalleHUs NeKapCcTBEHHbIX
CpeacTs, OCYLLECTBAAIOLLErO BBOA, IeKapCTBEHHOro Npenapara B rpaxaaHckuii 06oporT.
(n. 6(2) BBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 21.07.2020 N 1079)

6(3). U3 cucTembl MOHWUTOPWMHIA B UeNAX obecneyeHWs OCYWECTBAEHUA deaepansbHOro
rocyaapCcTBeHHOro Hagsopa B coepe ob6palleHMA NeKapCTBEHHbIX NpPenapaToB AAA MeAMUMHCKOro
npumeHeHna degepanbHoit cnyxkbolh no Hagsopy B chepe 34paBoOOXPaHeEHUs nepegaroTcA B
aBTOMAaTU3MPOBaHHYIO MHOOPMALMOHHYO cuctemy PeaepanbHoi CAyxbbl No Hagsopy B cohepe
34paBOOXpPaHEHMA cneaytolme ceegeHna 06 YHUUTOXKEHMUM IeKapCTBEHHbIX NpenapaTos:

a) fJaTa BHECEeHWA CBEAEHWA B CUCTEMY MOHWUTOPMHIA 06 YHWUUTOMKEHWUU JIeKapCTBEHHOro
npenapara;



6) MAEHTUOMKALMOHHBLIN HOMep HanoronaaTenblyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CPeACTB, OCYLLECTBMBLLEro nepeaady NeKapCcTBEHHOMO Npenaparta Ha YHUUTOMXKEHUE;

B) HaMMeHOBaHMWe cybbeKTa 06palleHMNA NeKapCTBEHHbIX CPeACTB, OCYLLECTBMBLUEro nepeaady
NleKapCcTBEHHOrO NpenapaTa Ha YHUUTOMXKEHMUE;

r)  MaeHTUOUKALUMOHHbLIA  HOMEep  HajoronnaTesbluMKka OpraHM3aumMu,  OCYyLLEeCTBUBLLEN
YHUUYTOXEHWE NeKapCcTBEHHOro Npenapara;

[) HaMMeHOoBaHWe OpraHM3aLUynK, OCyLWECTBUBLUEN YHUUTONXKEHWE 1IEKapCTBEHHOMO Npenapara;
€) agpec opraHn3aumm, OCyLLECTBMBLLIEN YHUUTOXKEHME JIEKAPCTBEHHOTO Npenapara;
) PEKBM3UTbI aKTa 06 YHUUTOMKEHUN IeKapCTBEHHOro npenapara (aata u Homep);

3) cBeAEHMA O /IeKapCTBEHHOM MpenapaTte, NoJyYeHHble B pPaMKax ONUCaHWA JIeKapCTBEHHOro
npenapaTta B CMCTEME MOHUTOPUHIA B COOTBETCTBMM C NMYHKTOM 33 [0/IOXKEHUA O CUCTEME MOHUTOPUHTA
OBWXKEHMA  IeKApPCTBEHHbIX MpenapatoB A48  MeAMUMHCKOTO  MPUMEHEHWs,  YTBEpPXKAEHHOro
noctaHosneHnem [pasuTenbctBa Poccuiickoit Pepepaumm ot 14 pekabpa 2018 r. N 1556 "06
yTBEPXKAEHUM [ONOKEHMA O CUCTEME MOHMTOPUHIA ABUMKEHMSA NEKAPCTBEHHbLIX MpenapaToB AJs
MeOULMHCKOro NnpumeHeHua";

M) cNOCO6 YHUUTOKEHUS;
K) AlaTa YHUUTOMNKEHMUS;

N1) NPUYMHA M OCHOBaHMeE Nepeaaym eKapcTBEHHOro NpenapaTa Ha YHUUTOXKeHHUe.
(n. 6(3) BBepeH MNoctaHoBneHuem MpaButenbcTea PO ot 21.07.2020 N 1079)

7. V3 EAMHOM aBTOMAaTU3MPOBAHHOM MHGOPMALIMOHHON CUCTEMbI TAMOMKEHHbIX OPraHoOB C Lenblo
npeaynpexXaeHns n npecevyeHnn NPecTynieHnin U agMMHUCTPATUBHBIX NPABOHAPYLIEHWM, OTHECEHHbIX K
KOMMNETEHLUMN TaMOMKEHHbIX opraHoB Poccuiickoit  degepauyn, B CUCTEMY  MOHUTOPUHra
NpeacTaBAsAOTCA Caedylolwne CBefeHUA O JIeKApCTBEHHbIX Mpernapatax, BBe3eHHbIX B Poccuickyto
desepaumio M MNOMELLEHHbIX MO OMpeaesieHHble TaMOMKeHHble Mpoueaypbl, codep:Kawmecs B
TaMOKEHHOW AeKnapauyn Ha ToBapbI:

a) KOZ TaMOKEeHHOro OpraHa;
6) gaTa perncTpaumm TaMoOXKEHHOM AeKnapaLumn Ha IeKapCTBEeHHbIM npenapart;
B) PErMCTPALMOHHBIN HOMEP TaMOXKEHHOW AeKNapaunn Ha NeKapcTBEHHbIN Npenapar;

r) Koa naeHTMdnKauuu;
(nn. "r" B pea,. MoctaHoBneHus MpasuTtenbctsa PO ot 20.03.2020 N 311)

A) TaMOKeHHas CTOMMOCTb, CTaTUCTUYECKAA CTOMMOCTb U GpaKTypHas CTOMMOCTb JIEKapPCTBEHHOMO
npenapara;

€) Ko CTpaHbl MPOUCXOXKAEHMSA IeKapCTBEHHOro Npenapara;

*) MAEHTUPUMKAUMOHHBIN HOMep HanoronnaTesblimKa cybbekTa 0b6palleHUA NeKapCTBEHHbIX
CPeACTB, OCYLLLECTB/IAIOLWENO BBO3 M AEKNAPUPOBaHME IeKaPCTBEHHOro Npenapara;

3) KoL, 3aAB/IEHHOM TaMOMEHHOWM npoueaypbl B COOTBETCTBUMN C KJ'IaCCVI(bVIKaTOPOM BNAO0B
TaMOXEeHHbIX npouenyp,

VI) AaHHble O BbIiNyCKe ANA BHYTPEHHEIO I'IOTpeﬁfleHVIﬂ NNEKAPCTBEHHOTO nNpenapara.



8. Cuctema MOHUTOPUHIA B UEAAX NPeaynpexneHns u  npeceyeHUa NpecTynieHuin u
aAMMHUCTPATMBHBIX NPAaBOHAPYLWEHMWIA, OTHECEHHbIX K KOMMNETEHLMM TaMOKEHHbIX OpraHoB Poccuiickol
depepaunn, ocyllectTenaeT nepegady B EAMHYO aBTOMaTM3MPOBAHHYHO MHPOPMALIMOHHYIO CUCTEMY
TaMOXEHHbIX OPraHoB Mo 3anpocy cneayrlime CBeeHNA O IeKAaPCTBEHHbIX NpenapaTax, BBE3EHHbIX Ha
Tepputoputo Poccuinckoit Pepepaumnm:

a) naeHTMGUKALMOHHBIN HOMEpP HanoronaatenbliMka cybbekTa obpalleHUs NeKapCTBEHHbIX
CpeAacTBs, ocyllecTBaawowWero Beo3 B Poccuiickyio deaepaumio U AeKNapupoBaHME NeKapCTBEHHbIX
npenaparos;

6) Ko CTpaHbl MPOUCXOMXKAEHMA NEeKaPCTBEHHOro Npenapara;
B) rno6anbHbIN MAEHTUDUKALMOHHBIA HOMEP TOProBOM eauHULbI;

r) Koa wuaeHTUOUMKAUMM WU Koa WAEHTUGUKALMM TPETUYHOW (TPAHCMOPTHOM) YMNaKOBKM
JIeKapCTBEHHOIO NpenapaTa, B KOTOPOK HaxoaUTCA BBEAEHHbIN B 060POT IeKaPCTBEHHbIM Npenapar;
(nn. "r" B pen. MoctaHoBneHus MpasuTtenbctsa PO ot 20.03.2020 N 311)

[) cTaTyc NeKapcTBeHHOro npenapara B CUCTEME MOHUTOPUHTA;

e) nepeyeHb KOAOB MAEHTUOMKALMK, COAEPrKALLMUXCA B TPETUYHOW (TPaHCMOPTHOM) ynakoBKe
NleKapcTBEHHOro npenapara.
(nn. "e" B pea. MoctaHoBneHus Mpasutenbctea PP ot 20.03.2020 N 311)

MpnnoxeHne N 2

K NoNoXKeHUIO O CMCTEME MOHUTOPUHSA
OBVXKEHWA NeKapCTBEHHbIX NPenapaTos
ANA MeULMHCKOTO NPUMEHEHUSA

NEPEYEHb
CBEAEHWI, NPEACTABNIAEMbIX NMPU ONMUCAHUW NEKAPCTBEHHbIX
NPEMAPATOB A/19 MEAULUHCKOIO NPUMEHEHNA CYBbEKTAMMU
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB B UHOOPMALIMOHHbIN
PECYPC, OBECMEYUBAIOLLMUIA YYET U XPAHEHUE AOCTOBEPHbIX
AAHHBIX O TOBAPAX MO COOTBETCTBYIOLLIEM
TOBAPHOI HOMEHKNATYPE

1. ToproBoe HaMMeHOBaHWE JIEKAPCTBEHHOIO NpenapaTta Ans MeguuMHCKOro npumMeHeHus (aanee
- IeKapCTBEHHbIM Npenapar).

2. BpeHa (Toprosas mapka).
3. Homep pernctpaumoHHOro yaoCcToBepeHna NekapCcTBEHHOro npenapara.
4. [lata rocyaapCTBEHHOM perncTpaunm AeKkapcTBeHHoro npenapara.

5. HavmeHoBaHue Aepxarena nnn Bnagenbua pPerncTpatMmoHHOro yAoCcToBepeHUA
NEKapCTBEHHOTO nNpenapara.

6. Appec pepkaTtena WAM Bnagenbla PErncTpauMoHHOTO YAOCTOBEPEHWUA JIEKAPCTBEHHOro
npenapara.



7. MexayHapoaHoe HenaTeHTOBaHHOe HaMMEeHOBAHMWE JIEKAaPCTBEHHOTO Npenapara.
8. JlekapcTBeHHas ¢popma.
9. KoNnyecTBo eaMHUL, U3MEPEHUA A03MPOBKM NEKapCTBEHHOTO Npenapara.

10. Tun BTOpMuyHOM (NOTPebUTENbCKOM) YNaKOBKM NeKapCTBEHHOro npenapaTta (B ciyyae ee
OTCYTCTBUA - MEPBUYHOMN YNAKOBKM JIEKAPCTBEHHOrO Npenapara).

11. MaTtepwan BTOpMYHOI (MOTpebuTenbCcKon) ynakoBKM NEKAPCTBEHHOIO Npenapara (B cayyae ee
OTCYTCTBUA - MEPBUYHOM YNAKOBKM JIEKAPCTBEHHOrO Npenapara).

12. Konnyectso (Mepa) nekapCTBEHHOro npenapaTta BoO BTOPMYHOM (NOTpebuTenbcKoi) ynakoske
NleKapcTBeHHOro npenapaTta (B caydae ee OTCYTCTBMA - B MEPBMYHOM YNaKOBKE /NEKapCTBEHHOrO
npenapara).

13. Hannume BHYTPU BTOpPUYHOM (MOTPebUTENbCKOM) YMaKOBKM fIeKapCTBEHHOro npenaparta
HEMapKMPOBaHHOW MNEePBMYHOM YMAKOBKM JIeKAPCTBEHHOro MpenapaTta (NpM HaAUMuMKM  BTOPUYHOW
(noTpebutenbckoi) ynakoBKM IeKapCTBEHHOTO Npenapara).

14. OnucaHue BNOMKEHHOW BO BTOPWUYHYIO (MOTPEOUTENbCKYIO) YMNAKOBKY NeKapCTBEHHOMO
npenapaTa HEMapKMPOBaHHOW NePBMYHON YNAaKOBKM JIEKAPCTBEHHOrO Npenapara.

15. HaumeHoBaHWe ¢acoBLLMKa (YNnaKoBLLMKa) (3anonHAeTCcA B C/lydyae ocywecTBieHua $pacoBKu
(ynakoBKku) Ha TeppuTopumn Poccuitickoit enepaumnn).

16. Appec d¢acoBuMka (ynakosulMKa) BO BTOPUYHYIO  (NOTPEBUTENLCKYIO)  YNaKOBKY
NleKapcTBeHHOro npenapata (B C/ayYae ee OTCYTCTBMA - MEPBUYHYIO YMAKOBKY J1€KapCTBEHHOMO
npenapara) (3ano/sHAETCA B CAydvyae OCyWecTBneHua $pacoBKM (YNnakoBKW) Ha Tepputopum Poccuiickoi
depepaunn).

MpunnoxkeHne N 3

K MonoXeHnto o cucTeme MOHUTOPUHIA
OBVXKEHWA NIeKapCTBEHHbIX NpenapaTos
ONA MeNLMHCKOTO MPpUMeHeHUs

CBEAEHUA,

NPEACTABNAEMbIE CYBbEKTAMMWU OBPALLEEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA IBUXKEHNA NEKAPCTBEHHbIX
NPENAPATOB A9 MEAULUMHCKOIro nPUMEHEHMA NPU BBOAE B OBOPOT
JNEKAPCTBEHHbIX NMPENAPATOB A/14 MEAULUUHCKOIO NPUMEHEHUA

Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pen. NMNoctaHoBneHuit MpasutenbcTea PO ot 30.08.2019 N 1118,
o1 20.03.2020 N 311, 07 21.07.2020 N 1079, o1 02.11.2020 N 1779)

I. CBepeHUA 0 IeKApCTBEHHbIX Npenapartax A1 MeAULUHCKOTo
npuMeHeHus, Npon3sBeaeHHbIX HA TeppuTopun PoccuiicKoii
depepaumu, npeacraBnaemble cybbektamu obpalleHus
NIeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIA ABUXKEHUA



ZIeKapPCTBEHHbIX NpenapaTtos Ana meauunHCKOro npumeHeHuaA

1. CybbeKkTbl 06palLeHns NeKapcTBEHHbIX CPeacTB NpKU 3aBeplieHnn cTagumn GacoBKM (ynakoBKM)
NleKapcTBEHHbIX NpenapaTos AN MeAUUMHCKOro NpUMeHeHUa (aanee - NeKapcTBEeHHble npenapatsbl) BO
BTOPUYHYIO (NOTPEeBUTENbCKYHO) YMaKOBKY /leKapcTBEHHOro npenapaTta (B cayyae ee OTCYTCTBUA -
NepBUYHYIO YNaKOBKY /IeKapCTBEHHOrO npenapara) NPeAcTaBAAloT B CUCTEMY MOHUTOPUHIA ABUMKEHUA
NleKapcTBeHHbIX NpenapaTos (4anee - cUCTEMA MOHUTOPMHIA) CleayioLyo MHPOPMaLMIO B OTHOLLEHMM
Kak40M TOproBon eAnHULbI IEKAPCTBEHHOrO Npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) noeHTMduKaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPeacTB, ocylecTBaaowero ¢bacosky
(ynakoBKy) NeKapcTBEHHbIX NPENapaToB BO BTOPUYHYIO (NOTPEOUTENBCKYO) YNAaKOBKY JIEKAPCTBEHHOTO
npenapara (B cyyae ee OTCYTCTBMA - NEPBUYHYIO YNAKOBKY IEKAPCTBEHHOIO NpenapaTa);

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

B) yTpatun cuny. - MoctaHosneHue Mpasutenbctsa PO o1 21.07.2020 N 1079;
r) TMN NpoM3BOACTBEHHOIO 3aKa3a (KOHTPAKTHOE MAK cOBCTBEHHOE NPOU3BOACTBO);

A) naeHtudukaTop cybbekTa obpalleHMA NeKapCTBEHHbIX CPe/CTB, AB/AAOLLIErocA 3aKa3umMKom
KOHTPaKTHOro (noapagHoro) npoussBoacTBa (B c/Aydyae npeactaBneHns WHbopmauum cybbekTom
obpallleHna IeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWMM KOHTPAKTHOe (noapaaHoe) Npom3BoACTBO);

(8 pea. MoctaHoBneHuUA Mpasutenbctea PP ot 21.07.2020 N 1079)

e) rnobanbHbIN MAEHTUOUKALNOHHBIN HOMEP TOProBOM eAUHMLbI 1EKAPCTBEHHOIO NpenapaTa;
) HOMep NPOU3BOACTBEHHOM CEPUM NIeKapPCTBEHHOMO NpenapaTa;
3) AaTa UCTeYEeHUA CPOKa roAHOCTU NeKapCTBEHHOrO Npenapara;

1) Koa MaeHTUOUKALUN, NPUCBOEHHbIN BTOPUYHOM (NOTPebUTEeNbCKOI) yNakoBKe NeKapCTBEHHOro
npenapara (B cyyae ee OTCYTCTBMA - NEPBUYHOM YNaKOBKe JIEKapCTBEHHOTO Npenapara);
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

K) MHPopMaLMa 06 MCNOIb3YEMOM YCTPOMCTBE PerncTpaumm sM1Uccun.
(nn. "k" BBegeH MNoctaHoBneHnem MpasuTtenscrtsa PO ot 20.03.2020 N 311)

2. CybbeKTbl obpalleHUs NeKapCTBEHHbIX CPeACTB NOC/ie 3aBepLIeHUs CTaauu BbIMYCKaOLLEero
KOHTPOAS KayecTBa M NpeacTaBNeHNsa AOKYMEHTOB M cBeaeHU B OeaepanbHyto cay»Kby no Haasopy B
cohepe 34paBOOXPAHEHMSA NPEACTABAAIOT B CUCTEMY MOHUTOPUHIA CaeayroLyo MHGOpMaLMIO O BbiMycKe
roToBOM MNPOAYKLUMM B OTHOLEHUN KaxKgon TOProBOM eauHMUbI JIeKAapCTBEHHOrO Mpenapara,
npoussefeHHo’ Ha Tepputopun Poccuiickoi Peaepaunu:

a) AaTa coBeplUeHUs onepaunm;

6) wupeHTUdMKaTop cybbeKkTa o0bpaweHMs JIeKapCTBEHHbIX CPeACTB, OCYLLECTB/AAOLWEro
pPerncTpaumio CBeAEHUI 0 BbINyCKe rOTOBOM NPOAYKLMM;

B) PEKBM3UTbl 3aNMCM O NEKAPCTBEHHOM MNpenapaTe, BBOAMMOM B TrPaXOaHCKWUA 060poT, B
aBTOMATM3NPOBaHHOM WHbOPMaLUMOHHON cucteme PepepanbHolt cayXKbbl Mo Haalopy B coepe
3/ paBOOXPaHEHMA (4aTa U BHYTPEHHUI naeHTUGUKaTop);

r) Homep paspeweHua PegepanbHON cyKObl N0 Hag3opy B chepe 34PaBOOXPAHEHMA HA BBOJ, B
rpa)kfaHckmn ob6bopoT (B cnydyae BBOAA B rpakAaHCcKUi  obopoT mMmmyHoBMONOrnMyeckoro
NIeKapCTBEHHOrO Npenapara);



A) Kog wnaeHTUdMKauMm WAn Kog, WAeHTUOUKauMM TPeTUYHOW (TPaHCNOPTHOM) YNaKOBKM
JIeKapCTBEHHOrO npenapara, B KOTOPOI HaX0AMTCA BbINYLIEHHbIN B 060POT EKapCTBEHHbINM Npenapar (8
CNyyae BbIMyCKa TPETUYHOW (TPaHCNOPTHOM) YNaKOBKM IeKapCTBEHHOIO NpenapaTa LeanKom).

(n. 2 B pea. NoctaHoBneHua Mpasutensctea PP ot 21.07.2020 N 1079)

Il. CBepeHus, npeacrasnaemble cy6bekTamm obpalieHus
NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHTA,
0 IeKapCTBEHHbIX Npenaparax, NPousBeneHHbIX
3a npegenamu Tepputopumn Poccuiickoii degepauumn

3. CybbeKTbl 06palLeHna eKapcTBEHHbIX CPEACTB MPU 3aBepLUEHUN NMPOU3BOACTBEHHOMN CTaguu
dacoBKkM (YNaKOBKM) NIEKAPCTBEHHbIX MPENapaToB WM  3aBEPLIEHVMM MaPKUMPOBKM  YyMaKOBOK
NleKapCTBEHHbIX MPEenapaToB CPeacTBaMN UAEHTUPUMKALUMM Ha TaMOXKEHHOM CK/Iage B COOTBETCTBUM C
absauem BTOpbIM NyHKTA 4 [lONIOXKEHUS O CUCTEME MOHWUTOPWHIA ABWUMKEHUA JIEKAaPCTBEHHbIX
npenapaTtoB ANs MeSUUMHCKOrO NPUMEHEHWA, YTBEPKAEHHOIO MocTaHoBieHMem [paBUTENbCTBA
Poccuitckoit degepaumnmn ot 14 pgekabpa 2018 r. N 1556 "O6 yteBepraeHun MonoxeHUs o cucteme
MOHUTOPUHIA [BWKEHWA JIeKapCTBEHHbIX NpPenapaToB A1d MeAMLMHCKOro npumeHeHus" (panee -
MonoxKeHne), NpeacTaBAsAOT B CUCTEMY MOHWTOPMHIA B OTHOLIEHWWM KaXKLOW TOProBOW eAMHWLbI
NleKapcTBEHHOTO MNpenapata, NPou3BeAeHHOW BHe Tepputopun Poccuiickoi depepaumu, cneaytollyto
nHbopmaumio:

a) AaTa coBepLUeHUs onepaunm;

6) naeHTMPMKaTop cybbekTa obpalleHMs NeKapCTBEHHbIX CPeACTB, ABAAIOWErocA AepiKarenem
AW BNagenbUem PerucTpaLMoHHOro yAoCTOBEPEHUA, UM NpeacTaBuUTeNbCcTBa CybbekTa obpalleHus
NleKapcTBEHHbIX CpeacTs Ha TeppuTopum Poccuiickoit Peaepaumu;

B) MAEHTUPMKATOP CybbeKTa obpalLeHNs NeKapCTBEHHbIX CPeACTB, OCYLECTBASIOWEro ¢$pacoBKy
(ynakoBKy) fieKapCcTBEHHbIX NPENapaToB BO BTOPUYHYIO (MOTPEBbUTENbCKYIO) YNAaKOBKY JIEKAPCTBEHHOTO
npenaparta (a npu ee OTCYTCTBUM - NEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOIO Npenapara);

r) wnageHTUdUKaTop CcybbeKTa OOpaLLeHUs JIEKAPCTBEHHbIX CPEACTB, OCYLLECTBASAIOLLErO
NPOM3BOACTBEHHYIO CTAaAMIO0 BbIMYCKalOLWEro KOHTPOAA KavecTsa;

) rnobanbHbIN NAEHTUPUKALMOHHBIN HOMEpP TOProBOKM eANHULIbI;
€) Homep NPoOM3BOACTBEHHOM CEPUN IEKAPCTBEHHOTO Npenapara;
) AaTa UCTeYeHUs CpoKa rogHOCTM NEeKapCTBEHHOrO Npenapara;

3) KOZ, TAMOKEHHOTO OPraHa M PErucTPaLMOHHbIN HOMEP TAMOXKEHHOIO CKAaAa (Npy MapKUpoBKe
YyMNaKOBOK JIeKapCTBEHHbIX NPENapaTos CPeACTBamMMU UAEHTUOUKALMM Ha TAMOXKEHHOM CKNaae);

1) Koa MaeHTUOUKALUN, NPUCBOEHHbIN BTOPUYHOM (NOTPebUTENbCKOM) YNakoBKe NeKapCTBEHHOro
npenapara (B c/iy4ae ee OTCYTCTBMA - NEPBUYHOM YNAKOBKE IEKapCTBEHHOTO Npenapara);

K) MHpopMaLmMa 06 MCMOIb3YEMOM YCTPOCTBE PerncTpaLmm sMUCCUn.
(n. 3 B pea. NoctaHoBneHua Mpasutensctea PP ot 21.07.2020 N 1079)

3(1). CybbeKTbl 0bpaLLeHMsA NEKAPCTBEHHbIX CPEACTB MPU OCYLLECTB/IEHUM MAPKMPOBKM YNaKOBOK
NleKapCcTBEHHbIX MPEenapaToB CPeacTBaMM UAEHTUPUMKALUMM Ha TaMOXKEHHOM CK/Iage B COOTBETCTBUM C
absauem BTOpbIM MyHKTa 4 T[lONIOXKEHUS NPeACTaBAAT B CUCTEMY MOHWUTOPWHIA C/eAyHoLLYHO
nHbopmaumio:

a) MAEHTMd)VIKaTOp Cyﬁ'bEKTa O6paLLI,EHMFI NNEKAPCTBEHHbLIX CPeAacTB, ABNAOWEroca Aepxartenem
nnn Bnagenbuem perncTtpaumnoHHOro ygocrtosepeHuma, nam npeacraButTesibCrea Cy6'beKTa o6pau.|,eva



JIeKapCTBEHHbIX CPeACTB Ha Tepputopumn Poccuiickon deaepauuu;
6) naTa coBeplUeHMA onepauuny;
B) rno6anbHbI MAEHTUDUKALMOHHbIA HOMEP TOProBon eaAnHULLbI;

F) KO4, TaMOXEHHOro opraHa wu peFMCTpaLI,VIOHHbIﬁ HOMEP TaMOXXeHHOro CK/aaja, Ha KOTOopOoM
OCYLLEeCTB/IAETCA MapPKUPOBKA YMNAKOBOK JIEKAPCTBEHHbIX MNMpenapatoB cpeacreamu M,D,eHTVId)VIKaLI,VIVI B
COOTBETCTBUU C a63au,eM BTOPbIM MYHKTa 4 TonoxKeHus;

A) Kogbl aeHTUdUKauUu.
(n. 3(1) sBepeH MNoctaHoBneHuem MpaButenbcTea PO ot 21.07.2020 N 1079)

lll. CBeaeHus, npeacrasnaemble cy6bekTamm obpalieHuns
NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHTA,
0 JIeKapCTBEHHbIX NpenapaTax, BBO3MMbIX
Ha TeppuTopuio Poccuiickoii Pegepauumn

4. CybbekTbl 0bpalleHUs NeKapCTBEHHbIX CPEACTB MPU 3aBeplleHUU OTrPY3KM NEeKapCTBEHHbIX
npenapatoB B Poccuiickylo ®egepaunio MAM nocne nepenady CBeAeHWMn O MapKMPOBKE YMaKOBOK
NleKapcTBEHHbIX MpenapaToB CPeacTBamMM MAEHTUGUMKALUMM Ha TaMOXKEHHOM CKAade B COOTBETCTBUM C
absauem BTOpbIM MyHKTa 4 T[lONIOXKEHUS NPeACTaBAAT B CUCTEMY MOHWUTOPWHIA C/eAyHoLLYHO
MHPOPMaLMIO B OTHOLIEHUWN KaXKAOW eAMHMLbI 1IEKAaPCTBEHHOro Npenapara:

a) AaTa coBeplUeHns onepauuu;

6) naeHTMPUKaTop cybbekTa obpalleHUs NeKapCTBEHHbIX CPEACTB, ABAAIOWEroCA AepiKaTenem
AN BRagenbLem PervcTpaumoHHOro yaoCTOBEPEHUs, MW NpeacTaBuTesIbCTBa cybbekTa obpalleHus
JIeKapCTBEHHbIX CPeAcTB Ha Tepputopum Poccuiickoli depepauymn  (He Tpebyetrca B ciyyae
npeAcTaBNeHNA CBeAEHUI B COOTBETCTBMM C ab3auamu ceapbMbiM U AecATbIM MyHKTa 37 M ab3auem
ceabMbIM NyHKTa 38 MosioxKeHuA);
(8 pea. MoctaHoBneHus Mpasutensctea PP o1 02.11.2020 N 1779)

B) naeHTUdMKatop cybbektTa obpalleHnsa NeKapCTBEHHbIX CPejCcTB, ABAAKOWEroca NpoaasLOm
JIeKapCTBEHHbIX MpenapaTtoB (He TpebyeTcs B Cayyae NpeacTaBieHWs CBeAEHWN B COOTBETCTBUU C
ab3auamm cegbMbiM M AecATbIM NyHKTa 37 1 ab3auem cegbmbiM NyHKTa 38 MosioxKeHusA);

(8 pea. MoctaHoBneHuMn Mpasutenbctea PP o1 02.11.2020 N 1779)

r) ngeHTMdMKaTop CcybbeKTa 0bpalLeHUn NleKapCTBEHHbIX CPeACTB, AB/AIOLWLErocs MNoKynatenem
NleKapcTBEHHbIX NpenapaTtos B Poccuiickoi ®eaepaumm;

4) TMn gorosopa;

€) PeKBU3UTbI MePBUYHOTO AOKYMEHTA, ABAAIOLLErocA OCHOBAaHMEM A/1A OTIPY3KMU IEKapCTBEHHOro
npenaparta B Poccuiickyto Peaepaumio;

) KOA TaMOXEHHOro OpraHa M PerMcTpaLMoHHbIN HOMep cKnaga (aApec MecTa HaxoXAeHus
TOBapa COrIaCcHO TAMOKEHHOM AeKNapaLmMm Ha TOBapbl, 338 UCK/IOUYEHNEM C/ly4asn MapKMPOBKM YNAaKOBOK
NleKapCTBEHHbIX MPEenapaToB CPeacTBaMM UAEHTUPUMKALUMKM Ha TaMOXKEHHOM CK/Iage B COOTBETCTBUM C
ab3auem BTOpbIM NyHKTa 4 MonoxKeHns);

3) Kog uvAeHTMOMKAUMM WK KOoA WOEHTUPUKAUMM TPETUYHOM (TPaHCNOPTHOM) YMaKOBKMU
JIeKapCTBEHHOrO npenapara, B KOTOPOM HaX0A4MUTCA 3TOT JIeKapCTBEHHbIA npenapar (B cay4ae oTrpysku
TPETUYHOM (TPaHCMOPTHOM) YNaKOBKM IeKapCTBEHHOTO npenapara LenKkom).

(n. 4 B pea. NoctaHoBNeHuA Mpasutensctea PP ot 21.07.2020 N 1079)



5. CybbeKTbl 0bpalleHns NeKkapCTBEHHbIX CPEACTB MPU OCYLLECTB/IeHNW BBO3a MPeacTaBAAaIOT B
CUCTEMY MOHWUTOPMHIA CAeAyloLY0 UHPOPMALMIO B OTHOWEHUN Kax4oW eauHWUUbl NeKapCTBEHHOro
npenapara:

a) AaTa coBepLUeHUs onepaunm;

6) naeHTMdmKatop cybbekta obpalleHna NeKapCTBEHHbIX NpenapaTos, OCYLLEeCTBAAIOLLEro BBO3
NleKapcTBEHHbIX NpenapaTtoBs B Poccuiickyto Pesepaumio;

B) KO4 TaMOXEHHOro opraHa u” pEI'VICTpaLI,VIOHHbIﬁ HOMep CKnada (a/J,pec MecCTa HaXoXaeHwuA
TOBapa cornacHo TAaMOKEHHOM AeKnapaynnm Ha TOBapr),'

r) noeHTMdPuKaTop cybbekTa obpalleHUs NeKapCTBEHHbIX CPEACTB, ABAAOLLErocA MNpoaasBLOM
JIeKapcTBEHHbIX MpenapaTtoB (He TpebyeTca B cnayyae NpeacTaBiAeHUs CBeAEHWN B COOTBETCTBUU C
ab3auamm ceabMbiM U AiecaTbIM NyHKTa 37 1 ab3auem ceabMbiM NyHKTa 38 MosioxKeHuA);

(8 pea. MoctaHoBneHus Mpasutensctea PP o1 02.11.2020 N 1779)

A) TMn aorosopa;

€) PeKBM3UTbl NEPBUYHOrO AOKYMEHTA, ABAAIOWErocA OCHOBaHMEM AN BBO3a JIeKapCTBEHHOro
npenapata B Poccuiickyto Pegepauuto (aata u Homep);

X) naeHTudumKaTop cybbekta obpalleHns NeKapCcTBEHHbIX CPEeACTB, ABAAIOLWEroca AepaTenem
WUAN BRafenbLeM PerucTpaLMoHHONO yAOCTOBEPEHUA, UAN NpencTaBuTebCTBa cybbekTa obpalleHus
JIeKapCTBEHHbIX CPeACTB Ha Tepputopumn Poccuitickon deaepaumn (B cnydae BBO3a JE€KAPCTBEHHOTO
npenapata B Poccuiickyto degepaunto cybbeKToM 06pallleHUs NeKapCTBEHHbIX CPeAacTB, He
ABNAOWMMCA AepKaTenem WAM BAageNbLeM PerncTpauyoHHOro yaocrtosepeHus) (He Tpebyertcsa B
c/lyyae npeacTaBiAeHUA CBeAEHWI B COOTBETCTBMM C ab3auamum cegbMbiM U AeCATbIM NyHKTa 37
ab3auem ceabmbiM NyHKTa 38 MonoxkeHus);
(8 pea. MoctaHoBneHus Mpasutensctea PP o1 02.11.2020 N 1779)

3) Koa uAeHTUOUKAUUW WK KOA, WAEHTUPUKAUUM TPEeTUYHOW (TPaHCNOPTHOM) YMaKOBKU
NIeKApCTBEHHOrO npenapaTa, B KOTOPOW Haxo4uTcA 3TOT JIeKApCTBEHHbIM npenapaT (B cayvyae BBO3a
TPETMUYHOM (TPaHCMOPTHOM) YNaKOBKM IEKAPCTBEHHOMO NpenapaTa Ueankom).

(n. 5 B pea. NoctaHoBneHun Mpasutensctea PP ot 21.07.2020 N 1079)

6. CybbeKTbl 0bpalleHna IeKapCTBEHHbIX CPEACTB, OCYLEeCTBAAOWME Nepeaady NeKapCTBEHHbIX
npenapaTtoB, MOMELLEHHbIX MO TaMOMXEHHYIO Mpoueaypy TaMOMKEHHOro CcKiaga, Apyromy
COBCTBEHHUKY (CMeHa COOCTBEHHWKa), NpeacTaBASAOT B CUCTEMY MOHWTOPWHIA  C/eAyHOLLYHO
MHPOPMaLMIO B OTHOLIEHUWN KaXKA0W eAMHMLbI IeKapCTBEHHOro npenapara:

a) AaTa coBepLUeHUs onepaunm;

6) naeHTUdMKaTop cybbeKTa obpalleHNa NEeKaPCTBEHHbIX CPEACTB, OCYLLECTBAAIOLEro nepeaady
NleKapCTBEHHbIX NPenapaTtos;

B) naeHTUdMKaTOp cybbeKTa obpalleHna NIeKaPCTBEHHbIX CPEACTB, OCYLLECTBAAIOLWErO MPUEMKY
NleKapCTBEHHbIX NPenapaTos;

r) PeKBM3UTbI MEPBUYHOIO AOKYMEHTA, ABNAIOLLErOCS OCHOBAHMEM A1 Nepeaayn IeKapcTBEHHOTO
npenapara (gata 1 Homep);

A) Koa uaeHTUOMKauMM WAW Kopd WAEHTUOUKaAUMM TPeTUYHOW (TpaHCNOPTHOM) YNaKoBKM
JIeKapCTBEHHOIO NpenapaTa, B KOTOPON HAXOAUTCA 3TOT JIEKapCTBEHHbIW NpenapaT (B c/iydae nepegayn
TPETUYHOM (TPAHCMOPTHOM) YNAKOBKM JIEKAaPCTBEHHOTO Npenaparta LesnKom).

(n. 6 B pea. NoctaHoBneHuA Mpasutensctea PP ot 21.07.2020 N 1079)



7. CybbekTbl 0bpalleHns NekapcTBEHHbIX CPeACTB Npu MOATBEPKAEHMM CcBefeHUl 06 oTrpyske
MAM O BBO3e JleKapcTBEHHOro npenapata B Poccuiickyio dPegepaumio, WAM  NpUemMKe Ha
dbapmaueBTUYECKMIN CKNaj, NeKapCcTBEHHOrO npenaparta Ha TeppuTopumn Poccuitickon ®egepaunu, Mau
nepefdadye npasa COBGCTBEHHOCTM Ha /IEKApPCTBEHHbIM MPenapaTt, MOMELLEHHbIA No4, TaMOMKEHHYHo
npoueaypy TaMOMKEHHOro CK/Aaga, Npuv MNOATBEPXKAEHMM CBeAeHUMN, COAEepXKallMxca B cucTeme
MOHMWTOPUHra, MPEACTaBAAIOT B CUCTEMY MOHUTOPWHra caedylowyto WUHPOPMaLMI0O B OTHOLIEHMU
KaXkaoM eanHMLbI NeKapCTBEHHOrO Npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) wupgeHTUdMKaTop cybbeKkTa o0bpaweHMs IeKapCTBEHHbIX CPeACTB, OCYLLECTBAAOLWEro
noaTeepXAeHue CBeAeHMI;

B) MAEHTUOMKATOP CybbeKTa obpalleHMs NeKapCTBEHHbIX CPEACTB, paHee OCyL,eCcTBMBLUErO
pernctpaumio csegeHuit 06 OTrpy3ke WAM O BBO3€ JIEKAPCTBEHHbIX MpenapaToB B PoccUicKyto
degepaumio, A npremke Ha bapmMaLEeBTUYECKMIA CKNAA eKapCTBEHHbIX NpenapaToB Ha TeppuTopUn
Poccuiickolt ®depepaumn, uAM nepegaye npasa COBCTBEHHOCTM Ha J/IeKApPCTBEHHbIM npenapar,
MOMELLLEHHbI N0 TaAMOXKEHHYIO NpoLeaypy TaMOMKEHHOIO CKNaAa;

r) Koa uAeHTUOUKAUMKM UAM Koa MAEHTUOUKAUMKM TPeTUYHOW (TPaHCNOPTHOM) YMaKOBKM
JIeKapCTBEHHOIO NpenapaTa, B KOTOPON HAXOAUTCA 3TOT JIeKapCTBEHHbIW NpenapaT (B c/iydae nepegayn
TPETMUYHOM (TPaHCMOPTHOM) YNaKOBKM IEKAPCTBEHHOMO NpenapaTa Leankom).

(n. 7 B pea. NoctaHoBneHua Mpasutensctea PP ot 21.07.2020 N 1079)

8. CybbekTbl 0b6palleHMA JIeKAapCTBEHHbIX CPeACTB NPU  MNEepeMeLleHUM  JIeKapCTBEeHHbIX
npenapaTtoB MeXay 30HaMW TAMOMKEHHOrO KOHTPO/A MpeacTaBAAlOT B CUCTEMY MOHUTOPUHIa
cnegyoLwyo MHPOPMaL MO B OTHOLEHUM KaxKaoW eaMHNULbl N1eKapCTBEHHOIO Npenapara:

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

a) AaTa coBepLUeHUs onepaunm;

6) wugeHTUdPMKaTop cybbekTa o06paleHMa IeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAOLWEro
nepemelLeHne eKapcTBEHHbIX NPenapaTos;
(nn. "6" B pea. MNoctaHoBneHus MpaBuTtenbctsa PO o1 21.07.2020 N 1079)

B) yTpatua cuny. - MoctaHosneHue Mpasutenbctsa PO o1 21.07.2020 N 1079;

r) KoZ TaMOMEHHOTO OpraHa W PerncTpaumMoHHbIM HOMEpP CKAaga OTrpy3ku (agpec mecTa
HaXoXKAeHWa TOBapa COr/IaCHO TaMOMEHHOW AeK/napauuMy Ha TOBapbl, U3 KOTOPOro OCYLLECTBAAETCA
nepemetleHme);

(8 pea. MoctaHoBNeHuUs Mpasutensctea PP ot 21.07.2020 N 1079)

[O) KOoA TaMOMKEHHOro opraHa M PerucTpauMoHHbI HOMep cknada npuemku (agpec mecrta
HaXoKAeHWA ToBapa, B KOTOPOE OCYLLECTBAAETCA NepemMelleHne);

e) Kog wuaeHTUOUKauMM WAU KoAd, MAEHTUOMKALUMWU TPETMUYHOM (TPaHCMOPTHOM) YyMNaKOBKM
NIeKapCTBEHHOrO rMpenapaTta, B KOTOPOM HaxoAMTCA 3STOT JIeKAPCTBEHHbIM npenapat (B cayyae
nepemeLLeHns TPETUYHOM (TPAHCNOPTHOM) YNaKOBKM NEKAaPCTBEHHOTO NpenapaTa LLe/IMKOM).

(nn. "e" B pea. MoctaHoBneHus Mpasutenbctea PP ot 20.03.2020 N 311)

9. CybbeKTbl 06palleHMs JIeKapCTBEHHbIX CPeACTB NpU MPUHATUM pPeleHus O BbinycKe
NleKapCTBEHHbIX MpenapaTtoB A/1a BHYTPEHHero notpebneHus, NPUHATOrO TaMOMKEHHbIMU OpraHamm,
NpeacTaBAAOT B CMCTEMY MOHWUTOPUHIa cneayowyo MHGOPMaLMIO B OTHOLIEHMU KaxKOoW TOpProsow
eAVHWLbI NeKapCTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepaunm;



6) wupgeHTUdMKaTop cybbeKkTa o0bpaweHUs JIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOLWEro
AeKNapupoBaHue IeKapCTBEHHbIX NpenapaToB Ha Tepputopun Poccuitickoit deaepaumum;
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

B) KO TaMOXeHHOM npoueaypsbl;
r) KoA TaMOXKeHHOro opraHa;
[) PEKBM3UTbI TAMOXKEHHOM AeKNapaLmMm Ha NeKapCTBEHHbIV Npenapar;

€) TaMOXXeHHasA CTOMMOCTb JIEKAaPCTBEHHOrO MpenapaTta COr/acHO TaMOXEHHOW AeKaapaunu Ha
NleKapcTBeHHbIN Npenapar;
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

) Koa uMAeHTUOUKaAUMU UAM KOA MAEHTUDUKALUUW TPETUUYHOM (TpaHCNOPTHOM) YNaKoBKU
JIeKapCTBEHHOrO nMpenaparta, B KOTOPOM HaxoAMTCA 3TOT JIeKApCTBEHHbIM npenapat (B cayyae
NoOMeLLEeHUs MNog, TAMOMKEHHYIO npoueaypy TPETUYHOM (TPaHCMOPTHOM) YMaKOBKWU JIeKapCTBEHHOIO
npenapara Lejnkom);

(nn. "x" B pea. MoctaHoBneHus MNpasutensctea PO ot 20.03.2020 N 311)

3) - ) yTpatuam cuny. - NoctaHosBneHue Mpasutenbcrea PP ot 21.07.2020 N 1079.

10. Cyb6beKTbl 06palleHWa NEeKapCTBEHHbIX CPEACTB MpU  MepemMeleHUM  JIeKAPCTBEHHbIX
npenapaToB U3 30Hbl TAMOXEHHOIO KOHTPO/IA HAa papMaLeBTUYECKMIN CKNag NpescTaBasaoT B cUCTEMY
MOHUTOPUHra CeayoLLyo MHGOPMaLMIO B OTHOLIEHUN KaXKA0M eaAMHULbI IeKapCcTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) uaeHTUdMKaTop cybbekTa o0b6palleHMA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAOLWIEro BBO3
JIeKapCTBEHHbIX NPenapaToB Ha TeppuTopmto Poccuiickon Pepepaunu;
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

B) yTpatun cuny. - MoctaHosneHue Mpasutenbsctsa PO o1 21.07.2020 N 1079;
r) Kog, TAaMOXKEHHOIO OpraHa M PerncTPaLMoHHbIA HOMEP TAMOXKEHHOIO CK1aAa OTrPy3Ku;

[) PeKBU3UTbI NEPBUYHOrO AOKYMEHTA, ABAAIOLWErOCA OCHOBAHMEM A/1A NPUEMKMN NEeKapCTBEHHOMO
npenaparta Ha papmaLeBTUYECKUIA CKNag (aata n Homep);

€) CTOMMOCTb, YKa3aHHasA B CONPOBOAMUTEIbHON AOKYMEHTALUMM Ha TOBap, Ha OCHOBaHWM KOTOPOM
odopMIAEeTCA TaMOMKEHHas LeKNapaunsa, C YYETOM TaMOXKEHHbIX MOLWANH U cOOpoB 33 TaMOXKEHHOe
odopmneHue;

X) Kog waeHTUPUMKAUMM WAN Kog WMAeHTUDMKauMM TPETUYHOM (TPaHCMOPTHOM) YMNaKOBKM
NleKapCcTBEHHOTO NpenapaTa, B KOTOPOM HaXxOAWUTCA 3TOT JIeKaPCTBEHHbIN npenapaT (B c/yYae NpuemMKu
Ha ¢dapMaLLeBTUUYECKUI CKNag, TPETUYHOW (TPaHCNOPTHOWM) YMaKOBKM JIeKApCTBEHHOrO MpenapaTta
Le/IMKOM).

(nn. "x" B pea. MoctaHoBneHus MNpasutensctea PO ot 20.03.2020 N 311)

11. CybbeKkTbl 06palleHna NeKapCTBEHHbIX CPEACTB MPU 3aBEPLUEHUN OTIrPY3KM IeKapCTBEHHbIX
npenapaTtos B Poccuiickyio ®eaepaumio U3 rocyaapcrts - YieHoB EBpasMiiCKOro 3KOHOMMUYECKOTo Col3a
NpeacTaBAAOT B CMCTEMY MOHWUTOPUHIa cneayowyo MHGOPMaLMIO B OTHOLIEHUU KaxKaoW TOpProsow
eAMHULbI 1eKapCTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) naeHTUPMKaTOp cybbeKTa obpalLeHMs NIeKAPCTBEHHbIX CPEACTB, ABAAIOWEroca AepiKarenem



AW BnagenbUem PerucTpaLMoHHOro yAoCTOBEPEHUA, UM NpeacTaBUTeNbCcTBa CybbekTa obpalleHus
NeKapcTBeHHbIX CpeacTs Ha TeppuTopum Poccuiickoin Peaepaumu;

B) MAeHTUPUKATOP cybbeKTa obpalleHUn NeKapcTBEHHbIX CPeACTB, ABAAOWEroca MpoAaBLOM
NleKapcTBEHHbIX NpenapaTos;

r) ngeHTMdMKaTop cybbeKkTa 0bpalleHna NeKapcTBEHHbIX CPeACTB, ABAAIOLWLErocs NoKynatenem
NleKapcTBEHHbIX NpenapaTtos B Poccuiickon deaepaumm;

[) PEKBU3UTbI MEPBUYHOTO SOKYMEHTA, ABAAIOLLETOCA OCHOBaHUEM A/ OTIPY3KM IEKAPCTBEHHOTO
npenapata B Poccuiickyto degepauuto (aata u Homep);

e) TMn AorosBopa;

) CTOMMOCTb /IeKapCTBEHHOro npenapaTta (C y4yeTom Hanora Ha [A06aBfeHHY0 CTOMMOCTb)
COrNacHO NepPBUYHbLIM AOKYMEHTaM;

3) cymma Hanora Ha A06aBAeHHYH CTOMMOCTb;

M) Kog WAEHTUOMKAUMM WAU Koh WAEHTUOUKALMM TPETUUYHOM (TPaHCMOPTHOM) YMNaKOBKM
JIeKapCTBEHHOro npenapaTa, B KOTOPOM HAaxoAmMTCA 3TOT JIEKAPCTBEHHbIM Npenapart (B c/iyy4ae oTrpysKu
TPETMUYHOM (TPaHCMNOPTHOM) YNAaKOBKM IEKAPCTBEHHOMO NpenapaTa UeanKkom).

(n. 11 B pea. NocraHoBAeHuA MpaButenbctea PO ot 21.07.2020 N 1079)

12. CybbeKTbl 06palLeHna NeKapCTBEHHbIX CPEACTB MPU OCYLLECTB/IEHUM BBO3a JIEKAPCTBEHHbIX
npenapatos B Poccuiickyio ®eaepaumio U3 rocyaapcrts - YieHoB EBpasMiiCKOro 3KOHOMMUYECKOTo Colo3a
N pasmelleHnn Ha papmaLeBTMYECKOM CKnade NpeacTaBAAloT B CUCTEMY MOHMTOPUHra CaeayioLlyto
MHPOPMaLMIO B OTHOLLEHMWN KaXKA0W TOProBoi eAMHMLbI IeKapCTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) maeHTMPUKATOpP cybbeKkTa obpalleHWA NEeKapCTBEHHbIX CPEACTB, OCYLLECTBASIOWEro BBO3
NleKapcTBeHHbIX NpenapaTtos B Poccuiickyto Pesepaumio;

B) naeHTUdbMKatop cybbekTa obpalleHnsa NeKapCTBEHHbIX CPeAcTB, SABAAIOWEroca npogasBLOm
JIeKapcTBEHHbIX MpenapaTtoB (He TpebyeTca B cnayyae nNpeacTaBiAeHUs CBeAEHWN B COOTBETCTBUU C
ab3auamm ceabMbiM U AecaTbIM NyHKTa 37 1 ab3auem ceabMbiM NyHKTa 38 MosioxKeHuA);

(8 pea. MoctaHoBneHus Mpasutensctea PP o1 02.11.2020 N 1779)

r) Tun gorosopa;

) PeKBM3UTbI NEPBMYHOIO AOKYMEHTA, ABAAIOLLEroc OCHOBaHWEM ANA BBO3a /€KAPCTBEHHOMO
npenapata B Poccuiickyto Pegepauuto (aata u Homep);

e) CTOMMOCTb /N1€EKAPCTBEHHOIO npenaparta (C y4e€TOM Hasnora Ha AOﬁaBJ'IEHHYI-O CTOVIMOCTb)
COrnacHO nNepBnYHbIM OOKYMEHTAM;

)K) CyMMa Hasiora Ha AO6aBJ'IeHHYI-O CTOMMOCTDb,

3) naeHTUPUKaTop cybbekTa obpalleHMa NeKapCTBEHHbIX CPe/CTB, ABMAIOLLIErocs AeprKaTenem
WA BNagenbUem PerncTpaumoHHOro yAoCTOBEpPEeHMAa, UAM NpeacTaBUTeNbCTBa cybbekTa obpalleHus
JIeKapCTBEHHbIX CPeACcTB Ha TeppuTopumn Poccuiickoint deaepauumn (B cayvyae BBO3a JIEKAPCTBEHHOO
npenapata B Poccuiickyio Pepepaumto cybbekTom 0OpalleHUsa NeKapCTBEHHbIX CPeacTB, He
ABNAOWMMCA AepyKaTeseM WMAM BNagenbLemM pPerncTpaumoHHoro yaocrtoBepeHus) (He Tpebyetca B
cnyyae npeacTaB/ieHUs CBeAeHMM B COOTBETCTBMM C ab3auamu ceapMbiM M AecsATbiM NyHKTa 37 u
ab3auem cegbmbiM NyHKTa 38 MonoxKeHus);
(8 pea. MoctaHoBneHun Mpasutenbctea PP o1 02.11.2020 N 1779)



M) Kog WAEHTUOMKAUMM WAU Koh WAEHTUOUKALMKM TPETUUYHOM (TPaHCMOPTHOM) YNaKOBKM
JIeKapCTBEHHOroO npenapaTa, B KOTOPOW HaxoAMTCA 3TOT /IeKapCTBEHHbIM npenapat (B cayvyae BBO3a
TPETUYHOM (TPaHCMOPTHOM) YNaKOBKM SIeKapCTBEHHOTO npenapara Lenkom).

(n. 12 B pea. NoctaHoBneHMA MpaButenbcTea PO ot 21.07.2020 N 1079)

13. CybbeKkTbl 06palleHMs NeKapCTBEHHbIX CPeAcTB noc/ie NpeacTaBlAeHUs OOKYMEHTOB W
ceegeHuit B PeaepanbHyto cnyKby no Haasopy B chepe 34paBOOXPaHEHUA NPeACTaBAAIT B CUCTEMY
MOHUTOPUHra CAeayoLLyo MHGOPMaLMIO B OTHOLIEHUN KaxKA0M eAMHULbI IeKapcTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepauuu;

6) maeHTMPUMKaATOpP cybbeKkTa obpaleHWA NEeKapCTBEHHbIX CPEACTB, OCYLLECTBASIOWEro BBO3
NleKapcTBeHHbIX NpenapaTtoBs B Poccuiickyto Pesepaumio;

B) PEKBM3UTbI 3aMUCUM O JIeKApCTBEHHOM Mpenaparte, BBOAMMOM B TpakAaHCKMiM obopoT B
aBTOMATM3NPOBaHHOM WHbOPMaUMOHHON cucteme PepepanbHol cayXKbbl Mo Haalopy B coepe
3/ paBOOXPaHEHMA (4aTa U BHYTPEHHUI naeHTUGUKaTop);

r) Homep paspelweHna GeaepanbHoit cny:Kbbl No Hag30py B chepe 34PaBOOXPAaHEHMA HA BBOA, B
rpaK4aHcKMm obopoT (B cnyyae BBOZA B FpakgaHCKUM  obopoT  MmmMyHOBMONOrmyeckoro
NleKapcTBEeHHOTO Npenapara);

A) Koa wnaeHTUdMKauMm WAn Kog, WAeHTUOUKaAuMM TPEeTUYHOW (TPaHCNOPTHOM) YNaKOBKM
JIeKapCTBEHHOMO nNpenapaTta, B KOTOPOW HAxoamuTcA 3TOT JIeKApCTBEHHbIM npenapaT (B cayvyae BBO3a
TPETUYHOM (TPaHCNOPTHOM) YNAaKOBKM IEKAaPCTBEHHOMO NpenapaTa Leankom).

(n. 13 B pea. NocraHoBAeHuA MpaButenbcTea PO ot 21.07.2020 N 1079)

14. CybbeKkTbl obpalleHMa fNeKapcTBEHHbIX CpeacTB MNpuM MNOBTOPHOM BBOAe B 060poT
NleKapcTBEHHbIX MpenapaToB MNPeACTaBAAT B CUCTEMY MOHWUTOPMHra creaylolylo MHbopmauumio B
OTHOLLEHUM KaXKa0MN eAnHMLbI NeKapCTBEHHOrO Npenapara:

a) AaTa coBepLUeHUs onepaunm;

6) maeHTMOUMKATOp cybbekTa 0bpalleHMAa IeKAapPCTBEHHbIX CPeacTB, paHee OCyL,ecTBUBLLENO
BbIBOZA M3 060pOTa 3TUX JIeKapCTBEHHbIX NPernapaTos;

B) NPWYMHBI paHee OCYLLLEeCTB/IEHHOTO BbIBOAA IEKAPCTBEHHOTO NpenapaTta U3 060poTa;
r) Kog MaeHTUdGMKaLUMM NOBTOPHO BBOAMMOro B 060POT NEeKapCTBEHHOrO Npenapara;

[) NpMYMHbI NOBTOPHOIO BBOAA B 060POT IeKapCTBEHHOrO Npenapara.
(n. 14 B pea. NoctaHoBneHMA MpaButenbcTea PO ot 21.07.2020 N 1079)

Mpunnoxenue N 4

K MonoXeHnto o cMcTeme MOHUTOPUHIA
OBVXKEHWA NIeKapCTBEHHbIX NpenapaTos
ONA MeNLMHCKOTO NMPUMEHeHUs

CBEAEHUA,
NPEACTABNAEMbIE CYBbEKTAMMWU OBPALLEEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA IBUXKEHNA NEKAPCTBEHHbIX
NPENAPATOB A1 MEAULUMHCKOIo NPUMEHEHWA NPU BbIBOE



13 OBOPOTA NEKAPCTBEHHbIX NPEMAPATOB
ana MEAUUMNHCKOro NnPMMEHEHUA

Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pea. NoctaHoBneHui MpasuTtenbctea PO ot 20.03.2020 N 311,
o1 21.07.2020 N 1079)

1. CybbeKT obpalleHnn NeKapCTBEHHbIX CPEACTB NPW BbIBOAE JIEKAPCTBEHHbIX NpenapaTos A4/1A
MeAMLMHCKOro NpuMeHeHus (ganee - fieKapcTBeHHble npenapatbl) U3 obopoTa nyTem peanusauun
(Mpopaxkn) NeKapcTBEHHbIX MNpenapaTtoB NOTPebUTENt0 MAM OTNycKa 6ecnnaTHO MAM CO CKUAKOM
NleKapcTBEHHbIX NPEenapaToB MO PeLenTy Ha JIeKapCTBEeHHble nNpenapatbl IMBo OTMyCKa IeKapCTBEHHbIX
npenapaToB NPW OKasaHUW MeAMUMHCKOM nomowy, otbopa obpasuoB uau BbiBoZa M3 0b6opoTa Mo
WHbIM NPUYMHAM NPeACTaBAAeT B CUCTEMY MOHUTOPUHIA ABUKEHMUA IEKAPCTBEHHbIX NPEnapaTos (aanee
- CcMCTEeMa MOHWUTOPMHIra) credylowyo MHGOPMALMIO O BbIBEAEHHbIX M3 060pPOTa JIeKapCTBEHHbIX
npenaparax:

a) AaTa coBepLUeHUs onepaunm;

6) ngeHtTMdUKaTop cybbekTa 06palLeHNA NeKapPCTBEHHbIX CPEACTB, OCYLLECTBAAIOLLENO BblBOA,
NleKapcTBEHHbIX NpenapaTos 13 06opoTa;

B) TN BbiBOAA /IEKAPCTBEHHbIX NPENapaTosB U3 o60p0Ta;

r) BMA AOKYMEHTA, NOATBEPXKAAMOLLErO BbIBOA, /IEKAPCTBEHHbIX NpenapaToB M3 obopoTa (4ek,
61aHK CTPOrol 0TYETHOCTU, AOFOBOP U Apyroe);

[) PeKBM3UTbI 4OKYMEHTa, NOATBEPKAAIOLLErO BbIBOA, SIEKAPCTBEHHbIX NpenapaTos U3 060poTa;

e) Koapl MAEHTUGMKAUMKM BbIBOAMMBIX M3 060pPOTa NEKAPCTBEHHbIX MNPenapaTtoB MAW Koabl
naeHTMOMKaUMM TPETUYHON (TPAHCMOPTHOM) YMaKOBKM NeKapCcTBEHHOro npenapaTa, B KOTOPOW
HaxoAMTCA 3TOT JIeKAapPCTBEHHbIM npenapaTt (B ciyyYae BbiBOAA M3 060poTa MO WMHBIM MPUYMHAM
TPETMYHOM (TPAaHCNOPTHON) YNAaKOBKWU IEKAPCTBEHHOMO NpenapaTta LesIMkom);

) CTOMMOCTb JIEKapPCTBEHHbIX MPenapaTtoB (C y4eTom Hasora Ha A06aB/eHHY CTOMMOCTb) (B
C/lyyae Npoarku IeKapcTBEHHbIX NpenapaTos noTpebuTtento);

3) cyMma Hanora Ha f06aBNeHHY0 CTOMMOCTb (B C/ly4ae MpoAaxku SIeKapCTBEHHbIX MpenapaTos
notpeburento);

M) KONMYECTBO BbIBOAMMbIX M3 0060pOTa NEpPBUYHbLIX YNAKOBOK JIEKAapCTBEHHOro npenapata wu
obliee  KONMYECTBO  MEPBUYHLIX  YNAKOBOK  JIEKAPCTBEHHOrO  Mpenapata BO  BTOPMYHOM
(noTpebuTenbcKoi) ynakoBKe JieKapCTBEHHOrO npenapaTta (Npu OCyLLecTBeHUU BbiBoAa M3 0bopoTa
pa3yKoOMM/IEKTOBAHHOM BTOPUYHOM (NOTPebuMTeNbCKOM) YNaKOBKM IEKapCTBEHHOMO NpenapaTa).

(n. 1 8 pea. NoctaHoBneHun Mpasutensctea PP ot 21.07.2020 N 1079)

2. CybbeKT obpalyeHusa NeKapcTBEHHbIX CPeACTB MpY BbIBOAE JIEKAPCTBEHHbIX Mpenapatos M3
060p0oTa NyTEeM YHUUTOMKEHUA IeKapCTBEHHbIX NPernapaToB, NOMELLEHHbIX N0 TaMOXKEHHYIO Npoueaypy
YHUUTOXKEHWA, BbIBO3a JIEKAPCTBEHHbIX MPEnapaToB 3a MNpegenibl TAaMOMKEHHOM TeppuTopuM
EBPA3MICKOrO 3KOHOMMYECKOro COH3a, MOMELLEHHbIX Mo TaMOMEHHYI MNpoueaypy 3KcrnopTa
(peakcnopTa), NpeacTaBAAeT B CMCTEMY MOHWTOPWHIA CAeAyloLylo MHOOPMALMIO O BbIBEAEHHbIX U3
060poTa NeKapcTBEHHbIX Npenaparax:

a) AaTa coBepLUeHUs onepaunm;

6) nageHtTMdUKaTop cybbekTa 06palLeHNA NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOLLErO BblBOA,



NeKapcTBeHHbIX NpenapaTtos 13 060poTa;
B) KOA4, TAMOKEHHOTIO OpraHa;
r) Kog TamoXKeHHOW npoueaypbl;

4) Koa wnaeHTUdMKaumMuM BbIBOAMMOro M3 060poTa /NeKapcTBEHHOro npenapata WAM Kog
MAEHTUOMKALMN TPEeTUYHOM (TPAHCMOPTHOM) YNAKOBKM JIeKapCTBEHHOro npenapata, B KOTOPOM
HaxoamMTcA 3TOT /IeKAPCTBEHHbIM npenapaT (B cayyae BbIBOAA M3 060pOTa TPETMYHOM (TPpaHCNOPTHOM)
YMNaKOBKM JIEKAapCTBEHHOTO NpenapaTta LeanKom);

€) PeKBM3NUTbl TAMOKEHHOM AeKNapaLmMm Ha 1eKapCTBEHHbIV Npenapar.
(n. 2 B pea. NoctaHoBneHua Mpasutensctea PP ot 21.07.2020 N 1079)

3. Cyb6beKT ob6palleHna NeKapCTBEeHHbIX CPeacTB NPW BbIBOAE JI€KAPCTBEHHbIX NpenapaTtos w3
obopoTa nyTem nepegayy NEKapCTBEHHbIX MPEenapaToB Ha YHWUTOMKEHWe npeacTaBAsfeT B cUCTeMy
MOHMWTOPUHra CAeayoLLyo MHPOPMaLUMIo O BbiBeAeHHbIX M3 060pOTa IeKapCTBEHHbIX NpenapaTax:

a) AaTa coBeplUeHUs onepaunm;

6) noeHTMdUKaTop cybbekTa obpalleHMA IeKapCTBEHHbIX CPeacTB, OCYLLECTBAAOLWEro BblBOA,
JIeKapCTBEHHbIX NPenapaToB M3 060poTa;
(8 pea. MoctaHoBneHun MNpasutenbctea PP ot 21.07.2020 N 1079)

B) yTpatun cuny. - MoctaHosneHue Mpasutenbctsa PO o1 21.07.2020 N 1079;

r) ocHoBaHMe M NPUYMHA Nepeaayn NeKapCcTBEHHOro Npenaparta Ha YHUUTOXKEHE;
(8 pea. MoctaHoBNeHuMn Mpasutensctea PP ot 21.07.2020 N 1079)

[O) PEeKBU3UTbI pelleHnn ynoaHOMOYeHHoro deaepanbHOro opraHa WMCMOJIHUTENbHOW BAacTu O
BbIBOZE /IeKapCTBEHHbIX NpenapaTos 13 060poTa (Npu Hannuuu);

e) PEKBU3NTBI AOOKYMEHTA, nNoATBepXAakoWwero nepegadyy NnekKapCTBeEHHbIX NpenapaTtoB Ha
YHUYTOXEHUE,

) Koa MAeHTUOUKAUMU UAM KOA UAEHTUDUKALUW TPETMUYHON (TPpaHCNOPTHOM) YNaKoBKU
JIeKapCTBEHHOIO Npenaparta, B KOTOPOW HaxogUTCA STOT SIEKAPCTBEHHbIM Npenapart (B c/iyyae BbIBOAA U3
060poTa TPETUYHOW (TPAHCMOPTHOM) YNaKOBKWU IEKAPCTBEHHOIO NpenapaTa LesmMKkom);

(nn. "x" B pea. MoctaHoBneHus MNpasutensctea PO ot 20.03.2020 N 311)

3) WMAEHTUPUKAUMOHHbLIA HOMEpP HanoronnaTenbllMKa, OCYLLECTB/AIOWLIEr0 YHUUTOXKEHUe
NIeKapCTBEHHbIX NpenapaToB, M ero agpec.
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

4, CybbeKkT obpalleHus eKapcTBEHHbIX CPEACTB NPU YHUUTOXKEHUWN JIEKAPCTBEHHbIX NPEenapaTos,
paHee nepefdaHHbIX Ha YHWYTOXKEHWe, MNpPeacTaBNseT B CUCTEMY MOHUTOPMHIA CAefyloLyto
HPopMaumio o GaKTe YHUUTOKEHUSA IeKapCTBEHHbIX NpenapaTos:

a) AaTa coBeplUeHUs onepaunm;

6) naeHTUdUKaTop cybbekTa obpalleHUs NeKapCTBEHHbIX CPEACTB, OCYLLEeCTBMBLUErO BbIBOA,
JIeKapCTBEHHbIX NpenapaToB M3 060poTa;
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

B) cnocob YHUYTOXEHUA NEKAPCTBEHHDbIX MPENAPATOB,

I') PEKBU3UTDBI AOKYMEHTA, NOATBEPHKAALWEIO YHNUUTOXKEHNE NEKAPCTBEHHbIX NPENapaTos (aKT 06



YHUUTOMKEHUM NIEKAPCTBEHHbIX NPenapaTos);

A) Koa uaeHTUOMKauMU WAW Kopd WAEHTUOUKaAUuMM TPeTUYHOW (TPpaHCNOPTHOWM) YNaKoBKM
JIeKapCTBEHHOIO NpPenaparta, B KOTOPOW HaxoaUTCA 3TOT SIEKAPCTBEHHbIM Nnpenapart (B c/iyyae BbIBOAA U3
060poTa TPETUYHOW (TPAHCMOPTHOM) YNaKOBKKU IeKAPCTBEHHOIO NpenapaTa LesmMKkom);

(nn."n" B pea. NoctaHoBneHUA MpaBuTenbctea PO ot 20.03.2020 N 311)

e) VI,EI,eHTMd)VIKaLI,MOHHbIﬁ HOMep Hajaoronnatenbuwmka, ocyuwecTsmBwero YyHUYTOXKeHUe
NEKapPCTBEHHbIX MPenapaTos.

MpunnoxkeHne N 5

K MonoXeHnto o cucTeme MOHUTOPUHIA
OBVKEHWA NNeKapCTBEHHbIX NPenapaTos
ONA MEOULMHCKOTO NPUMEHEHUSA

CBEAEHMA,

NPEACTABNAEMBIE CYBbEKTAMM OBPALLEEHUA NIEKAPCTBEHHbIX CPEACTB
B CUCTEMY MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX MPENAPATOB
ANA MEAULUMHCKOrO NPUMEHEHUA NPU OCYLLLEECTBNIEHUW ONEPALUIA

C TPETUMHOM (TPAHCMOPTHOW) YNAKOBKOW
NEKAPCTBEHHOIO MPEMAPATA

Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pea. NoctaHoBneHui MpasuTtenbctea PO ot 20.03.2020 N 311,
o1 21.07.2020 N 1079)

1. CybbekTbl 0bpallleHna NeKapCTBEHHbIX CPeACTB NpPU  OCYLECTB/IEHUUM arperupoBaHus
JIeKapCTBEHHbIX NpenapaTtoB ANA MeAMLMHCKOTO NpUMeHeHUusa (aanee - NeKapCTBeHHble npenaparthbl),
UMerwmx oauMH rnobanbHbll MAEHTUOUKALUMOHHLIA HOMEpP TOProBOM eAuHUUbl, NPeacTaBAlT B
CUCTEMY MOHUTOPUHTA ABUMKEHUA NeKapPCTBEHHbIX NPenapaTos A4 MeANLUHCKOro NpumeHeHus (ganee
- CMCTEMA MOHUTOPUHTA) cieayoLLyo MHbOopPMaUUIo:

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

a) pata coseplueHus onepauum (B OTHOWEHMM NEKapCTBEHHbIX MPenapatos A1d MeAMLMHCKOro
npumeHeHua (ganee - JfleKapcTBeHHble NpenapaTtbl), Haxo4AWMXCA 3a npeaenamu TeppuUTopuu
Poccuiickolt depepaunn, B cnyvasx, Korga arpermpoBaHue OCyLLecTBASeTCA A0 3aBeplleHusa cTaguu
BbIMYCKaloOLLIEro KOHTPO/IA KayecTBa, MOXET YKasbiBaTbcA Ntobasa JdaTa mexay OaTol 3aBeplieHus
CTaguu BbINYCKAOLWEro KOHTPOASA KayecTBa M [aTol OTIPy3KM JIeKapCTBEHHbIX NpenapaTtoB B
Poccuinckyto Pegepaunto);

6) wupeHTUdMKaTop cybbeKkTa obpaweHMs JIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAOLWEro
arpervpoBaHue;
(nn. "6" B pea. MNoctaHoBneHus MpasuTtenbctea PO ot 21.07.2020 N 1079)

B) yTpatun cuny. - MoctaHosneHue MNpasuTtenbctsa PO o1 21.07.2020 N 1079;

r) Koapl naeHTMdUKaALUMM TPETUUHbIX (TPAHCMOPTHbLIX) YNaKOBOK /NeKapCTBEHHOro npenapara
€034aBaeMbIX TPETUYHbIX (TPAHCMOPTHbIX) YNaKOBOK N€KapCTBEHHOTO NpenapaTa;
(nn. "r" B pea,. MoctaHoBneHus MpasuTtenbctsa PO ot 20.03.2020 N 311)



A) nepeyeHb KOZoB MAEHTUPUKALUMM WUAM KOZOB MAEHTUOMKALMWM YNAKOBOK JIEKAPCTBEHHOMO
npenapata 60/1ee HU3KOro YPOBHA BNOMKEHHOCTM, BXOAALLMX B COCTAB KaX40W co34aBaeMol TPETUYHOM
(TpaHcnopTHOI) yNakoBKM IeKapCTBEHHOro npenapara.

(nn."n" B pea. NoctaHoBneHUA MpaBuTenbcTea PO ot 20.03.2020 N 311)

2. CybbekTbl 0bpaleHns NeKapCTBEHHbIX CPeACTB NPU OCYLLECTBAEHUN U3BATUA NIEKAPCTBEHHbIX
npenapatoB M3 TPETUYHOKN (TPaHCMOPTHOM) YNAaKOBKWU NEeKapCTBEHHOro npenapaTta MNpeacTaBnAaloT B
CUCTEMY MOHUTOPUHIA CneayoLLyto MHbopmMaLmto:

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

a) AaTa coBeplUeHUs onepauuu;

6) ngeHTndrKaTop cybbeKTa 0bpaLLeHMA NIEKAPCTBEHHBIX CPEACTB, OCYLLLECTB/AIOWEr0O ONepaumto;
(nn. "6" B pea. MNoctaHoBneHus MpaBuTtenbctsa PO ot 21.07.2020 N 1079)

B) yTpatun cuny. - MoctaHosneHue MNpasuTtenbctsa PO o1 21.07.2020 N 1079;

r) Kog uaeHTUdMKaLMmM TOProBon eAnHULLbI, U3bIMaemMoi U3 TPETUYHOM (TPaHCNOPTHON) YNaKOBKM
JIeKapCTBEHHOrO npenapaTta, WauM Kog UAeHTUOUKaALMKM YNaKoBKU JIEKAapCTBEHHOro npenapaTa 6onee
HU3KOrO YPOBHA B/OYXEHHOCTU, U3bIMAaeMOM U3 TPETUYHON (TPAHCMOPTHOM) YNAaKOBKN IEKAPCTBEHHOIO
npenapara.

(nn. "r" B pea,. MoctaHoBneHus MpasuTtenbctsa PO ot 20.03.2020 N 311)

3. CybbeKTbl 0b6paleHusa NeKapCTBEHHbIX CPEeACTB MNPWU  OCYLWECTBIEHUU AOMNOJHUTEbHOMO
B/IO’KEHWA JIEKAPCTBEHHbIX MNPEnapaToB B TPETMYHYHD (TPAHCMOPTHYHO) YMNAKOBKY J1€KapCTBEHHOMO
npenaparta NpeaCcTaBAsOT B CUCTEMY MOHUTOPUHIA CeAyoLWwyo MHGOPMALMIO:

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

a) AaTa coBepLUeHUs onepaunm;

6) naeHTudukaTop cybbekta obpalleHUA NeKapCcTBEHHbIX CPeACTB, OCYLLECTBAIOLLErO OnepaLmio;
(nn. "6" B pea. MNoctaHoBneHus MpaBuTtenbctsa PO o1 21.07.2020 N 1079)

B) yTpatua cuny. - MoctaHosneHue Mpasutenbctsa PO ot 21.07.2020 N 1079;

r) Kog4 ngeHTudMKauMmM uam Kog naeHtTnduKauum ynakoBKM NeKapCcTBEHHOTO npenapaTta 6onee
HW3KOT0 YPOBHS B/IOXKEHHOCTU, C KOTOPOK COBEPLUAETCA Onepaunsa 4ONOJHUTEIbHOTO BIOXKEHUS;
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 20.03.2020 N 311)

4) Koa naeHTMdMKauMM TPeTUYHOW (TPaHCNOPTHOWM) YNaKOBKM NeKapcTBEHHOro npenapaTa, B
OTHOLLEHMM KOTOPOI COBepLUAETCA onepaums.
(8 pea. MoctaHoBNeHuit MpaButensctea PP ot 20.03.2020 N 311, ot 21.07.2020 N 1079)

4. CybbeKktbl obpalleHns NeKapCTBEeHHbIX CPeACTB MPU OCYLLeCTBAEHUM pachopmMMpoBaHUS
TPETUYHOM (TPAHCMOPTHOM) YNAKOBKU JIEKApPCTBEHHOrO Mpenapata npeacTaBAAldT B cUCTeMy
MOHUTOPUHTA CaeaytoLyto HGopMaumio:

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 20.03.2020 N 311)

a) AaTa coBeplUeHUs onepauuu;

6) ngeHTdUKaTop cybbeKTa 0bpaLLeHMA NeKaPCTBEHHbIX CPEACTB, OCYLLECTBAAIOLWLErO Onepaumio;
(nn. "6" B pea. MNoctaHoBneHus MpasuTtenbctsa PO ot 21.07.2020 N 1079)

B) yTpatun cuny. - MoctaHosneHue MNpasuTtenbctsa PO ot 21.07.2020 N 1079;

r) TMn onepaumn pacGOPMMPOBAHUA TPETUUYHOW (TPAHCMOPTHOWM) YMAaKOBKMW fIeKApCTBEHHOrO
npenapara;



(nn. "r" B pea. MoctaHoBneHus MpasuTtenbctsa PO ot 21.07.2020 N 1079)

A) Kog uAaeHTMOMKAuMM TpeTUYHOM (TPaHCMNOPTHOM) YMNaKOBKM /NEKapCTBEHHOro npenaparta
pachopMMpPOBbLIBAEMON TPETUYHOW (TPAHCNOPTHOW) YNaKOBKM IeKapCTBEHHOro npenapara.
(nn."n" B pea. NoctaHoBneHUA MpaBuTenbctea PO ot 20.03.2020 N 311)

MpunnoxkeHne N 6

K MonoXeHnto o cuctTeme MOHUTOPUHIA
OBVXKEHWA NIeKapCTBEHHbIX NpenapaTos
ONA MeNLMHCKOTO MPpUMeHeHUs

CBEAEHUA,

NPEACTAB/IAEMbBIE CYBbEKTAMW OBPALLLEHUA NNEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXKEHNA NEKAPCTBEHHbIX
NPENAPATOB A/19 MEAULUMUHCKOIo NPUMEHEHNA NPU OBOPOTE
M BHYTPEHHEM NEPEMELLEHUN NEKAPCTBEHHbIX MPENAPATOB
ana MEAUUNHCKOro NnPMMEHEHUA

Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pea. NoctaHoBneHui MpasuTtenbctea PO ot 20.03.2020 N 311,
o7 21.07.2020 N 1079, ot 02.11.2020 N 1779)

1. CybbeKT o0bpaweHna /IeKapCTBEHHbIX CPeacTB MpPW  OCYLWECTBNEHUM MepemMeLleHus
NleKapcTBEHHbIX NPenapaToB A8 MEeAMLMHCKOrO NpUMeHeHus (Janee - JIeKapCTBEHHble MpenapaTtsl)
MeXay agpecamu  OCYLeCTB/ieHWA AeATeNbHOCTM U (uan)  papmaueBTUYECKMMM  CKNadamu
npeacTaBnsieT B CUCTEMY MOHMTOPUHIA ABUMKEHMA JIeKapCTBEHHbIX MpenapaTtoB (Janee - cucTema
MOHUTOPUHIa) ceayowyto MHGOPMaLMIO O NepemMeLLLaeMbIX 1IEKAPCTBEHHbIX NpenapaTax B OTHOLWEHUU
Kak4o0M TOproBon eAnHULbI IEKAPCTBEHHOrO Npenapara:

a) AaTa coBeplUeHUs onepaunm (MPUEMKN Ha CKAad, Ha KOTOPbIN COBEPLLEHO NepemMeLLeHne);

6) uaeHTUGUKATOP CcybbeKkTa O0b6palleHMA NeKapCTBEHHbIX CPEeAcTB, OCYLLECTBAAIOLLIErO
nepemelleHne NeKapcTBEHHOro Npenapara, ¢ y4eTom agpeca MecTa OCYLLeCTBeHUA AeATeNbHOCTU UK
CKNaja OTBETCTBEHHOrO0 XPaHEeHWs, M3 KOTOPOro OCYLLECTBAAETCA NepemMelleHMe NeKapCTBEHHOro
npenapara;

(nn. "6" B pea. MNoctaHoBneHus MpaBuTtenbctsa PO o1 21.07.2020 N 1079)

B) yTpatun cuny. - MoctaHosneHue Mpasutenbctsa PO ot 21.07.2020 N 1079;

r) waeHTMdUKaTop cybbekTa 06palleHMs JIeKapCTBEHHbIX CPeacTB C y4eTOM ajpeca MecTa
OCYLLECTB/IEHNA AEeATENbHOCTM WAM CKNada OTBETCTBEHHOIO XpaHeHuA, Kyda OCyLlecTBAAerca
nepemelLeHNe IeKapcTBEHHOro npenapara;

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

O) PeKBUsUTbl NEPBMYHOrO AOKYMEHTa, fBAAIOWLErocA OCHOBaHMEM ANA nepemelleHus
JleKapcTBEeHHOTO NpenapaTa (aata u Homep);

e) Kog wuaeHTUOUKauMM WAW Kog, MAEHTUOMKALMWU TPETUYHOM (TPaHCMOPTHOM) YMaKOBKM
NleKapCTBEHHOro npenaparta, B KOTOPOM HaxoAMTCA 3TOT JieKapCTBeHHbIM npenapaTt (B cayyae
nepemeLlLeHUs TPeTUYHOM (TPaHCNOPTHOM) YNaKOBKM NeKapcTBEHHOTO npenapaTa LeMKoM);



(nn. "e" B pea. NoctaHoBneHus Mpasutensctea PP ot 20.03.2020 N 311)

) PEKBU3UTbI FOCYapCTBEHHOIO WAM MYHULUMNANbHOTNO KOHTpakTa (B cayyae nepemelleHus
JIeKapCTBEHHOro npenapaTta, npeAHasHayeHHOro Ans obecrneyeHuA rpa)kaaH 3a CYyeT CpeacTs
denepanbHoro 6roaxKeTa KN cpeacTs 6roaxKeToB cybbekToB Poccuitickoit deaepaumn);

(nn. "x" BBeaeH NMoctaHoBneHnem Mpasutenscrea PO ot 21.07.2020 N 1079)

3) MUCTOYHMK MHaHCMpoBaHMA (B C/aydae nepemelleHWs JIeKapCcTBEHHOro npenapara,
npeaHasHayeHHoro gnsa obecneyeHus rpaxaaH 3a cyeT cpeacTs deaepanbHoro 6roaxKeta UM cpeacts
6roaxkeToB cybbeKkToB Poccuitckolt epepaumn);

(nn. "3" BBeaeH MoctaHoBneHuem MNpasutenbcrea PP ot 21.07.2020 N 1079)

M) CTOMMOCTb JIEKapCTBEHHOro npenapata (C y4yeTom Hasora Ha p[06aBNEHHYD CTOMMOCTb)
COMNacHO MNepBMYHbIM  AOKYMeHTam (B c/lyyae MepemMelleHus /IeKapCTBEHHOro npenapara,
npeaHasHavyeHHOro AnsA obecneyeHus rpaxkiaH 3a cyeT cpeacTs ¢peaepanbHOro 6loaxKeTa Uan cpeacTts
6toaxkeToB cybbeKkToB Poccuitickol Penepaunn);

(nn. "n" BBeaeH MoctaHoBneHnem MNpasuTtenbctsa PO ot 21.07.2020 N 1079)

K) cymma Hanora Ha fA06aBneHHyl0 CTOMMOCTb (B C/lydae nepemelleHus eKapCcTBeHHOro
npenapara, npeZiHa3Ha4YeHHOro Ana obecneyeHus rpakaaH 3a cYyeT cpeAcTs deaepanbHOro 6roaXKeTa
WK cpeacTts 6oaxKeToB cybbeKkToB Poccuitckoit deaepaumn).

(nn. "Kk" BBegeH MNoctaHoBneHnem MpasuTtenbctsa PO o1 21.07.2020 N 1079)

2. CybbeKT obpallleHMsA NeKapCTBEHHbIX CPeACTB MPU Mepefadve JIeKapCTBEHHbIX NpenapaTos
Apyromy cybbekTy 0b6palleHma NeKapCcTBEHHbIX CPeACTB B PaMKaX FPaXKAaHCKO-NPAaBOBbIX OTHOLWEHWI B
cny4ae BbIbopa NPAMOro nopsaKa nNpeacTaBNeHUA CBEAEHWUA B COOTBETCTBUM C NYHKTOM 44 [MonoxKeHus
O CUCTeME MOHMUTOPWUHIA ABUMKEHMWA NIeKApPCTBEHHbIX MpenapaToB ANA MeLUUMHCKOro NpUMeHeHUs,
YTBEPKAEHHOro nocraHosneHnem lpasutenbctBa Poccuiickon degepaumnn ot 14 aekabpsa 2018 r. N
1556 "O6 yTBepkaeHUM [oN0oKEHUA O CUCTEME MOHUTOPUHIA ABUXKEHUA SIEKAPCTBEHHbIX NPenapaTos
ONA MegULMHCKOTo NpUMeHeHna", NpeacTaBAseT B CUCTEMY MOHUTOPUHIA Caeayowyo MHGopMaLmio
06 OTrpyeHHbIX JIeKAPCTBEHHbIX MNpenapaTtax B OTHOWEHWW Ka)XAoW TOProBoh eauHULbI
JIeKapCcTBEHHOTO NpenapaTa:

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

a) AaTa coBepLUeHUs onepaunm;

6) naeHtTudmKaTop cybbeKTa obpalleHMA NeKapCTBEHHbIX CPeACTB, OCYLLECTB/AIOLLIErO OTIPY3KY
JIeKapCTBEHHOrO Npenaparta;
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

B) yTpatua cuny. - MoctaHosneHue Mpasutenbctsa PO o1 21.07.2020 N 1079;

r) naeHTMouKaTop cybbekta 06palleHNa NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWErO MPUEMKY
NleKapcTBEHHOTO Npenapara;
(8 pea. MoctaHoBNeHus Mpasutensctea PP ot 21.07.2020 N 1079)

A) - e) ytpatnuam cuay. - NMoctaHosneHue Mpasutensctea PO ot 21.07.2020 N 1079;

) PEKBM3UTbl TrOCYAAPCTBEHHOIO WAM MYHUUMNANbHOTO KOHTpaKTa (B cayyae nepegauu
NleKapCTBEHHOro npenapaTta, npeAHasHadyeHHoro ana obecnedyeHua rpaxgaH 3a cyeT cCpeAacTs
depepanbHoro b6roarKeTa UAn cpeacTs broarKeToB cybbekToB Poccuiickoit Gegepaumn);

(nn. "x" B pea. MoctaHoBneHus Mpasutenbctea PP ot 21.07.2020 N 1079)

3) UCTOYHMK PUHAHCMPOBAHUS;

1) TUN rPaKAaHCKO-NPaBOBbIX OTHOLEHMI Cy6beKTOB 06palLeHUA eKapCcTBEHHbIX CPeACTs;



K) Ko4 uWAEHTMOUMKAUMM WAM KoA WAEHTUPUKAUMM TPEeTUYHON (TPaHCNOPTHOM) YMaKOBKM
JIeKapCTBEHHOrO npenapaTa, B KOTOPON HAaXOAMUTCA 3TOT JIeKapCTBEHHbIM npenapaT (B ciyyae nepegayn
TPETUYHOM (TPaHCMOPTHOM) YNaKoBKM IeKapCTBEHHOrO Npenaparta Lenkom);

(nn. "k" B pea. MNoctaHoBneHus MpasuTtenbctsa PO ot 20.03.2020 N 311)

N)  PEeKBM3UTbI MEPBMYHOTO AOKYMEHTa, fBAAIOLWLIErocA OCHOBaHWeM AnsA  nepegayu
JleKapcTBeHHOro npenaparta (aata u Homep);

M) CTOMMOCTb NEKapCTBEHHOro npenapaTta (C y4eTom Hanora Ha A06aBNEHHYIO CTOMMOCTb)
COrIacHO NEPBUYHBIM JOKYMEHTaM;

H) cymma Hasiora Ha A,06aBNEHHYO CTOMMOCTb.
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

3. Cyb6bekT obpalleHna NeKapCTBEHHbIX CPeacTB NpW NpUeMKe NeKapCTBEHHbIX MpenapaTos oOT
Apyroro cybbekTa obpalLeHMA NeKAPCTBEHHbIX CPEACTB B PAMKaX rpaXKAaHCKO-MPABOBbIX OTHOLIEHW B
cnyyae Bblbopa obpaTHOro nopsaka nNpeacTaBleHWA CBEAEHWM B COOTBETCTBMM C NyHKTOM 44
MonoxeHNa O cUCTEME MOHWUTOPUHFA ABUMKEHMA JIEKAPCTBEHHbLIX MPENapaToB AAA MeAMLMHCKOro
NPUMeHeHMA, YTBEPKAEHHOTO nocTaHoBneHMem [lpaButenbctBa Poccuitckoii Pepepaummn ot 14
aekabpa 2018 r. N 1556 "O6 yrtBep:AeHMU [lONOXKEHUS O CUCTEME MOHUTOPUHIA ABUXKEHUS
JIeKapCTBEHHbIX NpenapaToB A1A MeSULIMHCKOTO NPUMEHEHUA", NpeacTaBAAeT B CUCTEMY MOHUTOPUHIA
cneayouwyo MHGOPMALMIO O NPUHATBIX NEKAPCTBEHHbIX MpPenapaTax B OTHOLWEHUWU KaKAO0W eauHULbI
JIeKapCTBEHHOrO npenapaTa:

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

a) AaTa coBeplUeHns onepauuu;

6) ngeHTMdMKaTop cybbekTa o0bpalleHNA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWENO NPUEMKY
JIeKapCTBEHHOro npenapata (MaM ero MAEHTUPUKALMOHHBIN HOMepP HasnoronnaTesblivKka B C/yyae
npeacTaBAeHUa CBEAEHMM B COOTBETCTBUM C ab3auem ceabMbiM MyHKTa 44 [onoXKeHMA O cucteme
MOHUTOPUHIA  ABWMXKEHMA  NEKAPCTBEHHbIX MNPENapaTtoB AAa  MeAMUMHCKOrO  MPUMEHEHMUs,
YyTBEpPXAEHHOro nocraHosneHnem [pasuTtenbcrea Poccuitickonn ®epepaumn ot 14 gexkabpa 2018 r. N
1556 "O6 yTBEepaeHUM [0N0KEHUA O CUCTEME MOHUTOPUHIA ABUXKEHUA SIEKAPCTBEHHbIX NPenapaTos
AN MeANUMHCKOTO NpumeHeHuns");

(8 pea. MoctaHoBNeHwMit MpaButensctea PO ot 21.07.2020 N 1079, o1 02.11.2020 N 1779)

B) yTpatun cuny. - MoctaHosneHue MNpasuTtenbctsa PO o1 21.07.2020 N 1079;

r) naeHTMdMKaTop cybbeKkTa 0bpalLeHMA JIeKAapPCTBEHHbIX CPEACTB, OCYLLEeCTBUBLUErO OTrpy3Ky
JNIeKapCTBEHHOrO Npenapara;
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 21.07.2020 N 1079)

A) - e) ytpatnunm cuay. - NMoctaHosneHue Mpasutensctea PO ot 21.07.2020 N 1079;

) PEeKBU3UTbI rOCYAAPCTBEHHOMO WAW MYHULUMNANbHOrO KOHTpakTa (B ciayyae nepegaum
JIeKapCTBEHHOrO npenapata, npeaHasHadyeHHoro Aaa obecnedeHua rpaxgaH 3a cyeT CpeacTs
denepanbHoro 6roarKeTa UM cpeacTs broarKeToB cybbekToB Poccuinickoit Pegepauymn);

(nn. "x" B pea. MoctaHoBneHus MNpasutenbctea PP ot 21.07.2020 N 1079)

3) UCTOYHMK PUHAHCMPOBAHUS;
M) TUN rPakAaHCKO-NPaBOBbLIX OTHOLEHWI Cy6beKTOB 0OpaLLEHUS IeKapCTBEHHbIX CPEeACTB;

K) Koa uAeHTUOUKAUMM WAUM KOA, WAEHTUPUKALMM TPEeTUYHOW (TPaHCNOPTHOM) YMaKOBKM
JIeKapCTBEHHOIO NpenapaTa, B KOTOPON HAXOAUTCA 3TOT JIeKapCTBEHHbIM NpenapaT (B c/iydae nepegayn
TPETUYHOM (TPAHCMOPTHOM) YNAaKOBKM JIEKAPCTBEHHOTO NpenapaTta Le/iMKom);



(nn. "k" B pea. MNoctaHoBneHus MpasBuTtenbctsa PO ot 20.03.2020 N 311)

N)  PEeKBM3UTbI MEPBMYHOTO AOKYMEHTa, fBAAIOWLIErocA OCHOBaHWeM [AAsA  nepejayu
JleKapcTBeHHOro npenaparta (aata n Homep);

M) CTOMMOCTb NEeKapCTBEHHOro npenapaTa (C y4eTom Hasnora Ha A06aBNEHHYID CTOMMOCTb)
COrIacHO NEPBUYHBIM JOKYMEHTaM;

H) cymma Hasora Ha A06aBNEHHY CTOMMOCTb.
(8 pea. MoctaHoBneHuUA Mpasutenbctea PP ot 21.07.2020 N 1079)

4. Cy6beKT 0bpalleHnn IeKapCTBEHHbIX CPeACTB NPV NOATBEPKAEHUMN AOCTOBEPHOCTU CBEAEHUN,
coaeprKalmxca B CMCTEME MOHWUTOPMHIA O NepeAaHHbIX MAW NPUHATbIX IeKapCTBEHHbIX npenaparax,
npeacTaBAseT B CUCTEMY MOHWUTOPMHIA CAeAylolylo MHOOPMALMIO B OTHOLIEHUU KaxKAOW TOProsow
eAMHULbI N1eKapCTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) uaeHTUGUKATOP CybbeKkTa o0b6palleHMA NeKapCTBEHHbIX CPEeAcTB, OCYLLECTBAAIOLLIEro
noATeepXaeHne ceeaeHNit;
(nn. "6" B pea. MNoctaHoBneHus MpaBuTtenbctsa PO o1 21.07.2020 N 1079)

B) MAEHTUOMKATOP CybbeKTa obpalieHMs NeKapCTBEHHbIX CPEACTB, paHee OCyL,eCcTBUBLUErO
npeacTaBneHue cBeaeHui 06 OTrpysKe Uan NpUeMKe 1IeKapcTBEHHOTO NpenapaTa;
(nn. "8" B pea. NocTtaHoBneHMA MpaBuTenbcTea PO ot 21.07.2020 N 1079)

r) Koa uAeHTUOUKAUMM UAM Koa MAEHTUOUKAUMKM TPeTUYHOW (TPaHCNOpPTHOM) YMaKOBKM
JIeKapCTBEHHOIO NpenapaTa, B KOTOPON HAXOAMUTCA 3TOT JIeKapCTBEHHbIM NpenapaT (B c/iydae nepegayn
TPETUYHOM (TPAHCMOPTHOM) YNAaKOBKM JIEKAPCTBEHHOrO Npenaparta LesnKkom);

(nn. "r" B pen. MoctaHoBneHus MpasuTtenbctsa PO ot 20.03.2020 N 311)

A) nNpuU3HaK MOATBEPNKAEHMA BO3MOMHOCTU (HEBO3MOMKHOCTM) MPUEMKU JIeKapCTBEHHOTo
npenapara, BpeMeHHO BbiBeAeHHOro us obpalleHns No MHMLUMATMBE YNOJHOMOYEHHOTo ¢peaepanbHOro
opraHa UCNoNHUTENIbHOW BNacTu.

(nn. "p" BBegeH MNoctaHoBneHuem MpaBuTtensctsa PO ot 21.07.2020 N 1079)

5. CybbeKT obpalleHna NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMIA KOHTPaKTHoe (noapsaHoe)
NPOM3BOACTBO /IEKAPCTBEHHbIX NpenapaToB Ha Tepputopun Poccuiickon Pepepauumu, npu nepegade
NeKapcTBeHHbIX NpenapaToB (roTOBOM MPOAYKUMM) y4acTHMKY o60poTa /leKapCcTBEHHbIX NpenapaTos,
ABNAIOLWEMYCA 3aKa3YMKOM 3TOr0 KOHTPAKTHOrO (NnoApAaHOro) NnponsBoAcTBa, NPeACcTaBAAeT B cUCTeMy
MOHUTOPUHra Cleaytolyo MHPOPMALMIO O NepedaHHbIX SIeKapCTBEHHbIX MpenapaTtax B OTHOWEHWUM
Kak4o0M TOproBon eAnHULbI IEKAPCTBEHHOrO Npenapara:

a) AaTa coBepLUeHUs onepaunm;

6) noeHTUPUKaTOp cybbeKTa 0bpaLLeHUA NeKAPCTBEHHbIX CPEACTB, OCYLLECTBAAOWEro nepeaayy
JNIeKapCTBEHHOrO Npenaparta;
(8 pea. MoctaHoBneHuUn Mpasutenbctea PP ot 21.07.2020 N 1079)

B) yTpatun cuny. - MoctaHosneHue Mpasutenbctsa PO ot 21.07.2020 N 1079;

r) naeHTMouKaTop cybbekta 06palleHNa NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWErO MNPUEMKY
NleKapcTBEHHOTO Npenapara;
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 21.07.2020 N 1079)

A) ytpatun cuay. - NMoctaHosneHue Mpasutensctea PO ot 21.07.2020 N 1079;



e) Kog wuaeHTUOUKauMM WAM Kog, MAEHTUOMKALMWU TPETUYHOM (TPaHCMOPTHOM) YMaKOBKM
JIeKapCTBEHHOrO npenapaTa, B KOTOPON HAaXOAMUTCA 3TOT JIeKapCTBEHHbIM npenapaT (B ciyyae nepegayn
TPETUYHOM (TPaHCMOPTHOM) YNaKOBKM IeKapCTBEHHOrO Npenaparta Lenkom);

(nn. "e" B pea. NoctaHoBneHus MNpasutensctea PP ot 20.03.2020 N 311)

) PEKBU3WUTbI MEPBMYHOTO AOKYMEHTa, ABAAIOWErocA OCHOBaHWeM ANs  nepeaauu
JleKapcTBeHHOro npenapara (aata n Homep).

6. CybbeKT obpallleHUs NeKapCTBEHHbIX CPEACTB, BbIMNOAHAWMIA GYHKLUUN MO ayTCOPCUHTY, Npu
nepegaye /leKapCTBEHHbIX NpenapaToB, 3aKynaembiXx A1A obecrneyeHWs rpa)kaaH 3a cyeT cpeacTts
denepanbHoro 6roaxkeTa n (Unun) cpeacTs 6roarKeToB cybbekToB Poccuiickon deaepaunm, npeacrasaser
B CMCTEMY MOHWUTOPWHra creaytowyo UHGOPMaUMio O nepedaHHbIX NIeKapCTBeHHbIX npenapaTtax B
OTHOLWIEHMM KaXKa0l TOProBoi eANHULbI NeKapCTBEHHOro Npenapara:

a) AaTa coBeplUeHns onepauuu;

6) naeHTUdMKaTop cybbeKTa obpalleHNA NEeKaPCTBEHHbIX CPEACTB, OCYLLECTBAAIOLEro nepeaady
NleKapcTBeHHOTO Npenapara;

B) naeHTMdMKaTop cybbekta obpalleHna NeKapCTBEHHbIX CPeACTB, OCYLULECTBAAIOLWLErO NPUEMKY
NleKapcTBEHHOTO NpenapaTa;

r) PeKBM3UTbI MEPBUYHOIO AOKYMEHTA, ABNAIOLLErOCs OCHOBAHMEM A1 Nepeaayn IeKapcTBEHHOTO
npenapara (gata u Homep);

A) Kog umaeHTUOMKauMM UAN Kog MAEHTUOUKALMKM TPEeTUYHOM (TPaHCMOPTHOM) YMNaKoBKW, B
KOTOPOI HaxoAMTCA JfIeKapCTBEHHbI npenapat (B cayyae nepegaynm TPETUYHOM (TPaHCMOPTHOWM)
YyNaKOBKW NeKapCTBEHHOrO npenapaTa LeMKom).

(n. 6 BBeaeH MNoctaHoBneHMem MpaButenbcTea PO ot 21.07.2020 N 1079)

MpnnoxkeHne N 7

K NonoXeHnto o cucTeme MOHUTOPUHIA
OBVXKEHWA NIeKapCTBEHHbIX NpenapaTos
ONA MeNLMHCKOTO MpUMeHeHUs

NEPEYEHb
NPUYNH BNIOKUPOBKU NPUHATUA CUCTEMOI MOHUTOPUHTA
ABUXKEHUA NEKAPCTBEHHbIX NPEMAPATOB A9 MEOUUMUHCKOIO
NPUMEHEHWA CBEAEHWUIA O BBOAE B OBOPOT JIEKAPCTBEHHbIX
NPEMAPATOB A/11 MEAULUMUHCKOIo NPMMEHEHMA, Ob OBOPOTE
M (MNU) BbIBOAE U3 OBOPOTA JIEKAPCTBEHHbIX NMPENAPATOB
ana MEAQUUNHCKOro NnPMMEHEHUA

Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pen. NMNoctaHoBneHuit Mpasutenbctea PO ot 30.08.2019 N 1118,
o1 21.07.2020 N 1079)

1. BbifBNeHME HECOOTBETCTBMA TPebOBaHUI K KayecTBy B PAMKax BbIOBOPOYHOrO KOHTPO/A
KauyecTBa JIEKAPCTBEHHbIX CPeacTB M deaepanbHOro Haasopa B cdepe 0OPALLEHUA JIEKAPCTBEHHbIX
cpeacTs, ocywecTBasembix degepanbHoi cayKb6oi no Haasopy B chepe 34paBOOXPAHEHUA U ee



TeppPUTOPUANbHBIMK OpraHamu.

2. MpuHatne degepanbHOM cnybolh nNo Hag3opy B cdhepe 34paBOOXPAHEHMA MO MTOram
paccmoTpeHus obpalleHus cybbekTa obpalleHns NeKapCTBEHHbIX CPeACcTB PELUEHMA, COAEpPrKaLLEero
cBefeHuss 06 0bHapyKeHUM HeCOOTBETCTBUA BbIMyLEHHbIX B 060POT JIEKAapPCTBEHHbIX NPenapaTosB ANs
MeANUMHCKOTO NMPUMEHEeHUs (Janee - NeKapcTBeHHble npenapaTbl) yCTaHOBAEHHbIM MWHUCTEPCTBOM
34paBooxpaHeHna Pocculickoli depepauum MNpu  pernctpaumm 3TUX JIEKAPCTBEHHbIX MpenapaTos
TpeboBaHuAM.

3. MpuHAaTMe MUHWUCTEPCTBOM 34paBoOXpaHeHuMs Poccuiickoit Pesepaumnn pelweHns ob oTmeHe
rocyfapCTBEHHOW pPerncTpaumy SeKapcTBeHHOro npenapaTta B MOPsAKe, YCTaHOBJEHHOM MYyHKTOM 6
ctatbu 32 GepepanbHOro 3akoHa "06 o6paLLeHUM NeKapCTBEHHbIX CpeacTs”.

4, OTCyTCTBME B CUCTEME MOHUTOPWHIA ABUMKEHUS NEKAPCTBEHHbIX NpenapaTos (ganee - cuctema
MOHWTOPUHra) CBeAeHWUIA O HaAMuMM  NIeKapCTBEHHOro npenapata y cybbekta obpalieHun
NeKapcTBEHHbIX CPeacTs, NpeAcTaBaAoWwero ceegeHms 06 060poTe 3TOro NeKapcTBEHHONO Npenapara.

5. NcTedyeHne cpoKa rogHOCTM JieKapCTBEHHOro npenapaTta B COOTBETCTBMU CO CBeAEHUAMMW,
3aperncTtpnposaHHbiMn B CUCTEME MOHUTOPUHTA.

6. HecooTBeTcTBME CcBeAEHUI O r106abHOM MAEHTUDUKALUMOHHOM HOMEpPE TOProBON eaMHULLbI,
HOMEpEe pPEerucTpauMoOHHOrO YAOCTOBEPEHMA NEeKApPCTBEHHOrO nNpenapata W gate  perucrpauum
NIeKapCTBEHHOrO npenapaTa B roCyAapCTBEHHOM PEecTpe JIEKAPCTBEHHbLIX CPeacTB, NpencTaBAeHHbIX
cybbeKTOM 00palleHUs NeKapCTBEHHbIX CPeACTB MNPM OMMCAHUM JIeKapCTBEHHOro npenapata B
MHOOPMALMOHHbBIN pecypc, obecneynBaroLnit yYeT U XpaHeHWe AOCTOBEPHbIX AaHHbIX O TOBapax no
COOTBETCTBYIOWEN TOBAapPHOM HOMEHKNAType, COOTBETCTBYHOLUM CBEAEHUAM, MOJIYYEHHbIM CUCTEMOW
MOHMUTOPWUHTA U3 eANHOM roCyAapCTBEHHON MHPOPMALMOHHOM CUCTEMBI B Chepe 340aBOOXPaHEHNS.

(n. 6 B pea. NoctaHoBneHua Mpasutensctea PP ot 21.07.2020 N 1079)

7. NpeAacTaBneHne B CUCTEMY MOHUTOPWMHIA CBEAEHMI O NPOAANKEe IeKapCTBEHHOro npenapaTa ¢
dbapmaueBTUYECKOro CKaaaa Npy OTBETCTBEHHOM XPaHeHUHU.

8. MpeactaBneHne B CUCTEMY MOHUTOPWHra cBedeHnin o6 oTrpyske (Npoaarke) neKapcTBeHHOro
npenapara 40 perucTpaummn B Heil cBeAeHUi o BBoAe B 060pOT IeKapCTBEHHbIX NPenaparos.

9. MNpepactaBneHNe B CUCTEMY MOHUTOPUHIA CBEAEHUN C HapyLleHWem TpeboBaHui MNMonoxKeHUs o
CUCTEME MOHMUTOPWUHIA OBWXKEHWA JIEKApPCTBEHHbIX MpenapaToB AAA MeAMUMHCKOro MNPUMEHEHUs,
YTBEPKAEHHOro nocraHosneHnem [pasutenbctBa Poccuiickon degepaumnn ot 14 aekabpsa 2018 r. N
1556 "O6 yTBepxaeHun MonoxKeHUs o CMCTEME MOHUTOPUHIA ABUMKEHUA SIEKapCTBEHHbIX NpenapaToB
AN MEeANLMHCKOTO NpuMeHeHuna".

10. OrtcytcTBME B CUCTEME MOHMUTOPUHIA CBEAEHMM O Haanumm y cybbekta obpalieHus
NeKapCTBEHHbIX CPeACTB IMLEH3MIA, NPeaoCcTaBAAIWNX CybbeKTy obpalleHmsa NeKapCTBEHHbIX CPeacTB
NpPaBo Ha OCyLLEeCTBAEHME COOTBETCTBYIOWMX ONepaLmii.

11. OtcyTcTBUe cBeaeHMI O 3aaBuTene B EAMHOM rocyaapCTBEeHHOM peecTpe pUANYecKUX auL
KaK 0 AeMCTBYIOLLEM OPUAMYECKOM SNLLE, AW B EAMHOM rocyapCTBEHHOM peecTpe MHAMBUAYA/bHbIX
npegnpvHMmartenei Kak O [AeilcTBylOWem  WHAMBUAYaAbHOM  npednpuHMmaTtene, WAnM B
rocyfapCTBEHHOM  peecTpe  aKKpeamuToBaHHbIX  GUAMANOB, NPeACTaBUTENbCTB  MHOCTPAHHbIX
IOPUAMYECKMX /ML, Kak O aelcTeylowem déunnane WA NpeacTtaBUTENbCTBE  MHOCTPAHHOTO
IOPUANYECKOTO ML Ha TeppuTopun Poccuiickoin ®eaepaumn.

12. Hannume B EAMHOM rocyapCTBEHHOM PEECcTpe HPUANYECKUX NNL, B OTHOLWEHWUWN 3asBUTENA
3anMcK 0 HeJOCTOBEPHOCTU CBEAEHMUI, BHECEHHON B COOTBETCTBUM C MyHKTamu 5 u (uam) 6 ctatbm 11
depepanbHoro 3akoHa "O rocyfapcTBEHHOM pernctpaumv HPUAMYECKUMX UL, U UHOUBUAYANbHbIX
npeanpuHumaTenein”.



13. Hanuuve ocHOBaHMI [ANA OTKA3a B PerucTpaumm cBefeHUA O HaAHeceHWU CpeacTs
NaeHTUOMKaUUKN, NPeaycMoTPeHHbIX NyHKTOM 9(3) MoNoXKeHUs o cucTeme MOHMUTOPUHIA ABUMKEHUS
JIeKApCTBEHHbIX MpenapaToB 418 MeAWLMHCKOro MNPUMEHEHUA, YTBEPMKAEHHOrO MNOCTaHOBNEHUEM
MpasutenbctBa Poccuiickoit Pepepaumm ot 14 aekabpa 2018 r. N 1556 "O6 yrBepxaeHUM MNonoxKeHns
0 CUCTEME MOHUTOPUHTA ABUMKEHUA IEKAPCTBEHHbIX MPenapaToB 411 MeaANUMHCKOro NnpumMeHeHus".

(n. 13 BBeaeH MNoctaHoBneHMeMm MpaBuTenbcTea PO ot 30.08.2019 N 1118)

14. MpuHatMe MWHUCTEPCTBOM 34paBOOXpaHeHua Poccuitckon dPepepaunm pelleHus o
NPUOCTAHOB/IEHUWN NPUMEHEHWA NIEKAPCTBEHHOMO MpenapaTta B COOTBETCTBMM C 4aCTbio 7 CcTaTbu 64 u
cTaTbel 65 degepanbHoro 3akoHa "06 obpalleHnn NeKapcTBEHHbIX cpeacTs”.

(n. 14 sBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 30.08.2019 N 1118)




