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NPABUTENIbCTBO POCCUNCKOW ®EQEPALINK
NMOCTAHOBIJIEHUE
OT 14 NEKABPA 2018 TOAA N 1556

Ob YTBEPXXOEHUW NONOXEHNA O CUCTEME MOHUTOPUHIA NBUXEHUA NEKAPCTBEHHbLIX
NPENAPATOB ANnA MEAULMHCKOIO NPUMEHEHWA

(c nameHeHnamm Ha 19 aHBaps 2024 roga)
(pepakums, gencreyowas ¢ 1 anpens 2024 ropa)

UHdopmaumsa 06 nameHsoWwmnx goKyMeHTax

,D,OKyMeHT C UBMEeHEHNAMN, BHECEHHbIMU:

nocraHosnexHvem lpasutensctea Poccuiickon Penepaumm ot 30 asrycta 2019 rona N 1118 (OdmumanbHbIin MHTEPHET-
nopTarn npaBoBOW MHGOpMauun www.pravo.gov.ru, 09.09.2019, N 0001201909090023);

noctaHoeneHvem paButenscrBa Poccuiickon ®enepaummn ot 31 nekabpa 2019 ronga N 1954 (OdmumanbHbIA MHTEPHET-
nopTarn npaBoBoOW MHGOpMauun www.pravo.gov.ru, 09.01.2020, N 0001202001090008);

noctaHoeneHvem [NpaButenbctBa Poccuiickon Penepauum ot 2 mapta 2020 rona N 219 (OduumanbHbI MHTEPHET-
nopTan npaesoBon nHdopmMauum www.pravo.gov.ru, 03.03.2020, N 0001202003030004);

noctaHoenexHvem [paButensctea Poccuickon Penepaumm ot 20 mapta 2020 ropa N 311 (OdmumanbHbii MHTEPHET-
nopTarn npaBoBOW MHGOpMaLun www.pravo.gov.ru, 23.03.2020, N 0001202003230032);

nocraHosnexHvem [pasutenbctBa Poccunckon Penepauum ot 21 mong 2020 rona N 1079 (OdmumanbHbIi MHTEPHET-
nopTarn NpaBoBOW MHGOPMaLun www.pravo.gov.ru, 23.07.2020, N 0001202007230003);

nocraHoeneHvem [NpaButenbcrTBa Poccuiickon Penepaumnmn o1 2 Hoabps 2020 rona N 1779 (OduumanbHbIi MHTEPHET-
noptan npasoBov MHGopmaumm  www.pravo.gov.ru, 03.11.2020, N 0001202011030033) (pacnpocTpaHseTcs Ha
NpaBOOTHOLIEHWS, BO3HUKLWIKE ¢ 1 uonga 2020 roga);

nocraHoeneHvem NpaButenbcrBa Poccurickon ®enepaumm ot 18 nekabpa 2020 rona N 2166 (OdwmumanbHbIA MHTEPHET-
nopTar NpaBoBOW MHGOPMaLUK Www.pravo.gov.ru, 23.12.2020, N 0001202012230023);

noctaHoenexHvem [paButensctea Poccuickon Penepaumm ot 28 gHeaps 2021 roga N 60 (OdmumanbHbIi MHTEPHET-
nopTan npaesoBon nHdopMaLum www.pravo.gov.ru, 29.01.2021, N 0001202101290006);

noctaHoeneHvem [pasutensctea Poccuiickon Penepaumn ot 30 umioHa 2021 roaa N 1069 (OdmumanbHbIi MHTEPHET-
noprtan npaBoBOW WHopmaumm www.pravo.gov.ru, 01.07.2021, N 0001202107010133) (sctynuno B cuny ¢ 1 umona 2021
roga);

nocraHosnexnvem [lpasutensctea Poccuiickon ®enepaumm ot 31 gueapa 2022 roga N 73 (OdmumanbHbii MHTEPHET-
nopTan NnpaBoBOW MHGOPpMaLun www.pravo.gov.ru, 10.02.2022, N 0001202202100006);

nocraHoeneHvem [paButenbsctBa Poccuiickon ®Penepaumm ot 24 mapta 2023 rona N 468 (OdmumanbHbii MHTEPHET-
nopran npasoBOM WHopmMaumm www.pravo.gov.ru, 27.03.2023, N 0001202303270037) (o nopsigke BCTYMMEHMS B CUIY CM.
NYHKT 4 noctaHoBneHus MNpaeutensctea Poccurickon ®enepaumm ot 24 mapta 2023 rona N 468);

nocraHoeneHvem lNpaButensctea Poccunckon Penepaumu ot 16 ceHtabpa 2023 rona N 1514 (OduumnanbHbIn MHTEPHET-
nopTan npaesoBon nHdopMaLumn www.pravo.gov.ru, 20.09.2023, N 0001202309200016);

nocraHosnexvem lpasutensctea Poccurickon Penepamm o1 29 Hoabpa 2023 rona N 2027 (OdmumnanbHbin MHTEPHET-
nopran npaeBoBon MHdopmaumm www.pravo.gov.ru, 06.12.2023, N 0001202312060021) (sctynuno B cuny ¢ 1 anpensa 2024
roga);
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nocraHosnexnvem [pasutensctea Poccuiickon ®enepaumm ot 19 gueapa 2024 rona N 25 (OdmumanbHbii MHTEPHET-
nopTan NnpaBoBOW MHGOPMauun www.pravo.gov.ru, 19.01.2024, N 0001202401190034).

HacTtosiwun gokyMeHT Obin BkodeH B [lepevyeHb HOPMAaTMBHBLIX NPABOBbLIX aKTOB W FRYMNN HOPMAaTUBHbIX NPaBOBbIX aKTOB,
coaepxalimx obsasarenbHble TpeboBaHUSA, B OTHOLUEHWW KOTOPRbIX HE MPUMEHSATCA nonoxeHusa Yactem 1, 2 n 3 cratbn 15
®denepanbHoro 3akoHa "O6 ob6da3atenbHbix TpeboBaHusx B Poccuiickon ®Penepaumu”, yTBEPXKOEHHbI MNOCTAHOBNEHUEM
[MNpaButensctBa Poccuiickon Penepauum ot 31 aekabpsa 2020 roga N 2467 (nyHkTel 590 1 604).

Co 2 ceBpansa 2022 roga HACTOALMIA OOKYMEHT MCKIOYeH M3 [lepedHa Ha OCHOBaHUM MocTaHoBneHus NpaBuTenbCTBa
Poccuiickon ®enepaumm ot 31 aueapa 2022 rona N 72.

- MpumeyaHue narotoBuTens 6a3bl AaHHbIX.

MpaButensctBo Poccuiickon Pegepauunn
(Mpeambyna B pegakumm, BBeaeHHOM B aencteme ¢ 17 anesapsa 2020 roga noctaHoeneHvem [NpaButenscrea Poccuickon
®denepaumm ot 31 nekabpsa 2019 rona N 1954. - Cm. npeablayLLyo penakLunio)

NMoOCTaHOBNSAET:
1. YTBepauTb npunaraemoe [lofoXeHWe O CUCTeME MOHUTOPUHIA [BWXKEHWUS NEeKapCTBEHHbIX npenapaTtoB  Ans
MEULIMHCKOIO MPUMEHEHNS.

1_1. YcTaHOBUTb, YTO HOpuaMYECKUE NvLa U MHAMBUAYalbHble NpeanpuHuMmaTenu, Sensalmecs cyGbekTamy obpalleHus
NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C [MoNoXeHneM, YyTBEpXXOAEHHbIM HACTOSALMM MOCTaHOBNEHMEM (danee - cyGbekTbl
obpalleHns nekapCcTBEHHbIX CPEACTB):

OCYLLECTBMAT CBOK PerncTpaumio B CMCTEME MOHUTOPUHIa ABWXEHUSA NeKapCTBEHHbLIX npenapaToB ANs MeAULMHCKOro
npuMeHeHus (Oanee - cuctema MoHuTopuHra) ¢ 1 aHeapst 2020 r. go 29 despansa 2020 r. (Bkm4uMTENBLHO) NGO Nocne 29
deBpans 2020 r. B TeyeHne 7 KaneHAapHbIX AHEW CO AHS BO3HWMKHOBEHMS Y CyObeKTOB 00palleHns nekapCcTBEHHbIX CPEACTB
HeobxoANMOCTM OCYLLECTBNEHUA OEATENbHOCTW, CBA3aHHON C obpalleHneM fekapCTBEHHbIX npenapaToB Ans MeauumHCKOro
npUMeHeHus (fanee - NekapcTBEeHHbIE Npenaparbl) Npy HanNnMyumM Npasa OCYLLECTBNATb Takyto AeATENbHOCTb;

(AB3au B pepakuuun, BBedeHHoW B AenctBue ¢ 1 ceHTabpsa 2023 roga nocrtaHosrnenveM [NpaBuTenbcrBa Poccuiickomn
®denepaumm ot 24 mapta 2023 roaa N 468. - CMm. npeablayLLY0 PeAaKLNIO)

He nosgHee 21 kaneHOapHOro OHSA CO OHA perncrtpauuy B CUCTEME MOHUTOPUHra obBecnevymBaloT roTOBHOCTb CBOMX
WH(OPMALIMOHHBIX CUCTEM K MH(OPMALMOHHOMY B3auUMOAEWCTBMIO C CUCTEMOM MOHUTOPUHra W HanpasnstoT onepaTtopy
CUCTEMbl MOHWUTOPWMHIa 3asBKYy Ha MPOXOXAEHWe TeCcTMPOBaHUA WHAOPMAaLMOHHOIO B3aVMOAENCTBUA C yKaszaHueMm
npoussoanTenen nporpammHo-annapaTHbIX CpeacTB UHPOPMALIMOHHBIX CUCTEM;

NpOXoasiT TeCTUPOBaHUE UHHPOPMALIMOHHOIO B3aUMOAENCTBUS CBOUX MH(POPMALMOHHbBIX CUCTEM U CUCTEMbI MOHUTOPUWHIa
B COOTBETCTBUM C MOPSAKOM, pa3MeLLeHHbIM Ha oduumnanbHOM canTe onepaTtopa CUCTEMbl MOHUTOPWMHIa B MHAOPMaLNOHHO-
TENEKOMMYHMKALUMOHHOM ceTu "MHTepHeT", B OTHOLUEHWM MapKMpOBKW FeKapCTBEHHbIX MpenapaTtoB, BeBoga B 006OpOT
nekapcTBeHHbIX Mpenaparos, nx 06opoTa u BbiBoga 13 obopota B COOTBETCTBUM C [MONOXEHUEM, YTBEPXKAEHHBIM HACTOSILLNM
NnocTaHoOBMeHNeM, B TeyeHWe 2 KaneHgapHblX MecsueB CO [OHA TOTOBHOCTM CBOMX WMHMOPMAUMOHHBLIX CUCTEM K
WHOPMALMOHHOMY B3aUMOOENCTBUIO C CUCTEMON MOHUTOPWHIA;

BHOCAT HauvHas ¢ 1 wuona 2020 r. B cucTteMy MOHWUTOPWMHra cBefeHusi obo BCex onepauusix, MpPoU3BOAMMbBIX C
nekapcTBEHHbIMU MpenapaTtamMmu B COOTBETCTBMU C [MonoxeHneMm, yTBEpXXAEHHbIM HACTOSALLMM NOCTaHOBIIEHUEM.

(MyHKT gononHutensHo BKItoveH ¢ 17 aHBapsa 2020 roga noctaHosneHuem lNpasuTtensctea Poccunckon ®enepavimm ot 31
nekabpsa 2019 rona N 1954)

1_2. Peructpauus B WHMOPMALMOHHOW CUCTEME, B KOTOPOW OCYLLECTBNANOCk WHdopMaumMoHHoe obecneyeHve
npoBeaeHNsa 3KCNepMMeEHTa B COOTBETCTBMM C NOcTaHoBneHveM [Npasutenscrea Poccunckon ®enepaumm ot 24 aHesapa 2017 .
N 62 "O npoBeaeHMM 3KCMEPMMEHTA MO MAPKMPOBKE KOHTROMBbHLIMU (MAEHTUUKALIMOHHBIMW)_3HaKaMuU M MOHUTORUHIY 3a
060pOTOM OTAENbHBIX BUAOB NEKapPCTBEHHbIX NpenapaToB ANS MeOULIMHCKOTO NPUMEHEHNS", IPUANYECKUX N1l U PU3NYeCKMX
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nnd, 3aperncTpupoBaHHbIX B Ka4decTtBe UHOMBUAOYaNbHbIX npe,u,nplemmaTeneﬁ, KOTOpbl€ MO COCTOAHUID Ha 1 AHBaApA 2020 r.
ABNAKTCA Cy6'beKTaMl4 O6paLU,eHMﬂ NeKapCTBEHHbIX CpeacTB, NpupaBHNBAETCA K permcrtpaunn B CUCTeMe MOHUTOPUHIa.

B cnyyae ecnu B pamkax aKkCnepumeHTa CBefeHusl, NpeAcTaBneHHble cybbekTaMm obpalleHns nekapCcTBEHHbIX CPeacTB B
WHOPMALIMOHHYIO CUCTEMY, B KOTOPOMW OCYLLECTBNSANOCh WHGOPMaLMOHHOe obecnevyeHve NpoBedeHUs JKCrnepuMeHTa, a
Takke OOKYMEHTbl, NpeacTaBneHHble ummn B PegepanbHyo cnyxby no Hags3opy B cdepe 34paBOOXpaHEHWUsl, He OTBeYaroT
TpeboBaHMAM K CBEAEHUAM U OOKYMEHTaM, NpefyCMOTPeHHbIM [onoxeHneMm, yTBepXXaAeHHbIM HACTOSALWMM MOCTAHOBMNEHUEM,
Takme cybbekTbl OOpalleHNsi NeKkapCTBEHHbIX CPeAcTB HaunHas ¢ 1 sHBapst 2020 r. BHOCST HeoCTaoLWwme n (Mnu) akTyanbHble
CcBeleHUs B CUCTEMY MOHUTOPUHrA, a HeJocTalLwme 1 (Unn) akTyanbHble AOKYMEHTbl NpeacTasnstoT B deaeparnbHyto criyxoy
no Hagsopy B cchepe 3gpaBooxpaHeHms o 1 uons 2020 r. (BKNIOYATENBHO).

(MyHKT gononHuTenbHO BKMoyeH ¢ 17 sHBapsa 2020 roga noctaHoBneHuneM lMpasutenscrBa Poccuiickon ®epepauum ot 31
nekabps 2019 rona N 1954)

1_3. CybbekTbl obOpalleHusi NeKkapCTBEHHbIX CPEACTB, SBMSOLMECH MPOU3BOAMTENSMU NEKApPCTBEHHbIX CPEACTB, B
OTHOLLUEHUN KOTOPbIX MMM OCYLLECTBMSIOTCS TEXHOMOrMYeckMe onepaluu, COOTBETCTBYHOLLME MPOU3BOACTBEHHBIM CTAAUSAM
hacoBkM (YMaKoOBKM) NEeKapCTBEHHbIX MpenapatoB (B cryvyae NpoOM3BOACTBA NEeKapCTBEHHOrO Mpenaparta Ha Tepputopum
Poccuiickon ®epepauun), unu gepxatensmu (BnagenbLamm) permcTpaunoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHbIX NpenapaToB
nnbo npefcTaBMTENLCTBAMUN MHOCTPAHHbBIX OpraHM3aumii Ha Tepputopumn Poccuiickon ®eaepaumm, SBRSOWUXCA Aep)KaTensmm
(Bnagenbuamun) perucTpaumoHHbIX YOOCTOBEPEHWI JEKAPCTBEHHbLIX MpenapaToB (NpuM NpPOU3BOACTBE  JIeKAPCTBEHHOTO
npenapata BHe TeppuTopun Poccuiickon deaepauun), 40 BBOAA NTEKAPCTBEHHbIX NpenapaToB B 060poT:

BHOCSIT B CUCTEMY MOHUTOPUWHIa CBEAEHNSI O NNEKapCTBEHHLIX NpenapaTax B COOTBETCTBUU C [MonoXeHneMm, yTBepKaeHHbIM
HaCTOSALLMM MOCTAHOBIEHUEM;

(AB3aL B pemakuun, BBEeOeHHOW B genctBue ¢ 1 ceHtabps 2023 roga nocraHoeneHveM [paButenbctBa Poccuickon
denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLY0 PeaaKLmo)

HanpaBnsAT C UCMNOMb30BaHMEM CUCTEMbI MOHWUTOPMHIa OMepaTopy CUCTEMbI MOHWUTOPMHIa 3asiBKy (B 3MEKTPOHHOM
dopme) Ha MonyyeHne yCTPOWCTB perucrpauum SMUCCUM KOOOB MAapPKMPOBKW WMNW MPEAOCTaBMEHWE K HEMY YyAaneHHOro
poctyna He nosgHee 1 mas 2020 r. GO B Te4eHWe 7 kaneHaapHbIX OHEW CO OHA peructpaumm B CUCTEME MOHUTOPUHra npwm
BO3HWKHOBEHMM Yy CYOBbEKTOB 0OpalleHns NeKapCTBEHHbIX CpeacTB HeOOXOAMMOCTU OCYLLECTBNEHUS OeATEernbHOCTH,
CBsI3aHHOM ¢ obpalleHMeM NekapCTBEHHbIX NpenapaToB MpU HanMuMm nNpaBa OCYLLECTBNATb TaKylo AeATENbHOCT;

obecneumBaT ¢ 1 mona 2020 r. HaHeceHWe cpeacTB MOEHTMdMKAUUM Ha MEPBUYHYIO YMAKOBKY JEKapCTBEHHOIO
npenapata (B crny4vae, ecnu BTOpPWYHasl yNakoBKa He MpedycMOTpeHa) M Ha BTOPUYHYK (MOTPEOUTENbCKYH) YMakoBKY
nekapCcTBEHHOro npenapara, 3a UCKIYeHMeM NONOXEHWI, YKa3aHHbIX B ab3ale NATOM HACTOSALWEro NyHKTa;

(AB3aL B pepakumn, BBegeHHon B gemncteue ¢ 1 anpena 2024 roga noctaHosnenwvem [lpaBuTenbctBa Poccuiickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. OpeabiayLLyo peaakLmo)

obecneymBaoT ¢ 1 anpensa 2024 r. HaHeceHWe Ha nekapCTBEHHble npenapartbl C MeXAyHapOoOHbIM HemnaTeHTOBaHHbLIM
HanmeHoBaHueM "3OTaHon" CPeAacTB MAEHTUMMKAUMM HA BTOPUYHYKO (NOTPEOUTENbLCKYHD) YNakKOBKY B Clyyae, ecnu Takas
ynakoBKa SBMseTcs UHAMBUAYaNbHON BTOPUYHON (NOTpebnTenbCcKom) ynakoBKOW 3TOr0 NieKapCTBEHHOro nNpenapara, a B criyyae
OTCYTCTBUSA BTOPUYHON (NOTPEBOMTENbLCKON) YNAKOBKU UMM Hanmuums yNakoBKW, B KOTOPOW HaxoauTca Gonee ogHOW eamHuLbl
YyKa3aHHOro IeKapCTBEHHOro npenapata B MNEpPBUMYHON YMNaKoBKE, CPEACTBO MAEHTUMUKALUM HAHOCUTCS Ha MNEePBUYHYIO
YMaKOBKY;

(AB3aL gononHuTenbHO BKNtoYeH ¢ 1 anpens 2024 roga noctaHoBneHveM [pasutenbctBa Poccuiickon ®enepaumm ot 29
Hos6psa 2023 roaa N 2027)

umetoT npaBo ¢ 1 aHBapsa 2020 r. HaHOCUTb CpeacTBa UAEHTUMMKaALUUKU NeKapCTBEHHOro npenapara Ha nepBUYHYIO
YMaKoOBKy IEeKapCTBEHHOro npenapata (B Cnyvae, €Ccnu BTOpMYHas YMakoBKA He MpeaycMOTpeHa) M Ha BTOPUYHYHO
(moTpebutenbckyto) ynakoBKy NnekapcTBEHHOro npenapara.

Mpn atom B crnyvae, ecnu cyObekTbl obpalleHus neKapCTBEHHbIX CpedacTB HaHvocAT ¢ 1 auBaps 2020 r. cpeacTea
naeHTudrKaumm nekapCcTBEHHOro npenapaTa Ha NepBUYHYIO YMaKOBKY NekapCTBEHHOro npenapara (B cny4vae, ecnv BTopuyHasi
ynakoBka He MpeoycMOTpeHa) W Ha BTOPWMYHYK (MOTPeOMTEnbCKylo) YMakoBKYy FeKapCTBEHHOro npenapaTta, TO OHU
NpeacTaBnsaloT CBeAeHUS O HAHECEeHUN CPEACTB UAeHTUUKaLMN B CUCTEMY MOHUTOPUHrA.

(MyHKT gononHuTensHo BkNtoYveH ¢ 17 aHBaps 2020 roaa nocrtaHosneHveM lNpasutensctea Poccuiickon ®enepauiym ot 31
Aekabpsa 2019 rona N 1954)
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1_4. CyObekTbl 0OOpalleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBASALWME MEOULMHCKYIO OEATEeNbHOCTb U BbIBOA4 U3
obopoTa nekapCTBEHHbIX NpenapaTtoB Npy OKasaHWM MEeAULMHCKOM MOMOLLK, a Takke CcyObekTbl oOpalleHnss nekapcTBeHHbIX
CpeAcTB, OTNyCKallmne fnekapcTBEHHbIE Mpenapartbl 6ecnnaTHO No peuenTy Ha NekapCTBEHHblE npenapaThl, HAaNpPaBNAwT C
MCMoNb30BaHUEM CUCTEMbI MOHUTOPMHra OnepaTopy CUCTEMbl MOHUTOPUHra 3asBKY (B ANEKTPOHHOW ¢hopMe) Ha nornyveHue
pernctpatopoB BblObITUA He no3gHee 15 dheBpans 2020 r. nMbo B TedeHue 7 KaneHOapHbIX OHEW CO OHSA perncrpaumm B
CUCTEME MOHMTOPUHIra Mpu BO3HWKHOBEHUM Yy CYObEKTOB OOpalleHUss NneKapCTBEHHbIX CPEACTB  HeobxogumocTu
OCYLLECTBINEHUSA OEATENbHOCTU, CBA3AHHOW C ObpalleHNeM feKapCTBEHHbIX NMpenapaToB NPy HanMyumn npaBa OCYLIECTBIATb
TaKylo 4eATenbHOCTb.

(MyHKT gononHMTEnNbLHO BKMoYeH ¢ 17 sHeapa 2020 roaa noctaHoBnenunem NpaButenscrBa Poccunckon Penepauum ot 31
nekabps 2019 rona N 1954; B pepakumn, BBegeHHon B genctemne ¢ 31 mons 2020 roga noctaHoBneHvem [NpaBuTenscrea
Poccurickon Penepauum ot 21 mions 2020 rona N 1079. - Cm. npeaplayLlyo peaakLmio)

1_5. YcTaHOBUTL, YTO OnepaTop CUCTEMbI MOHUTOPUHIa obecne4vmBaeT:

OCHalleHne CcybbekToB oOOpalleHuss JeKapCTBEHHbIX CPEeAcTB, MNpPedyCMOTPEHHbIX nOyHkToM 1 3  HacTosulero
NOCTaHOBMNEHWS, YCTPONCTBAMU PErncTpauum sMUCCUM KOLOB MapKMpPOBKU MMM NpedoCTaBneHne UM yaaneHHoro goctyna K
TakMM YCTPOWCTBaM perucTpauum SMUCCUM, pasMeLLeHHbIM B MHAPACTPYKType onepaTtopa CUCTEMbl MOHUTOPWUHrA, Ha
YCINoBUSIX, NPEAYCMOTPEHHbIX [onoxeHneM, yTBEPXAEHHbIM HACTOSALWMM MNOCTaHOBNeHneM, He nosgHee 30 kaneHgapHbIX
OHEN CO AHS nonyyeHust oT cyObekToB obpalleHus NEeKapCTBEHHbIX CPeACTB 3asBKM Ha MOSyYeHue Takux YCTPOWCTB Unn
yOaneHHoro 4ocTyna K HAM;

(AB3aL B pemakuun, BBegeHHoOW B gencteue ¢ 1 ceHtabpsa 2023 roga noctaHoeneHveM [MpaButensctBa Poccuiickon
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLY0 PeAaKUuo)

OCHaLleHne cybbekToB 0bpalLeHNs NeKapCTBEHHbIX CPeaCTB, OCYLLECTBASAWMNX MEANLMHCKYIO OEeATENbHOCTb M BbIBOA, M3
obopoTa nekapcTBEHHbIX NpenapaToB Mpu OKasaHUM MeaMLMHCKOM NOMOLLN, a Takke CyObeKkToB obpalleHnss NekapCTBEHHbIX
CpeAcCTB, OTMyCKalLWUX NieKapCTBEHHbIE NpenapaThl 6ecnnaTtHO NO PeLenTy Ha NekapCTBEHHbIE Mpenapartbl, permcrtpartopamm
BbIObITUA Ha YCNOBMSAX, NMPegyCMOTPEHHbIX [MonoXeHMem, YTBEPXKAEHHbIM HACTOAWMM MNOCTaHOBMEHMEM, He no3gHee 30
KaneHaapHbIX AHEN CO [HS MOMNyvYeHust OT CyObeKkTOB OOpalleHusi NeKapCTBEHHbIX CPEACTB 3asiBKM Ha MONyYeHue Takux
YCTPOWCTB;

(AB3ay B pepakumu, BBegeHHon B pewnctBue ¢ 31 umonsa 2020 roga noctaHoBneHuveM [NpaBuTenbcrBa Poccuiickom
®denepaumm ot 21 nronga 2020 rona N 1079; B pedakuuun, BBegeHHon B gencteue ¢ 1 ceHTsbpa 2023 roga NocTaHOBNEHWEM
Npasutenscrea Poccuickon Peaepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLyo peaakLmio)

OopraHM3aumio TeCTUPOBaHMSA WMH(OPMALMOHHOIO B3aMMOAENCTBUS MHEOPMAaLUMOHHBLIX cucTeM CybbekToB obOpalueHus
neKapCTBEHHbIX CPeACTB M CUCTEMbI MOHWUTOpUHra He no3gHee 30 KaneHAapHbIX AHEW CO AHS MONyveHns OT CyObekToB
obpalleHns nekapcTBEHHbIX CPeACTB 3asiBKM Ha NPOXOXAeHWe TeCTUPOBaHUS MHOPMALIMOHHOIO B3aMMOAENCTBUS.

(MyHkT gononHMTEnNbLHO BKMYeH ¢ 17 aHBapsa 2020 roga noctaHosneHnem [NpasutenscrBa Poccunckon Penepauum ot 31
Aekabpsa 2019 rona N 1954)

1_6. YcTaHOBWUTb, YTO OMnepaTtop CUCTEMbl MOHUTOPMHIA MO 3anpocy CyObekTOB oOpalleHusi NekapCTBEHHbIX CPeAcTB
npeaocTaBnsieT Koabl Mapkuposku ¢ 1 aHeapsa 2020 .

(MyHKT gononHuTenbHO BKNtoYeH ¢ 17 aHBapsa 2020 roga noctaHoeneHnnem lMpaeutenscrea Poccuiickon Peanepauimm ot 31
pekabpsa 2019 rona N 1954)

1_7. YctaHOBUTb, YTO nnata 3a OKa3aHWe OnepaTopoM CUCTEMbl MOHWUTOPMHIA YCnyrm no npefocTaBneHUIO KOOOB
MapkmpoBku Banmaetca ¢ 1 nons 2020 r.

(MyHKT gononHuTenbHO BkItoveH ¢ 17 sHBaps 2020 roga noctaHoBneHuem MNpaBuTtensctea Poccunckon ®enepaumm ot 31
nekabpa 2019 rona N 1954)

2. Peanusauua HacTodWero nOCTaHOBMNEHUS OCYLLECTBMASETCA COOTBETCTBYWUMM denepanbHbiMM - opraHamu
MCMONHUTENbLHOM BriacTu B npeaenax yctaHosreHHown MNMpasutensctBoM Poccuickon degepaumm npegensHOn YUCIEHHOCTU NX
pabOTHMKOB U OHOKETHBIX aCCUTHOBAHUN, NPEAYCMOTPEHHbIX UM B chegepanbHOM OroaXeTe Ha PyKOBOACTBO U yNpaBrieHne B
chbepe ycTaHOBMNEHHbIX OYHKLMNA.

3. HacTosilee noctaHoBneHWe BCTYMNAET B CUMY CO AHS ero omumnansHOro onybnumkoBaHusl, 3a UCKMIOYEHNEM MOSNOXKEHWUNA,
YKa3aHHbIX B NYHKTEe 4 HACTOALIEero NOCTaHOBAEHMS.

4. [NonoxeHWe O CUCTEME MOHWUTOPUHIA [ABWXEHWSA NEeKapCTBEHHbIX NpenapaToB Afs MeOMUMHCKOro NPUMEHEHWUS,
YyTBEPXKOEHHOE HACTOSLWMUM NOCTaHOBMEHMEM, B OTHOLLIEHMN NPOU3BOAUTENEN NEKAPCTBEHHbIX CPEeACTB B YaCTN HAHECEHUS Ha
NEepBUYHYIO YMaKoBKY (B OTHOLUEHWM NEeKapCTBEHHbIX MpenapaTtoB AN MEAULMHCKOro NPUMEHEHWs, ONA KOTOpbIX He
npegycMoTpeHa BTOpPUYHAsA YNakoBKa) M BTOPUYHYKO (NOTpPebuTenbCKylo) YNakoBKY NeKapCTBEHHbIX MpenapaToB Ans
MeOVLIMHCKOro MpUMEHeHUs cpeactsBa uAeHTUdMKaUMM, a Takke B OTHOLIEHWM HPUAMYECKUX IUL, U UHOMBUAYaIbHbIX
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Ctpanuua 5
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

npeanpuHumaresnein, OCyLLecTBSOWMX NPON3BOACTBO, XpaHeHue, BBO3 B Poccuiickyto Pegepauuto, oTnyck, peanvsauuio,
nepegady, NPMMEHEHNE U YHUUTOXEHME JeKapPCTBEHHbIX MpenapaTtoB Af1 MeOULUMHCKOrO NMPUMEHEHUs, B 4acTU BHECEHUSI
MHdOPMaLMM O NeKapCTBEHHbIX Mpenapatax Ans MeOULMHCKOTO MPUMEHEHUSS B CUCTEMY MOHUTOPUHIrA OBWXKEHUS
nekapcTBeHHbIX NpenapaToB Anst MeAULMHCKOrO NPUMEHEHUS BCTYNaeT B CUIY CO OHSI BCTYNNEHUs B cuny ab3aues BTOPOro u
naToro noanyHkra "0" nyHkTa 7 crtatbu 1 PenepanbHoro 3akoHa ot 28 nekabpsa 2017 r. N 425-93 "O BHeCEHUN U3MEHEHUI B
denepanbHbin 3akoH "O6 obpallieHun NekapcTBEHHbIX CREACTB".

MNpencepatens NpaBuTtenbcTBa
Poccuinckon ®egepauum
[0.Mengenes

YTBEPXOEHO

noctaHoeneHvem MpaBuTenbCTBa
Poccunckon ®epepaumm
oT 14 nekabpsa 2018 roga N 1556
NMONOXEHUE O CUCTEME MOHUTOPUHIA OBUWXEHUA NEKAPCTBEHHbBIX NMPENAPATOB ONA
MEOUUMHCKOIO NPMMEHEHUA

(c nameHeHnamm Ha 19 aHBaps 2024 roga)

I. OBLUME NMOJNTOXXEHUA

1. Hactosiwee lNonoxeHne onpeaensert:

a) NOpsSAOK HaHEeCEeHMA cpeacTBa naeHTUdMKauumn nekapcTBEHHOro npenapara angd MeguuMHCKOro NpuMeHeHns (aanee -
nekapcTBeHHble npenapaTbl), TpeboBaHUA K ero cTpykType u dopmaty WHpopMaumm, KOTOPYK COAEPXWUT CPeacTBo
naeHTUdmrKaLmm nekapcTBEHHOrO npenapara, M ero XxapakTepucTUKu;

0) nopagoK co3daHus, pasBUMTUS, BBOAA B SKCMfyaTauuio, 3JKChnyaTauum WM BbiBO4A M3 3JKCMnyaTauum CUCTEMbI
MOHWUTOPUWHIa OBMXXEHMS NEKApPCTBEHHbIX NpenapartoB (ganee - cuctema MOHUTOPUHra);

B) MOpsOoK B3aMMOAEWCTBUS CUCTEMbI MOHUTOPWHIA C WHBIMWU FOCYOapCTBEHHLIMU WMHAOPMALMOHHBIMU CUCTEMaMKN ©
MHOPMALMOHHLIMU CUCTEMAMM IOPUANYECKUX NUL, U UHOMBMAYANbHbLIX NpeanpuHuMaTtenen, ykasaHHblx B Yactax 7 n 10
cratbu 67 PenepanbHoro 3akoHa "O6 obpalleHnn NekapCTBEHHbLIX CREACTB";

r) NOpsiAOK BHECEHMSI B CUCTEMY MOHWUTOPWMHIa OPUAMYECKUMU NULAMW W UHAMBUAYaNbHbIMU NPeanpUHUMATENSMMU,
OCYLLECTBNSALNMN NPON3BOACTBO, XpaHeHue, BBO3 B Poccuiickyto Pefepauuto, OTNyck, peanusauuio, nepegavy, npuMeHeHne
N YHUUYTOXEHNE NEKapCTBEHHbIX NpenapaToB, MHPOPMAaLIMKU O NEeKapCTBEHHbIX NpenapaTtax U ee CoCTas;

4) NopsiaoK NpefocTaBneHust MHopMauum U ocTyna K MHopMaLmMm, coaepxallencs B CUCTEME MOHUTOPUHTa;

(MoanyHKT B pepakumu, BBefeHHoW B fencteue ¢ 1 anpens 2024 roga noctaHoBneHweM [MpaButensctea Poccuiickom
®denepaumm ot 29 HoAbpa 2023 roaa N 2027. - CM. OpeabiayLLyo peaakLmo)

€) uenu goctyna geaepasnbHbIX OPraHOB WCMOMHUTENBHOM BNAcTU U UCMOMHUTENbHBLIX OpPraHoB cybbekToB Poccuiickom
depepauunn k nHdopmaummn o cybbekTax obpalleHnss ekapCTBEHHbIX CPeACTB, O FlekapCTBEHHbIX Npenapatax u 06 obopoTe
TaKMX NEeKapCTBEHHbIX NpenapaToB, HEOOXOOAMMOW AONsi BbINOMHEHUS 3a4advy M OCYLUECTBNEHUS (PYHKLWIA, BO3MNOXEHHbIX Ha
denepanbHble  opraHbl  MCMNOMHUTENbLHOW BRacTM W UCMOMHUTENbHbIE oOpraHbl cybbekToB Poccunckon Pegepauun,
CTaTUCTUYECKOM MHAhOpMaLMM O flekapCTBEHHbIX NpenapaTtax u 06 nx obopoTe, a Takke K 06Len0CTynHON nHopMaumm;

(MognyHKT gononHMTeNbHO BKNtoYeH ¢ 1 anpena 2024 roga noctaHosneHvem lMNpaesutensctea Poccunckon Penepaiivm ot
29 Hos6ps 2023 rona N 2027)

X) CoCTaB MHopmMauumn, npegocTaBnseMon B COOTBETCTBUM C 4YacTbio 10 crtatbn 67 denepanbHoro 3akoHa "OO
obpallieHnn nekapcTBeHHbIX cpeacTs”.

(MoanyHkT gononHUTENbHO BKMNtoYeH ¢ 1 anpens 2024 roga nocrtaHosnexnviem NpaButensctea Poccunckon Penepatimm ot
29 Hoa6ps 2023 rona N 2027)

2. MNoHATMA, ncnonb3yemble B HacTosweM [onoxeHnn, 03HavaloT cnegytoLlee:

"arpermpoBaHue" - npouecc o0beaMHEeHUs NeKapCTBEHHbIX NpenapaTtoB Ha nbom atane obpalleHns NeKkapCTBEHHbIX
npenapaToB Cyb6bekTOM OOpalleHusi NeKapCTBEHHbIX CPEACTB B TPETUYHYI0 (TPAHCMOPTHYHK) YMAKOBKY IEKapPCTBEHHbIX
npenapaToB C HAHECEHWEM COOTBETCTBYHLLErO Koga MAEHTUMUKALUN TPETUYHOW (TPAHCMOPTHOW) YMAKOBKM NEKAPCTBEHHbIX
npenapaTtoB M C COXpaHeHMEM MHOpMaLMM B CUCTEME MOHUTOPUHIa O B3aUMOCBA3M CPeAcTB uaeHTMduKaumm Unm KOLoB
naeHTUrKaLmMm Kaxgoro BNOXEHHONo B TaKylt YMakKOBKY NeKapCTBEHHOro rnpenapata ¢ KogoMm uaeHTudumkauum TpeTu4Hon
(TpaHCNOpPTHOW) yNakoBKM NeKapCTBEHHbIX NpenapaTos;

(AB3au B pepakumu, BBegeHHon B pencteue ¢ 31 mapta 2020 rop noctaHoeneHwem [lpaButensctea Poccuickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplAyLLY0 peaakLmio)
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Ctpanuua 6
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

"BBOA B 0O0OPOT NeKapCTBEHHbIX NpenapaToB”:

npuM npoun3BOACTBe Ha Tepputopum Poccuinckon depepaumm - onepauuu, nNpou3BOAUMbIE C  FNeKapCTBEHHbIMU
npenapataMmy OT NPOXOXAEHWUS NPOU3BOACTBEHHOW cTaguu hacoBky (YNakOBKM) NEKapCTBEHHbIX MpenapartoB Y MapKUPOBKU
YyNaKoBOK IeKapCTBEHHbIX MNpenapaToB cpeacTBamMu  uaeHTUdUKauMM [0 3aBeplleHus MPOW3BOACTBEHHOW cTaguu
BbIMyCKalOLLEro KOHTPONS KavyecTBa W NpeacTaBneHns OOKYMEHTOB U CBEAEHWUN, npeayCMOTPEHHbIX YacTbio 1 crtatbn 52 1
PenepanbHoro 3akoHa "O6 ob6palleHun nekapcTBeHHbix cpeacts”, B ®PegepanbHyto cnyxby no Hagsopy B cdepe
30paBOOXPAHEHNSA UNN MONyYeHUs1 paspeLleHusl, NpeayCMOTPEHHOro 4Yactbto 7 cratbm 52_1 dPepepanbHoro 3akoHa "O6
00pallieHV NeKapCTBEHHbIX cpeacTB” (B criydae Nnpon3BoAcTBa MMMYHOBMONOIMYECKMX NEKapCTBEHHbIX NPenaparoB);

(AB3aL B pepakumn, BBeaeHHom B pencteue ¢ 1 anpensa 2024 roga noctaHoenenwem [paBuTtenbctBa Poccuickon
denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npenbiayLLyo penakLmio)

npu npou3BOACTBE BHE Tepputopum Poccuiickon Pepepauun - onepauun, NPOM3BOAMMBIE C  JNEKAPCTBEHHBIMU
npenapaTamm OT NPOXOXOEHUsSI MPOM3BOACTBEHHOW CTagum hacoBKM (YNaKOBKM) NEKAPCTBEHHbIX MpenapaTtoB U MapKUPOBKU
YNaKoBOK JIEKAPCTBEHHbIX MNpenapaTtoB CpeacTBaMuM  WMAEHTMUKAUUM  NIEKApPCTBEHHOrO npenapata [0 pa3MeLleHust
nekapcTBeHHbIX NpenapaToB Ha hapmaLeBTMYECKOM CKage U npeacTaBneHust JOKYMEHTOB U CBEAEHWUN, NPEOYCMOTPEHHbIX
yacTbio 2 cTtathu 521 depepanbHoro 3akoHa "O6 obpalleHun nekapcTBeHHbIX cpeacTs”, B ®enepanbHyto cnyx0y no Hagsopy
B cchepe 3ApaBOOXPAHEHUST UIU MOMYyYEHUsT pa3peLLeHnsl, NpeayCMOTPEHHOro YacTelo 7 ctatbu 521 denepanbHOro 3akoHa
"O6 obpallieHnn NekapcTBEHHbIX cpeacTs” (B criyyae NpovM3BOACTBA UMMYHODMONOrMYECKNX NEKapCTBEHHbIX NpenapartoB);

(AB3ay B pepakuun, BBegeHHonm B gencteue ¢ 1 anpens 2024 roga noctaHoeneHvem [paBuTtenbctBa Poccuiickon
Ddenepaumm ot 29 HoAbpsa 2023 rona N 2027. - CM. OpeabIayLLYI0 PeaaKLmio)

ab3au ytpatun cuny c¢ 31 uons 2020 roga - noctaHoeneHve MNpaBuTenscrBa Poccuiickon ®enepatimm ot 21 mona 2020
rona N 1079 - cM. npeabIayLLy0 peaakumio;

"BTOpUYHaNa (noTpebutenbckasl) ynakoBka NeKapCTBEHHOro npenapata" - ynakoBka, nocTynawwas K norpeburtento u
cnyxawasi anst pasMelleHns eauHUYHON NEepPBUMYHON YMaKoBKW FEeKapCTBEHHOrO npenapaTta (MHAMBMAYyanbHasi BTOpU4YHast
(noTpebuTtenbckas) ynakoBka) unv o0beamHALWas HECKONBbKO NEPBMYHBIX YNAaKOBOK NIEKApPCTBEHHbIX NpenapaTtos;

(AB3aL B pepakumn, BBeaeHHonm B pencteue ¢ 1 anpensa 2024 roga noctaHoenenwvem [lpaBuTenbctBa Poccuickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. NpeabiayLLyo penakLmio)

"BbIBOA4 M3 0OOpOTa NEeKapCTBEHHbIX MNpenapaTtoB” - peanu3auus, npogaxa WM oTnyck (B TOM 4ucre no peuenty)
nekapcTBeHHbIX MpenapaToB NOTpebuTento, NpUMeHeHue, nepefada Ha YHUUTOXEHMEe, yTpaTa U CnMcaHWe NeKapCTBEHHbIX
npenapaToB, 0TOoOp 06pa3sLoB, BbIBO3 paHee BBE3EHHbIX B Poccuiickyto ®Penepaumio nekapCTBEHHbIX NpenapaToB (Peakcnopr),
a Takke BbIBOA M3 060poTa No MHBIM NPUYNHAM;

"rnobanbHbI MOEHTUMUKALMOHHBIA HOMEP TOProBOW eAMHULbI" - YHUKambHbIA KO4, NPUcBanBaeMblil rpynne ToBapoB npu
X OMucaHuM B MH(OPMALMOHHOM pecypce, obecrneyvMBalolleM Y4eT U XpaHeHMe OOCTOBEpPHbIX [AaHHbIX O ToBapax Mo
COOTBETCTBYIOLLIE TOBapPHON HOMEHKNATYpE;

ab3au ytpatun cuny ¢ 31 mapta 2020 rog - noctaHoeneHve MNpaButenbcrBa Poccuiickon denepaumm ot 20 mapta 2020
rona N 311 - cm. OpenplayLLYio PeAaKLmLo;

ab3au ytpatun cuny ¢ 31 mapta 2020 rog - noctaHoeneHve MNpaButenscTea Poccuiickon denepaummn ot 20 mapta 2020
rona N 311 - cm. npeaplayLLYo peaakumto;

"noeHTUdMKaTop NpuMeHeHus" - npeduke, npeactaensaoWwmn cobo Habop M3 2 nnn Gonee 3HAKOB, PACMONOXKEHHLIN B
Havare a1eMeHTHON CTPOKN 1 OOQHO3HAYHO ONpeaensoWmnin HasHaYeHne 1 hopMaT Nons AaHHbIX, CrieayroLLero 3a npedgukcom;

(AB3aL B pemakuuun, BeegeHHon B genctene ¢ 17 ceHtabpsa 2019 roga moctaHoBneHveM [paBuTtensctBa Poccuickon
®denepaumm ot 30 aBrycta 2019 rona N 1118. - Cm. npeablayLLyo peaakumo)

noeHTndmkatop cybbekta obpalleHnst NeKapCTBEHHbIX CPeacTB" - YHMKanbHbIA KO, MPUCBaMBaEeMbIl CUCTEMOW
MOHUTOPUHra cybbekTy obpalleHnst NeKapCTBEHHbIX CPEACTB MO UTOram ero permctpaumm B CUCTEME MOHUTOPMHIa Ha OCHOBE
nepedaHHbIXx Ccyb6bekTomM  oOpalleHust NeKapCTBEHHbIX CpeacTB  cBefeHun o6 naeHTMdUKaUMOHHOM  HoMepe
HanoronnartenblUuKa ONs KaX4oro agpeca MecTa OCYLIECTBMEHUSA OeATENbHOCTU COrfacHO NULUEH3MM Ha MNPOM3BOACTBO
NEeKapCTBEHHbIX CPEACTB, NUMUEH3UN Ha ¢apMaueBTUYECKY0 OEATENbHOCTb, JIMLEH3MM Ha OeATenbHOCTb No 0bopoTy
HaPKOTUYECKMX CPeacTB, MCUMXOTPOMHbLIX BELECTB U UX MPEKYPCOPOB, KyNbTUBMPOBAHMIO HapKOCOAEpKalUMX pacTeHUA u
NULEH3UM Ha MEeOMLMHCKYH OeATeNnbHOCTb (MPU HanmMuMyM TakoW FMUEH3UKM) UMM KOAE HanoronnartenblivMka B CTpaHe
peructpaummM n Koge CTpaHbl perncrpauum (anst cybbekTtoB obpalleHus nekapCTBEHHbIX CPEeACTB, He Mpu3HaBaeMblxX
HanorosbiMU pe3ngeHTamu Poccuiickon ®enepaunm);

(A63ayu gononHuTensbHO BkMtodeH ¢ 31 nona 2020 roga noctaHoeneHuem lNpaeutensctea Poccuiickon ®enepauum ot 21
utons 2020 rona N 1079)
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nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
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"MHONBMAYANbHbIN CEPUNHBIN HOMEP TOProBoM eauHMLbl" - undposast M GykBEHHO-LUMGPOBasi NOCNeS0BaTENbHOCTD;

Ko4 naeHTudunkaumm" - cepuiHbin rmobdanbHbIN NOEHTUHOUKALMOHHBLIN HOMEP TOProBoN eAnHULbI, NPeAcTaBnaoLWmi cobon
YHUKanbHbIA MOEHTUMKATOP YNaKOBKW NEKApPCTBEHHOrO npenapata, opMupyembin nytem gobaeneHusa K rrnobanbHomy
NMOEHTUPMKALMOHHOMY HOMEPY TOPrOBOWN €AMHMULbI MHONBUAYANBHOMO CEPUAHOIO HOMEpPa TOProBON €AMHMULbI;

(A63ay, pononHuTenbHO BkrtoveH ¢ 31 mapta 2020 rog noctaHoeneHvem [paButenscTBa Poccuickon ®enepatimm ot 20
mapta 2020 roga N 311; B pegakumn, BBedeHHown B pgenctene ¢ 1 anpens 2024 roga nocraHoBneHvewm [lpaBuTtenbCcTBa
Poccuiickon Penepauum ot 29 Hosa6pa 2023 roaa N 2027. - CM. npenplayLLyo peaakLmo)

"Kog, uOeHTMdMKauum  TPETUYHOW  (TPaHCMOPTHOW)  YMakoBKM  NIEKApPCTBEHHOro  npenapara” -  CUMBOMbHas
nocnefoBaTenbHOCTb, (PopMMpyemMasi B COOTBETCTBUM C TpeboBaHWsMM, NpeayCcMOTpPeHHbiMM pasnenom |l Hactosulero
NonoxeHus;

(A63ay gononHuTenbHO BktoveH ¢ 31 mapta 2020 rog noctaHoeneHvem [paBuTenscTBa Poccuickor ®enepatimm ot 20
mapTta 2020 roaa N 311)

KO, MapKUPOBKX" - YHMKanbHas NocrnefoBaTenbHOCTb CMMBOJIOB, COCTOSILAs U3 Koda uaeHTudukaumm n koga npoBepky,
dopmMmupyemas ans uenen naeHTndukaumm ynakoBku nekapcTBEHHbLIX NpenapaTtoB Ans MeauUMHCKOrO NPUMEHEHMS;

(AB3aL, gononHuTenbHO BKMtoYeH ¢ 17 ceHTsabpa 2019 roga noctaHosneHvem lMpasutensctea Poccunckon ®enepatiym ot
30 asrycta 2019 rona N 1118; B pegakumu, BBeaeHHon B gencresne ¢ 31 mapta 2020 rog noctaHoBneHuem [NpaBuTensCTBa
Poccuinckon Penepaumm ot 20 mapta 2020 roga N 311; B penakuuu, BeBegeHHon B genctene ¢ 1 anpens 2024 roga
nocrtaHoenenunem lNpasutenscrea Poccuiickon ®enepativm ot 29 Hos6pa 2023 roaa N 2027. - CM. NpeablayLLY0 peAaKLno)

"kog npoBepku" - nocrnegoBaTeNnbHOCTb CUMBOMOB, COpPMUMpPOBaHHas B pesynbrate  KpunTorpaduyeckoro
npeobpasoBaHusa koga aeHTMUKaLUmM 1 No3BonsoWas BbisBUTL danbcndurkaumnio koga naeHTdukaumm npu ero npoBepke
C NCMNOMb30BaHNEM (PUCKANBbHOIO HAKONUTENS M (UNN) TEXHUYECKUX CPEACTB NPOBEPKN KO4a NPOBEPKY;

(AB3ay B pepakuun, BBefeHHou B penctene ¢ 31 mapta 2020 rog nocraHoeneHvem [lpaButenbctBa Poccuiickon
®denepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 penaKLmio)

"fnekapcTBeHHbIe NpenapaThl, MapkMpoBaHHble cpeacTBaMn MAeHTUdUKaumMm" - nekapcTBeHHbIe npenapaTtbl, Ha YNakoBKY
KOTOpbIX HaHeCeHbl cpeacTBa uaeHTUdMKauum c cobnogeHneMm TpeboBaHuM HacTosiero [lonoxeHnss U OOCTOBEpPHbIE
cBedeHNsa O KOTopbIX (B TOM 4uCre CBeAEHMSI O HaHECEHHbIX Ha HWX CpeacTBax uaeHTUdMKauum n (Mnv) matepuanbHbIX
HocuTensx (aTUKeTKax), cogepxallmx cpeacTsa naeHTudurkalmm) cogepxarcs B cuCteMe MOHUTOPUHIA;

(AG3ay B pepakuun, BeBegeHHon B gericteue ¢ 1 anpens 2024 roga noctaHoeneHvem [paBuTtenbctBa Poccuiickon
®denepaumm ot 29 HoAbpa 2023 roaa N 2027. - CM. OpeabiayLLyo peaakLmo)

"MapKkMpoBKa YMaKOBOK JIEKApPCTBEHHbIX MNpenapaToB CPeAcTBaMU  MAEHTUdMKauuM" - HaHeCeHUMe CpeacTs
naeHTugrKaunm, npeodpas3oBaHHbIX M3 COOTBETCTBYHOLLMX KOAOB MapKMPOBKW, HA YNaKOBKY NEKapCTBEHHOrO npenapara unm
HaHeceHWe MaTepuanbHbiX HOcUTenen (3TUKETOK), CcoaepXalux cpeactBa MAeHTUUKaUUK, npeobpasoBaHHble U3
COOTBETCTBYIOLNX KOOOB MapKMpPOBKW, Ha YNakoOBKY NekapCTBEHHOro npenapaTta ¢ cobniogeHnem TpeboBaHWiA HACTOSILLEro
MonoxeHus;

(AB3ay B pepakumn, BBeaeHHom B pencteue ¢ 1 anpensa 2024 roga noctaHoenenwvem [paBuTenbctBa Poccuickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npenbiayLLyo penakLmo)

"onncaHne neKapCTBEHHOro nmpenaparta” - MepevYeHb XapakTepUCTUK, pasMELLUEHHbIX CyObekToM obpalleHus
nekapcTBeHHbIX CPeaCcTB B COOTBETCTBYHOLLEM MHOPMaLMOHHOM pecypce, obecneumBaroLleM y4eT 1 XpaHeHne JOCTOBEPHbIX
AaHHbIX O TOBapax No COOTBETCTBYIOLLIEN TOBAPHOW HOMEHKNATYpeE;

"NepBMYHas ynakoBKa eKapCTBEHHOrO npenaparta” - cpeacTBO WM KOMIMMEKC CPencTB, 0becrnevvBaloLinX 3alliuTy
neKapCTBEHHbIX MpenapaToB OT MOBPEXAEeHWS W MOTepb, BO3AENCTBMUS OKpyXalwewn cpedbl, 3arpsa3HEHUA U MMEIoLMX
HEMOCPEACTBEHHbIA KOHTAKT C NTEKapCTBEHHBIMM NpenapaTamuy;

"pernctpartop BbIObITMA" - TeXHWYEecKoe CpeacTBO MHGOPMAaLMOHHOTO OOMeHa, npegHa3HayeHHoe ANs nepejayn B
CMCTEMY MOHUTOPMHIa CBEOEHUA O BbiBog4e M3 000OpoTa NekapCTBEHHbIX MpenapaTos, BkM4akwee B cebs nporpamMmmHO-
annapaTtHoe wurdpoBanbHoe (Kpuntorpaduyeckoe) TeXHNYeckoe CpeacTBO NPOBEPKU KOAOB MPOBEPKU, B OTHOLLEHMU KOTOPOrO
®enepanbHon cnyxbow GesonacHocTu Poccuiicko ®egepaumm BblgaH AOKYMEHT O €ro COOTBETCTBUMM YCTAHOBIEHHBIM
TpeboBaHMAM K LIMpoBanbHbLIM (KpunTorpaduyeckum) cpeactsam 3alimTbl UHGOPMaUMK, OEUCTBYIOLWUM B OTHOLLUEHUU
LWndpoBarnbHbIX (KpynTorpaduryeckux) cpeacTs, NpeaHasHavYeHHbIX AN NPOBEPKN KOOAOB MapKUPOBKY;

(AB3aL B pegakumu, BBegeHHon B pgencteue ¢ 31 mapta 2020 rog nocrtaHoenenuem [pasutensctBa Poccuiickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLYy0 peaakLmio)
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Ctpanuua 8
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

ab6say ytpatun cuny ¢ 31 mapta 2020 rog - noctaHoBnenuve Mpasutensctea Poccuiickon ®enepaumm ot 20 mapta 2020
rona N 311 - cm. IpeAbIAYyLLYIO peaaKLmto;

"cpeacTBo maeHTUdUKaumMm" - Kog MapkupoBKW, MpeAcTaBreHHbI B MallMHOYMTaemMon GopMe UNn ¢ MUCMNofb30BaHUEM
WHOro cpefcTBa (TexXHONorum) aBToMaTnyeckon naeHTudmkauumn, opMmpyembli 4ns HaHECEHUS Ha YNakoBKY NeKkapCTBEHHOMO
npenapata meTodamu, He [OMyCKaloWMMKM OTAEneHuss cpeactsa uaeHtTudmkaumm wm (Mnv) mMaTtepuanbHbIX HOCUTENEeW,
cofepxalux cpeacTsa MaeHTuduKaLmm, oT ynakoBK1 NeKapCTBEHHbIX NpenapartoB 6e3 noBpexaeHun;

(AB3au B pepmakuun, BBegeHHon B pencteume ¢ 1 anpensa 2024 roga nocrtaHoBnenuem [lpaButenbcrBa Poccunckon
Ddenepaumm ot 29 HoAbpsa 2023 rona N 2027. - CM. OpeabIayLLYI0 PeaaKLmio)

"cyObekTbl OOpalleHuss NeKapCTBEHHbIX CPeAcTB" - puauyeckne nuua u WHAMBMAYarnbHble NPeanpUHUMATENH,
OCYLLeCTBSOLLME NPOU3BOACTBO, XpaHeHWe, BBO3 B Poccuiickyto Pefepaumio, OTNycK, peanusauuio, nepegady, npuMmeHeHue n
nepegady Ha yHUYTOXEHME nekapCcTBEHHbIX NpenapaTos;

(AB3ay B pepakumu, BBegeHHon B pewnictBue ¢ 31 umonsa 2020 roga noctaHoBnenveM [NpaBuTenbcrBa Poccuiickon
®denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLYyi0 peAAKLIMIO)

"TpeTnyHas (TpaHcnopTHas) ynakoBKa JleKapCTBEHHOro npenapara” - ynakoBka, ucnonb3yemast 4 XpaHeHusi, NepeBo3ku
1 NepeMeLLeHns NekapCTBEHHOIO Npenapara Mexay cybbektamu obpalleHUst nekapCTBEHHbIX CPeACTB;

(AB3aL B pegakumu, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocrtaHoenenuem [paButensctBa Poccuiickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLyo peaakLmio)

"YCTPOMCTBO perncTpauum smmuccmm" - TEXHUYECKOe CPeacTBO MHGOPMAUMOHHOrO obMeHa, npefHasHayeHHoe Ans
nonyyYeHns1 KOOOB MapKUPOBKM U Mepedadum B CUCTEMY MOHWUTOPWMHra CBEAEHU O MapKUPOBKE YMaKOBOK NEKapCTBEHHbIX
npenapaToB cpeacTBaMu uaeHTudmkaumm, BbiNONHsSOWee yHKUMM TEXHUYECKOro CpeacTBa MPOBEPKU KOAa MPOBEPKU, B
OTHoLEeHun kotoporo PepepanbHon cnyxbon GesonacHocTn Poccuiickon depepaumm BblgaH AOKYMEHT O €ro COOTBETCTBUM
yCTaHOBMNEHHbIM TpeboBaHMAM K LnpoBanbHbIM (kpunTorpadumyeckum) cpegcteaM 3alUmTbl MHOpMauun, AeNCTBYOLWNM B
OTHOLLIEHUN LWIMPOBarnbHbIX (KpUNTorpaduyecknx) CpeacTts, NpeaHa3HavYeHHbIX Ans MPOBEpPKM KOAOB MapKMpOBKW, Nnbo
BKIOYalolLlee B CBOW COCTaB TEXHWYECKOE CpeAcTBO MPOBEPKM KOOOB MPOBEPKU, B OTHOWeEHMM Kotoporo depepanbHom
cnyxbown ©esonacHocTn Poccuiickon depepauumn BbigaH OOKYMEHT O €ro COOTBETCTBUM YCTAHOBMEHHbIM TpeboBaHusM K
LWndpoBarnbHbIM (KpUNTorpaduyecknm) cpeactsaM 3alumTbl MHOPMaLMM, OEWACTBYIOLUUMM B OTHOLUEHUW LIMGPOBAarbHbIX
(kpunTorpadmnyeckmx) cpeacTs, NPeaHa3HAYEHHbIX 4115 MPOBEPKM KO4OB MapKUpPOBKY;

(AB3ay B pepakuun, BBegeHHon B Aerictene ¢ 11 mapta 2020 roga noctaHoeneHuewm [paButenbcTBa Poccuiickon
DPenepaumu ot 2 mapta 2020 roaa N 219. - CM. npeabIayLLYIO0 peaakLmio)

"thacoBka (ymakoBka) NekapCTBEHHOro npenaparta” - MPOW3BOACTBEHHAs CTaausi, npegycMaTpuyBarllasi MoMeLleHue
NeKapCTBEHHOrO Mpenapata B MEPBUYHYIO YNakKoBKY JEKapCTBEHHOro npenapaTta WM BO BTOPUYHYH (MOTPEOUTENbCKYHO)
YMaKoOBKY FlekapCTBEHHOrO nNpenapara;

ab6sauy ytpatun cuny ¢ 31 uonga 2020 roga - noctaHoneHve lMpasutensctsa Poccurickon Penepauun ot 21 nrong 2020
rona N 1079 - cM. npeabIayLLyo peaakumio;

S"OMUTEHT Koga MAEHTUMUKAUMM TPETUYHOWN (TPaHCMOPTHOM) YNakoBKKN" - CyObeKkT obpalleHna NeKkapCcTBEHHbLIX CPEACTB,
OCyLLeCTBNALWNA popMUpoBaHME U HaHeCeHWe Koda UaeHTUUKaLmMm TpPeTUYHOM (TPaHCMNOPTHOW) YNaKOBKM NiekapCTBEHHOMO
npenaparta Ha TPeTUYHYI0 (TPaHCMOPTHYH0) YNaKoBKY NeKkapCTBEHHbIX NpenapaTtos;

(AB3ay B pepakumu, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocrtaHoenenuem [lpaButensctBa Poccuickon
denepaumm ot 20 mapta 2020 rona N 311. - CM. npeablayLLy0 peaakLmio)

"SMUTEHT CpPeacTB maeHTudukaumm" - NnponsBoANTENb NIEKAaPCTBEHHbIX CPEACTB, OCYLLECTBSIOWMIA NMPOM3BOLCTBEHHYIO
cTagmio acoBkM (YNakoBKM) FIEKAapCTBEHHOIO npenaparta M MapkUMpOBKY YNMaKOBOK NEKApCTBEHHOrO npenaparta cpeacTBamum
naeHTumrkaumm, - NpyM NPou3BOACTBE NeKapCTBEHHOro npenapara Ha TeppuTtopun Poccuiickor ®eagepauunu, unu gepxatenb
nnbo Bnaaenew, perucTpaLumMoHHOro yaA0CTOBEPEHMS NIEKapCTBEHHOIO Npenaparta (ganee - perucTpauroHHOe YOOCTOBEPEHUE) -
npy MNpPOU3BOACTBE FEKapCTBEHHOro mnpenapata BHe Tepputopun Poccuinickon depepaumu, unv npeactaBUTENbCTBO
WHOCTPaHHOW oOpraHu3aumMm Ha Tepputopun Poccunckon ®Pegepaunn, sBnsowencs gepxartenem nunbo BnagenbuUem
permcTpaumoHHOro YyOooCTOBEpeHUs, - MNpu MNPOM3BOACTBE FEKapCTBEHHOro npenapata BHe Tepputopum Poccuinckon
degepaummn.

(AB3au gononHuTensHo BkmodeH ¢ 31 mnonsa 2020 roga noctaHoBnenveM lMpaButenbcTBa Poccuinckon ®enepavimm ot 21
utonsa 2020 roga N 1079; B pepakuumn, BBegeHHown B genlctene ¢ 1 ceHTabps 2023 roga nocrtaHoeneHveM [paBuUTenbLCTBa
Poccunckon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLyio peaakLuio)

Il. XAPAKTEPUCTUKU CPEOCTBA UVOEHTUD®UKALUU, NOPAOOK EF'O HAHECEHUA U TPEBOBAHUA K

CTPYKTYPE U ®OPMATY UHPOPMALIUN, KOTOPYIO COOEPXXUT CPEOCTBO MOAEHTU®UKALIUA
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3. an MapKMpOBKE YMNaKOBOK J1€KapCTBEHHbIX MpenapaTtoB CcpeactBo M,CI,eHTM(bVIKaLWIVI OOJMKHO COOTBETCTBOBATb
crneayrwmm Xxapaktepuctmkam:

a) ABYXMEPHbIN LUTPUXOBOW KOA HAHOCUTCA TOMEYHbIMW CMMBOMAaMu B COOTBETCTBUM C TpebOBaHMAMU HaLMOHANbHOro
craHgapta Poccunckon ®epepaumm [OCT P WCO/MIK 16022-2008 "AsToMaTudeckas uaeHTudmkaumsi. KoampoBaHue
wrpuxoBoe. Cneundumkaumsa cumsonukn Data Matrix", ytBepxaeHHoro npukasom degepanbHOro areHTCTBa Mo TEXHNYECKOMY
perynvpoBaHunio 1 Metponorum ot 18 gekabpsa 2008 r. N 509-ct n BBegeHHoro B aewicteue ¢ 1 sHBaps 2010 r. (manee -
HauunoHanbHbIN ctaHaapT Poccunckon ®epepaumm FOCT P MCO/M3K 16022-2008);

6) OBYXMEPHBIN LUTPUXOBOW KO HAaHOCUTCSI C YPOBHEM Krnacca kadectBa C unu Bbille B COOTBETCTBUM C TpeboBaHMAMMU
HaumoHanbHoro crtaHgapta Poccuinickon Pegepaumm [TOCT P NCO/MOK 15415-2012 "MHdOpMaUMOHHbIE TEXHONOIUMW.
TexHonornn aBToMaTU4eCckon naeHTudunkaumm n coéopa gaHHbIX. Cneundurkaums ncnbiTaHUA CUMBOSIOB LLUTPUXOBOIO Koda Anst
OLEHKN KavecTBa nevatu. [IBymepHble CUMBOMbI", YTBEPXAEHHOro npukasom denepanbHOro areHTCTBa MO TEXHUYECKOMY,
perynupoBaHuio 1 metponoruu ot 18 ceHtsabps 2012 r. N 357-cT 1 BBeaeHHoro B gencTtane ¢ 1 nons 2013 r;

B) [OBYXMEPHbIA LUTPUXOBOW KOO HAHOCMTCSA MeyaTbid C WMCMONb30oBaHWEM MeToga Koppekuumn owmnbok ECC-200 B
COOTBETCTBUM C TpeboBaHMsAMN HaunoHanbHoro ctaHaapTta Poccuinckon Peapepauun FOCT P MCO/MOK 16022-2008;

r) cpencTtBo waeHTudukauum copMmupyeTca B BuAe ABYXMEPHOro LWTPMXOBOro koga B dopmate Data Matrix B
COOTBETCTBUM C TpeboBaHMsIMK HaLMoHanbHoro ctaHaapta Poccunckon ®epepaumm FOCT P MICO/M3K 16022-2008;

4) npu npeobpasoBaHUW KOAA MapKMPOBKU B CPeacTBO MAEHTUMUKALUUKM LOIMKHA MPUMEHSITbCS BEpCUsi CUMBOMMKU
ECC-200 ¢ wucnonb3oBaHuem ynpaenstowero 3Haka FNC1 kak npu3Haka COOTBETCTBUS [AaHHbIX TUNOBOMY dopmary
naeHTudmkaTopoB npumeHenus (A1) GS1 B cooTBeTcTBMU C NyHKTamu 5.2.4.6 v 11.1 HaumoHanbHOro craHAapTa Poccumnckon
denepaummn MOCT P MCO/M3K 16022-2008.

(MyHKT B pepakuun, BBEOEHHOW B AenctBue ¢ 1 ceHTs0ps 2023 roga nocrtaHoBnenuem [paButenbctBa Poccuickon
®denepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLyo peaakLuo)

4. CsefeHusi, cofepxalimecs B CpeacTBe WAeHTUUKAUMKM, HAHOCATCA npou3BoauTenemM B Buae [ABYXMEPHOro
LUTPMXOBOrO KoAa MEeTOAaMM NneyaTu Ha BTOPUYUHYHK (NMOTPeOMTEnNbCKY) YNakoBKY NEKapCTBEHHOro npenaparta (B cnydae ee
OTCYTCTBUSA - Ha NEPBUYHYIO YNaKOBKY NEKapCTBEHHOro npenapara) Unu neyatv Ha matepuanbHbli HOCUTENb (3TUKETKY), He
JonyckawwmMn OTAeneHna cpeactsa  uaeHTUdumkaumm n  (MnyM) matepuanbHbiX HOCUTEnNeKn, codepXallmx cpeacrtsa
naeHTugrKaunm, oT ynakoBk/ NeKkapCTBEHHOTO npenapaTa 6e3 NoBpeXxaeHuin (3a UCKIMIOYEHNEM JNIEKAPCTBEHHBIX NpenapaToB C
MeXayHapoaHbIM HenaTeHTOBaHHbLIM HanMeHoBaHuem "JTtaHon").

(AB3aL B pemakuun, BBegeHHoW B fencteue ¢ 1 ceHtabpsa 2023 roga noctaHoeneHveM [paButenbctBa Poccuickon
®denepauumn ot 24 mapta 2023 rona N 468; B pegakuuun, BeBeaeHHon B gencteue ¢ 1 anpena 2024 roga NocTaHOBAEHWEM
[MpasutenscTtea Poccunckon ®enepaumm ot 29 Hoabpa 2023 roaa N 2027. - Cm. OpeablayLLyo penakLinto)

[ns nekapcTBEHHbIX MpenapaToB C MeXOyHapoOHbIM HeMaTeHTOBaHHbIM HaMMeHoBaHWeM "JTaHon" cBedeHwus,
copepxalimecss B cpeactse MaeHTUdUKauumM, HaHOCATCS NPOM3BOAUTENEM B BUOE OBYXMEPHOrO LUTPUMXOBOIO koga METoOO0M
neyaTn Ha BTOPWUYHYIO (NOTPEOUTENLCKYI0) YNakoBKY B Crlyvyae, ecrnv Takasi ynakoBka sIBMSieTCsl UHAMBUAYaNbHOW BTOPUYHOM
(noTpebnTenbcKom) ynakoBKOW 3TOro JIEKapCTBEHHOrO npenapaTta, a B criyvyae OTCYTCTBMSI BTOPUYHOM (MOTPebuTenbcKom)
YMaKOBKM UM HanNMuus ynakoBKM, B KOTOPOW HaxoauTcst Goree oOHOW eauMHUUbl yKasaHHOro fekapCTBEHHOro npenapaTta B
NnepBUYHON YMaKoBKe, CPeACTBO MAeHTUMMKALMM HAHOCUTCS Ha NEPBUYHYIO YNaKoBKY, UMM METOAOM NeyaTtn Ha MaTepuarnbHbIi
HocuTenb (3TUKETKY), He AOonycKalWUMN OTAENeHUs cpeactsBa MAEHTUUKAUMM U (MNK) MaTepuanbHbIX HOCUTENEWN,
coaepalux cpeacTsa naeHTuduKaLmm, oT yrakoBKN TaKoro riekapcTBEHHOro npenaparta 6e3 nospexaeHui.

(A63ayu gononHuTensHo BkMtoveH ¢ 1 anpens 2024 roga nocrtaHoenexHviem NpaButensctea Poccurickon ®enepatimm ot 29
Hos6psa 2023 rona N 2027)

B cnyyae BBo3a B Poccunckyio ®degepaumio npu Npou3BOACTBEe BHe Tepputopum Poccunckon Pepepauumn (3a
WCKITIOMeHMEM fNeKkapCTBEHHbIX NpenapaToB, BBO3MMbIX U3 rOCy4apcTB - YnieHoB EBpa3ninckoro akKOHOMMUYECKOro Cok3a) naptum
nekapCTBEHHOro npenapara AOMyCcKaeTcs HaHeceHwe OBYXMEPHOro LITPUXOBOro kKoga METoAOM neyaTn Ha MaTepuarnbHbIn
HocuTeNb (3TUKETKY), He [Oonyckawwum OTAENeHNa MaTepuarnbHOro HocuTens (3TUKETKM), codepkallero CpeacTBo
naeHTudmrkaLmm, ot ynakoBkM fiekapcTBEHHOro npenaparta 6e3 noBpexaeHun, ¢ nocrneayowmnmM HaHeCceHNEM MaTepuarnbHOro
HocuTens (3TUKETKM) Ha YNakoBKW NEKapCTBEHHOro npenapara B COOTBETCTBUM ¢ TpeboBaHMAMU NepBoro u BToporo ab3aues
HacToslWero MyHKTa Ha TaMOXeHHOM CKnage, ajpec KOTOPOoro yka3aH B KadecTBe ajpeca MecTa OCyLeCTBReHUs
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OEeATeNbHOCTU B JNMUEH3MM Ha (apMaueBTUYECKyH [OEesTENbHOCTb OpraHM3auMu, OCYLLIECTBISIIOWEN OMNTOBYK TOProBIiO
neKkapcTBEHHLIMU CPEACTBAMMU.

(A63au gononHutensbHo BktodeH ¢ 31 nonsa 2020 roga noctaHoBneHuem MpaButensctea Poccuickon deanepavmm ot 21
uiona 2020 rona N 1079; B pegakumu, BBegeHHon B gencteune ¢ 1 anpensa 2024 roga nocrtaHoenenwem [paBuTenbCcTBa
Poccuinckon ®enepaumm ot 29 Hoabps 2023 roga N 2027. - CM. npeablayLLyo peaakumo)

(MyHKT B pepakumun, BBeOeHHOM B aenctBue ¢ 17 ceHTabpsa 2019 roga noctaHoBneHveM [NpaButenscrBa Poccumnckon
®denepaumm ot 30 aBrycta 2019 roga N 1118. - Cm. npeablayLLyio peaakLmio)

5. MHdopmaLums, cogepxallascs B cpeacTse MaeHTUdmnkaumm, UMeeT criegytoLyo CTPYKTYpy:

npusHak cumeonukn GS1 Data Matrix, umetowmn kog 232 B Tabnuue cumeonos ASCII;

(AB3ay B pepakumu, BBeAeHHOW B AenictBue ¢ 1 ceHTsi6pa 2023 roga noctaHoBnenveM [NpaBuTenbcrBa Poccuiickon
DPenepaumu ot 24 mapta 2023 roga N 468. - Cm. npenplAyLLY0 PEeAaKLMI)

nepeas rpynna AaHHbIX - rmobanbHbil NAEHTUMUKALMOHHBI HOMEP TOPrOBOW eAWHMULbI, COCTOAWMUA 13 14 LmMdpoBbIX
CUMBOIIOB, KOTOPOMY NpeaLwecTsyeT naeHTudmkaTop npumeHeHus (01);

BTOpad rpynna AaHHbIX - UHANBUAYaNbHbIA CEPUNHBIA HOMEP TOProBOW eAnHULbI, cocTosAwmn M3 13 cumBonoB undgpoBom
unm  ByKBEHHO-UMGPOBOM MNOCreoBaTeNnbHOCTU  (NaTUHCKOrO andasuTa), KOTOPOMY MpefdlecTByeT WAeHTUdukatop
npumeHeHns (21). 3aBeplialoWwum CUMMBOSIOM s STOW IPYNnbl AaHHbIX SIBASETCA crneumanbHbIi CUMBOS-pasfenuTens,
nmetowmnn kog 29 B Tabnuue cumsonos ASCII, nnu cumeon ®YHKUNA 1 (FNC1);

(A63au B pepakumn, BBeaeHHon B pgenctBue ¢ 31 mapta 2020 rog noctaHoBneHuem [paButenbcrea Poccumnckon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLyo peaakLmio)

TPEeTbsl Tpynna AaHHbIX - UAEHTUdUKATOP (MHAMBUAOYANbHLIA NOPSAKOBLIA HOMEpP) Krtova MPOBEpPKU, NPeaoCTaBsieMbin
3MUTEHTaM CpeacTB MAeHTUdUKALMM OMnepaTopoM CUCTEMbI MOHWUTOPWUHrA B COCTaBe koda MPOBEPKM B COOTBETCTBUM C
HacToswmM NonoxeHnem, cocToALmn U3 4 cMMBONOB (LUMAdP, CTPOYHBLIX U NPONUCHBLIX BYKB NaTtMHCKoOro andasnTta), KOTOPOMY
npeawecTsyetT uaeHtTudmkatop npumeHeHus (91). 3aeeparwum CUMBOMOM AN 3TOW IPYNnbl  AaHHbLIX SBNAETCA
cneumanbHbli CUMBOI-pasgenuTens, nvetowwmi kog 29 B Tabnuue cumsonos ASCII, nnn cumeon ®YHKLUNA 1 (FNC1);

(A63au B penakumu, BBeOeHHOM B fencteue ¢ 17 centsbpa 2019 roga nocraHoeneHueMm [NpaButenscrea Poccumnckon
®denepaumm ot 30 asrycta 2019 roga N 1118; B pegakumm, BBegeHHon B genctemne ¢ 31 mapta 2020 rog NocTaHOBAEHWEM
MpasurtenscTtea Poccuickon ®enepaumm ot 20 mapta 2020 roga N 311. - Cm. npenbiayLLyo penakLmio)

yeTBepTas rpynna AaHHbIX - 3HA4YeHWe Koda MpOBEpPKW, NpefocTaBnseMoe SMUTEHTaM CpeacTB uaeHTudukaumu
onepaTopoM CUCTEMbl MOHWUTOPMHIa B COCTaBe KOAa NPOBEPKM B COOTBETCTBMM C Hactoswmm [lonoxeHnem, KOTOpoMy
npeawecTsyeT maeHTudukatop npumeHenus (92), n coctosiwee m3 44 cumBornoB (UnMdp, CTPOYHBIX U NPOMMUCHLIX OYKB
naTtuHckoro andaBuTta, a Takke cneLnanbHbIX CUMBOIIOB).

(AB3ay B pemakumuv, BBeAeHHOW B aencteue ¢ 17 ceHTabpsa 2019 roga nocrtaHoBneHveM [MpaButensctea Poccuiickom
Penepaumu ot 30 aBrycta 2019 roaa N 1118. - Cm. npeaplayLLYIO peaakLmio)

AB3ay ytpatun cuny ¢ 17 ceHtabps 2019 roga - noctaHoenenve [NpaBuTensctea Poccunickon ®enepauum ot 30 aBrycra
2019 roga N 1118. - CM. npeablayLLyo peaakLuio:

ab3au yTpatun cuny ¢ 17 centsi6psa 2019 roga - noctaHoBnenwe lMpaBuTtenbcTBa Poccuickor ®enepaumm ot 30 aBrycra
2019 rona N 1118 - cm. mpeabiayLLyo peaakLmio;

absau ytpatun cuny ¢ 17 centabpsa 2019 roga - noctaHoBneHue Npasutenscrea Poccuiickon Penepauun ot 30 aBrycta
2019 roga N 1118 - cM. npeablayLLyo peaakLmio.

Ab63ay, ytpatun cuny ¢ 17 cenTtabpsa 2019 roga - noctaHoBneHue MNpaBuTenscrBa Poccuiickon Penepauun ot 30 aBrycra
2019 roga N 1118. - CM. npeablayLLYi0 peaakuuio.

Mpynnbl AaHHbLIX 4OMKHLI pacnonaraTbCcs NocneaoBaTeribHO - OT NepPBON K YETBEPTOMN.
(AG3au B penakumu, BBeOeHHOW B penctBue ¢ 17 ceHts6pa 2019 roga nocrtaHoeneHveM [NpaButenscrBa Poccumnckon
®denepaumm ot 30 aerycta 2019 rona N 1118. - Cm. npeablayLLyo peaakumo)

MHavBMAayanbHbI CEPUNHBIA HOMEP TOProBOW €AVHWLIbI FTEHEPUPYETCS C y4eTOM obecrneyeHus ero yHuUKanbHOCTWU Ansi

Kaykgoro rnobanbHoro Vlﬂ,eHTVICbI/IKaLI,VIOHHOFO HOoMepa TOpFOBOI7I €dNHULbI B Te4eHNe BCEero cpoka beHKLI,I/IOHI/IpOBaHI/IFl CUCTEMDI
MOHUTOPUHra.
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moBanbHbIn MOEHTUMWKALMOHHBIA HOMEP TOPrOBOW €AMHULbI U UHONBUAYANbHbLIA CEPUAHBIN HOMEP TOProBOM €4MHULbI
ayonupytoTcst B BUAE YMTAaeMOoro nevaTHoro Tekcra.
1. NTOPAAQOK NONYYEHUA KOOOB MAPKUPOBKHU, ®OPMUPOBAHUA KOOOB MOEHTUPUKALUN
TPETUYHOM (TPAHCI'IOPTHOI7I) YNAKOBKU NEKAPCTBEHHOI'O NPENAPATA U UX PETUCTPALUU B
CUCTEME MOHUTOPWUHTA

(HaumeHoBaHme B pegakuunm, BBeaeHHon B aencteume ¢ 31 mapta 2020 rog noctaHoBneHuem MNpaBuTtensctea Poccuiickon
Ddenepaumm ot 20 mapta 2020 rona N 311. - CM. npeablayLLyI0 peaakLmio)
6. [lNonyyeHve asmMmuUTEHTaMM cpeacTB WAeHTUdMKaUMM OT onepaTtopa CUCTEMbl MOHUTOPUHrA KOAOB MapKMPOBKM
OCYLLECTBNSIETCH C MCMNOSIb30BaHMEM YCTPOWUCTB perncTpaumnm aMmmMccumn.
(MyHKT B pemakuun, BBeOeHHOW B genctene ¢ 17 ceHTtabpst 2019 roga nocrtaHoBneHwem [NpaBuTtensctBa Poccuickon
®denepaumm ot 30 aBrycta 2019 rona N 1118. - CM. npeablayLLyo peaakumo)

7. OMUTEHT cpeacTB naeHTMdMKauum, 3aperMcTpupoBaHHbIA B CUCTEME MOHUTOPUHIa, NpeacTaBnsieT onepaTopy CUCTEMBbI
MOHWTOPMHIa 3asBKy Ha MOMny4eHWe KOAOB MapKMpOBKW. 3asiBka HanpaBnsieTcs MOCPEACTBOM WCMONb30BaHWUSI YCTPOWCTB
peructpaumm ammuccun. MNpu 3TOM B3aMMOOENCTBUE YCTPOWCTB perucTpaumm SMMCCUM C MHAOPMALMOHHBIMU CUCTEMaMMU
SMUTEHTa CPeACTB UAEHTUMMKALMM OCYLLECTBMSIETCA C UCMONb30BaHMEM (OPMAaTOB AaHHbIX, pa3MeLLlaeMbliX OMnepaTtopoMm
CUCTEMbI  MOHUTOpPUHrAa Ha oduUManNbLHOM CalTe onepatopa CUCTEMbl  MOHUTOPUMHIA B MHAOPMAaLUOHHO-
TenekoMMyHVKaLMoHHOW ceTn "MIHTepHeT". 3asiBka Ha nony4yeHne KOAoB MapKMpOBKN COOEPXKNT:

(AB3au B pepakuuu, BBegeHHoOW B fencteue ¢ 17 ceHTsi6ps 2019 roga noctaHoeneHvem [paBuTenbctBa Poccuickon
®denepaumm ot 30 aBrycta 2019 rona N 1118. - Cm. npeabiayLLyo peaakumo)

a) koA uaeHtTudmrkaumm B criydyae ooOpMMpOBaHUS MHOUBMAYANbHOIO CEPUMHOINO HOMepa TOProBOM eAMHULbI AMUTEHTOM
CpeacTB uaeHTUudukauum;

(MognyHKT B pemakumun, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocraHosneHveM [paButensctBa Poccuickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLy0 peaakLmio)

0) rnobanbHbIn NOEHTUMUKALMOHHBIA HOMEP TOProBON €OUHWULbI U KONMYECTBO WHAMBMAYASbHbIX CEPUIAHBLIX HOMEPOB
TOProBOW eauHULbI B criydae oopMUpoBaHUS MHAMBUAYANbHOMO CEPUINHOrO HOMepa TOProBoN eAnHULbI ONepaTopoM CUCTEMBI
MOHUTOpPUHrA.

8. Kog mapkupoBku hopmupyeTca onepatopoMm CUCTEMbI MOHUTOPUMHIa NyTeM NPUCBOEHMS KOAOB MPOBEPKM ANS KaXaoro
Koda naeHTudmrKaumm n BKIKOYaEeTCA B PeeCTp CPEACTB naeHT1duKaLmm oneparopa CMCTeMbl MOHUTOPUHTA.

(AB3ay B pepakuun, BBefeHHou B penctene ¢ 31 mapta 2020 rog noctaHoeneHvem [lpaButenbctBa Poccuiickon
®denepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PenaKLmio)

Onepatop cuctembl MOHUTOPWUHIA He MOo3dHee 2 4YacoB C MOMEHTAa MOoMyYeHUs: 3asiBKU Ha MorlydeHne KogoB MapKMpOBKM
HanpasnseT SMUTEHTY CPeaCcTB naeHTUMMKaLnmM cnMcok chopMmnpoBaHHbLIX KOLOB MapKUPOBKU.

(MyHkT B pepakumn, BBegeHHou B AewctBue ¢ 17 ceHTabps 2019 roga moctaHoBnenueM [IpaButensciBa Poccuickon
Penepaumm ot 30 aerycta 2019 rona N 1118. - Cm. npeabIayLLYIO peaakLmio)

8_1. OmMuTeHTam cpencTte VlﬂeHTVIdI)I/IKaLLI/II/I OTKa3blBaeTCA B Bbiga4e KO4OB MapKMPOBKK NO crnenyrwmnm npu4nHam:

a) OTCYTCTBME B 3asdBKe Ha MOnyyYyeHne KOAOB MapKMpOBKW CBEeAEHMI, NPEeAyCMOTPEHHbIX OYHKTOM 7 HacTodALllero
NonoxeHus;

6) OoTCcyTCTBME cBedeHu o perncrtpauum aMmnuTeHTa cpeacte WJ,eHTVI(*)VIKaLIMVI B CMcteMe MOHUTOPUHra;

B) OTCYTCTBME Y ornepaTopa CUCTEMbl MOHUTOPUHIA CBeAEHUIA 06 YCTPOMCTBE perucTpaumm SMUccuMm, ¢ UCNomnb30BaHUEM
KOTOPOro HanpasrieHa 3asiBka Ha Mofy4YeHne KogoB MapKUPOBKY;

r) HaNU4Me paHee 3apernCTpMPOBaHHLIX B CUCTEME MOHUTOPWUHIa CBEAEHUI O koge naeHTudukauumn, npeactTaBneHHoOM B
COOTBETCTBUM C NOANYHKTOM "a" NyHKTa 7 HacTosulero MNonoxeHus;

(MoanyHKT B pepakumu, BBedeHHow B aencteume ¢ 31 mapta 2020 rog noctaHoBnenvem [paBuTenbcrBa Poccuiickom
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PeaKLIMIo)

) OTCyTCTBME B CUCTEME MOHMUTOPUHra CBeAEHWA O rmobanbHOM WAEHTUPUKALMOHHOM HOMeEpe TOProBOW eAMHULb,
npeacTaBreHHOM B COOTBETCTBUM C NOAMNYHKTOM "6" nyHKTa 7 HacTosulero MNonoxeHus.
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(MyHKT gononHUTenbHO BKMoYeH ¢ 17 ceHTAbps 2019 roga noctaHoBneHuem Mpasutensctea Poccuiickon ®enepaumm ot
30 aBrycra 2019 roga N 1118)

9. OnepaTop cMCTEMbI MOHUTOPUHrA obecnevmBaeT Nnony4YeHne aMMTEHTaMn CPeacTB MAEHTUDUKALNM KOAOB MapKMPOBKM
NoCpeACTBOM OCHALLEHMS SMATEHTOB CPEACTB MAEHTUDUKALNM YCTPONCTBAMM PeErMcTpaLmn aMmmnccum.

OcHalleHne SMUTEHTOB CpPEeACTB WMAEHTUMKALMM YCTPOMCTBAMU perncTpaumm 3sMuMccun, BKIoYasi obecneyeHune
yOaneHHoro [ocTyna K YCTPOWCTBY perncrpaumm 3SMUCCUM, pPasMELLEHHOMY B MHQPACTPYKType onepatopa CUCTEMbI
MOHWUTOPWHra, OCYLLECTBIISIETCSA ONepaTtopoM CUCTEMbI MOHMUTOPUHIra Ha 6e3Bo3Me3qHON OCHOBE. B Lensax Takoro ocHaleHus
3MUTEHT CpPeacTB MAEHTUMUKALMN 3aKNOYaeT ¢ onepaTtopomM CUCTEMbI MOHUTOPWHIa OOrOBOPbI, COAepXalue B TOM 4ucne
yCrnoBus NpefoCcTaBneHnst yCTPOMCTBA permcTpaumm SMnUCccun 1 ero pernameHTHoro obcnyxmeaHust Ha 6e3Bo3Me3JHOM OCHOBE
UM YCrOBUS OKa3aHWs YCrnyru no npegocTaBneHuio YCTPOMCTBA permcrpauun aM1Mccun, pasmMeLLeHHOro B MHGpacTpyKkType
onepatopa CUCTEMbl MOHUTOPWHIA, NyTeM NPefoCTaBMNeHNUs yoaneHHoro 4ocTyna Kk Hemy Ha 6e3Bo3mesgHol ocHoBe. PelueHne
0 BbIOOpe cnocoba ocHalleHUs NPUHUMAETCA 3MUTEHTOM CPeACTB uaeHTudmkaumm. Tunoeasi opma ykasaHHbIX JOTOBOPOB
yTBepxaaetcd MMHUCTEPCTBOM NPOMbILLFIEHHOCTM U Toprosnn Poccuiickon deaepauun.

OcHalleHne SMUTEHTOB CPEeACTB MAEHTUdUKAUMMK, HE NPU3HABaeMbIX HANoroBbIMK pe3ngeHTamu Poccuiickon degepauum
N HEe UMeLUX NPeacTaBUTENLCTB Ha TeppuTopumn Poccuiickon ®egepauun, yCTpOMCTBaMM permcTpaumm aMUccum, a takke
3aKr4YeHne LOrOBOPOB C OMEPATOPOM CUCTEMbI MOHWUTOPWHIrA, MPenyCMOTPEHHbIX ab3auem BTOPbIM HACTOSILLEro MyHKTa,
MOTYT OCYLLECTBNSATLCS Yepe3 YNOSIHOMOYEHHOIO NpeacTaBUTenNs.

(MyHKT B pemakuun, BBeaeHHOW B genctene ¢ 17 ceHTtabpst 2019 roga nocrtaHosneHuem [NpaBuTtensctBa Poccuickon
®denepaumm ot 30 aBrycta 2019 rona N 1118. - Cm. npeablayLLyo peaakumo)

9 1. OMUTEHT cpencTB naeHTUdMKauuM nocne nonyvyeHus Koga MapKUpoBKM obecneymBaer ero npeobpasoBaHue B
cpencTBo  uaeHtTudpmkaumm, HaHeceHwe cpefacTBa  uMaeHTUMKaUMM  Ha  BTOPUYHYHO  (NOTPEOUTENbCKY) YNakoBKY
nekapcTBeHHOro npenapata (a npuM ee OTCYTCTBUM - Ha MEpPBUYHYIO YMaKOBKY IEKapCTBEHHOro npenaparta) wnuv Ha
MaTepuanbHbI HOCUTENb (3TUKETKY) U NepeaaeT B CUCTEMY MOHUTOPMHIA CBEAEHUSA O HAHECEeHUN cpeacTea naeHTudrkauum B
cooTBeTcTBMM C ab3auem nepBbiM OyHKTa 35 vnu nyHkTomM 36 HacTosulero MonoxeHus He Mo3gHee HACTYMNEeHUs OQHOW u3
cnegywLmx aar:

BBOA B OOOpPOT NEeKkapCTBEHHOro mnpenapara, Ha YMakoBKY (3TWMKETKY) KOTOPOro HaHEeCEHO CPeacTBO uaeHTudmkaumu,
npeobpasoBaHHOE U3 COOTBETCTBYIOLLEIO KOAa MapKMpOBKU, MPU NPOU3BOACTBE NEKAPCTBEHHbLIX NPEenapaToB Ha TeppuUTopum
Poccuiickon depepaunm;

AOCTaBKa nekapCTtBeHHOro npemnapara B MeCcTto I'Ipl/l6bITVIF| Ha Tepputopumn Poccuinckon CDeﬂ,epaLLI/II/I 1 NOAa4n TaMOXXEeHHOMN
Oeknapauun Ha ToBapbl B npouenype BbiNyCcka AnA BHYTPEHHEro n0Tpe6neHv|9| MM nogavm TamOXEeHHOM Aeknapauun Ha
TOBapbl B npoueaype Bbinycka AnA BHYyTPEeHHEro n0Tpe6neH|/|;| NeKapCTBEHHOro npenapara, MapkMpoBaHHOIO Ha TaMOXXE€HHOM
cknage B cooTBeTcTBMM C ab3auem BTOPbIM NOYHKTa 4 Hactosulero [lonoxeHus, npu npon3BoAcTBe J1eKapCTBEHHbIX
npenapartoB BHE Tepputopumn Poccuiickon d)enepau,mm (38 NCKIo4YEeHNEeM JieKapCTBEHHbIX MpenapaTtoB, BBO3MMbIX W3
rocyaapcTtB - 4ieHoB EBpa3MVICKOI'O 9KOHOMMYECKOIro corosa);

BBo3 B Poccuiickyio ®defepaunio Ha (papMaueBTUYECKU Ckfafd NeKkapcTBEHHOro npenaparta npu Npov3BOACTBE
nekapcTBeHHbIX NpenapaToB BHe TeppuTopun Poccuiickoin ®efepaumnm - B OTHOLIEHUM JIeKapCTBEHHbIX NpenapaTos, BBO3UMbIX
13 rocyaapcTB - YneHoB EBpasmniickoro 3KOHOMUYECKOro CoHo3a.

Onnata ycnyrm no npegoCTaBnEHVMIO KOO4A MapKMpOBKM OMnepaTopy CUCTEMbl MOHUTOPUHIa, MpeaycMOTpeHHas
nocraHoBsneHveM [paButenbctBa Poccuickon Penepauium o1 8 mag 2019 r. N 577 "O6 yTBepxaeHun pasmepa nnatbl 3a
oKkasaHwe ycnyr no MNpeaoCTaBMEeHU0 KOAOB MAapRKMPOBKW, HEOOXoAMMbIX And ¢hopMUpOBaHUA CReAcTB uaeHTudmkaumm m
obecnevyeHnss MOHUTOPUHIA [ABWXKEHUSA TOBAPOB, Moanexauimnx obsasarensHo MapKUMpPOBKE cpencTtBaMu MAESHTUMKALUK, a
TaKke O Mopsaake ee B3MMaHug", NPON3BOAUTCA AMUTEHTOM CpeAcTB MaeHTUdUKaumm 4o Aatbl NONydYeHUs Koda MapKUpOBKM
unm B TedeHuve 180 kaneHgapHbiXx AHeEW C OaTbl NOMy4YeHUs Koda MapKMPOBKM, HO He Mno3gHee HaCcTynreHus O4HOW 13
cnegylowmx aar:

BBOA B 0OOOpPOT NEeKkapCTBEHHOro npenapaTa, Ha YMakoBKY (3TWMKETKY) KOTOPOro HaHEeCEHO CPeacTBO uAeHTudmkaumu,
npeobpasoBaHHOE U3 COOTBETCTBYIOLLEIO KoAa MapKMpOBKU, MPU NPOU3BOACTBE NIEKAPCTBEHHbLIX NPenapaToB Ha TeppuTopum
Poccuickon denepaumu;

[AocTaBKa J1eKapCTBEHHOro npenapara B MeCTo ﬂpM6bITVIﬂ Ha TeppuTopun Poccunckon <De,u.epau,mw 1 nogayn TaMoXXeHHOW
Aeknapauun Ha ToBapbl B npouenype BbiNycka AnA BHYTPEHHEro I'IOTpeﬁﬂeHl/lﬂ UM nogavnm TaMOXEHHOW Aeknapauun Ha
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TOBapbl B Npoleaype Bbinycka ANa BHYTPeHHero notpebneHns nekapcTBeHHOro npenapara, MapkupoBaHHOTO HA TAMOXEHHOM
Ccknage B COOTBETCTBMM C ab3auem BTOpbIM NOyHKTa 4 Hactosulero [lonoxeHus, Npyv NPOM3BOACTBE NEKapPCTBEHHbIX
npenapaToB BHe Tepputopum Poccuiickon ®depepaummn (3a WCKIIOYEHWEM NeKapCTBEHHbIX MpenaparoB, BBO3MMbIX W3
rocygapcTs - YneHoB EBpasmiickoro 3KOHOMMYECKOro cot3a);

BBO3 B Poccuiickyto Pepepaumto Ha GapmaueBTMYECKUA CKNnag JfIEKapCTBEHHOro mnpenapara npu npous3BoacTBe
nekapcTBeHHbIX NpenapaTtoB BHe TeppuTopumn Poccuiickon degepalmm - B OTHOLLEHMM NEKAapCTBEHHbBIX NpenapaToB, BBO3UMbIX
13 rocygapcTB - UneHoB EBpa3suninckoro 3kOHOMMYECKOro COo3a.

[Mpu aTom onepartop CUCTEMbI MOHUTOPWHIa PErMcTpupyeT (BHOCUT) B CUCTEME (CMCTEMY) MOHUTOPUHIA MHopMaLuo o
HaHeCeHUn CpeacTBa uaeHTudmrkaumm, ykasaHHyto 3MUTEHTOM CPEACTB MAEHTUdMKALUN B CBEAEHNSIX O HAHECEHUM CpeacTBa
ngeHTudrKauum, nocrne MnofyvyeHnss onnartbl YCryru no npefoCTaBMeHUI0 Koda MapKMpOBKM, MNpeobpasoBaHHOrO B
COOTBETCTBYIOLLEE CPEACTBO naeHTUUKaLmm.

PelieHune o Bbibope cnocoba onnatbl yCryrn no npedoCTaBNeHUo koga MapKUPOBKM MPUHMMAETCS SMUTEHTOM CpeacTB
maeHTndmkauun.

B cny4yae ecnn onnata Yycnyru no npenocrtaBneHnio Koda MapKMpPOBKUM OCYLLECTBNAETCA 3MUTEHTOM CpeacTB
M,Cl,eHTM(bVIKaLI,VIVI Ao npeacrtaeneHna MM B CUCTEMY MOHUTOPUHIa CBEOEHUA O HaHeceHuu cpencrtea Mﬂ,eHTM(*)VIKaUMVI,
npeo6pa303aHHoro M3 COOTBETCTBYHOLUEro Koga MapKUpOBKWU, TakaaA ycryra npu3Haetcs OKa3aHHOM onepatopomM CUCTEMbI
MOHUTOPWHIa B MOMEHT Nony4vyeHna sSMUTEHTOM CpPeacTB MﬂeHTVI(*)I/IKaLI,VIVI onna4vyeHHbIX KOgoB MapKUpPOBKHU.

B cnyyae ecnu onnata ycnyrm no npedoCTaBreHU0 Koga MapKMPOBKU OCYLLECTBISETCS 3MWUTEHTOM CpeacTs
naeHTUdMKaLMM nocrie npeacTaBneHss UM B CUCTEMY MOHUTOPMHrA CBEAEHWI O HaHeceHuM cpenctBa uaeHTUdUKaLuK,
npeobpa3oBaHHOIO M3 COOTBETCTBYIOLLErO KOAa MapKMpOBKW, Takas ycryra MpU3HAEeTCsl OKasaHHOW OonepaTtopoM CUCTEMb
MOHWUTOPVMHIA B MOMEHT perMcTpaummn (BHECEHUs!) onepaTopoM CUCTEMbl MOHWTOPWHIA B CUCTEME (CUCTEMY) MOHWUTOPUHIa
MHGOPMaUMK, codepXkKalleicsl B CBEOEHUSIX O HaHeceHuM CcpeacTBa uaeHTUdMKauun, npeobpas3oBaHHOTO U3
COOTBETCTBYHOLLETO KoAa MapKUpPOBKU.

B cnyuyae ecnu B cOOTBETCTBMM C NocTaHoBneHveM NpaButenbcrBa Poccuiickon Peanepatimm ot 8 mas 2019 . N 577 "O6
YTBERXAEHUM pa3Mepa Nnatbl 3@ okazaHue yCnyr No NReAOCTAaBMNEHNIO KOAOB MapKMPOBKN, HEOBXoauMbIX AN (hopMUpOBaHUA
CPencTB uaeHTUdMkauum 1 obecneyeHnss MOHWUTORPUHIa [BWKEHUS TOBAPOB, MoAnexallnx 00a3aTenbHoW MapKUpOoBKE
cpeacTBaMu naeHTUdhmkalmm, a Takke o nopaake ee B3aMMaHusa" ycnyra no npegocTaBneHntio Koga MapkUpoBKU HE NOANEXnUT
onnare, SMWUTEHT CPEACTB MAEHTUMMKALUM MNOCNe MornyyYeHus koda MapkUMpoBKM obecneymBaeT ero npeobpasoBaHune B
CpeacTBO  uaeHTUdukaumm, HaHeceHWe cpeactBa  WAEHTUUKAUMW  Ha  BTOPUYHYHKO  (NMOTPEOUTENbCKYH)  YNakoBKY
nekapcTBeHHoOro npenapata (a nNpuM ee OTCYTCTBMM - Ha NEPBUYHYI0 YMAKOBKY JEeKapCTBEHHOro npenapaTta) unu Ha
MaTepuanbHbld HOcUTEmMb (3TUKETKY) U B TedyeHne 180 kaneHOapHbIX OHEW nepefaeT B CUCTEMY MOHUTOpPUHra CBEAEHMS O
HaHeceHWW cpeacTBa MAeHTUMKaUUMKM B COOTBETCTBMM C ab3auem nepBbiM OyHKTa 35 unu nyHkTom 36 HacTosAulero
[MonoxeHud, HO He NO3gHee HACTYNMNeHNs OgHOW U3 cneayowmx Aar:

BBOA B 0OOPOT NekapCTBEHHOro npenapaTa, Ha YMNakoBKY (3TUKETKY) KOTOPOro HaHeCeHO CPeAcTBO uAeHTudmkaumu,
npeobpasoBaHHOE M3 COOTBETCTBYIOLLEIO KOAa MapKMpPOBKW, MPU NPOU3BOACTBE NEKapCTBEHHbLIX NpenapaToB Ha TeppuTopumn
Poccuinckon denepaumu;

[OCTaBKa flekapCTBEHHOIO npenapata B MecTo npubbiTusa Ha Tepputopun Poccunckon ®egepaumm n nogaym TamoXXeHHON
Jekrnapauum Ha ToBapbl B npoleaype BbiMycka ANnsi BHYTPEHHEro notpebneHus unv nogadv TamMOXEHHOW Aekrnapauuu Ha
TOBapbl B NpoLeaype Bbinycka AN BHYTPEHHEro notpebrneHns nekapCTBEHHOrO npenapara, MapkMpoBaHHOTO HA TAMOXEHHOM
ckrnage B COOTBETCTBUM C ab3auem BTOpbIM MOyHKTa 4 HacTosulero [lonoxeHws, Mpu MPOWM3BOACTBE IEKAPCTBEHHbIX
npenapaToB BHe Tepputopum Poccuiickon ®depepaummn (3a WCKIMIOYEHWEM IEKApCTBEHHbIX MpPenaparoB, BBO3MMbIX W3
rocynapcTB - YneHoB EBpa3sniickoro a3koHOMUYECKOro Coo3a);

BBO3 B Poccuiickylo Pegepaumio Ha apmaueBTUYECKUA CKnafa nekapCTBEHHOro npenapaTta npy Npou3BOACTBE
neKkapCTBEHHbIX NpenapaToB BHe Tepputopun Poccuiickon ®egepaumm - B OTHOLLEHUN NeKapCTBEHHbIX NpenapaToB, BBO3MMbIX
13 rocygapcTB - YUneHoB EBpa3sunitckoro 3kKOHOMMYECKOro coto3a.

(MyHKT pononHUTENbLHO BKNoYEH ¢ 17 ceHTsabpsa 2019 rona noctaHoBneHuem [lpasuTtenscTBa Poccuiickon PenepaLimm ot
30 asrycta 2019 roga N 1118; B pegakuun, BBegeHHon B aencteme ¢ 1 ceHTabpa 2023 roga noctaHoBneHuem [paBuTenscrea
Poccuickon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLyio peaakuunio)
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9_2. Koabl MapkupoBK/ aHHYIMPYIOTCS B Crieayowwmx cryyasx:

a) HapylleH yCcTaHOBMEHHbIV ab3auamu NaTbiM - BOCbMbIM NyHKTa 9 1 HacTosulero MonoxeHus Cpok onnaTbl yCnyr no
npesocTaBneHNo Koga MapKUpOBKY;

0) HapyleH yCTaHOBMNEHHbIN ab3auamu nepBbiM - YETBEPTbIM M (MNM) TpUHaZuaTbiM - LWecTHaguaTtbiM OyHkTa 9 1
HacTogduero MonoxeHnsa CPok Nepeaadn CBeAeHUn B CUCTEMY MOHUTOPUHIA O HAHECEHUM CPeacTB naeHTudnKauun.

(MyHkT 9 2 pononHWTenbHO BkMdeH ¢ 17 ceHTabpa 2019 roga noctaHoeneHnvem [paBuTtenbctBa Poccuiickomn
®denepaumm ot 30 aBrycta 2019 ropa N 1118; B pemakumn, BBeaeHHon B gencteue ¢ 31 uona 2020 roga nocraHOBNEHWEM
MpaButenbcrBa Poccuiickorn ®eanepamm ot 21 nona 2020 rona N 1079. - Cm. npeabiayLLyio penakLmio)

9_3. B pernctpaunm B CUCTEME MOHUTOPUHIa CBEAEHNN O HaHEeCeHun cpencTte I/I,Cl,eHTI/IqZ)I/IKaLI,VII/I OTKa3blBaeTcAa Mo
crneayrowmm npndnHam:

a) OTCYyTCTBME KOLOOB I/I,CleHTI/Id)I/IKaLI,I/II/I, YKa3aHHbIX B CBeAdeHUAX O HaHeCeHun cpencts I/I,D,eHTI/I(*)I/IKaLI,VII/I, B peecTtpe
cpencTe I/I,D,eHTI/I(*)VIKaLI,I/IM onepartopa CUCTEMbl MOHUTOPUHIA;

0) NnpencTaBneHne 3MUTEHTOM CPEACTB MAEHTUMUKALUN CBEAEHUA O HAHECEHUW CPEACTB MAEHTUMUKALMKN NO UCTEYEHUN
cpoka, yCTaHOBMEHHOro ab3auamu NepBbiM - YETBEPTbIM U (UNKN) TpUHaZUaTbIM - WecTHaduaTbiM NyHkTa 9 1 Hacrosuiero
[NonoxeHus:;

B) OTCYTCTBUE Yy onepartopa CUCTEMbl MOHUTOPUHIa cBegeHun 06 yCTpOVICTBe pernctpauum ammccum, ¢ ncnornb3osaHnem
KOTOpOro nepegaHbl cBeaeHNnA B CUCTEMY MOHUTOPUHIA;

r) OTCYTCTBME TMOATBEPXOEHUS oOnnaTbl KOOOB MAapPKMPOBKM, Mpeobpas3oBaHHLIX B CPeAcTBa WaeHTUdMKauun npu
MapKMPOBKE YMaKOBOK JIEKAPCTBEHHbIX MpenapaTtoB cpeacTBaMyn MAEHTUMUKALUMU, O HAHECEHUU KOTOPbIX SMUTEHT CPeacTB
naeHTudrKkauum nepegaeT B CUCTEMY MOHUTOPWMHIa CBEAEHUS O HAHeCEeHUWM cpeacTBa UAaeHTUdUKaLMKU, NPeayCMOTPEHHbIE
absauem nepBbiM NyHKTa 35 unu nyHkToM 36 HacTosulero MonoxeHus.

(MoanyHKT B pepakuun, BBeaeHHon B aencteue ¢ 1 ceHTsa0psa 2023 roga nocraHoeneHuem [paBuTtenbcTBa Poccuiickom
denepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLYyo peaakLu)

(MyHkT 9_3 pononHuTenbHo BkmodeH ¢ 17 ceHTAbpa 2019 roga noctaHoBnexuem [paButensciBa Poccuickon
®denepaumm ot 30 aBrycta 2019 roga N 1118; B pemakumn, BBeaeHHon B gencteue ¢ 31 uwona 2020 roga nocTaHOBNEHMEM
[pasutenscrtea Poccumnckon ®enepaumm ot 21 mnong 2020 roga N 1079. - CM. npeablayLLyio peaakLmio)

10. Koa naeHTMdMKauum TpeTUYHOM (TpaHCNOPTHON) YNaKOBKM NEKapCTBEHHOro npenapaTta hopMUpyeTcs Ha OCHOBaHMU
mexrocygapcteeHHoro ctaHgapta (FOCT ISO/IEC 15417-2013 "MHdhopMaLMOHHbIe TEXHONOMMN. TEXHONOrMM aBToOMaTUYECKO
vaeHTndmnkaumm n céopa AaHHbix. Cneundurkauma cMmMBONMKK WTPMxoBoro koaa Code 128"), KOTOPLIA YTBEPXKAEH NPUKa3oM
denepanbHOro areHTCTBa No TEXHUYECKOMY PEerysiMpoBaHuI0 U METPOSornm, cocTouT n3 18 LndpoBbIX CUMBOSIOB U COAEPXKUT
CneayroLLyHo CTPYKTYPY AaHHbIX:

(AB3aL B pegakumu, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocrtaHoenenuem [lpaButensctBa Poccuiickon
®denepaumm ot 20 mapta 2020 roga N 311; B pegakumm, BeBegeHHon B gencteue ¢ 31 uona 2020 roga nocTaHOBNEHWEM
MpasutenscTtea Poccuickon ®enepaumm ot 21 mnona 2020 roga N 1079. - CM. npeablayLLyio peaakLmio)

noeHtTndurkatop npumeHeHus (00);

CYMMBOJ paclUMPEHMs koaa MAeHTUUKALMN TPETUYHON (TPAHCMOPTHOW) YNaKkoBKU riekapCTBEHHOMO Npenapara;

(A63au B pepakumn, BBegeHHom B genctBue ¢ 31 mapta 2020 rog noctaHoBnenuem [paButenbctea Poccumnckon
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PenaKLmio)

pPErncTpaumoHHbIN HOMep cyObekTa obpalleHus NeKapCTBEHHbLIX CPEACTB, NOMNyYeHHbIN B MHEGOPMaLMOHHOM pecypce,
obecneymBaroLLEM YHET N XpaHEHNE JOCTOBEPHbIX JAHHbLIX O TOBapax Mo COOTBETCTBYIOLLEN TOBAPHOW HOMEHKATYpeE;

CEPUIHbIA HOMEP TPETUYHOWM (TPAHCMOPTHOW) YNaKOBKW NIEKApPCTBEHHOrO nNpenapara;

(AG3au B pegakumu, BBeOeHHOW B penctBue ¢ 17 ceHts6pa 2019 roga nocrtaHoeneHveM [NpaButenscrBa Poccumnckon
®denepaumm ot 30 asrycta 2019 roga N 1118; B pegakumn, BBegeHHon B genctemne ¢ 31 mapta 2020 rog NOCTaHOBNEHWEM
MpaButenscrBa Poccuickon ®enepaumm ot 20 mapta 2020 rona N 311. - Cm. OpeablayLLyo peaakLmio)

KOHTPOJ1IbHadA cyMmmMma (HI/ICJ'IO, BblHUcndgemoe no cneunanbHOMY anroputMmy M3 npegllecTByrolnX LI,VICbp n cnyxawlee anda
rapaHTum UernoCcTHOCTU ﬂ,aHHbIX).
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CefieHus1, BKITIOYEHHbIE B KO WAEHTUMMKaLMM TPETUYHON (TPAHCNOPTHOWM) YNaKOBKM NEKapCTBEHHOro npenaparta, MoryT
aybnupoBaTbCs B BUAE YMTAEMOrO NeYaTHoOro TekcTa.

(AB3aL B pepakumu, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocrtaHoenenuem [paButensctBa Poccuiickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLyo peaakLmio)

Kog noeHTudmkaummn TpeTU4HOM (TPaHCMOPTHOM) YNaKOBKM FIEKapCTBEHHOrO npenaparta reHepupyeTcs M HaHOCMTCSA Ha
TPETUYHYIO (TPaHCMOPTHYK) YMaKoBKY I€KApCTBEHHOrO npenapata 3MUTEHTaMuM KOAOB uAeHTudmKaumm TpeTU4Howm
(TpaHCMOpPTHON) YNakOBKM NEKapCTBEHHOIO Npenapara MeToAaMum nevyaTu Unm STUKETUPOBaHNS.

(AB3ay B pepakumu, BBegeHHom B pencteue ¢ 31 mapta 2020 rog noctaHosneHuewm [lpaButensctea Poccunckon
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. OpeabIayLLYI0 PenaKLmio)

IV. TIPABUINA CO30AHUA, BBOOA B SKCMNYATALUUIO, SKCMITYATALUUN N BbIBOOA U3 SKCMNYATALUN
CUCTEMbI MOHUTOPUHIA

11. CosgaHue, pa3BuTUE, BBOL B 3KCMryaTauuio, 3KCNnyatauus M BbiBO4 M3 3JKCNyaTauum CUCTEMbl MOHUTOPUHra
OCYLLECTBSAOTCA OnepaTtopoM CUCTEMbl MOHUTOPWHra No cornacosaHuWio ¢ MuHMcTepcTBOM 3gpaBooxpaHeHus Poccuiickon
denepauun n denepansHon criykbor No Haa30py B cepe 30paBOOXPaHEHMS B COOTBETCTBUM C TpeboBaHMAMU K NORPAAKY.
C030aHus, Pa3BUTKS, BBOJA B SKCMIyaTaLMI0, SKCNyaTaLuy 1 BbIBOAA U3 3KCMyaTaLMu rocyAapCTBEHHbIX MHAOPMALIMOHHbBIX
CUCTEM W [anbHEeNnWero XpaHeHus coaepxallenca B mx 06asax [AaHHbIX MHAOPMAaLMK, YTBEPXKAEHHbIMU MOCTAHOBMNEHUEM
MpaButenbcTBa Poccuinckon Peaepaumm ot 6 utona 2015 . N 676 "O TpeboBaHUAX K NOPSAKY _CO3AaHUsA, PasBUTUS, BBOOA B
aKcnnyarauuio, aKkcnnyarauuuM 1M BbiBOAA W3 SKCOMyaTauun rocyAapCTBEHHbIX WH(OPMALIMOHHBLIX CUCTEM WM AanbHenulero
XpaHeHua coaepxallierica B ux 6asax AaHHbIX MHGopMauuun”, n HacToAwmm MNonoxeHuem.

12. Co3gaHue, pasBuTME M IKCNyaTaumsi CUCTEMbl MOHUTOPUHIA OCYLLECTBSOTCS HA OCHOBE:

a) obecneyeHnst MOMHOTLI, JOCTOBEPHOCTWN, COXPAHHOCTU NPUHMMAEMOW U NepefaBaeMon C UCMONb30BaHUEM CUCTEMbI
MOHUTOPUHIa MHpopmaLmK, a Takke CBOEBPEMEHHOCTU ee NpeaoCTaBneHuns;

6) ©6e3BO3Me3OAHOCTU MPedoCTaBMeHNs MNpPOU3BOAUTENSIM NEeKapCTBEHHbIX CpeacTB  codepXkalencs B cucTeme
MOHUTOPUHIa MHMOPMaLUM O Cepusix M NapTUAX feKkapCTBEHHbIX MpenapaTtoB, NPOM3BOOUMbBIX VMU U HaxodaWwMxcs B
rpaxgaHckom obopote B Poccuiickon depepauuu;

B) e4MHCTBA opraHM3aLnoHHO-MeToANYECKOro obecneyeHns CUCTeMbl MOHUTOPUHTA;

r) obecneyeHnss UCMONbL30BaHUSA €OUHbIX PEeCcTpoB, KnaccudukatopoB U CNPaBOYHUKOB CUCTEMbI MOHWUTOPWHIA, B TOM
yncne obdAsaTenbHbIX AN NPUMEHEHUS B WMHMOPMAUMOHHBIX CUCTEMAXxX pUOUYECKMX Nl WM UHAMBUAYamnbHbIX
npeanpuHUMaTenen, ykasaHHbix B YacTsx 7 n 10 ctatbun 67 ®enepanbHoro 3akoHa "O6 obpallieHny NeKkapcTBEHHbIX CReacTB”;

4) obecneyeHns pernameHTMPOBAHHOIO AOCTYNa K CUCTEME MOHUTOPWHIA;

e) becnepeboiHOCTH PaboTbl CUCTEMbI MOHUTOPUHTA.

13. Cuctema MOHUTOpPUHra BBOAWUTCA B 3KCNnyatauuwo paboyen rpynnow, OPMUPYEMON OMNEpPaTopoM CUCTEMBI
MOHMWTOPUWHIa C y4acTueM npeacraBuTenen 3auHTepecoBaHHbIX heaeparnbHbIX OPraHOB NCMONMHUTENBHOW BNAacTu.

14. Cuctema MOHUTOpPUHra obecnevmBaert:

a) NPOBEpPKY AOCTOBEPHOCTU CPEACTB UAEHTUUKALNY;

6) NpoOCNEeXnBaemMoCTb ABWXEHUS NEKAPCTBEHHBLIX NPENapaToB OT NPOM3BOAUTENS NEKAPCTBEHHBLIX CPEeACTB 40 KOHEYHOrO
notpeburens;

B) OnokupoBaHWe NPUHATUS MHAOPMauunM, NPeACcTaBnsieMo B COOTBETCTBMM C HacToswmMm [lonoxeHWeM B cUCTEMY
MOHUTOpPUHTA.

15. Cnctema MOHUTOPUHIa COOQEPXUT criedyoLLyo MHpopmauumio:

a) ceBefeHus o cybbekTax obpalleHns NnekapCTBEHHbIX CPEACTB;

0) cBegeHMs 0 NekapCTBEHHbIX Npenapartax u 06 nx obopore.

16. OCHOBHbIMY UCTOYHMKaMKN MHADOPMaLIMK, CoaepXKaLLencs B CUCTEME MOHUTOPWHIA, ABMSIOTCA:

a) cybbekTbl 06palleHns NekapcTBEHHbIX CPeaCTB;

6) cegepanbHble OpraHbl UCMONHUTENBbHOW BMAcTU MNPU OCYLLECTBMEHWM UMM CBOMX (YHKLUUA C UCMONb3oBaHWEM
rocyaapCTBEHHbIX MHPOPMALIMOHHBIX CUCTEM.

17. KoadhduumeHT [OCTYNHOCTM CUCTEMbI MOHUTOPWUHra coctaBnaeT He MeHee 99,5 npoueHta 6e3 yyerta
3anfaHupoBaHHbIX NEPUOAOB 0BCYXMBaHUS.

TexHnyeckoe ob6CNyxXuMBaHMe CUCTEMbl MOHUTOPUHrA MPOBOAMTCA He Yauwe 4 pa3 B rog, nepuos TEeXHUYECKOro
obcnyxmMBaHus cocTtaBnsieT He bonee 24 4yacos.

V. NOPAAOK B3AUMOOENCTBUA CUCTEMbl MOHUTOPUHIA C UHBbIMU FOCYAAPCTBEHHbLIMU
MHPOPMALMOHHbLIMU CUCTEMAMUA N UHOOPMALIMOHHbIMUA CUCTEMAMU CYBBEKTOB OBPALLEHUA
NEKAPCTBEHHbLIX CPEOCTB

18. Cnctema MOHMTOPUHIa B3aUMOAENCTBYET CO CneayLnMy MHpOPMaLMOHHBIMU CUCTEMAMMU:
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a) peecTp NULEH3UIA Ha NPOM3BOACTBO JIeKapCTBEHHbIX CPEACTB;

(MognyHKT B pepakuun, BBeaeHHon B gencteue ¢ 1 ceHtabpsa 2023 roga noctaHoenennem [MNpaBuTtensctBa Poccuickon
denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLY0 peaaKumio)

6) eOouHbI peecTp NUUEH3UA, B TOM 4uCre NUUEH3WUW, BbiAaHHbIX OpraHamu rocygapCTBEHHOW BMacTu CyObekToB
Poccuiickon ®egepaumm B COOTBETCTBMU C NepeaHHbIM NMOMHOMOYMEM MO NULEH3MPOBAHMIO OTAENbHbIX BUAOB AESATENBHOCTU
B cdhepe OxpaHbl 340POBbLS;

B) eduHas rocygapcTBeHHasi UHPOPMaLMOHHas cuctema B cpepe 30paBoOXpaHeHus;

r) eOVHbIV ToCyAapCTBEHHbIA PEECTP PUANYECKUX NULL;

4) eOVHbIV TocyAapCTBEHHbI PEECTP UHAMBUAYANbHbLIX NPeAnpUHUMATENEN;

€) rocy4apCTBEHHbIN PEECTP aKKpeaUTOBaHHbIX (OUNNAaNoB, NpeacTaBUTENbCTB MHOCTPaHHbIX HOPUANYECKMX NUL;

) aBTOMaTn3MpoBaHHas nHdopMaLunoHHasa cuctema ®efepanbHol cnyxbbl No Haa3opy B chepe 30paBoOOXPaHEHMS;

3) EouHaga aBTomaTtuanpoBaHHas MHGOPMaLMOHHAas cMcTeMa TaMOXEHHbIX OpraHoB;

1) MHPOPMALIMOHHBIE CUCTEMBI CyObEKTOB OOpaLLieHNst NTeKapCTBEHHbIX CPeACTB;

K) MHGOPMAaUUNOHHbIE CUCTEMbI, BXOAsLWMEe B MHAPACTPYKTYpy, obecneumsatoLlyto MHEPOPMAaLMOHHO-TEXHOMOMMYECKoe
B3auMoZencTBre MHPOPMALMOHHBIX CUCTEM, UCMOMNb3YEMbIX Af1S NPeaoCTaBNeHUs rocyaapCTBEHHbIX U MYHULMNANbHbIX YCIyr
N UCMONHEHNS rocy4apCTBEHHbIX U MyHULMNANbHBIX PYHKUNUA B 3NEKTPOHHOW hopMe;

(MognyHKT gononHUTENbHO BKMAOYEH ¢ 1 ceHTsA0psa 2023 roga nocraHosneHveM lNpasutensctea Poccuiickon ®enepavimm
oT 24 mapta 2023 roaa N 468)

n) eguHas rocygapCTBEHHas aBTOMaTM3NMpoBaHHas MHGOPMaLMOHHas cuctema ydeta obbema nponssoacTea n obopota
3TWUMOBOrO CNMPTA, afikorofibHOM U CNUPTOCOAEPKALLEN MPOSYKLUN,

(MognyHKT [ONONHUTENBHO BKMOYEH € 1 ceHTs0psa 2023 roga nocraHoBneHveM lpaBuTtensctBa Poccuiickon ®enepaumm
ot 24 mapta 2023 rona N 468)

19. CseneHus, npencTaBnsieMble rOCYAAPCTBEHHbIMU  MHAOPMALMOHHBIMW  cUCTeMamMun  cpeaepanbHbiX  OpraHoB
WCMOIMHUTENBHOWM BNAacTu B CUCTEMY MOHWUTOPWHIA, a Takke CBeAeHUs, nepeaaBaemMble U3 CUCTEMbl MOHUTOPWHIA, NPUBELEHbI
B npunoxenuu N 1.

20. B pamkax WHGOPMALMOHHOIO B3aMMOOEWCTBUS CUCTEMA MOHUTOPMHIA OCYLUECTBNSET OOMEH cBedeHusIMU C
rocygapcrBeHHbIMU MHPOPMALMOHHBIMU CUCTEMaMWN 3aUHTEPECOBaHHbIX dyedeparnbHbIX OpraHoB UCMOMHUTENbHOM BRacTu U
UCMONMHUTENBHBLIX OpraHoB cyobekToB Poccuiickon ®depepaumu, B TOM uYuCNe MOCPEACTBOM  UHAPACTPYKTYpHI,
obecneuymBarLLlerl MHPOPMALMOHHO-TEXHOMOIMYECKOE B3aUMOAENCTBUE MH(OPMALMOHHBIX CUCTEM, WCMONb3yeMblX ANs
npenocTaBneHUs rocyaapCTBEHHbIX U MYHULMNAMbHBIX YCIYT U UCMOMHEHUS TOCYAAPCTBEHHBIX U MYHULMMANbHbLIX (OYHKUMIA B
3MNEeKTPOHHOMU dhopMe.

(AB3aL B pepakuumn, BBegeHHon B genctsme ¢ 27 saHBapsa 2024 roga noctaHoeneHvem [lpaBuTtenscrtBa Poccuiickon
®denepaumm ot 19 auBapa 2024 roaa N 25. - CM. npeablayLLyi0 peaakLmio)

Cuctema MOHUTOPUHIa NOAKMNIOYAETCH K €OMHON CuUcTeMe MEXBELOMCTBEHHOrO 3fEeKTPOHHOro B3aUMOOEWCTBUS B
COOTBETCTBUM C NnocTaHoBneHuem pasutensctea Poccunckon Peaepauun ot 8 ceHtabpa 2010 r. N 697 "O eanHon cucteme
MEXBEOOMCTBEHHOIO 3NEKTROHHOIO B3anumoaencTems” Ha 6e3Bo3mMe3qHON OCHOBE.

MHdopMaLuoHHoe B3auMOAENCTBME CUCTEMbI MOHUTOPUHIa C dedepanbHOW rocygapCTBEHHON WH(OPMaLUOHHON
cuctemon "EAMHBLIAG mopTan  rOCYAApPCTBEHHbIX WM MyHUUMNanbHbIX  ycnyr (pyHKkuMin)" (ganee - eguHbld  nopran
rocyapCTBEHHbIX M MyHUUMNanbHbIX YCNyr) B Lensx obecnedeHus npeaocTaBrneHWsi C ero UCMornb30oBaHMEM [OoCTyna K
WHOpMALIUM N3 CUCTEMbI MOHUTOPUHIa B COOTBETCTBUM C NYHKTOM 56_1 Hactosulero [MonoxeHusa OCyLECTBSETCH C
MCMONb30BaHUEM MPOrpaMMHbIX CPEACTB CUCTEMbI MOHUTOPUHTA.

(AB3ay gononHuTeneHo BkItoveH ¢ 20 ceHTsiopsa 2023 roga nocrtaHoBneHvem [NpaButensctea Poccunckon Penepatimum ot
16 ceHTa6psa 2023 roga N 1514)

21. BsanmogencTeme CUCTEMbl MOHUTOPUHIrA ¢ MHAOPMALMOHHBIMU CUCTEMaMM CyOBEKTOB OOpalLeHNsi NeKapCTBEHHbIX
CpeacTB OCyLecTBAsSeTCAa NocpeacTBOM  MHMOPMAUMOHHBLIX SNEKTPOHHbLIX CEePBMCOB C WUCNOMb30BaHMEM CTaHOapTHbIX
NPOTOKOSOB 1 MHTEPEENCOB 3NEKTPOHHOIO B3auMOLENCTBUS.

22. TexHudyeckne cTaHZapTel U TpebOBaHWS K TEXHOMOMMYECKOW COBMECTUMOCTM CUCTEMbI MOHWUTOPWMHIa C
WHOPMALIMOHHBIMU CUCTEMAMM, YKasaHHbIMU B NyHKTe 18 HacTosdlero [onoxeHns, ycTaHaBNMBaTCA onepaTtopoM CUCTEMBI
MOHWUTOpPMHIa B COOTBETCTBMM C TpeboBaHusMM 3akoHodaTenbcTBa Poccuiickon Pepepaumm B cdepe UMHEHOPMALMOHHBLIX
TEXHOMOMMMN NO cornacoBaHuio ¢ MUHUCTEPCTBOM LIMCOPOBOro pas3BuTMS, CBSA3M U MACCOBbLIX KOMMYHMKauui Poccuickon
degepauunu n onepaTtopoMm MHPOPMALMOHHON CUCTEMBI, C KOTOPOW OCYLLIECTBISAETCS B3aMMOAENCTBUE.

VI. N1OPAAOOK BHECEHUA UH®OPMALIUU O NEKAPCTBEHHbIX NMPEMAPATAX B CUCTEMY MOHUTOPUHIA
CYBbEKTAMU OBPALLUEHUA NEKAPCTBEHHbLIX CPEACTB U EE COCTAB
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23. BHeceHue uWHdoOpMaumm O NnekapcTBEHHbIX Mpenapatax B CUCTEMY MOHUTOPUHra MPOU3BOAUTCS CyObekTamu
ob6palleHns NekapCTBEHHbLIX CPEACTB MOCre NPOXOXAEHUS UMW perncTpauum B CUCTEME MOHUTOPUHIA U NPEAOCTaBEHNUS UM
nn4YHoro kabuHerta cybbekTa obpalleHnst NekapCTBEHHbIX CPeaCTB.

Pernctpaumnsi cy6bektoB oOpalleHNsi NeKapCTBEHHbIX CpeacTB B CUCTEME MOHUTOPWUHra W MpeaocTaBfieHWe FMYHOMo
KabuHeTa OCYLUECTBMSOTCS Ha OCHOBaHWM [OCTOBEPHbIX CBEAEHWA, MNPeACTaBfeHHbIX cybbekTamn obpalleHus
nekapcTBeHHbIX CPEACTB B CUCTEMY MOHUTOPMHIA B 3NEKTPOHHOM BuAe.

(AB3au B pepakuuu, BBeAeHHoW B Aencteue ¢ 1 ceHTabpst 2023 roga nocraHoenexviem [lpaButensctsa Poccunckon
Ddenepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLY0 peaakLuo)

24. [na ocylecTBneHUs perucrpauum B CUCTEME MOHUTOPUHra CyObeKTbl OOpalleHus NeKapCTBEHHbIX CpeacTB -
opraHusauumu, npusHaBaeMble HaroroBblMu pesugeHTamu Poccuiickon depepauumun, MHAMBUAyarnbHble npegnpuHuMarenu u
npeacTaBMTENbCTBA UHOCTPAHHBLIX OpraHusauui Ha Tepputopum Poccuiickor ®eaepauumun, SBASIOWUXCS AepXaTenaMmu unu
BnagenbLamMun perucTpaLMoHHOro yaoCTOBEPEHNS, BHOCAT B PErMcTpaLmoHHy0 dOpMy CUCTEMbI MOHUTOPUHIA, pasMeLLEeHHYo
Ha oduuMansHOM canTe oneparopa CUCTEMbl MOHUTOPWHIA B UH(POPMAaLMOHHO-TENEKOMMYHUKALMOHHOW ceTu "VIHTepHeT", B
3MNEKTPOHHOM BuAe cneaywlne CcBedeHus, noanucaHHble YCUNEHHOW KBanuUUUPOBAHHOW 3NEKTPOHHOW Noanucbto
pyKoBogMTENs opraHuM3auuun (npeacraBuMTeNnbCTBa MHOCTPaHHOW opraHusaumm Ha TeppuTtopun Poccuiickon ®egepaunn) nnu
MHOVBMAYaNbLHOro NpeanpuHUMaTens:

NMOEeHTUMMKALNOHHBIN HOMEP HanoronnaTenbLUMKa;

CBedeHNss O Hanuuum nmbo 06 OTCYTCTBMM NULUEH3UM Ha MNPOU3BOACTBO MEKAPCTBEHHbIX CPeacTB, NULEH3UW Ha
hapmaLeBTUYECKYI0 AeATenbHOCTb (BKMNoYasi ONTOBYIO M PO3HUYHYIO TOPrOBIO NeKapCTBEHHbIMU CpeacTBamm), NUMUEH3UN Ha
AesaTenbHOCTb Mo 0BopoTy HAapPKOTUYECKMX CPeACTB, MNCUXOTPOMHbIX BELECTB UM WX NPEKYPCOPOB, KYNbTUBUPOBAHWUIO
HapkocodepXaLUMX pacTeHUN N NULEH3MN Ha MEOULIMHCKYI0 OeATENbHOCTb;

(AB3aL B pegakumu, BBegeHHon B genctBue ¢ 31 mapta 2020 rog nocrtaHoenenuem [paButenbctBa Poccuiickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeablayLLyo peaakLmio)

damunms, nmsl, 0T4ECTBO (MPK HANU4YMK) N TeNedOH KOHTAKTHOTO NMLA;

afpec dMNeKTPOHHOM NOYThI.

Ab63ay, ytpatun cuny ¢ 1 ceHtabpst 2023 roga - nocrtaHoenexvie [NpaButensctea Poccuiickon ®enepatmm oT 24 mapTta
2023 roga N 468. - Cm. npeablayLLyo penakLuto.

Pernctpauus B cucteme MOHUTOpPUHra CyObekToB ObpalleHnsi nekapCTBEHHbIX CPeaCTB - OpraHM3auui, NpusHaBaembiX
HanorosbiMn pesngeHTamu Poccuiickon ®egepaunn, U WHAMBUAYamNbHLIX NpeanpuHMMaTenen, UMeLWnX NULEH3NU Ha
NPON3BOACTBO MNEeKapCTBEHHbLIX CPEeACTB, NULEH3UN Ha hapMaLeBTUYECKY0 AeATENbHOCTb (BKM4as ONTOBYO U PO3HUYHYIO
TOProBIO NEKapCTBEHHbIMW CPeACTBaMM), NMULEH3NM Ha AESATENbHOCTb MO 06OPOTY HAPKOTUYECKMX CPeacTB, MCUXOTPOMHbIX
BELLECTB U UX MPEKYPCOPOB, KYNLTUBUPOBAHWIO HapKOcoAepXallnx pacTeHUN U NULEH3UU Ha MEeOMLMHCKYIO AeATEeNbHOCTb,
MOXeT OCYLLEeCTBNATLCA C MCNOMb3oBaHMEM deaepanbHon rocyaapcTBEHHON MHOpMaUMoHHOW cucTeMbl "EauHas cuctema
noeHTudvkaumm 1M ayteHTudMKauMm B MHGPACTPyKType, obecneumBatowen  MHPOOPMALMOHHO-TEXHONOMMYeckoe
B3auMoaencTere MHPOPMaLMOHHBIX CUCTEM, UCNOMb3YEMbIX ANS NPefoCTaBneHns rocygapCTBEHHbIX U MyHULMNANbHbIX YCryr
B 9NEKTPOHHON chopme”.

(A63aL, gononHuTenbHo BktodeH ¢ 31 mnona 2020 roga noctaHoenennem Mpasutenscrea Poccuickon Penepauum ot 21
uions 2020 rona N 1079)

25. [na ocywecTBneHus perucrpauum B CUCTEME MOHUTOPUHra CyObekTbl obpalleHWs neKapCTBEHHbIX CpeacTB -
WHOCTpPaHHbIE OpraHM3auun, SBMSLMECH OepXaTensaMu WnuM  BnagenbuaMmyv  perucTpaumMoHHOro  yOOCTOBEPEHUs, He
npu3HaBaemble HanoroBbiMn pe3ngeHTammn Poccunckon Pepepauun, BHOCAT B PErmcTpaumoHHyto  opMy CUCTEMbI
MOHWUTOPWHIa, pasMeLLleHHyl0 Ha oduuManbHOM CcalTe onepartopa CUCTEMbl MOHWUTOPMHIa B  MHOPMaLMOHHO-
TenekoMMyHUKaLMOHHOW ceTn "MIHTepHeT", B aNeKTPOHHOM BUAe cneayloline cBegeHns:

(AB3ay B pepakumu, BBeAeHHOW B AenictBue ¢ 1 ceHTsi6pa 2023 roga noctaHoBrnenveM [NpaBuTenbcrBa Poccuiickom
Ddenepaumu ot 24 mapta 2023 roga N 468. - Cm. npeabiayLLYyo peaakLu)

HavMeHOBaHWe AepXaTenst Unu Bragenbla PervcTpauMoHHOIrO yAOCTOBEPEHUS B COOTBETCTBUM C [OCYA3PCTBEHHLIM
PEECTRPOM NTIeKAPCTBEHHbIX CPEACTB;

(AB3au B pepmakuuu, BBeaeHHon B pencteuve ¢ 1 anpens 2024 roga noctaHoenenuem [paButenbcrBa Poccuickon
®denepaumm ot 29 Hoabpa 2023 roaa N 2027. - CM. OpeabiayLLyo penakLmo)

Kop, HanoronnaTenbLuKa B CTpaHe perncrpauuu;

KOA CTpaHbl perncrTpaumm;

damunms, nms, 0T4ECTBO (MPK HANU4YMK) N TenedoH KOHTAKTHOrO NMLUa;

afpec ANEKTPOHHOW MOYTHI.
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A63au ytpatun cuny ¢ 1 ceHTsabpsa 2023 roga - noctaHosnenue lNpaBuTtensctBa Poccuiickon deaepaumm ot 24 mapTta
2023 ropa N 468. - Cm. npeablayLLyo penakLuto.

26. ObpaboTka 1 npoBepka cBeAeHWI, NPEACTaBNSAEMbIX B CUCTEMY MOHUTOPWUHIa ANs1 perncTpaunm, a Takke permcrpaums
(oTka3z B perucrtpaumm) cybbekta obpalleHUs neKapCTBEHHbIX CPeacTB B CUCTEME MOHWUTOPUHIA MPOM3BOAMTCS B
aBTOMAaTM4YECKOM pexuMme, B TOM 4YuCrie MOCPEeACTBOM B3aMMOAENCTBUSI C MHBIMU rOCYOAPCTBEHHLIMU MHOPMAaLMOHHBLIMU
cMcTEMaMK C UCMONb30OBaHNEM E€LOMHON CUCTEMbI MEXBEAOMCTBEHHOMO 3M1EKTPOHHOMO B3aUMOZEWCTBUS (32 WCKIMOHYEHUEM
cybbekToB 06paLleHns nekapCTBEHHbIX CPEACTB, yKa3aHHbIX B ab3alax TpeTbeM - NATOM HaCTOSALLEro NyHKTa).

depnepanbHas cnyxba no Hagsopy B cdepe 34paBOOXpPaHEHUs! MOCPEeACTBOM DyHKUMOHANa CUCTEMbl MOHWUTOPUWHra
paccmaTpuBaeT CBefEHWs, NpeacTaBnseMble B CUCTEMY MOHUTOPWHIa Ans peructpauuu, a Takke NpUHUMaeT pelleHue o
peructpaumm (06 oTkase B permcrpauum) cregyolmx cy6bekToB obpalleHunst ekapcTBeHHbIX CPeacTB:

opraHusauuu, npu3HaBaemble  HanoroBbiMuM  pe3uaeHTamu  Poccuickorn  ®epepaumn, UM MHOMBUAYanbHbIE
npegnpvHUMareny, He MMeKLINe NMUUEH3UU Ha NPOM3BOACTBO NEKAPCTBEHHBIX CPEACTB, NULEH3UM Ha hapMaueBTUYECKYHO
OeATenbHOCTb (BKIHOYas OMNTOBYKD M PO3HUYHYHO TOPrOBIIO FIEKAPCTBEHHBLIMW CPEACTBaMM), NULEH3MM Ha AeATEeNbHOCTb MO
060pOTY HAPKOTUYECKMX CPEACTB, MCUXOTPOMHBLIX BELLECTB M MX MPEKYPCOPOB, KYNbTUBUPOBAHUIO HAapKOCOAEPXKALLMX
pacTeHU, NULEH3MN Ha MeOULUMHCKYK OesATEeNbHOCTb U SIBMSIOWMECs AepXaTensmn unv ernagenbuamy pernctpalMoHHOro
YOOCTOBEPEHUS NEKAPCTBEHHOIO npenapaTta, MNPOM3BOACTBO KOTOPOro OCYLUECTBISIETCA 3a npegenaMmu  Tepputopum
Poccuickon denepaumu;

npencrtaBmnTenbCTBa UMHOCTPAHHBLIX opraHmaauMVl Ha Tepputopumn Poccuinckon CDe,qepau,vu/l, ABNAKLNXCA OepXaTendaMu
nnu eBnagernbuamMmyn permcTpaymMoHHOro ygoCctoBepeHmna nekapCTtBeHHOro npenapara, npoun3BoACTBO KOTOPOro OCyLWleCTBIIAETCA
3a npegenamu tepputopun Poccuiickon (De,u,epau,mm, HEe unMmerume nMnueH3nnm Ha npoun3BoacTBO J1I€eKapCTBEHHbIX CpeacTs,
NNUeH3nn Ha CbapMaLleBTl/l‘-leCKle AeAaATernbHOCTb (BKJ'IIO'«-Iaﬂ OnTOBYH U PO3HUYHYIKO TOProBJHO JNIEKapCTBEHHLIMU Cpe,D,CTBaMI/I),
NMUEeH3nn Ha [gedatenbHOCTb Mo O60pOTy HapKOTUYEeCKMX CpenctTs, MNCUXOTPOMHbIX BewecTB U  KUX MNPEeKypcopos,
KynbTMBMPOBaAHUIO HapKocoaepKalnx paCTeHVIVI, NMUeH3nn Ha MeanumnHCKY0 O0eATENbHOCTDb,

MHOCTpaHHble OpraHusauun, SIBRSIOWIMECH [OepxaTensaMu WNv  Bragenblamyv  PerncTpauMoHHOro  yOOCTOBEPEHMS
nekapcTBEeHHOro npenapara, NPOU3BOACTBO KOTOPOro OCYLLECTBASAETCS 3a npegenamu Tepputopun Poccuiickoin deagepaumm,
He Npu3HaBaemble HanoroBbiMK pesuaeHTamm Poccuiickon degepaumm.

Pernctpauma (oTkas B perncrpaumm) cyObekToB OOpalleHMsi NEKapCTBEHHbIX CPeacTB B CUCTEME MOHUTOPMHIra
OCYLLECTBINSIETCS1 B TedeHMe 5 pabouymx OHen ¢ aaTtbl NpeactaBneHus cybbekTamm obpalleHus nekapCTBEHHbIX CPeacTB
CBEOEHWUN B CUCTEMY MOHUTOPUHrA.

(MyHkT B pepakuun, BBeAeHHOW B genctBue ¢ 1 ceHTabpsa 2023 roga nocraHoeneHvem [lpaButensctea Poccunckon
Ddenepaumu ot 24 mapta 2023 roga N 468. - Cm. npeabiayLLYyo peaakLu)

27. OcHoBaHUSMN ONst OTKasa B pernctpadmmn Cy6'beKTOB o6pa|.|.|,eHV|;| NNIeKapCTBEeHHbIX CcpeacTB B cMCTeMe MOHUTOPUHIra
ABNAKTCA:

a) B OTHOLUEHUWN MPOU3BOAUTENEN NEKAPCTBEHHbIX CPEACTB Ha Tepputopun Poccuickon denepanmm, ocyLecTBASHOLWMX
NPOM3BOACTBEHHY CcTaaumio acoBkM (YyNakoBKW) NEKAPCTBEHHbLIX MpenapatoB M MapKUPOBKWM YMAKOBOK JEKAPCTBEHHbLIX
npenapaToB CPeACTBaMU MAEHTUUKALNN:

(AB3aL B pepakumn, BBegeHHon B gencteue ¢ 1 anpena 2024 roga noctaHosnenwvem [lpaBuTenbctBa Poccuiickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. OpeabiayLLyo peaakLmio)

HeCOOTBETCTBME AaHHbIX BnagenbLua KBanunumpoBaHHOro ceptudmkara knioya npoBepky anekTPoOHHOW noanvcu (ganee
- KBanuuLUMpoBaHHbIA cepTuduKaT) AaHHbIM PYKOBOAUTENS OpraHusauum, OTCYTCTBME CBeAeHUN O KBanuduuMpoBaHHOM
cepTudukarte, BblAaHHOM pPYKOBOAUTEMKD OpraHu3auuu, a Takke HeOeNnCTBUTENbHOCTb YCUITIEHHOM KBannuumnmpoBaHHOM
3NEKTPOHHOW Noanucu;

OTCYTCTBUE CBEAEHUN B €4MHOM roCy4apCTBEHHOM PEECTpE PUONYECKMX NNLL;
OTCYTCTBUE CBEAEHMI O AENCTBYIOLLEN NULIEH3UN B peecTpe NMLEH3MI Ha NPOM3BOACTBO fIEKAPCTBEHHbIX CPEACTB;
6) B OTHOWEHUN AepxaTeneri unu BnafenbLeB PerncTpaumoHHOrO yAOCTOBEpPEHMsT (B Cryyae Korga reKkapCTBEHHbIN

npenapaTt npousBoauMTca 3a npegenamu Poccuiickon ®eaepaumn), SBMASIIOWMXCS OpraHusauusMy, npusHaBaembiMy
HanoroBbIMU pe3ngeHTamu Poccuiickon ®egepaumm unv nHAMBUAyanbHbIMU NPeanpUHUMaTENaIMU U He UMELWUMM NNLLEH3UN
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Ha NMPOM3BOACTBO NEKAPCTBEHHBIX CPEACTB, NINLEH3MN Ha hapMaLEBTUYECKYIO AEATENBHOCTb (BKHOYAs OMTOBY U PO3HUYHYIO
TOProBIO NEKAPCTBEHHLIMU CPEACTBAMM), NMIULIEH3UN HA OeSATENbHOCTb MO 060POTY HAPKOTUYECKMX CPEACTB, MCUMXOTPOMHBIX
BELLECTB U UX NPEKYPCOPOB, KYNBTUBMPOBAHUIO HAapKOCOAEPXKALLMX PACTEHUIA U NTULIEH3NM HA MEAMLMHCKYHO AeSTeNIbHOCTb:

HECOOTBETCTBME [aHHbIX Briagenbua KBanmuUMpOBaHHOIO cepTudMKata LaHHbIM PYKOBOAWUTENS OpraHusaumm wnm
MHOVBMAOYaNbHOro NpeanpMHUMaTensi, OTCYTCTBUE CBEAEHUI O KBanMUUMpoOBaHHOM cepTudmkaTe, Bbl4aHHOM PYKOBOAUTENIO
opraHuMsaumMmM unuM UHOVBMAOYyanbHOMY MNPEAnpPUHUMATENIO, a TakKe HeOenCTBUTENbHOCTb YCUITEHHOW KBanuduuMpoBaHHOMN
3NEKTPOHHON NOANUCH;

OTCYTCTBME CBEOEHWUI B €QUHOM roCy4apCTBEHHOM PEECTPe HpUOUYECKUX N UM edVMHOM roCydapCTBEHHOM peecTpe
VHOUBMAYaNbHLIX NpeanpuHuMaTenei;

oTCcyTCTBME cBegeHun o Cy6'beKTe o6pau.|,eH|/|9| JIeKapCTBEeHHbIX CpencTtB, yKa3daHHOM B Ka4decCTBe JepxXxartenda wunm
Bnagenbua permctpaunmoHHOro yooctoBepeHnaA B rocynapCTBEHHOM peecTpe JIEKapCTBEHHbIX CRPENCTB;

B) B OTHOLUEHWM MHOCTPaHHbLIX OpraHu3auuii, aepxaTenen Wnu BragenbLeB PerMcTpauuoHHOrO YAOCTOBEPEHUS, He
npu3HaBaeMbIX HaroroBblMu peanaeHTamn Poccuiickon depepaumun, - OTCYTCTBUE cBedeHWid O cybbekTe obGpalleHus
neKapCTBEHHbIX CpefCTB, yKasaHHOM B KayecTBe fepxaTens Wunu Bnagenblia perucTpauvoHHOro YAOCTOBEPEHUs, B
rOCy1aPCTBEHHOM PEECTPE NEKAPCTBEHHbIX CPE/CTB;

r) B OTHOLUEHUM NPEACTABUTENbCTB MHOCTPaHHbLIX OpraHusaumini Ha Tepputopun Poccuiickoin ®dedepaumnu, ABNAOWMXCS
AepkatensMu unu Brnagenblamy PermcTpaumMoHHOrO Ya0CTOBEPEHUS:

HeCOOTBETCTBME [aHHbIX BNajenbla KBanupuumpoBaHHOro ceptnudukara gaHHbIM PyKOBOAUTENS NpeacTaBMTenbCTBa, a
Takke OTCYTCTBME CBeAEeHUIN O KBanudumuupoBaHHOM cepTudmkaTe, BblAaHHOM PYKOBOAUTENIO NpeacTaBUTENbCTBA, a Takke
HEeOENCTBUTENBbHOCTb YCUITEHHON KBANUMULMPOBAHHOW 3M1EKTPOHHOW NOANUCH;

OTCYTCTBME CBEAEHWIA B FOCYOApCTBEHHOM peEecTpe akKpeauTOBaHHbIX unvanos, NpeacTaBUTENBCTB MHOCTPAHHbLIX
HOPUANYECKUX NNLL;

oTCcyTCTBME cBegeHun ob I/IHOCTpaHHOI7I opraHunsauum, yKaSaHHOVI B KadecCctTBe [epxartenda wnin Blagenbua
perncTpayMoHHOro ygoctoBepeHus, B rocynapCTBeHHOM peecCTpe NEKAPCTBEHHbIX CPENCTB,;

[) B OTHOLUEHUWM OpraHu3aLuii ONTOBOW TOPrOBMWM NEKapCTBEHHbIMW CPeacTBaMU (B TOM 4YMCIe OCYLLECTBSIOWMUMM
(hYHKLMM MO ayTCOPCUHIY), OpraHn3aumii po3HUYHON TOProBNM NeKkapCTBEHHLIMU NpenapaTaMy, MeaNLMHCKUX opraHusaumnii u
WHAUBMAYaANbHbIX NpeanpuHuMaTenei:

HEeCOOTBETCTBME [OaHHbIX Bnagenbua KBaJ'IM(*)VILI,VIpOBaHHOFO CepTI/I(*)I/IKaTa OaHHbIM  pyKoBOOUTENA OpraHM3auun,
OTCyTCTBME cBedeHun o KBaJ'IM(bMLJ,MpOBaHHOM CepTVI(*)I/IKaTe, BblAaHHOM pyKOBOAUTENO opraHn3auun nnm nHansngyanbHOMY
npeanpuHnmMartenio, a Takxe HeOenCcTBUTENBHOCTb yCVIﬂeHHOVI KBaJ'IMCbMLJ,MpOBaHHOVI SHeKTDOHHOﬁ noanuncu;

OTCYTCTBME CBEOEHWA B €OMHOM rOCY#apCTBEHHOM PEECTpe pUAMYECKUX WL, €QMHOM TOCyAapCTBEHHOM peecTpe
VHOVBMAYANbHbIX MNpeanpuHuMaTteneil UnM rocyfapCTBEHHOM peecTpe akKpeaWTOBaHHbIX unvanos, NpeacTaBUTENbCTB
WMHOCTPaHHbIX OPUANYECKUX NULL;

OTCYTCTBUE CBEOEHUN O OEWCTBYIOLLEN NUUEH3UN B €OMHOM peecTpe NULEH3UA, B TOM YUChe NULEH3UNW, BblAaHHbIX
opraHamu rocygapcTBeHHON BriacTn cybowektoB Poccuiickon ®enepaunmy B COOTBETCTBUM C MepedaHHbIM MOMHOMOYMEM MO
NNLEH3MPOBaHUIO OTAENbHbIX BUAOB AEATENBHOCTH.

(MyHkT B pepakuun, BBeAeHHOW B genictBue ¢ 1 ceHTabpsa 2023 roga nocraHoeneHvem [lpaButensctea Poccunckon
Ddenepaumu ot 24 mapta 2023 roga N 468. - Cm. npeabiayLLYo peaakLu)

28. o pesynbratam peructpauun cyGbekta obpallleHns NeKapCTBEeHHbIX CPEACTB B CUCTEME MOHWUTOPUHra U
npenocTaBrneHnun eMy NMYHOMO KabuHeTa Ha agpec SMEKTPOHHOW MOYThl, YKasaHHbIA Mpy nodadve CBEAeHWI, ornepaTtopoMm
CMCTEMbl MOHWUTOPMHrA C WCMOMb30BaHMEM (YHKLUMOHANa CUCTEMbl MOHWUTOPWHra OTMPAaBMSETCA COOTBETCTBYHOLIEE
yBefomMneHve. Mpyu 3ToM NOBTOPHOE WUCMOMb30BaHWe OHOMO U TOTO e afpeca SNeKTPOHHOM NoYTbl AN PerncTpaumm NMuHbIX
KabVHETOB pa3nunyHbIX CyGLEKTOB 00paLLEHNS NEKAPCTBEHHbIX NMPenapaToB He JoMycKaeTcs.

29. Cy6bekT obpalleHusi NieKapCTBEHHbIX CPeACTB, NOSyYMBLLNIA YBEAOMIEHNe O PErMcTpaunmM B CUCTEME MOHWUTOPMHIA,
npy akTMBaUMM (YHKUMIA NUYHOTO KabuHeTa BHOCWUT B CUCTEMY MOHMTOPWHra nepeyeHb aApecoB MECT OCYLLECTBIEHUS
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AesTenbHOCTU NyTeM Bbibopa Takoro agpeca U3 agpecoB, YKa3aHHbIX B JIMLIEH3NUSIX HA MPOU3BOACTBO JIeKapCTBEHHbLIX CPEACTB,
NLEH3MAX Ha hapMaLeBTUYECKYI0 AESTENBHOCTb (BKIOYas ONTOBYH M PO3HUYHYIO TOPrOBIO fIEKapCTBEHHLIMW CPEACTBaMN),
NUUEH3NAX Ha [esiTenbHoCTb Mo 06OpOTY HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX BELECTB U MX MNPEKYPCOPOB,
KyNbTUBMPOBAHNIO HapKocoaepXalux pacTeHUn M NULEH3NAX Ha MeQUUMHCKY OesTenbHOCTb, a Takke nepeyveHb agpecos
(hapMaLeBTUYECKNX CKNaaoB (NMPW HanMuYnM yKasaHHbIX NULEH3NN).

(AB3aL B pepakumu, BBedeHHon B genctBue ¢ 31 mapta 2020 rog nocrtaHoenenuem [paButensbctBa Poccuiickon
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PenaKLmio)

CybbekT obpalleHuss nekapCTBEHHbIX CpeAcTB - AepXaTefnb Wnu Bnagerey perucTpauvMoHHOro yOOCTOBEpeHUs
npou3BegeHHOro BHe TeppuTopumn Poccuiickon denepauummn nekapCTBEHHOrO npenaparta v (Mnuv) ero npeacTaBUTENbCTBO Ha
Tepputopumn Poccuiickon ®efepaumm, nonyymslLMe yBe4OMIEHWE O perncTpaumm B CUCTEME MOHUTOPUHIA, BHOCAT B CUCTEMY
MOHUTOPUHIra WMHOpPMaLMIO O MPOU3BOACTBEHHbLIX MMOLWAAKaX, OCYLIECTBSIOWMX MPOU3BOACTBEHHYIO CTaauio ¢acoBKu
(ynakoBKM) NekapcTBEHHbIX NPENapaToB U MApPKMPOBKM YNaKOBOK NEeKapCTBEHHbIX MpenapaTtoB cpeacTBaMu naeHTudmkauum, a
Takke NPOU3BOACTBEHHYIO CTaaMIO BbIMyCKaloLLEro KOHTPONS KadecTaa.

(AB3au B pepakuun, BBeaeHHon B pencteume ¢ 1 anpens 2024 roga noctaHoeneHuem [paBuTenbcrBa Poccuickon
®denepaumm ot 29 HoAbpa 2023 roaa N 2027. - CM. OpeabiayLLyo peaakLmo)

30. NMepenaya ceegeHun cybbektamm obpallleHNsa NeKkapcTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIA OCYLLECTBASETCA Ha
OCHOBe pa3paboTaHHbIX MHAOPMALIMOHHBIX 3NIEKTPOHHLIX CEPBUCOB OMEPATOPOM CUCTEMbI MOHUTOPUHIA C UCMNOfb30BaHMEM
CTaHA4apTHbIX MPOTOKOSOB U MHTEP(ENCOB SMNEKTPOHHOIO B3aMMOLENCTBUSA.

ABTOpU3aLmMsa cybbekToB 0bpaLleHns nekapcTBEHHbIX CPeacTB - OpraHn3aLmin, NnpM3HaBaeMblX HaNoroBbIM1 pesmgeHTamu
Poccuickon ®epepauun, u WMHAMBMAYamNbHbIX MpeanpuHUMaTenen B CUCTEME MOHUTOPMHIa MOXET OCYLLIEeCTBRAATHLCA
NOCPeACTBOM  UCNOMb30BaHUs  pedeparibHONW  rocygapCTBEHHOM  MHApOpMauMOHHOW  cucteMbl  "EgvHas  cucTtema
noeHTudpmkaumm 1M ayteHTudmkaumm B MHdpacTpykType, obecneuymBarowen  UMHGpOPMALMOHHO-TEXHONOIMYECKkoe
B3auMOJeNCcTBrE MH(POPMALMOHHBIX CUCTEM, UCNOMb3YEMbIX AF1S NPeaoCTaBneHns rocygapCTBEHHbIX U MyHULMNANbHbIX YCIyr
B 9NeKTPOHHOM chopme”.

(AB3au gononHuTensHo BkmodeH ¢ 31 mnonga 2020 roga noctaHoBnenvneM lNpaBuTtenbcTBa Poccunckon Penepauimm ot 21
wtona 2020 roaa N 1079)

ABTOpU3aLMsa CyObeKTOB 0bpaLleHns NekapCTBEHHbIX CPeACTB - OpraHu3aLmin, NpM3HaBaeMbiX HANoroBeIM1 pesmgeHTamm
Poccuinckon ®depepaumu, uvHAMBMAOYanNbHbIX MpegnpuHuMarenen W nNpeacTaBUTENbCTB MHOCTPaHHbIX OpraHu3auuin  Ha
Tepputopumn Poccunckon depepauunun, SBRAOLWMXCA AepxaTensaMy unv eBnagenbuamMmu perncTpaumvoHHOro yaoCTOBEPEHUS, B
cucTemMe MOHUTOPUHIa OCYLLECTBISETCS NOCPeACTBOM MCMOMNb30BaHUSA KBannguumMpoBaHHOro ceptudukara.

ABTOpU3aLMsa cyObLEKTOB 0BpalLeHUs NeKapCTBEHHbBIX CPEACTB - MHOCTPAHHbIX OpraHn3auui, SIBNSLWNXCA AepXaTensmu
UnuM Briagenbuamm  permcTpaumoHHOro YAOCTOBEPEHMS, He MpuU3HaBaeMblX HanoroBbIMU pe3ngeHTamun Poccumnckon
degepauuu, B CUCTEME MOHUTOPUHIA OCYLLLECTBIISIETCS NOCPEACTBOM UCMONb30BaHUSA MPOCTON 3NEKTPOHHON NOAMMUCH.

(AB3aL B pemakuun, BBegeHHoW B gencteue ¢ 1 ceHtabpsa 2023 roga noctaHoeneHveM [paButensctBa Poccuiickon
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLY0 peaakLuuio)

31. CBefeHusi, nepegaBaeMble B CUCTEMY MOHUTOPUHra, HOPMUPYIOTCS U NPeacTaBnsloTcAa B POPME 3MNEKTPOHHbIX
OOKYMEHTOB, MNOANUCAHHbLIX YCUMEHHOW KBanuUUMPOBAHHOW ONEKTPOHHOW MNOAMNUCBLID, 3a WCKMKYEeHWEM Ccryyaes,
npeagycMoTpeHHbIX ab3aLaMm BTOPbIM - LLECTbIM HacTOSALEro NyHKTa.

He nognuceiBaloTCa yCUneHHoOM KBanmuumnmpoBaHHOM 3N1EKTPOHHON NOANUCKI:

CBEdEeHUss O pO3HWYHOM TOProBne neKkapCTBEHHbIMW Mpenapatamu, nepefaBaemble cybbektamm obpalleHus
nekapcTBEHHbIX CPEACTB B 3MEKTPOHHOM (hopMe B cocTaBe (hMCKanbHbIX JOKYMEHTOB B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepaLm o0 NpUMEHEHNN KOHTPOITbHO-KACCOBOWM TEXHUKN;

CBeLleHus1 0 BblBOAE M3 060pOTa NeKapCTBEHHbIX MpenapaToB, nepefaBaemble cybbekTamyn obpalleHNst NekapCTBEHHbIX
CpencTB B 3NEKTPOHHON (hopMe C UCMONb30BaHNEM PEMMCTPATOPOB BbIOLITUS UMM KOHTPOINBHO-KACCOBOW TEXHUKM (MPU OTMyCcKe
GecnnaTHO MUIn CO CKUAKOW NeKapCTBEHHbIX MpenapaToB No peLenTy Ha NeKapcTBEHHbIE Npenaparbl);

CBefleHus1, nepeaaBaeMble CyObeKkTaMun obpalleHUss NeKapCTBEHHbIX CPEACTB B AMEKTPOHHOW hOpMe C UCMONb30BaHNEM
YCTPONCTB perucTpaumm sSMnccuu;

CBEe[leHUsl, nepefaBaeMble B COOTBETCTBMM C HacToawum [lonoxeHnem opraHmsauusmm - cybbektamy obpalleHust
NeKapCTBEHHbIX CpPeacTB, He SABMNSANLWMMUCS OpraHuM3auMsiMu, Npu3HaBaeMbiMKM HAroroBbiIMM pe3ngeHTamm Poccuiickon
degepaumm.

32. MNepenava cBegeHWi B CUCTEMY MOHUTOPUMHIa OCYLLECTBASETCS NOCpeacTBOM HanpasneHus channos B hopmarte U B
COOTBETCTBUM C UHCTPYKLIMEN, ONMCHLIBAKOLLIEN NpoLeaypbl NPeAcTaBneHns CBeAeHU cyobekTaMm obpaLleHms NekapcTBEHHbIX
cpencTs, cornacoBaHHbIMM ¢ MuHUCTEpcTBOM 3apaBooxpaHeHuss Poccuickon ®degepaumm n pasMeLleHHbIMKY OnepaTtopoMm
CUCTEMbBI MOHUTOPWUHIa B MHOPMAaLMOHHO-TENEKOMMYHUKALMOHHOM ceTn "UHTepHeT" Ha ero oduumnanbHOM canTe.
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(A63aL B pemakuuun, BeBegeHHon B gencteue ¢ 31 monsa 2020 roga noctaHoeBnenuem [paButenbctBa Poccuickon
DPenepaumu ot 21 mnionga 2020 rona N 1079. - CM. npeaplayLLyo peaakLuo)

[laton npencraBneHns cBegeHUn B CUCTEMY MOHWUTOPWHIA CYMTAETCHa AaTa, 3addUMKCUMpOBaHHAs B KBUTAHUMM O Mpueme
cBegeHun, opmMupyemMon npu ycrnewHon oTpaboTke M uKcauun Takux CBEAEHWA B CUCTEME MOHWUTOPUHra B chopme
3NEKTPOHHOrO AOKYMEHTA.

(AB3ay B pepakumu, BBeAeHHOW B AenictBue ¢ 1 ceHTsibpa 2023 roga nocrtaHoBnenveM [NpaBuTenbcrBa Poccuiickon
Ddenepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLYy0 peaakLuo)

Oo 1 cepansa 2021 r. B cnyvyae HenornyyYeHusi CybbekTom oOpalleHNsi NeKapCTBEHHbIX CPEACTB KBUTAHLUMM O npueme
CBeEHUN B COOTBETCTBUM C ab3aLleM BTOPbIM HACTOSILLEro MyHKTa Npu NPEACTABMEHUN CBEAEHUA B CUCTEMY MOHUTOPUHra B
cooTBeTCcTBUM ¢ ab3aueM TpeTbuMM nyHkTa 35, nyHktamu 37-38 1, 40, 41, 43, 44, 44_2 n 45 HacTtosulero [NonoxeHus B
TeyeHne 15 MWMHYT C MOMEHTa NpeacTaBneHus cyObekT obpallleHuss NeKapCTBEHHbIX CPEeACTB BMpaBe OCYLLECTBNATb
JanbHellne onepawunmy ¢ NeKapCTBEHHbIMY NpenapaTaMy, He AOXMOAACh NOMyYeHUs KBUTAHLMMW O MPUeMe CBEAEHUN.

(A63au, gononHMTENbHO BKIMtoYeH ¢ 3 Hosbpst 2020 roga noctaHoeneHuem [Npaeutensctea Poccuiickon denepaummn ot 2
Hoa6ps 2020 roga N 1779, pacnpocTpaHsieTca Ha NpaBOOTHOLLEHNS, Bo3HMKLWwMe ¢ 1 uniona 2020 roga)

B oTHOLWEHNM NekapcTBEHHLIX NpPenapaToB, CBeAEHUs O KOTOPbIX NPeACTaBneHbl B COOTBETCTBUM C YacTsamu 1 1 2 cTatbu
52_1 ®denepancHoro 3akoHa "O6 obpalleHun nekapcTBeHHbix cpeacts” B depepanbHyto cnyxOy no Hagsopy B cdepe
3npaBooxpaHeHna ao 1 despana 2021 r. M Ha KOTOpble MOMy4YeHbl pas3pelleHnMs Ha BBOA B rpakgaHckuin obopoT
MMMYHOBKNOMOrMYECKNX NEKapCTBEHHbIX NpenapaToB, NPeayCMOTPEHHbIe YacTblo 7 cTatbu 52_1 dPenepansHoro 3akoHa "O6
obpalleHnn nekapcTBeHHbIX cpeacts” go 1 despana 2021 r, cybbekT obpalieHuss nekapcTBeHHbIX CpeacTB Brpase
OCYLLECTBNSATb AanbHellve onepauum C TakMMKU NlekapCTBEHHbIMM Npenapatamy B Mopsiake, NpegycMoOTpPeHHOM ab3auem
TPETBUM HACTOSLLENO MYHKTA, 4O UCTEYEHNS CpOKa MX FOOQHOCTW.

(AB3au gononHuTenbHO BKNoYeH ¢ 6 depansa 2021 roga nocraHoBneHveMm [NpaButenbcTBa Poccunckon ®enepaumm ot
28 anBapa 2021 rona N 60)

MpencTaBneHne cBegeHUn B CUCTEMY MOHUTOPUHIA CyGLeKTOM 0OpalLeHns NekapCTBEHHbIX CPEACTB NPW OCYLLECTBINEHUN
onepauuii ¢ NekapCTBEHHbIM NpenapaToM OCYLLECTBMSETCH NOCNeAoBaTeribHO, 3a UCKIOYEHNEM CryyYaeB, NpeayCMOTPEHHbIX
HacTosawmM MonoxeHvem. NMpu 3ToM cBedeHuss 06 oyepeaHoN onepauny ¢ NeKapCTBEHHbIM NpenapaToM nepefarTcst nocne
nonyyeHus cybbekTamyn oOOpalleHUsi NeKapCTBEHHbIX CPeAcTB MNoATBepxaeHuss 06 ycnewHow obpaboTke cuctemon
MOHWTOPVHIa CBEAEHUI O NpeablayLLen onepauumn ¢ NEKapCTBEHHbIM NpenapaToM.

M3meHeHne cdopmaTa B3anMMOLENCTBMS WHMOPMALMOHHBIX CUCTEM CYObEKTOB ODOpalleHusi NeKapCTBEHHbIX CPEACTB C
CUCTEMOW MOHUTOPUWHIa NPOU3BOAUTCA HE Yalle ofHoro pasa B TedeHue 180 gHeln ogHOBPEMEHHO C U3MEHEHMEM MHCTPYKLUN,
npenycMoTpeHHoM ab3aueM NepBbIM HACTOSLEro MyHKTa, 3a WCKIIOMEHMEM HeoOXOAMMOCTM Wu3MeHeHust dopmaTta U
WHCTPYKUUM B Criydasx, NnpeaycMOTPEeHHbIX 3akoHopaTenbcTBoM Poccuickorn ®enepaumn.

(A63aL, gononHuTenbHo BkntodeH ¢ 31 mnona 2020 roga noctaHoenennem [Npasutenscrea Poccuickon Penepauuu ot 21
uionga 2020 roga N 1079; B pepakumn, BeBegeHHon B genctesme ¢ 1 ceHtabpsa 2023 roga nocrtaHosneHveM [paBuTenscTBa
Poccuinckon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLYi0 peaakumnio)

33. Npwn onucaHumn nekapCTBEHHbIX NPenapaToB BHECEHNE CBEAEHUIN B MHOPMALMOHHBIN pecypc, obecnednBaoLLmi y4eT
N XpaHeHMe [OCTOBEPHbIX AaHHbIX O TOBapax MO COOTBETCTBYHOLIENW TOBApPHOM HOMEHKMAType, U CUCTEMY MOHMUTOPUHra
OCYLLECTBIISIETCS CreayoLwmMMmn cyObekTamm obpalleHmns NeKapCTBEHHbIX CPEACTB:

B Cry4ae Npou3BOACTBA JIEKapCTBEHHbLIX MpenapatoB B Poccunckon depepauum - Npou3BOAUTENSMU JIEKAPCTBEHHbIX
CPEeAcCTB, OCYLLUECTBMSAOWMMN 3aBepLUEHNE NPOU3BOACTBEHHON CTagum acoBkM (yNakOBKW) NEKApPCTBEHHbLIX NpenapaToB u
MapKUPOBKM YNaKOBOK JTEKapPCTBEHHbIX NpenapaToB cpeacTBaMn MaeHTUdNKaunm;

(AB3ay B pepakuun, BBegeHHom B pencteue ¢ 1 anpens 2024 roga noctaHoBneHvem [paBurtenbctBa Poccuiickom
Ddenepaumm ot 29 HoAbpsa 2023 rona N 2027. - CM. OpeabIayLLYI0 peaaKLmio)

B Cryyae MpoOM3BOACTBA NEKApCTBEHHbIX NMpenapaTtoB 3a npedenamu Tepputopum Poccuiickon ®epnepaumm (B criyyae
WHOCTPaHHOro MNpou3BoACTBa) - [JepXaTensamu unuv Bnagensuamy perucTpauMoHHOrO  yAOCTOBEepeHus U (unum) wux
npeacTaBMTenbCTBamMu Ha Tepputopum Poccuiickon ®egepaumm nnm ynosiHOMOYEHHbIMW NPeACcTaBUTENSIMUA B YacTW BHECEHMS
cBedeHUn B WHGOPMALMOHHBIN pecypc, obecneuvBalOLLMiA y4eT U XpaHeHMe [OOCTOBEPHbIX [AaHHbIX O ToBapax Mo
COOTBETCTBYIOLLIE TOBApPHOW HOMEHKNAType.

(A63au B pegakumu, BBegeHHonm B gencteue ¢ 31 umong 2020 roga nocraHosneHveMm [lpaBuTensctBa Poccumnckon
®denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLIMIO)
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nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
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MepeyeHb cBedeHWn, npeacTaBnsieMblX MpUM  OMUCaAHWWM FEKapCTBEHHbIX MNpenapaToB cybGbekTamu obpalleHus
nekapcTBeHHbIX CPEACTB B MH(POPMALIMOHHBIN pecypc, obecnedmBaloni y4eT U XpaHeHne AOCTOBEPHbIX AaHHbIX O ToBapax
Nno COOTBETCTBYIOLLEN TOBAPHOM HOMEHKaType, npmeBeaeH B npunoxeHun N 2.

CyObekTbl oOpalleHnsi NekapCTBEHHbIX CPEACTB, yKasaHHble B ab3alax BTOPOM W TPETbEM HACTOALWEro nyHkra, ¢ 1
ceHTabpsa 2023 r. no 30 moHa 2024 r. B 4OGPOBONMBLHOM MOpPsiAKe NPEACTaBMSAOT B CUCTEMY MOHUTOPUMHIA UHCTPYKLMIO MO
MEeAVLIMHCKOMY MPUMEHEHMI0 IEeKapCTBEHHOro npernapara, akTyanbHyl Ha [aTy BBOAA IeKapCTBEHHOro mnpenapara B
rpaxgaHcKuin obopoT.

(AB3ay gononHMTEnNbLHO BKIOYeH ¢ 1 ceHTabpsa 2023 roqa noctaHoBneHveM [paBuTtenbctea Poccunckon ®enepatiym ot
24 mapta 2023 rona N 468)

CybObekTbl 0bOpalleHus NekapCTBEHHbIX CpPeAcTB, yKasaHHble B ab3auax BTOPOM M TPETbEM HACTOSLIEro MyHKTa,
PErMCTPUPYIOT NEKApPCTBEHHbIE Mpenapartbl B CUCTEME MOHUTOPUHIA Ha OCHOBAHMMW 3NIEKTPOHHON 3as1BKU, COAEpXKaLLen:

rnobanbHbIN NOEHTUHUKALNOHHBIA HOMEP TOProBol eanHULbI;

HOMep PEerncTpaLMoHHOIO yAOCTOBEPEHUS U AaTy perucTpaumm nekapcTBEHHOro npenaparta B [oCyNapCTBEHHOM peecTpe
JIEKaPCTBEHHbIX CREACTB.

O6paboTka Nony4YeHHbIX CBEOEHUI OCYLLECTBMSIETCS B aBTOMATMYECKOM pexume nyTem ¢opMUpoBaHMS 3anpoca Ha
nony4yeHve CBEOEHUN O NeKapCTBEHHOM Mpenapate M3 eAWHOW FOCYyAapCTBEHHOW WH(OPMAaUMOHHOW cucTembl B cdepe
30paBOOXpPaHEHMsT U MHCOPMALIMOHHOIO pecypca, 0becneymBaloLEro YY4eT U XpaHeHMe OOCTOBEPHbIX AaHHbLIX O ToBapax Mo
COOTBETCTBYIOLLEV TOBApPHON HOMEHKNaType.

34. CBepneHus, npeacrasnsemble cybbektammn obpalleHns nekapcTBEHHbIX CpeAcTB B CUCTEMY MOHUTOPUHIa Npy BBOAE B
060pOT NekapcTBEHHbIX NpenapaTos, NpuBedeHbl B npunoxernun N 3.

CeegeHus, npeacTtaensemMble cybbekTamu obpalleHnss NekapcTBEHHbIX CPEACTB B CUCTEMY MOHUTOPUHIra Npu BbiBode U3
obopoTa nekapcTBEHHLIX NpenapaToB, NpuBeaeHbl B npunoxerHun N 4.

35. B pamkax BBoga B 060pOT NeKapCTBEHHbIX NpenapaToB Ha Tepputopumn Poccuickon degepauunn, nponsBegeHHbIX Ha
Tepputopumn Poccuiickon ®egepaumn, cyObekT obpalleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBAIOWMA acoBKy (YNakoBKy)
nekapcTBEHHOro npenapata U MapKMpOBKY YMaKOBOK mNeKapCTBEHHbIX MNpenapaToB CpeacTBamMu wuaeHTudumkaumm, [o
npencTaBneHns CBeAEeHWA O AarbHenwuX onepauusax C TakMMU JNeKapCTBEHHbIMM Npenapatamy NpeacTaBnsieT B CUCTEMY
MOHMWTOPUWHIa C UCMONb30BaHNEM YCTPOMCTBA pPerMcTpaLmm aMUCCUN CBEAEHUS, NPeayCMOTPEHHble NyHKTOM 1 npunoxexus N
3 K HacTosauwemy NonoxeHuto.

(AB3ay B pemakumuv, BBeAeHHOW B Aencteue ¢ 17 ceHTabps 2019 roga noctaHoBneHueM [MpaButensctea Poccuiickom
®enepaummn ot 30 aBrycta 2019 rona N 1118; B pegakuun, BeBegeHHon B gencteue ¢ 1 anpens 2024 roga nocraHoOBAEHWEM
MNpaButenbcTBa Poccuiickorn ®enepatimm ot 29 Hoabps 2023 rona N 2027. - Cm. OpeablayLyo ReAakLmIo)

Mpu ocywecteneHmn otbopa o06pa3ulOB NeKapCTBEHHOrO Npenaparta B paMKax KOHTPOMs KayecTBa NPOM3BEOEHHOro
nekapcTBeHHoOro npenapata cyObekT oOpalleHuMs neKkapCTBEHHbIX CpeacTB, ocyuwecTenswowmun otbop obpasuyos
nekapCcTBEHHOro npenapara, NpeacTaBnseT B CUCTEMY MOHUTOPUHIa CBeAeHUA, NpeaycMOTpeHHble nyHkTom 1 npunoxeHus N
4 k HacTosLeMy [ToNOXEHUIO.

(AB3ay B pepakumu, BBegeHHon B pewnctBue ¢ 31 umons 2020 roga noctaHoBrnenveM [NpaBuTenbcrBa Poccuiickon
®denepaumm ot 21 utona 2020 rona N 1079. - CM. npeablayLLyio peaaKLmio)

A63ay, ytpatun cuny ¢ 1 ceHtabpst 2023 roga - nocrtaHoBnexve NpaButensctea Poccuiickon ®enepaiimm o1 24 MapTta
2023 rona N 468. - Cm. npeablayLLyo penakLuio.

36. B pamkax BBoga B 060pOT NekapCTBEHHbIX NpenapaTtoB Ha Tepputopun Poccuiickon ®egepaunn, nponssegeHHbIX 3a
npegenamu tepputopumn Poccuiickon depepauunn, cybbekT obpalleHnsa NnekapCTBEHHbIX CPeACTB, ABMSAIOLWMIACA aepXaTenem
Unn BragenbueM perncTpaumoHHOro yOoCTOBEPEHUS, UMW NPeacTaBUTENbCTBO MHOCTPAHHOW OpraHu3auum Ha Tepputopun
Poccuinckon degepaunn, SBnsoLLENCS aepXKaTenem unu BnagenbLueM perncTpaumMoHHOro yaoCTOBEPEHUS, MpU 3aBepLUEHNN
NPOV3BOACTBEHHON CTaauM YNakoBKWU (B Cryvyae MapKMPOBKM MEPBUYHONM YNaKOBKWM NIEKAPCTBEHHOrO npenapaTta cpeacTteamm
naeHTUmKkaLmm - nNpyM 3aBepLleHNN MPOU3BOACTBEHHOW CTaamMuM (DACOBKM) NEKAPCTBEHHbLIX NPenapaToB MM MapKUPOBKU
YNaKoBOK JIEKAPCTBEHHbIX MpenapaToB cpeacTBaMyn UOEHTUMKALMM Ha TaMOXEHHOM CKrage B COOTBETCTBMM C absauem
BTOPbIM NOyHKTa 4 Hactosulero [lonoxeHna Q[O npeactaBneHns CBedeHM O  JarnbHenwmx onepauusix C  Takmmu
NeKapCTBEHHbIMW NpenapaTtamu NpeacTaBnsaldT B CUCTEMY MOHUTOPMHIa C UCMOMb30OBaHWMEM YCTPOWCTBA perncrpauum
3MMUCCUM CBEAEHNS, NPeayCMOTpeHHble NyHKTOM 3 npunoxenns N 3 K HacTosuemy MonoxeHuto.

(AB3ay B pepakumu, BBegeHHon B pewnictBue ¢ 31 umong 2020 roga noctaHoBrneHveM [lpaBuTenbcTBa Poccuiickon
®denepaumm ot 21 mnonga 2020 rona N 1079;_B pepakuuun, BBegeHHon B gencteme ¢ 1 anpena 2024 roga nocraHOBNEHVEM
MNpaButenbcTBa Poccuiickon ®enepatimm ot 29 Hoabps 2023 rona N 2027. - Cm. OpeablayLlyo peAakLmIo)
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nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
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Mpn MapKMpPOBKE YMakOBOK EKAPCTBEHHbLIX MpenapatoB CPeacTBaMU UMAEHTUMUKALUM Ha TaMOXEHHOM CKrnage B
cooTBeTCTBUM C abs3auem BTOpbIM NOyHKTA 4 HacTosaulero [MonoxeHua cyObekT obpalleHus NeKapCTBEHHbIX CPeACTB,
ABNALWMNCA OepXaTeneM WnvM BnagenbLueM pPerncTpauuoHHOro yOoCTOBEPEHUS, WM MPeacTaBUTENbCTBO WMHOCTPAHHOMN
opraHusaumm Ha Tepputopun Poccuiickon depepauunn, SABMAIOWENCS AepXaTenem Wnu Bragenbuem perncTpaumMoHHOro
YAOCTOBEPEHUS, 0O NPEACTaBMNEHUA CBEAEHUN, NPeQyCMOTPEHHbIX ab3aueM MepBbiM HACTOSLIEro NyHKTa, NpeacTaBnsioT B
CUCTEMY MOHUTOPWHra CBedeHus, NpedycMoTpeHHble nyHkToM 3_1 npunoxenusa N 3 K HacTosuemy [1onoxeHuio.

(AB3au gononHutensHo BkModeH ¢ 31 mnonga 2020 roga noctaHoBnenvneM lNpaBuTtenbcTBa Poccunckon Penepaumm ot 21
utonsa 2020 rona N 1079)

(MyHkT B pepakuumun, BBegeHHOM B Aencteue ¢ 17 ceHtabpsa 2019 roga moctaHoeneHuew [paBuTenbcrBa Poccumnckon
®denepaumm ot 30 aerycta 2019 rona N 1118. - CM. npeabiayLLyo peaakumio)

37. lNpu BBO3e nekapcCTBeHHbIX npenapaTtoB B Poccunckyio degepaumto gonyckaeTcs npeactaBrneHve CBedeHUW B
CUCTEMY MOHUTOpPUHra CyObLEKTOM OOpalleHMs NEeKapCTBEHHbIX CPeAcCTB, OCYLLECTBSIOWMM OTIPY3Ky IeKapCTBEHHbIX
npenapatoB B Poccuiickyto degepauuio (ganee - npaAMon NOpsiAoK NpeactaBneHust CBeOeHWn nNpyv BBO3E JeKapCTBEHHbIX
npenapaTtoB B Poccuiickyio ®enepauuto), unm cybbektom obpalleHusi nekapCTBEHHbIX CPEACTB, OCYLLECTBMSOWMM BBO3
nekapcTBeHHbIX npenapaTtoB B Poccuiickyto ®efepaumnto (ganee - obpaTHbIi NOPSAOK NPEACTaBMNEHNss CBEAEHUI Npy BBO3e
nekapcTBeHHbIX npenapatoB B Poccuiickyio ®enepaumio), 3a UCKNIOYEHNEM Cryvask MapKMpOBKM YNAKOBOK fleKapCTBEHHbIX
npenapaTtoB cpeAcTBaMyn MAEHTUMUKALMM HA TaMOXKXEHHOM CKrnade B COOTBETCTBUM C ab3auem BTOpbIM NyHKTa 4 HacTosAulero
[MonoxeHus.

PelweHune o BbiGope NpsMoOro nopsiaka NpeacTaBneHns CBeAEHUI Npu BBO3e NeKapCTBEHHbIX npenapaTtoB B Poccuiickyio
depnepaumnio nMbo obpaTHOro nopsiaka NpefcTaBrieHUsl CBedeHMid NpU BBO3e JleKapCTBEHHbIX NpenapatoB B Poccuiickyio
depnepaumnio npuHUMaeTca cybbekTamMu obpalleHUss NeKapCTBEHHbIX CPEACTB, MNPeACTaBMsloWMMU  Takue CBEeOeHus,
CaMOCTOATENBHO.

B cnyyae BbiGopa npsAMOro nopsigka NpeactaBneHns CBeAEHUI NPy BBO3E JIEKAPCTBEHHbLIX npenapaToB B Poccuiickyto
depepauuio cybbekT obpalleHns nekapCcTBEHHbIX CPeACTB, SABMNSIOWMACA AepXaTeneM Unv BnagernbLeM pernctpaLoHHOro
YOOCTOBEPEHUS, UMK NpeacTaBUTeNbCTBO MHOCTPAHHOM opraHu3aumm Ha Tepputopumn Poccuickon degepaunn, SBnstoLLencs
Jepxatenem wunu BrnagenbLeM perncTpaumoHHOro YOOCTOBEpPEHUs, B TedeHue 45 pabounx pHewn c gaTbl OTIPy3Ku
nekapcTBeHHbIX npenapaTtoB B Poccuiickyio denepauunio OO OOCTaBKU NEKAPCTBEHHbIX NPEnapaToB B MECTO NpubbITUS Ha
Tepputopumn Poccuiickorn ®efepaum n npeacTaBneHus cBefeHuii O danbHenlux onepauusx C TakMmu fekapcTBEHHbIMU
npenapatamMm npeacTaBnsaloT B CUCTEMY MOHUTOPUHra CBeOEeHUd, npeayCcMOTpeHHble nyHKToM 4 npunoxenms N 3 k
HacTosLemy [NonoxeHuto.

Mpu aTOM CyGbekT o6palleHUss NeKapCTBEHHbIX CPeAcTB, OCYLIECTBMNSAIOWMIA BBO3 eKapCTBEHHbLIX MNpenapatos B
Poccuiickyto defepaumio, B TedeHe 5 paboumx OHel ¢ AaTthl JOCTABKU NeKapCTBEHHbIX NpenapaToB B MecTo NpubbITUS Ha
TeppuTopumn Poccuiickon degepaumm 1 peructpauum B CUCTEME MOHMUTOPUHIa CBeAeHW 06 OTrpy3ke NeKapCTBEHHbIX
npenapatoB B Poccuiickyio ®enepauuio 40 NpeacTaBneHus CBeAeHUid 0 AanbHenwmx onepaunax ¢ TakuMu fekapcTBeHHbIMU
npenapataMu MOATBEPXOaeT OOCTOBEPHOCTb CBEAEHMWI, cCoAepXXallMXcsi B CUCTEeMEe MOHWUTOpUHra, nyTem npeacTaBrneHus
CBEAEHUIN B CUCTEMY MOHUTOPUWHIA, NPeayCMOTPEHHbIX NyHKTOM 7 npunoxenusa N 3 k HacToswemy [MonoxeHuto.

B cny4yae Bbibopa obpaTHOro nopsiaka npeacTtaBneHns CBeAeHU Npy BBO3e NeKapCTBEHHbIX npenapaToB B Poccuiickyto
denepaumnio cybbekT obpalleHus neKkapCTBEHHbIX CPeacTB, OCYLUECTBNSAKLWMA BBO3 EKapCTBEHHbIX MpenapaToB B
Poccuinckyto depepauuio, B TedeHne 5 pabounx gHern ¢ gatbl 4OCTaBKU JIEKAPCTBEHHbIX NpenapaToB B MECTO NpUOLITUSA Ha
TeppuTtopumn Poccuiickon ®depepaumm unu gatbl 3aBepLUeHUsI arperMpoBaHusa (B Criydae OCYLLECTBMEHMS arpermpoBaHus
nekapcTBeHHbIX NpenapaToB Mocre ux [OOCTaBkM B MeCTO npubbiTua Ha Tepputopum Poccunckon depepaummn) [o
nNpeacTaBreHnsa CBeAeHUM O MPUHATUW pelleHUs TaMOXEHHbIMW OpraHamMu O BbIMyCKe FeKapCTBEHHLIX MpenapaToB Anis
BHYTpPEHHEro noTpebneHus npeacTaBnseT B CUCTEMY MOHUTOPUHIA CBEAEHUS, MPeayCMOTPEHHbIE NyHKTOM 5 npunoxenns N 3
K HacTosduieMy [onoxeHuto.

Mpun aTOM cybbEKT 0bpaLleHns NekapCTBEHHbIX CPEACTB, ABNSANLWNIACA AepXaTenemM unv BnagenbLeM perncTpaLMoHHOro
YOOCTOBEPEHUS, UMK NpeacTaBUTENbCTBO MHOCTPAHHOM opraHusaumm Ha Tepputopumn Poccuiickon degepaunn, ansioLLencs
Jepxartenem unv BnagenbLemM permcTpaumMoHHOro yaAoCTOBEPEHUS], B TedeHne 5 pabounx aHen ¢ aatbl permctpauum B cucteme
MOHUTOPUHIa CBeAEeHWM O BBO3€ flekapCTBEeHHbIX npenapatoB B Poccuickyio depepauuio 4O npeactaBneHus cBedeHun o
AanbHenLWwmnx onepaunsx ¢ TakumMm niekapCTBEHHbIMY NpenapaTtaMmy NoATBepXaatoT JOCTOBEPHOCTb CBEAEHWI, coaepXKaLlmxca
B CUCTEME MOHWUTOPUHra, MNyTeM nPeacTaBfeHUs CBEAEHMW B CUCTEMY MOHUTOPWUHra, MPegyCMOTPEHHbIX MNYHKTOM 7
npunoxexHnsa N 3 k HacTosiLeMy [ToNnoXeHUto.
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Oo 1 wona 2021 r. nogTBEpPXXAEHME AOCTOBEPHOCTU CBEAEHWUN, NPEACTaBSEMbIX B CUCTEMY MOHUTOpPMHra nNpu BBO3E
nekapcTBeHHbIX npenapatoB B Poccunckyto Pegepaumio, BnpaBe OCYLWIECTBNATb CyObekT obpalleHus nekapCTBEHHbIX
CPEeAcCTB, SBMAKOWMNACA AepXaTeneMm unv BnagenbuemM PerncTpaumoHHOro YAOCTOBEPEHMS, WU MpeacTaBUTENIbCTBOM
WHOCTPaHHOW opraHuM3auun Ha Tepputopun Poccuinckon dPepepauun, sBRSAOLWENCS gepXaTtenem wunu  Brnagenbuem
pPEermcTpaumoHHOro yooCTOBEPEHUS, B COOTBETCTBUMM C ab3auemM LWecTbiM HAaCTOSILLEro nyHKTa WM onepaTop CUCTEMbI
MOHUTOPMHIa MyTEM MNPOBEPKM HanMyYMa B CUCTEME MOHUTOPMHIa 3aperMcTpupoBaHHOrO uaeHTUdumkaTopa cybbekTa
obpalleHnst NekapCTBEHHbLIX CPEACTB, SBNAOLWEroca AepXatenem unv BnagenblueM perMcTpalyoHHOrO YAOCTOBEPEHUS, UK
npeacraBmMTeNbLCTBA MHOCTPAHHOW opraHmM3aumm Ha Tepputopun Poccuinckon depepauun, ABNAOLLENCA OepXaTenem wunm
BNafenbLemM perucTpauMoHHOro yAOCTOBEPEHMS, a Takke 3aperucTpyupoBaHHOrO Koa wuAeHTudumKaumm unuM  Koaa
noeHTudrKaumm TPeTUYHOM (TPaAHCMOPTHOW) YMakoBKW NEKApCTBEHHOro npenapata, B KOTOPOWM HaxoauTcs  9ToT
nekapcTBEHHbIN Mpenapart (B crnyvyae nepefady TPETUYHOW (TPaHCMOPTHOM) YNakoBKW NEKapCTBEHHOrO npenapara LeruKoMm).
Mo pesynsTratamM TakoW MPOBEPKU OMepaTop CUCTEMbI MOHUTOPWMHIA C UCMOMNb30BaHWEM (hyHKUMOHANa CUCTEMbl MOHUTOPUHIA
OTMpaBnsieT cyObekTy oOpalleHnss neKapCTBEHHbIX CPeACTB, paHee OCyLUIeCTBMBLUEMY MNPEACTaBleHNe B CUCTEMY
MOHUTOPUWHIa CBeAEHUIN O NpeabiayLLen onepaunm ¢ NeKkapCTBEHHBIM NpenapaToM, yBe4oMIIeHE O NPEACTABMNEHNN CBEAEHUN
B COOTBETCTBUM C ab3auem nATbiIM HacTOSILLEro MyHKTa C yKa3aHWeM CBELEHWU, NMPOBEPEHHbLIX ONepaTopoM CUCTEMbI
MOHUTOpPUHTA.

(AB3aL, gononHuUTENbHO BKMNtoYeH ¢ 3 HoA6pA 2020 roga noctaHoeneHnem [pasutensctea Poccuiickon ®enepauvm ot 2
Hoa6ps 2020 rona N 1779, pacnpocTpaHaeTcs Ha NpaBOOTHOLLEHNS, BO3HUKLWKE ¢ 1 uiong 2020 roga)

Mpn MapKMpOBKE YMaKOBOK EKAPCTBEHHbLIX MpenapatoB CPeacTBaMu MAEHTMMUKAUMM Ha TaMOXEHHOM CKnage B
COOTBETCTBUM C ab3auem BTOpbIM NOyHKTA 4 Hactoaulero [MonoxeHua cyObekT obpalleHus NeKapCTBEHHbIX CPEeAcCTB,
ABNALWMNCA OepXaTeneM unvM BnagenbueM pPerncTpauuoHHOro yooCTOBEPEHUS, WM MpeacTaBUTENbCTBO WMHOCTPAHHOM
opraHusaumm Ha Tepputopun Poccuiickon depepauunn, SABMAIOWENCS AepXaTenem Wnu BriagenbueM perncTpaumMoHHOro
YOOCTOBEPEHUS, B TeveHue 5 paboumx gHen C gaThl 3aBepLUEHUsT MapKUPOBKM YMAaKOBOK JlEKapCTBEHHLIX NpenapaToB
cpeacTBaMu MaeHTUdMKaUMM Ha TaMOXEHHOM CKrade OO0 NPeACTaBleHUs CBEAEHMW O AarilbHEMLWMX onepauusix ¢ Takumu
NEeKapCTBEHHbIMW Mpenapatamu NPeACTaBnsioT B CUCTEMY MOHUTOPUHIA CBEOEHUS, MNpedyCMOTPEHHble NyHKToM 4
npunoxerHna N 3 kK HacTosueMy [TONOXKEHUID.

Mpu atom cybbekT obOpalleHus NeKapCTBEHHbIX CPEACTB, OCYLLECTBMBLUMIA BBO3 JI€KAPCTBEHHbIX MpenapaTtoB B
Poccuiickyto ®depepaumio, B TeyeHne 5 pabounx [HeW € [atbl perucrpauum B CUCTEME MOHUTOPUHIA CBEAEHMN,
npenycMOTPEHHbIX ab3aLeM BOCbMbIM HACTOSILLIErO MyHKTa, A0 NPEACTaBMNEeHNst CBEAEHUI O AanbHENLNX onepaumsax ¢ TakKuMu
nekapcTBeHHbIMW MpenapataMu noaTBepXaaeT AOCTOBEPHOCTb CBEOEHW, coaepXXalluMxca B CUCTEME MOHWUTOPUHra, nyTem
npeacTaBreHna CBeAeHWA B CUCTEMY MOHUTOPWHra, MNpeayCMOTPEHHbIX OyHKTOM 7 npunoxenus N 3 K HacTosauwemy
[MonoxeHuto.

(AB3aL B pepakumn, BBegeHHoW B genctene ¢ 3 Hoabpa 2020 roga noctaHosnenwvewm [lpaBuTenbctBa Poccuiickon
®denepaumm ot 2 HoABpA 2020 roaa N 1779, pacnpocTpaHaeTcs Ha NpaBOOTHOLWEHUd, Bo3Hukwmne ¢ 1 uwona 2020 roga. - Cm.
OpenplAyLWYIo peaakLuio)

o 1 viona 2021 r. npy MapKMPOBKE YyNakOBOK NEKAPCTBEHHbIX NpenapaTtoB CPeaCcTBaMU MAEHTUMMKALMM Ha TaMOXEHHOM
cknage B COOTBETCTBMM C absauem BTOPbIM NyHKTa 4 HacTtoauwlero [lonoxeHws npeacTaBneHne B CUCTEMY MOHMUTOPWHra
cBedeHuin B COOTBETCTBMM C ab3aueM BOCbMbIM HacCTOSALWEro MyHKTa BNpaBe OCyLWecTBnATb CcybbekT obpalleHus
nekapcTBeHHbIX CPeACTB, OCYLLECTBMBLUMI BBO3 flekapCTBEHHbIX npenapatoB B Poccuiickyio denepaumio, 1 nogreepxaeHue
X [OCTOBEPHOCTW BrpaBe OCYLECTBNATb Onepartop CUCTEMbl MOHWUTOPWHra MNyTEM MPOBEPKUM Hamnuuus B cucTeme
MOHUTOPWHIa 3aperucTpupoBaHHOrO wuaeHtTudukatopa cybbekta obpalleHus nekapCTBEHHbIX CpeacTB, SBMSOLLErocs
Jepxatenem vnv BnagenbLemM perncTpauMoHHOro Y4OCTOBEPEHUS, UNU MpeacTaBUTENbCTBa MHOCTPAHHOW opraHv3aumy Ha
Tepputopumn Poccunckon ®egepaumn, sBnsaOWEncs gepxarenem unv enagenbuemM perncTpaumoHHOro yaoCTOBEpEeHUs, a
TaKkKe 3aperucTpupoBaHHOIO Koda WAeHTUdUKaUMM WnM koda wuaeHTudmkaumm TpeTUYHOM (TPaAHCMOPTHOW) YMaKoBKM
NeKkapcTBEHHOrO npernaparta, B KOTOPOW HaxogouTcsl 3TOT FEeKapCTBEHHbIM npenapaTr (B cnyvae nepefadn TPETUYHOW
(TpaHCMOPTHON) YyNaKoOBKM NEKApCTBEHHOrO npenaparta uenukom). o pesynbratam TakoW MPOBEPKM OnepaTop CUCTEMbI
MOHWUTOPMHIa C UCMONb30BaHNEM (DYHKLIMOHANa CUCTEMbl MOHUTOPUHIA OTNpaBnseT cyObekTy obpalleHust nekapCTBEHHbIX
cpencTs, paHee OCYLECTBUBLUEMY MpeAcTaBlieHMe B CUCTEMY MOHUTOPUHrA CBEAEHWA O npeabiaylien onepaumm ¢
nekapcTBEHHbIM NMpenapaToM, YBeAOMIEHNE O NPEACTABMNEHUN CBEAEHWUI C yKa3aHWeM CBeOEHWI, MPOBEPEHHbBIX ONEPaTOPOM
CUCTEMbI MOHUTOPUHrA.

(AB3au gononHuTenbHO BKNtoYeH ¢ 3 HOsOps 2020 roga noctaHoBnenneM lMpasutensctea Poccuiickon Penepauum ot 2
Hoa6ps 2020 rona N 1779, pacnpocTpaHaeTcs Ha NpaBOOTHOLLEHNS, BO3HUKLWIKE ¢ 1 uiong 2020 roga)

MonoxeHua ab3aueB cegbMOro M OECATOro HacTOsILEro NyHKTa HEe pacnpoCTpaHAKTCA Ha JNeKapCTBEeHHbIe npenaparthbl,
npegHa3Ha4YeHHble Ond obecneyeHns nuu, GoNbHbIX remodmnmeﬁ, MYKOBUCLMOO30M, I'MI'IO(*)VI3aprIM HaHW3MOM, 60ne3HbLo
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lowe, 3nokayecTBeHHbIMM HOBOOGpasoBaHMAMU NUMEONOHON, KPOBETBOPHOW W POACTBEHHbIX MM TKaHeW, pacCesiHHbIM
CKIepo3oM, reMOMNUTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHbIM Hayanom, Mykononucaxapngosom |,
I u VI TMnoB, annacTM4yeckom aHemMuen HEYTOYHEHHOW, HacneactBeHHbIM aedumumtom dakTopoB |l (dbunbpuHorena), VIi
(nabunbHoro), X (Ctioapta - lNpayapa), N1y, nocrne TpaHcnnaHTaLmMm opraHoB 1 (Unn) TKaHeRn.

(AB3aL, gononHUTENbHO BKNtoYeH ¢ 3 HoaA6psa 2020 roga noctaHoBnennem [paeutensctea Poccuiickon Penepaumm ot 2
Hos16pa 2020 roaa N 1779, pacnpocTpaHseTcs Ha NpaBoOTHOLEeHUS, Bo3HuKLKe ¢ 1 nonsa 2020 roga)

Mpwv coBepLLEHUN TaMOXEHHBIX onepauuii NPy TaMOXEHHOM AeKapupoBaHUM U MOMELLEHUW NTeKapCTBEHHbIX NpenapaToB
nof TaMOXXeHHYI0 NpoLeaypY BbiMycka Ans BHYTPEHHEro NoTpebreHns TaMOXXeHHbI opraH:

3anpawmnBaeT B CUCTEME MOHUTOPWUHIA CBELEHMS O KOAe MAEHTUMKauMnm wmnu Koge WAEHTUMKaUMK TPETUYHON
(TpaHCMOPTHON) YyMaKoBKWM JEKAapCTBEHHOrO Mnpenaparta, B KOTOPOW HaxXOAMTCS TakoW NeKapCTBEHHbIA npenapar (B criyyae
BBO3a TPETUYHOM (TPaHCMOPTHOM) YNaKOBKWU NEKapCTBEHHOro npenapata LefMKoM), AN OCYLLECTBMEHUS CBEPKU C AaHHbIMU,
yKa3aHHbIMW B AeKnapauumn Ha ToBapbl;

(AB3au B pepakuuun, BBeAeHHoW B Aencteuve ¢ 1 ceHTabpst 2023 roga nocraHoenexviem [NpaButensctea Poccuickon
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLyo peaakuuio)

no 1 despanga 2021 r. B cnyyae HenocTtynneHna B EAMHYI0 aBTOMaTM3MPOBaHHYK CUCTEMY TaMOXEHHbIX OpraHoB
3anpalumMBaemMbliXx B CUCTEME MOHUTOPWUHra CBeAEHWA O Kode WAeHTUUKaUUM wunn koge wuaeHTudukaumm TPpeTUYHOMN
(TpaHCMOpPTHOWM) YNakoBKM NEKAPCTBEHHOrO npenapara, B KOTOPOW HaXoAUTCHA TaKOW NeKapCTBEHHbIM npenapat (B cry4vae
BBO3a TPETUYHOW (TPAHCNOPTHOWN) YNaKOBKM NEKAPCTBEHHOrO npenaparta LenvMkom), B TedeHne 2 4acoB pabo4yero BpemMeHu
TaMOXXEHHOro opraHa ¢ MOMEHTa HanpaBneHNs COOTBETCTBYIOLLErO 3anpoca, CBepka C AaHHbIMW, YKa3aHHbIMW B Aeknapauum
Ha ToBapbl, He Npon3BoauTCcs. [pyn 3TOM OTCYTCTBME TAKOW CBEPKMN HE SBMSIETCA NPENATCTBMEM ANSA BbiNycka 451 BHYTPEHHEro
noTpebneHnsl NekapCcTBEHHLIX NpPenapaTos.;

(AB3aL, gononHUTENbHO BKMNtoYeH ¢ 3 HosA6psA 2020 roga noctaHoBnennem [paeutensctea Poccuiickon Penepaumm ot 2
Hos16pa 2020 rona N 1779, pacnpocTpaHsaeTcsl Ha NpaBoOTHOLEHUS, Bo3Hukwne ¢ 1 nonsa 2020 roga; B pegakumun, BBEAEHHON
B gencteme ¢ 1 ceHTs6psa 2023 roga noctaHoeneHvem pasutensctea Poccuiickon Penepaumm ot 24 mapta 2023 roaa N 468.
- CM. mpeablayLLyo PeAaKLMIo)

nepenaet B CUCTEMY MOHUTOPUHIA AaHHbIe O BblMyCKe AA BHYTPEHHEero I'IOTpGGJ'IEHVIﬂ JNIeKapCTBEHHbIX npenapartos.

Mpu BHECEHWM M3MEHEHUA B CBELEHWs, YKa3aHHble B [ekrapauuum Ha ToBapbl, B TevyeHne 5 paboumx OHen nocne
BHECEHUS U3MEHEHWI B AeKnapauuio Ha ToBapbl TAaMOXEHHbIM opraH nepegaeT B CUCTEMY MOHUTOPUHIa CKOPPEeKTUPOBaHHbIE
[aHHble 0 NleKapCTBEHHOM Mnpenapare.

(AB3aL B pemakuun, BBegeHHoW B fencteue ¢ 1 ceHTabpsa 2023 roga noctaHoeneHveM [paButenbctBa Poccuickon
®denepaumm ot 24 mapta 2023 roaa N 468. - CMm. npeablayLLy0 peaakuuio)

Mpn nepepave npaB COBGCTBEHHOCTN B 30HE TAMOXEHHOIO KOHTPOMS Ha NeKapCTBEHHbIe npenapatbl, NOMeLLEHHbIE Mo
TaMOXEHHYIO npoueaypy TaMOXEHHOro ckraga, cyobekT obpalleHus nekapCTBEHHbIX CPeAcTB, OCYLIECTBAWLWMUA BBO3
nekapcTBeHHbIX npenapaToB B Poccunckyto ®enepaumnio, B Te4eHne 5 pabounx gHen ¢ gatbl 0hOpMIEHNST COOTBETCTBYHOLLMX
OOKYMEHTOB O nepefaye npasa COGCTBEHHOCTM Ha NEKAPCTBEHHbIE nNpenapaTthl 4O NPEACTaBNEHNA CBEOEHUA O AanbHENLWmnX
onepaumsx ¢ nekapcTBEHHbLIMM NpenapaTamn NPeaCcTaBnsaeT B CUCTEMY MOHUTOPMHIa CBEAEHUS, NPEeAYCMOTPEHHbIE NYHKTOM 6
npunoxenus N 3 k HacTosulemy NonoxeHuto.

Mpu aToM cybbekT obpalleHnsi NekapcTBEHHbIX CPEACTB, KOTOPOMY OCYyLLIEeCTBMNEeHa nepegava npaB COGCTBEHHOCTU Ha
NeKapCTBEHHbIA Npenapar, NOMELEHHbIN No4 TaMOXEHHY npoueaypy TaMOXEHHOro ckraga, B TedeHune 5 paboumx OHewn ¢
JaTtbl 0hopMIeHNs COOTBETCTBYIOLLUX [OOKYMEHTOB O Mepefadve npaBa COOCTBEHHOCTM Ha J€KApCTBEHHbIM Mpenapar wu
perncTpauum B cucTeMe MOHUTOPUHra CBeOeHUn O nepedaHHbIX NekapCTBEHHbIX Npenapartax 40 NpeacTaBneHns cBedeHui o
JanbHenwmnx onepauusax C nekapCcTBEHHbIMW MpenapataMmyv noATBepXaaeT AOCTOBEPHOCTb CBEAEHMM, codepKalimxcs B
cucTemMe MOHWUTOPUHIA, O MPUHUMaEeMbIX JeKapCTBEHHbLIX MpenapaTtax nyTeM MpeacTaBneHnss CBedeHWA B CUCTEMY
MOHUTOPUWHIa, NPeayCMOTPEHHbIX NYHKTOM 7 npunoxexunsa N 3 Kk HacTodLemy [onoxeHuto.

Mpn nepemelLeHUN NEKapCTBEHHLIX MpPenapatoB MexOy 30HaMWM TaMOXEHHOTO KOHTPOIS, OCYLUECTBIIAEMOM Mocne
NpuUBbLITUS NEeKapCTBEHHbIX NpenapaToB B MECTO [AOCTaBKW, orpederieHHoe CyGbekToM obpalleHusi NeKkapCTBEHHbIX CPEACTs,
OCYLECTBNAIOLIMM BBO3 NEKapCTBEHHbIX npenapartoB B Poccuiickyio deaepauunio, B MEXOYHAPOOHbIX TOBAPHO-TPAHCMOPTHBIX
[JOKYMeHTax, CyObekT obpalleHUs NeKapCTBEHHbIX CPeACTB, OCYLUECTBAIOWMA BBO3 JEeKapCTBEHHbIX MpenapatoB B
Poccuiickyio depfepaumio, Unu cyGbekT obpalleHusl NekapCTBEHHbIX CPEACTB, KOTOPOMY OCYLLECTBfieHa nepegadva npae
COBCTBEHHOCTM Ha NEKapCTBEHHbIV Npenapart, NoMeLLEeHHbIN NoA TaMOXEHHYIO NpoLeaypy TaMOXEHHOro ckrnaga, B TedyeHue 5

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/566178719#7D80K5
http://docs.cntd.ru/document/1301088307#7DK0K8
http://docs.cntd.ru/document/578341293#7EG0KI
http://docs.cntd.ru/document/566178719#7DA0K6
http://docs.cntd.ru/document/1301088307#7DK0K8
http://docs.cntd.ru/document/578341293#7EG0KI
http://docs.cntd.ru/document/1301088307#7DK0K8
http://docs.cntd.ru/document/578341293#7EG0KI
http://docs.cntd.ru/document/552002750#8PQ0LT
http://docs.cntd.ru/document/552002750#8QE0M4

06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 26
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

paboymx OHeW C gaTbl Takoro NepemMelleHunss 40 NPeacTaBreHus CBeAeHWUM O JanbHerwmnx onepauunsax C NeKapCTBEHHbIM
npenapaTom NpPeAcTaBnseT B CUCTEMY MOHUTOPUHIA CBEAEHUS, NPeayCMOTPEHHbIe NyHKTOM 8 npunoxenna N 3 k HacToauwlemy
[NonoxeHuto.

A63au ytpaTtun cuny ¢ 1 mapta 2024 roga - noctaHoBneHue Mpasutenbctea Poccunckon depepauum ot 24 maprta 2023
rona N 468. - Cm. npeablAyLLY0 pefakLmio.

Mpy nepemMeLleHnn nekapCTBEHHbIX NPEenapaToB M3 30Hbl TAMOXEHHOIO KOHTPONSi CyObekT obpalleHust NekapCTBEHHbIX
CcpencTs, OCYLLECTBASIIOWMIA BBO3 INEKapCTBEHHbIX npenapatoB B Poccunckyto ®Pepepauuto, unu cybowekt obpalleHus
neKkapcTBEHHbIX CPeACTB, KOTOPOMY OCYLLeCTBNeHa nepegadya npaB COOCTBEHHOCTM Ha FeKapCTBEHHblE npenaparhbl,
NMOMELLEHHbIE MO4 TaMOXEHHYK Mpoueaypy TaMOXEHHOro ckraga, B TeyeHue 5 pabounmx AHenm ¢ gaTtbl MPUEMKU
nekapcTBEHHbIX NpenapaToB Ha hapMaueBTUYECKUI CKNag U 3aBepLleHUs] TaMOXEHHOW Mpoueadypbl BbiMycka ToBapa Ans
BHYTPEHHEro notpebnexHus (Mnu ¢ gatbl pelieHnst O BbIMyCKe NEeKapCTBEHHbIX MpenapaTtoB Ans BHYTPEHHEro nortpebneHus,
NMPUHATOTO TaMOXEHHbIMWU OpraHamu) [0 MpeACTaBMNeHUs CBEOEHUA O JarnbHelwux onepauusix € JeKapCTBEHHbIMU
npenapatamyv MpeacTaBnsieT B CUCTEMY MOHWUTOPMHIa CBeOEHUs, MpenycMOTpeHHble nyHktom 10 npunoxenns N 3 k
HacTosuieMy [onoxeHuto.

(AB3aL B pemakuun, BBegeHHoW B fencteue ¢ 1 ceHTabpsa 2023 roga noctaHoeneHveM [paButenbctBa Poccuiickon
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLY0 peaakuuio)

(MyHkT B pepmakuun, BeegeHHon B gewncteve ¢ 31 uwona 2020 roga nocrtaHoBnenuem [paButensctBa Poccuickon
DPenepaumu ot 21 mnionga 2020 rona N 1079. - CM. npeapliayLLyo peaakLuo)

37_1. MyHkT gononHutenbHo BktoveH ¢ 31 uiona 2020 roga noctaHoenenvem lMpaButensctea Poccuiickon depepauuu
ot 21 wiona 2020 roga N 1079; ytpatun cuny ¢ 1 ceHtabps 2023 roga - nocrtaHoeneHve [NpaBuTtensctBa Poccuiickon
denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLYi0 peaakuuio.

38. lpu BBO3e nekapCTBEHHbIX MpenapatoB B Poccuiickyto depepauunio M3 rocygapcTB - u4neHoB EBpasumiickoro
9KOHOMMYECKOrO COl03a [OMNycKaeTCd MpeacTaBneHne CBeAEHUMW B CUCTEMY MOHUTOpPUHra cybbektom obpalieHus
NneKkapcTBEHHbIX CPEeACTB, OCYLUECTBASIIOWMM OTIPy3Ky IeKapCTBEHHbIX npenapartoB B Poccuiickyto denepaunio (oanee -
npsiMoV NOpAAoK NpeacTaBneHns ceBegeHni Npy BBO3e NekapCTBEHHbIX NpenapaTtoB B Poccuiickyo degepaumio u3 rocyaapcts
- uneHoB EBpasuinckoro SKOHOMMYECKOrO COH3a), UM cyObekToM obpalleHust NeKkapCTBEHHbIX CPeACTB, OCYLLECTBMSIOLINM
npueMKy Ha papmaueBTUYeCKUn CKMag NekapCcTBEHHbIX MpenapatoB Ha Tepputopuu Poccuickon depepauum (oanee -
obpaTHbI NOpsOoOK NPEACTaBMEHUs CBEAEHU Mpu BBO3€ JEKApCTBEHHbIX MpenapatoB B Poccuiickyto depepauuio m3
rocyaapcTs - YreHoB EBpasninckoro SKOHOMMYECKOro cot3a).

PelueHne o BbiGope NpsiMoro nopsiaka NpeacTaBneHnst CBEAeHWUI Npu BBO3e feKapCTBEHHbIX npenapaTtoB B Poccuiickyto
depepaumnto 13 rocyaapcte - uyneHoB EBpasuiickoro akoHomuveckoro coto3a nmbo obpaTHoro nopsigka npeacTaBleHust
CBEeAEeHMIn Npu BBO3€ IEKAPCTBEHHbLIX NpenapatoB B Poccuiickyto denepaumio M3 rocygapcte - udneHoe EBpasuiickoro
9KOHOMWYECKOrO COK3a NPUHUMAETCA CyObekTaMu 0bpaLleHnsi NeKapCTBEHHbIX CPeaCcTB, MPEACTABNSIOWMUMI Takue CBeaeHUs,
CaMOCTOSITENBHO.

B cnyyae BbiGopa npAMoOro nopsigka npeactaBneHns CBeAEHWU Npy BBO3E NIEKAPCTBEHHbIX npenapaToB B Poccuiickyto
depepaumio N3 rocygapcTts - YneHoB EBpasmMiickoro aKOHOMMYECKOro Coto3a CyObeKkT obpalleHus NeKapCTBEHHbIX CPEACTB,
ABNALWMNCA OepXaTeneM WM BnagenbLueM pPerncTpauuoHHOro yOoCTOBEPEHUS, WM MPeacTaBUTENbCTBO WMHOCTPAHHOM
opraHusaumm Ha Tepputopun Poccuiickon depepauunn, SABMSIOWENACS AepXaTenem Wnu BriagenbueM perncTpaumMoHHOro
YOOCTOBEPEHUS, B TedeHne 5 paboumx OHen ¢ gaTbl OTrpy3KM NeKapCTBeHHbIX npenapatoB B Poccuiickyto ®egepaunio m3
rocyaapcTB - YrieHoB EBpasninckoro akoHOMMYECKOro Coto3a A0 NpeacTaBneHns cBegeHUN 0 AanbHENLLMX onepauusax ¢ Takmmm
nekapcTBeHHbIMW npenapataMmy MNpPeacTaBnsAlT B CUCTEMY MOHUTOPUHra CBedeHus, npeaycMoTpeHHble nyHkTtom 11
npunoxeHusa N 3 kK HacTogLeMy [1onoXeHuto.

Mpu aTom cybbekT obpalleHusi NeKapCTBEHHbIX CPEACTB, OCYLUECTBISIOWUA MPUEMKY Ha hapmaueBTUYECKU cknaf
nekapcTBeHHbIX NpenapaToB Ha Tepputopun Poccuiickon depepauuun, B TevyeHne 5 paboumx pHen c gatbl NPUEMKH
NekapcTBEHHbIX NpenapaToB U perncTpauum B CUCTEME MOHUTOPUHra cBedeHun o6 oTrpy3ke NekapCTBEHHbIX NMpenapaToB B
Poccuinckyto ®epgepaumio n3 rocygapcts - YneHoB EBpasMicKOro 3KOHOMWYECKOrO COK3a A0 NPeAcTaBfeHnsd cBedeHun O
JanbHenLWwmnx onepaunsax ¢ Takumu nekapCcTBeHHbIMY npenapaTaMmm NoaTBEPKAaeT AOCTOBEPHOCTb CBEAEHUN, coaepXKallmxca
B CUCTEME MOHWUTOPUHra, MNyTeM npPeacTaBfieHNs CBEAEHMN B CUCTEMY MOHUTOPWUHra, MPegyCMOTPEHHbIX NYHKTOM 7
npunoxenust N 3 k HacTosulemy [onoxeHuto.
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B cny4ae Bbibopa obpaTHOro nopsaka npeacTtaBneHns CBeAeHU Npy BBO3e NeKapCTBEHHbIX npenapaToB B Poccuickyto
degepaumio M3 rocygapcts - YneHoB EBPasnincKoro 9KOHOMUYECKOro coto3a CybbekT obpalleHus nekapCTBeHHbIX CPeacTs,
OCYLLECTBIIAKOWMIA NPUEMKY Ha papmaueBTUYECKMA CKNah feKapCTBEHHbIX MpenapatoB Ha Tepputopun Poccumnckon
depepauunn npu BBo3e B Poccuiickyto ®egepaumio U3 rocygapcTs - YneHoB EBpasmiickoro aKOHOMMYECKOro coto3a, B TeueHune 5
pabounx OHen C JaTbl NMPUEMKM NEKapCTBEHHbIX MpenapaTtoB [0 NPeACTaBneHwWs CBeAEeHWN O AarnbHenwux onepaumsix C
TakvMMK nekapCTBEHHbIMY Npenapatamu NpeacTaBnsieT B CUCTEMY MOHUTOPUHra CBeAeHUs, NPedyCMOTPEHHble NyHKToM 12
npunoxenns N 3 k HacTodemMy [MonoxeHuto.

Mpn aTOM CcyOBEKT 0OpaLLeHMs NEKapCTBEHHbLIX CPEACTB, SABNSAOWMIACS AepXaTenem unv Bragenbuem pernctpaumoHHoro
YOOCTOBEPEHUS, UMK NpeacTaBUTEeNbCTBO MHOCTPAHHOM opraHu3aumm Ha Tepputopumn Poccuickon degepaunn, SBnstoLLencs
Jepxarenem unv BnagenbLemM permcTpaumMoHHOro yaA0CTOBEPEHUS], B TeueHne 5 pabounx AHen ¢ aatbl permctpauum B cucteme
MOHWUTOPMHIa CBEAEHUN O nNpueMke Ha hapmaueBTUYECKMA CKNag NeKapCTBEHHbIX npenapatoB Ha TeppuTtopun Poccuiickon
degepaunm 0O NpPeACTaBleHUS CBeAEeHMA O JdanbHenWwmx onepaumsx C TakMMW  JFIeKapCTBEHHbIMW Mpenaparamu
noATBepXKOaT [LOCTOBEPHOCTb CBEOEHW, codepXXallmxcs B CUCTEME MOHMTOPWHra, nyteM npeacTaBneHvuss CBeAeHUn B
CUCTEMY MOHUTOPWHIA, NPeayCMOTPEHHbIX NyHKTOM 7 npunoxeHud N 3 kK HacTosulemy [onoxeHuto.

(MyHkT B pepakuun, BeegeHHon B aewncteve ¢ 31 uwona 2020 roga nocrtaHosneHuem [paButenscrBa Poccuiickon
denepaumm ot 21 mnona 2020 roga N 1079. - Cm. npenblayLLyo peaakumo)

o 1 wona 2021 r. nogTBEpPXXAEHME AOCTOBEPHOCTUM CBEAEHWUN, NPEACTaBSEMbIX B CUCTEMY MOHUTOpPMHra nNpu BBO3E
nekapcTBeHHbIX npenapatoB B Poccuiickyio Penepaumio M3 rocyaapcTtB - 4neHoB EBpasniickoro 9KOHOMMYECKOro Co3a,
BMpaBe OCyLWeCcTBNATb CyObekT obpalleHnss nekapCTBEHHbIX CPEeACTB, SBASALWMNCA OepXaTeneMm wnu BnagernbLem
pPErMcTpaumoHHOro yAOCTOBEPEHUS,, UMW MNPELACTaBUTENbLCTBOM MHOCTPAHHOW OpraHusaumMm Ha Tepputopum Poccumnckon
depepauunn, sSBNAOLWENCA AepXaTenem WUnv BnagenbLem PerMcTpauuoHHOro yaoCTOBEpPEHWsl, B COOTBETCTBMM C absauem
LIECTbIM HACTOSALIEro MyHKTa WM Oonepartop CUCTEMbl MOHUTOPUHIa MyTEM MNPOBEPKM HanMmMyms B CUCTEME MOHWUTOPMHra
3aperncTpupoBaHHOro MaeHTUgMKaTopa cyObekta obpalleHMs NEeKapCTBEHHbLIX CPEACTB, SBMSANLWErocsa AepXarenem unm
BnagenbLemM pPerucTpauuoHHOro YAOCTOBEPEHUS, WM NPEenCTaBUTENbCTBA WMHOCTPAHHOW OpraHM3auum Ha Tepputopun
Poccunckon ®epepaumu, saBngaoWencs gepxaTteneM Wnu BragensueMm perncTpaurMoHHOro yAOCTOBEPEHUs, a Takke
3aperucTpMpoBaHHOro Koga uaeHTudmrkaumm unu koga naeHtTudmkaumm TpETUYHOM (TPaHCNOPTHOM) YNaKoBKN NeKapCTBEHHOMO
npenapata, B KOTOPOW HaxoOWTCs STOT NeKapCTBEHHbIN npenapar (B crnyvyae nepefadv TPETUYHOW (TPaHCMOPTHOM) YNaKOBKM
nekapcTBEHHOro npenapara Lenvkom). [No pesynsrataMm Takol NPoOBEPKM OnepaTop CUCTEMbl MOHUTOPUHIA C UCTIONb30BaHNEM
(PYHKLIMOHaNa CUCTEMbl MOHUTOPMHIA OTNpPaBnsieT cyObekTy obpalleHus NekapcTBEHHbIX CPeacTB, paHee OCYyLLUEeCTBUBLLEMY
npencTaBneHne B CUCTEMY MOHUTOPUHIA CBEAEHU O NpeabiayLLeln onepauny ¢ NekapcTBEHHbIM NpenapaToM, yBEAOMMEHNE O
npencTaBneHn CBEAEHUA B COOTBETCTBUM C ab3auem NATbIM HACTOSILLEro MyHKTa, C yKa3aHMeM CBeOeHWI, NMPOBEPEHHbIX
onepaTtopoM CUCTEMbI MOHUTOPUHrA.

(AB3aL, gononHuUTENbHO BKMNtoYeH ¢ 3 HoA6pA 2020 roga noctaHoenennem [pasutensctea Poccuiickon ®enepauum ot 2
Hos6pa 2020 roaa N 1779, pacnpocTpaHseTcs Ha NpaBoOTHOLeHUS, Bo3HUKLWKe ¢ 1 nonsa 2020 roga)

MonoxeHusi abs3aua ceabMOro HacCTOSWEro MNyHKTA He pacrnpoCTPaHsloTCA Ha  JleKapCTBEHHble npenapartsl,
npegHasHayeHHble Ana obecneveHns nuu, BonbHbIX remodunnent, MykoBuUCLMO030M, rMNodu3apHbIM HaHU3MOM, 60nes3Hbro
lowe, 3nokayecTBeHHbIMU HOBOOOpasoBaHMAMKU NMMEONOHON, KPOBETBOPHOW WM POACTBEHHbIX MM TKaHeW, pacCesiHHbIM
CKIepo30M, reMOMNUTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHbIM Hayanom, Mykononucaxapugosom |,
I u VI TMnoB, annacTM4yeckon aHemMuen HEYTOYHEHHOW, HacneactBeHHbIM aedumumtom dakTopoB |l (dbunbpuHorena), VIi
(nabunbHoro), X (Ctioapta - lNpayapa), N1y, nocrne TpaHcnnaHTaLmMm opraHoB 1 (Unn) TKaHeNn.

(AB3aL, gononHUTENbHO BKMNtoYeH ¢ 3 Hosbpsa 2020 roga noctaHoenennem [paeutensctea Poccuiickon Penepaumm ot 2
Hos16pa 2020 roaa N 1779, pacnpocTpaHseTcs Ha NpaBoOTHOLLEeHUS, Bo3HukLme ¢ 1 nonsa 2020 roga)

38_1. MNyHKT gononHutensHo BkoveH ¢ 31 uions 2020 roga noctaHosneHnem [NpaButenscrBa Poccurickon Penepaumm
or 21 wonga 2020 roga N 1079; ytpatun cuny ¢ 1 ceHTabps 2023 roga - moctaHoBnewue [paBuTenbciBa Poccuiickon
denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 peaakuuio.

39. CeepneHusi, npencraeBnsiemMble cybbekTamm obpalleHus NekapcTBEHHbIX CPeacTB B CUCTEMY MOHMTOPUHrA npwm
OCYLLECTBIEHMM OMNepaunii C TPETUYHON (TPaHCMOPTHOW) YNakOBKOW NEKapCTBEHHOIO npenaparta, NpyMBeAeHbl B npunoxeHun N
5.

(MyHkT B pepakumu, BBegeHHom B penctBne ¢ 31 maprta 2020 rog noctaHoBnenwem [lpaButenbctBa Poccunckon
Ddenepaumu ot 20 mapta 2020 rona N 311. - Cm. OpeabIayLLYI0 penaKLmio)

40. Mpwu ocyLLecTBNEHNN arperMpoBaHns NeKapCTBEHHbIX NpenapaToB, UMEKLLNX OOUH rmobanbHbIn nAeHTUMMKALMOHHBIN
HOMEp TOProBOW €AMHULbI U OAWH HOMEP NMPOU3BOACTBEHHON cepun, CyObEeKT obpalleHns NekapCTBEHHbIX CPeACTB HAHOCUT
Ha TPETWYHYK (TPaHCMOPTHYI0) YMAKOBKY IEKApCTBEHHOro npenapaTta kog uaeHTMdMKauum TPETUYHOW (TPaHCMOPTHON)
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YMaKoBKM JflekapCTBEHHOrO npenapata M NpeacTaBnsieT B CUCTEMY MOHUTOPWHIa CBeAEeHWs, NPeayCMOTPEHHbIE MyHKTOM 1
npunoxenna N 5 k HacTosulemy [lonoxeHuto, A0 NpeacTaBfeHuss CBeOeHWid O AanbHeiwmx onepaumsix C Takum
neKkapcTBEHHbIM npernapaTom.

(MyHkT B pepakumu, BBedeHHon B genctBue ¢ 31 mapta 2020 rog noctaHoBnenvem [lpaButenbcrtBa Poccuiickon
®denepaumm ot 20 mapta 2020 roga N 311; B pegakumm, BBegeHHon B genctBue ¢ 31 uona 2020 roga nocTaHOBNEHWEM
MpasutenbctBa Poccuirickon Penepaumm ot 21 mona 2020 rona N 1079; B pegakumm, BBEOEHHOW B AelcTBME C 1 ceHTAbpSA
2023 roga noctaHoenenvem [paButenbctBa Poccunickon Penepaumm ot 24 mapta 2023 roga N 468. - Cm. npeablayLlyto
peaakumio)

41. lMNMpu pachopMnpoBaHUM TPETUYHHOW (TPAHCMOPTHOM) YNAaKOBKM NIEKapCTBEHHOrO npenapara, U3bsiTUM NeKapCTBEHHbIX
npenapaTtoB U3 TPETMYHOM (TPAHCMOPTHOW) YMAKOBKM JIEKAPCTBEHHOrO npenapata, LOMOMHUTENIBHOM  BMOXEHUU
NeKapCcTBEHHbIX MpenapaToB B TPETUYHYK (TPaHCMOPTHYK) YMAKOBKY IEKapCTBEHHOro mnpenaparta cybbekT obpalieHus
neKkapCTBeHHbIX CPEACTB NpeacTaBnseT B CUCTEMY MOHUTOPUHIa CBeAeHWs, NpedyCMOTPeHHble NyHKkTamMu 2-4 npunoxeHua N 5
K HacTtosaulemy [lonoxeHwo, A0 NpPeACTaBfeHns CBEAEHUW O p[JarnbHenWwux onepaumsax C TakuMyn fneKapCTBEHHbIMU
npenapaTamu Unmn TPeTUYHON (TPAHCNOPTHOWN) YNaKOBKOM NleKapCTBEHHOrO npenapara.

(MyHkT B pepakuun, BeegeHHon B aewncteve ¢ 31 uwona 2020 roga nocrtaHosneHuem [paButenscrBa Poccuiickon
denepaumm ot 21 mnona 2020 roga N 1079. - Cm. npeablayLLyo peaakumo)

42. CeefeHus, npeacraBngemMble cybbekTammn obpalleHns nekapCTBEHHbIX CPeACcTB B CUCTEMY MOHUTOPUHIa Npu obopoTe
N BHYTPEHHEM NEepeMELLEHMMN NTEKAPCTBEHHbIX NpenapaToB, NpuBeaeHsbl B npunoxeHun N 6.

43. CybbekT obpalleHns nekapCTBEHHbIX CPeACTB, OCYLLECTBASIOLNA NepeEMELLEHNE NEKAPCTBEHHbIX NpenapaToB Mexay
agpecamm MeCT OCYLLECTBMNEHUSA OEATENbHOCTN COrMAcHO NNLEH3UN (C Y4ETOM TaKuUX BUAOB AEATENbHOCTM, Kak NPOU3BOACTBO
NeKapCTBEHHbIX CpeacTB, dapmaueBTMYecKass AesTeNnbHOCTb W OEATENbHOCTb MO 00OpPOTY HApPKOTMYECKUX CPeacTs,
NCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, KYyNLTUBMPOBAHMIO HAPKOCOAEPXKALUMX pacTeHuin) u (Mnn) dapmaueBTUYeCKnMm
cknagamu, B TedeHne 5 pabounx gHen ¢ hakTMYeCcKom AaTbl NEpPEMELLEHUS NEKAPCTBEHHbIX NpenapaToB 40 NpPeacTaBneHnst
CBEOEHUN O [arnbHEWLMX onepauusix C TakMMWU NEKAPCTBEHHbIMW MpenapataMmy NpeacTaBnseT B CUCTEMY MOHUTOPWUHra
cBefeHunsd, npegycMoTpeHHble nyHKToM 1 npunoxeHusa N 6 K HacTosuemy [1onoxeHuto.

(MyHkT B pepmakumn, BBemeHHon B penictBue ¢ 31 maprta 2020 rog noctaHoeneHuem [lpaButensctsa Poccuiickon
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PenaKLmIo)

44, I'Ipm nepegade nekapCTBEeHHbIX npenaparoB Mexay Cy6'beKTaMVI 06pau.|,eHV|;| JNIeKapCTBEHHbIX CpeacTB OO0MNyCKaeTCd
npencrtasrneHne cBedeHu B cucrtemy MOHUTOPUHIra Cy6'beKTOM 06pau.|,eH|/|9| NNeKapCTBEHHbIX CpeacTB, OCyWeCTBNALWMM
nepenayvy nekapCTtBeHHbIX npenaparoB (,D,anee - I'IpﬂMOVI nopAaaoK npeacrtasiieHnd cBefeHun npu 06op0Te JNIeKapCTBEHHbIX
npenapaTOB), nnn npepncrtaeneHne cBedeHu B CUCTeMy MOHUTOPUHra Cy6'beKTOM o6pau.|,eH|/|s=| JNIeKapCTBeHHbIX CpencTs,
OCYLUECTBNAKLWNMM NPUEMKY NEeKapCTBEHHbIX NMpenapaTtoB (,u,anee - OGpaTHbIIZ nopAAoK npeacraBneHunaA cBeaeHun npu o6op0Te
NeKapCTBEHHbIX nperlapaTOB), 3a MWCKI4YeHnemMm npencraBiieHnA cBedeHn B CuctemMy MOHUTOPUHIra npu o6op0Te
NeKapCTBEHHbIX npenapaTtoB C MeXxayHapoaHbiM HeNaTteHTOBaHHbIM HaMMEeHOBaHNEM "OTaHon" n NNeKapCTBEHHbIX npenapartos,
cogepXxalwmnx HapkoTndeckme cpeactea, NCUXOTponHble BelecTBa N UX NpPeKypcopbl.

PelweHne o BbiGope MNpsiMOro Mopsiaka NPeAcTaBneHust CBeAeHwui npu obopoTe NekapCTBEHHbIX npenapaTtoB nnGo
obpaTHOro nopsigka nNpeAcTaBlieHUss cBedeHuin MNpu oBGopoTe JleKapCTBEeHHbIX NpenapaTtoB MpUHUMaeTCs CcyGbekTamu
o6pallieHNs NekapcTBEHHbIX CPEACTB, NPeACTaBMAOWMMI Takue CBeAeH s, CaMOCTOATENBHO.

Mpn obopoTe nekapCTBEHHbIX MpenapaTtoB C MEeXAYHapoaHbIM HenaTeHTOBaHHbIM HaMMeHoBaHMeM "JTaHon" wu
nekapcTBeHHbIX MpenapaToB, CoAepXKallMX HapKoTMYEeCKue CpeacTBa, NCUXOTPOMNHbIE BELLECTBA M UX NMPEKYPCOopbl, CyObeKThI
obpalLeHns nekapcTBEHHbIX CPeACTB, OCYLLECTBNSALINE 060POT Taknx NekapCcTBEHHbIX NpenapaToB, NPeACcTaBnsioT CBeAeHUs
B CMUCTEMY MOHMTOPMHra MO MPSMOMY MNOPSAKY NPeACTaBreHus ceedeHun npu obopoTe nekapCTBEHHbIX MpenaparoB B
COOTBETCTBUM C ab3aLamun YETBEPTHIM M NSATbIM HACTOSILLLErO MyHKTAa.

B cnyyae BbiGopa npsiMoro nopsaka npeacTaBneHusi CBeOEeHW npu o0opoTe INEeKapCTBEHHbIX MpenapatoB CyObekT
obpalleH/s neKapCTBEHHbIX CPeAcTB, OCYLLECTBMSALWUA nepedady NekapCTBEHHbIX MpenapaToB ApYroMy CyObekTy
obpalleHnsi NekapCTBeHHbIX CPeACTB B paMKaxX FpakdaHCKO-MPaBOBbIX OTHOLLUEHMW, B TeYeHMe ogHoro paboyero OHS C
dakTnyeckon OaTtbl OTIPY3KM FNEKapCTBEHHbIX MnpenapaToB MpeactaBnseT B CUCTEMY MOHWUTOpPMHra CBefdeHus,
npeaycMoTpeHHble NyHKTOM 2 npunoxeHusa N 6 k HacTosuleMy MonoxeHuto.

Mpn aTOoM CcyObekT 0bpaLleHNs NekapCTBEHHbBIX CPEACTB (3a UCKMHYeHneM 060cobneHHbIX NogpasgeneHin MeamUMHCKNX
opraHusaumn  (ambynatopuii, enbawepckmx,  GenbaLlepCcKo-akyLWEePCKUX  MYHKTOB), OCYLUECTBASIOWNA  NPUEMKY
neKkapCTBEHHbIX MpenapaToB OT Apyroro cybbekTa obpalleHusi nekapCTBEHHbIX CPeACTB B paMKax rpaxaaHCKO-NMpaBOBbIX
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 29
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

OTHOLLUEHWUI, B TeyeHne ogHoro paboyero AHsA C AaTbl MPUEMKM NEKapCTBEHHbIX NpenapaToB W perucrpauum B cucteme
MOHUTOPUHIa CBeAeHUn 06 OTIPYyXEHHbIX NeKapCTBEHHbIX npenapatax unu B TeyeHve 30 pabouux AHen C AaTtbl NPUEMKU
nekapcTBeHHbIX NpenapaToB B Criydae Bo3BpaTa NeKapCTBEHHbIX MpenapaTtoB A0 NPeACTaBneHUs CBeAeHW O AanbHenLwmx
onepauusx ¢ TakMMU fiekapCTBEHHbIMW Npenapatamv NOATBEPXAaeT AOCTOBEPHOCTb CBEAEHMWI, COAepXKallMxcs B cucteme
MOHUTOpPUWHra, NyTemM npeactaBfieHnsl CBEAEHUN B CUCTEMY MOHUTOPWUHra, npesycMOTPeHHbIX NYHKTOM 4 npunoxeHna N 6 k
HacToAulemy [MonoKeHuO.

B cnyyae Bbibopa obpaTHOro nopsiaka NpeAacTaBlieHUs CBEAEHMI Mpu 0OOpOTe NeKapCTBEHHbIX NMpenapaToB CyObekT
obpalleHns neKapCTBEHHbIX CPeACTB (3a wuckoyeHnem 060CO6neHHbIX noApasfaeneHuin MeguUMHCKUX  OpraHm3auum
(ambynatopuii, denbawepckmx, enbawepcko-akyLepCckux MYHKTOB), OCYLLECTBMSIOWMNA NPUEMKY NeKapCTBEHHbIX
npenapaToB OT Apyroro cybbekTa oOpalleHWsi NeKapCTBEHHbIX CPEACTB B paMKax rpaxdaHCKO-MpPaBOBbIX OTHOLUEHUN, B
TeyeHne opHoro paboyvero AHs C AaTbl NMPUEMKU NEKapCTBEHHbIX npenapaToB unu B TedeHue 30 aHel ¢ gatbl NPUEMKM
nekapcTBEHHbIX NpenapaToB B Criydae BO3BpaTa NEKapCTBEHHbIX NMpenapaTtoB A0 NMPEeACTaBMNEeHUs CBEOEHUI O AanbHEenLmnx
onepauusix ¢ TakMMy NEKapCTBEHHbIMU MNpenapatamy npeacTaBnsieT B CUCTEMY MOHUTOPUHIA CBEAEHMSI O MPUHATHLIX
nekapcTBEHHbIX Npenapartax, NpegycMoTpeHHble NyHkToM 3 npunoxeHns N 6 kK HacTosuleMy [onoxeHuto.

Mpn aTom cyObekT obpalleHus fnekapCTBEHHbIX CPeacTB, OCYLLEeCTBMBLUMA nepefdady nekapCTBEHHbIX Mpenapartos
apyromy cybbekTy obpalleHus nekapCTBeHHbIX NpenapaToB B pamMKax rpaxaaHCKO-NpaBoBbIX OTHOLLEHWIA, B TeYEHWEe OOHOro
paboyero gHA C gaTbl permctpauum B CUCTEME MOHWUTOPUHIA CBEAEHWUM O NMPUHATBLIX JIEKAPCTBEHHbIX npenapartax, HO A0
NPeacTaBreHna CBEAEHMW O JdanbHenwux onepauusax C  TakMMW  NIeKapCTBEHHbIMW  MpernapataMmy  NOATBEpXOaeT
OOCTOBEPHOCTb CBEAEHMWM, COAEPXaLLUMXCA B CMCTEME MOHUTOPMHIa O MNepefaHHbIX NeKapCTBEHHbIX Mpenaparax, MyTem
NPeacTaBreHna CBEeOEHUA B CUCTEMY MOHUTOPWHra, NPeayCMOTPEHHbLIX MNYHKTOM 4 npunoxernns N 6 K HacTosauwlemy
[NonoxeHwuto.

O6ocobneHHble nogpasaeneHns MeanUMHCKMX opraHnsaumi (ambynatopun, denbawepckue, denbalepcko-akyLlepcKkme
NyHKTbI) NOATBEPXAAKT OOCTOBEPHOCTb CBEAEHUN, COOEepXalUMXCA B CUCTEME MOHWUTOPUHIa, U NpPeacTaBnsalT B CUCTEMY
MOHMWTOPVHIa CBEAEHMS O MPUHSITBLIX NTEKAPCTBEHHbIX Npenapartax B COOTBETCTBMU € ab3auamu NATbIM M LLECTbIM HAacTOALLEro
nyHkTa B TedeHue 30 paboumx gHen Co OHSA MPUEMKM NEKapCTBEHHbIX NpenapaTos.

MoaTBepxaeHNe LOCTOBEPHOCTU CBEOEHMWN, MPeACTaBnsieMblX B CUCTEMY MOHUTOPMHIA Npu 0GOopoTe rekapCTBEHHbIX
npenapaToB, BrpaBe OCYLUEeCTBNSATb CyObekT obpalleHusi neKapCTBEHHbIX CPeACcTB, OCYLECTBMBLUMA  nepegady
rneKapCTBEHHbIX NpenapaTtoB ApyromMy cybbekTy oOpalleHusi NekapCTBEeHHbIX CPeACTB B paMKax rpakgaHCKO-MpaBoOBbIX
OTHOLLEHWIA, B COOTBETCTBUM C ab3aLleM CefbMblM HACTOSILLLEro MyHKTa Uiv onepaTop CUCTEMblI MOHUTOPWUHIA MyTEM MPOBEPKU
HanuMuusi B CUCTEME MOHMTOPUHra koda vaeHTUdUKauMM Mnu Koga WMAeHTUMKALMM TPETUYHOMN (TPaHCMOPTHOW) YrNaKoBKM
rnekapCTBEHHOro Mpenapata, B KOTOPOW HaXOAMTCsi OTOT FeKapCTBEHHbIN npenapaTt (B criyyae nepegayvn TPeTUYHOW
(TPaHCMOpPTHOW) YNaKoBKM NEKAPCTBEHHOro rnpenapaTta LEenuMKoM), B OTHOLUEHWM NEKapCTBEHHLIX MpenapaToB, Bragenbuem
KOTOpbIX, MO AaHHbIM CUCTEMbl MOHWUTOPWHra, SIBNSIETCA YKasaHHbIN CyGbekT obpalleHus NnekapcTBeHHbIX cpeacTts. [lo
pesyrnkTaTaM TakoW MPOBEpKU onepaTop CUCTEMbl MOHUTOPMHIA C UCMOfb30BaHMEM (yHKUMOHana cuUcTeMbl MOHUTOPUWHra
OTNpaBnseT CcyObekTy oOpalleHUs FeKapCTBEHHbIX CPEACTB, paHee OCYyLEeCTBUBLUEMY MpPeACTaBfieHNne B CUCTEMY
MOHWUTOPWHIra CBEAEHWIA O NpeablayLLEN onepaLmm ¢ NIekapCTBEHHbIM NpenapaToM, yBeAOMIIeHWe O NpeacTaBneHU CBeaeHNI
B COOTBETCTBMM C ab3aleM LEeCTbIM HacCTOSWEro NyHKTa C yKa3aHWEM CBEOEHWI, MPOBEPEHHbIX ONepaTopoM CUCTEMBI
MOHWUTOPWH a.

MonoxeHna abs3aua [AEeBATOr0O HACTOSILLEro MNyHKTA He pacnpoCTpPaHsiloTCs Ha NeKapcTBEeHHble npenaparsl,
npegHasHayeHHble Ans obecneveHns nuu, BonbHbIX remodunuent, MykoBUCLUMO030M, rMNodu3apHbIM HaHU3MOM, 60Mnes3Hbro
lowe, 3noka4yecTBEHHbLIMM HOBOOOpPA30BaHUAMW NUMAOUOHOW, KPOBETBOPHOW W POACTBEHHbLIX MM TKaHeW, pacCesiHHbIM
CKMNepo3oM, reMOnUTUKO-ypeMUYECKUM CUHAPOMOM, HOHOLIECKMM apTpUTOM C CUCTEMHbLIM Havarnom, MyKononucaxapugosom I,
I v VI TMnoB, annacTMyeckon aHemMuen HEYyTOYHEHHOW, HacnefcTBeHHbIM Aedwuumtom daktopoB Il (dpubpuHorena), VI
(nabunbHoro), X (Ctroapta - Mpayapa), nuu nocne TpaHCMaHTauMm OpraHoB 1 (MNnn) TKaHewn.

Mpu nepepave nekapCTBEHHbIX MpenapaToB, OTHOCALLMXCA K OOHOW MPOW3BOACTBEHHOW Cepuv, Mexay cyObekTamu
obpalLeHns NekapCTBEHHbIX CPEACTB B paMKax rpaxgaHCKO-NPaBOBbIX OTHOLLEHUI opraHM3aLmm, OCyLLEeCTBIISIOWME ONTOBYHO
TOProBIO NeKapCTBEHHbIMU CpeacTBaMu, B TedeHne 10 paboumx gHen ¢ hakTMYeCcKon OaTbl OTIPYy3KM BCEX NEKAPCTBEHHbLIX
npenapaToB, OTHOCALUUXCSA K OOHOW NPOM3BOACTBEHHOM CEPUM M NMPOAOIKAOLUX HAXOAMTbCS B 000OpoTe (NekapCTBEHHbIE
npenapaTbl He OOMKHbl OblTb BbiBeAeHbl M3 0bopoTa cybbekToM obpalleHUss NekapCTBEHHbIX CPEACTB, OCYLLUECTBMASOLMM
OTIPy3Ky NeKapCTBEHHbIX NPenapaToB), HanpaBMslOT B CUCTEMY MOHUTOPWHIa CBEAEHUs, NPEeAyCMOTPEHHble MyHKTOM 4 1
npunoxeHnst N 6 kK HacTosiLeMy MonoxeHuo.
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Mpwv aTOM faTol OTrpy3ky BCEW NPOM3BOACTBEHHOW CEPUM CUUTAETCS OfHA U3 CreayoLmx AarT:
faTta OTrpy3ku BCel NPOU3BOACTBEHHON CEpUM NeKapCTBEHHLIX NpenapaToB B paMKax OOHOWM OTIPY3KU;

[aTta OTrpy3KM OCTATKOB JIEKAPCTBEHHbIX NPENapaToB, OTHOCALLMXCS K ONpeaeneHHON NPOM3BOACTBEHHOM Cepun, B Criydae
€CNW NeKapCTBEHHbIE NpenapaTbl 04HON NPOM3BOACTBEHHOW CEPUM OTTPY>KaNUCh HECKONMBbKMMW NapTUAMKN B pa3HOe BpeMs.

(MyHkT B pepakumun, BBeaeHHoW B aewnctBue ¢ 1 ceHTabpa 2023 roga noctaHoeneHvem [NpaButenbcrBa Poccuiickomn
Ddenepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLYy0 peaakLuo)

44 1. lNpu nepepaye denepanbHbIM OpraHam WCMONMHUTENBHOW BMacTu, opraHaM rocyapCTBEHHOW BMacTu CyObeKToB
Poccuiickon depepauum 1M yNnonHOMOYEHHLIM MMW OpPraHU3aLusiM feKapCTBEHHbIX MpenapaTtoB, 3akynaemblX Ans HyX4
060pOoHbI CTpaHbl U 6e30MacHOCTM rocy4apcTBa, OKa3aHWsl TyMaHUTapHOW NMOMOLLK, NMKBUAALMM NOCNEeaCTBUIA Ype3BblYalHbIX
CUTyauun, KpynHOMacliTabHbIX aBapui WM MHUUOEHTOB MPUPOLHOrO M TEXHOrEHHOrO XapakTepa, B Lensax WCKIYeHus
BO3MOXHOCTU PACKPbITUS CBEAEHWUNA, OTHECEHHbIX K FOCYAapCTBEHHOM TalHe, CyObekT obpalleHnsi nekapCTBEHHbIX CPeacTs,
OCYLLECTBNSALWNA Nepefavy Takux NEeKapCTBEHHLIX NpenapaToB, B TeyeHne 5 pabounx aHen ¢ aaTbl PakTUHECKOW OTrpy3Ku
NeKkapcTBEHHbIX NpenapaToB NPEACTaBIsiET B CUCTEMY MOHUTOPWUHra CBEAEHWs O BbIBOAE NEKAPCTBEHHbIX MpenapaToB U3
oboporTa, 3a UCKMYeHeM CBeOeHN, NpeayCMOTPEHHbIX noanyHkTamu ", n™x" - "n" nyHkta 1 npunoxerus N 4 k HacToawemy
NonoxeHwuto.

(AB3aL B pemakuuun, BeBegeHHon B gewncteue ¢ 31 monsa 2020 roga noctaHoBnenuem [paButenbctBa Poccuickon
®denepaumm ot 21 nona 2020 rona N 1079; B pedakuuun, BBegeHHon B gencteue ¢ 1 ceHTabpa 2023 roga noctaHoOBNEHWEM
MpaButenscTtea Poccuickon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeaplayLLyo peaakLmio)

A0G3aL, gononHuTenbHo BktodeH ¢ 31 mona 2020 roga noctaHoBneHvem [paButensctBa Poccuinckon Penepaumm ot 21
ntonsa 2020 roga N 1079; ytpatun cuny ¢ 1 ceHTsiopsa 2023 roga - noctaHoBneHnue Mpaeutenscrea Poccuiickon denepaumm ot
24 mapTta 2023 roga N 468. - Cm. npeablayLLyo penakLmto.

(MyHKT gononHUTENLHO BKMNtoYeH ¢ 17 ceHTabpsa 2019 roga nocraHoeneHveM lMpaButensctea Poccunckon Penepaunm ot
30 aBrycta 2019 roga N 1118; B pegakuun, BBeaeHHon B genctene ¢ 31 mapta 2020 rog noctaHosneHvem [paButenscTBa
Poccuiickon dPenepaumu ot 20 mapta 2020 roga N 311. - CM. npeabiayLLyo peaakLu)

44 2. CybbekT 0bpalleHus NekapCTBEHHbIX CPEACTB, BbIMOMHSLWNIA (YHKLMU NO ayTCOPCUHTY Npu nepefayve cybbekTam
obpalLeHns NekapCTBEHHbIX CPEACTB, OCYLLECTBISIOWMUM OTNYCK NeKapCTBEHHbIX NpenapaToB 6ecnnaTHO UMM Co CKUAKOM Mo
peLenTy Ha neKapCTBEHHble Npernapatbl, NEKapCTBEHHbIX MPenapartoB, 3akynaemblx Ansi obecneveHust rpaxaaH 3a cyeT
cpencTB hbenepansHoro bogkera u (unn) cpencTs bropkeToB cydobekToB Poccuiickon ®enepaunmn, B TedeHme 1 paboyero gHs
C dakTnyecko pJartbl OTIPY3KM JIEKApCTBEHHbIX NpenapaTtoB MpeacTaBnsieT B CUCTEMY MOHUTOPUHrA CBedeHus,
npenycMoTpeHHble NyHKTOM 6 npunoxeHns N 6 k HacToswweMy NonoxeHuto.

Mpun aTom cyObLEKT 0BpaLLeHNs NekapCTBEHHbIX CPeACTB (3a UCKMoYeHneM 060CobNeHHbIX nogpasaeneHnii MeaULUHCKMX
opraHusauun (ambynatopui, enbawepckux, ¢enbalepCcKo-aKyLEePCKUX MYHKTOB), OCYLLECTBASIOWNA MNPUEMKY TaKMX
neKkapcTBeHHbIX NpenapaToB, B TeyeHne 1 paboyero OHS C gaTtbl NMPUEMKM FEeKapCTBEHHbIX MpenapaTtoB U peructpaumn B
cUcTeEME MOHUTOPUHIrA cBeaeHun 06 OTrpyXXeHHbIX NEKapPCTBEHHbIX NpenapaTtax 40 NPeAcTaBneHUs CBeAeHU O AanbHenLwmx
onepauusix ¢ TakMMU fiekapCTBEHHbIMIU Npenapatamn NOATBEPKAAET AOCTOBEPHOCTb CBEAEHMWI, CoAaepXKallMxcs B cucteme
MOHWTOpPUWHra, NyTeEM NpeacTaBneHUs CBEAEHMIN, NPEAYCMOTPEHHbIX NYHKTOM 4 npunoxeHuna N 6 kK HacToaulemy NonoxeHuto.

(AB3au B pemakuuun, BBEAeHHOW B aencteme ¢ 23 gekabpst 2020 roga nocrtaHoenenwem [NpaBuTenscTtBa Poccuinckon
®denepaumm ot 18 nekabpsa 2020 rona N 2166. - Cm. npeablayLL Yo penakLunio)

O6ocobneHHble nogpasaeneHns MeanuUMHCKMX opraHnsaumi (ambynatopun, denbalwepckue, denbalepcko-akyLlepckme
NyHKTbI) MNOATBEPXAAKT AOCTOBEPHOCTb CBEAEHWUN, COOepXaluxcs B CUCTEME MOHMUTOPMWHIa, B COOTBETCTBMU C ab3auem
BTOPbIM HACTOSLLEro nyHkTa B TedeHue 30 paboumx gHew Co OHS MPUEMKM NEKapCTBEHHbIX NpenapaTos.

(AB3au gononHUTEnNbLHO BKNtoYeH ¢ 23 aekadbpsa 2020 roga noctaHoBneHueM lNpaButensctea Poccuiickon Penepaum ot
18 nekabpsa 2020 rona N 2166)

(MyHkT gononHuTensHo BknodeH ¢ 31 uong 2020 roga nocrtaHosnexHvem [pasuTtenscTea Poccunckon Penepaumm ot 21
urona 2020 rona N 1079)

45. Cybbekt obpalleHus rnekapCTBEHHbIX CPEeACTB, OCYLIECTBAAIOWMN KOHTPaKTHoe (moapsgHoe) npou3BOACTBO
neKapcTBeHHbIX npenapaTtoB Ha Tepputopumn Poccuiickon denepauuun, npu nepegade nekapcTBeHHbIX Npenapartos (FrOTOBOW
npoadykumnn) cybbekTy obpalleHns nekapCTBEHHbIX CPeACTB, ABNSAIOLWEMYCH 3aKa34MKOM TaKoro KOHTPaKTHOro (noapsigHoro)
npounssoacTea, NMMbo cybbekT obpallleHns NeKapCTBEHHbIX CPeACTB, ABMSAIOLIMACA 3aKa34MKOM KOHTPAKTHOro (MoapsiaHoro)
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NpPoOn3BoACTBa, OCYLLECTBNAOLWMIA BO3BPaT NIEKAPCTBEHHbIX NpenapaToB cyObekTy obpalleHus nekapCTBEHHbLIX CpeacTs,
OCYLLECTBMBLLUEMY KOHTPaKTHOE (NoapsAHOE) MPOU3BOACTBO fIEKAPCTBEHHbLIX NpenapaToB, B Te4eHne 5 paboymx gHen ¢ gathbl
nepedadn NeKapCTBEHHbIX MpenapatoB MNPeACTaBNsAeT B CUCTEMY MOHUTOPUHIA CBEOEHWUHA, MPegyCMOTPEHHbIE MyHKTOM 5
npunoxenusa N 6 kK HacTosLeMy [1oNoXeHuto.

(AB3aL B pemakuun, BBEOeHHOW B genctBue ¢ 1 ceHtabps 2023 roga nocraHoeneHveM [paButenbctBa Poccuickon
denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 PEAaKLMIO)

Mpn atom cybbekT obpalleHns MneKkapCTBEHHbIX CPeacTB, SBMSIOWMNACA 3aKa34yMKOM KOHTPAaKTHOro (mogpsigHoro)
Npou3BOACTBA IE€KapCTBEHHbIX nNpenapaToB, Nubo cyObekT obpalleHns NneKapCcTBEHHbIX CPeAcTB, OCYLUECTBUBLUMMA
KOHTpaKTHOe (MogpsifHOE) nNpoM3BOACTBO (B Cryyae BO3BpaTa IEKapCTBEHHbIX MpenapaToB CyObekTom obpalleHusi
NeKapCcTBEHHbIX CPEeACTB, ABNALIMMCA 3aKa34MKOM KOHTPAKTHOrO (MOApPSAHOrO) NPOM3BOACTBA JIEKApCTBEHHBIX NMpenapaTtos),
B TeyeHne 5 pabounx gHen ¢ gatbl NPUEMKN NeKapCTBEHHbIX NPenapaToB U perMcTpauumn B CUCTEME MOHUTOPUHIA CBEAEHUIN O
nepefaHHbIX JeKapCTBEHHbIX Mpenapatax [0 nNpeacTaBneHnMs CBedeHUM O  JdanbHenwmx onepauusix c  Taknmu
NeKapcTBEHHbIMK MpenapataMmy NOATBEPXAAeT [AOCTOBEPHOCTb CBEOEHMW, COOEepXallMxCsl B CUCTEME MOHWUTOPWUHIA O
nepedaHHbIX NeKapCTBEHHbLIX MNpenapatax, NyTeM npeacTaBneHus CBedeHWA B CUCTEMY MOHUTOPMHra, NpegyCMOTPEHHbIX
nyHkToM 4 npunoxenusa N 6 kK HacTosaulemy [MonoxeHuto.

(AB3aL B pemakuun, BBegeHHoW B genctBue ¢ 1 ceHTabpsa 2023 roga noctaHoeneHveM [paButenbctBa Poccuiickon
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLY0 peaakuuio)

46. Cyb6bekT obpalleHusi NeKkapCTBEHHbIX CPEACTB (3a UCKNoYeHMem o060CobMneHHbIX noapasgeneHuin MeguuUHCKMX
opraHusaummn (ambynartopuin, denbalepckux, genbalepcKo-akyLWepCKUX MyHKTOB), OCYLLECTBSAOLWMIA BbiBO4 M3 o6opoTta
nekapcTBeHHbIX NpenapaToB (3a WUCKMNYeHMeM BbiBoAa M3 0BOpOTa NeKapCTBEHHbIX MpenapaTtoB MyTeM BbiBO3a paHee
BBe3eHHbIX B Poccuiickyto Penepaumm nekapcTBeHHbIX NpenapaToB, YHUUTOXEHWS TeKapCTBEHHbIX NpenapaToB, MOMeLLEeHHbIX
Nnog TaMOXEeHHYK Mpoueaypy YHUUTOXEHWUsl, BbiBO3a IEeKapCTBEHHbIX MpenapaTtoB, MapKMpOBaHHbLIX CpeacTBaMu
naeHTurkaumn, 3a npegenbl TaMOXEeHHOW TeppuTopum EBpasnmnckoro 9SKOHOMWYECKOrO COl3a, MOMELLEHHbIX Mof,
TaMOXEHHYIO Mpoueaypy 9KCnopTa, MMM nepefadM Ha YHWYTOXEHWE paHee BBEAEHHbIX IeKapCTBEHHbIX MpenapaTtoB B
rpaxgaHckuii obopoTt Ha Tepputopum Poccunckon ®depepauun), B TedeHue 5 pabouux OHen C [aTbl COOTBETCTBYHOLLEN
onepauum unu ¢ Jatbl NPUEMKU FEKAPCTBEHHbIX MpenapaToB Ha apMaleBTU4YecKui cknag (npu BelBoge M3 obopoTa
NeKapCcTBEHHbIX MpenapatoB B 30HE TaMOXEHHOIO KOHTPOMsl) MpPEeACTaBnsieT B CUCTEMY MOHUTOPUHra CBeOeHWs,
npegycMoTpeHHble nyHkToM 1 npunoxexHus N 4 k HacTosweMy [MonoxeHuio.

(AB3ay B pepakuuu, BBedeHHoW B fencteue ¢ 23 gekabps 2020 ropa nmoctaHoBnenuem [paBuTenbctBa Poccuiickon
Ddenepaumu ot 18 nekabps 2020 rona N 2166. - Cm. npeablayLLyo peaakLmio)

O6ocobneHHble nogpasaeneHus MeanUnHCKUX opraHnsaumi (ambynatopun, denbawepckue, denbawepcko-akyLlepckme
NyHKTbI) B TedeHne 30 pabounx gHew co AHS COOTBETCTBYIOLLEN onepaumn NpeacTaBnstoT B CUCTEMY MOHUTOPUHIa CBEAEHMUS,
npenycMoTpeHHble NyHkToM 1 npunoxerns N 4 k HacTosuweMy MNonoxeHuto.

(AB3au gononHuTensHo BkNoYeH ¢ 23 aekabpsa 2020 roga noctaHoeneHweM [Npasutensctea Poccunckon Penepaunm ot
18 nekabpa 2020 rona N 2166)

(MyHkT B pemakuun, BeBegeHHon B gewncteve ¢ 31 uwona 2020 roga nocrtaHoBnenuem [paButensctBa Poccuickon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLmMIo)

47. CyobekT obpalleHns nekapCTBEHHbLIX CPeacCTB, OCYLUECTBASIOWNA BbIBOS M3 000pOTa NEKApCTBEHHLIX MpenapaTtoB
nyTeM YHUUTOXEHMSI NEKapCTBEHHbIX MNpenapaToB, MOMELLEHHbIX Mo4 TaMOXEHHYI Mpouedypy YHUUTOXEHMWS, BbiBO3a
nekapcTBEHHbIX NpenapaToB, MapKMpOBaHHbIX CpeacTBamMu uAeHTUdMKauuM, 3a npefensl TaMOXEHHOW Tepputopum
EBpa3sninckoro 3KOHOMMYECKOro COH3a, MOMELLEHHbIX NOA TaMOXEHHYK npoueaypy 3KcrnopTa, npeacTaBnser B CUCTEMY
MOHWUTOPUWHIa CBeAEeHUsl, NpeayCMOTPEHHble NyHKTOM 2 npunoxernus N 4 k HacTtosuiemy [NonoxeHuto, B TeyeHne 5 paboumnx
OHEN ¢ OaTbl COOTBETCTBYIOLLEN OnepaLun.

(MyHkT B pepakumu, BBegeHHon B pgenctBue ¢ 31 wmona 2020 roga nocraHoenexnviem [paButenbcrBa Poccuiickon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyio PeAaKLMIo)

48. Cy6'beKT O6paLLLeHVIF| JNIeKapCTBEeHHbIX CpencTs, 00yL|J,eCTBJ'IF|I-OLLLVII7I BbIBO U3 060p0Ta JIeKapCTBEeHHbIX npenapartoB
nyTemM nepenadvun nekapCrBeHHbIX npenapartoB Ha YHUYTOXEeHne, B Te4eHune 5 paGqulx OHen ¢ gatbl nepegadun Ha yHU4ToOXeHune
JNIeKapCTBEeHHbIX npenapatoB A0 npeacTtaBleHnsa cBefeHun o (.baKTe YHUYTOXEHNA NNEKapCTBEHHbIX NnpenapaTtoB npencraBndeT
B CUCTEMY MOHUTOPUHra ceegeHnd, npegyCcMoTpeHHble NyHKTOM 3 npunoxennda N 4 k HacTosuemy [oNnoXKeHUI0.

Mo ntoram YHUYTOXEHNA NeKapCTBEHHbIX npenapartoB Cy6beKT o6pau.|,eH|/|s:| NeKapCTBEHHbIX CPencTs, OcyLIJ,eCTBI/IBLIJI/IIZ
nepenadvy nekapCrtBeHHbIX npenapartoB Ha YHUYTOXeHune, B Te4eHne 5 pa6oqu OHen ¢ gatbl nony4eHuna akTa o6 YHUYTOXEHUN
npeacrasndAeT B CUCTeMY MOHUTOPUHIA cBeeHnd, NnpeyCMOTpEeHHbIe MYHKTOM 4 npunoxenusa N 4 k HacTosuemMy [MonoxeHuto.
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49. CyObekT obpalleHnsa nekapCTBEHHbIX CPeacTB, OCYLLECTBAAIOWNA BbIBOS M3 000pOTa NEKapCTBEHHbLIX NpenapaTtoB
nomeLleHMemM nog TaMOXEHHYK npoueadypy peakcrnoprta, B TedeHue 5 paboumx gHer co AHA BbinNycka NeKapCTBEHHbIX
npenapaToB B COOTBETCTBMM C TaMOXEHHOW MpOoLeaypon peakcrnopTa npeacTaBnser B CUCTEMY MOHUTOPUHIa CBEOEHMUS,
npegycMoTpeHHble NyHKTOM 2 npunoxeHus N 4 K HacTosweMy [MonoxeHuio.

(MyHKT B pepakuun, BBEOEHHOW B AenctBue ¢ 1 ceHTs0ps 2023 roga noctaHoBneHuem [paButenbctBa Poccuickon
denepaumu ot 24 mapta 2023 roga N 468. - Cm. npeabiayLLYy0 peaakLuo)

49 1. CybbekT obpallieHNsi NekapCTBEHHbIX CPEACTB, OCYLLECTBSIOWMI BbIBOA M3 060pOTa NEeKapCTBEHHbIX NpenapaTos
npv BbIBO3€ IEKApPCTBEHHbIX MNpenapaToB B rocyaapcTBa - 4neHbl EBpasuickoro 3KOHOMMYECKOro cok3a B paMKax
TpaHCrpaHU4YHOW TOProBfM Ha TaMOXEHHOW TeppuTopun EBpasnitckoro 3KOHOMUYECKOro Co3a, B TeveHue 5 paboumx aHen ¢
OaTbl OTIPY3KM NEKAapCTBEHHBIX NpenapaToB NPEeACTaBnseT B CUCTEMY MOHUTOPUHIA CBEAEHUs, MPeayCMOTPEHHbIE MYHKTOM 5
npunoxenna N 4 k HacToauiemy [NonoxeHuto.

(MyHKT gononHuTenbHO BKNoYeH ¢ 1 ceHTabpst 2023 roga noctaHoeneHuem [NpaBuTenscrBa Poccuiickor ®enepatimm ot
24 mapta 2023 roga N 468)

50. MNpu ocyLuecTBNEHUN NOBTOPHOIO BBOAA B 0O60OPOT NEeKapCTBEHHbLIX NpenapaToB CyObekT obpalleHus nekapCTBEHHbIX
cpeactB B TedeHue 5 pabouux AHel C gaTbl ykasaHHOM onepauuu MpeacTtaBnsieT B COOTBETCTBUMM C  MHCTPYKLMER,
npeaycMOTPEHHOM NyHKTOM 32 HacTogulero MonoxeHnsa, B CUCTEMY MOHUTOPWUHIa CBEAEHUS, NPeayCMOTPEHHbIe nyHKkTom 14
npunoxenus N 3 k HacTosulemy [onoxeHuto.

(MyHKT B pepakunn, BBEAeHHOW B aenctBue ¢ 1 ceHTsbpa 2023 roga nocraHoBnenuem [paButenbctBa Poccuickon
®denepaumm ot 24 mapta 2023 rona N 468. - CMm. npeablayLLY0 PeAaKLNIO)

51. CyObekTbl 0OpalleHns feKkapCTBEHHbIX CPEACTB, OCYLUECTBMSIOWME PO3HUYHYKO TOPrOBMKO JIEKAPCTBEHHBLIMU
npenapaTaMu 1 OTNYCK NleKapCTBEHHbIX NpenapaToB CO CKUAKOW MO PeLenTy Ha NeKapCTBEHHbIE NpenapaTtbl, MapKMpoBaHHbIX
cpeacTtBaMu  MaeHTUdMKauumM, NpPeacTaBnsloT CBeAeHus O BbiBoge W3 000poTa  ekapCTBEHHbIX MpenapaTtoB ¢
MCMOSb30BaHNEM KOHTPONbHO-KACCOBOW TEXHUKN.

Mepenaya MHdOpMaLmM B CUCTEMY MOHUTOPWHIA O NEeKapCTBEHHbIX Mpenapartax, BbiBeAeHHbIX 13 obopoTa cybbektamm
obpalleHns nekapCTBEHHbIX CPEACTB, HE NMPUMEHSIIOLLMMM KOHTPOMbHO-KACCOBYIO TEXHUKY UMW NMPUMEHSIIOLLMMU KOHTPOMbHO-
KacCOBYIO TEXHUKY B pexume, He npedycmartpvBaloleM obssaTenbHon nepefaynm bucKanbHbIX JOKYMEHTOB B HAanorosble
opraHbl 4yepe3 onepaTopa (uCKanbHbIX AaHHbIX, B CNy4asX, YCTaHOBMEHHbIX PeaepanbHbIM 3akoHoM "O npumeHeHuu
KOHTPOIMbHO-KaCCOBOW TEXHUKM MPU OCYLLECTBNEHNM pacyeToB B Poccuiickon ®efepauumn”, NponsBoanTCa TakuMmn cyobekTamm
obpallieHns nekapCTBEHHbIX CPEACTB C UCMONb30BaHNEM (hyHKLMOHANa CMCTEMbl MOHUTOPUHIA.

CybbekTbl 0OpallleHUs1 NekapCTBEHHbIX CPeACTB, OCYLUECTBMSAWME MeOULMHCKYIO AesATenbHOCTb M BbiBOg M3 0GopoTa
neKapCTBEHHbIX NpenapaToB MNpu oKasaHUM MeAMUMHCKOW MOMOLLM, a Takke CyObekTbl 0GpaLleHnsi NEKapCTBEHHbIX CPeacTB,
oTnyckaloliMe IeKkapCTBEHHble Mpenapatbl GecnnaTtHoO MO peuenTy Ha IeKapCTBEHHble MpenapaTthbl, NpeacTaBnsoT
MHOPMALIMIO B CUCTEMY MOHUTOPWHrA O BbIBOAE U3 06GOpOTa NEKapCTBEHHLIX MpernapaTtoB MyTem OTNycka NeKapCTBEHHbIX
npenapatoB GecnnaTtHO MO peuenTy Ha NeKapCTBEHHblE NpenapaTtbl UM OTMycka MNPV OKasaHUM MeaMLUMHCKOW MoMoLuM ¢
MCMOMb30BaHMEM PEMMCTPaTOPOB BbIGLITUSA, NPEACTaBMSIEMbIX ONEPAaTOPOM CUCTEMbI MOHUTOPUHTA.

OcHalleHne cyObekToB OOpalleHnss NeKkapCTBEHHbLIX CPEACTB, OCYLLECTBNALWMX BblBOg U3 060poTa NeKapCTBEHHbIX
npenapaToB Npu okazaHWWM MeAWULMHCKOM NOMOLLM Unn NyTeM oTrnycka GecnnaTtHO NekapCTBEHHbLIX NpenapartoB Mo peuenTy Ha
nekapCTBEHHble MpenapaTtbl, perMcTpatopamu BblObITUS  OCYLLECTBISIETCS ONEpPaTopoM CUCTEMbI  MOHWUTOPUHrA Ha
6e3Bo3me3gHON ocHoBe. B Lensix Takoro ocHalleHusi cyObekTbl oOpalleHusi NeKkapCTBEHHbIX CPeAcTB 3akfovarT C
onepaTopoM CUCTEMbI MOHUTOPWHIa LOrOBOPLI, B TOM YMCIe coAepXallne yCrnoBus NpefoCcTaBneHns Takoro obopynoBaHus un
€ro pernaMmeHTHOro obcnyxvBaHus Ha 6e3B03Me3qHON OCHOBE.

TunoBas opma TakMx [OroBopoB YyTBepxaaetcd MWHUCTEPCTBOM MPOMbILWIEHHOCT M ToproBnu Poccumnckon
degepaumm.

B cny4yae HepaboTocnocobHOCTU perucTpaTopa BblObITUS, NOATBEPKAEHHON YBEAOMIIEHNEM, HanpaBnsieMbiM Cy6bLeKTOM
obpallleHns nekapCTBEHHbLIX CPEACTB ONepaTtopy CUCTEMbI MOHWUTOPWHra, nepedada CBefeHuin o BbiBoge M3 obopoTa
nekapcTBEHHbIX NpenapaToB MyTeM OTNycKa fekapCTBEHHbIX NpenapaTtoB 6ecnnaTtHo nnm oTnycka npy okasaHuv MeguLMHCKOWN
NMOMOLLM Ha Nepuoa BOCCTaHOBIEHNsI paboTOCMOCOBHOCTM UMM 3aMeHbl perMcTpaTtopa BbiObITUS OCYLLECTBMSETCS CyObeKTOM
obpalLeHVs NeKapCTBEHHbIX CPEACTB C UCTONb30BaHNEM (DYHKLIMOHANa CMCTEMbl MOHUTOPUHTA.
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(MyHkT B pepmakuun, BeBegeHHon B aewncteve ¢ 31 uwona 2020 roga nocrtaHosneHuem [paButensctBa Poccuickon
DPenepaumu ot 21 mnionga 2020 rona N 1079. - CM. npeapiayLLyo peaakLuo)

52. CybbekTbl 0bpalLeHns NnekapCTBEHHbIX CPpeacTB Npy obHapyXeHnn ownbok B cBeAeHUsIX (HEOOCTOBEPHbIX CBEAEHWIA),
npeacTaBneHHbIX UMW B CUCTEMY MOHUTOPWHIa Npu BBoAE B 06OPOT NEKapCTBEHHbIX NpenapaTtoB M 060poTe NnekapCTBEHHbIX
npenapaToB, NPeACTaBAOT B CUCTEMY MOHUTOPUHIA MHOpMaUuo, HEOOXOAMMYIO AN UCMPaBMNeHUsl yKasaHHbIX OLMOOK B
cBefleHusAxX (HeOOCTOBEPHbIX CBeAeHWI) (ganee - ncrnpasrneHne owmnbok).

Cyb6bekTbl 0bpalleHus nekapcTBEHHbIX CPeACTB BNpaBe BHECTM MCNpaBneHms ownbok 4O TOro MOMEHTa, Koraa OHu Obinm
yBEOOMIEHbl O Ha3Ha4YeHWM B OTHOLIEHWM HUX MPOBEPKM, OCYLLECTBMSIEMON B YCTAHOBNEHHOM nopsake ®depepanbHom
cnyxbo no Hagsopy B cdpepe 34paBooXpaHeHusi, Mo hakTy npeacTaBneHusi cyGbekTamy obpalleHusi rekapCTBEHHbIX
CpencTB OWMBOYHbIX (HEOOCTOBEPHbIX) CBEAEHUIA.

B cnyuyae ecnu B npencTtaBneHuy cBeeHW, B KOTOPbIX 0OHapyXeHbl OLWMOKM (HEQOCTOBEPHbBIE CBEAEHMS), y4acTBOBaNu1
apyrme cyobekTbl OOpalleHusi NeKapCTBEHHbIX CPeACTB, TO UCMpPaBMeHUs OWMOOK CYATAKTCA MPUHATBIMKU - Nocne
NOATBEPXOEHNS OOCTOBEPHOCTW MPEACTaBMEHHbIX MCNPaBfeHUN OLWMNOOK B CUCTEME MOHWUTOPWMHIa BCEMU Y4aCTHUKaMu
npencTaBneHns CBeeHui, B KOTOPbIX 0OHapyXeHbl OLLIMOKM (HeJOCTOBEPHbIE CBEAEHNST).

A63au gononHuTenbHO BKMYeH ¢ 3 HoAbps 2020 roga noctaHoBneHveM [NpaButenscriBa Poccunckon denepauivm ot 2
Hoa6ps 2020 roga N 1779, pacnpocTpaHsieTcss Ha NpaBoOOTHOLWEHUs, Bo3Hukwme ¢ 1 mona 2020 roga; ytpatun cuny ¢ 1
ceHTabpsa 2023 roga - noctaHoenenue [MpasutensctBa Poccurickon Penepaumm ot 24 mapta 2023 roga N 468. - Cwm.
npenbiayLlyo penakLuto.

B cuctemMy MOHWUTOPUWHIra BHOCATCA criegytowme ucnpasneHns olnbok B OTHOLLEHUN COBCTBEHHbBIX ONepaLuii;

OTMeHa CcyObeKToM 06palleHns NekapCTBEHHbIX CPEACTB paHee 3aperncTpupoBaHHOM onepauun (B cnydyae, ecnv nocne
TakoW onepaumun He BbinNy cCoBepLUEHbI AENCTBUSA C NEPEXOAOM NpaBa COOCTBEHHOCTU Ha fekapCTBEHHbIE NpenaparThbl);

OT3bIB COOOLLUEHNA 00 OTrpy3ke JleKapCTBEHHbIX MpenapaTtoB CyObekToM obpalleHust NeKapCTBEHHbIX CPEACTB -
OTNPaBUTENEM TaKOrO COOBLLEHUS, NepefaHHOro Noy4YaTento NekapcTBEHHbIX NpenapaToB. Takas KOppPeKTUPOBKa BO3MOXHA
4O nepejayn cBefdeHWW O MOATBEePXKAEeHWM fepefayy nekapcTBEHHOro npenapata ApyrMm  cybbekToMm obpalieHust
neKapCTBEHHbIX CPEACTB;

OTka3 cybbekTa oOOpalleHWsi neKapCTBEHHbIX CPEACTB - Mony4vaTens nekapCTBEHHbIX MpenapaToB OT MPUEMKU
nekapcTBeHHbIX MpenapaTtoB. Takasi KOPPEKTMpOBKa BO3MOXHA [0 MNepedayn CBedEeHUM O MNOATBEPXAEHWUM nepenayn
nekapcTBEHHOro npenapara Apyrum cyobekToM 00palLleHns NekapCTBEHHbIX NPenapaTos;

KOppekTupoBKa CcybbekToMm obOpalleHus NekapCTBEHHbIX CPeACTB paHee HanpaBneHHbIX WM CBEAEHUR B CUCTEMY
MOHUTOPVHIA O Mepefaye rekapCTBEHHOro mnpenapaTta Apyromy cybbekTy obpalleHusi neKapCTBEHHbIX CpeacTB C
NOATBEPXKOEHNEM TaKkoW KOPPEKTUPOBKM CYObEeKTOM obpalleHusi NeKapCTBEHHbIX CPEACTB, KOTOPOMY MepefaHbl Takue
nekapcTBeHHble Npenaparbl.

(A63aL, gononHuTenbHo BkntodeH ¢ 31 mnona 2020 roga noctaHoenennem [Npasutenscrea Poccuickon Penepauuu ot 21
utonsa 2020 rona N 1079)

53. brioknpoBka NPUHATUSA CUCTEMON MOHUTOPUHIa CBeAEHWUN O BBoAEe B 0OOPOT NekapcTBEHHbIX NpenapaTtoB, 06 obopoTe
n (unu) o BbiIBoAe M3 0OOpOTa NEKApCTBEHHbLIX MpenapatoB (fanee - GNOKMPOBKAa) OCYLLECTBMSIETCA B aBTOMATUYECKOM
pexume B COOTBETCTBUM C pErfiaMeHToM, onpefensiemMbiM onepatopoM CUCTEMbl MOHWTOPUHrA W COrfacoBaHHbIM C
denepanbHon cnyx6o no Haasopy B cdepe 34paBoOOXpPaHEHUS.

(AB3aL B pemakuuun, BBegeHHon B genctene ¢ 17 ceHtabpsa 2019 roga noctaHoBneHveM [NpaButenscrtBa Poccuiickon
®denepaumm ot 30 aBrycta 2019 rona N 1118. - Cm. npeablayLLyo peaakumo)

BrnokupoBka u OTMeHa OMOKMPOBKM MOrYT BBOAMTLCS B OTHOLUEHWM €OMHULbBI NEKapCTBEHHOro npenapara, napTuu
neKkapCTBeHHbIX NpenapaToB Ui cepun nekapcTBEHHbIX NpenapaTos.

(AB3ay, gononHMTENbLHO BKIOYEH ¢ 1 ceHTabpsa 2023 roqa noctaHoBneHveM [paBuTtenbctea Poccunckon ®enepatiym ot
24 mapta 2023 rona N 468)

lMepeyeHb NprYnH BroKNMPOBKKN NpMBeaAeH B npunoxeHun N 7.

Mpu ycTpaHeHMn CcyObEeKTOM OOpalleHUs NEeKapCTBEHHbIX MpenapaTtoB MNPUYMH, MOCMAYXMBLUMX OCHOBaHMEM Ansi
GNOKUPOBKM, OTMEHa BITOKMPOBKU OCYLLIECTBISETCA B @aBTOMATUYECKOM PEXUME.

Ab63ay, ytpatun cuny ¢ 1 ceHtabpst 2023 roga - nocrtaHoBnexvie MNpaButensctea Poccuiickon ®enepaiimm o1 24 MapTta
2023 ropa N 468. - Cm. npeablayLLyo penakLuto.

BbnoknpoBka M oTMeHa ONOKMPOBKM MOTryT BBOAUTLCA B OTHOLIEHWM €OUHWULBI NEKApCTBEHHOro npenapara, napTum
NneKapCTBEHHbIX NpenapaToB Uin Cepun NEKapCTBEHHbLIX NpenapaTos.

VIl. TOPAAOK NPEOOCTABJIEHUA MHO®OPMALIUN, CO.U,EP)KAI.I.I,EVICH B CUCTEME MOHUTOPUHIA
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 34
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

54. A63al ytpatun cuny ¢ 1 anpensa 2024 roga - noctaHosneHve Mpasutensctea Poccuickon Penepaumm ot 29 Hosbpa
2023 roga N 2027. - Cm. OpenbiayLLyo penakLmio.

O6napaTtenem nHdbopMaLumm, coaepXalenca B cucteme MOHMTOpUHra, siBnsietca Poccuiickas ®epepaums. MNMpaBomoumns
obnapatens mHdopmMauuKn, cogepXallencsa B CUCTEME MOHWUTOPMHra, oT MMeHu Poccuiickon Pepepaumm ocyLLECTBNSET
MwuHucTepcTBOo 3apaBooxpaHeHusi Poccuiickon ®epepaumn. Obnagatenb MHGOPMaUuKM, COAepXXallencs B CUCTEME
MOHUTOPUHra, obecnevmBaeT KOH(MAEHUMANbHOCTb TakoW WHAOPMAaLMK, 3a WUCKIIOYEHMEM WHGOPMAaLNN, OTHECEHHOW
MpasuTenbcTBoM Poccuickon enepauum k obLLeaoCcTynHOM MHopMaLuun.

(A63ayu, gononHuTensbHO BktodeH ¢ 31 nona 2020 roga nocraHosneHuem [NpaButensctea Poccurickon ®enepauum ot 21
utonsa 2020 roga N 1079; B pepakumn, BBegeHHowm B genctene ¢ 1 ceHTabpsa 2023 roga nocrtaHoBneHveM [paBuTenbLCTBa
Poccuiickon ®enepauum ot 24 mapta 2023 roga N 468. - CM. OpeablayLLyo penakLumio)

OnepaTop cUCTEMbI MOHUTOPUHra OCYLLECTBNSET AEUCTBUS C MHOpMaUMen, coaepXallenca B CMCTEME MOHWUTOPWHIA,
UNU paspeluaeT OCYLLECTBIEHME Takux OEWCTBUIA B Npedenax nofHOMOYUIA, YCTaHOBMEHHbIX (dedepanbHbIMU 3aKoHaMu U
NPYHUMAEMbIMU B COOTBETCTBMU C HUMMU MHBIMWM HOPMaTUBHbLIMW NMpaBOBbIMK akTamu Poccuiickon depepauun, B TOM 4uche
HacTosAwmMM MNonoxeHneMm.

(A63aL, gononHuTensHo BkMtodeH ¢ 31 mnona 2020 roga noctaHosnennem [Npasutenscrea Poccuickon Penepauum ot 21
ntonsa 2020 rona N 1079)

55. [ocTyn K WHOopMauun, codepxalleics B CUCTEME MOHMTOpUHra, oGecrneynmBaeTcsl OnepaTopoM CUCTEMbI
MOHMTOPUHIa C Y4ETOM CrieayHoLMX NOMOXEHIA:

a) JocTtyn deaepanbHblX OPraHOB MCMOMHUTENBHOW BRAcTM M UCMOMHUTENbHBLIX OpraHoB CcyobekToB Poccumnckon
denepaLuun B OTHOLLEHMM COAEpXKaLLencsa B CUCTEME MOHUTOPUHIra MHpopMaLmn OCYLLIECTBRSIETCA B TOM YMCre NOCPELCTBOM
WMHPACTPYKTYpbl, obecneunBatowlern MHPOPMALMOHHO-TEXHONOMMYECKOE B3aMMOAENCTBUE MHAOPMALMOHHBIX  CUCTEM,
UCMOMNb3yeMbIX AN MPEeAOCTaBMNEHUs] TOCYAapCTBEHHbIX W MYHULMMANbHBLIX YCIYr W WUCMOMHEHUS TOCYyAapPCTBEHHbIX U
MyHULUMNAanbHbIX OYHKUWA B SNEKTPOHHOW dhopMe;

6) goctyn cybbekToB obpalleHus nekapCTBEHHbIX CPEACTB, NPEACTaBMSOWMX MHPOPMALMIO ANst BHECEHMS B CUCTEMY
MOHWTOPWHIa, B OTHOLLEHWM MpeacTaBNeHHOW UMKU MHbopMaLmMm 1 obLLefOCTYNHON MHpopMauun, coaepXallencs B cucteme
MOHUTOPWHIa, OCYLLECTBISIETCA Yepe3 INUYHbIA KabuHeT cyObekTa obpalleHuUs NeKapCTBEHHbIX CPEACTB UMM MOCPEACTBOM
MHGOPMALMOHHbBIX 3NIEKTPOHHbLIX CEPBUCOB C WUCMOMb30BAHMEM CTaHOAPTHbLIX MPOTOKONIOB U MHTEPEENCOB 3SfEKTPOHHOIO
B3aMMOOENCTBUS;

B) OOCTyn rpaxgaH B OTHOLUEHUW coAepXallencs B CUCTEME MOHUTOpMHra MHGOpMauuu Mpu MNpoOBEpKe cpeacrtsa
naeHTUrKaLmMm ocyLLecTBNAeTCa C UCNONb30BaHMEM MOBUMBHOMO NPUSTOXEHNS.

(MyHkT B pepakumu, BBegeHHon B pgenctBue ¢ 1 anpena 2024 ropga nocraHoeneHvem [paButenbctea Poccuiickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npeabiayLLyo penakLmio)

56. MobunbHOe npunoxeHne npu NpoBepKe cpeactsa uaeHTUdukaumm obecnevvMBaeT B TOM 4ucrnie cnegylolimne
BO3MOXXHOCTM CUCTEMbI MOHUTOPWHrA:

a) CUMTbIBaHWE CpPeacTB MAEHTMMUKALMM C YNAKOBKM fIeKapCTBEHHOIO nNpenapara;

(MognyHKT B pedakumu, BBeOeHHOM B genctene ¢ 1 anpens 2024 roga noctaHoBneHveM [paButensctBa Poccuiickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npenbiayLLyo penakLmo)

0) oToGpakeHne pe3ynbLTaToB NPOBEPKN CpeacTBa MAEHTUdMKALMM B CUCTEME MOHUTOPWUHIA;

B) BO3MOXXHOCTb HanpaBfieHNs CBEAEHUN B CUCTEMY MOHUTOPMHIA O HapYLUEHMSIX NOpsAKa MapKUPOBKM FIEKapCTBEHHbIX
npenapaTos.

56_1. MobunbHoe npuroXeHne e4uHOro mopTana rocyaapCTBEHHbIX Y MYyHULMMANbHbBIX YCNyr, B3aUMOAEWCTBYIOLEro C
CMCTEMOW MOHWUTOPWHIa, NPy NPoBepKe CpeacTB MaeHTUdukauum obecnevymBaeT B TOM Yncne cnegyowmne BO3MOXKHOCTY:

a) cuMTbIBaHWE CpPeAcTB MAeHTMdMKaUUM co BTOPUYHOM (MOTPEOUTENbCKON) YNakoBKU NEeKapCTBEHHOrO npenaparta (B
crny4yae ee OTCYTCTBUS - MEPBUYHOM YNaKOBKWU NleKapCTBEHHOro npenaparta);

6) oToOpaxkeHne pesynsTaToB NPOBEPKM CpeacTBa MaeHTUMUKaLMM B CUCTEME MOHUTOPWHTA;

B) HanpaslieHne B CUCTEMY MOHUTOPUHIa cBeOeHun o HapyLweHnAX nopdaaka MapKMpoBKU JTIEKAPCTBEHHbIX Npenapartos.
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B0O3MOXHOCTb HanpaBneHus ¢ UCMONb30BaHMEM €QUHOro noprana rocyaapCTBEHHbIX U MyHULUMNANbHbIX YCAYr B CUCTEMY
MOHWUTOPUHIa CBEOEHWA O HapyLleHUAX MopsiAka MapKMPOBKM NEKapCTBEHHbIX MnpenapaToB (NpY HanMuum TeXHUYECKOW
BO3MOXHOCTUN) obecnednBaeTcs Npu ycroBUM NPOXOXAEHUS PU3MYECKUMU NUuaMmn Ha eguHOM nopTarne rocyaapCTBEHHbIX U
MYHULUMNAMNbHLIX YCyr npoueayp vMaeHTUukaumm n ayTeHTudukaumMm ¢ Ucnornb3oBaHneM denepanbHON rocyaapCTBEHHON
MHOpMaUMOHHON cucTembl "EgnHas cuctema maeHtTudmkaumm n ayteHTMdunkaumm B MHpacTpykType, obecnevmsarollen
WHPOPMALIMOHHO-TEXHOMOIMYECKoe B3anMOAeNncTBue WHPOPMALMOHHBLIX CUCTEM, WCMONb3yeMblX ANA MpefoCcTaBneHust
roCyAapCTBEHHbIX U MyHULMNANbHbLIX YCAYTr B 3NIEKTPOHHON dhopme”.

(MyHKT pononHuTenbHO BKMtoYeH ¢ 20 ceHTsibpsa 2023 roga noctaHoBneHuem lpaBuTtenbcTBa Poccuiickon Penepauimm ot
16 ceHTs6pa 2023 rona N 1514)

57. Cybbekt obpalleHuss nekapCTBEHHbIX CPeACTB MOXET MOMNyYuTb [OOCTYNM KO BCEM 3MNEKTPOHHbIM [OKYMEHTaM,
nepefaHHbIM UM B CUCTEMY MOHUTOPUHra, a TakkKe K 3NEKTPOHHbIM [OKYMEHTaM, CO3[aHHbIM CUCTEMOW MOHWTOPWHra Mo
pesynsrataMm 06paboTkM NonyyYeHHbIX OT CyObekTa obpalleHus nekapCcTBEHHbIX CPEACTB JOKYMEHTOB, a Takke K MHhopmaumy,
oTHeceHHol MpaBuTtenscTtBoM Poccuiickon deaepaumm k obLLea0CTyNHON nHopMaL .

(MynkT B pepakumun, BBegeHHon B pAencteue ¢ 31 wmona 2020 roga noctaHoenexHvem [lpasutenscrea Poccuiickown
®denepaumm ot 21 mona 2020 rona N 1079. - CM. npeablayLLYyi0 peAaKLMIO)

57_1. OMuTeHTy cpeacTte naeHTndukaumm, 3apermcTpupoBaHHOMY B CUCTEME MOHUTOPUHIA 1 NPeACTaBUBLLEMY CBEAEHUS
B CMCTEMY MOHUTOPUHIa O HAHECEHWM CPEACTB UOEHTUdMKaLMM Ha YNaKOBKU JIEKAPCTBEHHLIX NpenapaToB, MOMUMO CBEAEHUN,
yKkasaHHbIX B NyHkTe 57 HacTosulero MNonoxeHnsi, obecnevmBaeTcst 4OCTYN K criedyowmm Bugam nHopMaLmmn orpaHn4eHHoro
OOCTyna 0 Cepusix U NapTUsIX TakUX fiekapCTBEHHbIX Npenaparos:

(AB3aL B pepakumn, BBeaeHHon B pencteue ¢ 1 anpena 2024 roga noctaHoenenwvem [paBuTenbctBa Poccuickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npeabiayLLyo penakLmio)

a) MHpopmauus o BragenbLe cepun 1 NapTUM NekapcTBEHHOTO NpenapaTta 1 ero Konm4yecTse B CNeayoLeM CoCTaBe:

HanMeHOBaHWe BnafenbLa cepvn U NapTMmn NekapCcTBEHHOTO Npenapara;
NOEeHTUMMKALUOHHbLIN HOMep HaroronnaTenbLlyka Bnajerblia cepuv 1 napTum NekapcTBeHHOro npenapara;

NOeHTU(UKATOp MecTa OCYLLIECTBMEHUS OEeATEeNbHOCTU Braferbla cepuv U NapTuM JNeKkapcTBEHHOro npenapata, no
AaHHbIM CUCTEMbI MOHUTOPWHTA;

TMN onepauun no obopoTy cepun M NapTUM NEeKapCTBEHHOro npenaparta, 3aperncTpupoBaHHOM B COOTBETCTBUM C
TpeboBaHMaMKN HacTosiLero MNonoxeHus (NpUHATO OT cybbekTa obpalleHus NekapCcTBEHHbIX CPeacTB, NepeaaHo cyObekTom
obpalleHns NeKkapCTBEHHbIX CPeACTB, BbiBeAEHO U3 obopoTa nyTeM peanusauuun (NpoAaxu), BbIBEAEHO U3 obopoTa no
OCHOBaHWSIM, OTNNYHBLIM OT peanu3auun (Npoaaxwu), BKMYas MHgopmaumio 06 MCTOYHMKE (PMHAHCMPOBaHMUS, yKazaHHOM
cyObekToM 0obpalleHns NeKapCTBEHHbIX CPEACTB B OTHOLLEHMM COOTBETCTBYIOLLEN onepaLmu;

(AB3aL B pepakumn, BBegeHHon B gemncteue ¢ 1 anpena 2024 roga noctaHosnenwvewm [lpaBuTenbctBa Poccuiickon
®denepaumm ot 29 HoAbpa 2023 roaa N 2027. - CM. npeabiayLLyo peaakLmo)

rno6anbHbIN NOEHTUPUKALMOHHBLIN HOMEP TOProBON eaNHULIbI;

obuee KonmyecTso NNeKapCTBEHHbIX Npenapartos;

6) cBeeHWs1 O KONMYeCcTBe JIeKapCTBEHHbIX NMPenapaTtoB, BbiBEAEHHbIX U3 06opoTa NyTemM PO3HUYHONM MPOoAaxu B MecTe
(no appecy) oCyLLEeCTBNEHUS pacyeTa U1 BblBEAEHHbIX M3 06opoTa NyTem oTnycka Ans MEAULIMHCKOTO NPUMEHEHUS, OTrycKa
GecnnaTHo Mo peLenTy Ha fieKkapCcTBeHHble NpenapaTbl B MecTe (Mo agpecy) OCyLUECTBNEHUS AeATENbHOCTY;

B) CBEEHUSA O CpeaHMX PO3HUYHBIX LeHaxX (CyMMax pacyeTta) NeKapCTBEHHbIX MpenapaToB B Criyyae pO3HUYHOW Mpoaaxu
C yka3aHueMm rnobanbHoro uaeHTUMUKaLMOHHOIO HOMepa TOProBOM €AMHULbI U TOPrOBOro HauMEHOBaHUS NeKapCTBEHHOMO
npenaparta, paccyvMTaHHbIX HEe MeHee 4Yem no 3 MecTam (agpecam) OCYLLEeCTBMEHMSI pacyeTa 3a nepuos He MeHee OfHOM
He[lenu 1 arpermpoBaHHbIX 0 YPOBHS cybbekTa Poccuiickon depepavmu.

(MyHkT gononHuTensHo BkModeH ¢ 31 mniona 2020 roga noctaHoenexHvem [Npasutenscrea Poccuiickon Penepavmm ot 21
utonsa 2020 roga N 1079; B pepakuumn, BBegeHHown B genctene ¢ 1 ceHTabps 2023 roga nocrtaHoBneHveM [paBuUTenbLCTBa
Poccuickon Penepauuu ot 24 mapta 2023 rona N 468. - CMm. npeaplayLLyo peaakLmio)

57_1-1. JocTtyn K cBedeHWsM, yKasaHHbIM B NyHkTe 57 1 HacTtodulero [lonoxeHus, obecnevyvMBaeTcsi onepaTtopom
CUCTEMbI MOHUTOPUHIa C BO3MOXHOCTBIO (DOPMUPOBAHUSA B NIMYHOM KabnMHETe aMUTEHTa CPeacTB MAeHTUMUKaLUN B cucteme
MOHUTOPWHIa arperMpoBaHHbIX OTYETOB MO BMAAM WHMOPMAUMUM B aBTOMAaTU3MPOBAHHOM pPEXMME C WCMOofb30BaHWEM
NpPOrpamMMHO-TEXHUYECKNX CPEACTB CUCTEMbI MOHUTOPUHTA.
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 36
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

(AB3aL B pepakumn, BBeaeHHon B pencteue ¢ 1 anpena 2024 roga noctaHosneHnwewm [lpaBuTenbctBa Poccuickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. OpeabiayLLyo peaakLmio)

OMUTEHT cpeacTB wmaeHTMdUKauum BnpaeBe nepefaTb NpaBo [OCTyna K CBeOeHUSAM, yKaszaHHbIM B NyHkTe 57 1
HacTodwero [onoxeHwsi, TOMbKO 3aperMcTpUpoOBaHHbBIM B CUCTEME MOHWUTOPMHra cnegyrowmm cybbektam obpalleHus
NeKapCTBEHHbIX CPEACTB:

cybbekT obpallleHnsi NekapCTBEHHbIX CPeACTB B OTHOLLUEHWM NEKAapCTBEHHbIX NMpenapaToB, CBEAEHMS O KOTOPbIX Takum
CcyObekToM OOpalleHnsi NeKkapCTBEHHbLIX CPEACTB MpeacTaBrieHbl B COOTBETCTBMM C YacTbtlo 1 crtatbm 52_1 PeaepanbHoro
3akoHa "O6 obpauleHun nekapcTBeHHbix cpeacTts” B ®efepanbHyto cryx0y no Haa3opy B cdpepe 34paBOOXPAHEHUsT UK Ha
KOTOpble TakuMm CyObeKkTOM ObpalleHVsi NeKapCTBEHHbIX CPeACTB MOMyYeHbl pas3peLleHus Ha BBOA B rpaxaaHckuii obopoT
npoussegeHHbIX B Poccuickon degepauum nuMmyHoOBMONornyeckmx nekapcTBeHHbIX NpenapaToB, NpeayCMOTPEHHbIE YacTbio 7
cratbu 52_1 ®enepansHoro 3akoHa "O6 obpalleHnn NekapcTBEHHbIX CReACTB";

cybbekT obpallleHns1 NekapCTBEHHbIX CPEACTB B OTHOLLUEHWM NEKAPCTBEHHbLIX NMpenapaToB, CBEAEHMS O KOTOPbIX TakuMm
cyObbekToM obpalleHus NekapCTBEHHbIX CPeACTB NPeACTaBneHbl B COOTBETCTBMM C YacTbto 2 cratbn 52 1 dPenepanbHoro
3akoHa "O6 obpalleHun NnekapcTBeHHbIX cpeacTB” B ®efepanbHyto cnyx0y no Haasopy B cdepe 34paBOOXpPAHEHUsT UMK Ha
KOTOpble TakMM CyObekTOM ObOpalleHUsi NeKapCTBEHHbIX CPeACTB MOSyYeHbl paspeLleHnss Ha BBOA B rpaxaaHckuii obopoT
BBO3MMbIX B Poccuiickyto ®egepaunto MMMYHOBMOMOrMYECKUX JIEKAPCTBEHHLIX MpenapaTtoB, MPeAyCMOTPEHHble YacTbio 7
cratbu 52_1 ®PepnepanbHoro 3akoHa "O6 obGpallleHun NeKapCTBEHHbIX CREACTB", 3a WUCKMIOYEHUEM CBEAEHWMN, YKa3aHHbIX B

noanyHkTe "B" nyHkTa 57_1 HacTtosulero [MonoxeHus;

Jepxarenb unu Bnagenew, permcTpaunoHHOro yaAoCTOBEPEHMS MPU HanMyuMn B CUCTEME MOHUTOPWUHIra CBEAEHUN O Koae
HanoronnaTtesnblUMKa TakKoro pgepXatensa wnu Bnagenbua PerncrpaumMoHHOrO YOOCTOBEPEHMS B CTpaHe permcrpauum,
nepegaHHoOro B COOTBETCTBMM C NyHKTOM 3 npunoxenusa N 1 k HacTodulemy [MonoxeHuto.

(MyHKT gononHUTENBHO BKMNtoYeH ¢ 1 ceHTAbpa 2023 roga nocraHoBneHveM [NpaButensbcrBa Poccunckon ®enepaumm ot
24 mapta 2023 rona N 468)

57_1-2. OMuUTEHT cpencTB uAeHTMdMKaAUUM BripaBe OCYLLECTBMATb CaMOCTOATENbHO WM NopyyaTb B COOCTBEHHbIX
UHTepecax obpaboTky nHdopmMaLun, ykasaHHom B NyHkTe 57 1 Hactoduiero MonoxeHus, B TOM YMCME He NEPEYUCIIEHHbIM B
nyHkte 57_1-1 Hacrosauwlero [Monoxexusa nuuam. B Takux criyyasx [OCTyn K Takon WHopmauuu wnu pesynstatam ee
06paboTkM MMeeT ykasaHHbI CyObekT obpalleHus NeKapCTBEHHbIX CPEACTB MMM UL, KOTOPOMY OH Mopy4urn o6paboTky,
nocpeacTBOM NMMYHOMO KabnHeTa SMUTEHTA CPEeACTB AEHTUUKaL MK,

(MyHkT gononHuTensHo BKtoveH ¢ 1 anpens 2024 roga noctaHosneHneM [lpasutenscrea Poccuickon Penepaumm ot 29
Hos16pa 2023 ropa N 2027)

57 _2. TloTpebutensm nekapcTBeHHbIX npenapatoB obecneuvMBaeTca AOCTyNn K  MHoOpMauun, OTHECEHHON
MpaButensctBoM Poccuiickon degepauun kK obeqocTynHon nHdopmaLmu.

(MyHkT gononHuTenbHo BKtodeH ¢ 31 nons 2020 roga noctaHoeneHveM [MNpaBuTtensctBa Poccurickon Penepatimm ot 21
utons 2020 rona N 1079)

57_3. ®depepanbHbIM OpraHam UCMONHUTENBLHOW BNACTU U UCMOSMHUTENbHBIM opraHam cybbekTtoB Poccuiickon depepauum
B Liensix, onpeaeneHHbIx HacToswmum NonoxeHmnem, obecnevymBaeTca JOCTYN K CrieayowmnM CBEAEHNSIM:

(AB3aL B pepakumn, BBeaeHHom B pencteue ¢ 1 anpensa 2024 roga noctaHoenenwvem [paBuTenbctBa Poccuickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npenbiayLLyo penakLmo)

a) MHpopmaums o cybbekTax oOpalleHus NeKapCTBEHHbIX CPEACTB, O IEKApCTBEHHbIX Mpenapatax M ux oboporte,
Heobxoammas 4ns BbIMOMHEHNS 3a4a4 M OCYLLECTBIEHUS PYHKUMIA, BO3NOXEHHLIX Ha dhefeparnbHble opraHbl NCNOMHUTENBHON
BNacTu N UCNONHUTENbHbIE opraHbl cyobekToB Poccunckon ®egepaumm, B LeNsix, onpegeneHHbix HacTosawmum NonoxeHnem;

(MoanyHKT B pepakumu, BBefeHHon B fencteue ¢ 1 anpens 2024 roga noctaHoBrneHueM [MpaButenscrea Poccuiickom
Ddenepaumm ot 29 HoAbpsa 2023 rona N 2027. - CM. OpeabIayLLYI0 peaaKLmio)

6) ctaTucTmdeckas nHopMaLusa O NeKapCTBEHHbIX Npenaparax u ux obopoTe;

B) nHdopmMaLms, oTHeceHHas lNMpasuTenbcTBoM Poccuiickon Penepaumm k obLLeaoCTynHON nHdopMaLumn.

(MyHKT gononHuTensHo BkMtodeH ¢ 31 uonga 2020 roga noctaHoeneHvem [MNpaButenbcrTBa Poccuinckon degepaumm ot 21
utonsa 2020 rona N 1079)

57_4. CoctaB nHopmaLmm, cogepxallencsa B CUCTEME MOHUTOPUHIa, JOCTYN K KOTopon obecnevnBaeTcs deaepanbHbiM
opraHam MCMOMHUTENbHOW BAAcTU U MCNOMHMTENbHLIM oOpraHam cybbekToB Poccuiickon ®epepauun, onpeaensietca B
cornatleHnsx 06 MHOpMaUMOHHOM B3aUMOAENCTBUM, 3AKMHYEHHBIX ONEPaTopoM CUCTEMbI MOHUTOPUHIrA ¢ dedepanbHbIMU
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 37
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

opraHamy UCMOSIHUTENbHOW BRACTU UMM UCMONHUTENbHBIMK opraHamu cybbekToB Poccuiickon Pegepauun n MMHMCTEPCTBOM
3apaBooxpaHeHus Poccuiickon depepauuu.

(MyHKkT gononHuTenbHo BktodeH ¢ 31 nons 2020 roga noctaHoBneHveM lNpaBuTtensctBa Poccurickon Pepepatinm ot 21
uiona 2020 rona N 1079; B pegakumu, BBegeHHon B gencteune ¢ 1 anpensa 2024 roga nocrtaHoenenwem [paBuTenbCTBa
Poccuinckon ®enepaumm ot 29 Hoabps 2023 roga N 2027. - CM. npeablayLLyo peaakumo)

57 5. ®depepanbHon cnyxbe no Hagsopy B cdepe 3opaBoOXpaHeHWss obecnevvBaeTcs AOCTYN K MHGOpMauuu,
cofepxallencst B CUCTEME MOHUTOPUWHIA, B LIENSX:

a) OCYLLECTBIEHUS KOHTPONsS COGMnogeHnst MeQULMHCKUMU pabOoTHUKaMK, PYKOBOAUTENSMU MEAULMHCKUX OpraHu3auui,
hapmaueBTUYeCKUMU paboTHUKaMN U PYKOBOAUTEMSIMU anTeYHbIX OpraHM3auuini OrpaHUYeHUn, NPUMEHSIEMbIX K HUM Npu
OCYLLIeCTBNEHUN NPOodeCcCMoHanbHoM AeATeNbHOCTU B COOTBETCTBUM C 3akoHodaTenscTBoM Poccuiickor ®enepauny;

6) ocyLlecTBneHns hegepanbHOro rocyaapCTBEHHOrO KOHTpors (Haa3opa) B cdepe obpalleHrs NekapCTBEHHbIX CPEACTB;
(MoanyHKT B pedakumu, BBeAeHHOW B fencTteue ¢ 1 ceHTsbps 2023 roga noctaHoBnennem [NpaButenscrea Poccuinckon
®denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 peaakuuio)

B) MPOBEOEHWS MOHWTOPUHIA acCOPTUMEHTA W LEH Ha >XU3HEHHO HeOoOXOAMMbIE W BaXkHeMlve eKapCTBEeHHble
npenaparsl;

r) OCYyLEeCTBNEHUS B YCTAHOBIIEHHOM MOPsiAKE MNPOBEPKU AeATEeNbHOCTU MEeOMUMHCKMX M anTeuHbIX OpraHvsauui,
opraHusaLmin onNTOBOW TOProBNM NEKapPCTBEHHbIMU CPEACTBAMMW, APYrMX OpraHn3aumin u MHAMBUAYyarnbHbIX NpeanpuHMMaTenen,
OCYLLECTBNALWNX AEATENBHOCTb B chepe 34paBOOXpaHEHus.

(MyHKT gononHuTenbHo BktodeH ¢ 31 nons 2020 roga noctaHoBneHveM lNpaBuTtensctBa Poccuiickon Pepepatinm ot 21
utonsa 2020 rona N 1079)

57_6. ®depepanbHon HanoroBon crniyxbe obecneuMBaeTcs [AOCTYN K WHoOpmaumu, copepxallencss B CcucTeme
MOHWUTOpPWHra, B Lensx:

a) OCYLLEeCTBMEHMS KOHTPONS M Haa3opa 3a MpPaBMIIbHOCTbI MCYUCIEHMS, MOSIHOTOM U CBOEBPEMEHHOCTLIO BHECEHUS B
COOTBETCTBYHOLLMI GlogkeT GlogkeTHON cuctembl Poccuiickon ®epepaunm Hamnoroe u c6opos, a B cryyasx, npeayCMOTPeHHbIX
3akoHoaaTenbcTBoM Poccuiickon denepaumm, 3a NpaBUNBHOCTBIO UCHUCTIEHWS!, MONTHOTON M CBOEBPEMEHHOCTHIO BHECEHUS B
COOTBETCTBYHOLLMIN BIOfKET MHBIX 00sA3aTENbHbIX NNaTexei;

6) KoHTponsa cobnogeHns TpeboBaHU K KOHTPOMbHO-KACCOBOM TEXHMKe, Mopsaka W YCrnoBUW ee perncrtpauum wu
NPUMEHEHWS;

B) KOHTPOIA y4eTa BbIpyYKN OEHEXHbIX CPeACTB Yy opuandecknx nmy n nHgnenayanbHbIX npenanHmmaTeneVl;
F) OCYyLUEeCTBIEeHUA KOHTPOJbHbIX MepOI'IpMFITVIﬁ, BKIlo4aaA KamMeparibHble U Bble3Hble NMPOBEPKN.

(MyHkT gononHuTenbHo BktodeH ¢ 31 nons 2020 roga noctaHoBneHveM lNpaBuTtensctBa Poccuiickon Penepatinm ot 21
ntonsa 2020 rona N 1079)

57 7. depepanbHOM TaMOXeHHOW cnyxbe obecneunBaeTcsi OOCTYyNn K MHGOPMaUUKW, COAepXalencs B CUCTEME
MOHUTOPUWHra, B LUensax obecnevyeHns npeaycMOTPEHHbLIX 3akoHogaTenbCcTBoM Poccuiickon Pegepaumy NOAHOMOYUA MO
OCYLLIECTBITEHNIO TAMOXEHHOIro KOHTPONsi 3a mpoaykumen, BBo3umMon B Poccuiickyto Pegepaunto, B TOM YUCIE TAMOXEHHOTO
KOHTPOMNs MOCre BbiMyCka TOBApPOB, @ TakKkKe KOHTPOMs 3a MpPaBUITbHOCTbIO WCHUCMEHUSI U CBOEBPEMEHHOCTBIO ymnaThbl
TaMOXXEHHbIX MOLLUSIMH, Hanoroe, cneumnanbHbIX, aHTUOEMMUHIOBbIX KOMMEHCALMOHHBLIX MOLUMNH U UHbIX NnaTexen, B3MaHue
KOTOPbIX BO3ITOXXEHO Ha TaMOXXEHHbIE OpraHbi.

(MyHkT gononHutensHo BkmodeH ¢ 31 uons 2020 roga nocrtaHosneHveM lMpaBuTtenbcTBa Poccunckon ®enepaumm ot 21
utonsa 2020 roga N 1079)

57_8. ®enepanbHon cnyxbe rocyqapCTBEHHOW CTATUCTUKM obecrnevmBaeTcs AOCTyn K MHAOpMaLun, Coaepxallencs B
cucTeMe MOHWUTOPWHrA, B Lensx obecrneyeHnst ocyLecTBNeHM QyHKUUA N0 (POPMUPOBaAHNIO OOULMANBHON CTAaTUCTUYECKOW
MHopMaLMM O coumanbHbIX, SKOHOMUYECKUX, AemMorpadunyecknx, 3KOMOrMYecknx U Apyrmx obLecTBeHHbIX Mnpoueccax B
Poccuickon ®enepaumm.

(MyHkT gononHuTenbHo BKtodeH ¢ 31 nons 2020 roga noctaHosneHveM lNpaBuTtensctBa Poccuiickon Penepatinm ot 21
ntonsa 2020 rona N 1079)
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 38
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

57_9. depepanbHO aHTUMOHOMONBLHOM cnyxbe obecnevmBaeTca AOCTYN K MHoOpMaumu, copepXKallencs B CUCTeMe
MOHUTOPWHra, B LENsX OCYLLECTBNEHNSA rOCyAapCTBEHHOIO KOHTPONS 3a cobMnogeHneM aHTUMOHOMOMBHOMO 3aKoHOAATENbCTBA
N 3aKkoHodaTenbCTBa B cdepe rocyaapCTBEHHOrO perynnpoBaHns UeH (TapudoB) Ha ToBapbl (ycnyrn) B Poccumnckon
depepauuu.

(MyHKT gononHuTenbHo BktodeH ¢ 31 nons 2020 roga noctaHoBneHveM lNpaBuTtensctBa Poccuiickon Penepatinm ot 21
utona 2020 roga N 1079; B pepakumn, BBegeHHoW B gencteme ¢ 1 ceHTabpsa 2023 roga nocrtaHoBneHveM [paBuTensLCTBa
Poccuiickon Penepauuu ot 24 mapta 2023 rona N 468. - CM. OpeaplayLLyo peaakLmio)

57_10. MunHucTepcTBy BHYTpeHHUX gen Poccuiickon ®egepaummn obecneumBaeTcs 4OCTYN K MHdopMauum, coaepxatlencs
B CMCTEME MOHWUTOPUHra, B LUEensax peanusaumm MNorHomMouuid B cdepe KOHTponsi 3a 0OOpOTOM HapKOTUYECKUX CpeacTs,
NMCUXOTPONMHbIX BELLECTB M UX MPEKYPCOPOB.

(MyHKT gononHuTensHO BKNoYeH ¢ 1 ceHTabps 2023 roga noctaHoeneHuvem [NpaBuTenscrBa Poccuiickor ®enepatimm ot
24 mapta 2023 rona N 468)

57 _11. ®depepanbHoi criykbe N0 KOHTPOMO 3a arkorofibHbIM M TabayHbIM pbiHKaMu obecneymBaeTcs AOCTYM K
WHopMaLMK, CofepXKaLlencsl B CUCTEME MOHUTOPUHIA, B LiENsiX OCyLLecTBneHns deaepanbHoro rocyaapCTBEHHOMO KOHTPOS
(Hap3opa) B obnacTtn npom3BoacTBa U 06opoTa STUNOBOIO CNUPTA, ankoronbHOM U CnMpTocodepXKallen NnpoayKumm.

(MyHKT gononHMTenbHO BKMOYEH ¢ 1 ceHTsabpsa 2023 roga noctaHoBneHvem [NpaBuTtensctBa Poccuiickon denepauuu ot
24 mapta 2023 roga N 468; B pegakumm, BBeaeHHON B gencteue ¢ 27 sHeapsa 2024 roga nocrtaHosneHvem [paButensciea
Poccuinckon ®enepaumm ot 19 aueapa 2024 rona N 25. - CM. npeablayLLyio peaakLmio)

57 _12. WcnomHuTenbHbiM opraHam cyobektoB Poccuiickon ®epepaumm obecnevmBaeTcs [OCTYN K MHGOPMaUuu,
cofepxallencs B CUCTEME MOHUTOPUHra, B COOTBETCTBMM C cornawleHvem o6 WHPOPMAaLMOHHOM B3aMMOOENCTBUM,
3aKMYEHHBIM OMepaTopoM CUCTEMbI MOHWUTOPWUHIaA C WCMOMHUTENbHBIM OpraHom cybbekta Poccuiickon ®epepauun wm
MwuHucTepcTBOM 3apaBooxpaHeHnst Poccuiickon ®egepaunm B Lensx:

a) OCyLLeCTBMEHMS PermoHaribHOro rocyaapCTBEHHOrO KOHTpons (Hag3opa) 3a NMPUMEHEHVWEM LEeH Ha FeKapCTBEeHHble
npenapartbl, BKIIOYEHHbIE B NEpPeYeHb XM3HEHHO HEOBXOAVMbIX M BaKHEWLUMX MeKapCTBEHHbIX MpenapaTtoB, OpraHM3auusiMm
OMNTOBOM TOPrOBMW IEKapCTBEHHbIMM CpeAcTBamMu, anTeYHbIMU OpraHusaunsMu, MHAMBUAYaNbHLIMU MpeanpuHUMaTensamu,
UMELWUMN NULEH3NI0 Ha apMaLeBTUYECKYIO AeATENbHOCTb, MEAULMHCKAMU OpraHvM3aumsamMu, UMeLWMMU NULEH3NI0 Ha
hapmaueBTUYECKY0 [OeATenbHOCTb, U KX 000COONeHHbIMW noapasgeneHvsamy  (ambynatopusamu, enbawepckuMmn 1
denbaluepcko-akyLepckMMn  MyHKTamn,  LUeHTpamu  (oTAeneHnamn) obwer  BpayebHOW  (CeMeMHOM)  NpaKTuKK),
pacrnonoXeHHbIMY B CEMbCKUX HAaceneHHbIX NYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHusaunu;

6) npoBegeHNs MHGOPMaLMOHHO-aHANUTUYECKOro HabrogeHns 3a COCTOSIHUEM pbliHKA JIEKapCTBEHHbLIX MpenapaTtoB U
OCyLLEeCTBNEHNEM hapMaLeBTUHECKON AEATENBHOCTU Ha TEPPUTOPUN COOTBETCTBYHOLLEro cybbekTa Poccuickon denepaumum,
OopraHu3aLmmn u oCyLLECTBIEHNST MEPONMPUSATUIA, COOAENCTBYIOLNX Pa3BUTUIO dapMaLeBTUYECKOW AESTENBHOCTM Ha TepputTopun
cooTBeTcTBYoLLero cybbekta Poccunckon ®enepaumm.

(MyHKT pononHuTenbHO BKMNtoYeH ¢ 1 anpena 2024 roga noctaHoeneHnem lNpasutenscrBa Poccuiickon ®enepaumm ot 29
Hos6psa 2023 rona N 2027)

VIIl. ONEPATOP CUCTEMbl MOHUTOPUHIA

(HammeHoBaHue pasgena gOnonHUTENBHO BKNoYeHO ¢ 1 ceHTabpa 2023 roga nocraHosneHveM NpaButenscrea Poccunckon
denepaumm ot 24 mapta 2023 rona N 468)
HanmeHoBaHne pasgena mncknodeHo ¢ 1 ceHTsopsa 2023 roga - noctaHoenenne MNpaButenscTea Poccunckon ®eaepaumm ot 24
mapTta 2023 roga N 468. - CM. npeablayLLyo peaakumio.

58. OnepaTtop cncTtemMmbl MOHMUTOPUHIA MO COrnacoBaHnio ¢ MMHNMCTEPCTBOM 3apaBooxpaHeHns Poccuiickon ®enepaumm un
depnepanbHOM cnyx001 No Haa3opy B cdepe 3opaBooxpaHeHus obecnevmBaert:

a) cosfaHue, pas3BuTME, BBOL B 3SKCMIyaTauuioo, 3KCMMyaTauumio M BbIBOL, M3 3KCMMyaTauuMum CUCTEMbl MOHWUTOPWHIA,
npegocTaeneHme NHpopmMaumm, CoagepXallencs B CUCTEME MOHUTOPUHIA, U B3aUMOAENCTBNE CUCTEMbI MOHUTOPUHIA C UHBbIMUN
MHOPMALMOHHBLIMU CUCTEMAMU;

0) peanusaumio MEXaHM3MOB OOLLECTBEHHOIO KOHTPOIS, BKMOYas NpueM MHGOpMaLmMmn O pesynsratax NpoBepKM CPeacTs
naeHTUgrKaunm n xanobbl U3NYECKNX U KPUONYECKUX NUL, MHOUBUOYANbHbIX NPpeanpuHuMaTtenei, xpaHeHne, oopaboTky 1
nepegady 310 UHOpMaLIMKM B YNONTHOMOYEHHbIE beaeparbHble OpraHbl UCMOMHUTENBHON BrAcTU.
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59. Onepatop cUCTEMbl MOHWUTOPUHIA HeceT OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHodaTenbCcTBoM Poccuiickomn
depepauymu:

a) 3a XpaHeHue BCex AaHHbIX U 3anucewn TpaH3akumin B 6ase gaHHbIX, permcTpupyemblx B CUCTEME MOHUTOPUHIA;

6) 3a LUEenOCTHOCTb, COXPaHHOCTb Y HEMPOTUBOPEYMBOCTL MH(pOPMaLMK B CUCTEME MOHUTOPWHIA;

B) 3a BEOEHME N XPaHEHWE eOUHbIX PEeecTpoB, CMPABOYHO-HOPMATMBHOW MHOPMaLNN, KriaccudurkaTtopoB U opmaTtos
obmeHa gaHHbIMU;

r) 3a 6ecnepeboviHy0 1 0TKa30yCTONYMBYIO PaboTy CUCTEMbI MOHUTOPUHTA;

) 3a BoccTaHoBneHue paboTocnocobHOCTU CUCTEMbI MOHWUTOPWMHIA M €€ KOMMOHEHT rnocne ycTtpaHeHus cboes npwu
YCMNOBUW NMOMHOMO YCTPaHeHWs MPUYUH, BbI3BaBLUMX COON, a Takke 3a COXpaHeHWe LEernOCTHOCTM YCTaHOBMEHHbIX Ha cepBepax
NporpamMmmHO-TEXHUYECKNX CPeacTB U 6a3 AaHHbIX;

€) 3a CTPYKTYpHOE pes3epBMpOBaHME, aBTOMAaTMYECKOEe BbisiBNEHME dakTa OTKa3a CEepBEPHOro y3ra U nepekrnodeHue
3a4ay Ha OpYron CepBeEpPHbIV y3er, a Takke 3a HanuuvMe pes3epBMPOBAHHOIO U AMBEPCUMULMPOBAHHOIO MO MOAKMHYEHUIO K
npoBariiepam CETEBOr0 JOCTYNa;

X) 3a MHCpOpPMALMOHHYH0 6e30MacHOCTb 1 3aLUMTY AaHHbBIX OT HECAHKLMOHMPOBAHHOMO AOCTYNa U YTEeYKM UHopMaLmy;

3) 3@ KOHCYNbTAUMOHHYHO W TEXHUYECKYID MNOAAEPXKKY CyObekTOB OOpalleHusi NeKapCTBEHHbIX CPeacTB CUCTEMBI
MOHUTOPMHIa 1 MOBUIBHOO NPUNOXEHUS Anst U3NYECKUX JALL;

n) 3a cbop u aHanu3 obpalleHUn PUANYECKUX U (PU3UYECKUX MWL, MHOUBUAYamNbHbLIX NPeanpuHMMaTenen ¢ Lenbko
NMOCTaHOBKM 3a4ay Ha fopaboTKy 1 MogepHM3aumo 6a3 gaHHbIX.

60. Onepatop cUCTEMbI MOHUTOPUWHIa B criydae cbosi B CUCTEME MOHWUTOPUHra, MOBMEKLEro 3a cobor oTkas B npueme
CBefeHUN OT cyObeKTOB OOpalLeHNsi NEKApCTBEHHBLIX CPEACTB O COBEPLUEHHbIX OMnepauusix, pasMeliaeT Ha oduumanbHOM
canWTe onepatopa CUCTEMbl MOHWUTOPUHIAa B WMHGOPMALNOHHO-TENEKOMMYHUKAUMOHHON ceTn "UMHTepHeT" cneayowme
cBefeHus:

a) nHcbopmauusi o c6oe He NosgHee 4 YacoB C MOMEHTa ero BO3HUKHOBEHMUS;

6) uHopmaums 06 yctpaHeHUM nNpuymH cb6osi 1 BOCCTAHOBMNEHMU MOMHON PaboTOCNOCOBHOCTU CUCTEMBI MOHUTOPUHIA He
nosgHee 4 4YacoB C MOMEHTa BOCCTaHOBMIEHUsSI MOMHON pPaboTOCMOCOBHOCTM CUCTEMbl MOHWUTOPUHIA C  YyKasaHuWeMm
NpPOOOMKNTENBHOCTM OrpaHNYeHns B ee paborte.

(MyHkT gononHuTensHo BkMoveH ¢ 31 monsa 2020 roga noctaHoeneHvem [NpaButenscTBa Poccuiickon denepavimm ot 21
utonsa 2020 rona N 1079)

61. B uensax YCTpaHeHnA Cy61:>eKTOM o6pau.|,eH|/|$| NEeKapCTBEHHbIX CpeacTB NPUYnNH, HapPYLUMBLLNX paGOTOCI’IOCO6HOCTb
CUCTEeMbl MOHWUTOPWUHIa, onepatop CUCTeMbl MOHWUTOPWUHIa BrfpaBe OrpaHnydnTb VIH(bOpMaLI,I/IOHHOG B3anMopencTeme
I/IH(*)OpMaLI,I/IOHHOl‘/II CUCTEMBbI cy6be|<Ta O6paLIJ,eHI/I$-| JTeKapCTBEeHHbIX CpeacTB C cuctemom MOHUTOPWHIa B CriydasXx, Korga takoe
I/IH(*)OpMaLI,I/IOHHoe B3aMMOOENCTBME BeaeT K HecTtabunbHom pa60Te CUCTEMbl MOHWUTOPWHra, OO0 YCTpaHEeHuA Cy6'beKTOM
o6pau.|,eH|/|s:| NNeKapCTBEHHbIX CpeACTB YKa3aHHbIX NMPUYnH.

OrpaHuyeHne MHOPMALMOHHOIO B3aMMOLENCTBUA MHADOPMAaLMOHHON CUCTEMbI CyObekTa obpalleHnsa NneKapCTBEHHbIX
cpencTB C CUCTEMOM MOHWTOPWMHIa OCYLLECTBMASETCA ONepaTtopoM CUCTEMbl MOHWUTOPUHIa B COOTBETCTBMM C pPerfiaMeHToM,
yTBepXXaeHHbIM MuHucTepcTBom 3gpaBooxpaHeHus Poccunckon degepaumm 1 MMHUCTEPCTBOM NPOMBILLNIEHHOCTU U TOProBnn
Poccuiickon Pepepaunm u pasmeLleHHbIM OnepaTtopoM CUCTEMbI MOHUTOPUHra B MHAOPMAaLMOHHO-TENEKOMMYHUKALMOHHON
cetn "HTepHeT" Ha ero ocmumansHOM canTe.

(MyHKT gononHMTENbHO BKMOYEH ¢ 1 ceHTsbpsa 2023 roga noctaHoBneHvem lNpaBuTtensctBa Poccuiickon denepauum ot
24 mapta 2023 rona N 468)

MpunoxeHne N 1

K MonoxeHnto 0 cMCTEME MOHUTOPUHTa
OBWXEHNA NnekapCcTBEeHHbIX Npenaparos
ONs MEAULUHCKOIo NpUMeHeHNs
CBEOEHUA, NPEOCTABNAEMbIE TrOCYOAPCTBEHHbIMU MHOOPMALMOHHBLIMUA CUCTEMAMU
®EOEPANBbHbLIX OPFTAHOB UCNONHUTENIBHOW BNACTU B CUCTEMY MOHUTOPUHIA OBWXEHUSA
JIEKAPCTBEHHbIX NPENAPATOB ONA MEOAMUMHCKOIO NPUMEHEHUA, A TAKXE CBEOEHNA,
NEPEOABAEMbIE N3 CUCTEMbI MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB ONA
MEOUUMHCKOIOo NPMMEHEHUA

(c n3ameHeHusimmn Ha 29 HosbpsA 2023 roga)

[okymeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro coHaa n3 6onee 70 000 000 HOpMaTUBHO-NPABOBbLIX Y HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/565355100#7DU0KB
http://docs.cntd.ru/document/1301088307#7E40KE

06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 40
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

1. 3 EavHoro peectpa NuMUeH3W Ha MPOW3BOACTBO NEKapCTBEHHbIX CPEACTB AN Uenew nepedadv nHdopmauumn o
NMUEH3NAX Ha NPOM3BOACTBO JIEKApCTBEHHbIX CPeAcTB  MPOU3BOAUTENS  NeKapCTBEHHbIX CPeacTB, SABNALLEerocs
opraHusauuen, npusHaBaemow HaroroBbiM pesvaeHTom Poccunckon Pegepaumn, B CUCTEMY MOHUTOPUHIa OBWKEHUSI
nekapcTBeHHbIX NpenapaToB ANs MeOUUMHCKOro MpUMEHeHUs (ganee - cuctemMa MOHUTOPWHra, NekapcTBeHHble npenapatbl)
npeacTaBnsloTCs cneayoLwmne CBeAeHUs:

a) MaeHTUMKALMOHHbBIA HOMEP HanoronnartenbLimka NPON3BOAMTENS NEKapCTBEHHbIX CPEACTB;

6) OCHOBHOW rocygapCTBEHHbIV PETMCTPALMOHHbBIA HOMEpP NPOU3BOANTENS NTEKAPCTBEHHbBIX CPEACTB;

B) HaMMeHOBaHVe NPOU3BOAUTENS NTIEKAPCTBEHHbIX CPEACTB;

r) HOMep NUUEH3UY;

[) 0aTa Bblgayun NuLEeH3ny;

€) cTaTyc AeNCTBUS NTULEH3UN;

X) OaTa uaMeHeHus ctatyca OeNCTBUS NULEH3UMK;

3) agpec MecTa OCYLIECTBMNEHUSI OEeATENbHOCTM COMMacHO nUUEH3Mn (rnobanbHbii  YHUKAnNbHbIA - naeHTudmkarop
agpecHoro obbekTa B hefeparnbHo MHOPMAaLMOHHOW agpecHO CUCTeMe M OnucaHue agpecHoro oobekTa);

n) NnepeyeHb padoT 1 ycnyr, NpegyCMOTPEHHbIX NMLEH3NEN;

K) NnepeyeHb nekapcTBeHHbIX (hopM, MpeayCMOTPEHHbIX NTMLIEH3NEN;

n) fononHuTenbHoe onucaHne no pabotam (ycnyram).

2. V3 eguHoro peecTtpa NUUEH3UIA, B TOM YUCre NULIEH3WIA, BblAaHHbIX OpraHamn rocyapCTBEHHOW BMacTu CyObeKToB
Poccuickon degepaumm B COOTBETCTBMU C NepefaHHbIM NOMHOMOYMEM MO NULEH3MPOBAHMIO OTAENbHbIX BUAOB AEATENbHOCTU
B cdepe OxpaHbl 340pOBbSA, ANA uUenen nepefayn uvHgopmMaumm O nUUEH3MAX CyObekToB obpalleHus nekapcTBEHHbIX
cpencTs, SABMAIOLWMXCA OpraHusauusMmy, npu3HaBaemMbiMUM  HarnoroBbiM  pesuaeHToMm  Poccuickon  degepauuu, wunm
UHAMBUAYanbHbIMW NPeanpuHUMaTENs MU, B CUCTEMY MOHUTOPUHIa NpeacTaBnsaoTCcs cnegylolme cBefeHuns:

a) naeHTMdMKaLNOHHbBIA HOMEpP HanoronnaTtenbLlmka cybbekta obpalleHns nekapCTBEHHbIX CPeacTs;

©) HoMep NUUEH3NMK;

B) AaTa Havana JeiCTBUS NMLEH3UN;

r) agpec MecTa OCYLIeCTBMeHUA [eATEeNbHOCTM COrMacHo nuueH3uu (rnobanbHbll  yHUKanbHbIN  MaeHTUduKaTop
agpecHoro oobekTa B heeparnbHON MHOPMALMOHHON aipeCHOM CUCTEME 1 ONUCaHKe);

[) cTatyc AeACTBUSA NULEH3nn (geHTudmkaTop 1 onucaHue);

€) JaTa U3MEHEHUs cTaTyca AEeNCTBUS NULIEH3UK;

X) nepeyeHb paboT 1 ycnyr, NpeayCMOTPEHHBIX NULeH3nen (MaeHTUUKaTopbl 1 onncaHue).

3. N3 eguHon rocyaapCTBEHHOW WHMOPMAaLMOHHON cucTeMbl B cdepe 3OpaBOOXpaHEeHWs And uener onucaHus
NeKkapCcTBEHHbIX NpenapaToB B CUCTEMY MOHUTOPWHIa NPEACTaBMSOTCA CneayLmne CBeaeHUs:

a) YHUKanbHbI WOEHTUUKATOp 3anucu B €OMHOM CTPYKTYPUMPOBAHHOM CMpPaBOYHUKE-KaTanore IeKapCTBEHHbIX
npenapaTos;

6) HOMep perncTpaLnoHHOro YOOCTOBEPEHNS NIeKapCTBEHHOTO nNpenapara;

B) AaTa rocygapCTBEHHON perncTpaummn nekapcTBEHHOro npenapara;

r) cTaTtyc AeNCTBUS PErMCTPALMOHHOIO YAOCTOBEPEHUS NNIEKAPCTBEHHOMO NpenapaTa;

O) MexXayHapogHOoe HenaTeHTOBaHHOE, WM TPYNMNUPOBOYMHOE, WU XMMUYECKOE HauMMeHOBaHWEe JeKapCTBEHHOMo
npenapara;

€) HauMeHOBaHWe AepXartensi Unu BnagenbLa perncTpaunoHHOro yaoCToBEPEHUS NIEKapCTBEHHOIO Npenapara;

X) CTpaHa perucTpauumn gepxartens unv enagenbla perncTpaLMoHHOro yaoCTOBEPEHUS NTEKapCTBEHHOIO Npenapara;

3) KOf, HanoronnaTtenbLMKa AepXaTens unu BnagensLa perncTpaLMoHHOro yA40CTOBEPEHUS NIEKAPCTBEHHOIO Npenapara B
CTpaHe perucTpaumu;

W) NpU3HaK HanMyns NeKapcTBEHHOro npenapaTta B MNepeyYHe >KU3HEHHO HEeOOXOAMMbIX UM BaXKHEWMLUMX NeKapCTBEHHbIX
npenapaToB M MNpPU3HAK HanuMuuMs B JIEKAPCTBEHHOM MpenapaTe HapKOTMYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB U WX
NPeKypcopoB, noanexawmux KoHTponio B Poccunckon depgepaumm B COOTBETCTBMM C 3aKoHOAATENbCTBOM Poccumnckon
depepauun n mexagyHapogHeiMu gorosopamu Poccuiickon ®epepaunm;

(MognyHKT B pepakuun, BBeaeHHon B gencteue ¢ 1 ceHtabpsa 2023 roga noctaHoenenwem lMNpaBuTtensctBa Poccuickon
denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 PeAaKLMIO)

K) TOProBoe HavMeHOBaHWe NekapCTBEHHOIo npenapara;

n) NepBMYHas ynakoBKa NekapcTBEHHOro npenapara;

M) KOMNMYECTBO NeKapCTBEHHON (POPMbI B MEPBUYHON YNAKOBKE;

H) BTOpMYHas (noTpebuTenbckas) ynakoBka NekapCTBEHHOrO npenapata (Mpu Hanmumm);

0) KOMMYECTBO MEPBUYHON YMAKOBKM IJIEKAapCTBEHHOro npenapara BO BTOPUYHOW (MOTPEOUTENbCKOW) ynakoBKe
nekapCTBEHHOIo npenapara (Npu Hanuynm);

n) nekapcTBeHHas opma;
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p) KONMMYeCTBO eanHUL, U3MepeHns O3MPOBKN NlekapCTBEHHOrO npenapara;

C) HaumeHoBaHMe cybbekTa obpalleHns nekapCTBEHHbIX CPeacTB, oOcyllecTBnslowero acoBky (ynakoBky)
NEKapCTBEHHbIX MpenapaTtoB BO BTOPUYHYHK (NOTPEOUTENbLCKYK) YNaKOBKY JIEKapCTBEHHOro npenapata (B cryvae ee
OTCYTCTBUSA - MEPBUNYHYIO YNaKOBKY NeKapCTBEHHOrO npenaparta);

T) Ko Hamnoronnartenblmka cybbekta obpalleHus NeKapCTBEHHbIX CPeACTB, OCYLUECTBRsHLWeEro dacoBky (YNnakoBKy)
NEKapCTBEHHbIX MpenapaTtoB BO BTOPUYHYHK (NMOTPEOUTENbLCKYK) YNaKOBKY JIEKapCTBEHHOro npenapata (B crydae ee
OTCYTCTBUSA - MEPBMYHYIO YNAKOBKY NEKapCTBEHHOIO Npenaparta), B CTpaHe perucrpaumu;

y) cTpaHa peructpaumm cybbekTa oOpalleHWs NeKapCTBEHHbIX CPeACTB, OCYLUECTBNSAwLero ¢acoBky (ynakoBKy)
neKkapcTBEHHbIX MNpenapatoB BO BTOPUYHYK (NMOTPEOMTENbCKYK) YNakoOBKY NeKapCTBEHHOrO npenaparta (B cnydae ee
OTCYTCTBUSA - MEPBUYHYIO YNAKOBKY NEKapCTBEHHOIO npenaparta);

d) agpec mecTa OCyLUEeCTBNEHUS AESATENbHOCTM CyObekTa obpalleHus neKapCTBEHHbIX CPEACTB, OCYLLECTBASIOLWEro
(racoBky (YNnakoBKY) NeKapCTBEHHbIX NPENapaToB BO BTOPUYHYIO (MOTPEeOUTENBCKYHO) YNaKOBKY NekapCTBEHHOro npenapara (8
crnyyae ee OTCYTCTBUSI - MEPBUMYHYIO YMAKOBKY IEKAPCTBEHHOrO npenaparta), YKasaHHbId B MULUEH3MM Ha MPOWU3BOLACTBO
NEeKapCTBEHHbIX CPeACTB NPV HanuMuMM TakoW NUUEH3uM (rnobanbHbI YHUKamNbHbLIA MOEHTUMUKATOPp aApecHoro obbekTa B
denepanbHON MHPOPMALIMOHHON agpecHOn cuctemMe u onucaHue);

X) HauMeHoBaHWe cyObeKTa 00palleHNs NeKkapCTBEHHbIX CPEACTB, OCYLLECTBSIOWEro CTagmio BbIMyCKaloLero KOHTpons
KayecTBa;

L) Kog Hanoronnartenblinka cyObekTa obpalleHns NekapCTBEHHbIX CPeACTB, OCYLLECTBISALEro CTaAnio BbiNyCKakoLwero
KOHTPOMNS KayecTBa B CTpaHe perncrpaumu;

4) cTpaHa perucTtpauumn cybbekta obpalleHWsi nekapCTBEHHbIX CPEACTB, OCYLUECTBASIOLWEro CTaguio BbiMyCKaloLero
KOHTPOMNS KayecTBa;

W) agpec MecTa OCYLIeCTBMEHUS AeATenbHOCTU cybbekTa obpalleHus fnekapCTBEHHbIX CPEACTB, OCYLLIEeCTBASIOLLEro
NPOM3BOACTBEHHYIO CTaAMIO BbIMyCKAlOLWEro KOHTPOMsl KayecTBa, YKasdaHHbIN B NULEH3UM Ha NPOU3BOACTBO NEKapPCTBEHHbIX
CPEeACTB NPWU HannyuMu TakoW NMUEH3Un (rnobanbHbI YHUKANbHbIN MOeHTUdUKATOpP agpecHoro obbekta B hbeaepanbHom
MHOPMaLIMOHHON agpecHON CUCTEME U ONnCaHne);

W) gaTta perucTpaummn npeaenbHON LieHbl Ha NekapCTBEHHbIN nNpenapar;

bl) NpedenbHas 3aperucTpupoBaHHas LieHa B pyonsx;

3) HaMmeHoBaHVe cyObekTa OOpalleHWNs NeKapCTBEHHbIX CPEACTB, OCYLLUECTBMSIOWEro CTaauio MPOM3BOACTBa FOTOBOM
nekapcTBeHHon opMbl;

(MoanyHkT gononHuTensHo BkMoveH ¢ 31 uons 2020 roga noctaHosnexnvem [Npasutensctea Poccurickon Penepauum ot
21 vionsa 2020 rona N 1079)

l0) KOO HanoronnaTenbLiuka cybbekTa obpalleHUs NeKapCTBEHHbIX CPEACTB, OCYLLECTBMSIOLWEro CTaauo NPou3BOACTBA
roTOBOW fleKapCTBEHHOM (hOPMbI B CTpaHe perncrpaumu;

(MognyHKT gononHuTensHO BkMtodeH ¢ 31 uiona 2020 roga nocraHosneHveM lNpasuTtensctea Poccuiickon ®enepaiimm ot
21 niona 2020 rona N 1079)

s1) CcTpaHa peructpaumm cyobekTa obpalleHusi nekapCTBEHHbIX CPeACTB, OCYLUIECTBSIOLWEro cTtaguMilo npou3BoAcTBa
roTOBOW NeKapCTBEHHON hOPMbI.

(MognyHKT gononHuTensbHO BKModeH ¢ 31 utona 2020 roga nocraHoBneHveM lNpaeuTtensctBa Poccuiickon ®enepaumm ot
21 nionga 2020 rona N 1079)

4. V3 egmHoro rocyqapcTBEHHOIO peectpa lopuanydecknx nul U eOuHOro rocyfapCTBEHHOro peectpa MHAMBUAOYamNbHbIX
npegnpvHumarenen COOTBETCTBEHHO B LENAX NOATBEPXAEHWUS OOCTOBEPHOCTU CBEOEHWI O rOCydapCTBEHHOMW perucrpauuv
cybbekToB OOpalleHnsi NnekapCcTBEHHbIX CPeAcTB, SIBMSIOWMXCS OpraHuM3auusmMu, npyvsHaBaeMbiMU HaNoroBbiM Pe3VAEHTOM
Poccuinckon ®depepaumu, unuv  vHAMBUAOYanbHbIMW  MpegnpuHAMaTenaMn, B CUCTEMY MOHUTOPWUHra npeacTaBnstoTcA
cneayolmne ceegeHns:

(AB3au B pepakuuu, BBeAeHHoW B Aencteue ¢ 1 ceHTabpst 2023 roga nocraHoenexnviem [lpaButensctsa Poccunckon
Ddenepaumu ot 24 mapta 2023 roga N 468. - Cm. npeabiayLLYo peaakLu)

a) naeHTUMUKaUNOHHbIN HOMep HanoronnaTenblyka cyobekTa o6palleHUst IeKapCTBEHHbIX CPeCTB;

6) KoZ HanoroBoOro opraHa;

B) KOf cTaTtyca Hopuan4eckoro nuua unm MHaMeuayansHoro npeanpuHuMarens;

r) HauMeHoBaHue cybbekTa obpalleHVst NekapCTBEHHbIX CPEACTB;

[) cTaTyc 3anucy o perncTpaumm lpUaNYECKoro Nuua UM UHANBUAYanbLHOro NpeanpuHUMaTens;

€) cBefdeHuWs O pykoBoauTene cybGbekTa obpalleHusi NekapcTBEHHbIX CPeAcTB unu o6 MHAMBUAYarlbHOM
npeanpuHumarene.
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5. U3 rocynapcTBEHHOIO peectpa akkpeauTOBaHHbIX (bMnManoB, NPeaCTaBUTENbLCTB MHOCTPAHHbLIX HOPUANYECKUX UL, B
Luensax noATBepXAeHWss [OOCTOBEPHOCTM CBEOEHUA O peructpaumm npeacTaBUTENbCTB  MHOCTPAHHbLIX — OpraHvM3auun,
ABNALWMXCSA AepXaTensiMy  WnuM  BnagenbuaMmy  pPerMcTpaumoHHOro YOOCTOBEPEHUS NIEKAPCTBEHHOrO npenapaTa, Ha
Tepputopumn Poccuiickon Pegepaunm B CUCTEMY MOHUTOPUHIA NPeACTaBNSATCA Creaywme CBEAEHNs:

a) NAeHTMUKALMOHHBIN HOMEpP HanoronnaTtenbLiMka NpeacTaBUTENbLCTBA;

©0) Ko4 HanoroBoro opraHa ydeTa NpeacTaBUTENbCTBA;

B) HaMMEeHOBaHWe NpeacTaBUTENbCTBA;

r) Homep 3anucum 06 akkpeguTauuu;

4) cBefeHunst 06 MHOCTPaHHOW OpraHu3avumuy;

€) KOJl COCTOSIHWSA aKkKpeauTaLlmu;

X) CBeeHNst 0 pykoBoauUTENe NpeacTaBUTENbLCTBA.

6. V3 nogcuctemMbl aBTOMaTU3MPOBAHHOW MHOpMaUMoOHHOW cuctembl PepepanbHon criyxObl No Hagsopy B cdepe
30paBOOXpaHeHMs B Lenax obecnedyeHuss 6e30nacHOCTM B CUCTEMY MOHWUTOPMHra NpeacTaBnsalTCsa criedylolve CBeLeHust O
BbiBOAE (06 oTMeHe BbiBOAA) U3 OOpalleHus1 NeKapCTBEHHbIX MpenapaToB Mo MHULMATMBE YNOMHOMOYEHHOro deaepansHoro
opraHa UCMNOMNHUTENBHOW BNAcTu:

(AB3aL B pepakuuun, BeBegeHHon B geuncteue ¢ 31 mons 2020 roga noctaHoBnenuem [paButenbctBa Poccuiickon
denepaumm ot 21 mnona 2020 roga N 1079. - Cm. npeablayLLyo peaakumo)

a) Aara, ¢ KoTopon HeobxoamMmo obecneyunTb BbIBOA, (OTMEHY BbIBOAA) IEKAapCTBEHHOIO nNpenapara 13 obpalleHus;
(MognyHKT B pepakuun, BeegeHHon B aencteue ¢ 31 mong 2020 roga noctaHosneHvem [MpaButensctBa Poccuiickon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLMIo)

6) HoMep perncTpaLMoHHOIO YOOCTOBEPEHNS NIEKapCTBEHHOTO Npenapara;
B) AaTa rocyaapCTBEHHOW perncTpauum NekapCcTBEHHOMO Npenapara;
r) OCHOBaHMe BbiBoAa (OTMEHbI BbiBOAA) M3 0OpaLLeHMs NIeKapCTBEHHOTO nNpenapara;

(MognyHKT B pepakuun, BBeaeHHon B fAenictene ¢ 31 monga 2020 roga noctaHoeneHuem [paButenbcTBa Poccuiickom
®denepauuu ot 21 nonga 2020 rona N 1079. - CM. npeaplayLLyo peaakLu)

4) pekBn3nTbl AOKyMeHTa O BbiBoge (00 oTMeHe BbiBoAa) U3 obpalleHMs nekapCcTBEHHOro npenapara;

(MognyHkT B pemakuumun, BeBeaeHHon B Aenctere ¢ 31 uwona 2020 roga nocrtaHosneHuem [lpaBuTtenscrtBa Poccumnckon
®denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyio peaakLmio)

e) rmobanbHbIi MOAEHTU(UKALMOHHBIA HOMEP TOPrOBOM €4MHULbI;

) HOMEp NPOMN3BOACTBEHHON Cepuu;

3) MOAEHTUPUKAUMOHHBLI HOMep Hamnoronnartenblimka cybbekta obpalleHuss nekapCTBeHHbIX CpeacTB (ecnu
OCYLLECTBISAETCA U3bATME TOMNbKO Y OOHOro CyObekTa obpalleHus nekapCTBEHHbIX CPEACTB, a He U3bATME BCen cepum
(napTtun).

6_1. N3 cnctembl MOHWUTOpPMHIa B LENsIX MNOATBEPXKOEHUSI LOCTOBEPHOCTU CBEAEHWI, npefAcTaBnseMblx cybbektammu
obpalleHns nekapcTBeHHbIX cpeactB B PenepanbHyto cniyxby no Hagsopy B cdepe 30paBOOXpaHEHUA neped BBOOOM
neKkapcTBeHHbIX MpenapaToB B rpaXdaHCKuii 00OpoT, nepedalTcs B aBTOMaTU3MPOBAHHYK MHA(OPMALMOHHYIO CUCTEMY
depgepanbHon cny6bl N0 HaA30py B cdhepe 3a4paBoOOXpPaHEHUs crieayloLiMe CBeAeHNs O TaKUX eKapCTBEHHbIX Npenaparax:

(AB3aL B pemakuun, BBeoeHHoW B gencteue ¢ 1 ceHtabps 2023 roga noctaHoneHveM [paButenbctBa Poccuickon
denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 PeaaKumio)

a) MaeHTUMUKALMOHHBIN HOMEpP Hamoronnarenbslinka cybbekTta obpalleHns NeKkapCTBEHHbIX CPEACTB, OCYLLECTBUBLLEIO
pacoBKy (ynakoBKy) IeKapCTBEHHbIX MpenapatoB M MapKMPOBKY YMaKkoOBOK JI€KAapCTBEHHbIX MpenapaTtoB CcpeacTBammu
naeHTUrkaumm npu  Npous3BOACTBE NEKapCTBEHHOro npenapata Ha Tepputopum Poccuiickon depepauuun  unu
ocyulecTBumBLLEero Beo3 B Poccuiickyto defepaumio 1 TaMOXEHHOEe AeKnapupoBaHuWe feKkapCTBEHHOro npenapata B cryvae
BBOAA B rpaXkdaHCKM 06opoT NekapCcTBEHHOMO Npenapara, NpoM3BeAeHHOro BHe TeppuTopun Poccuiickon Pegepaunu;

(MognyHKT B pedakumu, BBegeHHoW B fenctsue ¢ 1 anpensa 2024 roga noctaHoBneHveM [lpaButensctBa Poccuiickon
®denepaumm ot 29 Hoabpa 2023 roaa N 2027. - CM. OpeabiayLLyo penakLmo)

0) HanmeHoBaHWe cybbekTa obpalleHnss NekapCTBEHHbIX CPeACTB, OCYLLECTBMBLUEr0 dacoBKY (YNaKOBKY) NeKapCTBEHHbIX
npenapatoB M MapKUMPOBKY YMNaKOBOK JI€KapCTBEHHbIX MNpenapaToB CcpeacTBamMu uaeHTUdumkaumm npu NpoM3BOACTBE
nekapCcTBEHHOro npenapata Ha TeppuTtopun Poccuinckon ®egepaumm nnmn ocylectasmeLlero Beo3 B Poccuiickyto ®enepaumio n
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TaMOXEHHOe [eknapupoBaH/ue JlekapCTBEHHOro npenapata B Cllydae BBOAA B TpaXXOaHCKM 00OOpPOT NekapCTBEHHOro
npenapaTta, Npon3BeAeHHOro BHe Tepputopun Poccuiickon ®epgepaunm;

(MopnyHKT B pepakumn, BBegeHHon B aencteue ¢ 1 anpena 2024 roga nocrtaHoeneHvem [NpaButenscrBa Poccumnckon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npenbiayLLyo penakLmio)

B) CBeOEHUSA O NEeKapCTBEHHOM Mpenaparte, MoslyYeHHble B paMKax OnucaHusl NEeKapCTBEHHOro npenapara B CUCTEME
MOHUTOPMHIa B COOTBETCTBMM C NYHKTOM 33 [MONOXEHNA 0 CUCTEME MOHUTOPUHIA ABWXKEHNSA NIEKAPCTBEHHbIX NPenapaToB Ansa
MeONLIMHCKOro NPUMEHEHUs, YTBEPXKAEHHOrO noctaHoBnennem pasutenscrea Poccunckon Pepepauum ot 14 aekabpsa 2018
L. N 1556 "O6 yTBepxaeHun NonoxeHns 0 cUcTeMe MOHUTOPWUHIA ABWXEHWS NEKAPCTBEHHbLIX NPenapaToB A MEAULIMHCKOro
npumeHenus" (onanee - lNMonoxeHue);

(MoanyHKT B pepakuun, BBeaeHHon B aencteue ¢ 1 ceHTsa0opsa 2023 roga noctaHoeneHuem [lMpaButenbcTBa Poccuiickom
DPenepaumu ot 24 mapta 2023 roga N 468. - Cm. npenplAyLLY0 PEeAAKLMIO)

r) HoMep NPOU3BOACTBEHHOM Cepuu;
4) o6bem Npon3BOACTBEHHON CepUi;

e) nata ynakoBku (bacoBkM) NeKkapCTBEHHOrO npenapara npy Npou3BOACTBE FIeKapCTBEHHOMO Npenapata Ha Tepputopum
Poccuickon denepaumu;

(MognyHKT B pepakumu, BBeOeHHOM B genctene ¢ 1 anpensa 2024 roga noctaHoBneHveM [NpaButensctBa Poccuickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npeabiayLLyo penakLmio)

X) WOEHTUUKALMOHHBI HOMEpP HanoronnaTenbluMka COOCTBEHHWKA JIEKAPCTBEHHOrO MpenapaTta npu KOHTPaKTHOM
(nogpsigHOM) MPOU3BOACTBE NEKAPCTBEHHONO Npenaparta Ha Tepputopun Poccuinckon ®eanepaumu;

3) HauMeHoBaHME COOCTBEHHMKA JIEKApCTBEHHOr0 npenapata npu  KOHTPAKTHOM (NogpsaHOM) MNPOM3BOACTBE
nekapcTBEHHOrO npenapara Ha Tepputopumn Poccunckon degepauuu;

W) gata perucrpauum feknapauum Ha ToBapbl B Crydae BBOAA B rpaaaHCKMM OOOPOT nekapCTBEHHOro npenapara,
npounssegeHHoOro BHe Tepputopun Poccuiickor degepauun, 3a UCKOYEHUEM ClydYaeB BBO3a feKapCTBEHHbIX npenapaToB 13
rocygapcTs - YneHoB EBpasmickoro aKOHOMMYECKOro Cok3a;

(MoanyHKT B pepakuun, BBeaeHHon B aencteue ¢ 1 ceHTsa0psa 2023 roga noctaHoeneHuem [lMpaButenscTea Poccuiickom
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLy0 peaakuuio)

K) permcTpauuoHHbIn HOMEpP Aeknapauun Ha ToBapbl B Criyvyae BBOA4A B rpaXKgaHCKUin 060poT riekapCTBEHHOro npenapara,
npounssedeHHOro BHe Tepputopun Poccuiickon denepauun, 3a UCKOYEHMEM ClydYaeB BBO3a fleKapCTBEHHbIX NpenapaToB 13
rocygapcTs - YneHoB EBpasniickoro aKOHOMMYECKOro Cok3a;

(MopnyHKT B pedakuun, BeBegeHHon B gencteue ¢ 1 ceHTsabpa 2023 roga noctaHoBneHuem [NpaBuTtenscrBa Poccumnckon
denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLYI0 PeAaKLNIO)

1) KOO, peLleHmns o BbiNyCcke ToBapa B COOTBETCTBMM C KNACCUPUKATOPOM PELLEHNIA, MPUHMMAEMBIX TAMOXXEHHBIM OPraHoM,
B CNyyae BBOAa B rpagaHCKu OOOPOT NeKapCTBEHHOro npenaparta, NpOM3BEAEHHOro BHe TeppuTopum Poccumnckon
depepauunn, 3a UCKNIOYEHMEM CIyyYaeB BBO3a JIEKAPCTBEHHbIX MNpenapaTtoB W3 rocygapcte - 4neHoB EBpasuickoro
3KOHOMMYECKOro Co3a;

(MognyHKT B pedakuun, BBegeHHon B gencteue ¢ 1 ceHTsabpa 2023 roga noctaHoBneHuem [NpaBuTtenscTBa Poccumnckon
denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 PeaaKumio)

M) OaTa U HOMep MEPBUMYHOIO [OOKYMEHTa, SIBMSAILIErocss OCHOBaHWEM [ANS OTrpy3KU IeKapCTBEHHOro npenaparta B
Poccuiickyto ®enepaumio (B cnyvyae BBOAA B rpax[daHCKMA OBOpPOT NEKapCTBEHHBIX NMPenapaToB, BBO3MMbIX C TEPPUTOPUU
rocyaapcTB - UnieHoB EBpa3ninckoro SKOHOMU4ECKOro corsa);

(MoanyHKT fononHUTENBHO BKIodeH ¢ 1 ceHTabps 2023 roga noctaHoeneHuem [Npaeutensctea Poccuiickon ®enepatiu
oT 24 mapta 2023 rona N 468)

H) naeHTndUKaTop NPON3BOACTBEHHOW CEPUM NIEKAPCTBEHHOIO Npenaparta - YHUKanbHbIA AN KaXaon Npou3BOACTBEHHOM
cepun kopf, MPUCBOEHHLIA CUCTEMOW MOHUTOPMHIA MO WUTOraM BHECEHWUS CBEAEHWU, NPEedYCMOTPEHHbIX ab3aueM nepBbIM
nyHkTa 35 n absauem nepBbiM NyHKTa 36 MNonoxeHus.

(MopnyHKT AononHUTEnNbLHO BKNtoYeH ¢ 1 ceHTABps 2023 roga noctaHosneHnwem [NpaButenscTea Poccuiickon Penepauinm
ot 24 mapta 2023 rona N 468)
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(MyHkT gononHuTenbHo BktodeH ¢ 31 nons 2020 roga noctaHosneHveM lNpaBuTtensctBa Poccuiickon Penepatinm ot 21
utonsa 2020 rona N 1079)

6_2. W3 aBTOMaTM3MpOBaHHOM WHGOPMALMOHHON cucTtembl PepepanbHoM cnyxObl MO  Hagl3opy B cdepe
3JpaBOOXPaHEHNs B LenaX NoaTBEPXXOEHUs LOCTOBEPHOCTU CBELAEHMIN O BBOAE NEKApPCTBEHHbLIX NpenapaToB B rpaxgaHCKUi
060poT B CUCTEMY MOHUTOPUHIa NPEACTaBMAOTCS Crneaylwme CBEAEHNS:

a) gaTta perucTpaumm CBe4eHU B aBTOMaTM3NpOBaHHOW MHAOpMaLuoHHon cucteme deaepanbHol cnyxobbl Mo HaA30py B
copepe 3apaBoOOXpaHEHUs;

0) pekBM3MTbI 3anUCU O FeKapCTBEHHOM Mpenaparte, BBOAWMOM B rpaxAdaHCKMiA oOOpoT, B aBTOMATM3UPOBAHHOW
MHopMaLMoHHOM cucteme denepanbHOM cry0bl N0 HaA30py B cdepe 30paBOOXPAHEHUS;

B) rnobanbHbIi MOEHTU(UKALMOHHBIA HOMEP TOProBOW €AMHMLbI BBOAMMOIO B rpaXKOaHCKMA 0BOpPOT NeKapCTBEHHOMO
npenapara;

r) HOMep NPOU3BOACTBEHHOM CEPUU BBOLMMOTO B rpaxaaHckuii 06opoT nekapcTBEHHOMO Npenapara;

O) KOnMM4ecTBO BTOPUYHBLIX (MOTPEOUTENBCKUX) YMAKOBOK JIEKAPCTBEHHOrO Mpenapara WM NEPBUYHBIX  YMAKOBOK
nekapcTBeHHOro npenapata (B CryyYae MapKUPOBKU MEpPBUYHbIX YMaKOBOK FEKapCTBEHHOro npenapata cpeacreamu
naeHTudrKaumm), BBOGUMOro B rpaXaaHCKuin 06opoT;

(MognyHKT B pepakumn, BBedeHHon B aenctBue ¢ 1 anpena 2024 roga nocrtaHoeneHveM [paButenscrea Poccumnckon
®denepaumm ot 29 HoAbpa 2023 roaa N 2027. - CM. OpeabiayLLyo peaakLmo)

e) Homep paspelleHns deaepanbHoN cnyObl N0 HAA30py B cdepe 30paBOOXpPaHEHNs Ha BBOA B rpaxaaHcknii ob6opoT (B
cny4ae BBOAaA B rpaXkgaHckuii 060poT MMMYHOBMONOMMYECKOro NekapCTBEHHOIo npenapara);

)K) VID,eHTVId)MKaU,MOHHbIVI HOMep HanoronnarenbLlnka cy6be|<Ta O6anJ,eHMFI J1IeKapCTBEHHbIX CpencTB, OCyLWecTBNAoLEro
BBO[ J1€KapCTBEHHOro npenaparta B Fpa)K/J,aHCKMVI O60pOT;

3) garta perucrtpaumMm u perucTpauMoHHbIi HOMEp AeKknapauuMuM Ha ToBapbl (B Criyd4ae BBOAA B rpaxgaHckum obopor
NeKapCTBEHHOro npenapara, NpPou3BedeHHOro BHe Tepputopun Poccunckon depepauun, 3a UCKIOYEHMEM CrlyYyaeB BBO3a
NeKapCTBEHHbIX MpenapaToB M3 rocy4apcTs - YNeHOB EBpa3ninickoro 3KOHOMMYECKOro Cot3a);

(MognyHKT gononHUTENbHO BKMOYEH € 1 ceHTs0psa 2023 roga nocraHoBneHveM [paBuTtensctBa Poccuiickon ®enepaumm
ot 24 mapta 2023 rona N 468)

W) gata u HOMep MEPBUMYHOIO OOKYMEHTa, SABMSALLErocs OCHOBaHMEM Ansi OTIPy3KM INEeKapCTBEHHOro npenapaTta B
Poccuiickyto ®enepaumio (B cnyvyae BBOAA B rpaxOdaHCKMA OBOpPOT NEKapCTBEHHBIX NMPenapaTtoB, BBO3MMbIX C TEPPUTOPMU
rocyaapcTB - YUrieHoB EBpa3ninckoro SKOHOMMYECKOro cor3a).

(MoanyHKT fONONHUTENBHO BKIodeH ¢ 1 ceHTabps 2023 roga noctaHoeneHuem [Npaeutensctea Poccuiickon ®enepatiyu
oT 24 mapta 2023 rona N 468)

(MyHkT gononHuTenbHo BktodeH ¢ 31 nons 2020 roga noctaHoBneHveM [NpaBuTtensctBa Poccuiickon Penepatimm ot 21
utonsa 2020 roga N 1079)

6_3. M3 cucTemMbl MOHUTOpWHra B Lensix obecrneyveHns ocylecTBneHus deaepansHoro rocyaapCTBEHHOrO Haasopa B
cthepe obGpalleHVsi NeKapCTBEHHbIX NpenapaTtoB AN MeAUUMHCKOro npumeHeHust depepanbHoii crnyx6oi no Haasopy B
cthepe 30paBOOXpaHEHWS MNepedaloTcs B aBTOMATU3MPOBAHHYH WH(OPMaUMOHHY0 cuctemy PeaepanbHoit CryxGbl Mo
Haa30py B cchepe 3apaBoOOXpaHeHUs criedytolme CBeAeHUs 06 YHUUTOXEHUN NEeKapCTBEHHbIX NpenapaTos:

a) JaTa BHECEHUSI CBEAEHUI B CUCTEMY MOHUTOPUHIa 06 YHUUTOXEHWM NIeKapCTBEHHOTO Npenapara;

6) MOEHTUMDUKALMOHHBIA HOMEp HanoronnaTenblimka cyobekTa obGpalleHusl NEKapCTBEHHbIX CPeACTB, OCYLLECTBUBLLETO
nepenavy nekapcTBEHHOro NpenapaTta Ha YHUUTOXEHUE;

B) HaumeHoBaHue cyObekTa obpalleHVUsi NeKapCTBEHHbIX CPEeACTB, OCYLIECTBUMBLUErO nepefavy JieKapCTBEHHOro
npenapaTta Ha YHU4YTOXEHUE;
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) MOEHTUMMKALMOHHLIN HOMEpP Hamoronnartesblyka OpraHusauuW, OCYLLECTBMBLUEN YHUYTOXEHWE NeKapCTBEHHOIo
npenapara;

[) HauMeHoBaHWe OpraHM3aLn, OCyLLLECTBUBLLEN YHUHTOXEHWE NEKapCTBEHHOIO Npenapara;

€) agpec opraHnsaumm, OCyLLECTBMBLLIEN YHUUTOXEHNE NEKAPCTBEHHOTO NpenapaTa;

) PEKBU3UTBI aKTa 00 YHUUTOXEHMUN NEKAapPCTBEHHOrO npenapara (gara u Homep);

3) CBeAEHWs1 O JNIeKapCTBEHHOM npenapaTe, MoMyyYeHHble B pamKkax OMvCaHWsi NIeKapCTBEHHOro npenaparta B cucTeme
MOHUTOPUHra B COOTBETCTBUM C NyHKTOM 33 lMonoxeHus;

(MognyHKT B pepakuun, BBeaeHHon B aencteue ¢ 1 ceHTsa0psa 2023 roga nocraHoeneHuem [paButenbcTBa Poccuiickom
DPenepaumu ot 24 mapta 2023 roga N 468. - Cm. npenplAyLLY0 PEeAAKLMIO)

1) cNocob YHUHTOXEHUS;
K) AaTa YHUUTOXEHWS;
) NpMYnHa N OCHOBaHWeE Nnepeaaymn ekapCTBEHHOro npenapara Ha YHUYTOXeEHWe.

(MyHkT gononHuTenbHo BKtodeH ¢ 31 nons 2020 roga noctaHosneHveM lNpaBuTtensctBa Poccuiickon Penepatinm ot 21
utona 2020 rona N 1079)

7. 3 EguHoOn aBTOMaTtM3MpOBaHHOW WH(OPMAaLMOHHON CUCTEMbl TaMOXEHHbIX OPraHoOB C LEnblo npegynpexgeHus m
npeceyYeHns MNpPecTynieHnin u agMUHUCTPATMBHBIX MPAaBOHAPYLUEHUN, OTHECEHHbLIX K KOMMETEHUUN TaMOXEHHbIX OpraHoB
Poccunckon depepaumm, B CUCTEMY MOHUTOPMHra NPenCTaBMSATCA Cregylowme CBedeHWs O NEKapCTBEHHbLIX NpenapaTtax,
BBe3eHHbIX B Poccunckyto depepaunio M NOMELLEHHbIX MOL OnNpedeneHHble TaMOXEHHble MpoLeaypbl, cogepxalumecss B
AeKnapaumm Ha ToBapbl:

(AB3ay B pepakuuu, BBeAeHHOW B AenictBue ¢ 1 ceHTsibpa 2023 roga noctaHoBnenveM [NpaBuTenbcrBa Poccuiickon
®denepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLYyo peaakLu)

a) KoZ TaMOXEHHOrO OpraHa;
6) paTta perucTpauum geknapauum Ha ToBapbl;

(MoanyHKT B pepakuun, BBeaeHHon B aencteue ¢ 1 ceHTsa0psa 2023 roga noctaHoeneHuem [MpaButenbcTBa Poccuiickom
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLY0 peaakuuio)

B) peFI/lCTpaLI,I/IOHHbIVI HOMep OeKnapauun Ha ToBapbl;

(MognyHKT B pepakuun, BBeaeHHon B genctene ¢ 1 ceHtabpsa 2023 roga noctaHoenennem lMNpaBuTtensctBa Poccuickon
®denepaumm ot 24 mapta 2023 roaa N 468. - CMm. npeablayLLY0 PeAaKLNIO)

r) kog naeHTndukauum;
(MopnyHKT B pegakumu, BBeaeHHon B genctBue ¢ 31 mapta 2020 rog nocrtaHoenenvem [lpaBuTtensctBa Poccuinckon
denepaumm ot 20 mapta 2020 rona N 311. - CM. npeaplayLLyo peaakLmio)

[) TaMOXXeHHasi CTOMMOCTb, CTaTUCTUYECKast CTOMMOCTb U (haKTypHasi CTOMMOCTb JIEKApCTBEHHOTO Npernapara;

€) koZ CTpaHbl NMPOUCXOXAEHUS NIeKapCTBEHHOIO Npenapara;

X) MAEHTUMKAUMOHHBIN HOMep HaroronnaTtenblumka cyGbekTa o6palleHusl NeKapCTBEHHbIX CPeACTB, OCYLLECTBISAIOLLEro
BBO3 W [eKnapupoBaHue NeKkapcTBEHHOMO Npenapara;

3) Ko 3asiBNEHHO TaMOXXEHHOW npoLiedypbl B COOTBETCTBUM C KIAcCUPUKaTOPOM BUAOB TAMOXEHHbLIX NMPOLEeayp;

1) AaHHble O BbiNycke AN BHYTPEHHEro NoTpebneHns nekapcTBeHHOro npenapara.

8. Cucrtema MOHWTOpWMHrA B LENsSX npeaynpexneHnss W NpecevyeHuss npecTynneHuin U agMUHUCTPATUBHbIX
npaBoHapYLIEHNIA, OTHECEHHBIX K KOMMETEeHLMM TaMOoXeHHbIX opraHoB Poccuiickoli defepaumm, ocylecTBnseT nepegady B
EAMHYylO aBTOMaTM3MPOBaHHYO WMHMOPMALMOHHYI0O CUCTEMY TaMOXEHHbIX OpraHoB MO 3anpocy creaylolive CBeAeHUs O
neKkapcTBeHHbIX Npenapartax, BBe3eHHbIX Ha Tepputopuio Poccuiickoin depepauum:

a) MaeHTUMUKALMOHHBIA HOMEP HanoronnaTenblnka cyobekTa obpalleHnst NekapCcTBEHHbIX CPeCTB, OCYLLECTBSAIOWErO
BBO3 B Poccuiickyto Gefepaunio 1 AeknapupoBaHme nekapCcTBEHHLIX NpenapaTos;

6) ko4 CTpaHbl NPOUCXOXAEHUS NIEKAPCTBEHHOIO Npenapara;
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B) rno6anbHbIn OEHTUHUKALNOHHBIN HOMEP TOProBON eAUHULIbI;

r) Kog WAEeHTUUKaUMM M KOp VMAEHTUMKAUMM TPETUYHOW (TPaHCMOPTHOM) YNAaKOBKW JEKApCTBEHHOrO npenapara, B
KOTOPOWN HAXoAUTCS BBEAEHHbIV B 060POT NEKapCTBEHHLIN Npenapar;

(MopnyHKT B pegakumu, BBeaeHHon B genctBue ¢ 31 mapta 2020 rog nocrtaHoeneHvem [lpaBuTtensctBa Poccumnckon
denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLyo peaakLmio)

[) cTaTyc nekapCcTBEHHOro npenapara B CUCTEME MOHUTOPWHIA;

€) nepeyveHb KOOOB MAEHTUMUKALMKN, COAEPXKALLMXCA B TPETUYHOW (TPAHCMOPTHOWN) yNakoBKe NeKapCTBEHHOro npenapara;

(MognyHKT B pepakumun, BBedeHHow B aencteue ¢ 31 mapta 2020 rog noctaHoBnenvem [paBuTenbcrBa Poccuiickon
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. OpeabIayLLYI0 PenaKLmio)

X) KOO cTaTyca NnekapCTBEHHOro npenapara (onpegenseMoe B CUCTEME MOHUTOPUHIA COCTOSIHME KoAda MAaeHTUdUuKaLmu
Unu koda MAeHTUUKALUN TPETUYHOW (TPaHCMOPTHOM) YNAaKOBKM NIEKAPCTBEHHOIO Nnpenapara, KOTOpoe U3MEHSIETCA B paMKax
npoLeccoB, NpegyCMoTpPeHHbIX MNonoxeHnem);

(MoanyHKT AONONHUTENBHO BKItodeH ¢ 1 ceHTabps 2023 roga noctaHoeneHuem [Npaeutensctea Poccuiickon ®enepatiyu
oT 24 mapta 2023 rona N 468)

3) KogoBoe 0003HaYeHWe YpPOBHSI MapKMPOBKM B COOTBETCTBMM C MNoanyHkTom 29 nyHkta 15 lMopgaka 3anonHeHus
Aeknapauumuv Ha ToBapsbl, yTBepXKaeHHoro Pewwennem Komumceum TamoxeHHoro coto3a ot 20 masa 2010 ©. N 257;

(MopnyHKT AononHUTEnNbLHO BKNtoYeH ¢ 1 ceHTABps 2023 roga noctaHoenenwem [MNpaButenscrea Poccuiickon Penepauinm
ot 24 mapta 2023 rona N 468)

N) HOMepP PEerncTpaLmMoHHOro yaA0CTOBEPEHMS NNEKAPCTBEHHOIO Npenapara;
(MopnyHKT AononHUTEnbHO BKMNtoYeH ¢ 1 ceHTABpst 2023 roga noctaHoenennem MpaButenscTea Poccuiickon Penepaunm
oT 24 mapta 2023 rona N 468)

K) 4aTa rocyqapCTBEHHON perncTpaLmm nekapcTBeHHOro npenapara;
(MoanyHKT fononHUTENBHO BKIodeH ¢ 1 ceHTabps 2023 roga noctaHoeneHuem [Npasutensctea Poccuiickon ®enepatiu
ot 24 mapta 2023 rona N 468)

1) KONMMYEeCTBO €AUHWL, NTEKapCTBEHHOIO Npenapara;
(MoanyHKT fOoNONHUTENBHO BKIodeH ¢ 1 ceHTabps 2023 roga noctaHoeneHuem [NpaButensctea Poccuiickon ®enepatiyu
ot 24 mapTta 2023 rona N 468)

M) TOProBOe HaMMeHOoBaHWe NIekapCTBEHHOro Npenapara.
(MognyHKT gononHUTenbHO BKNtoYeH ¢ 1 ceHTAbps 2023 roga noctaHosneHwem [NpaButenscrea Poccuiickon Penepainm
oT 24 mapta 2023 rona N 468)

9. M3 cucteMbl MOHWUTOPUHIA B LIENSIX NMPOCMEXUBAEMOCTU ABMKEHUS CMMPTOCOAEPXALUMX NeKapCTBEHHbIX NpenapaTos
nepeaarTcs B eAMHYI0 rocyAapCTBEHHYI0 aBTOMATU3MPOBAHHY MHOPMALMOHHYI0 CUCTEMY y4yeTa obbema Mpou3BoacTBa M
o6opoTa 3TUMOBOro CNNPTA, ankorofbHOW U cNMpToCcoAepXKallei NPOoAYKLMM credyoLime CBEAEHNS:

a) cBegeHMss o cyObekTax obpalleHusl NeKkapCTBEHHbLIX CPeacTB, Yy4yacTBywWMX B 060poTe cnmMpTocogepKalumx
nekapCTBEHHbIX Npenaparos;

6) cBeleHNs O MPOM3BOACTBEHHbIX MMoLlAaAKax CyObeKToB o6palleHUss NeKapCTBEHHbIX CPeACTB, OCYLLECTBMSOLWNX
NpPOM3BOACTBO CNMPTOCOAEPXKALLUX JIEKapCTBEHHbIX NMPENapaToB U 3aperMCTPUPOBaHHbBIX B CUCTEME MOHUTOPUHIA;

B) CBEOEHUS O NIeKapCTBEHHbIX MpenapaTtax, 3aperMcTpupoBaHHbIX B CUCTEME MOHUTOPWHra cybbekTamu obpalieHust
NeKapCcTBEHHbIX CPEACTB;

r) ceegeHus o BBoge B 060poT, 060opoTe 1 BbiBoAe 13 060poTa cnnpTocodepXalumnx nekapcTBEHHbIX NpenapaTos.
(MyHKT gononHuTenbHO BktoyeH ¢ 1 ceHTabpsa 2023 roga noctaHoBneHuem [paButensciea Poccuiickon Penepaumm ot
24 mapta 2023 rona N 468)

10. V13 cucTeMbl MOHUTOPUHIA B LEeNsAX peanu3auun BO3MOXHOCTEW, YKasdaHHbIX B NyHKTe 56_1 [NonoxeHua o cucteme
MOHWTORWHIA OBWXEHUS NEKapPCTBEHHbLIX MpenaparoB ANs MEeOULIMHCKOIO MPUMEHEHUS, YTBEPXAEHHOro MNOCTaHOBAEHWEM
MpaButensctea Poccuiickon denepaumm ot 14 aekabps 2018 r. N 1556 "O6 yTtBepxaeHumn [lonoxeHws O cucteme
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MOHWTORVWHIA ABWKEHWS NEKAaPCTBEHHbIX NPEeNnaparoB AN MEAULIMHCKOro NnpumeHeHns", Ha EanHbIn nopTan rocyaapCTBEHHbIX
M MyHMUMMAnNbHbIX YCNyr npeacTaBnsloTCs CBedeHUsl O pesynbratax MHULMMPYEMOW rpaxaaHamu MpoBEpPKU CpeacTs
naoeHTUgmKaLmm B cUCTeMe MOHUTOPUHTA.

(MyHKT gononHuTenbHO BkMoYeH ¢ 20 ceHTAGpst 2023 roga noctaHoBneHvem Mpasutensctea Poccuiickon ®enepaumm ot
16 ceHTabpa 2023 roga N 1514)

MpunoxeHune N 2

K MonoxeHnto 0 cMCTEMe MOHUTOPUHTa
OBWXEHNs NnekapCcTBEeHHbIX Npenapartos
ONs MEAMLMHCKOIO NPpUMEHeHNs
NEPEYEHb CBEOEHUN, MPEOCTABNAEMbIX MPU ONMUCAHUU NNEKAPCTBEHHbIX MPEMAPATOB ONA
MEOMUMHCKOIO NPUMEHEHUA CYBBEKTAMU OBPALLEHUNA NEKAPCTBEHHbBIX CPEACTB B
MH®OPMALMOHHbIW PECYPC, OBECMNEYMBAKOLLUA YYET U XPAHEHUE JOCTOBEPHbIX AAHHbIX O
TOBAPAX MO COOTBETCTBYIOLIE/A TOBAPHOWN HOMEHKIIATYPE

(c n3ameHeHuaAMM Ha 29 Hosbpa 2023 roga)

1. ToproBoe HaMMeHOBaHWE FEKapCTBEHHOrO Mpenapara Ans MeaWUMHCKOro MPUMEHEHUs (Oanee - NeKapCTBEHHbIN
npenapar).

2. bpeHp (ToproBasi mapka).

3. Homep pervnctpaumoHHOro ygoctoBepeHns nekapCTBEHHOTo npenapara.

4. [laTa rocygapCTBEHHOW perncTpaLmmn NnekapcTBEHHOro npenapara.

5. HaumeHoBaHue gepxatens unu Bragensla permcTpauuoHHOro yaoCcTOBEPEHUS NTEKapCTBEHHOIO Npenapara.

6. AOpec gepxarensi unu BnagernbLa perMcTpaumoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOIO Npenapara.

7. MexxgyHapogHoe HenaTeHTOBaHHOE HauMeHOBaHMe NIekapCTBEHHOrO npenapara.

8. JlekapcTBeHHasa copma.

9. Konn4yecTBo eauH1L, U3MepeHnst 4O3MPOBKU NIEKAapCTBEHHOMO Npenapara.

10. Tun BTOpPUYHOM (NOTPEOUTENBLCKON) YNAKOBKW NEKAPCTBEHHOrO npenapata (B cnyyae ee OTCYTCTBUA - NEPBUYHOMN
yMNaKoBKM NeKapCTBEHHOro npenapara).

11. Martepman BTOpuYHOW (NOTPEOMTENBLCKON) YNaKOBKM JIEKAPCTBEHHOrO Mnpenapara (B crnyvyae ee OTCYTCTBMA -
nepBUYHON YNaKOBKM NEeKapCTBEHHOro npenapara).

12. KonudecTtBo (Mepa) nekapCTBEHHOro npenapara BO BTOPUYHOM (NOTPEOMTENBbCKOW) YMakoBKE J1EKApPCTBEHHOMO
npenapata (B criyyae ee OTCYTCTBMS - B NEPBUYHON yNakoBKe NekapCTBEHHOTrO npenapara).

13. Hannuune BHyTpn BTOPUYHOM (NOTPEOUTENLCKON) YNaKOBKM NEKAPCTBEHHOMO Npenaparta HEMapKUPOBaHHOW NEPBUYHOMN
YNaKoBKM FIEKApPCTBEHHOrO npenapara (Npu Hann4mMm BTOpUYHOM (MOTPEOUTENBCKOI) YNakoBKN NEKAPCTBEHHOIO Npenapara).

14. OnucaHue BIIOXXEHHOW BO BTOPUYHYHO (MOTPEOMTENBCKYO) YNaKoBKY NEKapCTBEHHOrO npenaparta HemMapKMpOBaHHOM
nepBUYHOM YNaKOBKM NEeKapCTBEHHOro npenapara.

15. HammeHoBaHve dacoBLimKa (ynakoBLUMKa) (3anornHSAeTcs B CryyYae OcCylecTBneHus ¢acoBkM (YMakoBKM) Ha
TeppuTopuu Poccuickon ®enepauun).

16. Agpec dacoBwuka (ynakoBLUMKa) (3anofHAETCs B Cnyvae OCyllecTBneHus ¢acoBku (yNakoBKW) Ha TeppuTopuv
Poccuiickon ®egepauun).

(MyHkT B pepakumu, BBedeHHon B aeunctBue ¢ 1 anpena 2024 roga noctaHoBneHvewm [paButenbctBa Poccuiickon
®denepaumm ot 29 HoAbpa 2023 roaa N 2027. - CM. OpeabiayLLyo peakLmio)

MpunoxexHue N 3
k MNonoxeHunto o cucteme MOHUTOpPUHIa

OBWXEHNs NnekapCcTBEHHbIX Npenaparos
AN MeOULMHCKOTO NMPUMEHEHMS
CBEOEHUA, NPEOACTABNAEMbIE CYBBEKTAMU OBPALLEHNA NEKAPCTBEHHbLIX CPEACTB B CUCTEMY
MOHUTOPUHIA OBUWXEHUA NEKAPCTBEHHbBIX MPEMNAPATOB ANA MEOUMUMHCKOIO NPUMEHEHUA NPU
BBOJOE B OBOPOT NEKAPCTBEHHbIX MPENAPATOB OANA MEOUUMHCKOIO NPMMEHEHUA

(c nameHeHusaAMHK Ha 29 Hos0psA 2023 roga)

I. CBEAEHUA O NEKAPCTBEHHbIX MPENAPATAX ANA MEOULMHCKOIO NPUMEHEHUA,
NMPOU3BEOEHHbLIX HA TEPPUTOPUU POCCUUCKON ®EQEPALIUU, NMPEACTABNAEMbIE CYEbEKTAMU
OBPALLEHNA NEKAPCTBEHHbLIX CPEACTB B CUCTEMY MOHUTOPUHIA OBUWXXEHUA NEKAPCTBEHHbIX
MPENAPATOB ON1A MEOULUMHCKOIO NPUMEHEHUA
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1. CybbekTbl obpalleHus NeKkapCTBEHHbIX CPeACTB MpM 3aBeplleHun cTtagmm PacoBKM (YNMaKOBKW) NEeKapCTBEHHbIX
npenapaToB ANA MeQULMHCKOrO NpUMeHeHus (ganee - nekapcrBeHHble npenapaTbl) 1 MapKUPOBKN YNaKOBOK NeKapCTBEHHbIX
npenapaToB cpeacTBamMn naeHTudmkaumm nNpeacTaBnsioT B CUCTEMY MOHUTOPWMHIa ABMXKEHUS NeKapCTBEHHbIX MpenapaTtoB
(nanee -cMctemMa MOHMTOPUWHra) CreayloLylo MHAPOPMAaLMI0O B OTHOLUEHWM KaXaoW TOProBOoW eOuHULbl feKkapCTBEHHOro
npenapara:

(AB3aL B pepakumn, BBeaeHHon B pencteue ¢ 1 anpensa 2024 roga noctaHoenenwvem [paBuTenbctBa Poccuickon
denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. npenbiayLLyo penakLmo)

a) JaTa coBepLueHus onepauuu;

6) wpeHTudukatop cybbekTa obpalleHnMs IeKapCTBEHHbIX CPeACTB, OCyLlecTBhsoWero ¢acoBky (ynakoBKy)
nekapCcTBEHHbIX NpenapaToB 1 MapKMPOBKY YNAaKOBOK NeKapCTBEHHbIX NpenapaTtoB cpeacTBaMu naeHtTudmkaumy;

(MognyHKT B pepakuun, BBegeHHon B Aerictene ¢ 31 wona 2020 roga nocraHoeneHuem [paButenbcTBa Poccuiickom
denepaumm ot 21 nonga 2020 roga N 1079;_B pepakuuun, BBegeHHon B gencteue ¢ 1 anpensa 2024 roga nocraHOBNIEHWEM
MNpaButenbcTBa Poccuiickorn ®enepatimm ot 29 Hoabps 2023 rona N 2027. - Cm. OpeablayLLyo peAakLmio)

B) nmoanyHKT yTpatun cuny ¢ 31 uona 2020 ropga - noctaHosnexve MNpasutenscrea Poceuiickon Pefepaumm ot 21 mions
2020 roga N 1079 - cM. npeablAyLLYI0 peaaKLmIo;

r) TMN NPOM3BOACTBEHHOTO 3aKa3a (KOHTPaKTHOEe Ui COBCTBEHHOE NPOU3BOACTBO);

4) wvaeHTudukatop cybbekta o0OpalleHWs neKapCTBEHHbIX CPeAcTB, SABMSOLWErocs 3aka3yYMKOM  KOHTPAaKTHOro
(nopgpsigHOro) npovsBoAcCTBa (B criyyae npeactaBneHus MHopmauum cyObekTom obpalleHns nekapcTBEHHbIX CPeAcTs,
OCYLLECTBNSAOLWMM KOHTPaKTHOe (MoapsAHOE) MPOU3BOACTBO);

(MognyHKT B pepakuun, BeegeHHon B aencteue ¢ 31 monsa 2020 roga nocrtaHoeneHvem [MpaButenscta Poccuickon
denepaumm ot 21 mtona 2020 roga N 1079. - CM. npeablayLLyi0 PeAAKLIMIO)

€) rmobanbHbI MAEHTU(UKALMOHHBIN HOMEP TOPrOBOW €4MHULbI NNEKAPCTBEHHOIO Npenapara;

)K) HOMep NPON3BOACTBEHHON CEPUN NEKAPCTBEHHOIO Npenapara;

3) AaTa UCTeYEeHMs CpOoKa rogHOCTU NeKapCTBEHHOIO nNpenapara;

1) Kog naeHTMdrKkauum, NPUCBOEHHbIV YMAKOBKE NEKapCTBEHHOIO nNpenapara;

(MoonyHKT B pepakumu, BBefeHHon B fencteue ¢ 1 anpens 2024 roga noctaHoBneHueM [MpaButensctea Poccuiickom
denepaumm ot 29 HoAbpsa 2023 rona N 2027. - CM. OpeabIayLLYI0 peaaKLmio)

K) MHdopmaLmsa 00 UCNOoMNb3yeMOM YCTPOWCTBE PErmcTpaLum 3MUCCun.
(MognyHkT gononHuTenbHo BkNtoveH ¢ 31 mapTta 2020 rog noctaHosneHuewm [pasutensctsa Poccuiickon ®enepauum ot
20 mapTta 2020 roga N 311)

2. Myt ytpatun cuny ¢ 1 ceHTabps 2023 roga - noctaHosnexve MpasuTenscTBa Poccuickon Pefepaumm ot 24 maprta
2023 rona N 468. - CM. npeapblayLLyo peaaKLmio.

Il. CBEOEHUA, NMPEACTABIAEMbBIE CYBbEKTAMU OBPALLEHUA NIEKAPCTBEHHbBIX CPEACTB B CUCTEMY
MOHWTOPUHTI'A, O IEKAPCTBEHHbIX MPEMAPATAX, NPOU3BENEHHbLIX 3A NPEAENAMU TEPPUTOPUU
POCCUNCKOU ®EOEPALINU

3. CybbekTbl obpalleHnsa nekapcTBEHHbIX CPeACTB MpW 3aBepLUeHUU MPOU3BOACTBEHHOW CTaauMu hacoBKWM (YMaKOBKM)
neKapcTBEHHbIX MpenapaToB  WNW  3aBepLUeHUN MapKUPOBKM  YNAKOBOK FEKapCTBEHHbIX MpenapaToB CpeacTBamu
naeHTUMMKaLMN Ha TaMOXXEHHOM CKNaje B COOTBETCTBUM C ab3aliem BTOPbIM OyHKTa 4 [oNoXeHUs 0 CUCTEME MOHWUTOPUHIA
ABWXEHWA NeKapCTBEHHbIX MpenapaTtoB ANS MEAMLMHCKOrO NPUMEHEHWs, YTBEPXAEHHOro noctaHosnexnmem [IpaButenscrea
Poccuickon Penepaumm o1 14 nekabpa 2018 r. N 1556 "O6 yrBepxaeHun MoNoxeHnsa 0 CMCTEME MOHUTOPUHIA ABWKEHMWSA
NeKapCTBEHHbIX MpenapaToB Ans MeAWLIMHCKOrO NpuMeHeHns” (aanee - MonoxeHue), NpeacTasnsioT B CUCTEMY MOHUTOPUHTa
B OTHOLUEHMM KaxOOW TOProBOM efuHuLbl FIEKapCTBEHHOrO npenaparta, npousBedeHHOW BHe Tepputopum Poccuinckon
®enepauun, cnegyoLlyo MHOpMaLmIo:

a) JaTa coBepLUeHus onepauuu;

0) upeHTudukaTop cybbekTa obOpalleHVMs NeKapCTBEHHbIX CPeACTB, SABMNAKLIErocd aepXaTenem wnv Briagenbuem
PEervcTpaLmnoHHOro yaOCTOBEPEHUS, UNN NpeacTaBUTENbCTBa CybbekTa obpalleHus nekapCcTBEeHHbIX CPEACTB Ha TeppuTopum
Poccuiickon depepaunn;

B) wuaeHTUdukatop cybbekta obpalleHns neKkapCTBEHHbIX CPEACTB, OCYLLECTBMSOWEro (acoBKy (YNakoBKy)
neKapCTBEHHbIX NpenapaTos;
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(MognyHKT B pepakumu, BBeOeHHOM B genctene ¢ 1 anpensa 2024 roga noctaHoBneHveM [paButensctBa Poccuickon
®denepaumm ot 29 HoAGpa 2023 roga N 2027. - CM. OpeabiayLLyo peaakLmio)

r) naeHTudgmkatop cybbekTa obpalleHus nekapCTBEHHbIX CPEeACTB, OCYLUECTBMSOWErO MNPOU3BOACTBEHHYIO CTafuio
BbIMYCKatOLLEro KOHTPOIsi Ka4ecTBa;

4) rmoBanbHbIn NOEHTUMOMKALNOHHBIA HOMEP TOProBOM €QUHULIbI;
€) HoOMep NPOV3BOACTBEHHOW CEpUN NeKapCTBEHHOTO Npenapara;
X) JaTa UCTeYeHMs1 CpoKa rofHOCTU NeKapCTBEHHOMO Npenapara;

3) KOO TaMOXXEeHHOro opraHa u peFVICTpaLI,VIOHHbIIZ HOMEP TaMOXXEeHHOro cknaga (I'Ipl/l MapKMPOBKE YNaKOBOK JIEKapCTBEHHbIX
npenapaTtoB cpeacrtsamMu I/I,El,eHTI/IdJI/IKaLI,I/II/I Ha TaMOXEHHOM CKJ'Ia,D,e);

n) Kog naeHTndmKauumn, NPUCBOEHHbIN YNakoBKe fieKapCTBEHHOrO npenapara;
(MognyHKT B pepakumu, BBegeHHoW B genctene ¢ 1 anpensa 2024 roga noctaHoBneHveM [lpaButensctBa Poccuiickon
®denepaumm ot 29 HoAbpa 2023 roaa N 2027. - CM. OpeabiayLLyo peaakLmo)

K) UHcpopmaumst 06 MCnonNb3yeMomM yCTPONCTBE pernctpaumum aMmmccumn.
(MyHkT B pepakuun, BeBegeHHon B gewncteve ¢ 31 uwona 2020 roga nocrtaHosneHuem [paButensctBa Poccuickon
denepaumm ot 21 mona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLMIO)

3_1. CybbekTbl OOpalleHusi NeKapCTBEHHbIX CPEACTB MpW OCYLUECTBMEHUN MAPKUPOBKM YMAKOBOK JEKAPCTBEHHbIX
npenapaToB cpeacTBaMu MOEHTUMMKALMM HA TAMOXEHHOM CKINaze B COOTBETCTBMM C ab3aueM BTOpbIM OyHkTa 4 [NonoxeHus
NpescTaBnsloT B CUCTEMY MOHUTOPUHIA CreayoLyo nHopmaumio:

a) unaeHtudpumkatop cybbekta obOpalleHus NneKapCTBEHHbIX CPEeACTB, SBMSAOLWIErocs AepXaTernem wnv Briagenbuem
pPEervcTpaumnoHHOro yaoCTOBEPEHUS, UNN NpeacTaBUTENbCTBa CybbekTa obpalleHusa nekapcTBEeHHbIX CPEACTB Ha TeppuTopum
Poccuiickon depepaunn;

0) AaTa coBepLUeHUs onepauuu;

B) rmoGanbHbI MOEHTU(MKALMOHHBIA HOMEpP TOProBOW €OUHNLbI;

) KO4 TaMOXXEHHOro opraHa v permcTpaumMoHHbIN HOMEP TaMOXEHHOMO CKafa, Ha KOTOPOM OCYLLECTBIISIETCS MapKMpOBKa
YMaKOBOK J1eKapCTBEHHbIX MNpenapaToB cpeacTBaMu MOeHTUdMKauuM B COOTBETCTBUM C ab3auem BTOpbIM NOyHkTa 4
[NonoxeHus;

4) Kogbl naeHTudnKaumm.

(MyHkT gononHuTenbHo BktodeH ¢ 31 nons 2020 roga noctaHoBneHveM lNpaBuTtensctBa Poccuiickon Penepatinm ot 21
utonsa 2020 rona N 1079)

lll. CBEOEHWUA, NPEACTABINAEMbBIE CYBBbEKTAMU OBPALLEHUA NNIEKAPCTBEHHbBIX CPEACTB B
CUCTEMY MOHUTOPUHIA, O NEKAPCTBEHHbIX NPEMNAPATAX, BBO3MMbIX HA TEPPUTOPUIO
POCCUMNCKOU ®EOEPALINUA

4. CyGbekTbl 0GpalleHNst NEKapCTBEHHbIX CPEACTB NPy 3aBepLUEHMIN OTIPY3KM JNieKapCTBEHHbIX NpenapaTtoB B Poccuickyto
degepaunio WNM  Mocre nepegadnm CBEAEHUA O MapKUPOBKE YMAKOBOK JEKapCTBEHHbIX MpernapatoB cpeacTsamu
naeHTMOUKALUM Ha TaMOXEHHOM CKnaae B COOTBETCTBUM C ab3aLem BTOpbIM MyHKTa 4 [MonoXeHus NpeacTaensioT B CUCTEMY
MOHMTOPUHra CrieaytoLLyo MHDOPMaLIMIO B OTHOLLEHUMN KaXXO0M eANHULbI NIeKapCTBEeHHOro npenapara:

a) JaTa coBepLUeHus onepauuu;

0) upeHTudukaTop cybbekTa obOpalleHVMs NeKapCTBEHHbIX CPeACTB, SABMNAKLIErocd aepXaTenem wnv Briagenbuem
pPEervcTpaumnoHHOro yaoCTOBEPEHUS, UNN NpeacTaBUTENbCTBa CybbekTa obpalleHus nekapcTBEeHHbIX CPEACTB Ha TeppuTopum
Poccuiickon denepaumm (He TpebyeTcsa B crnyyae npeacTaBneHus CBeAeHUN B COOTBETCTBUM € ab3alamMu ceabMbIM U OECATbIM
nyHkTa 37 1 ab3auem ceabMbiM nyHkTa 38 [NonoxeHns);

(MoanyHKT B pepakumu, BBeAeHHoM B fencteve ¢ 3 Hoss6ps 2020 roga noctaHoBrneHnweM [paButensctea Poccuiickom
denepaumm ot 2 Hosabpsa 2020 roga N 1779, pacnpocTpaHsieTcs Ha NpaBOOTHOLEHNS, BO3HUKwMe ¢ 1 utona 2020 roga. - Cwm.
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0RebIAYLLYI0 peaaKumio)

B) wuaeHTudumkatop cybbekTa oOpalleHns NeKapCTBEHHbIX CPeacTB, SBNSAOLWEroca MpoaaBLOM JleKapCTBEHHbIX
npenapaToB (He TpebyeTcs B criydae npeacTaBneHns CBEAEHUIN B COOTBETCTBUM C ab3auamun cegbMbiM U OECATLIM NYyHKTa 37 U
absauem cegbmbim NyHKTa 38 MonoxeHus);

(MognyHKT B pedakumu, BBeOeHHOM B genctene ¢ 3 Hosiopsa 2020 roga noctaHoBneHveM [paButenscrtBa Poccuickon
denepaumm ot 2 Hoabpa 2020 roaa N 1779, pacnpoCTpaHAeTCs Ha NpaBOOTHOLWEHUS, BO3HUKLWKE ¢ 1 uonsa 2020 roga. - Cwm.
npeapIAyLLYI0 peaaKLmio)

r) uwpeHtudpumkatop cybbekta obpalleHus neKapCTBEHHbIX CpPeacTB, SBMSIIOLLErocs MOKyrnaTenemM IeKapCTBEHHbIX
npenapatoB B Poccuinckon degepaunu;

4) T1n 0oroBopa;

€) PEeKBM3UTbI MEPBUYHOIO [OKYMEHTA, SBMSIIOLLEroCsd OCHOBaHMEM Ansi OTIPy3KM JIeKapCTBEHHOro npenapata B
Poccuinckyto ®egepaunio;

X) KOO TaMOXEHHOro opraHa W pervcTpauMoHHbI HOMep Ccknaga (agpec MecTa HaxOXAeHWst ToBapa CorfacHoO
JeKkrnapauMm Ha ToBapbl, 3a WCKMYEHMEM cryvyasl MapKUPOBKM YMaKOBOK JIEKAapCTBEHHbLIX MpenapaTtoB CcpeacTBamu
NaeHTUgMKaLnmM Ha TaMOXXEHHOM CKIaJe B COOTBETCTBUM C ab3aleM BTOpbIM NyHKTa 4 MonoxeHus);

(MognyHKT B pepakuun, BBeaeHHon B fgenctene ¢ 1 ceHtabpsa 2023 roga noctaHoeneHnwem [MNpaBuTtensctBa Poccuickon
®denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 PeAaKLMIO)

3) KoA4 MAaeHTMdUKaUMM UnuM Kog naeHTUdrKaumm TpeTUYHOM (TPaHCMOPTHOWM) yNakoBKW NEKAaPCTBEHHOro npenaparta, B
KOTOPOWM HaxoauTCs 3TOT NeKapCTBEHHbIVM Npenapar (B criy4ae OTrpy3ku TPETUYHOM (TPaHCMOPTHOW) YNaKoBKM NIEKaPCTBEHHOIO
npenaparta LIefIMKOM).

(MynkT B pepakumun, BBegeHHon B pgenctBue ¢ 31 wmona 2020 roga nocraHoeneHnviem [lpaButenbcrBa Poccuiickomn
®denepaumu ot 21 nonga 2020 rona N 1079. - CM. npeapiayLLyo peaakLu)

5. Cy6'beKTbI 06pa|.|.|,eHV|;| NleKapCTBeHHbIX CpeacCTB NMpu OCyLUeCTBNeHn BBO3a NpenctaBndlT B CUCTEMY MOHUTOPUHra
creayrLwyro I/IHd)OpMaLI,I/IIO B OTHOLLEHMM KaXXO0n eguHnLbI JNIeKapCTBEHHOIo npenapara:

a) AaTta coBepLUeHns onepauuu;

6) uaeHTudukatop cybbekTa oOpalleHUs NeKapCTBEHHbIX MNpenapaToB, OCYLECTBMASIOWEro BBO3 JIEKAPCTBEHHbLIX
npenapaTos B Poccuiickyto ®enepaumio;

B) KOO, TAMOXEHHOrO OpraHa U perncTpaumoHHbIA HOMep cknaja (agpec MecTa HaxoXaeHWs ToBapa CorfacHoO Aeknapauum
Ha ToBapbl);

(MognyHKT B pepakuun, BBeaeHHon B genctene ¢ 1 ceHtabpsa 2023 roga noctaHoenenvem lNpaBuTtensctBa Poccuickomn
denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 PeAaKLMIO)

r) waeHTudmkatop cybbekta oOpalleHust JEeKapCTBEHHbIX CPEACTB, SBMSIOLWIErocs NPOAaBLOM JIEKapCTBEHHbIX
npenapaToB (He TpebyeTcs B criydae npeacTaBreHns CBEAEHUIN B COOTBETCTBUM C ab3auamun cegbMbiM U OECATLIM NYHKTa 37 U
absauem cegbmbim NyHKTa 38 MonoxeHus);

(MognyHKT B pedakumu, BBeOeHHOM B genctene ¢ 3 Hosiopsa 2020 roga noctaHoBneHveM [lpaButenscrtBa Poccuickon
Ddenepaumm ot 2 Hoabpa 2020 rona N 1779, pacnpoCcTpaHseTcs Ha NpaBOOTHOLWEHUS, Bo3HUKLWKe ¢ 1 uonsa 2020 roga. - Cm.
TREAbIAYLLYIO PEAaKLNIO)

4) T1n OoroBopa;

€) PEKBU3UTLI NMEPBUYHOIO AOKYMEHTA, SIBMSIIOLLIErOoCsl OCHOBaHMEM AN BBO3a JIEKapCTBEHHOrO npenapara B Poccuinckyto
denepauuto (aata n Homep);

X) uaeHTudUKaTop cybbekTa obpalleHWs nekapCTBEHHbIX CpeAcTB, SABMAIOLWErocs Aepxatenem unu Bnagenbuem
perucTpauvoHHOrO YAOCTOBEPEHWS, UNN MPEeACTaBUTENLCTBA CybbekTa obpalleHusi NekapCTBEHHbIX CPEACTB Ha TeppuUTopum
Poccuinckon denepaumm (B criyyae BBO3a JieKapCTBEHHOro npenapara B Poccuickyto degepauunio cybbektom obpalleHuns
nekapcTBeHHbIX CPeACTB, He ABMALUMCA AepKaTeneMm unu snagensuemM perncTpaLmMoHHOro yaoctoBepeHus) (He Tpebyetca
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B CIydae NpeacTaBrieHnsl CBEAEHUA B COOTBETCTBMM C ab3alamMm ceabMbiM M AecaTbiM NyHKkTa 37 1 ab3aueM cefbMbiM MyHKTa
38 MonoxeHus);

(MognyHKT B pedakumu, BBeOEHHOM B genctene ¢ 3 Hosiopsa 2020 roga noctaHoBneHveM [paButensctBa Poccuickon
®denepaumm ot 2 HoAGpa 2020 roaa N 1779, pacnpoCTpaHAETCs Ha NpaBOOTHOLWEHNUS, Bo3HUKLWMe ¢ 1 uona 2020 roga. - Cwm.
NReAbIAYLLYI0 PefaKLmio)

3) koA MaeHTUUKaLUMN NN Koa MAEHTUUKALMN TPETUYHOW (TPAHCMOPTHOW) YNakoBKW NEeKapCTBEHHOrO npenaparta, B
KOTOpPOM HaxoOWUTCSA 3TOT NEKapCTBEHHbIN npenapaT (B cnydae BBO3a TPETUYHOMW (TPAHCMOPTHOW) YNaKOBKM NeKapCTBEHHOMO
npenapara Lenmnkom).

(MynkT B pepakumu, BBegeHHon B pgencteue ¢ 31 wmona 2020 roga nocraHoeneHnviem [lpaButenbcrBa Poccuiickom
Denepaumu ot 21 mnonga 2020 rona N 1079. - CM. npeapiayLLY0 peaakLu)

6. CybbekTbl obpalleHusi NeKkapCTBEHHbIX CPEeACTB, OCYLECTBAsOWME Mepenady JeKapCTBEHHbIX MNpenaparos,
MOMELLEHHbIX NOoA TaMOXEHHYK npoueaypy TaMOXEHHOro cknaja, ApyromMy CoGCTBEHHWMKY (CMeHa CcoBCTBEHHMKA),
NpeacTaBnsAloT B CUCTEMY MOHMTOPWHIA CREAYOLWY WMHGOPMaLuio B OTHOLUEHWM KaXdoW eauHMUbl JIeKapCTBEHHOro
npenapara:

a) AaTta coBepLUeHns onepauuu;

6) uaeHTUduKaTop cyGbekTa obpalleHUsi NeKapCTBEHHbIX CPeACTB, OCYLLECTBNAOWEro nepedady feKapCTBEHHbIX
npenaparos;

B) uOeHTU(uKkaTop cyObekTa oOpalleHUss INEeKapCTBEHHbIX CPEACTB, OCYLUECTBMSIOWErO MNPUEMKY JeKapCTBEHHbIX
npenapaTos;

r) MOEHTUDUKALMOHHBIA HOMep Hamnoronnaresnblyka cyobekTa obpalleHnst IekapCTBEHHbIX CPEeACTB, OCYLLECTBISOWErO
NPUEMKY NEKapCTBEHHbIX NPenapaTos;

4) Kog naeHtTudvkaumm unu ko MOeHTUUKaLMM TpeTUYHON (TPaHCMOPTHOM) YMaKOBKM NEKapCTBEHHOro npenapara, B
KOTOPOM HaxoauTCsi 3TOT NeKapCTBEHHbI npenapat (B cnydyae nepedadv TPETUYHOM  (TPaHCMOPTHOW)  YMaKOBKM
neKapCTBEHHOIO Mpenapara LennkoMm).

(MynkT B pepakumun, BBegeHHon B fAencteue ¢ 31 wmona 2020 roga noctaHoenexHvem [lpasutenscrea Poccuiickown
®denepaumm ot 21 utona 2020 rona N 1079. - CM. npeablayLLyi0 peaakLmio)

7. CyObekTbl OOpalleHuUsi NneKkapCTBEHHbIX CpeacTB Npu MNOATBEpXAEHUMU CcBedeHun o0 OTrpyske unum o BBO3e
nekapcTBeHHOro npenapata B Poccuiickyto ®eagepaumio, Unu o npueMke Ha apmMaueBTUYEeCKUA ckrnag NekapCTBEHHOro
npenapata Ha Tepputopun Poccuiickon ®egepauun, unu o nepedade npasa cCobGCTBEHHOCTU Ha NeKapCTBEHHbLIA Npenapar,
NMOMELLEHHbIV NOA TAMOXEHHYIO NpoLeaypy TaMOXEHHOro Cknaja, CoAepXalLMXCsl B CUCTEME MOHUTOPWHIA, NPEACTaBMsoT B
CUCTEMY MOHUTOPUHIa CneayoLwyo MHHOPMAaLIMIO B OTHOLLEHUN KaXaom eauHULbI FlekapCTBEHHOMO npenapara:

(AB3aL B pemakuun, BBeoeHHOW B genctBue ¢ 1 ceHtabpsa 2023 roga nocraHoeneHveM [paButenbctBa Poccuickon
denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 PeAaKLMIO)

a) Aarta CoBepLUEHNs onepauum;
0) ngeHTndukatop cybbekTa obpalleHns NTIEKapCTBEHHbIX CPeACTB, OCYLLECTBSAIOLLEr0 NOATBEPXKAEHNE CBEAEHUN;

B) uageHtudmkatop cybbekta obpalleHus nekapCTBEHHbIX CPEACTB, paHee OCYLLECTBMBLLErO perucTpaumio cBeeHun od
OTrpy3Ke Unn o BBO3e NeKapCTBeHHbIX npenapatoB B Poccunckytlo degepauuio, unu npuemke Ha apmaueBTUyeckuin cknag
nekapcTBeHHbIX npenapaToB Ha Tepputopun Poccunckon dPepepauun, wnu nepegade npaBa COOCTBEHHOCTU Ha
nekapcTBeHHbIN npenapart, NOMeLLEHHbIN NoA4 TaMOXEHHYH0 NpoLeaypy TaMOXEHHOro Cknaaa;

r) kog wuaeHTUdmkaumm mnm kog naeHTndumkaumm TpeTMYHOM (TPaHCMOPTHOM) YNakoBKU NIEKApPCTBEHHOrO npenapara, B
KOTOPOM HaxoAuTCsl STOT JIeKapCTBEHHLIM npenapat (B cryvae nepedadn TPETUYHOW  (TPaHCMOPTHOWM)  YMakoBKU
nekapcTBEHHOro npenapara Lenmkom).

(MynkT B pepakumu, BBegeHHon B pgenctBue ¢ 31 wmona 2020 roga noctaHoeneHnviem [lpaButenbcrBa Poccuiickon
Ddenepaumu ot 21 mnonga 2020 rona N 1079. - CM. npeapiayLLyo peaakLu)
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 52
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

8. CyObekTbl obpalleHusi NekapCTBEHHbIX CpPeacTB Mpu NepeMelLleHUn NeKapCTBEHHbIX NpenapaToB MeXay 30HaMu
TaMOXEHHOT0 KOHTPOSISl MPEeACTaBnsoT B CUCTEMY MOHUTOPUHIA CNEAYOLY0 MHOpMaLMo B OTHOLUEHUN KaXXOoW eanHULbI
rnekapcTBEHHOro npenapara:

(A63au B penakumu, BBegeHHonm B genctene ¢ 31 umona 2020 roga nocraHoBneHvem [paBuTenbctBa Poccumnckon
denepaumm ot 21 mtona 2020 roga N 1079. - CM. npeablayLLyi0 PeAaKLMIO)

a) Aarta CoBepLUEeHNs onepauuu;
6) noeHTMdukaTop cybbekTa obpalleHnst NekapCTBEHHbIX CPEACTB, OCYLLECTBSIOWEro nepemMeLleHne nekapCcTBEHHbIX
npenapaTos;

(MognyHKT B pepakuun, BBegeHHon B Aerictene ¢ 31 wona 2020 roga nocraHoeneHuem [paButenbcTBa Poccuiickom
Ddenepaumu ot 21 mnonga 2020 rona N 1079. - CM. npenpiayLLy0 peaakLu)

B) nognyHkT yTpatun cuny ¢ 31 wona 2020 roga - noctaHoBnexve lMpaButenscrBa Poccunckon Penepaumm ot 21 uond
2020 roga N 1079 - cM. npeablAyLLYIO peAaKLmIO;

r) ko4 TaMOXEHHOro opraHa M perucTpauMoHHLIN HOMEpP CKMnaga OTrpy3ku (agpec MecTa HaxOoXAeHWs ToBapa COrnacHo
AeKrapaumm Ha ToBapbl, U3 KOTOPOIo OCYLLIECTBMSETCS NepeMeELLEHNE);

(MognyHkT B pemakuumun, BeBegeHHon B Aencteme ¢ 31 uwona 2020 roga nocraHosneHuem [NpaBuTtenscrtBa Poccumnckon
®denepaumm ot 21 nona 2020 rona N 1079; B pedakuuun, BBegeHHon B gencteue ¢ 1 ceHTabpa 2023 roga nocraHoBNEHWEM
MpasutenscTtea Poccuickon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeaplayLLyo peaakLmo)

) KoO TaMOXXEHHOro opraHa M pPerMcTpauuoHHbI HOMEP CKrnada npuemkn (agpec Mecta HaxoXaeHus ToBapa, B KOTOpoe
OCYLLECTBIIAETCS NEPEMELLEHME);

€) Kog uaeHTUMKauumnm unn Kog MAEeHTUUKaUMM TPETUYHONW (TPaHCMOPTHOM) yNakoBKW fIEKapCTBEHHOro npenapara, B
KOTOPOM HaxXOQWUTCA JTOT JEKApCTBEHHbIM npenapat (B cryvyae nepemMeleHnss TPETUYHOM (TPaHCMOPTHOM) YMaKOBKU
NeKapCTBEHHOro npenapaTta LenMKoMm).

(MognyHKT B pepakumu, BBedeHHow B aencteume ¢ 31 mapta 2020 rog nocrtaHoBnenvem [paBuTenbcrBa Poccuiickon
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PenaKLmIo)

9. MywHkT yTpatnn cuny ¢ 1 mapta 2024 roga - noctaHosnexve pasutenscrea Poccuinckon Penepaumm ot 24 mapta 2023
rona N 468. - Cm. mpeablayLyo peaakuuio.

10. CybbekTbl 0OpalleHust NEeKapCTBEHHbIX CPEACTB MNpu MNepeMeLLeHNM JeKapCTBEHHbIX MNpenapaToB U3  30HbI
TaMOXEHHOro KOHTpONA Ha (hapmaueBTUYeCKUin cknag npeacTaBnsioT B CUCTEMY MOHUTOPMHIa crieayoLyo uHgopmaumio B
OTHOLLEHUN KaXXaoW e4MHULbI NEKapCTBEHHOIO nNpenapara:

a) AaTta coBepLUeHns onepauuu;

0) ngeHTndpmkaTop cybbekta obpalleHns nekapcTBEHHbIX CPEACTB, OCYLLECTBSIOLLEr0 BBO3 fIeKapCTBEHHbIX NpenapaTos
Ha TeppuToputo Poccuiickon ®epepaunm;

(MognyHKT B pepakuun, BeegeHHon B aencteue ¢ 31 monsa 2020 roga nocrtaHoeneHvem [MpaButensctea Poccuiickon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLmIo)

B) mognyHkT yTpatun cuny ¢ 31 uiona 2020 roga - noctaHosnexve MNpaButenbcrBa Poccuiickon Penepaumm ot 21 mions
2020 roga N 1079 - cM. npeabiayLLyio penakLmio;

r) Kog TaMOXXEHHOrO OpraHa 1 perMcTpaLmoHHbIA HOMEP TaMOXEHHOIO CKlaga OTrpy3Ku;

O) PEeKBM3UTbI MEPBUYHOIO [OKYMEHTA, SBMSIOLWErocs OCHOBaHMEM [A1is1 MPUEMKU NEKapCTBEHHOro npenaparta Ha
hapmaLieBTUYECKUIA cknag (gata u HoMep);

€) CTOMMOCTb, YyKasaHHasi B COMPOBOAWUTENbHOW [OOKYMEHTaLuMuM Ha TOBap, Ha OCHOBaHMM KOTOpOW odhopmnsieTcs
JeKrapaums Ha ToBapbl, C y4ETOM TaMOXEHHbIX MOLUMNH U COOPOB 3a TAMOXEHHOE 0hopMIIEHNE;

(MoanyHKT B pepakuun, BBeaeHHon B aencteue ¢ 1 ceHTsa0psa 2023 roga noctaHoeneHuewm [lpaBuTtenbctBa Poccuiickom
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLyo peaakLuuio)

X) KOO MAEHTUMUKALUU UK Koad MAEHTUMUKaLMM TPEeTUYHOW (TpaHCMOPTHOM) yNakoBKW NekapCTBEHHOro npenapara, B
KOTOPOM HaxoauTcsi 3TOT JeKapCTBEHHbIM npenapaT (B criydae npuvemMkn Ha dapMaueBTUYeCKU cknag TpeTUYHOM
(TpaHCNOPTHON) YNakoBKX NEKapCTBEHHOIO Npenapara LienuKom).

(MopnyHKT B pegakumu, BBeaeHHon B gencteue ¢ 31 mapta 2020 rog nocrtaHosneHvem [lpaBuTtensctBa Poccumnckon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLYy0 peaakLmio)
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 53
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

11. CybbekTbl obpalieHus nekapCTBEHHbIX CpeAcTB MNpu 3aBeplleHun OTIPY3KM IeKapCTBEHHbIX MpenapaToB B
Poccunckyto depepauunio U3 rocygapcTB - uYneHoB EBpasMimckoro 3KOHOMMYECKOrO COk3a MpeacTaBnsitoT B CUCTEMY
MOHMWTOPUWHIa CneayoLLyto MHOPMaLuio B OTHOLLEHWUN KaXa0N TOProBon eAnHULLI NeKapCTBEHHOMO npenapara:

a) Aarta CoBepLUEeHNs onepauum;

0) wmageHTMdMKaTop cyObekTa oOpalleHUs NeKapCTBEHHbIX CPeAcTB, SABMSIOLWErocs OepXaTeneM WunuM Bragernbuem
pPEervcTpaumnoHHOro yaoCTOBEPEHUS, UNN NpeacTaBuTensCcTBa CybbekTa obpalleHusa nekapcTBeHHbIX CPEACTB Ha TeppuTopum
Poccuiickon depepaunn;

B) uAeHTudMKaTop cyObekTa obpalleHus nekapCTBEHHbIX CPeacTB, SABMSIOLLEerocs nNpoAaBLOM fekapCTBEHHbIX
npenapaTos;

r) uwpeHtTudpumkatop cybbekTa obpalleHuss neKapCTBEHHbIX CpPeacTB, SBMSIOLErocs MOKyrnaTenemM IeKapCTBEHHbIX
npenapatoB B Poccuickon degepaunu;

0) PEeKBU3UTbI MEPBUYHOIO [AOKYMEHTA, SBMSIOWErOCS OCHOBAaHWEM [N OTIPYy3KM JleKapCTBEHHOrO npenapata B
Poccuickyto Pegepaumto (4ata n Homep);

€) TMn 4oroeopa;

)K) CTOMMOCTb J1eKapCTBEHHOro npenaparta (C y4yeTomM Halnora Ha ,CI,O6aBJ'IeHHyPO CTOMMOCTb) cornacHo nepBUYHbIM
OOKYMEeHTaM;

3) cymMma Hanora Ha [o6aBreHHY CTOMMOCTb;

W) Kog uaeHtTudmrKkaumm unu kog naeHTMdukaumMm TpeTMYHOW (TPaHCMOPTHOW) YNakoBKW NeKapCTBEHHOro npenaparta, B
KOTOPOM HaXOAMTCS STOT NeKapCTBEHHbIV npenapar (B cry4ae OTrpy3kv TPETUYHON (TPaHCMOPTHOW) YNAaKOBKM NeKapCTBEHHOMO
npenaparta LefnMKom)

(MyHkT B pepakumun, BBeaeHHow B AewnictBue ¢ 31 mona 2020 ropga nocraHoenexHuem [lpaButensctea Poccunckon
Denepaumu ot 21 mnonga 2020 rona N 1079. - CM. npeapiayLLy0 peaakLu)

12. Cy6'beKTbI 06pau.|,eH|/|9| NNeKapCTBEHHbIX CpeacTB nMnpu OCyLWeCTBIIeHUN BBO3a JIEKapCTBEHHbIX MpenapaTtoB B
POCCVII7ICKyIO CDe,qepau,mo n3 rocygapcCites - YreHoB EBpa3VII7ICKOFO OKOHOMMYECKOINo cow3a W pasMelleHnn Ha
(*)apMaLleBTI/I‘-IeCKOM Cknage npeacrtaBnAldT B CUCTEMY MOHUTOPUHIA cneayroulyro I/IHd)OpMaLI,I/IIO B OTHOLLUEHUM KaxOomn
TOprOBOI7I €ANHNLblI NeKapCTBEHHOIO Npenaparta:

a) AaTta coBepLUeHns onepauuu;

6) noeHTudmrkaTop cyobekTa obpalLeHNs NekapCTBEHHbIX CPEACTB, OCYLLECTBIISIOLErO BBO3 NIeKapCTBEHHbIX NpenapaTos
B Poccuiickyto denepaunio;

B) wuaeHTudumkatop cybbekTa oOpalleHns NeKapCTBEHHbIX CPeacTB, SIBNSAOLWErocsa MpoAaBLOM JleKapCTBEHHbIX
npenapaToB (He TpebyeTcs B criydae npeacTaBreHns CBEAEHUIN B COOTBETCTBUM C ab3auamun cegbMbiM U OECATLIM NYHKTa 37 U
absauem cegbmbiv NyHKTa 38 MonoxeHus);

(MognyHKT B pedakumu, BBeOeHHOM B genctene ¢ 3 Hosiopsa 2020 roga noctaHoBneHveM [paButensctBa Poccuiickon
Ddenepaumm ot 2 Hoabpa 2020 rona N 1779, pacnpoCcTpaHseTcs Ha NpaBOOTHOLWEHUS, Bo3HUKLWKe ¢ 1 uonsa 2020 roga. - Cm.
npeapIayLLYIo peaakLmio)

r) TMn gOroBopa;

O) PEKBM3UTBLI MEPBUYHOIO OOKYMEHTA, SBMSIOLLErocs OCHOBaHMEM Asi BBO3a NeKapCTBEHHOrO npenaparta B Poccuiickyto
denepauuio (aata n Homep);

€) CTOMMOCTb reKapCTBEHHOro npenapara (C y4eToMm Hamnora Ha A06GaBneHHYl0 CTOMMOCTb) COMMacHO MEepPBUYHbBIM
[IOKYMEHTam;
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 54
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
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)K) CyMMa Hanora Ha D,O6aBJ'IeHHyIO CTOUMOCTDb;

3) maeHTMdukatop cybbekta obpalleHus NeKapCTBEHHbIX CPEACTB, SBMAIOLWErocs gepXxatenem wunu BrnagenbLlem
pPerncTpaumoHHOro yooCTOBEPEHUSA, NN NPEACTaBUTENLCTBA CyObekTa obpalleHMs NeKapCTBEHHbIX CPEACTB Ha TEPPUTOPUN
Poccunckon ®enepaumm (B criydyae BBO3a eKapCTBEHHOro npenapara B Poccuickyto depepauunio cybbektom obpalleHus
NeKapCTBEHHbIX CPEACTB, HE ABMSOWMUMCS OepXKaTenemM Unu BrnagenbLeM perMcTpaumoHHOro yaoctoBepenns) (He Tpedyerca
B Cry4ae npeacTaBrieHus CBeAeHMI B COOTBETCTBMM C ab3auamm cegbMbiM U 4eCsTbiM NyHkTa 37 1 ab3auem cegbMbiM NyHKTa
38 MNonoxeHus);

(MoanyHKT B pepakuuun, BBeaeHHOW B aencteue ¢ 3 Hosi6pa 2020 roga noctaHoeneHvem [paButenbctBa Poccunckon
denepaumm ot 2 Hoabpa 2020 roaa N 1779, pacnpocTpaHseTcs Ha NpaBOOTHOLWEHUS, Bo3HUKLWKe ¢ 1 uonsa 2020 roga. - Cwm.

npeablayLy PeAaKLIno)

KOO, VAEHTUMUKALUUKU UNU Kog MOEHTMdMKAUUM TPEeTUYHOW (TPaHCMOPTHOWM) YMaKOBKM NEKApCTBEHHOrO npenapara, B
KOTOPOW HaxoguTCsa 3TOT feKkapCTBEHHbIN npenapart (B crydYae BBO3a TPETMYHOW (TPaHCMNOPTHOM) YMNaKoBKU fieKapCTBEHHOro
npenapata LefIMKOMm).

(MyHkT B pepakuun, BeegeHHon B aewncteve ¢ 31 uwona 2020 roga nocrtaHosneHuem [paButenscrBa Poccuiickon
denepaumm ot 21 mnona 2020 roga N 1079. - Cm. npenblayLLyo peaakumo)

13. MyHkT yTpatun cuny ¢ 1 ceHtsabpa 2023 roga nocraHoeneHvem lMpasutensctea Poccuickon Penepativm ot 24 mapta
2023 ropa N 468. - Cm. npeablayLLyio peaakLmio.

14. CyGbekTbl 0OpalleHVsl NEeKapCTBEHHbIX CPeacTB NpU MOBTOPHOM BBOAE B OGOPOT NEKapCTBEHHbIX NpenapaToB
NpeacTaBnsloT B CUCTEMY MOHUTOPWHra CReayloLlylo WHMOPMaUMio B OTHOLIEHUM KaXOOW eduHMUbI JIeKapCTBEeHHOro
npenapara:

a) AaTta CoBepLUEHNs onepauuu;

6) upeHTudukaTop cybbekTa obpalleHWs NeKkapCTBEHHbIX CPEeACTB, OCYLUECTBMSMLEro MOBTOPHbIA BBOA4 B 060OpOT
NeKapCTBEHHbIX NpenapaTos;

(MoanyHKT B pepakuun, BBeaeHHon B aencteue ¢ 1 ceHTsa0psa 2023 roga nocraHoeneHuem [paBuTtenbcTBa Poccuiickom
®denepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLYy0 peaakLu)

B) NPVYMHbI paHee OCyLLECTBIIEHHOTO BbIBOAA JIEKAPCTBEHHOMO npenapaTa u3 obopoTa;
r) ko4 naeHTUdnKaLumM NoBTOPHO BBOAMMOIO B 060POT riekapCTBEHHOMo Npenapara;
4) NpUYNHBLI NOBTOPHOMO BBOAA B 0GOPOT NEekapCTBEHHOTIO Npenapara;

€) pPeKBM3nTbl AOKYMEHTA, SIBNSAIOLLErocs OCHOBaHMEM AN NOBTOPHOro BBoda B 060POT NekapCTBEHHOro npenapara (npu
HanU4uMM), UM MAEHTUUKATOP rocyaapCTBEHHONO KOHTPAKTa No rocygapcTBEHHOMY OGOPOHHOMY 3akasy, NpuvcBanBaeMbi B
CcooTBETCTBUM cO cTaTtben 6 1 PenepanbHoro 3akoHa "O rocyaapcTtBeHHOM OGOPOHHOM 3akase”, Ha OCHOBaHWM KOTOPOro
paHee OCYyLUECTBMNEH BbIBOA I1€KApPCTBEHHOrO Mpenapara u3 obopoTa No caenke, CBEAEHMS O KOTOPOW COCTaBNSAT
rocygapCTBEHHYHO TalHy (B criyvae npeacTaBneHnsa cBeQeHUn B COOTBETCTBUM C NyHKTOM 441 lMonoxeHus).

(MognyHKT [ONONHUTENBHO BKMOYEH € 1 ceHTs0psa 2023 roga nocraHoBneHveM [paBuTtensctBa Poccuiickon ®enepaumm
ot 24 mapta 2023 rona N 468)

(MyHkT B pemakuun, BeBegeHHon B gewncteuve ¢ 31 wona 2020 roga nocrtaHoBnenuem [paButenbctBa Poccuickon
Ddenepaumu ot 21 nionga 2020 rona N 1079. - CM. npeaplayLLyo peaakLu)

Mpunoxexue N 4

k MonoxeHnto 0 cucTeMe MOHUTOPUHIa
ABVDKEHWNS NleKapCTBEHHbIX NpenapaTos
AN MeOVLIMHCKOrO NPUMeHeHUs
CBEOEHUA, NPEOCTABNAEMbIE CYBbEKTAMU OBPALLEHUA NEKAPCTBEHHbLIX CPEOCTB B CUCTEMY
MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbLIX MPEMAPATOB Al MEAULUMHCKOIO NPUMEHEHUA NMPU
BbIBOAE U3 OBOPOTA JNIEKAPCTBEHHbIX MPEMAPATOB ANnA MEAULIMHCKOIO NPUMEHEHUA

(c nameHeHnsaAMM Ha 24 mapTa 2023 roga)
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 55
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

1. CyObekT obpalleHusi reKkapCTBEHHbIX CPeACTB NpU BbIBOAE JEKAPCTBEHHbIX NpenapaTtoB Ans MeauLUHCKOro
npuMeHeHusi (Qarnee - nekapcTBeHHble npenapaTbl) M3 o6opoTa nyTeM peanusaumu (Mpoaaxku) NekapCTBEHHbLIX NpenapaTos
noTpedutento unu otnycka GecnnaTHO MMM CO CKUAKOW JIeKapCTBEHHbIX MPenapatoB MO PeuenTy Ha feKkapCTBEHHble
npenaparbl IM60 OTMycKa JIeKapCTBEHHbIX NPenapaToB Npy OKasaHuM MeguuUMHCKON nomMoly, oTbéopa o6pasuoB unv BbiBoAa
13 obopota Mo MHLIM NPUYMHAM NPEeaCTaBNsieT B CUCTEMY MOHWUTOPWHra OBWXKEHWUSI NIEKapCTBEHHbIX MpenapaTtoB (Aarnee -
cMCTEMa MOHUTOPUHIA) CrieaytoLLlyo MHopMaLmMio O BbIBEAEHHBIX M3 060pOTa NiekapCTBEHHbIX NpenapaTax:

a) JaTa coBepLueHus onepauuu;
6) wupeHTudumkatop cybbekta oOpalleHVs neKapCTBEHHbIX CPeAcTB, OCYLLECTBMSIOWEro BbIBOA I€KAapCTBEHHbIX
npenapatoB u3 obopoTa;

B) TMN BblBOAA NEKAPCTBEHHbIX NpenapaToB U3 060poTa;

r) BuO OOKYMEHTa, MOATBEPXKAaloLLero BbiBOL NEKapCTBEHHbIX npenapaTtoB U3 obopota (4ek, GraHK CTPOroi OTYETHOCTH,
[0roBOp 1 Apyroe);

) PeKBM3UTbI OOKYMEHTa, NMOATBEPXKOAILLEro BbIBOA JIEKAPCTBEHHLIX MpenapaTtoB M3 obopoTta, unu uaeHTudmkaTop
rocygapcTBEHHOIO KOHTpaKTa Mo rocygapcTBEHHOMY ODOPOHHOMY 3akasy, npucBavMBaeMbli B COOTBETCTBUM CO cTaTben 6_1
®denepanbHoro 3akoHa "O rocyaapcTBeHHOM 060POHHOM 3akase", Ha OCHOBaHMW KOTOPOro COBEpLUAETCS CAenka, CBeAeHus o
KOTOPON COCTaBNAOT rOCYAapCTBEHHYIO TavHy (B cnydae npeacTaBrneHuMs CBeAeHW B COOTBETCTBUM C OyHKTOM 44 1
[Tono)eHus o cucteme MOHUTOPUHIA ABMXEHUA NEKAPCTBEHHbIX NPpenaparoB And MEAULIMHCKOIo NpUMeHeHua, yTBepXgeHHOoro
noctaHoBeneHnem lNpasutensctBa Poccuiickon ®epepaummn ot 14 gekabps 2018 r. N 1556 "O6 ytBepxaeHun NMonoxeHusa o
cUCTEME MOHUTOpPMHIa [OBWKEHWUs JEKapCTBEHHbIX MpenapartoB [Afs MEAUUMHCKOrO NpUMEHeHMs", B  OTHOLUEHUM
NEeKapCTBEHHbIX NpenapaToB, NOANEXalux MOBTOPHOMY BBOAY B TpaXKgaHCKUM OOOpPOT B chnydasix, NpeayCcMOTPEHHbIX
3akoHogatenscTBoMm Poccunckon ®enepaunn);

(MognyHKT B pepakuun, BBeaeHHoM B genctene ¢ 1 ceHtabpsa 2023 roga noctaHoenennem lMNpaBuTtensctBa Poccuickon
Ddenepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLYyo peaakLuo)

e) koAbl uaeHTUdMKaLMM BbIBOOVMbIX U3 06OpOTa NEKAPCTBEHHbIX MPEenapatoB MMM Kodbl MOEHTUMUKALMN TPETUYHON
(TpaHCMOpTHOWM) YNakKoBKU feKapCTBEHHOrO MpenapaTta, B KOTOPOW HaxoAMTCs 3TOT JeKkapCTBEHHbIM mnpenapaT (B cnyyae
BblBOAa U3 060poTa NO MHLIM NPUYMHAM TPETUYHON (TPAHCMOPTHON) YNaKkoBKM NEKapCTBEHHOTO nNpenaparta Lenmnkom);

) CTOMMOCTb JleKapCTBEHHbIX MpenapatoB (C y4eToM Hamnora Ha [o06aBneHHyr CTOMMOCTb) (B crnyvae npopaxu
nekapCTBEHHbIX NpenapaToB NoTpebuTento);

3) cymmMa Harora Ha foGaBneHHy CTOMMOCTb (B criydae npodaku nekapcTBeHHbIX npenapartos notpebutenio);

M) KONMUYECTBO BbLIBOAMMBLIX M3 000OpOTa NEPBUYHLIX YMAKOBOK eKapCTBEHHOrO Mpenapata M obuiee KOonmM4ecTBO
NepBUYHbBIX YNAaKOBOK JIEKAPCTBEHHOrO MpenapaTta BO BTOPUYHOW (NOTPebUTENbCKOW) yrNakoBKe fleKapCTBEHHOro npenapara
(Npu ocyuwiecTteneHMn BbiBoAa M3 06opoTa pasyKOMMNEKTOBAHHOMW BTOPWYHON (NOTPEOUTENLCKON) YNAaKOBKU fleKapCTBEHHOIrO
npenapara);

K) noeHTUOMKALNOHHBIM HOMEP Harnoronnarenblmka - opraHmM3auun, AeNCTBYOLWEN Ha OCHOBaHMM JOroBopa C anTeyHom
opraHusaumen (Npy OCYLLECTBIEHUN MPOAAXM NEKAPCTBEHHbLIX NpenapaToB AUCTAaHLMOHHBIM CNOCOBOM C UCMONb30BaHMEM
MHopMaLMn, NpeoCTaBEHHON BriagenbLammn arperatopoB nHgopmauumn o Toeapax (06 ycnyrax);

(MognyHKT gononHUTENbHO BKAOYEH € 1 ceHTsI0psa 2023 roga nocraHoBneHveM [paBuTtensctBa Poccuiickon ®enepaumm
ot 24 mapta 2023 rona N 468)

Nn) pekBM3UTLI peLienTa Ha NekapCTBEHHbIV Npenapart (gata, HoMep U cepuvs (Npy HanNU4um).

(MoanyHKT fononHUTENBHO BKModeH ¢ 1 ceHTabps 2023 roga noctaHoeneHuem [NpaButensctea Poccuiickon ®enepatiu
oT 24 mapta 2023 rona N 468)

(MynkT B pepakumun, BBegeHHon B fAencteue ¢ 31 mona 2020 roga noctaHoeneHvem [lpasutenscrBa Poccuickown
®denepaumm ot 21 utona 2020 rona N 1079. - CM. npeablayLLyi0 peaakLmio)

2. CyGbekT ofpallleHust NeKkapcTBEeHHbIX CPEACTB MNpU BbIBOAE IEKapCTBEHHbLIX MpernapatoB W3 obopota nyTem
YHUUTOXEHUSA NeKapCTBEHHbIX NPenapaToBs, NOMELLEHHbIX MO TAMOXEHHYI0 NPOLEAYPY YHUHMTOXEHUSA, BbIBO3a NEKAPCTBEHHbIX
npenapaTtoB 3a Npefenbl TaMOXEHHOW Tepputopun EBpasuiickoro SKOHOMMYECKOTO CO3a, MOMELLEHHbIX Mod TaMOXEHHYIo
npoueaypy akcriopta (peakcrnoprta), NPeAcTaBnseT B CUCTEMY MOHWTOPUHIa Criedylolwylo MHOPMaLUMio O BbIBEAEHHBIX U3
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 56
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

06opoTa flekapCTBEeHHbIX Npenaparax:

a) AaTta coBepLUeHns onepauuu;

6) wuageHTMdMKaTOp CcyObekTa obpalleHVss NeKapCTBEHHbIX CPEeACTB, OCYLIECTBMSIOWEro BblBOA IEKapCTBEHHbIX
npenapatoe us 060poTa;

B) KOZ TAMOXEHHOIO OpraHa;
r) Kog TaMOXXEHHOM nNpoLeaypbl;

4) Kog umaeHTudMKauMM BbIBOAMMOrO M3 06OpoTa NEKApCTBEHHOrO Npenaparta Wnu Kop MAEHTUMWKaLUM TPEeTUYHOM
(TpaHCNOpTHOWM) YNakKoOBKM NeKapCTBEHHOrO MpenapaTta, B KOTOPOW HaxoAMTCs 3TOT NekapCTBEHHbIM npenapaT (B cryyae
BbIBOAA 13 000poTa TPETUHHOW (TPAHCMOPTHOW) YNaKOBKU NIEKAPCTBEHHOMO Npenapata LenmKom);

€) PEKBU3WTbLI AeKnapaLlmm Ha ToBapbl.

(MognyHKT B pepakuun, BBeaeHHon B aencteue ¢ 1 ceHTabpsa 2023 roga noctaHoeneHuem [paButenbcTBa Poccuiickom
Ddenepaumu ot 24 mapta 2023 roga N 468. - Cm. npeabiayLLYyo peaakLu)

(MyHkT B pepakumun, BBegeHHow B penctBue ¢ 31 wons 2020 roga noctaHoBnexuem [lpaBuTtenbctBa Poccuinckon
®denepaumm ot 21 uona 2020 rona N 1079. - CM. npeablayLLyio peaakLmio)

3. CyObekT obpalleHns nekapCTBEHHbIX CPeACTB NpY BbIBOAE NEKApCTBEHHbIX MpenapaToB U3 obopoTa nyteMm nepegayu
NeKapCTBEHHbLIX NpenapaToB Ha YHUYTOXEHUE NpeAcTaBnsieT B CUCTEMY MOHWUTOPWMHIa CriegyloLy MHopMauul o
BblBEAEHHbIX N3 060pOTa NeKapCTBEHHbIX Npenapartax:

a) AaTta coBepLUeHNs onepauuu;

6) wugeHTudumkaTop CcyObekTa obpalleHust NeKapCTBEHHbIX CPeACTB, OCYLUECTBMAIOWErO BbIBOA NeKapCTBEHHbIX
npenapaToB 13 060poTa;

(MognyHKT B pepakuun, BeegeHHon B aencteue ¢ 31 monsg 2020 roga noctaHoeneHvem [MpaButensctea Poccuickon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyio peaakLmio)

B) mognyHkT yTpatun cuny ¢ 31 uiona 2020 roga - noctaHosnexve MNpaButenscrea Poccuiickon denepaumm ot 21 mions
2020 rona N 1079 - cMm. IpeablAyLLY0 PefaKLmio;
r) OCHOBaHWe 1 NpUYMHa Nepegayn NekapcTBEHHOro npenapara Ha YHUUTOXEHNE;

(MoanyHKT B pepakuun, BBegeHHon B Aenictene ¢ 31 monsa 2020 roga mocraHoeneHuem [paButenbcTBa Poccuiickom
Ddenepaumu ot 21 nionga 2020 rona N 1079. - CM. npeaplayLLyo peaakLu)

) PEKBU3UTBI PELLEHNsT YNONMHOMOYEHHOrO dhefepanbHOro opraHa WCMOMHUTENBHOW BNacTh O BbIBOAE NEKAPCTBEHHbIX
npenapaToB n3 obopoTa (Npu HanNMynn);

€) PeKkBU3UTbI JOKYMEHTa, NoATBepXaatoLero nepeaady fiekapCcTBEHHbIX NpenapaTtoB Ha YHUYTOXEHME;

X) Ko MAeHTUdUKaLUM UK Ko MAEeHTUMUKaLMM TPEeTUYHOW (TPaHCMOPTHOM) yNakoBKW NekapCTBEHHOro npenapara, B
KOTOPOM HaxoauTCs 3TOT NeKapCTBEHHbIM npenapar (B criyyae BbiBOAa M3 0b6opoTa TPETUYHOW (TPaHCMOPTHOW) YMAaKOBKM
neKkapCTBEHHOro npenapaTta LefmKom);

(MognyHKT B pepmakumun, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocraHoeneHveM [paButenbctBa Poccuiickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLYy0 peaakLmio)

3) MAEHTUPMKALMOHHBIN HOMEp Hanoronnarerbliuka, OCYLLEeCTBNAILIEro YHUUTOXEHNE MNeKapCTBEHHbIX Nnpenapartos, u
ero agpec.

(MognyHKT B pepakuun, BeegeHHon B gencteue ¢ 31 monsa 2020 roga nocrtaHoeneHvem [paButenscta Poccuiickon
denepaumm ot 21 mtona 2020 roga N 1079. - CM. npeablayLLyio peaakLmio)

4. CyobekT obpalleHnst NekapCTBEHHbIX CPEACTB NPU YHUUTOXEHUN FIEKapCTBEHHbLIX NPenapaToB, paHee nepegaHHbiX Ha
YHUYTOXEHME, MPeacTaBnseT B CUCTEMY MOHUTOPMHIa crnegylowyio UHopMaumio O PakTe YHUYTOXEHUS NeKapCTBEHHbIX
npenapaTos:

a) JaTa coBepLUeHUs onepauuu;
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 57
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

6) nopeHTUdUkaTop cybbekTa obpalleHUs NekapCTBEHHbIX CPeACTB, OCYLLECTBUBLUErNO BbIBOA, NIEKAPCTBEHHBIX NpenapaToB
13 oboporTa;

(MognyHKT B pepakuun, BeegeHHon B aencteue ¢ 31 monsa 2020 roga nocrtaHoeneHvem [MpaButensctBa Poccuiickon
denepaumm ot 21 mtona 2020 roga N 1079. - CM. npeablayLLyi0 PeAaKLMIO)

B) Cnocob YHUUTOXEHMS NNEKAPCTBEHHbIX NPeEnaparos;

) PeKkBU3UTbl [AOKYMEHTa, MOATBEPXKAAMLENO YHUYTOXKEHME FEeKapCTBEHHbIX MpenapaToB (akT 06 YHUYTOXEHUU
nekapCTBEHHbIX Npenaparos);

4) ko4 MaeHTUMUKaLUM UMK Koa4 MAEHTUMUKALMN TPETUYHON (TPaAHCMOPTHOWM) YNaKOBKU NeKapCTBEHHOrO npenapara, B
KOTOpPOM HaxoOuTCs 3TOT NEeKapCTBEHHbIN npenapar (B criyyae BbiBO4a M3 060poTa TPETUYHOW (TPaHCMOPTHOW) YMAaKOBKM
nekapcTBEHHOrO npenapara Lenmkom);

(MoanyHKT B pepakuun, BBefeHHon B gencteue ¢ 31 mapta 2020 rog nocraHoeneHviem [NpaButensctea Poccuickon
Ddenepaumu ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PeaKLmio)

e) M,D,eHTMd)I/IKaLlVIOHHbIVI HOMep HanoronnartenblinKka, oCyLeCTBMBLLEro YHUYTOXEeHWE NneKkapCTBeHHbIX npenapaTtos.

5. Cy61:>eKT obpalleHnss nekapCTBEHHbIX CPeaCcTB NpW BbIBOAE JNIEKAPCTBEHHLIX NMpenapaToB u3 obopoTa nyTemMm BbiBO3a
NNeKapCTBEHHbIX npenapaTtoB B rocyaapcrtBa - 4ieHbl EBpa3VIVICKOI'O 9KOHOMUMYECKOIo Ccor3a npeacrtaBndeTr B CUCTEMY
MOHUTOPUHIa creayroLlyro VIHd)OpMaLJ,MPO O BbiB€EHHbIX U3 o6op0Ta NNIeKapCTBEHHbIX npenaparax:

a) JaTa CoBepLUEHNUs onepauum;

0) wnageHTMdMKaTop cybObekTa oOpalleHNs neKapCTBEHHbIX CPeACTB, OCYLUECTBASIOWEr0 BbIBOL J1€KAPCTBEHHbIX
npenapatoB u3 obopoTa;

B) KOO HamoronnaTenbliyka B CTpaHe perucTpaumu U cTpaHa peructpauuu opraHusaumu, SBRsoWeincs nonyyarenemM
neKapCTBEHHbIX NpenapaTos;

) PeKBU3WUTbI NMEPBUYHOIO AOKYMEHTa, SIBMSIOLLErocsi OCHOBaHWEM AN Nepefdayun rekapCcTBEHHOro npenaparta (gata u
HoMep);

4) TMn Joroeopa;

€) CTOMMOCTb reKapCTBEeHHOro npenapara (C y4eToM Hamnora Ha A06GaBneHHyl0 CTOMMOCTb) COMMacHO MEepPBUYHbLIM
[IOKYMEHTam;

)K) CyMMa Hanora Ha ﬂ,06aBJ'IeHHyIO CTOUMOCTDb;

3) Ko maeHTudMKauMmM mnum kog naeHTudmkaumm TpeTuYHOM (TPaHCMOPTHOM) YyNakoBKWM NEKapCTBEHHOro npenaparta, B
KOTOpOW HaxoguTcs STOT NlekapCTBEHHbIV npenapar (B criydae oTrpy3ku TPETUYHON (TPaHCMOPTHOWM) YNaKOBKWU NleKapCTBEHHOTO
npenaparta Lenukom).

(MyHKT gononHMTeNbHO BKMOYEH ¢ 1 ceHTs6psa 2023 roga noctaHoBneHvem [NpaBuTtensctBa Poccuiickon denepauumn ot
24 mapta 2023 rona N 468)

MpunoxexHue N 5

k NonoxeHuto o cucteme MOHUTOPWHIra
OBWXEHNA NeKapCTBEHHbIX npenapaTtoB
ana MmeguuuHCKOro npuMeHeHud
CBEOEHMSA, NPEOCTABNAEMbIE CYEbEKTAMU OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB B CUCTEMY
MOHWUTOPUHIA OBWXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB ONd MEOULUMHCKOIO NPUMEHEHUSA NPU
OCYLWECTBNEHMU ONEPALIUA C TPETUMHOWN (TPAHCMNOPTHOWN) YNAKOBKOW NEKAPCTBEHHOIO
NMPEMNAPATA *

(c nsmeHeHuamn Ha 24 mapta 2023 roga)

* HavumeHoBaHuve B pefakuum, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocraHoeneHvieM lMpaButensctea Poccuiickom
Ddenepaumu ot 20 mapta 2020 roga N 311. - CM. npeabiayLLyio peaakLuio.
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 58
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1. CybbekTbl 06palleHNs NekapCTBEHHbIX CPEACTB NPW OCYLLECTBMEHNN arperMpoBaHns fiekapCTBEHHbIX NpenapaToB Ans
MeANLIMHCKOro NpuMeHeHus (Oanee - NekapCcTBEHHbIe Npenaparthbl), UMEeLWUX OauH rnobanbHblii MAEHTURUKALMOHHBIA HOMEp
TOProBOM eAWHMUbl U OOUH HOMep MPOU3BOACTBEHHON cepuu, NPEACTaBMsAlOT B CUCTEMY MOHWUTOPUHIA ABWXKEHUS
nekapcTBeHHbIX NpenapaTtoB Ans MeauUMHCKOro NpUMeHeHWs (qanee - cucteMa MOHUTOPUHIA) criedyoLLyo MHopmaLumio:

(A63au B penakumu, BBegeHHom B genctene ¢ 31 umona 2020 roga nocraHoBneHvem [paBuTenbctBa Poccumnckon
®denepaumm ot 21 nona 2020 rona N 1079; B pedakuun, BBegeHHon B gencteue ¢ 1 ceHTabpa 2023 roga nocTaHOBNEHWEM
NpaButenbcrBa Poccuickon ®eaepaumm ot 24 mapta 2023 rona N 468. - Cm. npeablayLLyto peaakLmio)

a) JaTa coBeplUeHWsi onepaumm (B OTHOLUEHUW MeKapCTBEHHbIX MpenapaTtoB ANs MeQULUHCKOro npuMeHeHus (ganee -
nekapcTBeHHble Mpenapartbl), Haxogdwuxcs 3a npegenamu Ttepputopum Poccuickonn ®depepaumun, B cnyyasx, Korga
arpervpoBaHMe OCYLLECTBNSAETCH OO0 3aBEpLUEHUs] CTaguK BbIMYCKAKLLEro KOHTPONsS KaydecTBa, MOXET yKasbiBaTbCcHA ntobas
JaTta Mexay OaTon 3aBepLUeHust CTauK BbiMyCKalLLEro KOHTPONS KayecTBa M 4aToW OTrPy3KM NEKapCTBEHHBIX NpenapaToB B
Poccuiickyto ®egepaumio);

0) ngeHTndpukaTop cybbekTa obpaLLeHNs NekapCTBEHHbBIX CPEACTB, OCYLLECTBISIIOLLEro arperMpoBaHume;

(MognyHkT B pemakumun, BeBegeHHon B Aencteme ¢ 31 uwona 2020 roga nocrtaHosneHuem [lpaBuTtenscrtBa Poccumnckon
®denepaumm ot 21 utona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLIMIO)

B) mognyHKT yTpatun cuny ¢ 31 uona 2020 ropga - noctaHosnexve MNpasutenscrBa Poccuiickon Pefepaumm ot 21 nions
2020 rona N 1079 - cM. IReAbIAYLLYI0 PEAAKLINIO;

r) kogbl naeHTUMKauMmM TPeTUYHbIX (TPaHCNOPTHBLIX) YNaKOBOK feKapCTBEHHOIO Mpenapata Cco3gaBaeMblX TPETUYHbIX
(TpaHCNOPTHbLIX) YNaKOBOK NIEKAapCTBEHHOIO Npenapara;

(MopnyHKT B pegakumu, BBeaeHHon B genctBue ¢ 31 mapta 2020 rog noctaHoeneHnvewm [lpaBuTensctBa Poccumnckon
denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLyo peaakLmio)

) nepeyeHb KOLOB MAEHTUMUKALUM UM KOAOB MAEHTUdMKaALUN YNaKoBOK JIEKApPCTBEHHOrO npenapara 6onee HU3KOro
YPOBHS1 BMOXEHHOCTU, BXOOSALLMX B COCTAB KaXOOW CO34aBaeMOW TPETUYHOMN (TPaHCMOPTHOWM) YMaKOBKW NEeKapCTBEHHOMO
npenapara.

(MognyHKT B pepakumu, BBedeHHow B Aencteue ¢ 31 mapta 2020 rog noctaHoBnenuvem [paBuTenbcrBa Poccuiickom
®denepaumm ot 20 mapta 2020 rona N 311. - Cm. OpeabIayLLYI0 PeaaKLmio)

2. CybObekTbl obpalleHusi NekapCTBEHHbIX CPeACTB MPU OCYLUECTBNEHUN W3bSATUS FEKApPCTBEHHbIX NpenapaToB U3
TPETUYHON (TPaHCMOPTHOM) YMNaKOBKW NEKapCTBEHHOro npenapaTta NpeacTaBnsaloT B CUCTEMY MOHWTOPUHra criegyloLyto
MHopMaLunto:

(A63au B pepakumn, BBegeHHon B pencteue ¢ 31 mapta 2020 rog noctaHoBneHuem [paButenbcrsa Poccumnckon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplAyLLYIO peaakLmio)

a) AaTta coBepLUeHns onepauuu;

0) ngeHTndukaTop cybbekTa obpalleHns NekapCTBEHHbIX CPEACTB, OCYLLECTBMASAIOLLErO OornepaLuumio;

(MognyHKT B pepakuun, BeegeHHon B aencteue ¢ 31 monsa 2020 roga nocrtaHoeneHvem [MpaButensctea Poccuiickon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLmIo)

B) mognyHkT yTpatun cuny ¢ 31 uiona 2020 roga - noctaHosnexve MNpaButenbcrBa Poccuiickon Penepaumm ot 21 mions
2020 roga N 1079 - cM. npeabiayLLyio penakLmio;

r Kog WAOEHTU(UKAUMM TOProBOW eanHWLUbl, M3bIMAaeMON U3 TPETUYHOM (TPAHCMOPTHOW) YMNaKOBKM JIE€KApPCTBEHHOMO
npenaparta, Unu Kog, naeHTudrKauum ynakoBky nekapCTBEHHOroO npenapara 6onee HU3KOro YpOBHSI BMOXEHHOCTU, N3bIMaeMOom
13 TPETMYHON (TPaHCMNOPTHOWM) YyNaKoBKMN NeKapCTBEHHOTO nNpenapara.

(MognyHKT B pepakumu, BBedeHHow B Aencteume ¢ 31 mapta 2020 rog nocrtaHoBrnenuvem [paBuTenbcrBa Poccuiickom
DPenepaumu ot 20 mapta 2020 roga N 311. - Cm. OpeabIAyLLYIO0 peaakumio)

3. CybObekTbl obpallleHnss nekapCTBEHHbIX CPeACTB MPW OCYLLECTBNEHUN OOMOMHUTENBLHOIO BIOXEHUS NEKAapCTBEHHbLIX
npenapaToB B TPETUYHYIO (TPAHCMOPTHYHO) YMaKOBKY NEKapCTBEHHOro npenapata NpeacTtaBnsioT B CUCTEMY MOHUTOPUHra
cneayoLLyo MHopmaumio:

(A63au B pepakumn, BBegeHHow B pgencteue ¢ 31 mapta 2020 rog noctaHoBneHuem [paButenbcrea Poccumnckon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLYI0 peaakLmio)

a) JaTa CoBepLUEHUs onepauum;
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 59
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

6) noeHTndumkaTop cybbekTa 06paLleHns NekapCTBEHHbIX CPEACTB, OCYLLECTBSALLEr0 onepauumio;
(MognyHKT B pepakuun, BeegeHHon B aencteue ¢ 31 mong 2020 roga noctaHosneHvem [MpaButensctBa Poccuiickon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyi0 REAAKLIMIO)

B) nmognyHkT yTpatun cuny ¢ 31 uiona 2020 roga - noctaHosnexve MNpasutenbcrBa Poccuiickon Penepaumm ot 21 mions
2020 roga N 1079 - cM. npeabiayLUyio penakLmio;

r) Koo wugeHTMdMKauum uwnum Koh WAEHTUdMKauMM YMakoBKM IEeKapCTBEHHOro mnpenapata 6Gonee HU3KOro YpOBHS
BINOXXEHHOCTU, C KOTOPOW COBEpPLLAETCH onepauns A0MONHUTENbHOIO BIOXEHMS,

(MognyHKT B pepakumu, BBedeHHow B aencteume ¢ 31 mapta 2020 rog noctaHoBnenvem [paBuTenbcrBa Poccuiickom
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PeOAKLIMIO)

O) Kog waeHTUdUKauMM TPETUYHOW (TPaHCMOPTHOM) YMaKOBKW JIEKAPCTBEHHOrO Mpenaparta, B OTHOLUEHMU KOTOPOWN
COBepLUaeTCcs onepawmsi.

(MognyHkT B pegakumu, BBegeHHon B genctBue ¢ 31 mapta 2020 rog noctaHosneHvem [lpaBuTtensctBa Poccumnckon
denepaumm ot 20 mapta 2020 roga N 311; B peagakumn, BeegeHHon B gencteue ¢ 31 uona 2020 roga noctaHOBNEHWEM
Mpasutenscrea Poccuickon ®enepaumm ot 21 mnona 2020 roga N 1079. - CM. npeablayLLyio peaakLmio)

4. CybbekTbl obpalleHnss NekapCTBEHHbIX CPeacTB NP OCYLLECTBNEHUN pacOpMUPOBaHNS TPETUYHON (TPaHCMOPTHOWM)
yNakoBKW NEKapCTBEHHOrO npenapara NpeAcTaBnsioT B CUCTEMY MOHUTOPUWHIA CNeayoLyo NHopMaLmio:

(AB3aL B pepakumu, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocrtaHoenenuem [paButensctBa Poccuiickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLyo peaakLmio)

a) Aarta CoBepLUEeHNs onepauuu;
0) ngeHTndukatop cybbekTa obpalleHnst TeKapCTBEHHbIX CPEeACTB, OCYLLECTBSIOLLENO ONepaumio;

(MoanyHKT B pepakuun, BBeaeHHon B Aerictene ¢ 31 monga 2020 roga mocraHoeneHuem [paButenbcTBa Poccuiickom
®denepaumu ot 21 nonga 2020 rona N 1079. - CM. npeapiayLLyo peaakLu)

B) nognyHkT yTpatun cuny ¢ 31 wona 2020 roga - noctaHoBnexve lpaButenscrBa Poccunckon Penepaumm ot 21 uond
2020 roga N 1079 - cM. npeablAyLLYIO peaaKLmIo;

r) TMn onepaumun pacopmMmUpoBaHUS TPETUYHOW (TPAHCMOPTHOW) YNaKOBKW NeKapCTBEHHOIO Npenapara;

(MognyHKkT B pemakuumun, BeBeaeHHon B Aencteme ¢ 31 uwona 2020 roga nocraHosneHuem [NpaBuTtenscrtBa Poccumnckon
denepaumm ot 21 mnona 2020 roga N 1079. - Cm. npeablayLLyo peaakumo)

O) Kog wunaeHTUUKauMM TPEeTUYHOW (TPaHCMOPTHOM) YNakOBKM NEeKapCTBEHHOro npenapaTta pachopMupoBbIBAEMON
TPETUYHON (TPAHCNOPTHOWN) YNAKOBKM NEKapCTBEHHOIO Npenapara.

(MognyHKT B pemakumun, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocraHoesneHveM [paButenbctBa Poccuickon
denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLyio peaakLmio)

MpunoxeHne N 6

K MNonoxeHnto 0 cMcTeEMe MOHUTOPUHTa
OBWXKEHNS NekapCcTBEeHHbIX Npenapartos
ONs MEAMLMHCKOIO NPpUMEHeHNs
CBEOEHUA, NPEOACTABNAEMbIE CYBBEKTAMU OBPALLEHNA NEKAPCTBEHHbBIX CPEACTB B CUCTEMY
MOHUTOPUHIA OBUXEHUA NEKAPCTBEHHbBIX MPEMNAPATOB ANA MEOMUMHCKOIO NPUMEHEHUA NMPU
OBOPOTE W BHYTPEHHEM NEPEMELLEHUUN NEKAPCTBEHHbBIX MPENAPATOB OANA MEOUMUMHCKOIO
NMPUMEHEHUA

(c uameHeHnsimm Ha 24 mapta 2023 roga)

1. CybbekT obpalleHusi nekapCTBEHHbIX CPeACTB NPU OCYLLUECTBNEHUN NEPEMELLEHMS NIEKAPCTBEHHbIX NpenapaToB Ans
MELMLMHCKOIO NpMMEHEeHUs (fanee - NekapCcTBEHHbIE NpenapaTtbl) MeXay agpecamy OCYLUEeCTBNEHUS AESTENbHOCTM U (Unn)
(hapmaLeBTUYECKUMY CKMagaMu NpeacTaBnsieT B CUCTEMY MOHWUTOPUHra OBWXKEHWUsI NEKapCTBEHHbLIX MpenapaTtoB (Aanee -
cMCTEMa MOHWUTOPUHIa) creayoLylo UHOpPMaUMIO O MepeMeLLaeMbiX NeKapCTBEHHbIX MpenapaTtax B OTHOLEHUWN Kaxaoun
TOProBOM €AMHULBI TEKAPCTBEHHOIO Npenapara:

a) JaTa coBepLUeHUs onepauun (NMPUeMKM Ha CKNaf, Ha KOTOPbIA COBEPLLEHO NepeMeLLEHMNE);
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 60
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

6) noeHTudukaTop cybbekTa obpalleHnst NekapCTBEHHbIX CPEeACTB, OCYLLECTBMSIOWEro nepemMeLleHne NnekapcTBEHHOro
npenapaTa, C Y4eTOM agpeca MecTa OCYLIEeCTBMEHUS OESTENbHOCTM UMM CKnafa OTBETCTBEHHONO XpaHeHUsl, U3 KOTOpOro
OCYLLECTBISIETCH NepeMeLLeHne NekapcTBEHHOro npenapara;

(MopnyHKT B pemakumun, BBeaeHHon B Aencteme ¢ 31 uwona 2020 roga nocraHosneHuem [NpaBuTtenscrtBa Poccumnckon
denepaumm ot 21 mtona 2020 roga N 1079. - CM. npeablayLLyi0 PeAaKLMIO)

B) nmognyHkT yTpatun cuny ¢ 31 uiona 2020 roga - noctaHosnexve MNpaButenscrBa Poccuiickon denepaumm ot 21 mions
2020 roga N 1079 - cm. npeabiayLLyio penakLmio;

r) wnpeHtudpmkatop cybbekta oOpalleHWs nekapCTBEHHbIX CPEeACTB C YYEeTOM ajpeca MecCTa OCYLLUEeCTBMEHUsI
OeATenbHOCTU UMK CKraga OTBETCTBEHHOIO XpPaHeHUs, Kyaa OCyLLECTBNSAETCHA NepeMeLLeHne NeKkapCTBEHHOrO Npenapara;

(MognyHKT B pepakuun, BBegeHHon B Aerictene ¢ 31 mona 2020 roga noctaHoeneHuem [paButenbcTBa Poccuiickom
Ddenepaumu ot 21 mnonga 2020 rona N 1079. - CM. npenpiayLLy0 peaakLu)

0) PEKBU3UTBI MEPBUYHOIO LOKYMEHTA, SBMSAIOLLErOoCsi OCHOBaHMEM ANs nepeMeLLeHnst NekapcTBEHHOro npenapara (aarta
N Homep);

€) Kog uaeHTUMKauunm unn Ko MAeHTUUKaumMm TPeTUYHOW (TPaHCMOPTHOM) YNakoBKW fleKkapCTBEHHOro npenapara, B
KOTOPON HaxOO4WUTCA I3TOT NEeKapCTBEHHbIM npenapat (B cryvyae nepemMeleHnss TPeTUYHOM (TPaHCMOPTHOWM) YMaKoBKU
nekapCcTBEHHOro npenapaTta LefMKom);

(MopnyHKT B pedakumu, BBeaeHHon B genctBue ¢ 31 mapta 2020 rog nocrtaHosneHuvem [lpaBuTtensctBa Poccumnckon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLYyo peaakLmio)

XK) PEKBU3NTLI rOCY4APCTBEHHOMO UM MYHMLMNANBHOIO KOHTPAKTa (B Criyvae nepemelleHns NnekapCTBEHHOro npenapara,
npeaHasHavyeHHoro ans obecnedeHns rpaxgaH 3a CHET CpeacTB dpedeparnbHOro Gromkera unu cpeacts OoKeToB CybbLEKTOB
Poccuinckon ®enepaumn);

(MognyHkT gononHutenbHO BkNtodeH ¢ 31 nons 2020 roga noctaHoenernvem MNpaButenscrBa Poccuiickon Penepauivm ot
21 nionga 2020 rona N 1079)

3) WUCTOYMHMK PMHAHCUpoBaHUsS (B Cry4yae nepeMeLleHuss JeKkapCTBEHHOro npenapara, npegHasHadeHHoro Aans
obecneveHnss rpaxgaH 3a CcyeT cpeactB denepanbHoro OwmkeTa unu cpeacts GrogkeToB cybwektoB Poccuiickom
depnepaumn);

(MognyHKT gononHutensHo BkModeH ¢ 31 monga 2020 roaa nocrtaHoeneHvem NpaButenscrBa Poccuiickon Penepauum ot
21 viong 2020 roga N 1079)

M) CTOMMOCTb IleKapCTBEHHOro npenapata (C y4eToM Hanora Ha [Jo0OaBMEeHHYH CTOMMOCTb) COMMacHO MNepBUYHbBIM
AOKyMeHTaM (B crnyvyae nepeMelleHus NekapCTBEeHHOro npenaparta, npegHa3HavyeHHoro ansd obecneveHus rpaxagaH 3a cyet
cpeacTB deaepanbHoro 6rogxeTa nnu cpeacTs bropxkeToB cybbekToB Poccunckon ®enepaumm);

(MognyHkT gononHutenbHo BkMNtodeH ¢ 31 nons 2020 roga noctaHosneHvem [NpaButenscrea Poccuiickon ®enepaiiviv ot
21 wiong 2020 roga N 1079)

K) cymma Hanora Ha go6aBneHHyt0 CTOMMOCTb (B criydyae nepeMeLleHns NekapcTBEHHOrO npenapara, npegHasHadeHHoro
ana obecneyeHnsa rpaxgaH 3a cuyeT cpenctB degepanbHoOro Owompkera unu cpeacTts GrogkeToB cybbekToB Poccuickon
depepaumn).

(MopgnyHKT gononHutenbHO BktodeH ¢ 31 nons 2020 roga noctaHoenernvem MNpaButenscrBa Poccuiickon Penepauivv ot
21 nionga 2020 rona N 1079)

2. Cybbekt obpalieHnss nekapCTBEHHbLIX CPeacTB MNpu nepedade NeKapCTBEHHbLIX MNpenapaTtoB ApYyromy cyobekTy
obpalleHns NeKapCTBEHHbIX CPEeACTB B paMKax rpakgaHCKO-MPaBOBbIX OTHOLIEHUA B cry4vae Bblibopa npsiMoro nopsigka
npeacTaBreHns CBEAEHUN B COOTBETCTBMM C MNYHKTOM 44 TMonoXeHust 0 CUCTEME MOHWUTORPUHIA OBWXEHUS NEKARPCTBEHHbIX
npenapaTtoB And MeaULIMHCKOrO MpUMEHeHud, yTBepXAeHHoro nocraHosnexHveM [lpaButenscrea Poccuinckon depepaumm ot
14 pekabpsa 2018 . N 1556 "O6 yTBepxaeHUM MoNoXeHNs 0 cucTeMe MOHUTORUHIA OBWXEHWS NEeKapCTBEHHbLIX NpenapaToB
A0S MeOULIMHCKOTO npuMeHeHns” (ganee - MNMonoxeHue), NpeactaBnseT B CUCTEMY MOHUTOPWHIA CNeAyoLyo nHdopmaumio 0b
OTIPY)XEHHBIX NTEKaPCTBEHHbIX NpenapaTtax B OTHOLLUEHUW KaXJ0W TOProBo equHMLIbI IEKAPCTBEHHOIO Npenapara:

(AB3ay B pepakumu, BBegeHHon B pgewnictBue ¢ 31 umonsa 2020 roga noctaHoBnenveM [paBuTenbcrBa Poccuiickon
®denepaumm ot 21 nonga 2020 rona N 1079; B pedakuuun, BBeaeHHon B aencteue ¢ 1 ceHTabpa 2023 roga nocTaHOBNEHWEM
[Mpasutenscrtea Poccunckon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeaplayLLyo peaakLmio)

a) faTta CoBepLUEHNs onepauum;
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 61
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

6) ugeHTMdUKaTop Hanoronnarenblyka cyobekTa obpalleHns NeKapcTBEeHHbIX CPEACTB, OCYLUECTBIISIOLLErOo OTIrPy3Ky
nekapcTBeHHOro npenapara;

(MopnyHKT B pemakumun, BeBeaeHHon B Aencteme ¢ 31 uwona 2020 roga nocraHosneHuem [NpaBuTtenscrtBa Poccumnckon
denepaumm ot 21 mtona 2020 roga N 1079. - CM. npeablayLLyi0 PeAaKLMIO)

B) nmognyHkT yTpatun cuny ¢ 31 uiona 2020 roga - noctaHosnexve MNpaButenscrBa Poccuiickon denepaumm ot 21 mions
2020 roga N 1079 - cm. npeabiayLUyio penakLmio;

r) voeHTudwukatop cybbekta obpalleHus neKkapCcTBEHHbIX CpeacTB, OCYLLECTBSIOWEro MNPUEMKY feKapCTBEHHOMO
npenapara;

(MognyHKT B pepakuun, BBegeHHon B Aerictene ¢ 31 mona 2020 roga noctaHoeneHuem [paButenbcTBa Poccuiickom
Denepaumu ot 21 mnionga 2020 rona N 1079. - CM. npeapiayLLy0 peaakLu)

4) noanyHkT ytpatun cuny ¢ 31 wiona 2020 roga - noctaHoBnexue lpaButenscrBa Poccuickon Penepauum ot 21 mnong
2020 roga N 1079 - cM. npeablAyLLYI0 peaaKLmIo;

e) nognyHkT ytpatun cuny ¢ 31 mona 2020 roga - noctaHoeneHve lMpasutensctea Poccuiickon ®enepaumm ot 21 mons
2020 roga N 1079 - cM. npeablAyLLYIO peaakLmIo;

X) PEKBM3WUTbI FOCYQAPCTBEHHOIO WM MYHULMNANIbHOrO KOHTpakTa (B Cnydae nepefadu ekapCTBEHHOro npenapara,
npegHasHa4eHHoro Ansi obecneveHns rpaxkgaH 3a cYeT cpeacTB dedepanbHoro GoaxeTra unm cpeacTs OoaKeTOB CyObLEKTOB
Poccuickon ®enepaumn);

(MopnyHKT B pemakumun, BeBeaeHHon B gencteme ¢ 31 uwona 2020 roga nocrtaHoBrneHuem [NpaBuTtenscrtBa Poccumnckon
denepaumm ot 21 mtona 2020 roga N 1079. - CM. npeablayLLyio peAaKLMIo)

3) UCTOYHWK PMHAHCUPOBAHUS;

1) TUM rpaXaaHCKO-NpPaBOBbIX OTHOLLEHU CyObEKTOB 06paLLeHns NEKapCTBEHHbIX CPEACTB;

K) Kog uaeHtTudmkaumm unu kog naeHtudmkaumm TpeTuyHon (TPaHCMOPTHOWM) YNMakoBKM NEKapCTBEHHOro npenapara, B
KOTOPOM HaxoauTCsi 3TOT NeKapCTBEHHbI npenapat (B cnydyae nepedadv TPETUYHOM  (TPaHCMOPTHOW)  YMAKOBKM
nekapcTBEHHOro npenapara Lenmkom);

(MoanyHKT B pepakumu, BBedeHHow B Aencteue ¢ 31 mapta 2020 rog noctaHoBnenvem [paBuTenbcrBa Poccuiickon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeablAyLLYI0 peaakLmio)

n) peKkBM3nTbl MEPBUYHOIO AOKYMEHTA, ABMSIOWErocs OCHOBaHWEM ANs nepedadv NekapCcTBEHHOro npenapata (gata v
HoMep);

M) CTOMMOCTb NeKapCTBEHHOro npenaparta (C y4eToM Hanora Ha [00aBneHHyl CTOMMOCTb) COMMacHO MNEePBUYHBLIM
AOKyMeHTaMm;

H) cymMMa Hanora Ha fo06aBfeHHy0 CTOMMOCTb

(MopnyHKT B pemakumun, BeBeaeHHon B aencteme ¢ 31 uwona 2020 roga nocraHoBneHuem [NpaBuTtenscrtBa Poccumnckon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLmIo)

3. CybbekT obpalleHns nekapCTBEHHbLIX CPEeACTB MpuM NPUEMKE JeKapCTBEHHbLIX NpenapaToB OT ApPYroro cyobekTa
ob6palleHnst NekapCTBEHHbIX CPEACTB B paMKax rpa)aaHCKO-NpaBOBbIX OTHOLLUEHWA B crlydae Bblbopa obpaTHoro nopsigka
NpeacTaBreHns CBEOEHUA B COOTBETCTBUM C NyHKTOM 44 [onoXeHusi, NPeAcTaBnsieT B CUCTEMY MOHUTOPUHIa CreaytoLLyto
MHDOPMALIMIO O MPUHSITBIX FIEKAPCTBEHHbIX Npenapatax B OTHOLIEHUN KaXKaon eauHMLIbI NEKapCTBEHHOro npenapara:

(AB3ay B pepakumu, BBegeHHon B pewnctBue ¢ 31 umonsg 2020 roga noctaHoBrneHveM [lpaBuTenbcrBa Poccuiickon
®denepaumm ot 21 nrona 2020 rona N 1079; B pedakuuun, BBegeHHon B gencteue ¢ 1 ceHTsbpa 2023 roga nocTaHOBNEHWEM
MNpaButenbcrBa Poccuiickor ®enepatimm ot 24 mapta 2023 rona N 468. - Cm. npeablayLLyo peaakLmio)

a) AaTta coBepLUeHns onepauuu;
6) wnageHTMdukaTop cybbekTa oOpalleHWsi NeKapCTBEHHbIX CPeacTB, OCYLUECTBISIOWEro MNPUEMKY JIEKapCTBEHHOIO
npenapara;

(MognyHkT B pemakumun, BeBeaeHHon B Aencteme ¢ 31 uwona 2020 roga nocraHosneHuem [NpaBuTtenscrtBa Poccumnckon
®Penepaumun ot 21 monga 2020 rona N 1079; B pegakummn, BBegeHHon B Aencteue ¢ 3 Hosb6pa 2020 roga moctaHOBAEHWEM
MNpasutenscra Poccunckon Penepauum ot 2 Hoabpa 2020 rona N 1779, pacnpocTpaHsieTcs Ha NPaBOOTHOLLEHUS, BO3HUKLLNE
¢ 1 mionsa 2020 roga; B pedakumu, BBefgeHHon B genctBue ¢ 1 ceHTsabpsa 2023 roga nocrtaHoBneHvem [paButensciea
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Poccuickon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLYyi0 peaakuuio)

B) nmognyHkT yTpatun cuny ¢ 31 uiona 2020 roga - noctaHosnexve MNpasutenbcrBa Poccuiickon Penepaumm ot 21 mions
2020 roga N 1079 - cM. npeablayLLyi0 peaakLmio;

r) wnageHtndukatop cybbekta obpaleHnss NeKkapCTBEHHbIX CPEACTB, OCYLIECTBMBLUENO OTIPY3KY J1IEKapCTBEHHOMO
npenapara;

(MognyHKkT B pepakuun, BBeaeHHon B Aerictene ¢ 31 monga 2020 roga moctaHosneHuem [paButenbcTBa Poccuiickom
Ddenepaumu ot 21 mnonga 2020 rona N 1079. - CM. npeapliayLLyo peaakLu)

4) nognyHkT yTpatnn cuny ¢ 31 mona 2020 roga - noctaHoeneHve NpaButensctBa Poccuiickon denepaumu ot 21 unons
2020 roga N 1079 - cM. npeablAyLLYI0 peaaKLmIo;

e) noanyHkT ytpatun cuny ¢ 31 monga 2020 roaa - noctaHoBneHve [NpaBuTtensctea Poccuiickon Penepaumm ot 21 mons
2020 roga N 1079 - cM. npeablAyLLYI0 peAaKLmIo;

X) PEKBM3UTbI FOCYAAPCTBEHHOIO MM MYHMUMNANbHOrO KOHTpakTa (B Criyyae nepefadn nekapCTBEHHOrO npenapara,
npegHasHa4eHHoro Ans obecneveHnst rpaxkgaH 3a cYeT cpeacTB dedepanbHoro GoaxeTa unm cpeacTs OoaKeTOB CyOLEKTOB
Poccuickon ®enepauun);

(MopnyHKT B pemakumun, BeeaeHHon B Aencteme ¢ 31 uwona 2020 roga nocraHosneHuem [NpaBuTtenscrtBa Poccumnckon
®denepaumm ot 21 mona 2020 rona N 1079. - CM. npeablayLLyi0 ReAaKLIMIO)

3) UICTOYHWK (PUHAHCUPOBAHWS;

1) TUN rpaXxaaHCcKo-NpaBoOBbIX OTHOLLEHU CyObeKTOB 06paLLeHns NekapCTBEHHbIX CPEACTB;

K) kog uwageHtTudpmkaumm unu kog naeHtudmkaumm TpeTuyHon (TpaHCMOPTHOW) YNakoBKM NeKapCTBEHHOro npenapara, B
KOTOPOM HaxoAuTCsl 3TOT JIeKapCTBEHHLIM npenapat (B CryvYae nepedadn TPETUYHOW  (TPaHCMOPTHOWM)  YMaKOBKU
nekapcTBEHHOro npenapara Lenmkom);

(MognyHKT B pepakumu, BBedeHHow B aencteume ¢ 31 mapta 2020 rog noctaHoBnenvem [paBuTenbcrBa Poccuiickom
Ddenepaumm ot 20 mapta 2020 rona N 311. - Cm. npeabIayLLYI0 PenaKLmIo)

n) peKkBU3UTbl NEPBUYHOIO [OKYMEHTA, SIBMSIOWEroCs OCHOBaHWEM Afs nepefady NekapCTBEHHOro rnpenapaTa (gata u
HoMmep);

M) CTOMMOCTb JleKapCTBEHHOro npenapata (C y4eToMm Harnora Ha [o6aBneHHYyl CTOMMOCTb) COMMacHO MepBUYHBLIM
AOKyMeHTaM;

H) cymma Harora Ha fo6aBneHHy CTOMMOCTb.

(MopnyHkT B pemakumun, BeBeaeHHon B Aencteme ¢ 31 uwona 2020 roga nocrtaHosneHuem [NpaBuTtenscrtBa Poccumnckon
®denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyi0 peAaKLMIO)

4. CybbekT obpalleHns nekapCTBEHHbIX CpeacTB Mpy MOATBEPXKAEHWM AOCTOBEPHOCTU CBEAEHMN, COAEpXaluxcsi B
CUCTEME MOHUTOPUHIA O NepedaHHbIX UMW MPUHATBLIX NEKAPCTBEHHbIX Mpenaparax, NpPeacTaBnsieT B CUCTEMY MOHUTOPWHra
cneayroLLyo MHOpMaLMIO B OTHOLLEHMW KaXKAOM TOProBOM €4MHULbI NIEKapCTBEHHOIO nNpenapara:

a) Aarta CoBepLUeHNs onepauuu;

0) ngeHTndukatop cybbekTa obpalleHns TeKapCTBEHHbIX CPEeACTB, OCYLLECTBSAIOLLEr0o NOATBEPXKAEHNE CBEAEHUN;

(MopnyHKT B pemakumun, BBeaeHHon B Aencteme ¢ 31 uwona 2020 roga noctaHoBneHuem [NpaBuTtenscrtBa Poccumnckon
denepaumm ot 21 mtona 2020 rona N 1079. - CM. npeablayLLyio PeAAKLMIO)

B) ngeHTudmukatop cybbekta obpalleHuss nekapCTBEHHbIX CPEACTB, paHee OCYLLECTBUBLLEIO NpeAcTaBneHne ceeaeHun od
OTrpy3Ke MUIn NprMemMKe rnekapCTBEHHOro npenapara;

(MognyHKT B pepakuun, BBegeHHon B Aerictene ¢ 31 monga 2020 roga nocraHoeneHuem [paButenbcTBa Poccuiickom
Ddenepauuu ot 21 nonga 2020 rona N 1079. - CM. npeapiayLLyo peaakLu)

r) Kog uaeHTudurkaumm mnum kog ungeHTudukaumm TpeTUYHOM (TPaHCMOPTHOM) YNakoBKU NleKapCTBEHHOro npenapara, B
KOTOPOW HaxoAuUTCs 3TOT fekapCTBEHHbI npenapat (B crnyvae nepedadn TPEeTUYHOW (TPaHCMOPTHOWM)  YrakoBKU
nekapCcTBEHHOro npenapaTta LefMKom);

(MognyHkT B pegakumu, BBegeHHon B gencteue ¢ 31 mapta 2020 rog nocrtaHosneHuvem [lpaBuTensctBa Poccumnckon
®denepaumm ot 20 mapta 2020 roaa N 311. - CM. npeaplayLLYI0 peaakLmio)
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D,) Npu3HakK noaTBepXxXgeHmna BO3MOXHOCTU (HeBO3M0)KHOCTVI) NnpueMKn nekapcTBeHHOro npenapara, BpeMeHHO
BblBE€OEHHOIo N3 O6anJ,eHM‘i| no nHnunatnee yrnosiHOMoO4YeHHOoro d)ep,epaanoro opraHa WCNONHUTENbHOW BNacTu.

(MognyHKT gononHutenbHO BkNtodeH ¢ 31 nons 2020 roga noctaHoeneHnvem MNpaButenscrea Poccuiickon Penepaiivm ot
21 nionga 2020 rona N 1079)

4 1. CyobekT obpalleHusi NekapCTBEHHbIX CPEACTB, OCYLLECTBNASAOLLMIA ONTOBYO TOPTOBMIO fIeKapCTBEHHbIMI CPeacTBaMm
npu nepefade NekapcTBeHHbIX NpenapaToB, OTHOCSLUMXCS K OAHOM NPOWU3BOACTBEHHOW Cepum, Apyromy cyGbekTy obpalleHust
NeKapCTBEHHbIX CPeACTB B pamMKax rpadaHCKO-MPaBOBbIX OTHOLLUEHWI, NPeacTaBnsieT B CUCTEMY MOHUTOPUHIA CreaytoLLyo
MHOPMaLMIO O NEpPEAaHHbIX NeKapCTBEHHbIX Npernaparax:

a) JaTa coBepLUeHUs onepauuu;

6) upgeHTUdUKaTop cyObekTa OOpalleHUsi NeKapCTBEHHbIX CPEeAcTB, OCYLUECTBRsOWeEro nepedadvy nekapcTBEHHOro
npenapara;

B) HOMep NpOW3BOACTBEHHON cepwu, rmnobanbHbIi MAEHTU(UKALNOHHBI HOMEp TOProBOW €AWHMLbI OTIPY>XEHHOro
nekapCTBEHHOro Npenaparta unu Kog naeHTudukauun.

(MyHkT gononHuTensbHO BKNtoYeH ¢ 1 ceHTabps 2023 roga noctaHoenexvem [NpasuTenscrBa Poccuiickon Penepaumm ot
24 maprta 2023 rona N 468)

5. CybbekT obpalleHnss IeKapCTBEHHbIX CPEACTB, OCYLECTBMAOWNA KOHTpaKTHOe (MoapsiAHOEe) NpPOU3BOACTBO
neKkapCTBEHHbIX MpenapaTtoB Ha Tepputopumn Poccuiickon ®epepaunun, npy nepegade nekapcTBEHHbIX NpenapaToB (FOTOBOW
nNpoAyKunMn) cyobekTy obpalleHUst NeKapCTBEHHbIX CPEACTB, ABMSIOLIEMYCS 3aKa34MKOM 3TOr0 KOHTPAaKTHOro (noapsigHoro)
nponsBoacTea, NMMbo cybbekT obpalleHnss NekapCTBEHHbIX CPeAcCTB, ABMSIOLWMIACA 3aKa34MKOM KOHTPaKTHOro (NnoapsigHoro)
npousBoAcTBa, MNpW  BO3BpaTe JlekapCTBEHHbIX MpenapatoB  CyObekTy oOpalleHusi NeKapCTBEHHbIX  CPEACTB,
OCYLLECTBNSAOWEMY KOHTPakTHOe (nogpsiaHOE) NPOU3BOACTBO JIEKAPCTBEHHLIX MNpenapaToB, MNPeAcTaBnsieT B CUCTEMY
MOHUTOPWHIa CreayoLlyo MHpopMauuilo O nepedaHHbIX FekapCTBEHHbIX MpenapaTtax B OTHOLIEHWMW KaXkaoW TOProBoOK
eaVHULbI NekapCTBEHHOTo Npenapara:

(AB3ay B pepakumu, BBeAeHHOW B AenictBue ¢ 1 ceHTsibpa 2023 roga noctaHoBnenveM [NpaBuTenbcrBa Poccuiickon
®denepaumu ot 24 mapta 2023 roga N 468. - CM. npeabiayLLYy0 peaakLu)

a) AaTta coBepLUeHns onepauuu;
0) voeHTUdUKaTOp cyObekTa oOpalleHusi NeKkapCTBEHHbIX CPEACTB, OCYLLECTBMSOLWEro nepejady wnv BO3Bpar
nekapCTBEHHOro npenapara;

(MognyHkT B pemakuumun, BeBegeHHon B Aencteme ¢ 31 uwona 2020 roga nocraHosneHuem [NpaBuTtenscrtBa Poccumnckon
Penepaumu ot 21 niona 2020 roga N 1079; B pepgakummn, BBeaeHHon B Aenctene ¢ 1 ceHTabpa 2023 roga noctaHOBAEHUEM
[Mpasutenscrea Poccuickon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeaplayLLyo peaakLmio)

B) nmognyHkT yTpatun cuny ¢ 31 uiona 2020 roga - noctaHosnexve MNpasutenscrBa Poccuiickon Penepaumm ot 21 mions
2020 roga N 1079 - cM. npeablayLLyIo peaakLmio;

r) wnaeHTuduKaTop cybGbekTa o6palleHUs NEKAPCTBEHHbIX CPEACTB, OCYLLECTBMSIOWErO NPUEMKY J1eKapCTBEHHOro
npenapara;

(MopnyHKT B pemakumun, BeBeaeHHon B Aencteme ¢ 31 uwona 2020 roga nocraHosneHuem [NpaBuTtenscrtBa Poccumnckon
denepaumm ot 21 mtona 2020 rona N 1079. - CMm. npeablayLLyi0 peAaKLmMIo)

) noganyHkT ytpatun cuny ¢ 31 uonsa 2020 roga - noctaHoenenune MNpaButenscrea Poccunckon depepauuu ot 21 mnons
2020 roga N 1079 - cM. npeablayLLyI0 peaaKkLmio;

€) KoA maeHTMdMKauum unu Ko naeHtudmkaumm TpeTuYHoOW (TpaHCMOPTHOWN) YNakoBKU feKapCTBEHHOrO npenaparta, B
KOTOPOM HaxoAuTCsl STOT JIeKapCTBEHHLIM npenapat (B cryvae nepedadn TPETUYHOW  (TPaHCMOPTHOWM)  YMakoBKU
nekapcTBEHHOro npenapara Lenmkom);

(MopnyHKT B pepakumu, BBedeHHow B aencteume ¢ 31 mapta 2020 rog noctaHoBnenvem [paBuTenbcrBa Poccuiickomn
Penepaumu ot 20 mapta 2020 roga N 311. - Cm. OpeablAyLLYIO0 peaakumio)

[lokymMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro oHaa ns Gonee 70 000 000 HOPMAaTUBHO-MPABOBLIX U HOPMATUBHO-TEXHUYECKUX AOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/565355100#8Q20M3
http://docs.cntd.ru/document/1301088307#7EA0KE
http://docs.cntd.ru/document/1301088307#7EA0KE
http://docs.cntd.ru/document/578341293#A7C0NC
http://docs.cntd.ru/document/565355100#8Q60M5
http://docs.cntd.ru/document/1301088307#7EA0KE
http://docs.cntd.ru/document/578341293#A7G0NE
http://docs.cntd.ru/document/565355100#8Q60M5
http://docs.cntd.ru/document/542671209#A7I0NF
http://docs.cntd.ru/document/565355100#8Q60M5
http://docs.cntd.ru/document/542671209#A7K0NG
http://docs.cntd.ru/document/565355100#8Q60M5
http://docs.cntd.ru/document/542671209#A760N8
http://docs.cntd.ru/document/564499534#7E20KB
http://docs.cntd.ru/document/542663473#A780N9

06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 64
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

X) PEKBM3WUTBI NMEPBUYHOTO LOKYMEHTA, SBMNSIOLLErocs OCHOBaHWEM Afsi nepenadv NekapCTBEHHOro npenaparta (gara u
HoMmeEp).

6. Cybbekt obpaleHna nekapCTBEHHbIX CPEACTB, BbIMOMHAKWNA (YHKUMM MO ayTCOPCUHrY, nNpwu nepegade
NeKapCTBEHHbIX NpenapaToB, 3aKynaembix Ans obecneyveHus rpaxgaH 3a cyeT cpeactB dpedepanbHoro Gromkera n (Mnn)
cpenctB brogkeToB cybbekToB Poccuinckon denepauun, npeactaBnser B CUCTEMY MOHUTOPMHIA CreayoLyo MHdopmauuio o
nepefaHHbIX NeKapcTBEHHbIX Npenaparax B OTHOLLEHUUN KaXX40W TOProBOW eAnHULbI eKapCTBEHHOrO npenapara:

a) JaTa coBepLUeHus onepauuu;

6) upeHTUdUKaTop cyObekTa OOpalleHUsi NeKapCTBEHHbIX CPEeACcTB, OCYLLECTBRsOWeEro nepefadvy nekapcTBEHHOrO
npenapara;

B) uaeHTudukatop cybGbekta oGpalleHVss NeKapCTBEHHbIX CPEACTB, OCYLUECTBSAIOWIEr0 MNPUEMKY NeKapCTBEHHOM
npenapara;

) PEKBU3UTBI NEPBUYHOIO LOKYMEHTA, SIBMSIIOLLEroCs OCHOBAaHWEM Afsi Nepegayn JNekapCTBEHHOro npenapara (gaTta v
HoMmep);

0) Koa wuaeHTUdMKauunm wnm Kog wuaeHTUdMKauum TPeTUYHOW (TPaHCMOPTHOM) YMaKoBKM, B KOTOPOWM HaxoauTcs
nekapcTBEHHbIV Npenapart (B crnyvae nepegaqy TPETUYHOM (TPaHCNOPTHOW) YNaKoBKW NEKAapPCTBEHHOIO npenapara LenMKom)

(MyHkT gononHmTenbHo BKtodeH ¢ 31 nons 2020 roga noctaHosneHveM lNpaBuTtensctBa Poccuiickon Penepatinm ot 21
wions 2020 rona N 1079)

MpunoxexHne N 7

K MNonoxeHnto 0 cMCTEME MOHUTOPUHTa
OBWXKEHNS NekapCcTBEHHbIX Npenapartos
ONs MEAMLMHCKOIO NPpUMEHeHNs
NEPEYEHb NPUYUH BNOKUPOBKU NPUHATUA CUCTEMON MOHUTOPUHIA OBUWXEHUA
NEKAPCTBEHHbIX NPENAPATOB ANA MEOULMHCKOIO NPUMEHEHUA CBEOEHUA O BBOJAE B OEOPOT
NEKAPCTBEHHbIX NMPEMAPATOB AnAd MEAUUUHCKOIo NPMUMEHEHUA, OB OBOPOTE U (UJ1N) BbIBOAE
N3 OBOPOTA JIEKAPCTBEHHbIX NMPENAPATOB AnaA MEOMUUMHCKOIO NPUMEHEHUA

(c uameHeHnsimm Ha 24 mapta 2023 roga)
1. BbisIBNeHne HecoOoTBETCTBUS TpeboBaHMIA K Ka4ecTBy B pamkax degepanbHOro rocygapCTBEHHOrO KOHTpons (Hagsopa)
B cdepe oOpalleHMs JekapCTBEHHbIX cpeacTs, ocyuwectensaemoro depepanbHoi cnyxbon no Hagsopy B cdepe
30paBOOXpaHEHUs 1 ee TeppuTopuanbHbIMU OpraHamu.
(MyHkT B pepakuun, BBeAeHHOW B genctBue ¢ 1 ceHTabpsa 2023 roga noctaHoeneHvem [lpaButensctea Poccunckon
®denepaumu ot 24 mapta 2023 roga N 468. - CM. npenbiayLLYyo peaakLu)

2. MNpuHaTne depepanbHOi cnyx6oi No Hag3opy B cdepe 30paBOOXpPaHEHMsT MO UTOraM PacCMOTPeHUst obpalleHus
cybbekTa oOOpalleHnss NEeKapCTBEHHbIX CPEACTB peLUeHUsl, codepallero cBedeHuss o6 oBHapyXeHUM HecoOTBETCTBUS
BbINyLLEHHbIX B 060POT NEKapCTBEHHbLIX NpenapaToB AMs MeAULMHCKOrO NMPUMEHEHUS (Oanee - NekapcTBeHHble npenaparbl)
YCTaHOBMNEHHbIM MWHUCTEPCTBOM 3OpaBoOXpaHeHusi Poccuiickon degepauum npu  peructpaumm 3TUX  NeKapCTBEHHbIX
npenapaToB TpeboBaHUAM.

3. lMpuHatne MwuHucTepcTBOM 34paBooxpaHeHusa Poccuiickon Pepepaumn peweHnss o6 OTMeHe rocygapCTBEHHON
peructpaummM nekapcTBeHHOro npenapata B MOpsiike, YCTaHOBNEHHOM NyHKTOM 6 ctatbu 32 PepepanbHoro 3akoHa "OB6
obpallleHnn NekapcTBEHHbIX cpeacTs”.

4. OTcyTCcTBME B CUCTEME MOHWUTOPMHIa ABWXKEHUS NeKapCTBEHHbIX MnpenapaTtoB (Janee - cucTemMa MOHUTOPUMHIa)
CBEAEHUN O Hanuunu NeKkapcTBEHHOro npenapata y cybbekTa obpalleHus nekapCcTBeHHbIX CpeacTB, MPeacTaBnsioLLero
cBegeHnsa 06 06opoTe 3TOro NIEKapCTBEHHOIO Npenapara.

5. NcTeyeHne cpoka rogHoCTM nekapCTBEHHOrO npenapaTta B COOTBETCTBUM CO CBEAEHMSIMW, 3aperMcTpupoBaHHbIMU B
cucTeMe MOHUTOPUHTA.

6. HecoortBercTBMEe cBedeHMr O rnobanbHOM  MOEHTUHUKALMOHHOM HOMEpe TOProBOW  €OUHWULbI, HOMepe
pPEervcTpaumoHHOro yAOCTOBEPEHMS INEKapCTBEHHOro mnpenapata W Jate perucrpauuu NekapcTBEHHOro mnpenapara B
[OCyJapCTBEHHOM peeCcTpe NEKapCTBEHHbIX CPEACTB, NPeacTaBneHHbIX CyObekToM obpalleHns NeKapCTBEHHbIX CpeacTB npwu
OnMcaHMU JEeKapCTBEHHOIO npenapata B MH(OPMALMOHHBIN pecypc, obecrneynmBaloLMin y4eT U XpaHeHWe [OOCTOBEPHbIX
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06 yTBepxaeHUN MonoxeHna o cMcTeMe MOHUTOPUHIA ABWKEHUS NleKapCTBEHHbIX NpenapaTos AnA MeaULMHCKOro NpuMeHeHus (c Crpanuua 65
nameHeHuamn Ha 19 aHuBaps 2024 roga) (pedakums, gencreytowas ¢ 1 anpens 2024 roga)
lMocmarosneHue lNpasumenbcmea PO om 14 dexkabps 2018 e. Ne 1556

OaHHbIX O TOBapax MO COOTBETCTBYHOLLEN TOBApHOW HOMEHKMaType, COOTBETCTBYHOLLUMM CBEAEHWUSIM, MOSTyYEHHbIM CUCTEMOW
MOHUTOPWHIa U3 €4UHON rocyaAapCTBEHHOW MHAOPMALIMOHHONM CUCTEMbI B cdhepe 30paBOOXpPaHEHMS.

(MyHkT B pepakumu, BBeaeHHom B pgenctene ¢ 31 uona 2020 roga noctaHoBneHveM [paButenbctBa Poccumnckon
denepaumm ot 21 miona 2020 roga N 1079. - CM. npeablayLLyi0 PeAaKLMIO)

7. MNpepncraBneHne B CUCTEMY MOHUTOPWHra cBefeHMW O Npofaxke fekapCTBEHHOro npenaparta ¢ hapmMaueBTU4ecKoro
cKraga npu oTBETCTBEHHOM XPaHEHUN.

8. MNpencraBneHre B cUCTEMY MOHUTOPUWHIA cBeAeHMI 06 OTrpy3Ke (Npoaaxe) NekapCcTBEHHOro npenaparta Ao nonyyeHus
CUCTEMOW MOHUTOPWHIa CBeAEHWI U3 aBTOMAaTM3NpPOBaHHOW MHAOPMaLMOHHON cuctembl degepanbHo cnyx0Obl MO Haa3opy B
chepe 3gpaBoOXpaHeHWUs, MpPegyCMOTPEHHbIX OyHKTOM 6 2 npunoxeHusa N 1 Kk [onoxeHwo O cucTeMe MOHUTOPWHra
OBWXEHWS NeKapCTBEHHbIX MpenapatoB AN8 MEAULIMHCKOrO NpUMEHEHUs, YyTBepXOAeHHOMY nocTaHoBreHneM lpaBuTenscTsa
Poccuiickon ®denepaumm ot 14 gekabpsa 2018 r. N 1556 "O6 yrtBepxaeHun MonoxeHus 0 CUCTEME MOHUTOPUHIA OBUKEHUS
nekapcTBEHHbIX NpenapaToB Anst MeaULMHCKOro NnpuMeHeHus" (aanee - NonoxeHwne).

(MyHkT B pepakumun, BBeAeHHOW B aenctBue ¢ 1 ceHTsbpa 2023 roga nocraHoBneHvem [NpaBuTenbcrBa Poccuiickon
®denepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLyo peaakLuuio)

9. MNpeacraBneHne B cMCTEMY MOHUTOPUHIa CBEAEHUI C HapyLleHnem TpeboBaHuin [lonoxeHnd.
(MyHkT B pepakumun, BBedeHHoW B AenctBue ¢ 1 ceHTabpa 2023 roga nocraHosneHvem [lpasBuTenbcrBa Poccuiickomn
®denepaumm ot 24 mapta 2023 roaa N 468. - CM. npeablayLLY0 peAaKLMIO)

10. OTcyTCTBME B CUCTEME MOHUTOPUHra CBeOEHWN O Hamuumm y cybbekTa obpalleHusi NnekapCTBEHHbIX CPeacTB
NVUEeH3N, NpeaocTaBnaWmnx cyobekTy obpalleHns nekapCcTBEHHbIX CPEACTB NPaBO Ha OCYLLECTBIIEHWE COOTBETCTBYHOLLNX
onepauun.

11. OTcyTcTBME CcBefeHMn O 3aaBuTene B EAnHOM rocynapCTBEHHOM peecTpe opUAMYECKUX NULL Kak O AEeWCTBYLLEM
ropuanyeckoM nuue, unu B EQUHOM rocyaapcTBeHHOM peecTpe MHAUBMAyanbHbIX NpeanpuHMMaTtenen Kak o OencTByloLeM
WHAMBUAYyaneHOM MpeanpuHuMaTene, Wnu B rocygapCTBEHHOM peecTpe akKpeauTOBaHHbIX unuanos, NpeacTaBUTENbCTB
WHOCTPaHHbIX IOPUAMYECKUX NULL KaK O AENCTBYOLLEM unuane unu npeacraBUTensCTBE MHOCTPAHHOIO HPUANYECKOro nuua
Ha TeppuTopumn Poccuinckon degepauuu.

12. Hanuune B EguHOM rocygapCTBEHHOM peecTpe pUAMYECKMX NUL, B OTHOLIEHUW 3asBUTEnNs 3anucu O
HEegoOCTOBEPHOCTU CBEAEHWWA, BHECEHHOW B COOTBETCTBMM C NyHkTamu 5 m (unum) 6 ctatbm 11 PenepanbHoro 3akoHa "O
[OCYAapPCTBEHHOW PerncTpaLuu pUuaANYECKUX 1L U HAMBUAYyanbHbIX npeanpuHuMmarenen”.

13. Hannune ocHoBaHWiA 4Ns OTKasa B perucTpaumm cBefeHnii 0 HaHECEHNN CPeacTB MAEHTUMUKALMKN, NPeayCMOTPEHHbIX
nyHkToM 9_3 MonoxeHus.

(MyHKT gononHuTENbHO BKMNtoYeH ¢ 17 ceHTabpa 2019 roga nocraHosneHveM lMpasutensctea Poccunckon Penepatinm ot
30 asrycta 2019 roga N 1118; B pegakuun, BBegeHHon B aencteme ¢ 1 ceHTabpa 2023 roga noctaHoBneHuem [paBuTenscTBa
Poccunckon ®enepaumm ot 24 mapta 2023 rona N 468. - CM. npeablayLLyio peaakLuio)

14. MNpuHatne MuHUCTEpCTBOM 34paBooxpaHeHus Poccuiickon defepaumm pelieHns 0 NPUoCTaHOBNEHNN NPUMEHEHNS
NeKapCTBEHHOro npenapaTta B COOTBETCTBMM C YacTbto 7 cratbu 64 u ctatben 65 PenepanbHoro 3akoHa "O6 obpalieHun
JNIEKapPCTBEHHbIX CREACTB".

(MyHKT gononHUTENbHO BKNtoYeH ¢ 17 ceHTabpsa 2019 roga nocraHosneHveM lMpaButensctea Poccunckon Penepauinm ot
30 aBrycta 2019 rona N 1118)

Pepakuunsa gokymeHTa ¢ y4eTom
M3MEHEHUIM 1 OONONHEHNIN NOAroToBNeHa
AO "Kopekc"
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