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NMPABUTEJIbCTBO POCCUNCKOW ®EOEPALUUA
NOCTAHOBNEHUE
OT 26 HOSABPA 2019 TOOA N 1510

O NOPAOKE BBOAA B N'PAXXAAHCKUA OBOPOT NIEKAPCTBEHHbIX MPEMNAPATOB AN MEQULIMHCKOIO
NMPUMEHEHWUA

(c nsmeHeHusaMK Ha 15 gekabps 2020 ropa)

UHdopmauus 06 nameHsaoLWwmx JoOKyMeHTax

,D,OKyMeHT C NBMEeHEeHNAMUN, BHECEHHbIMU:

nocraHosneHvem lpaBuTenscrBa Poccunckon Penepatimm ot 15 aekabps 2020 roga N 2102 (OduumanbHbIn MHTEPHET-
nopTarn NpaBoBOW MHbOPMaLMN wWww.pravo.gov.ru, 16.12.2020, N 0001202012160024).

Hactosiwnin gokymeHT BkItoveH B [lepevyeHb HOPMAaTMBHbLIX MPAaBOBbLIX aKTOB W TRYMNMN HOPMATMBHLIX NPAaBOBbLIX aKTOB,
coaepxalmx obsasarenbHble TPeboBaHMSA, B OTHOLLEHWWN KOTORbLIX HE MPUMEHATCHA nonoxeHus vacten 1, 2 n 3 cratbn 15
denepanbHoro 3akoHa "O6 obsasartenbHbix TpeboeaHuax B Poccuiickon Penepauuu”, yTBEPXKOEHHbIN NOCTAHOBNEHVEM
MpaButensctBa Poccuiickon ®enepatimm ot 31 aekabps 2020 rona N 2467 (nyHkT 589).

Cpok gericTBMSA COOTBETCTBYHOLLIETO MyHKTa B yka3aHHOM [lepeyHe - 4o 1 ceHTabpsa 2025 roga.

- I'Ipmmeanme narotoBuTens 6asbl AaHHbIX.

B cootBetcTBUM co cTathbent 52 1 PenepanbHoro 3akoHa "O6 obpalleHun nekapcTBeHHbIx cpeacts” [NpaBuTEeNnbLCTBO
Poccuinckon ®epgepauuu

NnoCcTaHOBNAET:
1. YTBEpAMTL NpunaraemMsble:

MpaBuna npencraBneHvs [OKYMEHTOB W CBE[EHWI O JIEKAPCTBEHHbLIX MNpenapaTtax Afs MEAULMHCKOro MRPUMEHEHWUS,
BBOAVMbIX B rpaxaaHckmin 060poT;

MpaBuna Bbia4m NPOTOKOMNa UCMbITAHW O COOTBETCTBUMN NEPBLIX TPEX CERPUI UMW NapTUN NekapcTBEHHOro Npenapara aAnsa
MEOULIMHCKOIO _ MPUMeHeHns (33 UCKMIYEeHNeM UMMYHOBMOMOrMYECcKoro  nekapcTBEeHHOro  npenapara),_ BhnepBble
npounseeneHHoro B Poccuiickon denepaumn unv Brnepsble BBO3UMOro B Poccuiickyio deaepaLiyio, nokasarensam Kavecrsa,
npeayCMOTREHHbLIM HORPMATUBHOW [0KYMEHTaLUEe;

MpaBuna BbloaYv paspelleHns Ha BBOA_ B rpaJaHCckuMii  oBOpROT cepuu  unv  napTuv MMMYHOBMOMOrMYecKoro
NEeKapCTBEHHOIo _Mnpenapara,  BbiAadu  3akf4YeHWs O  COOTBETCTBUM _CEpPUM UMW NapTUM  MMMYHOGUOMOrMYecKoro
nekapcTBEeHHOro npenaparta Tpe6oBaHMAM, YCTaHOBNEHHbBIM NMPW ero rocyNapCTBEHHOW PerucTpaLuu;

[MpaBuna NPUHATUS PELLEHNS O MPEeKpaLlEeHUn rpaxaaHcKoro 060poTa cepun Uv NapTumn NeKapcTBEHHOro npenapara ansg
MEOULIMHCKOIO MPUMEHEHUS.
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2. YCTaHOBUTb, YTO pa3mMep nnatbl 3a Bblaavy:

MPOTOKOMa UCMbITAHWA O COOTBETCTBUM MEPBbLIX TPEX CEPUI UMW NAPTUI NleKapCTBEHHOro npenapata Ans MeauLUHCKOro
NPUMEHEHMST (32 UCKMIOYEHMEM MMMYHOOMOMNOMMYECKOrO JIeKapCTBEHHOTO Mpenapata), BhepBble MPOM3BEAEHHOTO B
Poccuiickonn ®enepauun unu Bnepeble BBO3MMOro B Poccuiickyio Penepauuto, nokasatensm kadecTBa, NpesycMOTPEHHbIM
HOpMaTMBHOWN JOKYyMeHTaumen, coctaensiet 1200 pybnei;

3aKM4YeHs O COOTBETCTBUWM CEpUM UMK NapTuM MMMYHOOMOMNOrMyeckoro riekapcTBEHHOro npenaparta TpeboBaHusM,
YCTaHOBMNEHHLIM NPW €ro rocygapcTBeHHON perncrpaumm, coctaensiet 2000 pybne.

3. MonoxeHne o PepnepanbHon chnyxbe No Haa3opy B cdepe 3ApaBOOXPAHEHUs, YTBEPXKAEHHOE MOCTAHOBMNEHMEM
MpaButensctBa Poccuinckor Penepauum ot 30 noHa 2004 . N 323 "O6 yreepxaeHum [MonoxeHnsa o deaepanbHomn cnyxbe no
Haasopy B cchepe 3apaBooxpaHenns” (CobpaHue 3akoHopaTenbctBa Poccuiickon ®eapepaummn, 2004, N 28, c1.2900; 2007, N
35, c1.4310; 2012, N 20, c1.2528; 2014, N 37, c1.4969; 2018, N 46, c1.7057), gononHuTb nognyHkTtom 5.4 1.7 cnepgytowero
coaepkaHus:

"5.4 1.7. paspewleHMe Ha BBOL B rpaxgaHckun ob6opor B Poccuiickon ®epepauum cepuv  MnM  Naptuiu
MMMYHOBMOMOrMYECKOro NeKapcTBEHHOro npenapara;”.

4. [epeyeHb ycnyr,_ KOTOpble SABNAKTCA HeobXoAuMMbIMW U obsisaTenbHbIMU _ANs NPEAOCTaBneHvus deaepanbHbiMy
OopraHamu UcnonHUTEenbHOW BRnacTtu, focynapcTBEHHOW Kopnopatuer No atoMHOW 3Heprun "PocatoM” rocyaapCTBEHHbIX YCAyr
W _NpenocTaBndlOTCA OpraHusaumaMu,  y4acTBYOWWMW B NPEAOCTaBNEeHUW TOCYAapPCTBEHHbLIX YCAYEL YTBEepPXKOEHHbIN
nocrtaHoenexnnem lNpaBuTtenscTBa Poccuiickont Pepnepauum o1 6 mag 2011 . N 352 "O06 yTBERKAEHUN NEePEYHS YCNyr, KOTopbIe
ABNATCA HEeobXoAUMbIMU K 0bsa3aTenbHbIMU ANA NpeaocTaBneHuns deaepanbHbiMYM _OpraHamMu MCMNOMHUTENbHOW BNACTW,
[ocynapcTBeHHOW KOpnopaLMen no atToMHoM aHeprum "PocaTtoM" rocynapCTBEHHbIX YCNYr U NPeAO0CTaBNSATCA OpraHmM3aLsMu,
yYacTBYHOLWMMU B NPEAOCTaBNEHUN TOCYAAPCTBEHHbIX YCAYr, U onpeAeneHny pasmepa nnartbl 3a ux okasaHue" (CobpaHue
3akoHogatenbcTBa Poccuiickon ®epepaummn, 2011, N 20, c1.2829; 2012, N 14, c1.1655; N 36, c1.4922; 2013, N 49, c1.6421; N
52, c1.7207; 2014, N 21, c1.2712; 2015, N 50, c1.7165, 7189; 2016, N 31, c1.5031; N 37, c1.5495; 2017, N 8, c1.1257; N 28,
cT.4138; N 32, c1.5090; N 40, c1.5843; N 42, c1.6154; 2018, N 16, c1.2371; N 27, c1.4084; N 40, c1.6129; 2019, N 5, c1.390; N
23, c1.2943; N 26, c1.3460; N 36, c1.5022), AONONHUTE NYHKTOM 49 cneayroLLlero CoaepXKaHusa:

"49. Bblgada 3akniovYeHuss O COOTBETCTBUU cepun mnn napTtumn VIMMyHO6MOJ'IOI'MLIeCKOI'O NeKapCTBEHHOro npenaparta
Tpe6OBaHVIFIM, YCTaHOBJ1€HHbIM MpuU ero rocyp,apCTBeHHoﬁ pernctpauun, B LUenNAxX Bbligavyn paspelleHna Ha BBo4 B I'pa)KLI,aHCKMVI

* 0

obopot B Poccuiickon ®enepaunm cepum (NapTmm) MMMyHOBUONOIrMYECKOro fiekapCcTBEHHOIo npenapara®.”.

5. Peanusauus NOMHOMOYMIA, NPedyCMOTPEHHbIX HaCTOALWMM MNOCTAHOBEHWEM, OCYLLECTBNAETCS COOTBETCTBYHOLLIMMM
defepanbHbBIMM OpraHaMu UCMOSIHUTENBHOW BnacTu B npefdenax ycrtaHoeneHHow MpaeutenbcTBom Poccuiickoin depepaumm
npenernbHON YACTNIEHHOCTM M (hOHAA onnaThl TpyAa UX pabOTHMKOB, a Takke GIMKETHLIX acCUTHOBaHWUIA, NPEAYCMOTPEHHbIX B
dhenepanbHom GrogkeTe Ha PyKOBOACTBO U yNpaBMeHue B YCTAHOBMEHHbIX cdiepax AeaTenbHOCTU.

6. HacToswee nocraHoBrneHne BCTynaeT B cuny ¢ 29 Hosbpa 2019 .

Mpeacenatens NpasuTenscTBa
Poccuinckon dengepauum
[0.Mensenes

YTBEPXOEHbDI

noctaHoBneHwem lNpaButennbcrea
Poccunckon depepauuu

oT 26 Hosa6pAa 2019 roga N 1510

NMPABUIA NPEOCTABINEHUA OOKYMEHTOB U CBEOQEHUA O NEKAPCTBEHHbIX MPEMAPATAX ANA
MEAWLUMNHCKOIO NPUMEHEHUA, BBOAUMbBIX B TPAXXAAHCKUMX OBOPOT
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1. Hacrtosiwme [MpaBuna ycrtaHaBnuBalT nopsigok npeacTaeneHvs B ®eaepanbHyto cnyxOy no Hagsopy B cdepe
30paBOOXPaHEHNSA AOKYMEHTOB M CBEAEHUI O KaXKAOW CEPUM UNWN KaxXAoW napTum npoussedeHHoro B Poccuiickon ®egepaunm
nekapcTBEHHOro npenapata Anst MeAMUMHCKOTrO MNPUMEHEHUsl, 3a WCKIOYEHMEM WUMMYHOBWONOrMYeckoro nekapCTBEHHOMo
npenapata (ganee - nekapCTBEHHbIM Mpenapar), unu BBo3MMoro B Poccuiickyto degepauuio nekapCTBEHHOrO npenaparta,
BBOAMMbIX B rpaxaaHCckuin o6opoT B Poccuiickon ®epgepaumu.

2. ®epepanbHaa cniyxba no Hagsopy B cdepe 3apaBooxpaHeHus obecnedvBaeT opraHu3auusiM, OCYLLECTBISOLLUM
Npon3BOACTBO fekapcTBeHHbIX npenapatoB B Poccuiickon depepaummn (ganee - NpousBoauTenb) WM BBO3 NEKapCTBEHHbIX
npenapatoB B Poccuiickyto Penepauuto (qanee - uMnopTep), aBTOPU3OBaHHbIM AOCTYN NOCPEACTBOM NpeaoCTaBneHns NMYHOro
KabuHeTa B aBTOMAaTM3MPOBaHHON MHOpMaLUMOHHON cucteme deaepanbHOn cnyobl MO HAaA30py B cdhepe 30paBOOXPaAHEHNS]
(nanee - NM4YHBLIV KABWHET) ANA NPeACTaBMNEeHNst OKYMEHTOB U CBEAEHWN, yKa3aHHbIX B NyHKTax 3 1 4 HacTodAumux Mpasun.

3. MpowussoanTens nepen BBOAOM B rpa)kaaHCKUM 060poT cepumn Unu NnapTum NeKapcTBEHHOro npenaparta NpeacTaBrisieT B
aBTOMaTM3NPOBaHHYI0 MHOpMaLUNOHHYO cucteMy depepanbHon cnyxObl MO Hag3opy B cdpepe 30paBOOXpaHEHMsT Yepes
JINYHbIN KabUHeET:

a) 4ns KaXk4on cepun Unu Kaxkaon napTum NekapCcTBEHHOro npenapara:
OOKYMEHT NPOM3BOAMTENS, NOATBEPXKAAIOLMIA KA4ECTBO NEKAPCTBEHHOTO NpenapaTa;

noareepXxaneHne YnosiHoOMOYeHHOro nuua npou3BoguTerid COOTBETCTBUA J1eKapCTBEHHOIo npenapara Tpe6OBaHI/I9|M,
YCTaHOBJ1€HHbIM Npu ero FOCWJ,apCTBeHHOIZ perncTpauunu;

6) Ond nepBbiX TpPeX Cepuin UNM NapTMA MekapCTBEHHOro npenapara, BhepBble nNpousBegeHHOro B Poccuiickon
®engepauun, - NPOTOKON MCMbITAHUA O COOTBETCTBUM CEPUM UMW NapTUM NEKapCTBEHHOrO npenapara nokasatensmM KadecTsa,
npegyCMOTPEHHbIM HOPMAaTWBHOW [OOKyMeHTauuen (Qanee - MPOTOKOM MCMbITaHWiA), MPOBOAUMBIX aKKpeAUTOBaHHbIMU B
COOTBETCTBMM C 3aKkoHogaTtenbcTBoM Poccunckon Pepepaumm ob akkpeauTaumMm B HaLMOHanbHOW CUCTEME akkpegutauum
denepanbHbIMU TOCYAAPCTBEHHLIMU OIOAXKETHBIMU  YYPEXOEHUSIMU, NOABEAOMCTBEHHBIMM MWHUCTEPCTBY 34paBOOXpaHEHUs
Poccuickon ®egepauun unm ®egepansHon cnyxbe no Hagsopy B cdepe 3apaBoOXpaHeHus.

4. VimnopTep nepep BBOAOM B rpaxaaHCKuiA 060pOT fiekapCTBEHHOrO npenapara NpeacTaBnsieT B aBTOMaTU3NPOBaHHYHO
MHopMaLMOHHYo cnuctemy denepansHom cnyobl No Ha30py B chepe 3apaBOOXpPaHEHNST Yepes NNYHbIN KabUHET:

a) ANs KaXK4oW Cepvm U Kaxkaon napTum NekapCcTBEHHOIO npenapara:

cepTudgmKaT Npou3BOAUTENSA NEeKapCTBEHHOIo CPeAcTBa, YAOCTOBEPSIOWMA COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOTO
npenapata TpeGoBaHUAM papmaKkonenHoi cTaTbi, a B Cryyae OTCYTCTBMS hapmakonenHol cTaTbu TpeboBaHUAM
HOPMaTWUBHOWM AOKYMEHTaLMW;

noaTBePXXAeHWe NpeacTaBUTENs MMNopTepa, YNONMHOMOYEHHOTO MHOCTPaHHLIM MPOM3BOAUTENEM NEKAPCTBEHHbIX CPEACTB,
COOTBETCTBMSI BBO3MMOIO FIEKAPCTBEHHOTO NpenapaTa TpeGoBaHNsSIM, YCTaHOBIIEHHbLIM NPU €ro rocyaapCTBEHHOW perncTpaumy;

0) ons nepBbIX TPEX CEPUA UNN NAPTUI NEKAapPCTBEHHOrO Mnpenapara, BnepBble BBO3NMMOro B Poccuiickyto ®egepaumto, -
NPOTOKON MCMNbITaHWA, NPOBOAUMBIX aKKPEAMTOBAHHLIMW B COOTBETCTBUM C 3akoHopaTenbcTBoM Poccuiickon depepaummn ob
akkpeauMTaumMmM B HauMOHAaNbHOW cUCTEMe akkpeauTauum denepanbHbIMU FOCY4APCTBEHHBIMU OHOMKETHBIMU YUYPEXOEHUAMMU,
noaBegoMCTBEHHbIMM MuHUCTEPCTBY 3apaBooxpaHeHust Poccuiickon ®epepaunm nnn degepansHon cnyxbe no Hagsopy B
chepe 3apaBoOOXpaHEHUS.

5. B TeyeHune 3 paboumx gHem co OHSA MOCTYMNMEHWs B aBTOMaTU3MPOBaHHYI0 MHAOPMAaLMOHHY cuctemy depepanbHon
cnyx0bl MO Haa3opy B cdepe 30paBOOXPAHEHUS AOKYMEHTOB M CBEOEHWM, YKa3aHHbIX B NyHKTax 3 u 4 HacToawmx [Npasun,
depnepanbHas cnyxba no Haasopy B cdhepe 3ApaBOOXPAHEHNsT pa3MeLLLaeT Ha CBOeM odumumaneHOM carite B MUHOPMaLMOHHO-
TENEeKOMMYHMKAUMOHHOM ceTu "MIHTepHeT" ¢ cobniogeHunem TpeboBaHuIM 3akoHogaTenbcTBa Poccuiickon depepauumn o
KOMMEpPYECKOM N UHOW OXpPaHSEMOM 3aKOHOM TalrHe CBeJeHUs O cepusX Unn napTusiX NekapCTBeHHbIX npenapaTtoB, BBOAMMbIX
B rpakaaHckuii 06opoT.

YTBEPXOEHbI
nocraHosneHviem lNpasutenscrsa
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Poccuinckon depgepaumu
OT 26 Hos6psa 2019 roga N 1510

MPABUIA BbIOAYU NMPOTOKOJIA MCNbITAHUA O COOTBETCTBUU NEPBbIX TPEX CEPUWA U NAPTUN
NEKAPCTBEHHOI'O NMPENAPATA OnA MEOUUUHCKOIO NPUMMEHEHUA (3A UCKITFOYEHUEM
MMMYHOBUWONOIMMYECKOIO JIEKAPCTBEHHOI'O MNMPENAPATA), BNEPBbIE MPOU3BEAEHHOIO B
POCCUNCKON ®ELQEPALIUM NN BNEPBLIE BBO3UMOIO B POCCUMACKYIO ®ELOEPALIUIO, MOKA3ATENAM
KAYECTBA, MNPEQYCMOTPEHHbLIM HOPMATUBHOW AOKYMEHTALIMEN

1. Hactoawwue [lpaBuna ycTaHaBnMBalT MNOPAOOK Bblgayn deaepanbHbIMU - rOCYAapCTBEHHbIMU - BIOMKETHBIMU
yypexaeHnsMu, nogsegomcTBeHHbIMU MuHUCTepCTBY 34paBooxpaHeHus Poccunckon ®enepaumm n degepansHon cnyxbe no
Haa3opy B cdepe 30paBoOXpaHEeHUs U akkpeaMTOBaHHbLIMU B COOTBETCTBUM C 3akoHoaaTenbcTBoMm Poccuiickon ®enepauum ob
akkpeauMTaumMM B HaUMOHanbHOW CUCTeMe akkpeautauum (fanee - defepanbHOe yypexaeHwe), MpoToKona WUCMNbITaHUM O
COOTBETCTBMM NEPBLIX TPEX CEPUIN NN NapTUIN NeKapCTBEHHOro npenapara Ansg MeauUUHCKOro NpuMeHeHus (3a UCKMYeHnem
MMMyHOBMONOrMYecKoro nekapCTBEHHOro npenapara), BnepBble npoussefeHHoro B Poccuiickon ®Pepepaunm vnu Bnepsble
BBO3UMOro B Poccuiickyto ®eanepaumio, nokasatensam Kadectsa, NpeaycMOTPEHHbIM HOPMAaTMBHOW OOKYMeEHTauuen (ganee
COOTBETCTBEHHO - UCMbITaHWUS, NTEKapCTBEHHbLIN Npenapar).

2. lNMepen BBOAOM B rpaykgaHCKUn 060OPOT MEPBLIX TPEX CEPUn UIM NapTUA NEKapCTBEHHOrO npenapata npov3BoauTENb
nekapcTBEHHOro Mnpenapata WnM oOpraHu3auusi, OCYLUeCTBNSllas BBO3 FekapCTBEHHOro npenapatra B Poccuiickyto
depepauuio (oanee - 3asBUTEnNb), HanpaBnAwT B denepanbHOe yypexaeHne no BblOOpy 3asiBUTENS 3asiBKY Ha Bbigady
npoToKONa WCMbITAHUA Ha OymaXHOM HocuTene unm B (OpPME IMNEKTPOHHOTO [JOKYMEHTa, B KOTOPOW YyKasbliBalTCH
HanMeHoBaHWe 3asBUTENs, ero MAEHTUMUKALMOHHbLIA HOMEep Hanoronnarenbliuka, agpec 3NeKTPOHHOW MOYTbl, OCHOBHOM
rocyapCTBEHHbIN PErMcTpauMOHHbI HOMEp, HaVMEHOBaHWE §eKapCTBEHHOro npenapaTta (TOproBoe HauMeHOBaHue,
MeXOyHapoOHOe HenaTeHTOBaHHOE HaMMEHOBAHWE JIeKapCTBEHHOro npenaparta (rpynnuMpoBOYHOE UMM XUMUYECKOe
HaMMEHOBaHME), HOMEp W [AaTa PernmcTpauvoHHOrO YAOCTOBEPEHUsI NEKapPCTBEHHOro npenapara, PeKBU3WTbl OOKYMEHTa,
noaTeepxaatoLero akT ynnatbl nnaTexa 3a NPoTOKON UCMbITaHUI (ganee - 3asBka).

K 3aaBke npunaraloTcAa OKYMEHT Npon3BoauUTENA NeKkapCTBEeHHOro cpeacrtea, nop,TBepmp,a}ou.wnZ COOTBETCTBME KayecCTBa
cepun unn napTtun nekapcTtBeHHOro npenaparta TpeGOBaHI/IFIM, YCTaHOBJIE€HHbIM TpU €ero FOCWJ,apCTBeHHOVI perncTpauuu,
3aBepeHHada 3aasuTternem Konma HOpMaTI/IBHOIZ OOKyMeHTauunmn Ha J'IeKapCTBeHHbII;I npenapart.

3. Pacxogpl, cBsi3aHHblE C nposegeHnem Ct)eﬂepaﬂbelM ydypexageHmnem MCNbITaHWMNA, OCYLUECTBNAKTCA 3a CcYeT cpencTs
3aaBuTena.

4. MNpu HenpeacTaBneHun B MOMHOM OGbeme CBEAEHWUI M OOKYMEHTOB, YKa3aHHbIX B MyHKTe 2 HacToauwwmx [pasun, unu
BbISIBNIEHUN B HUX HEOCTOBEPHOM MH(opMaLuK deaepanbHoe yupexaeHe HanpaenseT 3asBUTeso 3anpoc o NpeacTaBeHun
HeJoCTaloLWWX AOKYMEHTOB M COOTBETCTBYHOLLEH UHDopMaLmMn (aanee - 3anpoc deaepansHoro yupexxaeHus).

3anBuTeNb OOMKEH NPeACTaBUTL OTBET Ha 3anpoc dedepasibHOro yYpexaeHUs B Cpok, He npesbiwatowmin 30 paboumx
[Hel co AHA ero nosy4eHus.

5. ®epepanbHoe yypexaeHve B TedeHe 3 pabounx AHen co AHSA NonyyeHus 3asBku U B NONHOM obbeme npunaraeMbix K
Hel [OOKYMEHTOB paccMaTpuBaeT ee, onpefensieT Konuyectso obpasuoB NeKkapCTBEHHOro npenaparta, Heobxoaumoe Ans
NpoBeAEeHNss UCMbITaHUA B LENsaX BbldayuM MNpOTOKONa WCMbITaHUW, a Takke npu HeoBXOAMMOCTM KonmyecTBo 06pasLoB
hapmaLieBTUYECKON CybCTaHUuUN, TeCT-LUTAMMOB MUKPOOPraHM3MOB, KynbTyp KNEeToK, 06pa3uoB BeLecTB, NPUMEHsSeMbIX Ans
KOHTPOMNSA KayecTBa MeKapCTBEHHOrO npenapaTta NyTeM CpaBHEHUS C HUMU UCCreayemoro fNekapcTBEHHOro npenapara,
HeobXxoaMMbIX AN ABYKPATHOTO BOCMPOM3BEAEHMS METOOOB KOHTPOMNsS KadecTBa (ganee - obpasubl), 3anpawmBaeTr Yy
3aaBUTENA UX HEOOXOOMMOE KOMMYECTBO, a TakkKe yBeOOMISeT 3asdABuTeNnsd O pasmepe nnaTbl 3a OKasaHue ycnyru no
NPOBEAEHNIO UCMbITAHUA, PaCcCYNTAHHOM Ha OCHOBaHWM METOAMKW, YTBEpXAEeHHOW MUHMCTEPCTBOM 34paBOOXpaHeHUs
Poccuinckon degepaunm, u 0 6GaHKOBCKMX pPEKBM3UTAX ANSA NEpPeYUCrieHns nnartexa 3a OkasaHue yka3aHHOW ycnyrn. 3anpoc
defepansHOro yupexaeHus MoXeT ObiTb nepefaH YNONHOMOYEHHOMY NPEACTaBUTEND 3asiBUTENs NMYHO NOA PaCUCKY,
HarnpasrieH no noyTe 3akasHbIM NMMCbMOM UIU NepeaaH B 3NIeKTPOHHOW hopMe MO TENEKOMMYHUKALMOHHBLIM KaHarnam CBs3u (B
crnyvae HarnpaBeneHus 3anpoca defepanbHOro yyYpexaeHus no nodte 3aka3HbiM MUCBMOM - CHUTAETCsl MOMyYeHHbIM MO
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McTeYeHnn 6 fHel co AHA HanpaBneHus 3aka3Horo NucbMa).

3aaBuTeNb JOMMKEH NPeAcTaBuTh 3anpaluvBaemble 06pasLbl U PEKBU3NTLI AOKYMEHTa, NoATBepKaatoLero gakT ynnarsl
nnaTexa 3a oKasaHWe YCNyru no NpoBedeHWUd UCMbiTaHui, B dedeparibHoe yypexaeHue B CPOK, He npesbiwatowmii 30
pabourx AHeN Co AHS NonyyYeHus 3anpoca deaepansbHoro yYpexaeHus.

6. OcHoBaHMeM Anis OTkasa B Bblgade npoToKoNna MCMbITaHUKN ABNAOTCA HenpeactaBneHue:

B NMofHOM o6beMe 10KYMEHTOB M CBEEHUIA, yKa3aHHbIX B NyHKTe 2 HacTosalmx [paBun;

B YCTaHOBIEHHbIN CPOK OTBETA HA 3anpoc deaepanbHOro yUpexXaeHus:;
Tpebyemoro konmyecTea obpasLoB;
PEKBM3UTOB AOKYMEHTa, NOATBEpXKAaLwero hakt ynnatbl nnaTexa 3a okasaHue yCrnyrv no npoBeAeHU0 NCMbITAHNUNA.

7. Cpok npoBefeHust UcnbiTaHnA 0bpasuoB cepyun UnyM NapTuM NEeKapcTBEHHOro npenapara He JormkeH npesbiwatb 30
pabounx OHer co AHA nonyyveHus degepanbHbIM yypexaeHnem obpasuoB nekapCTBEHHOrO npenapata v npeacTaBneHust
peKkBM3UTOB OOKYMeHTa, MOATBepXAatollero pakT ynnaTbl nnaTtexa 3a okasaHue YCrnyrm rno MpOoBEAEHUI0 UCMbITaHudA, 3a
WCKITIOYEHMEM CITyYaeB, YCTaHOBIEHHbIX ab3aLeM BTOPbIM HACTOSILLIErO NMyHKTA.

CpOK nposegeHnd NCMbITaHUN NNeKapCTBEHHbIX npenapartoB, MNOJy4YEeHHbIX U3 KPOBWU, Miia3Mbl KPOBU 4YeroBEeKa wuinn
XMBOTHbIX (38 WCKMNIOYEHMEM LIENTbHON KpOBI/I), OMOTEXHONOMMYECKUX JNIeKapCTBEeHHbIX npenapaTtoB, reHoTepaneBTU4YeCKnx
JNIeKapCTBEeHHbIX TMpenapatoB onpeaendeTtcda AOJMUTENIbHOCTbID MNpoBeaeHUA NCMbITaHUN, npeaycMoTpeHHbIX MeToaAuKamu,
BKIMHOYEHHbIMU B HOPMaTUBHYO JOKYMEHTaUuno Ha J'IeKapCTBeHHbIIZ npenapart, U MOXeT ObITb npoaneH.

8. B cnyyae npopnieHus cpoka MpOBEAEHWUs UCMbITaHU NekapCTBEHHOro npenapaTa defeparnbHoe y4ypexzaeHue [0
ncteyeHnss 30-OHEBHOMO CPOKa, ykasaHHOro B ab3ale NepBOM NyHKTa 7 HacToAwwmx Mpaeun, nHpopMupyeT 06 3TOM 3asaBUTENS
No agpecy SrNeKTPOHHOW NOYThI, yKasaHHOMY UM B 3asiBKe.

9. [Ona oueHkM oTHOenbHbIX MOKasaTeneil kayectBa MPU WCMbITAHUSIX JeKapCTBEHHOrO npenapata geaeparnbHoe
yypexneHue BrnpaBe HanpaensaTb o6pasubl JleKapCTBEHHOro npenapata Ans NpoBedeHUss UX WCTbITaHui B Apyrve
aKKpeaMTOBaHHbIE B COOTBETCTBUM C 3aKOoHOAaTeNbLCTBOM Poccuiickon defepaumnn 06 akkpeautaumm B HaumMoHanbHon cucteme
akkpeauTaumu nabopatopum.

10. MpoTokon ucnbITaHMn HanpaenseTcs denepanbHbIM yYpexaeHNeM 3asdBuTENo Ha OymakHOM HocuTene un (Mnu) B
hopMe 3MeKTPOHHOIO LIOKYMEHTa B TedeHne 3 pabounx AHel Co AHS 3aBePLUEHNS UCNbITaHWUIA.

YTBEPXOEHbI

nocrtaHoBneHuem lNpaButenbcTBa
Poccunckoun Penepaumnmn

oT 26 HosA6pAa 2019 roga N 1510

NMPABUINA BblJAYM PASPELLEHUSA HA BBOA B NrPAXXOAHCKWUA OBOPOT CEPUU UNU MAPTUN
MMMYHOBUOJTOIMMYECKOIO JIEKAPCTBEHHOI'O MNMPEMNAPATA, BbIAAYU 3AKITIOYEHUA O
COOTBETCTBUU CEPUN UNN NAPTUN UMMYHOBUNONOIMMYECKOIO JIEKAPCTBEHHOIO MNMPEMNAPATA
TPEBOBAHUAM, YCTAHOBNEHHBLIM MPU EFO FOCYQAPCTBEHHOW PETUCTPALIMN

(c nsmeHeHusiMm Ha 15 gekabps 2020 ropa)

1. Hactosiwme MpaBuna yctaHaBnmBaloT Nopsifok Bblgavm ®enepansHon cnyx6om no Haasopy B cdepe 30paBooOXpaHeHUst
paspeLleHns Ha BBOA B rpaxkgaHckuin obopot B Poccunckon depepauum cepum nnm naptum npoussegeHHoro B Poccuiickon
depepauun mnu Beo3umoro B Poccuiickyto Pepepaumio UMMYHOBMOMOrMYECKOrO feKapCTBEHHOro npenaparta (ganee -
paspelleHne), a Takke Bblaaun degepanbHbIMU rocy4apCTBEHHBIMU OOMKETHBIMU YUPEXAEHUSMU, HAXOOAALWNMNCS B BEAEHUN
MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®denepaumnmn n degepansHoin cnyxbel No Hag3opy B cdepe 3apaBoOXpaHeHNs,
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aKKpeOuToBaHHBIMU B COOTBETCTBUM C 3akoHodaTenbCTBOM Poccuiickon ®Pepepaumm 06 akkpeguTauuu B HauMOHanbHON
CUCTEME aKKpeamTauum, 3akIioYEHNst O COOTBETCTBUM CEPUM UIU NapPTMU UMMYHOBUONOrMYEeCKOro NIekapCTBEHHOTO npenapara
TpeboBaHWsAM, YCTAHOBMEHHbLIM MPW €ro rocyAapCTBEHHOW perMcTpaunm (4anee CoOOTBETCTBEHHO - dheaeparnbHoe yupexaeHue,
3aKnoYveHune).

2. Mnarta 3a Bblgady GenepanbHoi cnyxGol No Haa3opy B chepe 3apaBoOOXpPaHEHMs paspeLleHnst He B3MMaeTcCs.

3. PaspelueHune BbigaeTcs Ha OCHOBaHUWM 3aKnYeHUs, BbldaHHOro dedepanbHbiM yupexaeHnem. dopma paspelleHus
yTBepxaaetcs denepanbHoi crnyx00i No Haa3opy B cdepe 34paBOOXPaHEHUS.

4. Ins nonyyYeHusi 3aknoveHns opraHm3auus, OCyLLeCcTBRAsSOWAas NPOM3BOLACTBO MMMYHOBMOMOMMYECKOTO eKapCTBEHHOIO
npenapata B Poccuiickon Penepauum, unu opraHusaumsi, OCyLLECTBsOLLAA BBO3 UMMYHOOUONOrMYECKOro fekapcTBEHHOrO
npenapata B Poccunckyto ®enepaumto (aanee - 3asiBUTenb), HanpaenseT B oegepansHoe yypexaeHue no Bbibopy 3asaBuTenst
Ha ByMaxxHOM HocuTene unu B hopMe 3NEKTPOHHOTO AOKYMEHTa 3asiBNEHME O BblAadve 3akiiouYeHUsi C yKasaHMeM B TOM yucrne
agpeca SMeKTPOHHOM MOYTbl 3asiBUTENsS U PEKBU3UMTOB OOKYMEHTa, noaTBepXkzawllero dakT ynnatel nnatexa 3a Bbigady
3aknodeHus. K 3asBneHuio npunaratTcs:

Texkct/Pegakuma aokymenta noarotoeneusl AO "Koaekc"

a) Konua JOKYMEHTa NpoV3BOANUTENS MMMYHOOMONOIMYECKOro NekapCTBEHHOMO Npenapara, cogepkallero nHopmawmo o
cTagusix MpPOM3BOACTBA W KOHTPOMS KayecTBa Cepuv Unv napTum MMMYHOGWMOMOIMYEecKOro IeKapCTBEHHOro npenaparta B
COOTBETCTBMW C JOKYMEHTaMMW PErMcTpaLMOHHOro 4OCke, 3aBepeHHas 3asiBUTeNemMm;

6) Kkonusi [OKyMeHTa NpPOW3BOAMTENS MWMMYHOBMOMOrMYECKOro JiekapCTBEHHOro npenapaTta, NoATBEpXKAatoLero
COOTBETCTBME KayecTBa Cepuum WM  NapTum  MMMYHOOMOMOrMYeckoro riekapCTBEHHOro npenapata TpeboBaHusAM,
yCTaHOBINEHHbLIM MPU €ro rocyaapCTBEHHOWM perncTpaunm, 3aBepeHHas 3asiBUTENEM;

B) MoaTBepXdeHWe YMOMHOMOYEHHOro nuua 3asiBUTens COOTBETCTBUA CEpPUM UMM MapTMM MMMYHOGUOMOrMYECcKoro
nekapcTBeHHOro npenapata TpeGoBaHUAM, YCTAHOBMEHHLIM MPU TOCYAAPCTBEHHOM PErMcTpauvy Takoro feKapCTBEHHOo
npenapara;

F) KonuA HOpMaTMBHOVI OOKyMeHTauum Ha J'IeKapCTBeHHbIIZ npenapart, 3aBepeHHaa 3adaBUTENeM.

5. 3aknoueHne Bblgaetcsa no pe3ynbrataM npoBeaeHHbIX cbe,qepaanblm yypexgeHmem MCMbITAHUN  KayecTBa
I/IMMyHO6VIOJ'IOFVI'~leCKOFO NNeKapCTBEHHOro npenapara, pacxogbl, CBA3aHHble C NpoBeeHNEM KOTOPbIX OCYLLUECTBIIAKTCA 3a CHET
cpencTB 3aaBuUTenA.

6. MNpwv HenpeacTaBneHnM B NOMHOM O0GbeMe OOKYMEHTOB U CBedeHWI, YKasaHHbIX B NyHKTe 4 HacToawwmx Mpasun, unm
BbISIBNIEHM B HUX HeOCTOBEPHOMN NHopMaLun defepanbHoe yupexaeHne HanpasnaeT 3asBMTento 3anpoc o NpeacTasneHum
HeZJoCTaloLWyMX AOKYMEHTOB M COOTBETCTBYHOLLEH UHDopMaLmMn (aanee - 3anpoc deaepanbHoro yupexxaeHus).

3anBuTeNb OOMKEH NPeACTaBUTL OTBET Ha 3anpoc dedepasibHOro yYpexaeHUs B Cpok, He npesbiwatowmin 30 paboumx
[Hel co oHA ero nosy4eHus.

7. ®epepanbHoe yypexaeHve B TedeHme 3 pabounx gHew co AHSA NoryyeHus B NOrHOM obbeme JOKYMEHTOB U CBeOEHUN,
yKa3aHHbIX B NyHKTe 4 HacTosumx [Npasun, paccmaTpmBaeT NpeacTaBneHHble AJOKYMEHThl 1 COAepXalluecs B HUX CBeaeHus,
onpenensieT o6beM HeobXOAMMbBIX UCMbITAHUA MMMYHOBMONOrMYECKOro NekapcTBEHHOro npenapaTta M Konm4yecTso obpasuos
Takoro nekapcTBEHHOro npenapata, HeobxoAWMbIX Ans NPOBEAEHUS WUCMbITaHUA KavyecTBa MMMYHOBMOMOrM4eckoro
nekapcTBEHHOro npenapara, a Takke npu HeobxogumocTu KonmyecTBo obpasuoB dapmaueBTudeckon cybecTaHuum, TecT-
LITAaMMOB MUKPOOPraHM3MOB, KymnbTyp KNeTok, o6pasLoB BeLLeCTB, MPUMEHSIEMbIX AN KOHTPOMs KadyecTBa fieKkapCTBEHHOro
npenapaTa nyTeM CpaBHEHWsi C HAMU UCCReayemMoro nekapcTBEHHOro npenapara, B oobeMe, Heo6XoAMMOM ANs ABYKpaTHOro
BOCMpPOM3BEAEHMS METOAOB KOHTPONSA KadecTBa (manee - obpasubl), 3anpawmvBaeT y 3asBuTensd Tpebyemoe KonmyecTBO
06pasLoB, a Takke YBEOOMMSET 3adBUTENSA O pa3Mmepe nnaTtbl 3@ Oka3aHue ycryru no npoBeAeHWIo UCTIbITaHUI, PAaCCYUTaHHOM
Ha OCHOBaHMW METOAMKMW, YyTBepXAeHHoW MuHUCTEPCTBOM 3apaBooxpaHeHusi Poccunckon Pegepaumm, n 0 6aHKOBCKMX
pekBM3MTax Ans NepevmcrneHnsl nnaTexa 3a okaszaHue ykasaHHon ycnyru. 3anpoc denepanbHOro yypexaeHus MoxeT ObiTb
nepegaH ynonHOMOYEHHOMY MpPeacTaBUTENIO 3asiBUTENS NMMYHO MOA PacnMCKy, HamnpaBneH no MoYvTe 3akasHbIM MMCbMOM UMK
nepegaH B 3reKTPOHHON hopme No TENEKOMMYHUKALMOHHBIM KaHanam CBs3u (B Crydae HanpasreHus 3anpoca deaeparnsHoro
YUYPEXOEHUS] MO NOYTE 3aKa3HbIM MUCbMOM - CHUTAETCS MOMYYEHHbIM MO UCTEYEeHUM 6 OHEeN CO [AHS HarnpaBreHWs1 3aKa3Horo
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nucoma).

3asBuTENb OOMKEH NpeacTaBuTb 3anpaluMBaemMble 06pas3ubl U PeKBU3UTEI JOKYMEHTA, NoATBepXaaroLwero dakt ynnarbl
nnaTtexa 3a OKa3aHWe YCnyru no MPOBEAEHMIO MCMbITaHWi, B dedepanbHoe yypexaeHue B CpoK, He npeBblwarowmii 30
pabounx AHew co OHA NonyyYeHus 3anpoca eaepanbHOro yYpexXaeHust.

8. OcHoBaHMeM ans oTkasa B Bblgade 3aKIo4eHns ABnNsieTcs HenpeactaBneHue:

B NMofHOM o6beMe 10KYMEHTOB M CBEEHUIA, yKa3aHHbIX B NyHKTe 4 HacTosaumx [paBun;

B YCTaHOBIEHHbIN CPOK OTBETA HA 3anpoc deaepanbHOro yUpexXaeHus:;
Tpebyemoro konmyecTea obpasLoB;
PEKBM3UTOB AOKYMEHTa, NOATBEpXKAaLwero hakt ynnatbl nnaTexa 3a okasaHue yCrnyrv no npoBeAeHU0 NCMbITAHNUNA.

9. ®epepanbHOi cnyxbo no Hag3opy B cdpepe  3OpaBoOOXpaHeHust cosgaetcss  Komuccust no  kadecTBy
MMMYHOBMOMOrMYecKnx NekapcTBEHHbIX Npenapartos (ganee - Komuccus), yrBepxxaaeTtcs nonoxeHue o Kommccnu, ee coctas u
nopsioK OLLEHKM 06beMa UCMbITaHUA KayecTBa MMMYHOBMONOrMYECKOro NekapCTBEHHOIO nNpenapara.

10. MVcnbiTaHuss kavecTBa CcCepuvM UMW NapTuM UMMYHOOMOMOrMYEecKoro IeKapCTBEHHOro mnpenapata  KOHKPETHOro
HaMMEHOBaHNs U NPoOU3BOANTENS (C Y4ETOM NekapCTBEHHON hOpMbl 1 JO3UPOBKM) MPOBOASATCS Ha COOTBETCTBME TPEOOBaHUAM
HOPMaTUBHOW AOKyMEHTauuu, npu 3ToM o6beM HeoOXOOUMBIX UCMbITAHUA MOXET ObITb COKpalleH Ha OCHOBAHWMMU peLleHust
Komuccun. PelueHne o cokpalleHun o6bema NpoBOAMMbBIX UCMbITaHWIA NpuHMMaeTcs Komuccmnein Ha OCHoOBaHUM MPOBOAMMOIO
defepanbHbIMY YYpEXOEeHUSMU aHanu3a Kadectea MMMYHOOMOMOrMYEeCKNX fiekapCTBEHHbIX NMpenapaTtoB, NpeacTaBnseMoro B
Komuccuto exxerogHo, Ao 1 mapTa, v pasmellaetcs Ha odmumansHom cante PenepanbHoin cnyxObl Mo Haasopy B cdepe
30paBOOXpaHeHNs B UHOPMaLIMOHHO-TENEKOMMYHUKALNOHHOM ceTun "MHTepHeT".

11. MNpwn noctynnenun B ®PepepancHyto crnyxby No Haasopy B cdepe 3apaBooXpaHeHus MHdopMauun ob yxyaleHuu
KayecTBa MMMYHOBMOMNOrM4YECKOro NekapcTBEHHOro npenaparta v (Mnuv) ycrnosui ero npoussofacTtsa Komuccus npuHumaet
peweHne 06 yBenuyeHUn obbemMa NpPOBOAMMbLIX  WUCMBLITAHUA  KayecTBa BBOAMMOrO B rpaxgaHckuin  obopot
UMMYHOBKNONOrMYECKOro fiekapcTBEHHOIo Npenapara ¢ y4eToM ero nekapcTBeHHoM opMbl U [O3UPOBKM.

12. depeparnbHoe yypexaeHue NPoBOAMT UCMbITAHUA KadecTBa OGpasLoB Cepuu MM NapTMU UMMYHOBMONOrMYeckoro
nNeKkapcTBEHHOro npenapata Ha COOTBEeTCTBME TpeGoBaHMSIM HOPMAaTUBHOM AOKYMEHTauuMu B CPOK, He npeBbiwakowmii 30
pabounx [OHeln co AHS MonydYeHust doefepanbHbiM yupexaeHnem o6pasuoB W NPeAcTaBNeHusl PEKBU3UTOB [OOKYMEHTa,
noATBepxaatoLero ¢akT onnaTbl YCryr Nno MpOBEAEHWUI0 UCMbITAHUIA, 3a UCKIOYEHWEM CIly4aeB, YCTAHOBMEHHbIX aG3auem
BTOPbIM HACTOSILLErO MyHKTa.

Cpok npoBefieHUsi UCMbITaHW 0bpasLoB cepun UM NapTum MMMyHOBMONOrMYECKOro NeKapCTBEHHOIO Npenapata MOXeT
ObITb NpoasieH, Ho He BGonee Yem Ha 30 paboumnx aHen. [Npu 3TOM CPOK NPOBEAEHUS UCMbITAHWIA KadecTBa 06pasLIOB cCepumn Unu
NapTMn KOHKPETHOIO MMMYHOBUONOrMYEeCcKOro NEKapCTBEHHOTO Npenapata He JOSMKEH NPeBbIWaTh ANIUTENBHOCTL NPOBEAEHUS
UCMbITAHWI, NPESYCMOTPEHHBLIX METOAUKAMMU, YKa3aHHbIMWM B HOPMATUBHOM JOKYMEHTALMKN Ha NeKapCTBEHHbIN Npenapar.

13. B cny4ae npogneHus cpoka npoBegeHUs UCMbITaHUI KavyecTBa MMMYHOBMOMOrMYECcKoro nekapCTBEHHOro npenapara
denepansHoe yypexaeHne go ucteveHus 30-gHEBHOIO CpoKa, ykasaHHoro B ab3aue nepBoM nyHkTa 12 HacTtoduwimx [Npaswun,
UHopMUPYET 06 STOM 3aABUTENS MO aApecy AMNEKTPOHHOMW NOYThI, yKa3aHHOMY UM B 3asIBNEHMMN O Bbldade 3aKMYeHus.

14. [Ins oueHKM nokasaTterien kayecTBa MpU UCMbITAHUSX KayecTBa MMMYHOBMOMOMMYECKOro feKkapCTBEHHOrO npenapara
hepepanbHoe yypexaeHue BripaBe HanpaensTb o6pasubl MMMYHOBMOMOMMYECKOro FNeKapCTBEHHOrO npenapata Ans
NnpoBedeHNst UCMbITAHWMI KX KayecTBa B ApyrMe akKpeaMTOBaHHble B COOTBETCTBUM C 3akoHoAaTenbcTBoM Poccuiickoi
denepauum 06 akkpegmTauum B HaLMoHaNbHOM cucTemMe akkpeautaumm naéopatopum.

15. degepanbHoe yypexaeHne B TedyeHne 3 paboumx OHeWl COo AHA 3aBepLUeHUsi NMpOBEAeHWs1 UCMbITaHuiA KadecTsa
MMMYHOGMNONOrMYeckoro NekapcTBEHHOro npenapaTta oopMIISET 3aknoYeHne No yTBepxaeHHon PenepanbHoi cnyx6or no
Hag3opy B cdhepe 3apaBoOXpaHeHnst GopMe C NPUMONKEHUEM K HEMY MPOTOKOMAa UCTMbITaHWUI KayecTBa UMMYHOGUONOMMYEeCcKoro
riekapCTBEHHOro Npenaparta v HanpaBsnseT ux 3assutento U B ®egepanbHyto crnyx0y nNo Haa3opy B ciepe 30paBoOXpaHeHNs
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Ha BymMaykHOM HocuTene u (Mnn) B popme 3NEKTPOHHOTO AOKYMEHTA.

16. 3asiBATENb MOCPEOCTBOM WCMOMb30BaHUA NMYHOTO kabuHeTa B aBTOMAaTU3MPOBAHHOW WMH(OPMALMOHHON cucTeMe
depepanbHoi cnyx6bl MO Hag3opy B cdepe 34paBOOXpaHeHWsl MNPeAcTaBnsieT 3asiBfieHne O Bbigade paspelleHus C
NPUNOXEHUEM 3aKIIOYEHNS.

17. ®epepanbHas cnyxba no Hag3opy B cdepe 34paBOOXpaHEHUSI B TedeHne 3 paboumx AHEr Co OHSA MOCTynneHus
3asBneHnsl, ykasaHHoro B nyHkTe 16 Hactodwmx [Mpasun, odopmnseTr B popMe dreKTPOHHOro AOKYMEHTa, noanvCcaHHOro
YCUMEHHOW KBanuULMPOBaAHHON SNEKTPOHHOW NOAMWUChI0 pykoBOAUTENs (3amecTtutenss pykosoauTens)) CnyxObl, wu
HanpasnseT 3asBUTENI0 paspeLLeHre, cogepxallee cneayoLlyto HPopMaLmio:

a) ToproBoe HaMMeHoOBaHWe MMMYHOBMOMOIMYECKOro NeKapCTBEHHOrO Npenapara;

6) MexayHapogHOe  HenaTeHTOBaHHOE  HaWMEHOBaHWE  MMMYHOOMOMOMMYeckoro  NeKapCTBEHHOrO  mpenaparta
(rpynnMpoBOYHOE MIU XUMNYECKOE HAaVMEHOBAHWE);

B) HOMep 1 06bEeM cepun U NapTMM UMMYHOBMONOrMYECKOro NekapCTBEHHOrO Npenapara;

r) d¢opma BbiNycka WMMYHOOMONMOrMYECKOro reKapCTBEHHOrO npenapata (C ykasaHWeM IeKapCTBEHHOW (OopMbl,
KOMMOHEHTa (Npy HanNn4yum), 403MPOBKK, haCOBKM) N KONIMYECTBO B YNMAKOBKE;

(MognyHKT B pepakuun, BBeaeHHon B gericteune ¢ 16 gekabps 2020 roga nocrtaHoeneHvieM [NpaButensctea Poccuinckon
®denepaumu ot 15 nekabpsa 2020 rona N 2102. - Cm. OpeabIayLLYI0 PeaaKLImMIo)

4) CPOK roOAHOCTU MMMYHOOMOMNOrMYECKOro NIeKapCTBEHHOIO Npenapara;

€) HauMeHoBaHWe N afpec NpPou3BoOAUTENST UMMYHOOMONMOMMYECKOro NEKAapPCTBEHHOrO npenapara (C yka3aHuem cTagun
npoun3BoacTea);

) HOMep 1 AaTa perncTpaumMoHHOro YA0CTOBEPEHNSI MMYHOGMONOrMYECKOro NiekapCTBEHHOTO Npenapara;

3) Ha¥MeHOBaHMe W agpec AepxaTens PerncTpauMoHHOMO YAOCTOBEPEHUS MMMYHOGUOMOrMYECcKoro fieKapcTBEHHOTO
npenapara;

VI) HOMep 1 OaTta Bblaa4un 3aKr4eHus.

18. CBefgeHnst O BblAaHHbIX pa3pelleHuax pasMeLarTcs B TedeHne 1 paboyvero gHA €O OHA MX OOPMIIEHUSA Ha
oduuymnansHoMm cante degepanbHon cnyxbbl N0  Hag3opy B cdepe  3OpaBoOXpaHeHMss B MHA)OPMaLMOHHO-
TENeKoOMMYHMKaLMOHHON ceTn "UHTepHeT" ¢ cobniogeHnem TpeboBaHuiA 3akoHopatenbcTBa Poccunckon depepauum o
KOMMeEPYECKON N MHOW OXpaHAEeMON 3aKOHOM TanHe.

YTBEPXXOEHbDI

nocrtaHoBneHuem lNpaButenbcTBa
Poccumnckon ®epepaumnm

oT 26 HosA0pA 2019 roga N 1510

NMPABUNA NMPUHATUA PELLEHUA O NPEKPALLEHUU TPAXXOAHCKOIO OBOPOTA CEPUU UNU NMAPTUN
JNIEKAPCTBEHHOI'O MNMPEMAPATA AnA MEOUUUHCKOIO NPUMMEHEHUA

1. Hacrtoswme [paBuna ycTaHaBnuMBaT nopsigok npuHATMS  ®PepepanbHoi cnyxbo no Hagsopy B cdepe
30paBOOXPAHEHMST peLUeHNst O MpeKpalleHMn rpaxaaHckoro obopoTa cepuu UM NapTMM NIeKapCTBEHHOro npenapata ans
MeOMLMHCKOro NPUMEHeHUS (3a UCKIKYEeHeM UMMYHOBNONOrMYecKoro nekapcTBEHHOrO npenapara), 4OKYMEHThl U CBeAEHMUS O
KOTOPbIX NpeaycMoTpeHbl Yactamu 1, 2 n 4 ctatbu 52_1 denepanbHoro 3akoHa "O6 o6pallleHrn NekapcTBEHHbIX cpeacTts” 1
He npeacTtaeBneHbl B ®efdepanbHylo cnyxBy no Hagsopy B cdepe 3apaBooxpaHeHus, nubo cepuu unu  naptum
MMMYHOBKNOMNOrMYecKoro fIeKapCTBEHHOro npenapara, He UMEHLLLEro paspeLleHns Ha BBOA B rpadkaaHCKUin 0BopoT, Bbl4aHHOMO
defepansHOn cnyx6on nNo Haasopy B cdpepe 30paBOOXpaHEHUS B YCTAHOBMIEHHOM nopsake (Janee COOTBETCTBEHHO -
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peLleHVe o NpekpaLleHun rpaxxaaHckoro 06opoTa, NekapcTBeHHbI npenapar).

2. MNpu BbISIBNEHUM B rpaxxaaHckom oBGopoTe cepun MM NapTum JiekapcTBeHHoro npenapata ®epepanbHasa cnyx6a no
Hadsopy B cdhepe 34paBOOXpaHEeHUst MPUHMMAET pelleHVe O MNpekpalleHuM rpaxkaaHckoro ofbopota Ao NpeAcTaBneHust
[IOKYMEHTOB 1 CBEAEHWUI UMW paspeLleHms], yKkasaHHbIX B NyHkTe 1 HacToaumx MNpasun.

3. PelueHne o npekpalleHun rpaxgaHckoro obopota odhopmnseTcs npukasom depepansbHoi cnyxobl No Hagsopy B cdepe
30paBoOXpaHeHMst B TeyeHue 5 pabouux gHew nocrne noctynneHuss B Cnyxby cBegeHun, noaTBepXAalolmx Hanuuve B
rpaxagaHckom obopoTe cepum nny NapTumM nekapCcTBEHHOTO npenapara.

4. YBegomMrneHue o npekpalleHnn rpaxkagaHckoro obopota cepun Uin NapTMu NieKapCTBEHHOro npenaparta HanpasnseTcs
depepanbHoi cnyxboit no Hagsopy B cdepe 3OpaBOOXPaHEHUS MPOM3BOAUTENIO CEpUM UMM NapTUM JNEKapCTBEHHOTO
npenapata Wnv opraHu3auuu, OCYLLECTBMBLUEW BBO3 CEpUM WM MapTMM nekapcTBeHHOoro npenapata B Poccuiickyto
depepaumnto, B TeyeHne 5 pabounx OHEN Co AHS MPUHSATUS PELUeHUS] O NpeKpalleHnn rpaxgaHckoro obopoTa no noyte unm
nocpeacTBOM MHPOPMAaLMOHHO-KOMMYHUKALMOHHBIX TEXHOMOTUIA.

5. NHdopmaumsa o npekpalleHny rpaxgaHckoro obopoTta cepuv nnv nNapTMy NekapcTBEHHOro npenapata pasmeLLaeTcs
denepanbHON cnyx6oi no Haa3opy B cdepe 34paBOOXpaHeHust B TeveHne 3 paboumx AHEeN CO OHSA MPUHATUS PEeLUeHUst O
npekpaLleHMn rpaxgaHckoro obopota Ha CBoeM odumuuaneHOM canTe B MHEPOPMALMOHHO-TENEKOMMYHUKALMOHHON CeTU
"MHTepHeT" ¢ cobrntogeHvem TpeboBaHuM 3akoHoAaTenbcTBa Poccuiickon ®enepaumy 0 KOMMEPYECKOW M UHOW OXpaHsieMOoW
3aKOHOM TalHe.

6. PelweHve o npekpalleHun rpaxgaHckoro obopota oTmeHsieTcs PefepanbHoi crnyxbon no Hagsopy B cdepe
30paBOOXpaHeHnss B TedeHne 3 paboumx AHeN co AHS MOMy4YyeHus OT MPOM3BOAMTENS Cepun WU NapTumM NeKapCTBEHHOro
npenapata unuM opraHusauun, OCyLLleCTBMBLUEA BBO3 Ccepuu UMM NapTuM rfekapcTBeHHOro npenapata B Poccuickyro
®egepaumnio, MHPOPMALMM O BHECEHHbIX B aBTOMaTW3UpPOBAHHYH WMH(OPMAaLMOHHY0 cucTeMy PedepanbHON criyxbbl Mo
Haasopy B cdepe 3OpaBOOXpPaAHEHUS [OOKYMEHTax W cBedeHusX, NPedyCMOTPeHHbIX 4Yactamu 1, 2 n 4 cratbn 52 1
denepanbHoro 3akoHa "O6 o6palleHWV NeKkapCTBEHHbIX CcpeAacTB”, WNM CO AHA BblAdauyuM B YCTaHOBNEHHOM nopsake
paspeLleHus, yKkazaHHOro B NyHKTe 1 HacTodawmx Mpasumn.

Mpown3BoaMTenb cepun UnNyv NapTUKM NEeKapCTBEHHOrO Mpenaparta WM opraHu3auusi, OCyLUeCTBMBLUAsS BBO3 CEPUM WK
napTuu nekapcTBeHHoro npenaparta B Poccuiickyto ®Pepepauuio, yBeaoMnsioTcsi o6 OTMEHe peLlleHust O npekpalleHun
rpaxxgaHckoro obopota B TedeHne 5 pabounx OHeW co AHSA TakoW OTMEHbI MO MOYTEe UMM NOCcpeacTBOM MHMOPMAaLUMOHHO-
KOMMYHUKaUMOHHBIX TexHomnorun. B ykasaHHbIN cpok MHGopMauuss o6 OTMEHEe peLleHUst O MpeKpalleHUU rpaKaaHCKoro
obopota pasmellaetca Ha odwuumanbHoM canTe PegepanbHOM cnyxbbl MO Hag3opy B cdepe 34paBOOXPAHEHUS B
MHOPMaLIMOHHO-TENEKOMMYHMKALMOHHOM ceTn "MIHTepHeT".

Pepakums fokyMeHTa ¢ y4eToM

M3MEHEHNN N OONONHEHNN NOAroTOBMNEHA

AO "Kopgekc"

TekcT/Pegakuma aokymeHTa noarotoenensl ACQ "Kopekc"
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