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MWHUCTEPCTBO 3PABOOXPAHEHNSA POCCUNCKON ®EQEPALIUN
NMPUKA3
OT 9 AHBAPA 2018 TOOA N 1H

OB YTBEPXXOAEHMU TPEEOBAHUN K KOMNNEKTALIUXM NEKAPCTBEHHbLIMU NPENAPATAMU U
MEOULIMHCKUMU USOENUAMU YKNAOKU SKCTPEHHON MPOPUNAKTUKU MAPEHTEPANbHbIX
MHPEKLIMA ONg OKA3AHUA NEPBUYHOU MEOUKO-CAHUTAPHOM MOMOLLIU, CKOPOW MEAULIMHCKOW
NOMOLLN, CNELMANTN3UPOBAHHON MEOULIMHCKON MOMOLLU U NANNUATUBHON MEOULIMHCKON
nomMmoLmn

Hactosiwuin gokyMeHT BKoYeH B [lepeyeHb HOPMAaTMBHbLIX MPABOBbLIX aKTOB M FRYMN HOPMAaTUBHbLIX MPaBOBbLIX aKTOB,
coaepxalimx obasarensHble TpeboBaHUSA, B OTHOWIEHWUM KOTOPbLIX HE MPUMEHSITCA nonoxeHusa vacren 1, 2 u 3 cratbn 15
®denepanbHoro 3akoHa "O6 ob6asatenbHbix TpeboBaHuax B Poccurickon Penepauunn”, yTBEPXKAEHHbLIA NOCTAHOBIEHUEM
MpaButenbcrBa Poccuiickon ®enepauimm ot 31 aekabpsa 2020 rona N 2467.

- MpumeyaHue narotoBuTens 6asbl AaHHbIX.

B cooteBetctBUM ¢ noanyHktoM 5.2.12 [Monoxenusi o MwuHuUcTepcTBe 3apaBooxpaHeHust Poccuickon  Pepepaumu,
yTBEpPXOEHHOro nocrtaHoeneHvem [lpaBuTtensctBa Poccunckon Pepepaummn ot 19 uioHa 2012 . N 608 (CobpaHue
3akoHogatenbcTBa Poccunckon ®egepaumm, 2012, N 26, c1.3526; 2013, N 16, c.1970; N 20, c1.2477; N 22, c1.2812; N 33,
c1.4386; N 45, c1.5822; 2014, N 12, c1.1296; N 26, c1.3577; N 30, c1.4307; N 37, c1.4969; 2015, N 2, c1.491; N 12, c1.1763; N
23, c1.3333; 2016, N 2, c1.325; N 9, c1.1268; N 27, c1.4497; N 28, c1.4741; N 34, c1.5255; N 49, c1.6922; 2017, N 7, c1.1066; N
33, c1.5202; N 37, c1.5535; N 40, c1.5864),

npuvkKasbiBato:

YTBEpAMTb npunaraemble TREOOBaHUA K KOMMIEKTaUMW NIEKARPCTBEHHbLIMU NpenapaTtamu M MeauuUHCKMMKW U30ennuamm
yKNagKkn 3KCTPEHHOW NpOohmnnakTnkm napeHTepasnbHblX MHAEKLMA N5 OKasaHusa NePBUYHON MEeOUKO-CaHUTapPHOW MOMOLUN,
CKOPOW MEOULIMHCKOW MOMOLLIY, CNELMann3vpoBaHHOW MEONLIMHCKON MOMOLLM U NanianaTUBHOW MEANLIMHCKOW MOMOLLIN.

MwuHncTp
B.N.CkBopuoBa

3apernctpmpoBaHo

B MuHMCTEpCTBE HOCTULIMM
Poccuinckon ®epgepaumu
12 mapta 2018 roga,
peructpaumoHHbin N 50291

YTBEPXOEHbDI

npukazom MuHucrepcrtea
3ApaBoOOXpaHeHuns
Poccuunckon ®enepaumm
ot 9 suBapsa 2018 roga N 1H

TPEBOBAHUA K KOMIMJIEKTALUUU NEKAPCTBEHHbBIMU NPENAPATAMU U MEOULMHCKUMU U3OENTUAMMU
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YKNAOKU 3KCTPEHHOW NMPODUITAKTUKU NAPEHTEPAJIbHbIX yIH¢EKUMI7I Ons OKA3AHUA I'IEPBI/I‘-I!-IOI7I
MEOWKO-CAHUTAPHOM NomMmoLlu, CKOpon MEOULIMHCKOU nNomMmoLlln, CNELUWMAITIM3NPOBAHHOU
MEOULIMHCKOM NOMOLLUU N NANNUATUBHOW MEQULMHCKOW NOMOLLU

1 JlekapcTBeHHbIe Npenapartsbl

N Kog ATX AHaToOMO-TepaneBTUYECKO-XMMMYecKas JlekapcTBeHHbIN JlekapcTBeHHasa opma
knaccudukaumsa (ATX) npenapar
1.1 AHTUCENTUKN N ae3nHdULMpyoLLIMe CpeacTaa
1.1.1 DO8AGO3 nog nopa [kanus nogug pacTBop ANA HAPY>XHOro
+ aTaHon] npumMmeHeHnsa 5%
1.1.2 DO8AX08 aTaHon aTaHon pacTBOp ANS HapyXHOro
npumMmeHeHus 70%

2 MepguuuHcKkne nsgenust

N HanmeHoBaHne MeaguLnHCKOro nagenmsa Kon-Bo, He meHee
21 BVHT MapneBbIn MeAULMHCKMI cTepunbHbIA (5 M x 10 cm) 2 W
2.2 JlerikonnacTblpb GakTepuungHbii (He meHee 1,9 cm x 7,2 cm) 3wt
2.3 CandeTka maprneBasi MEOULMHCKAs CTepurbHas 1yn.

(He meHee 16 cm x 14 cm, N 10)

MpumeyaHus:

1. Yknagka SKCTPeHHOW MpodunakTUKM napeHTeparnbHbIX WHMEKUMA ONS OKa3aHWs NepBUYHOM MEOMKO-CaHUTapHOM
NMOMOLLN, CKOPOA MEAMLMHCKOM MOMOLLK, CreLuann3vpoBaHHON MeOWLMHCKOA MOMOLLM W NanivaTMBHOW MeOMULMHCKOWN
NMOMOLLM MOANEXUT KOMMMEKTauumn nekapCTBEHHbIMW Npenapatamu, 3apeructpupoBaHHbiMM B Poccuiickon ®epepaunu, B
NEepBMYHOM YMaKOBKE WNM BO BTOPUYHOM (NOTPEOMTENbCKON) ynakoBke 6e3 M3bATMA UHCTPYKUMW MO  MPUMEHEHUIO
neKkapCcTBEHHOro npenapara.

2. Yknagka 9KCTPEHHOM MpOoMUNaKTUKN NapeHTepanbHbiX WH(EKUUn Ana oKasaHus NepBUYHON MeOMKO-CaHWUTapHOM
NOMOLLUM, CKOPOM MEOULIMHCKON MNOMOLUM, creumann3npoBaHHOn MeOULUMHCKOM MOMOLM M NanfMaTuBHON MeOULMHCKOM
NMOMOLLM MOANEXUT KOMMMEKTauum MeguunHCKUMN n3genusamm, 3apernctpupoBaHHbiMu B Poccuinckon egepauun.

3. Yknagka 3KCTpeHHOW NPOMUIaKTUKM NapeHTeparnbHbiX MHAEKUMA OAs OKa3aHUs MepBUMYHON MeOuKo-CaHUTapHOW
NOMOLLUM, CKOPOM MEOULMHCKON NOMOLUM, crneumann3npoBaHHONn MEAULUMHCKOMW MOMOLM M NanfMaTtuBHON MeOULMHCKON
noMoLLM pasMellaeTcss B yexne (KOHTenHepe) C MpouvHbIMKM 3aMkamu (cpukcatopamu). Martepuan M KOHCTPYKUUSA 4exna
(koHTelrHepa) [OoMmMKHbI 0becneynBaTb MHOTOKPATHYHO Ae3NHAEKUMIO.

4. MNo ncteveHnn CPOKOB rogHOCTU JNeKapCTBEeHHbIE npenapartbl, MeANUNHCKNUE n3nennd, npegyCcMoTpeHHble HacToALLnMHN
TpeGOBaHVIﬂMVI, nognexartr CnncaHnkw N YHUYTOXEHUO (yTI/IJ'IVI3aL|,I/IVI) B COOTBETCTBUU C D,el?lCTByFOLLLI/IM 3aKoHOA4aTernbCTBOM
Poccuiickon ¢e,£l,epaLl,I/|I/l. B Chny4ae Mncnorib3oBaHUA NeKapCTBEeHHbIX npenapartoB, MeOUUNHCKNX nagenun, npenycMoTpeHHbIX
HacToAwnmMun TpeGOBaHVIﬂMI/I, YKNnaaky 3KCTpeHHOIZ I'IpO(*)I/IJ'IaKTI/IKI/I napeHTeparbHbIX VIH(bGKLI,I/IVI Ana oKasaHuda I'IepBVNHOVI
Me,ElVIKO-CaHI/ITapHOVI NMOMOLLIN, CKOpOIZ MEANLNHCKOM NOMOLLM, CI'IeLI,I/IaJ'II/l3I/IpOBaHHOI7I MEANLMHCKON NOMOLLM U NanfmMaTuBHON
MEAMLMHCKON NOMOLLM HEOBX0ANMO MOMOSTHUTb.

5. He AonyckaeTca mcnosib3oBaHne MeanUUHCKUX n3genun, npegycMoTpeHHbIX HacToAnMN Tpe6OBaHWFIMVI, B cny4ae
HapyLweHNnA nx CtepuiibHOCTH.

6. He ponyckaetcss ucnonb3oBaHWe, B TOM 4MCMe MOBTOPHOE, NEKAPCTBEHHbIX MPEnapaToB, MEAULMHCKUX MW3OEnui,
NpeAyCMOTPEHHbIX HACTOSILLMMK TPpeBoBaHUAMU, 3arpsi3HEHHbBIX KPOBBLIO U (MN) ApYrMMM GUONOTUYECKUMM XKUAKOCTSMM.

ONEKTPOHHbIV TEKCT OOKYMEHTA
nogrotoBrneH AO "Kogekc" n ceepeH no:
OduumanbHbIN MHTEPHET-NOPTAN
npaBoBoOv MHdOpMaLnn
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