®.0639/4

Crp.im33

OAQ «®apuctanaapt - flexcpeacinan
305622, Pocenn. Kypex, yn.2-5 Arperarian, 2 1a/18
JlupexTop no kavecTey . revdanc (4712) 36-08-06, e-maii<nvhomesvaf@pharmstd ru>
Havanennx OKK. ren/axc (47§2) 36-08-90

Nacnopr Ne 18962/2020rM
Haumenosanue npenapara no HA HuTpoCnpei cnper noALA3LIMHLIA A03MPOBaHKLIA 0,4 mr/a03a
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Aara npowssopacrea 09 12 20 TogeH go 01 24

AHINK3ILI/MCNBITAHWA NPOBEAEMDI B COOTBETCTEMM ¢ H

HA NCP-001698/07-130718, u3m.Nel

fara Haumenosanue Tpebosauua H

aHanwsa nokasareneH

Pesynbrarst aManu3os/ucnbitakmi

12.12.2020 Onucanne Bu3yanoHbiit

Npo3pauman BECUBETHAR MKAKOCTD, HIXOARWAACA
B0 GNAKOHE T MEXIHWUMECKMM LOIMDYIOW MM
H3ICOCOM. OnpeneneHne NPOBOAAT

HENOCPERCTBEHHO NOCNE BCKPLITYA GNanoHa,

Cooraevcrayer

Npoapauran BECLBETHAR MUAKOCTD,
HAXOARWARCA BO QAIHOHE ¢
MEXaHMIECKUM NOIUDYIOUIMM HICOCOM.

15.12.2020 NognuHHocTs BIMX

Bpemn yaepmuBaHin OCHOBHOMO NuKa Ha
XPOMATOTPAMME MLNLITYEMOTO PACTBOPa SONMHO
COOTHETCTEORATH BPEMEHM YACDHHBAHKA
OCHOBHCIO NUKA HA XPOMATOrpamme pactsopa CO

Cooraercreyer

Bpema yaepMUBaHMUA OCHOBHOTO NUKA H3
XPOMATOTPAMME WCNBLITYEMOTO
PacTeOpa COOTBETCTAYET BDEMEHNA

OCHOBHOE NATHO H3 XPOMATOTPamMe
HMENBITYEMOrO PACTBOPS, NO NONOWEHUN, LONMHD
COOTBETCTBOBATH OCHOBHOMY NATHY Ha
Xpomatorpamme pacTeopa CO HuTpornuuepHKa

HUTPOTAWUEPUHS. YAEDMHUBEHWA OCHOBHOMD NUKA Ha
xpomarorpamme pacreopa CO
HUTROTNKUB DU MG,
15.12.2020 NoanuuHocTs JCX Coorsercreyer

OcHOBHOR NATHO HA XPOMATOrpaMmMme
WCNBITYEMOrO PAcTBOPa NO NONCHEHHID
COOTBETCYBYET OCHOBHOMY NATHY Ha
XpOMaTOrpamme pacreopa CO
HUTPOTAMUEPWHA

BrayanoHoii
LomxHO NOABKTLCA PO30BOE OKPIWMBAKKE, HE
Heugsaowee B revenne 30 ¢,

12.12.2020 KucnorHocTs

Coorsercrayer
NOABARETCA PO30BOE OKPALLMBAHHE, HE
wucuesawulee B revenue 30 c.

TONBKO YEPE3 OTEEPCTHE HECALKK

mA
12.12.2020 NnotHocTs F@ Xill, meton 1 0,813 rfcm3
010,802 ac 0,824 r/cm3
12.12.2020 Kourpons 33 paborton 33 0AHO HamaTre BHINIETCA 1 4033 npenapara. Cooreercreyer
Hacoca BolaeneHne COAePMUMOro JO/MKHO NPOUCXOAMTL 33 0AHO HamaTKe B AAeTCR 1 ao3a

npenapata. BolAenenne COAepMUMOro
NPOUCXOAUT TONBLKO YEPE3 OTBEePCTHE
HACAAKH.

12.12.2020 Dfvem conepmnmoro He menee 10 mn

dnakomna

10,0 mn

12.12.2020 OL4HOPOAHDCTE MBCCHI o X

A03b 3 oanoro $pnaxoma:

/10 no3 - He Bonee t 25 % OY cpeaHeRr MacCol
n03b

1/10 no3 - He Bonee + 35 % o cpeaHen Maccto
AC3b

@ Xtil

W3 pasHsix prakoHcs:

S/10 no3 - we Gonee ¢ 25 % or CpeaHen macce
A£03b:

1/10 po3 - we Bonee £ 35 % Or cpeaHen maccel
L03bl

6,4-4,6%

4,2-32%

12.12.2020 Kanwuecrso 403 80 r'® Xifl, merog i
dnawoHe we menee 200 Ao3

221

16.12.2020 POACTBEHKBIE NPUMECH BIWX
HpentuduumposarHan npumecs B — we Gonee 0,5

Orcyrcrayer
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%
BIMX Orcyrcrayer
WaextuduumposanHan apumecs C - ne Gopee 0,5
%
B3XX OTcyrerayer
Ynenruduurposannas npumecs D - we Gonee 0.5
%
BIMX 0,10%
YRENTMOHUMPOBANHARA NpHMECD E = we Gonee 0,5
%
BIMX 0,10%
Eaurnumnan HEMABHTHGMUMDOBAMHEA npumecs - ne
Gonee 0,5 %
BIMX 0,20 %
CYMMa npumeceii — we Gonee 1,5 %
15.12.2020 Heopranwuecuue TCX Menee 1 %
HUTDATLI He Gonee 1%
15.12.2020 Konuuecteennoe BIKX 93,6 %
onpeaeneHue O7 80 40 120 % mnTporauuepuna s OOMOR AD3e
16.12.2020 Muxpobuonoruueckan F® XHI, Kareropwa 2 Menee 100 KOE/r
4MCTOTa O6usee 4MCno 33pobHbix Baktepuii u APOMOKEBbIX
W naecHesoix rpnbos (Cymmapro) - we Gonee 1042
KOE 8 1 mn
F® Xil, Kareropua 2 Orcyrcrayer
OtcyreTeue Staphylococcus aureus s 1 mn
F® Xill, Kareropua 2 Orcyrcrayer
Ovcyrcrame Pseudomonas aeruginosa s 1 mn
F® Xill, Kareropun 2 Oreyrerayer
OTcyTcrene anTepoBakTepui, yeroimsbix K wenauu,
81mn
12.12.2020 Ynaxoska B cooTeercremn ¢ HA ICP-001658/07-130718 Coorsercrayer
Mo 10 ma (200 a03) 80 dnaxomHs: U3 Mo 10 ma (200 o3) 80 Granoms: 13
NOAMNPONUARHS, CHABMEHHBLIE MEXIHKYBCKUMMU NONMNDONKWNEHA, CHabmenH we
AOMDYIOWIMMM HICOCIMM, HICAAKIMMH H MEXTHURCHHMM AO3IUDYIOWHAMK
33WMTHLIMKU KORNBYKaMKM. NAKOH BMECTE ¢ HACOCAMM, HACAAKAMM M 33WUTHBIMK
HHCTDYHUMER NO NDUMEHEHMIO NOMEWAOT 8 navxy KONN3ukamu. Pnakox smecTe ¢
3 KAPTOMA. HMHCTRYKUMEH NO NpUMEHEHMO
NOMELIAIOT 8 nasny »3 KapToMa. 108
NAYeK 8 0AHOM Kopobe.
12.12.2020 Mapumuposxa 8 cooTeercremu ¢ HA NICP-001698/07-130718, Cooreercrayer

uam.Nel

1} NepBuvHan ynakoska NEKAPCTBEHMOrD
npenapara.

Ha 3TuKeTKE YRA3LIBIIOY HAMMERO33rHKe
NPEANPHATHA-NPOM3BOANTENA, r0 TOBAPHDIN 3HBK,
3APEC W TEN/DAKC, TOPTOBOE HIUMEHOBIHME
NPENapaTa, MEMAYHIPOAHOE HENATEHTOBAKHOE
HIUMEHOBAHME, NEKAPCTBEHHYIO dopmy,
AO3MPOBKY, KONWYELTSO Npenapata o
MUARMAWTDAX, YCNOBWA XPAHeHUA, «Npenapar
XPakUTL B OPHIHHANLHOM yRaxosKes, «MpumensTs
N0 HAIHAYEHMIO BPa4a», «XPAHMTL B HEAOCTYNHOM
ANA AETER MECTEN, PErMCTDAUNOHHDIR HOmEp,
HOMED CePHM, CPOK rOAROCTH.

2} Bropmuunas ynaxkosxa.

Ha nauke yKaIbiBsaT HaumMeHoBaHue
PEANDUATUR-NDOU3IBOAMTENR, €70 TOBAPHKIN IHBK,
aapec v ren/daxc, CanT, Toprosoe HAUMEHOBAHMKE
NPenapara, Mmemay+apeaHOe HENATEHTORIHHOE
HAVMEHOBAHNE, NEK3PCTaEHHYIO GopMY,
AO3UPOBKY, KONWHECTBO NPenapara 8
MUANKAWTD3X, rHbOPMAUMIO O cocTage «CocTas
Ha 0AHY A03y: HutpornwuepuHa 4 % pacteop 8
3rakone 95 % — 10 mr {8 nepecuere wa

1) Nepeusmas ynaroaxa NIEKANCTBEHHOID
npenapara.

Ha atuxeTre yrazamnt Havmewnosamme
NPEANPUATUR-NPOMIBOAKTENR, 870
TOB3PHbiA 3HaK, 3APEC U Ten/dakc,
TOProBoe HANMEHOBaHME npenapara,
MEMAYHIDOAHOE HENATEHTOBAHHOR
HIUMEHOBAHME, NeRAPCTBCHHAR dopma,
A03NPOBKA, KONMUECTBO NpEnapata s
MUANUARTPEX, YCNOBHA XDAHEHUA,
#TIPENAPAT XDAHUTL B DPMIMHANBHORN
YNaKosues, «MpuMeHsT N0 HAIHAYLHMIO
Bpauan, «XpaHuTL B HEADCTYIHOM ANA
AETEH MECTE R, POrHCTDALMOHHBIH
HOMED, HOMED CEPHM, CPOK rOAMOCTH

2} BTopuuHasn ynakoexa,

Ha Nauke ynasaMol HanMEeHOBaNue
NPEANPUSTUR-NPOMIBOAMTENA, er0
TOBAPHLIA 3HAK, 3APEC M Ten/anc, cair,
TOProBoe HauMEHOB3HMUE Npenapara,
MEMAYHIPOAHOE HENATEHTOBAKMOR
HIUMEHOBAHME, NenapcTaeknan dopma,
AO3KPOBKA, KONMNECTBO Npenapara s
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HUTpOrAMUepwH) - 0,4 mr 3tanon 96% (cnupr
3TUNCEDBIN PEKTHOUKOBANHLIA) — A0 40 mrw,
«FIDUMEHATE NO HA3HAYEHMIO BPAUY, «XPIHUTS B
HEAOCTYNHOM 4018 [ETER mecTe s, «fipenapar
XPIHWTL B OPMruHansHOR ynaxkoske», «CpeacTso
ANA KYNMPOBAHHA U NPOPHNBHTUKK NPHCTYNOB
CTeHOKARANK S, KONWYECTBO A03, «Mepb:
NPeAOCTOPOMHOCTI: CMOTPM MHCTPYKLMIO NO
NPUMEHEHUION, YCIOBUR XPAHEHMA, YCNOBHA
QTAYCK3, PErUCTDAUKOHMbIN HOMED, HOMED CepHM,
Cpox roaHoCTy, WTpKHx-koa, dapmaxon,
AONONHUTEALHO MOTYT HAHOCHTBCA CPERcTBa
HABHTUDNHALUMK 4NR CHCTEMBI MOHUTOPUHIA
ABNMEHKA NEKAPCTBEHHBIX NIPETAPATOS ANA
MEANUMHIKOTO NPUMBHEHHR.

MUANMNUTDAX, UHDOPMALMIO O COCTaBe
«COCTas Ha oaHy fo3y: Hutpornuue pmna
4 % pacraop 8 aranone 95 % - 10 mr (8
NEPECHETE HA WUTPOIAMUEDUH] ~ 0.4 mr
ITaHoN 96% (CNUPT ITHAOBBIA
PEKTUOHKOBIHHLIR) — A0 40 mra,
«(IPUMEHATD NO HAIHAUBHAK Bpayvar,
«XPAHNTL B HEAOCTYNHOM ANR GeTei
mecres, «flpenapar xpanurs 8
OpWUrMHansHoA ynakosxes, «CpeacTso
ONA KYNMPOBAKKA 1 NpOdUNaKTUKK
NPUCTYNOB CTEHOKADAWM », KORHYECTBO
A03, «Mepbi NPeaoCTOPOMHECTH:
CMOTPH WHCTPYKUMIO NO NPUMEHEHUION,
YCNOBMA XDIHEHMR, YCAOBHA OTNYCKA,
PErUCTDAUNOKHBIE HOMED, HOMED CEpuM,
CPOK roanoCTH, WTPHX-KOA, GAPMAKOA,
AononrutensHo HaneceHsi CpeacTsa
HAEHTHGMKAUMK ANR CHETEMBI
MOHHTOPHHTE BMEHMA TEKAPCTBENHDIX
NPEeNapaTos AAA MeAXUMHCKOrO

NPUMEHEMMA,
12.12.2020 Xpaneuue Baanu or orvA, npu Temneparype He Boiwe 30 °C Cootaercrayer
12.12.2020 CpoK ropHoCTv 3 rona fopew o 01 24

3aumouenne OKK: flekapcreenHbii NPENapar HUTPOCPeA Cnpel NOAbAIbMHDEN AO3upoBaHKbIA 0,4 Mr/n03a cepuna 401220

coorsercrayer HA NCP-001698/07-130718, wam.Ne1l
Hauanenux otaena:

r MNORNMHHUK INEKTPORHOTD AOKYMEHTS,
NOANUCAHHOTO INEKTPOHHOK NOANUCBIO, XPAHKTCA 8
cucreme NNMMC Qapmcrangapr

Hin [ W/

Ceprudwmrar: 00d7b542671e000bbBeal 1f6¢f8M6cala
Komy BbiaaH: NsiceHko Exarepuna AnexcanaposHa
Lﬂeﬁn‘snmneu: < 28.07.2020 no 28.07.2021
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