OAO «®apmcTannapr - Jlekcpenctsan
305022, Pocems, Kypex, yin.2-1 Arperarnas, a,1a/18

Jlupexrop no kauectsy: Ten/daxc (4712) 36-08-06, e-mail<nvkorneeva@pharmstd.ru>

Hauansuuk OKK: ten/paxe (4712) 36-08-90

HaumenosaHue npenapara no HA}
Homep cepum 240822

JAara npoussopcrea 31.08.2022

AHanu3bl/MCNbITaHWA NPOBEAEHb! B COOTBETCTBUM ¢ HA

lfopen go 09 25

©.0639/4

Ctp.1m33
Macnopt Ne 040000343511
HuTpocnpeit cnpeit NogbA3bIYHBIA A03MpoBaHHbIN, 0,4 Mr/po3a
Konnuyecrso npoayKuMK B cepum (1.ynak) 30,714

HA NCP-001698/07-130718, nam.Nel, nsm.Ne2

Aara HaumeHoBaHue
aHanusa nokasarenei

TpeGosanua HA

Pe3ynbTatbl aHanW30B/UCNbITaHUA

02.09.2022 OnwucaHne

BusyanbHbiin

MNpo3pauHan GecuBeTHan KUMAKOCTb, HaXOAALLAACA
BO GNAKOHE C MEXaHWMYECKMM A03MPYIOWMM
Hacocom. OnpeaeneHue NpoOBOAAT
HENOCPeACTBEHHO NOCAE BCKPLITUA $NaKoHa.

CootsertcTayer

NpospayHan GecuBeTHan MUAKOCTb,
HaxoAAWaAcA BO daaKoHe ¢
MEeXaHMYECKUM A03MPYIOLMM HAaCOCOM.

03.09.2022 NoanuHHoCTL

BIXX

Bpema yaepuu1BaH1MA OCHOBHOTO NWKa Ha
XPOMaTOrpamme MUCnbITYeMOro pacTsopa Ao/MKHO
COOTBETCTBOBATL BPEMEHM YAEPHUBAHUA
OCHOBHOTO NKKa Ha xpomatorpamme pactsopa CO
HWUTPOINMLEPHUHA.

CootsertcTeyer

Bpema yaepKMBaHWA OCHOBHOrO NMKa Ha
XPOMaTOrpaMmme UCNbITYEMoro

pacTBOpa COOTBETCTBYET BPEMEHM
YAEePHMBAHWUA OCHOBHOTO NUKa Ha
xpomartorpamme pacrsopa CO
HWUTPOrAMLEPUHA.

06.09.2022 MNogNMHHOCTL

TCX

OCHOBHOE NATHO Ha Xpomartorpamme
MCNbITYEMOTO PacTBOPa, NO NONOKEHNIO, AOMKHO
COOTBETCTBOBATb OCHOBHOMY NATHY Ha
xpomarorpamme pactsopa CO HMTpornuuepuHa

CootsercTByeT

OCHOBHOE NATHO Ha Xpomartorpamme
MCNbITYEMOrQ PacTBopa, N0 NONOHEHWUID,
COOTBETCTBYET OCHOBHOMY NATHY Ha
Xpomarorpamme pacrsopa CO
HUTPOrAMLUEPUHA

03.09.2022 KucnoTHOCTb

Bu3yanbHbIi
JomKHO NOABATLCA PO30BOE OKPALUMBAHKUE, He
ncyesalowee B Tederme 30 c.

CooTsetcTByeT
MNoAsnaeTca PO30BOE OKpawWKWBaHWe, He
ncqesalowee B TedeHne 30 c.

03.09.2022 NNOTHOCTD I Xil, metog 1 0,815 rfcm3
070,802 po 0,824 r/cm3
02.09.2022 KoHTponk 3a pabotoit 3a 04HO Ha)aTue BblA3eTCA 1 A03a npenaparta. CoorsetcTByeT

Hacoca

BbicBOGOMAEHME COAEPHMMOTO AOMKHO
NPOMCXOANTL TONBKO Yepes OTBEPCTUE HAacaaKM.

3a ogHO HaXKaTWe BbiAaeTcA 1 aosa
npenapara. BoiceobomaeHne
COAEPUMOro NPOMCXOAMT TONbKO Hepes
OTBEPCTUE HACAAKM.

02.09.2022 O6bem copepKMMoro He menee 10 mn 10,0 mn
dnakoHa
05.09.2022 | OpHOpPOAHOCTL MACCh re X 45-30%

[03bl

W3 ogHoro gnakoHa:
9/10 po3 — He Bonee t 25 % OT cpeaHei macchl

A03bl
1/10 po3 — He Gonee t 35 % OT CPeAHe Macchl
£03bl
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Crp. 2133
Nacnopt Ne 040000343511
HuTpocnpeii cnpei NOABA3bIYHbIA A03MPOBaHHbIA, 0,4
mr/po3a
Cepun: 240822
re X -4,3-25%
W3 pasHbix GNaKoHOB:
9/10 po3 — He Bonee 25 % OT cpeaHel macchl
B£03bl
1/10 po3 ~ He Gonee * 35 % OT cpeaHe macchl
A03bl
05.09.2022 Konwuuectso ao3s Bo [® Xll, metog 1 227
$nakoHe He meHee 200 o3
03.09.2022 PogcreeHHbie npUMeck BIMX He obHapyero
WMAeHTMdULMPOBaHHaA npumech B — He Gonee 0,5
%
BIXX He obHapyxeHo
WoeHTuduumpoBaHHas npumeck C — He Gonee 0,5
%
BIMX <=0,05%
NoeHTuduumposaHHan npumece D — He Gonee 0,5
%
BIMX 0,06 %
UaeHTuprumMpoBaHHan npumecs E — He Gonee 0,5
%
BIMX 0,09 %
EAMHMYHAA HEUMAEHTUDWULMPOBAHHAA NPUMECH — He
6onee 0,5 %
BIMKX 0,24 %
Cymma npumeceit — He Gonee 1,5 %
06.09.2022 Heopranuueckune TCX MeHee 1%
HUTPaThI He 6onee 1%
03,09.2022 KonnyectseHHoe BIXKX 98,4 %
onpegeneHwne Ot 80 go 120 % HUTPOrAMLEPHUHA B OAHOM Ao3e
07.09.2022 Mukpobuonoruueckan ' Xlll, Kateropwma 2 MeHee 100 KOE/mn
ymcToTa 0buwee yncno asapobHbix GaKTEPUt U APOHIKEBbIX
1 nnecHesbix rpubos (cymmapHo) - He Gonee 1072
KOE 8 1 mn
I Xl Kateropua 2 OrcyTcreyet
Ortcytcreue Staphylococcus aureus 8 1 mn
r® X, Kareropwma 2 OtcyTcTByeT
Otcyrcreue Pseudomonas aeruginosa 8 1 mn
re X111, Kateropwma 2 OTcyTcTBYeT
OTCYTCTBME 3HTEPODAKTEPHHA, YCTOMUMBDLIX K XENHM,
B1mn
02.09.2022 YnakoBka B cootsercTBum ¢ HA, /ICP-001698/07-130718 CoorsercTayer
Mo 10 mn (200 no3) 8o pAaKOHbLI U3
NOAMNPONUAEHA, CHABKEHHBIE MEXaHMYECKMMH Mo 10 mn (200 go3) 8O GNaKoHbl U3
[O3UPYIOWMMIA HAaCOCaMK, HaCaaKamm nonunponuneHa, cHabxeHHble
3alUMTHBIMM KONNaukamu. PNakoH BmecTe C MEXaHMYECKMMM A03UPYIOLLMMM
MHCTPYKLIMEN NO NPUMEHEHMWIO NOMELLAIOT B NAYKY HAaCcoCamMM, HacaAKamM W 3aLLMTHBIMMK
W3 KapToHa. KoNnaykamu. PnaxkoH BMecTe ¢
WMHCTPYKUWE NO NPUMEHEHUID
NOMELWLAIOT B Na4Ky M3 KapToHa. 108
nadex B ogHom Kopobe
02.09.2022 Mapkuposka B cooTsercTsum ¢ HA /ICP-001698/07-130718, CoorsercTayer

m3m.Nel
1) NepBU4HAA YNAKOBKa NEKAPCTBEHHOTO
npenapara.

Ha 3TMKETKE YKa3blBaloT HAMMEHOBaHWe
NPeANpPUATUA-NPOUIBOAWTENA, ET0 TOBAPHBIN 3HAK,
agApec n Ten/daKc, TOproBoe HaMMeHoBaHue
npenapara, MexayHapoaHoe HenaTeHToBaHHoe
HaMMEHOBaHUe, NeKapCTBEHHYIO Gopmy,
[03MPOBKY, KONMYECTBO Npenapara B
MWANMAMTPAX, YCAOBWA XpaHeHus, «Mpenapat
XpaHWTb B OPUrMHANBHOM YNAKOBKeY, «[IpUMEHATL
N0 Ha3HaYeHMIO Bpayan, «XPaHUTb B HEZOCTYNHOM
ANA feTelt mecten, PErMCTPaLUMOHHbIA HOMep,

1) NepBUYHAA YNAKOBKA NEKAPCTBEHHOMO
npenapara.

Ha 3TMKeTKe yKa3aHbl HAMMEHOBaHWE
NpPeanpUATUA-NPOU3BOAUTENA, €r0
TOBapHbIMA 3HaK, aApec v Ten/daxc,
TOProBoe HauMeHOoBaHKe npenapara,
MEXAyHapoaHOe HenaTeHTOBaHHOoe
HaWMeHOBaHwWe, NeKapcTBeHHan Gopma,
A03MPOBKa, KONWYECTBO Npenapara B
MWANUAUTPAX, YCNOBUA XPaHEHUS,
«Mpenapar XpaHWTb B OPUrMHANbHOM
ynakoske», «MPUMEHATL NO HAa3HA4YeHUI0




$.0639/4

Crp.3m33

Nacnopt Ne 040000343511
HuTtpocnpeit cnpeit NogbA3LIYHBIA A03MPOBaHHLINA, 0,4

mr/po3a

Cepua: 240822

HOMEP CeprK, CPOK roAHOCTK, ACNYCKaeTcA
HaHecenme dpapmakoaa.
2) Bropu4Han ynaxoska.

Ha nayke yKasbiBalOT HAaMMEHOBaHWe
NPegnpUATUA-NPOM3BOAMTENA, IO TOBAPHbIK 3HAK,
aapec v Ten/daxc, caiT, TOproBOe HAMMEHOBaHKe
npenapara, MexayHapogHoe HenaTeHToBaHHoe
HauMEHOBaHWe, NEeKapCTBEHHYIO dopmy,
[,03MPOBKY, KONMYECTBO Npenapara B
MWNNWAWUTPAX, MHGOPMaLMIO O cocTase «CocTas
Ha o0aHy Ao3y: HuTpornuuepuHa 4 % pacrsop B
atanone 95 % — 10 mr (B nepecyeTe Ha
HUTporaMuepuH) — 0,4 mr 3tanon 96% (cnupt
3TUNOBbLIA PEKTMOUKOBaHHLIM) = A0 40 Mr»,
«[IpPUMEHATL NO HA3HAYEHWIO Bpayay, «XpaHuTb B
HeAoCcTYNHOM Ana aetei mecten, «Mpenapat
XPaHWTb B OPUrMHaNbHOIM ynakoBke», «Cpeactso
ANA KYNMPOBaHWA K NPOPUNAKTHKM NPUCTYNOB
CTEHOKapAuK», KONUYECTBO A03, «Mepbi
NpefoCTOPOXHOCTH: CMOTPU MHCTPYKLMIO NO
NPUMEHEHMION, YCIOBUA XPAHEHWA, YCNIOBMA
OTNYCKa, PErCTPaLMOHHBIA HOMEP, HOMEP Cepuu,
CPOK roAHOCTH, WTPKMX-KOA, papmakoa,

JONONHUTENBHO MOTYT HAHOCUTLCA CpeacTBa
WMAEHTUOUKALMK ANA CUCTEMbI MOHUTOPUHIA
ABWMMEHWA NeKapCTBeHHbIX NpenapaTtos Ana
MEANLMHCKOTO NPUMEHEHHMA,

Bpaua», «XpaHWTb B HEAOCTYNHOM ANA
OETEe MecTe», PerucTpaUuMOoHHbIA
HOMEp, HOMEP CEPWUM, CPOK FOAHOCTH,
HaHeceH papmaKkoa.

2) Bropu4HanA ynakoBKa.

Ha nayke yKkasaHbl HaWMEHOBaHMe
npeAnpPUATHA-NPOMIBOAUTENA, IO
TOBapHbIi 3HaK, agpec 1 Ten/akc, canT,
TOProBOE HAMMEHOBaHWe Npenapara,
MEXAYHapOAHOe HEeNaTeHTOBaHHOe
HauMeHOBaHWE, NeKapCTBEHHaA Gopma,
[A03MPOBKA, KONMYECTBO Npenapara
MWANUAUTPaX, MHGOPMaLKA O cOCTaBe
«CocTas Ha ofHy A03y: HUTporauuepuHa
4 % pactBop B ataHone 95 % — 10 mr (8
nepecyeTe Ha HUTporanuepuH) — 0,4 mr
3raHon 96% (CNKpT 3TMAOBLIKA
peKTMduKoBaHHbIN) — 4o 40 mr»,
«MpUMEHATL NO Ha3HaYeHWIo Bpaya»,
«XpaHWTb B HEAOCTYNHOM ANA AeTel
mecten, «lpenapar XxpaHuTs B
OPWUIMHANBHOR ynakoske», «CpeacTso
ANA KYNMpPOBaHUA U NPOGUABKTUKKM
NPUCTYNOB CTEHOKAPAUKY, KONWYECTBO
A03, «Mepbl NPeaoCTOPOKHOCTH:
CMOTPU MHCTPYKUMIO NO NPUMEHEHKIO?,
YCNOBUWA XpaHEHWA, YCNOBMA OTNYCKa,
PErucTpaLMOHHbIA HOMEP, HOMEp Cepun,
CPOK roAHOCTK, WTPHX-KoA, dapmaroa,
,D,OI'IOI!HHTeﬂbHO HaHeceHbl cpeacTsa
MAEHTUOMKALMW ONA CUCTEMBI
MOHMWTOPMHIA ABUKEHMA NEKAPCTBEHHBIX
npenapaToB 4NA MEAWULMHCKOTO

NPUMEHEHWA.
02.09.2022 XpaHeHwe Baanu oT OrHA, Npu TemnepaType He Bbiwe 30°C CoorBeTcTByeT
02.09.2022 CpoK rogHoCcTH 3 ropa loper go 01.09.2025

3akniouenne OKK: NlekapcTBeHHbIf npenapaT HUTpocnpedi cnpeit nogbAsbiuHbINA 4O3MPOBaHHbIX, 0,4 Mr/ao3a cepua 240822
cootBerctayeT HA /ICP-001698/07-130718, nam.Nel, nam.Ne2
Beaywwmii cneyuanict (no
Ka4yecTBy rotosoro

npogyxTa):

MOANMHHMK 3NEKTPOHHOTO AOKYMEHT,

nogn1caHHoOro 3J1€KTDOHHOﬁ noanucer, XPaHUTCA B

cucteme IMMC apmcrasgapT

“HWA O CEPTUOUKATE 3N
Ceprudmrart: 03AFDIA30071AE24A24BABIF1E520040E8

Komy BblaaH: Kanvwesa Hagexaa EBreHbesHa
kﬂeﬁnamenen: ¢ 08.04.2022 no 08.04.2023

J

[ata BbiaauM 3aKNi04eHnA o kavectee 08.09.2022
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