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CEPTU®HUKAT AHAJIU3A
Katuonopm®, 10 ma

Homep MeToHKH aHAIH3a MAP002, pen. 03 Kon nponyxra 203
Homep ananusa 02/06/21-026 Homep cepun SX324
Jlata npon3eoacTRa 31/05/2021 jlana meTenBRiT EpoKs 05/2024
roqHOCTH
PE3YJBbTAT HOPMA

IHIOKA3ATEJ/Ib
Onucanune

pH

OcMOIANBEHOCTD

Cpeauuii pazMep Karuiu
MHaeke noauaMenepcHocTy
JIzeTa-noteninan

MHOron030BEIE KOHTEHHEPBI, HANIOJHEHHBIE
AKHIIKOCTBIO MOJIOYHO-0€/10r0 LiBeTa

MHOr0/1030BBIE KOHTEHHEPEI,
HAMOJHEHHbIE KHIAKOCTbIO
MOJIOYHO-0eJIoro 1BeTa

7.1 6.0-7.5
194 MOcm/kr 150-220 mOcm/kr
162 um 120-220 uMm
0.174 <0.220
20 mB > 15 mB

CTepH/IbHBIA (B COOTBETCTBHU C
rpeboBanuaMH 0b11eii

CTEPUJIBHOCTD Crepuneubiit* (bapmakoneiinoi crateu 2.6.1
IEHCTBYIOLIETO H3JIAHHA
Erponeiickoii ®apmakonen)
KOMMEHTAPHUH * AHANN3El, BRITIOJTHAEMEIC KOMMaHUAMH-CYONoApsaAYHKaMu
3AKJIIOYEHUE KOHTPOJILHOM JIABOPATOPUH
JlabopaHThbI 3asenyromuii 1abopaTopueii
COOTBETCTBYET . JlaGoparyap ®PAPMACTEP )
TPEEOBAHISIM Jara: 07/07/2021 dabpic MAHTETh Jlarta: 07/07/2021
HE COOTBETCTBYET Monnucs: Tloanucs/ KOHTPOJILHAS JIABOPATOPHA I m /
TPEBOBAHUSIM e COOTBETCTBYET TPEBOBAHMsIM [ OAMHCb: /HOMIHED
Jlaboparyap @PAPMACTEP
/Toanuce/
Marsio MAPP
Ornen obecneyeHHs KauecTea
dapmarnierT
23/07/2021
BAS0621/1/b Huoexe peoaryuu: 04 om 07.10.2020 Huuyuaner:
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CERTIFICATE OF ANALYSIS:
Cationorm® 10 ml

Analysis Method No. MAPQ0O2 rev03 Product code 203
Test No. 02/06/21-026 Batch No. SX324
Manufacturing 31/05/2021 Expiry 05/2024
RESULTS SPECIFICATIONS
CHARACTERS
A Multi-dose containers filled with a milky white  |Multi-dose containers filled
ERREIRHED liquid with a milky white liquid

Osmolality 194 mOsm/kg 150 to 220 mOsm/kg
Mean droplets size 162 nm 120 to 220 nm
Pdi 0.174 £0.220
Zeta potential 20 mV >15mV

Sterile (according to current
STERILITY Sterile* European Pharmacopeia

Chapter 2.6.1)
COMMENTS *Sub-contracted analysis

CONTROL LABORATORY DECISION

Laboratory technicians

Laboratory Manager
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Laborateires PHARMASTER.
tathieu MARRE
__Resp. Cp’ilra‘)le Qualité
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A 23te’H (o]
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