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CEPTUDUKAT AHAJTU3A
Certificate of analyses

Hairanue npenapata (PRODUCT NAME)
Ipoussonurens (Manufacturer)

Hara mpoussoxcrra (MANUFACTURING DATE)

Kon npoaykra (ITEM 1D)
Togen no (EXPIRE DATE

Koa erpanm (COUNTRY CODE)

HOMEP JUISI CCBLIKH (VO REFERENCE NUMBER)
KO MPONYKTA (PRODUCT CODE)

HOMEP CEPHH (BATCH NUMBER)

Onucanve (Appearance) .
Moznuanocts Geraxconona ruapoxnopuaa (ID Betaxolol HCI)

TMognuuntocrs Genzankonns xnoprna (ID Benzalkonium
chloride)

Hommunocrs auuatpus snetara (ID Disodiam Edetate)
ITpoapaunoets (Clarity)

IIsetHocts (Color)

pH

Mexarmeckne sxmouenus (Partuculate matter)
OcMonansHocTs (Osmolality)

Ponctsetbie npimeck (TTposykTs! fecTpykimu Getakconona)
(Related Impurities, Betaxolol Hydrocloride Degradation
Products):

HeausxnonponanmeTuabetakconon (DCMB)
(Descyclopropylmethyl Betaxolol)

JlroBoit epumrmasmit mpoaykr aectpykunu (Any Single
degradation Product)

Obuiee copep:canne nMpoaykTos gecrpyxkuny (Total
Degradation Products)

Beraxconon rugpoxnopua (Assay Betaxolol Hydrocloride)
Bensanxonus wiopun (Assay Benzalkonium chloride)

Hunarpua sperar (Assay Disodium Edetate)
Crepunbhocts (sterility)

Hasnexaemtiii obbeM (Fill volume)

Name/signature
BOACTBEHHb

K. VARRESEN
Industrial Pharmacist
05.12.2019

apMaue

Cmp.1m2

Beronrixe® wkanan raazasie 0,5% 5 ma
c.a. Ankon-Kyapep u.5.. Bensrug
19-06-2019 ’
743658
19-06-2022
RU
202082637
0319
19F19HB

:

CootpetctByet(pass)
CootercTByoT(pass)
CooTteetcTByeT(pass)

CooTsercTyeT(pass)
ITpospaunsiit (pass)
BecumeTnsiit (pass)

T2

Cootnerernyer(pass)
286 MOcm/kr (mOsm/kg)

0 % ot 3aspnennoro conepxanns (% of
betaxolol)

0 % ot sasanenHoro cofeprkanns (% of
betaxolol)

0 % ot sasmncnroro copepsxanus (% of
betaxolol)

98.1 % ot sasnnenHoro copepwamia (% of
label)

101.3 % ot 3aspnemioro copepxanns (% of
label)

99 % ot sasmienHoro cogepxarua (% of label)
Crepunenmtif (sterile)
5.385 mn (ml)
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Cr coeneabdéy
CEECMEYERNY xauedipy

18 12. 2019
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Fax +32 3 890 27 17

CEPTUGUKAT CEPYU

HauMmeHoOBaHKe

CTpana nocraBku

Ledcreyioulee sewecTao
lexapcTeeHHan ¢popma

¥nakoBka

Cepun

Konuuecreo

Mpounssogutens grapmaleBTHHECKOR
cyBCTaHLHK

fara npoussoacmaa

Cpok rogHocTH

HaumeroBaHue Npou3ROAUTENA BKNIOYAA
BbINYCKaIOWKH KOHTPONL KavyecTsa
GMP cepruchukar

PeaynbTar aHanusa

Mpumevanus

Beronmuk® kannn rnaansie 0,.5% Kog 743658

Poceus

BeTakconon ruapoxnopug, 5.6 mr/mn

Kannu rnasHeie

5 Mn BO GnakoKe-kanensHule «DropTainers
18F19HB

169990 yn.

CaHodu-Asentuc Joiunarg MabXx

Cwm ceptuchukaT aHanuaa
Cm cepTudmkaT avanuaa

* Ankon-Kyspep H.B. C.A. Rijksweg 14, 2870,

Puurs, Belgium
s PaspeweHue: 176
BE/GMP/2018/132

Cm cepTudukar aHanuaa

HIT IIN014741/01-241208 Wam.1-5
IIN014741/01

Ynakoska ¥ MapKMpoBKa COOTBETCTBYeT Tekywemy HI

Bbinun enone3oBaHb cnepylowue
Marepuansl

e Ynakoska népanqnaﬂ: 425011
«  Unetpykuva: 6486572
* ¥Ynakoska BTopudHas 43186/

HacrosmumM yrocTosepsato, 4To aEAas MHbOPMALKA NOMNKHHA H BEpHA.

HlanHaq cepus co3nana/ MPON3IBEAEHA, BXILOYAS YNIAKOBKY H KOHTPO/IS, HA BLILICYNOMAIYTOM MecTe NpoH3IBO/CTBA
B COOTBETCTBHM C npasinami GMP JIOKANEHOrO PEryNATOPHOTO OpraKa | crieuuduKaumel pernCTpAlHOHHOTO
YZOCTOREPEHHR HMNOpTHPYIOLeH cTpanbL. JlaHHas cepya cooTReTcTByeT Tpebosatnam craten 51 Epponetickoro

napaamMenTa 1 nupextuee Conera 2001/83/EC

Name/signature

MpoussoacTBetiKbi hapMauesT

Industrial pharmacist K. VERRESEN
05.12.2019
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