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Ceprudbikar sikocTi
Certificate of Quality

Opepiysady /Consignee: Bausch Health Poland

Ne npogykTy / Product n® 02961UA

Kpaina - supobruk /Country of manufacturer: Himeuuura / Germany
Mpopykr: Bigicik, rent ounni 0,2 % (10 ) Ty6a Net

Product: Vidisic®, Eye Gel 0,2 % {10 g] tube Ne1

Litoua pevosuxa /Active substance: kapBomep 2 wmr/r / carbomer 2 mg/g
Nikapcbka opma / Pharmaceutical form: rene ouHmit/ eye gel

Posmip i Tun nakysaHHs: no 10 ry Ty6i; no 1 Ty6i 8 KaPTOHHIA kKopobui
Volume and type of packaging: 10 g in tube; 1 tube in a carton box

Ne cepii / Batch n® 1124

O6’em cepii \ Batch size: 36130 ynakoeok /packages

Hara supoBruurea / Manufacturing date: 10.2024

[Hara saxinderHs Tepmidy npwaaTtHocTi / Date of expiration: 09.2027
Homep peescTpallifinoro noceiguerts / Registration certificate number: UA/8536/01/01

MokasHux/Meton KOHTPOMO Bumoru Feaynertartn

BUNPOOYBAHHA
Parameter/Control method  Specification Result of Testing
EMHICTL (BisyanebHWi ornsa) TyBa Polyfoll cknagaeTucr 3 Binnoeinae

Binoro kopnycy, Binoro
HakiHeuHuKa, BInoro Kopnadka,

Container Polyfoil tube consisting of white Complies
(visual inspection) tube body, white nozzle and white

can.
Onwec npo3opuit, BesdapeHni rent Bignosigae
(BisyanbHwui ornag)
Appearance clear, colourless gel Complies
Maca HanoBHeHHs =10.00r 10,14 r
{BArOBWIA KOHTPOIb)
Filling weight 210.00 g 10.14 g

weight controly
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Crop. 133 Vidisic® Eye Gel 0,2% [10 g] tube Ne1 Batch No.: 1124
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KonsopoBsicTs
(Epp.dapm. pilvya pepakuis 2.2.2)
Colour

(Ph. Eur. current ed., 2.2.2)

sabapenennii He Binblue

IHTEHCUBHO HDK DO3YNH NOPIBHAHHA

BY

not more intensely coloured than

MposopicTb
(Esp.Capm., girova pepakuist 2.2.1)

Clarity
(Ph. Eur. currented., 2.2.1)

Buanmi MexaHiuHi BKIIOUeHHSR

(Epp.Papm. gitova pepakuig

2.9.20)

Visible particulate contamination
(Ph. Eur. current ed,, 2.9.20)

He BinblUie onanecuenT

eTarnoHHa cycrneHsis i

not more opalescent than

_reference suspension(l
NPaKTVIHO BiNEHWA Bif BUOVMAX

HacToK

practically free from visible
particles

pH
(EBp.Qapm. Aioua pepakuis 2.2.3)
pH

(Ph. Eur. current ed,, 2.2.3)
B'sazkictb

(EBp.Qapm.pirova penaruis 2.2.10)
Viscosity

(Ph. Eur. currented., 2.2.10)
OcmonsanbRIiCTe

(€rp.Qapm., giroya pefakuis 2.2.35)
Osmolality

(Ph. Eur. currented., 2.2.35)

6.8-7.8

6.8-7.38

T T T P ——

4300 - 6800 mPa- s

B9

B9

) méi,cinoaiuae

Complies

Biahoamae

Complies

7.0

6314 mMa ¢

6314 mPas

225 - 275 mocmonb/kr

225 - 275 mosmol/kg

[Nokasnuk 3aroMneHHs
(Esp.dapm.,givoya penakuyis 2.2.6)
Refractive index

{Ph. Eur. current ed,, 2.2.6)

1,336 - 1.340 9.

1.336 - 1.340

238 MocMonL/Kr

238 mosmol/kg

1,339

1.339

MponyckauHs

(DoTomeTpis)

Transmittance
~{Photometry)

2 85%'“(an 425 Hm)

2 85 % (at 425 nm)

loerHTudikadlis:
kapbomep
{ocipaHKA)
identity:
Carbomer
_(Precipitation)
lpeHTndikayia:
Uerpimin (TLIX)
Identity:
Cetrimide
(TLC)

Page 2 of 3
Crop. 233

. Positive

NosurusHo

_Positive

MosuTreHO

Bipiclk, rens ounmi 0,2% (10r) TyGa Ne7
Vidisic® Eye Gel 0.2% [10 g} tube Net

97 %

97 %

Binnoeinae

Binnosipnae

Cepia HoMmep
Batch No.:

1124
1124



KinbkicHui axania: Lietpumig

(TuTpyBaHHR) 0.09-0.11 mr/r {80 - 110 %) 0,10 wmr/r
Assay:

Cetrimide 0.09 - 0.11 mg/g (90 - 110 %) 0.10 mg/g
CrepunbHICT CTEPUNBHUA Bianosigae
(Sep.Papm. giova pegaruis 2.6.1)

Sterility sterile Complies

{(Ph, Eur. current ed., 2.6.1)

Unn 8 nigreepipkyio, wio BullieBkasara indopmauis e | hereby certify that the above information is authentic

JOCTOBIPHOIO Ta TouHOK. Usi cepis npogyruil Byna and accurate. This batch of product has been
BUIOTORNEHA, BKIIOMHO 3 YNIAKOBKO / mapkysanHsm i manufactured, including packaging/labelling and
NPOBELABHO KOHTPONL 11 KOCTI Ha BULLe3rafaHux quality control at the above mentioned site(s) in full
AinsiHxkax, y noeHii signogigHocTi 3 Bumorasmun GMP compliance with the GMP requirements of the local
MICLIEBOTO PEryNATOPHOro oprany 7a Regulatory Authority and with the specifications in the
crieyvikaligamn B JO3BOMI Ha NPOAAX KpaTHN- Marketing Authorisation of the importing country or
iMriopTepa abo creumdikalil Toeapy ans product specification file for Investigational Medicinal
pocaimpryBanmx nikapceinx 3acobis. Nporokonn Products. The batch processing, packaging and
BUPOBHULTEE, YNaKoBKYK Ta axanisis Synu analysis records were reviewed and found to be in
nepernsxyTi | BCTaHOBNEHa BIANOBIAHICTE GMP.. compliance with GMP.

4.1, N0V, 2024 o
R HamR RS R Dr. Christian Kslin
[ata sunycky/ YnosHoeaxeHa ocobal
Date of Release Qualified Pearson
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Crop. 333 Vidisic® Eve Gel 0.2% [10 g] tube Ne Bateh Mo 1124



