!y NOVARTIS

ALCON COUVREUR
RIJKSWEG 14, PUURS-SINT-AMANDS, 2870,
BELGIUM

Telephone +32 3 82027 11
Fax +32 3 890 27 17

CEPTUDIKAT CEPIi

BATCH CERTIFICATE

HA3BA [IPENAPATY: A3APTA® kpanni ouni

PRODUCT NAME: AZARGA® eye drops

PO3MIP TA TN YOAKOBKY: nosmny GITAKCHI-KPARENLHWULI; 110 1 SHAKOHY-KPAMENLHULI Y KOPOBUI 3 KAPTOHY
PACKAGE SIZE AND TYPE: 5 ML IN DROPPER CONTAINER, 1 DROPPER CONTAINER IN CARTON

CUNA OIAKTUBHICTE: ' Bpunaonamiay 10 mrimp, Tumonony 5 mrivn (y Burnsal TUMonony maneary)
STRENGTH/POTENCY! Brinzolamide 10 mg/mi, Timoclole 5 mg/ml {in timalole maleate form)

PEECTPALIAHE NQCBIAYEHHA Ne: UA/10400/01/01

MARS KOA: 741283

MARKETING AUTHORIZATION Ne: UAM(400/01/01 MARS CODE: 741283

HOMEP CEPIl; VJLEBA OF'€M CEPIl, BUNYILEHO! ANA YKPAHY: 91340 yniakoBok

BATCH NUMBER: VJL56A BATCH VOLUME RELEASED FOR UKRAINE: 91340 packs

TEPMIH (IPMBATHOCTI: 0712028 JOATA BUPOEHMLTBA; 29/08/2024 OATA BUTYCKY CEPIl:  18/10/2024

EXPIRY DATE: 07/2026 MANUFACTURING DATE: 2010872024 BATCH RELEASE 16140/2024

DATE:

HA3BA, ALIPECA BUPOBHHWKA: ALKOH KYBPLOP, PIAKCBEL 14, TIYYPC-CIHT-AMAHIC, 2870 BENLMA

NAME, ADDRESS OF MANUFACTURER: ALCON GOUVREUR, RIJKSWEG 14, PUURS-SINT-AMANDS, 2870, BELGIUM

HOMEP N|LEH3If BUPOBHUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPL: He zactocosno

COMMENTS: Not applicable

TECT CNEUWSUKALIA PEJYNBTAT
TESTS SPECIFICATIONS RESULTS

BostiwHil surnay (sisvarbyo}
Appearance (by visual insp.):
Konip Bin Gincro ao Matixe Giroro Bianosinag
Colour White to off-white Pass
OaHopinHicTL Onvopinna cycneHsis Bianoginae
Uniformity Uniform suspension Pass
laenTudiikatls bpuHacnaminy (BEPX) INoeautyeHo Bianopinae
Brinzolamide Identity (HPLC) Positive Pass
JaenTubikauia Epuraonaminy (TLLX) DosuTueHo Bignoginae
Brinzolamide identity (TLC) Posltive Pass
KinskicHe Buanayenra BpuHaonawiny (BEPX) 85 — 105 % Biz sansneHoro BMicTy 99.4%
Brinzolamide assay (HPLC) 95 — 105 % of daclared content 99,4%
Homiwkn BpuHacnzmisy (BEPX):
Impurilies of Brinzolamide (HPLC):
S-laomep Bpunaonaminy He Ginbiue 1,2 % pmicty bpuigonamiay 0%
S-isomer Brinzolamide Not more than 1,2 % of Brinzolamide content 1.0%
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Lec-amunbpuHaohamla He Binkwe 0,2 % smicty Gpunzcnaminy 0%
Des-elhyt brinzolamide Not more than 0,2 % of brinzolamide content 0%
InenTndikauls Tumonony{BEPX) [NoayTuexo Bianosinas
Timolole Identity (HPLC) Positive Pass
inenTudixauin Tumonony(TLUX) FlosuTyBHO Bianosinae
Timolole identity (TLC) Posilive Pass
KinukicHe suangyenna Tumonony (BEPX) 95 ~ 105 % pip sanBneHoro piicTy 96.8%
Timolole assay (HPLC) 95 — 105 % of declared content 96.8%
Homiwkw Tumonoiy (BEPX):
impurities of Timolole (HPLC):
T He Ginbite Q.2 % pla eMicTy TUMonony 0%
HMT Nat more than 0,2 % of timolele content 0%
MTO He Ginwwe 0,2 % sig sMicTy TUMORONY 0%
HMTO Not more than 0,2 % of limolole content 0%
isoTumonon He 6inblue 0.2 % »ig BMicTY TUMONoDy 0%
tsatimolole Not more than 0,2 % of timolole content 0%
Bynb-aka ina HeinenTudikgaara aomitika (BEPX} He Ginblue 0.3 % sl smicty TiMonony 0%
Any other unidentifled impurity (HPLG) Mot more than 0,3 % of timolole content 0%
Saranena kirycre somitiok (BEPX) He Gingtue 1,0 % bip emicty Tumonony 0%
Totat Impurities (HPLC) Net more than 1,0 % of timolole centent 0%
IpenTuchikartin BedaankoHiv Xnopuay (BEPX) [NoayTneHo Bigroninag
Benzalkonium Chloride identity (HPLC) Paositive Pass
Kinbkicke ewanayusting Boxagnkonio Xnopuay (BEPX} 80 — 110 % pig sansneHoro emicry 98.2%
Benzalkonium Chlorlde assay (HPLC) 90 ~ 110 % of declared content 98.2%
IngnTudikatia Aunarpilo Enerary (BEPX FtoanTrBHO Blanoninae
Di-Sodium Edetate Identity (HPLC) Positive Pass
Kinbkiche eustauenHs Auxatpio EgeTaty (BEPX) 90 -- 110 % ein asseneHoro eMicry 100.3%
Di-Sodium Edetate assay (HPLC) 90 -~ 110 % of declared content 100.3%
eH 8,777 7.1
OcmonansHicTs 260-330 MOcm/kr 29Z2mOcmixr
Osmolality 260-330 mOsmikg 292mOsmikg
BasuicTs 20 — 150 mllarg ZimMa-c
Viscosity 20 — 150 mPa-s 77mPass
PecycretgoraHicTh He BGinsute 15 cexynn 1
Resuspendabilty Not more than 15 seconds 53
Poamip uacrok;
Particle sjze:
He meHwe 95 % < 10 mim 93.9%
Nod less than 95 % < 10 ym 98.9%
He meHme 99,5 % < 25 mgm 100.0%
Not less than 99,5 % < 25 pm 100.0%
He meHiue 98 95 % < 50 mum 100.00%
Not less than 99,95 % < 50 pm 100.00%
He MeHiwe 100 % < 80 mkM 100%
Not less than 100 % <90 ym 100%
Crepuribhicts (€pp. . 2.6.1) CrepunbHg CTrepunbHe
Sterility (EU Ph, 2.6.1) Sterile Sterile
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Liwm 5 aaslpsio, wo Bruuyepkasaqa HopmaLis e Tourow Ta gocTosipHow. Java GEpIA NpoAYKTy Gyria BupoGneHa, BRIIOAIHH YITAROBKY
i MapkyaaHHs Ta NPOBEABHO KOHTPCND 1T sikocT) Ha BULe3aaHaYeHIT BupOBHWYIA ginbHUU} y norwii BINROBIANGCTI 3 BUMOFaMK HBT,
BCTAHOBNEHNMM MICLIGBUM PErYNATCPHUM OPFaHOM, 8 TAKOK Y BiAnOBiaHoCTI i3 cneuwdikaLinmm, HapeneHumm B pescTpauiiinomy Aoche,
TpoTarony BupoBHILTEA, NAKYBAKHS Ta aHanisie Byny nepernaHyTi Ta BCTAMOBNSHA BiANoBigHicTs BUMOram HB{.

i hereby certify that the above information is authentic and accurate. This batch of producl has been manufactured, including
packaging/labeling and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatary
Autharity and with the specifications in the Marketing Authorization. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP.

Oignvc: SR N Oara: 24/10/2024
Signature:@% éf"j){u o Date:

NpoMucnoenii dapmadest, YnosHosaxeHa ocoba; K Mefinapre
Industrial pharmacist, Qualified Person; K. Meynaerts
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