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CEPTU®IKAT CEPIi Lot a2 0 27 1
BATCH CERTIFICATE

PRODUCT NAME: TCBRADEX®, eys drops

POIMIP TA TUN YIIAKOBKY; [i0.§ mn, dnaxon-rpanenuuiiiy «fipon-Teanen®s, Nel
'PACKAGE S1ZE AND TYPE: § ml, «Drop-Tatner®n, Nei

' IA IHICTh:; Tobpam 3,0 mrimn, sexc 0 mrf

‘STRENGTH/POTENGY; ' Tobramyctne 3,0 mg/ml, dexamathasone 1,0 mgimi

BECCTPALIAYE NQCBIAYEHHA Ne: LiAI2448101/01 MARS KOfL; - 742238

MARKETING AUTHORIZATION Na: 'UA/2448/01701 MARS CODE: 742238

MEP CERT: | ) SEPIL BUATYIHERGE B YA

BATCH NUMBER: VAME1A BATCH VOLUME RELEABED FOR UKRAIHE' 107440 packs

TEPMIH nPUNATHOC Y 0912026 - DATA BYPOBHWUUTEA; 0211042023 JAYA BUNVEKY CEP; 1419112023
EXPIRY DAYE: '09/2028 MANUFACTURING DATE: - 02M0f2023 BATCH RELEASE DATE: 14/1112023

HAIBA, AIPECA BUPOBHHKA:
NAME, ADDRESS OF MANUFACTURER:
EP HUEH3I BUPQBHUKA; 176 H
"MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI; He 3acTotonyo
'COMMENTS: Not appllcatile
1ECT | CREUWOUKALIS Eﬂmﬂ&_ RESULTS
TESTS SPECIFICATIONS
. E‘ gk _‘_ltp “taln .i“:iil.iht m
Appearence, colour; White fo off white suspension Pass
Mauin;
Identificalions:
[lexcaveragon (BEPX) | Rowrvang [pantusng
Dexamethasone (HPLG) ' Posilive Positive
Pexamsthasone(TLC) Fositiva . Posiive
oBpgi X Dosryens
Tnbramg_cina {HFLG}- Fosilive Posillva
oBp AL [lgauruano foautuaig
“Totramycine (TLGC) ) Pogltive _ Positive
~Benzalkonium Chloride: _ , Posliive Posilive
Disodium Edelats | Positive Posilive
KinuyicHe ausmavenia:
Assays;

g 4} 95 — 105 % i sananenory gnieTy 95%
Dexamelhasone {HPLL) 95 ~ 105 % of [abel clalm 9%
TofSpauiiiesy (BEEX) | | — 108 % aip 3assnenors awi 100.2%
Tobramycine { HPLC) 95 — 108 % of |abet clalm 100.2%
Benaankoniig xnopup {BEPX) | - flg an i | 100%
Benzalkonium Chlorids {HPLC) | 80~ 110 % ol labet efalm 100%

AT IEPX} 80 - 110 % nln sasapenorg smicry Bhic 4
Disodium Edetale {H_EL’E} . 80 — 110 % of laba} cfalm _ 7.5%
€1 a4l aexcamer
Degradalion produtis dexamethasona: e, W
AL-5202 AW He inbwe 0.2 % aig smicty gexcamarasony 0%
A% NMT 0.2 % of dexamethasone content 0%
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. CEP T”.¢IKAT CEP"‘ Telephone +32.3 860 2711

BATCH CERTIFICATE

AASBA B ABiY: [—— .
PRODUCT NAME: TOBRADEX®, eye drops

PACKAGE SizE AND TYPE:

5 M £
§ mi, «Drop-Talner®»s, Ne{

Fax +32 3 89O 27 17

Luna DAKTHBHICT: : M an
STRENGTHIPOTENCY: Tobramycine 3,0 mgimi, dexameathasone 1,0 mgimi
CYPALIANE HOCBIHYEHHS No: UA/2448101/04 MARS KON 742238
MARKETING AUTHORIZATION Na: UAI2448101/01 MARS CODE: 742233
HOMEE CEPIL; VAMB1A  OB'eM CEPIL, BUNYIIEHON ANK YKPATHM: 107446 vhaiioaox.
BATCH NUMBER: VAMBIA - BATCH VOLUME RELEASED FOR UKRAINE® 107440 packs
TEPMIH NPUAATHOCTL: 0813035 - ATA BUPOBHIKLITBA: 02/10/2023 ¥il YCKY CEPIIY 1411442023
EXPIRY DATE: 0972026 MANUFACTURING DATE: 021012023 "BATCH RELEASE DATE: 14111i2023
BA, ARPECA BUPQBHUKA; IKOH-KYBPLOF, PIMKCBEL 14, 8-2670 DYYPG.: .
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
OMEP MUEHY BHUKA: 476 M
MANUFACTURING AUTHORISATION NUMBER: 176 H
. KOMEHTAPI; ‘ He aacyocosjio’
COMMENTS: Not applicabla
534 - B CEMBTA 0 0%
_ NMT 0,2 % aof daxamethasone content ) 0%
. - - . 0%
NMT 9,2 % of dexamethasona confent 0%
AL-5447 g Ginethe 0.2 META30 0%
NMT 0,2 % of dexamethasone content 0%
AL-37812 ; 2% g 0%
NMT 0,2 % of dexamethascne conlent 0%
KK LERENT a ' L2, BMiC 0%
Any Unspecified Degracation Product NMT G,2 % of dexamethasene contant 0%
AranALHA KinbXicTb N B Asrpans g Slnbwe 1.0 % ein emlcTy gekcaveraa (%
Total Degradation Products NMT 1.0 % of daxamelhasone tonlent 0%
erpa BMILH : 31 Big B DOPAMILIMN) 0%
. Degradation Produet of Tobramyelne Nebramin NMT 1,2 % of lobramycing tontent 0%
| pn 50.60 55
CMONANGH 8 - 320 ; 302 MOcmier
| Osmaolality 280 < 320 mOsnvkg 302 mOsmikg
B'azxicry 16 mna- 13 mlaeg
Viseosity NMT 15 mPass 13 mPass
JMip ua ianosing ra Dapm. Biznosigge
Patticle size: Complies wiih raguirements of EU. Ph. Complies
' > 2§ 0 Yacrox
NMT 20 particles> 25 Hm C Partictes
5i actoy > 50 M 0 Yacvos
NMT 2 particles> 50 um 0 Particles
Yacreu placyTHi > XM 0 Yaerox
Particles absent > 80 im 0 Parlicles
BAN nDCUHTOBRHICTE (pac CoeHAYBaHICTL He Ginenss 15 ¢
Redisparsitability {resuspendabilily) NMT 158 5s
BPUILH g, 261 CCTOpUneHE HO
‘Slerility (EU Ph, 2,6,1) Starle Slerile
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d} N OVART I S ;;}2,::; ‘I{?;;;Zu;’::m, Belgium
CEPTU®DIKAT CEPIi e
BATCH CERTIFICATE

PRODUCT NAME: TOBRADEX®, eye drops
PQIMIP TA TH KOBYM:
PACKAGE SiZE AND TYPE:

CUNA gﬂmgmﬂujg Ib: Tobp:
STRENGTH/POTENCY: Tobramycine 3,0 mgiml, dexamethasone 1,0 mgimt

| | 1HEHHHA Na» - 10110 MARE KoA:- 742238
MARKETING AUTHORIZATION Na UAI2448/01/0% MARS CODE; 742238
'HOMEP CEPIl; YAMBIA . OB'EM CEPIL BUIVINEHOT ANA Yice Al - 107440 ynaxosox
'BAYTCH NUMBER: VAMB1A BATCH VOLUME RELEASED FOR UKRAINE: 107440 packs
YEPMIH APKMAATHOCT): 09/2025 BATA BUPOBHWIITBA: 02i10/2023 OATA BUTIYCKY CEpll; 14/1312023
EXPIRY DATE: 092026 MANUFACTURING DATE: 021072023 BATCH RELEASE DATE: 14/11/2023

NAME, ADDRESS OF MANUFACTURER:

| _ LGP, PIIKCBE
ALCON-COUVREUR,

2870 IYYPC. BE N
4, 8-2870 PUURS, BELGIUM

RIJKSWEG 1
HOMEP MLIEH3N BUPD ;) 376 H
MANUFACTURING AUTHORISATION NUMBER; 176 H
COMMENTS: Not applicable

Unmi- & 3asipsio, wjo BuUlljenkasaHa iHdopMaLiis & Tounoio Ta AocToB(pHoio. [laka cepia npoaykTy Gyra supobhena. skhioYaowi YNaKoBKy i
‘MapKYBaHHR T8  NPOAGAEHO KOHTPONb 1f AKOCTI Ha BULEIAIHAYEHIN BUDOBHMYIG AineHuUi y noexli signosigroct) 3 BUMoramu. HBM,
'BCTAHOBREHWMK MiCUSBUM PETYIIATOPHUM OpraHdoMm, & Takox y einnosigroct! is cneywdblkaiiamy, HapegeHUMY B paccTpaLiitHoMy aocbe.
[poYoKOM BUPOGHULITBA, NaKyBaHHS Ta aHaniis . 6 11 RePerNANYTI Ta BCTaHoBNEHa BifnoBiHicTs BrMaram HBIM, g
| hereby cerlify that the above informatlon is authentic and accurate. This batch of product has been manufactured, including packaging/labeling
and:quality control at the above mentioned site in ful compliance with the GMP requiremenis of the local Regulatory Autharity and with- the

specificalions in the Marketing Authorization. The batch processing, packaging and analysis fecords were reviewed and found to be in
compliance with GMP,

Mignnc;
Signature:

Date: 14/11/2023

K. Beppecen
K. Verresen
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