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BATCH CERTIFICATE

LINOKCAR® kpanini ouulinyuiyl, 0 35 %,

PRODUCT NAME:

PACKAGE SIZE AND TYPE:

STRENGTHIPGTENCY:

OKCa
Ciprofioxacin hydrochioride 3,6 ma/mt

v rl

. ~EpanesHIBLA «
-$ ml, «Drap-Tainer®»s, N1

CILOXAN® eyeloar drops 0,35 %

on-Telnep®r, Ngt-

g 3.5 mrfun

Y,

sa Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 880 27 11
Fax +32 3 800 27 17

PECCTPAMIVHE fIOCBINUEHHA Ne: - UAIB565101/01 MARS KON 741885

MARKETING AUTHORIZATION Ne: LUAfE666/01/01 'MARS CODE} 741888

HOMEP CEPi: vUaaas 'OB'€M CEPI, BWIYILEHGY 1NA YKPATHM: 240 ynakoook-

BATCH NUMBER; VU83G “BATCR VOLUME RELEASED FOR UKRAINE: 940 packs

TEPMIH NPUAATHOGTE: 047202 -OATA BUPOBHULTEA; 2510512093 OATA BUNYCKY CERI: - 29/08/2023
EXFIRY DATE: 04/2025 MANUFACTURING DATE:. '25/05/2023 BATCH RELEASE DATE: -29/08/2023
_HA3BA, ABPECA BUPDBHUKA: ANKOH-XYBPLOP, PIMKCEEr 14, 82870 NYYPC, BEfLMA

NAME, ADDRESS OF MANUFACTURER:" ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

E EH D& : 176 H
'MANUFACTURING AUTHORISATION NUMBER! 1
KOMEHTAPY; He Jacroconann
- COMMENTS: . Nat applicable
LT CMELMPHKALIS PE3Y/LTAT
SPECIFICATIONS RESULTS

1 [pojopictk [Ipo3opuid, He Binbiue eTancny | £8p. Gapm. Bignosigae
Clarity Clear, not more than RS | Eur, Ph. Pass
KonipHicth B89 - Y7 srigHo €ep. dapm. Bignosigae
Colour BS -Y7 Eur. Ph. Pass
laenTudikayin unnpotbnakcaumny (BE TIUX) NoantnpHo Bignoaigae
Ciprofloxacin identity (HPTLC) Positive Pass
laenTudikalia unnpodnakeaumny (BEPX) MMoantubBHO Bignopigae
Ciprofloxacin identity (HP1.C) Positive Pass
Kinbkicke syanauenna uvnpodnokcaunny (BEPX) 95 — 105 % sig aasanexoro pMmi U8.9%
Ciprofioxacin assay (HPLC) 99 - 105 % of dectared conlent 98.9%
MponykTi Aerpagauil LunpodNnokcaumnHy:

Ciprofioxacin degradation producls;
EQA He Binbie 0,3 % aig smi nnpodnokcaumH 0%

1 EDA Not more than 0,3 % of cyclosporin content 0%
Byab —AKWA OKpeMuil HeBKa3aHUA NPOAYKT Aerpanauii He Binsiue 0.2 % sig smic MNPOhNOKCALIMAHY 0.16%
Any single unspecified degradation product Not more than 0,2 % of cyclosporin content 0.16%
3arankHa kKinokicTs NPoAYKTiE aerpanauii He binblwe 0.5 % sig amicTy uynpodinokcatmmy 0.16%
Total degradation products Not more than 0,5 % of cyclosporin content 0.16%
laeHTudikavin Genzankonilo xnopuay (BEPX) fToanTuBHg Biunosinae
Benzalconium chloride identity (HPLC) Positive O PR
KinkkicHe auanavenHs Getsankorio xnopuay (BEPX) 30 — 110 % eig 3anBneHoro BMiCTY 27 ¥ ﬁ,g F O
Benzalconium chloride assay (HPLC) 90 - 110 % of declared content 47 # *_- e ) Sy
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il;% N O VA RT I S | sa Alcon-Couvraur ny

Rijksweg 14, 2870 Puurs, Belgium

CEPTUDIKAT CEPII ;]:'a'lep;;naa ¥32 389027 11
BATCH CERTIFICATE e i

HAJBA IPENAPATY: LINOXCAH® xpannl oviiliaywel, 0.35 %.

PRODUCT NAME: CILOXAN® eye/ear drops 0,35 %

POIMIP TA T¥IN YNAKOBKM: Mo & mn, dinakon-kpansnbhinug aflpon-TeAHen®n, Nod

PACKAGE SIZE ARD TYPE: 5 mi, uDrop-Tainer®n, Na1

CHRA NIFAKTUBHICT b3 Unnpo thnorcaunuy fapoxnopuay 3,6 Mrivn

STRENGTHI/IPOTENCY; Clproflexacin hydrochiorde 3,5 mg/md

PEECTPAWIAHE FOCAIMYEHHS Ne: UA/3665/01/01 MARS KON 741888

MARKETING AUTHORIZATION Na: UA/8565/01(01 MARS CODE: 744838

HOMEP CEFIT; VUBEG OB'€M CEPN, BUNYILEHOI NS YKPATHW: 940 ynakosok

BATCH NUMBER; VUSB3G 'BATCH VOLUME RELEASED FOR UKRAINE: 940 packs
. JEPMIH TPUBATHOCTI; 0412026 ‘AATA BUPOSHUUTBA; . 2610512023 - BATA BUNYCKY CEPIE: “28108/2023
EXPIRY DATE: 04i2026 . MANUFACTURING DATE: 25/05/2023 'BATCH RELEASE DATE: | 29/08/2023

HA3BA, ANPECA BUFOBHWKA; ANKOH-KYBPLOP, PIMXCBEF 14, B-2370 AYYPC, GENLIA

‘NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 FUURS, BELGIUM
' HOMEP NILEH3I BUPOBHUKA: L A7 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He aagyoconkn

COMMENTS: Not applicable

lnenchikallin auHaTpio eaetaty (BEPX) No3nTuaHO Bianosinae
Disodium edetat identity (HPLC) Positive Pass
KinskicHe BusHaueHns auHatpilo egetary (BEPX) 90 — 110 % Big 3asBNEeHOro aMiCTY 99.1%
Disodium edetat assay (HPLC) 90 — 110 % of declared content 99.1%
pH 4,0-50 4.6
OcMONANLHICTb 270 — 310 MOCMIKr 290 MOCM/KT
Osmolality 270 - 310 mQOsmtkg 290 mCsm/ikg
HaseHicTs Yacrok (paKkTu4Hg He MICTKTL 4acToK Bignosiaae
Pariicles Practically free from particles Fass
CrepunbHicts (€ap.®. 2.6.1) CrepunuHo CrepunsHo
Sterility (EU Ph. 2.8.1) Sterile Sterile

Lium A 3aBIPAI0, 1|0 BULIEBKAZAHE IH(MOPMALIA & TOYHOW Ta Aocrosiphoio. [laHa cepin npoaykry Byna eupoBnena, BXovalonu YRaKoBKY i
MapKkysaHHA Ta NPOBEAEHO KOHTPONb 11 AKGCT HAa BULIE3azHaAqeHINk supobHWUIA ainbrrul Y nosuil signosigHoCTi 3 BUMoramm HBI1,
BCTAHOBMIEHUMY MICLEBUM PErynsTOpHUM OPraHoM, a TakoX y BignosiaHocri ia chetdpiraLiiaMun, HaBeASHUMU B PEECTPaLIiHOMY Z0ChbeE..
_TpoTokonm eupoBHUUTEA, NakyeaHHs Ta ananisie . Bynu nepernsryTi Ta BCTAHOBNEHE BIANORIAHICTL BUMOram HBIT,
| hereby certify that the above information is authentic and accurate. This balch of product has been manufactured, Including packaging/labeling
and quatity controf al the above mentioned site in full compliance with the GMP requirements of the Jocal Regulatory Authority and with the
specifications in the Marketing Authorizalion. The batch processing, packaging and analysis records were reviewed and found fo be in
compliance with GMP.

Minnwne: fara:
-Signature:. Date: 29/08/2023

NpoMUcNoBii (bapmaiiesT, YHosHopaxeda ocoba: M. De Pauw

M. le May




