JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KMIBCBKIN OBJIACTI

nipos. Ceitngsol Hapil, 3, M. Kuis, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Mpo SIKiCTH BEe3eHOT0 B YKpainy Jikapcbkoro 3acofy

05.03.2025 Ne 8863/25/10

IYOTPAB®

(HaiiMenyBauHA NiKAPCLKOFO 3acoBy 3rigHO 3 peecTpalliitHiM NOCB MHeHHIM),
Kkpamii ouni o 2,5 mun y aaxoni-kpaneapnnni; mo 1 durakony-kpaneasauui B npomizkmiii
YHAKOBILi, L0 BRAAJACTLCSH B KOPOOKY 3 KAPTOHY

(dopma BHRYCKY, A03YBAHEA, B NAKYBAHNA ikapcekoro 3acoby)

Homep peectpaniitnoro nocsiguenns UA/6292/01/01 crpok aii peectpanitinoro noceiguenns 01.01.2099

Cepis aikapcokoro 3acoby Ne VEL91S Kinskicts BBe3enoro nikapesxoro sacoby 300
BupoBuux Ankor Kyeprop, Benbris
(nafiMeHyBaHHA BHPOOHUKA Nikapcsroro 3acofy, Kpaima noxomxents)
Bseseno B Yxpainy CninbHe ykpaiHchKO-eCTOHCEKE MiAnpueMeTBo y hopMmi ToBapucTBa
3 o0mexeno10 BignoBizansuicrio "Ourima-®apm, JTI", inenr. KOI:
21642228

{maitmenyBauns Ta kop 3a €APTIOY ropuauurol ocoGu abo npiasuine, iM'a, no GaTRKOBL BisHunoi
ocofit - migupuemis, if Miclie MPOMKHBAHEA T2 peccTpauiituil novep obnikoBoT KAPTKH TLIATHHEA
nonarkis abo cépis Ta HoMep macropTa)

Ilporoxon Bisyaasnoro rourpommo six 28.02.2025 Ne 0575/10.

3a  pesyasTaTAMH JACDHKABHOLO KONTPONK BCTAHOBAEHO, MO Jikapchkuil 3aci6 BeeseHo B VYrpainy 3

AOTPHMAHHESIM sHMOT 3aKOHOZABCTEA [HOAO 3ale3neyenHs AkocT] Tikapehrux 3acobis.

Onesra EPLOMEHKO

(nifniic) (iniiinage . npisonigE)

apaty: '_fmrr?o_nm)




U NOVARTIS

&8 Alcon-Couvreur nv

Ritksweg 14, 2870 Puurs, Belgium

CEPTUDIKAT CEPI}' Telsphone +32 3 890 27 14
— Fax +32 3 890 27 17
BATCH CERTIFICATE

HA3BA [IPETIAPATY: OYOTPAB® gpanni ouni
PRODUCT NAME: DUOTRAV® eye drops
PO3MIP TA TUN YTIAKOBKW: Ito 2,5 mn. dhnakou-spanernsHmuun, Nl
PACKAGE SIZE AND TYPE: 2,5 mi, drop-tainer, Ne1
CHURA ANAKTUBHICTL: TpascnpocT 40 MkrimMn, THMonon 5 Mrfmn
STRENGTH/POTENCY: Travoprost 40 pgimd, timolole 5 mg/mi
PEECTPALIVHE NOCBIAYEHHS Ne: UAI6232/01/01 MARS KOn; 741517
MARKETING AUTHORIZATION Ne: UA/6292/01/01 MARS CODE: 741517
HOMEP GEPH: VEL91S OR'EM GEPI, BUNYWEHO! ANA YKPAIHM: 8350 ynaxoBox
BATCH NUMBER: VEL91S BATCH VOLUME RELEASED FOR UKRAINE: 8350 packs
TEPMIH NPUOATHQCTL: 02/2026 BATA BUPOEHULITBA: 0710312024 BATA BATYCKY CEPIl: 1710512024
EXPIRY DATE: 02/2026 MANUFACTURING DATE: 07/03/2024 BATCH RELEASE DATE: 17/05/2024
HA3BA, ANPECA BUPOBHWUKA: ANKOH-KYBPLOP, PIAKCBEL 14, B-2870 NYYPC, BENLIA
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP FHUEH3N BUPOBHNKA: 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI: He sacTocosHo
COMMENTS: Not applicable

JTECT CNEUUDGUKALIR PE3YNLTAT

TESTS SPECIFICATIONS RESULTS
SOBHitUHIR BUTAL DOIYMHY:
Appearance of solution:
Konip Beskonipnuit Ao calTno-xoBiore (B9-Y3) Bignosjnze
Colour Coloriess fo light yellow (B9-Y3) Pass
DposopicTe He Ginvie eTanony 1 (€ap.dapm.) Bignogigae
Clarity NMT RS 1 (Eur. Ph} Pasgs
YacTiuv MpakTM4yHO He MICTUTL YaCTOK Bianosinae
Particles Practically free of particles Pass
lnetitudikauin Tpasonpocty (BEPX) MNosuTnaHo Bignosinae
Travoprost identity (HPLC) Positive Pass
inenTvdbixauia Tpasonpocty (TIUX} [oavTyaHO Binnosinae
Travoprost identity {TLC) Positive Pass
Kinbkiche sranavernn Tpasonpocty 95-105% sin 3anBneHOro BMICTY 99%
(BEPX) 95-105% of declared content 99%
Travoprost assay (HPL.C)
OponykTi posnagy TpaBonpocTy;
Degradation products of {ravoprost:
AL-5848 Meswe 1,0 % Big 3a88NeHOr0 BMICTY TDABORPOCTY 0%
AL-5848 Less than 1,0 % of travoprost declared content 0%
Al-12419 He 6inblue 3.5 % Bip 3asBNeHOro BMIGTY TRABONPOCTY 2.7%
AlL-12419 Not more than 3,5 % of travoprost declared content 2.7%
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U NOVARTIS

CEPTUDIKAT CEPII

sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belglum

BATCH CERTIFICATE

HA3BA NPENAPATY:

BYOTPAB® xpanni oyHi

PRODUCT NAME:

PO3MIP TA TUIT YNIAKOBKN: 0025

DUOQTRAV® eye drops

M, dinakoH-gpanensHuun, Nei

PACKAGE SIZE AND TYPE; 2,5ml,

CHNA AAKTUBHICT b

drop-tainer, Ne1

Tpasconpect 40 MkriMn, THMonon 5 mrimn

STRENGTH/POTENCY: Travoprost 40 pg/mb, timolole 5 mg/ml
PEECTPALIAHE NOCBIAMERHA No; UAJG292/01/01 MARS KOM: 741817
MARKETING AUTHORIZATION Ne; UAI6292/01/01 MARS CODE: 741517

Telephone +32 3 880 27 11
Fax +32 3 890 27 17

HOMEP CEPIi: VEL91S OB’€M CEPII, BUNYLEHO! ANS YKPATHU: 8350 ynakoBoK

BATCH NUMBER: VEL91S BATCH VOLUME RELEASED FOR UKRAINE: 8350 packs

IEPMIH PWHATHOCT: 022028 OATA BUPOBHWUTBA: 07/03/2024 DATA BUNYCKY CEPIi: 4700512024
EXPIRY DATE: 02/2026 MANUFACTURING DATE: 0710372024 BATCH RELEASE DATE:  17/0512024
HA3BA, AOPECA BUPOBHWKA: ANKOH-KYBPLOP, PIAKCBEL 14, B-2870 NYYPC, BENLIIA

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

HOMEP NIUEH3I BUPOBHWKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAP!: He 3acTocoBHo

COMMENTS: Not applicable

AlL-12535 Menwe 1,0 % sln sassneHoro BMIiCTY TRPABOODOCTY 0%
AL-12535 Less than 1,0 % of travoprost declared content 0%
3arancHa kinbKicTb NPOAYXTIE poanaay He Binsule 3,5 % Bin 3asi8NeHOro0 BMICTY TRABONDOCTY 2.7%
TRaBEONROCTY Not more than 3,5 % of travoprost declared content 2.7%
Total degradation products of travoprost

lnenTudpikatlia Tumonony (BEPX) Foautuexo Bianosinae
Timolole identity (HPLC) Positive Pass
laeHTudikadlis Tumonony (TUEX) FloantueHo Bignosigae
Timolole identity (TLC) Positive Pass
KinpgicHe suanaqenna Tumonony (BEPX) 95 — 105 % sin sanBrieHoOro amicTy 97%
Timolote assay (MPLC) 95 — 105 % of declared content 97%
NpogvkTy poanagy TUMONonyY:

Timolole degradation products:

MT He Ginnwe 0,2 % sin 3ansneHoro sMicTy TUMOnQny 0%
HMT Not mare than 0,2 % of timolole declared content 0%
™MTO He Binbtite 0,2 % Bif 389BM1EHOrO BMICTY TUMONONY 0%
HMTO Not more than 0,2 % of timolole declared content 0%
Isotumonon He Sintue 0,2 % Bif 3a88NeHOTC BMICTY TUMQIONY 0%
Isctimoiole Not more than 0,2 % of timolole declared content 0%

By b agui 0gUHWYHUR HecneLmdidHuA He Binbwe 0,2 % gig daneneHoro sMicTy TUMONONY 0%
ORCAYKT poanagy Not more than 0,2 % of timolole declared content 0%
Any other single unspecified degradation

product
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L’,} N OVA RT I S sa Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgium
CEPTU®DIKAT CEPII Tolophons 323 80027 11
BATCH CERTIFICATE

HA3BA NPENAPATY: OYOTPAB® kpanni ouMi

PRODUCT NAME: DUOTRAV® eyo drops

PO3IMIP TA TUN YNAKOBKW: No 2,5 Mi, thRagoH-kpanpnLHmuya, Nai

PACKAGE SIZE AND TYPE: 2,5 ml, drop-tainor, Nei

CUIA AlTAKTUBHICTh: Tpasonpoct 40 Mrr/Mn, Timonon 5 Mrimn

STRENGTH/IPQTENCY: Travoprost 40 pafml, timolole 5 mgfmi

PEECTPAUIMHE NOCBIAYEHHSA Na: UA/G292{04/01 MARS KOLi: 741517

MARKETING AUTHORIZATION Ne; UA/6292/01/01 MARS CODE: 741517

HOMEP CEPII: VEL91S OR'€M CEPI, BUNYUIEHO! BN YKPAIHM: 8350 ynaxkonok

BATCH NUMBER: VEL91S BATCH VOLUME RELEASED FOR UKRAINE: 8350 packs

TEPMIH NPUOATHOCT!: 0212026 OATA BUPOBHUIITBA: 07/03/2024 DATA BUNYCKY CEPHi: 17108/2024
EXPIRY DATE: 02/2026 MANUFACTURING DATE: 07103/2024 BATCH RELEASE DATE: 17/05/2024
HA3BA, ANPECA BAPOBHWKA: ANKOH-KYBPLOP, PIMKCBER 14, B-2870 NYYPC, BENLIIA

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

HOMEP NILEH3I BUPOBHWKA: 176

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI:; He sacyoconno

COMMENTS: Not applicahle

3aranbha KinsKiCTh NPCAYKTIE po3nagy He Ginowe 0,5 % Bif 3as8neHoro BMICTY TUMONIONY 0%
TUMOnony Not more than 0,5 % of timolole declared content 0%

Total Timolol degardation praducts

Heae'saai pomitlkn:
Unrelated impurities:

Cronyxa S He 6inbwe 1 ppm O ppm
Compound 8 Not more than 1 ppm 0 ppm
Cnonyka U He Binslwe 1 ppm O ppm
Compound U Not more than 1 ppm ¢ ppm
Cnonyka T He 6inbtug 1 ppm 0 ppm
Compound T Not more than 1 ppm 0 ppm
Cnenyia X He Binkiue 1 ppm 0 ppm
Compound X Not more than 1 ppm 0 ppm

Hecneuwditni gomitukuy:
Unspecified impurities:

Bynb-sika oawHMeHA Hecneuuditng He Ginbwe 0.75 ppm 0 ppm
AoMiLLIKa Not more than 0,75 ppm 0 ppm
Any single unspacified impurity

3arankHa KinsxicTe HecneuwdivHrx He 6inbwe 1.5 ppm 0 ppm
AOMILLIOK Not more than 1, 5 ppm 0 ppm
Tolal unspecified impurities

InenTrdixauin noniksaay No3uTHBHO Binnosigae
Polyquad idertity Posilive Pass
KifbKicHe BUaHaYeHHs nonikpany 90 — 110 % Bia sasBNEHOrC BMICTY 99.6 %
Polyquad assay 90 - 110 % of declared content 95.6 %
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Uy NOVARTIS

HA3BA NPENAPATY:
PRODUCT NAME:

PO3MIP TA TWN YNAKOBKW:
PACKAGE SIZE AND TYPE:

CHNA QITAKTUBHIC T

CEPTUDIKAT CEPII
BATCH CERTIFICATE

OYOTPAB® kpanni ounl
DUOTRAV® eye drops

No 2 5 vn, dynakon-kpanenmunmia, Noi
2,5 mi, drop-tatnor, Net

Tpasonpoct 40 MKriMn, TUMONOS § Mrimmn

sa Alcon-Couvraur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 14
Fax +32 3 890 27 17

STRENGTH/POTENCY: Travoprost 40 pg/mli, timelole 5 mg/ml

PECCTFAI_.[IIHHE NOCBIAMEHHA Ne: UAIG292/01/01 MARS KOA: 741517

MARKETING AUTHORIZATION Na: UAI6292101104 MARS CODE: 741517

HOMEP CEPIl: VEL91S  OB'€M CEPIT, BUNYUIEHOT ANA YKPATHU: 8350 ynauosok

BATCH NUMBER: VEL918S BATCH VOLUME RELEASED FOR UKRAINE: 8350 packs

TEPMiH MPUSATHOCT: 0212026 OATA BUPOBHWLTBA: 0710372024 OATA BUTYCKY CEPII: 17/05/12024
EXPIRY DATE: 02/2026 MANUFACTURING DATE: 07i03/2024 BATCH RELEASE DATE: 17/05/2024
HA3BA, AIPECA BUPOEHWKA: ANKOH-KYBPLOP, PIMKCBER 14, 8-2870 NYYPGC, BENbIIA

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

HOMEP NIUEH3I BUPQEHWKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 178 H

KOMEHTAPI: He 3acrocosHo

COMMENTS: Not appiicable

lneHTudikalia krenoTi BopHoi MNoauTueHo Bianosigag
Boric acid identity Positive Pass
KinbkicHe BraHa4esHR KMeNoTH GopHol 80 — 110 % sin 3ansnexHoro aMicTY 100 %
Boric acid assay 90 - 110 % of declared content 100 %
pH 62-7.0 6.8
OcmonansHictb 265 = 320 mOcm/kr 283 mOcmlkr -
Qsmolality 265 — 320 mOsnvky 283 mOsmikg
C1epunbHicTs (E8p.9. 2.6.1) CrepnnsHo CTepunbHo
Sterility (EU Ph, 2.6.1) Sterile Sterile

Lum » 2asipsaic, Lo suwletkadaHa iHbopMaLin ¢ TONHOWD Ta AccTosiprow. [ana cepia npodyiry Syna BUPOBNEHA, BKMCHAKHH ynaKkosuy i
MapkyeaqhA Ta MDOBEASHO KOHTPOML 11 AKGCTI HA BMILE3ZIHAYEHI BUPOBHWYIR AINbHWL Y noaHid eignopiaHocTi 3 suMoramu HBIt,
BCTAHOBNEHUMU MICLISBUM PErynaTopHUM Opranom, a TaKkow ¥ einosiaHoCT! i cneLMdixalisvmig, HEBEASHHMW B PEECTPALIAHOMY AOChE.
Npovexony BrpoGHULTAA, NakYsaHHA Ta aHanisis Bynu REepernanyTi Ta acTaHoBNeHa signosigHicTs sumaram HBM.

I herelsy certify lhat the abave information is authenlic and accurate, This batch of
and quality control at the above mentiohed site in full com
specificalions in the Markeling Authorization. The balch

compliance wilh GMP.

Nianwmc; - Qara:

Signature;* : . Date: 17/05/2024
[Tpomucnoeri dyapmauest, YnosHoeaxeHs ocoba; X, llesenten
industrial pharmacist, Qualified Person: H. Develter

product has been manufactured, including packaging/labeling
pliance with the GMP requirements of the iocal Regulatory Authority and wilh the
processing, packaging and analysis records were reviewed and found lo be in
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