JIEPJKABHA CJIVXKFA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMH Y KHIBCBKIH OBJIACTI

npos. CeiTiuunol Haii, 3, m.Kuis, 02099, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
PO SKICTh BBE3EHOI0 B YKpaiHy JiKapcbKOro 3acody

28.02.2024 Ne 6864/24/10

A3API'A®

{najiMeHyBaHmA NIKapCHKOro 3acoby 3rinHo 3 peecTpauifiHiM MOCBigIeH M)
Kpanai 09Hi; mo 5 M1 y uraxoni-xpanennunui "JApon-Teiinep®"; o 1 diaxony-
KpaneJsHULI y Xopobui 3 KapToHy

(hopma BUITYCKY, AO3YBAHHS, BHA NAKYBAHHA JIKAPCEKOTO 32¢00Y)

Homep peectparitiaoro nocsinuenns UA/10400/01/01 crpox aii peecrpaniisoro nocsimsenns 01,01,2099

Cepis nixapcsxoro 3acofy Ne VCHI2ZA KinskicTs BBE3eHOro nikapcekoro sacofy 3000
BupoGHuK Anxon-Kysprop, beneris
| (HaiiveHyBaHHA BHPOOHHKA JKAPCHKOTO 3ac00y, Kpaina NOXOMKEHHAN)
Baeaeno B Ykpainy CninrHe yxkpainchKo-eCTOHCBKe DiANpueMcTBo v opmi TOBApHCTRA
3 oOMexenoro BinnoizansHicTIo " OnriMa-Oapm, JITAY, inenr. xon:
21642228

(Haiimenysanus Ta Koa 3a €OPTHIOY ropuanunol ocobu abo npissuiue, iM'a, o 6atekori Qiznunof
ocofu ~ nizmpueMud, il Micie MPOXHBAHAS Ta peccTpalifHnil HoMep 0ONiK0BOT KAPTKH MIATHHKA
nofaTkis abo cepis Ta HOMep DacaopTa)

Iporokos sisyanuore keutpoio six 27.02.2024 Ne 0181/1.

3a pesynsraTaMH -JIEDKABHOTO KOHIPOMIO. BCTAHOBIEHO, INO JHKapchkHil 3aci6 BBeseHo B VYkpainy 3
JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA INOAO 330€3MEYEHHA AKOCTI JIIKapCHKUX 3acobiB.
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!, NOVARTIS

HA3BA NPENAPATY:
FRODUCT NAME:

PO3SMIP TA TUMN YIAKQBKM:
PACKAGE SIZE AND TYPE;

CUITA OIFAKTUBHICTb:

STRENGTHI/POTENCY:

PEECTPALIMHE NOCBIAYEHHS No:
MARKETING AUTHORIZATION Na:

HOMEP CEPIl: VCH12A
BATCH NUMBER: VCH12A
TEPMIH MPUOATHOCTI:  10/2025
EXPIRY DATE: 102025

HA3BA, ADPECA BUPOBEHUKA:

NAME, ADDRESS OF MANUFACTURER:

HOMEP NILUEH3H BUPOBHWUKA:

CEPTUDIKAT CEPIi
BATCH CERTIFICATE

A3APIA® kpanni ouHi
AZARGA® eye drops

No 5 Mn, dnakod-kpanensHUUS «
§ ml, «Drop-Tainer®», Na1

EpuHaonaml

10 mrimn, Tumonony § mrivn

sa Alcon-Couvreur ny

Rijksweg 14, 2870 Puurs, Belgium

Telaphone +32 3 8390 27 11
Fax +32 3 820 27 17

on-TeiHen®n, Neq

BUINAZI TUMORNONY Manear

Brinzolamide 10 mgiml, Timololo & mgimi (in timolole maleate form)

UA/10400/01/01 MARS KOQO:
UA/10400/01/01 MARS CODE;

OB'eM CEPIl, BUNYLHEHO! ANSA YKPATHA:
BATCH VOLUME RELEASED FOR UKRAINE:

HATA BUPOEHULITBA: 06/11/2023
MANUFACTURING DATE; 06/11/2023

741283
741283

71860 vnakogok
71860 packs

[IATA BUMYCKY GEPIi: 07/12/2023
BATCH RELEASE DATE: 07/12/2023

ANKOH-KYBPLOP, PIMKCBET 14, B-2870 NYYPC, BEMLIIS

176 H

Al ey

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI:

He 3acTOcOBHO

COMMENTS:

Not applicable

ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

TECT CMEUNDUKALLIA PE3YNLTAT

TESTS SPECIFICATIONS RESULTS
SOBHIlLHIA BUrNSA (RisyansHo)
Appearance (by visual insp.):
Konip Bin &inoro no madxe Ginoro Bianosinae
Colour White {o off-white Pass
QpnkopigxicTs OnHopigHa cycnenain Bignosigac
Uniformity Uniform suspension Pass
[aeHTVdiikatlia BpuHaonamiay (BERPX FloanTuBHO Bignoeigae
Brinzolamide Identity (MPLC) Positive Pass
[aeHTudikauin Epunaonamiay {TLUX) No3uTreHo Bianosigas
Brinzolamide identity (TLC) Positive [Fass
KintbkicHe BusHaveHHs Bpvraonamlay (BEPX) 95 — 105 % Bin 3asBNEHOrO BMICTY 100.6%
Brinzolamide assay (HPLC) 95 — 105 % of declared content 100.6%
Howmiwev Bpudaonamiay (BEPX):
Impurities of Brinzolamide (HPLC);
S-13omMep BpurHzonamigy He Oinbure 1,2 % BmicTy Bpunzonamigy 0.8%
S-1somer Brinzolamide Not more than 1,2 % of Brinzolamide content 0.8%
Aec-etunbpunaonamin He Ginble 0.2 % Bmicty GpuHzonamidy 0%
Des-ethyl brinzolamide Not more than 0,2 % of brinzolamide content 0%
lgeHTndiikauin Tumonony(BEPX) [1o3uTHBHO Bignosigae
Timolole ldentity (HPLC) Positive FPass
igeHThdikaLia Tumonony(TLLUX) [103UTHBHO Binnosinae
Timolole identity (TLC) Positive Pass
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{' f‘}'_. N OV A R T I S sa Alcon-Couvreur ny

Rijksweg 14, 2870 Puurs, Belgium
Telephone +32 3 890 27 11

CEF’T_VICD_lK{\T CEPII Fax +32 3 890 27 17
BATCH CERTIFICATE

HA3BA NPENAPATY: A3APIA® kpanni ouHi

PRODUCT NAME: AZARGA® eye drops

POQ3MIP TA TWN YNNTAKOBKW: Mo § mn, thnaxoH-kpanen byl «1pon-TeliHen®n» Net

PACKAGE SIZE AND TYPE: 5 ml, «Drop-Tainar®s», Ne1

CUNTA gf'l'fAl{THBHICTb: bBpudsonaminy 10 me/mn, Tumonony 5 mMrims BUrNAal THMONonyY Manoary
STRENGTH/POTENCY: 8rinzolamide 10 mg/ml, Timolole 5 mg/mi {in timelole maleate form)
PEECTPALINHE NOCBIAYEHHS Ne: UA/10400/01/01 MARS KOQL: 741283

MARKETING AUTHORIZATION Ne: UAM0400/011014 MARS CODE: 741283

HOMEP CEPIi: VCH124 OB'€M CEPH, BUNYIWEHO! ANA YKPATHWA: 71860 ynakosok

BATCH NUMBER: VCH12A BATCH VOLUME RELEASED FOR UKRAINE: 718860 packs

TEPMIH NPUAATHOCTI:  10/2025 HATA BUPOBHULTBA: 068/11/2023 OATA BUNYCKY CEPIN: 071212023
EXPIRY DATE: 102025 MANUFACTURING DATE: 06/11/2023 BATCH RELEASE DATE: 07/1 212023
HA3BA, AIPECA BUPOEHWUKA: ANKOH.-KYBPLOP, PIAKCBET 14 B-2870 NYYPC, BENLINA

NANME, ADDRESS OF MANUFACTURER: AL.CON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

HOMEP RILEH3I| BUPOBEHUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He 3actocoBHO

COMMENTS: Not applicahie

KinbxicHe BUIHaveHHR Tumonony (BEPX) 85 - 105 % sig 3asBneHoro aMicry 100%
Timolale assay (HPLC) 95 — 105 % of declared content 100%
Aomitiik Tumonony (BEPX):

inipurities of Timolole (HPLC):

[MT He Ginbwe 0.2 % Bif BMICTY TUMORONY 0%
HMT Not more than 0,2 % of timolole content 0%
[MTO He Binbwe 0,2 % sin BMicTy TUMOhONY 0%
HMTO Not more than 0,2 % of timolole content 0%
laoTuMonon He Ginbwe 0.2 % sig sMicty TvMonon 0%
Isotimolole Not more than 0,2 % of timoiole content 0%
byab-axa iHuia HeineHTudikoBaHa noMiluka (BEPX He Ginsuie 0,3 % sin smicty TuMonony 0%
Any other unidentified impurity (HPLC) Not more than 0,3 % of timolole content 0%
3aranbha Kinbkicts nomitok (BEPX) He Sinbute 1,0 % aig smicTy TuMonony 0%
Total Impurities (HPLC) Not more than 1,0 % of timolole content 0%
laeHTndikalis BensankoHito Xnopw BEPX [TosuTUBHO Binnoainae
Benzalkonium Chloride identity (HPLC) Positive Pass
KinbkicHe suanadyenns BeHaankoHiio Xnoopu BEPX 90 - 110 % sin sanBneHoOro BMICTY 98.2%
Benzalkonium Chloride assay (HPLC) 90 - 110 % of declared content 98.2%
laerTudhikauia AuraTpin Enetary (BERPX) FloauTuBHO Bianosinae
Di-Sodium Edetate identity (HPLC) Positive Pass
Kistbxiche BusHaqdeHHn [lvHaTpilo Enetaty (BEPX) 90 - 110 % seig 3assneHoro BMicTY 100%
Di-Sodium Edstate assay (HPLC) 90 - 110 % of declared contant 100%
pH 8,7 -7,7 7.2
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5a Alcon-Couvreur ny
Rijksweg 14, 2870 Puurs, Belgium

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

) NOVARTIS

CEPTUDIKAT CEPI|
BATCH CERTIFICATE

HA3BA MPENAPATY:

AJAPCA® kpanni ounl
PRODUCT NANME:

AZARGA® eye drops

PO3SMIP TA TUIT YNIAKOBKU:
PACKAGE SIZE AND TYPE:

o § mn, thnakoH-KpanenLHUUR «Apon-TeAnep®n, No1
5 ml, «Drop-Tainer®», Ne1

CUNA AITAKTUBHICTb: bpuHzonamiay 10 mrimn, Tumonon 5 mrimn (v Bur | TAMONONY manear

STRENGTH/POTENCY: Brinzolamide 10 mg/ml, Timelole 5 mgimil {in timolole maleate form)
PEECTPALIWHE NOCBINYEHHS Ne: UAI10400/01/01 MARS KOO 741283
MARKETING AUTHORIZATION Ng- UA/10400/01/01 MARS CODE: 741283

HOMEP CEPI-
BATCH NUMBER:

VCH12A  OB'€M CEPIl, BUNYIWEHO! 1115t YKPATHU:

71880 ynakosoxk
VCH12A BATCH VOLUME RELEASED FOR UKRAINE:

71880 packs

TEPMIH IPUAATHOCT: 102025 ATA BUPOEHULITBA: 06/11/2023 ATA BUITYCKY CEPIi: 07/12/2023
EXPIRY DATE: 10/2025 MANUFACTURING DATE: (6/11/2023 BATCH RELEASE DATE: 07/12/2023

HA3SBA, AAPECA BUPOEHMKA:
NAME, ADDRESS OF MANUFACTURER:

ANKOH-KYBPLQOP, PINKCBET 14, B-2870 NYYPC BENLIIA
ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BEL GIUM

HOMEP MUEH3II BUPOBHUKA: 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He 3acrtocoBHO
COMMENTS: Not applicabie

OCMONANLHICTE 260-330 mOcm/Kkr 281 mOcm/xr
Osmolality 260-330 mOsm/kg 281 mOsm/kg
BA3kicTh 20 — 150 mfla-c 80 mMa-c
Viscosity 20 - 150 mPa.s 80 mPa-s
PecycrnedHgoaanicTs He Binbiue 15 cekyrn 5¢
Resuspendability Not more than 15 seconds 5s
Poamip vacrox:
Particle size;
He meHLwe 95 % < 10 Mkm 099,7%
Not less than 95 % < 10 pm 99.7%
He meHuie 99.5 % < 25 mim 100.0%
Not less than 99,5 % < 25 ym 100.0%
He meHtie 99,95 % < 50 mxm £9.69%
Not iess than 99,95 % < §0 Higl 99.99%
He mMeHuwe 100 % < 90 mkm 100%
Not less than 100 % < 90 um 100%
CrepunsHicts (€ep.@, 2.6.1) CTepunbHo Crepunsho
Sterility (EU Ph. 2.6.1) Sterile Sterile
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i!% N O VA RT I S sa Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgiom
Telephone +32 3 890 27 11

CEPTU®IKAT CEPI| Bl
BATCH CERTIFICATE

HA3BA NPEAPATY: AJAPIA® kpanni ovyni

PRODUCT NAME: AZARGA® eye drops

PO3MIP TA TUH YNAKQBKW: No 8§ mn, hnakoH-kpaneLHULs «Hdpon-Telinep®», Ne1

PACKAGE SIZE AND TYPE: 5 ml, «Drop-Tainer®», Ne4

CUINA NITAKTUBHICT ! Bpunaosnaminy 10 mr/mn, Tumonony 5 mrim aurnaal TuMonony maneart
STRENGTH/POTENCY: Brinzolamide 10 mg/m!, Timolole § mg/mi (in timolole maleate form)
PECCTPALIUHKE NOCEI YEHHA Ne: LA/M0400/01/01 MARS KOAf: 741283

MARKETING AUTHORIZATION Ne: UA/10400/01/01 MARS CODE: 741283

HOMEP CEP{: VCH12A OB'€M CEPJ, BUNYUIEHO! INA YKPATHW: 71860 vnakonoy

BATCH NUMBER: VCH12A BATCH VOLUME RELEASED FOR UKRAINE: 71860 packs

TEPMIH NPUOATHOCTE:  10/2025 QATA BUPOEHULITBA: 0611112023 HATA BUNYCKY CEPN: 07/1212023
EXPIRY DATE: 10/2025 MANUFACTURING DATE: 06/11/2023 BATCH RELEASE DATE: 07/12/2023
HA3BA, APECA BUPOBHWKA: ANKOH-KYBPbOP, PIMKCBEF 14, B-2870 fIYYPC BENL[IA

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

HOMEP NILEH3N BUPOBHMAKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He 3acToconHo

COMMENTS: Not applicable

Li#m 5 aasipsio, wio suueBkasaHs iHopMaLin ¢ TOYHOI Ta AOCTOBIPHOW. Aana cepis npoaykty Byna supoBnena, srmioyaioun YIaKoBKy |
MApkyBaHHA 78 nNPOBEAGHO KOHTPONb 1 AKOCTI HA BULLE333IHAYGHI BUPOBHUMIR AinbHULl ¥y noewil eignosiqHocri 3 suMoramu HBIT,
BCTAHOBNEHUMIU MICLIEBUM DerynATOpHUAM OpraHoM, a TakoM y Bignoeigxocri 13 cneywdixatiamu, HaBeRCHUMW B peccTpallitHomy nocse.
FpeTokonu BUpoGHULTEA, NAKYBAHHRA Ta aanisis Oynu nepernsHyTi Ta BCcTaHoBNEHE BIANOBIAHICTL BUMOram HBT.

| hereby certify lhat the above Informalion is authenlic and accurate. This batch of product has been manufaciured, Including packaging/labeling
and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authorily and with the
specificalions In the Marketing Authorization. The batch processing, packaging and analysls records were reviewed and found lo be in
compliance with GMP.

[tignue; Hara;
Signature: Date: 07/12/2023

MpomucnosuiiAbghmaliesT. YroeHoBaxeHa ocoba: K. Beppecen

industrial phaf[m"acist. Qualified Person: K. Verresen

ro
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