U NOVARTIS

CEPTUDIKAT CEPII

BATCH CERTIFICATE

HA3BA MMPENAPATY:
PRODUCT NAME:

PO3SMIP TA TUI YNAKOBKW:
PACKAGE SIZE AND TYPE:

CUNA OIVAKTUBHICTb:
STRENGTHI/POTENCY:

PEECTPALIWHE NOCBIAYEHHSA Ne:
MARKETING AUTHORIZATION Na:

A3APIA® kpagpi o4rl
AZARGA® eye drops

No 5 mn, dinakoH-kpanensHuua «dpon-TenHep®», Ne1
§ ml, «Drop-Tainer®», Ne1

2

Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 830 27 17

Epunzonamiay 10 mrimn, Tumonony 5 mriMn (y Burnagl TuMonony Manearty)

Brinzolamide 10 mg/ml, Timolole 5§ mg/ml {In timolole maleate form}

UA/10400/01/01
UAM0400/01/01

MARS KOA;
MARS CODE:

741283
741281

HOMEP CEPII: 20H20JA OB'€M CEPIl, BUNIYLWEHO! ANA YKPAIHM: 89724 ynakoBOK

BATCH NUMBER: 20H20JA BATCH VOLUME RELEASED FOR UKRAINE: 89724 packs

TEPMIH NPUOATHOCTI: 07/2022 [ATA BUPOBHWULITBA: 20/08/2020 DATA BUNDYCKY CEPIl: 07/10/2020
EXPIRY DATE: 07/2022  MANUFACTURING DATE: 20/08/2020  BATCH RELEASE 07/10/2020

HA3SBA, ANIPECA BUPOEHWKA:
NAME, ADDRESS OF MANUFACTURER:

HOMEP NMILEH3! BUPOBHWUKA:

MANUFACTURING AUTHORISATION NUMBER:

DATE:

ANKOH-KYBPbOP, PINKCBEL 14, B-2870 [YYPC, BEMbIIR
ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

176 H
176 H

KOMEHTAPI: He aacTrocoeHo
COMMENTS: Not applicable

TECT CNEUMDUKALLIA PE3YNLTAT

TESTS SPECIFICATIONS RESULTS
30BHILWHIA BUrNAA (BiayansHo)
Appearance (by visual insp.):
Konip Big 6inoro oo maimxe Sinoro Bianosinae
Colour White to off-white Pass
OpHopigHIicTb OgpHopinHa cycneHsis Bianosinae
Uniformity Uniform suspension Pass
|aenTudixauia bpuHaonamiay (BEPX) canTUBHO Bignogigae
Brinzolamide Identity {HPLC) Positive Pass
|nerTudikalis BpuHaonamigy (TLUX [NognuTMBHO Bianosiaae
Brinzolamide identity (TLC) Positive Pass
KinbgicHe BU3HaYenHs Bpursonaminy (BEPX) 95 — 105 % Bia 3aAsneHoro aMicty. 101.4 %
Brinzolamide assay {HPLC) 95 — 105 % of declared content 101.4 %
Oowmilku BpuHsonaminy (BEPX):
Impurities of Brinzolamide (HPLG):
S-laomep BpuHscnamMigy He Ginkule 1,2 % smicty BpuHaonamiay 0.9%
S-Isomer Brinzolamide Not more than 1,2 % of Brinzolamide content 0.9%
Dec-eTvnbpuHsonamin He Binble 0.2 % BMicTy BprH3onaminy 0%
Des-ethyl brinzolamide Not more than 0,2 % of brinzolamide content D %
|peHTudikayia Tumoneny(BEPX) MNeanTuBHO Bignosigae
Timolofe Identity (HPLC) Positive Pass
|peHTudikauin Tumonony(TWIX [loanTusxo Bianoeinae
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> NOVARTIS

BATCH CERTIFICATE

HA3BA NMPENAPATY:
PRCDUCT NAME:

PO3MIP TA TUN YNAKOBKMK:
PACKAGE SIZE AND TYPE:

CHIA QT AKTUBHICTh:
STRENGTH/POTENCY:

PEECTPALIIMHE NOCBIAYEHHA No:

Novartis Technlcal Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

CEPTU®IKAT CEPII

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

A3APIrA® kpanni o4ni
AZARGA® eye drops

No 5 mn, thnakoH-kpanensHULA «fpon-TenHep®y, Ne1 I
5 ml, «Drop-Tainer®», Ne1 E

EpuHionamigy 10 mr/mn, Tumonony § mrimn (y Burnaal TuMonony manea
Brinzolamlde 10 mg/ml, Timolole 5 mg/mil (in timolols maleate form)
UA/10400/01/01

MARS KOQ: 741283

MARKETING AUTHORIZATION Ne:

HOMEP CEPII: 20H20JA

OE'€M CEPIl, BUNYIUEHO! AN YKPATHMU:

UA/10400/01/01 MARS CODE: 741283

89724 ynakoBoK

BATCH NUMBER: 20H20JA BATCH VOLUME RELEASED FOR UKRAINE: 88724 packs

TEPMIH NPUOATHOCTI:  07/2022 OATA BUPOGHULUTBA: 20/08/2020 OATA BUNYCKY CEPIi: 07/10/2020

EXPIRY DATE: 07/2022 MANUFACTURING DATE: 20/08/2020 BATCH RELEASE 07/10/2020
DATE:

HA3BA, AIPECA BMFOEHUWKA:
NAME, ADDRESS OF MANUFACTURER:

ANKOH-KYBPLOP, PIAKCBET 14, B-2870 MYYPC, BE[bLIA
ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

HCMEP NIUEH3II BUPOEHUKA; 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI:
COMMENTS:

He 3acrocoBHO
Not applicable

Timolole identity (TLC) Positive Pass
KinkkicHe susHaverHs Tumconony (BEFX) 95 -~ 105 % Big 3aABNEHOro BMICTY 100 %
Timolole assay (HPLC) 95 — 105 % of declared content 100 %
Homiwkn Tumonony (BEPX}:

Impurities of Timolole (HPLC):

T He 6Ginbile 0.2 % Bij BMICTY TUMONIONY 0%
HMT Not more than 0,2 % of timolole content 0%
'MTO He Ginbwe 0.2 % Big BMICTY TUMONONY 0%
HMTO Not more than 0,2 % of timolole content 0%
IsoTumonon He 6inklue 0,2 % Big BMICTY TUMONONY 0%
Isotimolole Not more than 0,2 % of timelcle content 0%
Byab-Aka iHWwa HeineuTudikosaHa aomilka (BEPX) He Ginble 0,3 % aig BMiCTY TUMENONY 0%
Any other unidentified impurity (HPLC) Not more than 0,3 % of timolole content 0%
3aranbHa KinbkicTb gomitok (BEPX) He Ginswe 1.0 % sla BMICTY TUMONOOY 0%
Total Impurities (HPLC) Not more than 1,0 % of timolole content 0%
IpenTudikaLia BexaankoHio Xnopuay (BEPX) [103UTHEHO Binnosigae
Benzalkonium Chloride identity (HPLC) Positive Pass
KinskicHe BuaHa4veHHA BeraankoHito Xnopuay (BEPX) 90 — 110 % sig 3asBneHero BMicTy 101%
Benzalkonium Chloride assay (HPLC) 90 — 110 % of declared content 101 %
laeHTudikauia AuHaTpito Egeraty (BEPX) Mo3nTUBHO Bianoeinae
Di-Sodium Edetate identity (HPLC) Positive Pass
KinbkicHe BuaHaueHHs AuHatpiio Epetaty (BEPX) 90 — 110 % Bin 3aABNEHOIO BMICTY 102.2 %
DI-Sodium Edetate assay (HPLC) 90 — 110 % of declared content 102.2 %

Page 2 of 4




(') N OVA RT I S Novartis Technical Operations

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

=

CEPTM(DIKAT CEP” Telephone +32 3 890 27 11
Fax +32 3 890 27 17
BATCH CERTIFICATE
HA3BA MPENAPATY: A3APTA® kpanni o4Hi
PRODUCT NAME: AZARGA® aye drops X
E
PO3MIP TA TUN YNAKOBKM: Mo 5 Mn, pnakoH-gkpanenesHUUA «Apon-TenHep®», Nei F
PACKAGE SIZE AND TYPE: 5 ml, «Drop-Talner®», Ne4
CUNA OjiIAKTUBHICTL! BpuHionamlay 10 Mrimn, Tumonony 5 Mr/mn (y Burnagi TmMonony Manea
STRENGTH/POTENCY: Brinzolamide 10 mg/ml, Timolole § mg/ml {in timolole maleate form)
PEECTPALINMHE NOCBIAYEHHSA Ne: UA/10400/01/01 MARS KOAO: 741283
MARKETING AUTHORIZATION Ne: UA/10400/01/01 MARS CODE: 741283
HOMEP CEPIi: 20H20JA OB'EM CEPII, BUNYULEHOI ANA YKPAIHW: 89724 ynakosok
BATCH NUMBER: 20H20JA BATCH VOLUME RELEASED FOR UKRAINE: 89724 packs
TEPMIH NPUOATHOCTI: 07/2022 OATA BUPOBHULITBA: 20/08/2020 OATA BUNYCKY CEPII; 07/10/2020
EXPIRY DATE: 07/2022 MANUFACTURING DATE: 20/08/2020 BATCH RELEASE 07/10/2020
DATE:
HA3BA, AIIPECA BUPOBHUKA: AJITKOH-KYBPLOP, PIMKCBEI 14, B-2870 NYYPC, BENbIIA
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NILEH3I BUPQEHWUKA; 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI: He aacTocoBHO
COMMENTS: Not applicable
pH 6,7-77 7.1
OcmonanbHicTy 260-330 mOcw/kr 285 MOcmikr
Osmolality 260-330 mOsm/kg 285 mOsm/kg
BRakicTb 20 — 150 ma-c 55 mla-c
Viscesity 20 — 150 mPas 56 mPa-s
PecycneHaoBaHicTb He GinbLie 15 cexyHg S¢c
Resuspendability Not more than 15 seconds 5s
Poamip yacTox:
Particle size:
He meniie 95 % < 10 MKM 89.5%
Not less than 95 % < 10 ym 99.5 %
He menwe 99,6 % < 25 MKM 100.0 %
Not less than 99,5 % < 25 um 100.0 %
He meHwe 99,95 % < 50 mMKmM 100.00 %
Not less than 98,85 % < 50 pm 100.00 %
He meHwe 100 % < 90 mkm 10C %
Not less than 100 % < 80 ym 100 %
CTepunbhicTs (E8p. 9. 2.6.1) CrepunbHo CTepnuntHe
Sterility (EU Ph. 2.6.1) Sterile Sterile
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Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

b NOVARTIS
CEPTU®DIKAT CEPII

Telephone +32 3 830 27 11

HA3BA MPENAPATY:
PRODUCT NAME:

PO3MIP TA TUM YNAKOBKW:
PACKAGE SIZE AND TYPE:

CUnA AlllAKTUBHICT:

Fax +32 3 880 27 17

BATCH CERTIFICATE

A3BAPrA® kpanni o4Hl
AZARGA® eye drops

Mo 5 mn, dnakoH-kpanensHuuA «fpon-TelHep®», Nei
§ ml, «Drop-Talner®», Ne1

BpuHacnaminy 10 mr/mn, Tumonony 5 mrimn {y Burnagl TMMonony mMansaTty)

m e

STRENGTH/POTENCY: Brinzolamide 10 mg/ml, Timolole 5 mg/ml {in timolole maleate form)

PEECTPALUWHE NOCBIOYEHHA Ne: UA/10400/01/01 MARS KOQ: 741283

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

HOMEP CEPII: 20H20JA OB'€M CEPIl, BUNYLEHQ! ANA YKPATHA: B9724 ynakoBok

BATCH NUMBER: 20H20JA BATCH VOLUME RELEASED FOR UKRAINE: 89724 packs

TEPMIH MPUOATHOCTI: 07/2022 OATA BUPOEHWUTBA: 20/08/2020  OATA BUMYCKY CEPI:  07/10/2020

EXPIRY DATE; 07/2022 MANUFACTURING DATE: 20/08/2020 BATCH RELEASE 07/10/2020
DATE:

HA3SBA, ALIPECA BUPOEHWKA;
NAME, ADDRESS OF MANUFACTURER:

ANKOH-KYBPLOP, PIAKCBET 14, B-2870 NYYPC, BENbLIIA
ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

HOMEP NMIUEH3I| BUPOEHUKA: 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI;
COMMENTS:

He sacrocoBHo
Not applicable

Livm 5 3aBipsIo, LWo BYLLeBKasaHa iHdopmalia ¢ TOUHCK Ta AccTosipHD. [laHa cepis npoaykTy Byna supoBneta, BroHaIouK ynakosky
| MapKyBaHHA T2 NPOBEAEHO KOHTPONb 1i AKOCTI Ha BULe3a3Ha4eHili BupoBHMIA AineHWLl Y nosHIR 8lAN0BIAROCTI 3 BUMOramu HBM,
BCTAHOBNEKMMI MICLIEBUM DEFYNATOPHAM OPraHoM, & Takoxk y BignopigHocTi i3 cneundikalinMy, HaBeaeHUMY B peecTpalliiRoMy A0CkE,
Mporokony srpoBHULTES, NaKkysaHHA Ta aHanisie Gyny nepernsHyTi Ta BCTAHOBNEHa BigNosigHICTL auMoram HBIM.

| hereby ceriify that the above Information is authentic and accurale. This batch of product has been manufactured, including
packagingfiabeling and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory
Authority 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.

Nianuc: dara; 07/10/2020
Signature: Date:

I radiest, YiosHosaxeHa ocoba; K. BeppeceH
Industrial pharm , Qualified Person: K. Verresen
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JIEPXUTIKCITYKBA
JEPKABHA CJYXKFBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KATBCHKI OBJIACTI

npocnext Banepia Jlobanoscbkoro, 51, m. Kuie, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
Npo sIKiCTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody

02.02.2021 Ne 2637/21/10

A3APT'A®

(HalimeHyBaHHA nikapcbkoro 3acofy 3riHO 3 peecTpauifiHiM NOCBiTMeHHAM)
Kpamjii o4Hi, no 5 ma y gpaaxoni-kpaneasuuui "' Apon-Teiinep®'; no 1 ¢paaxony-
KpaneJbHHI Y KopoOui 3 KapToHy

(hopma BunycKy, 1103yBaHHA, BHJL NAKyBaHHS Jlikapcekoro 3aco0y)

Howmep peectpauiiinoro nocsiguenns UA/10400/01/01 crpok aii peectpauiiinoro nocsiguenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 20H20JA Kinekicts BBe3eHoro nikapcskoro 3acoby 1440
Bupo6uuk Anxon-Kyspsop, benbris
(naiiMenyBaHHA BUpOOHHKA Jlikapchkoro 3acoly, kpaiHa NnoXoKeHH: )
Bseseno B Ykpainy CrisibHe yKpaiHCbKO-eCTOHChbKE MANPHEMCTBO Y Gopmi TOBapHCTBA
3 o0MeskeHo010 BignosizansuicTIo "OnriMa-®apm, JITA", izent. xoa:
21642228

(naiimenysanug Ta koz 3a €JIPTIOY 1opuanuHoi ocobGu abo npizeuue, im's, no Garbkosi dizuriHoOT
oco0H - mianpuemuy, ii Miclie NpoXHBAHHA Ta peecTpalliiiuii HoMep 061iKOBOT KAPTKH NIATHHKA
nojarkis aGo cepis Ta HOMEp nacnopra)

IMpoTokon Bisyansnoro kourpomo sin 27.01.2021 Ne 0182/1.

3a pesynbTaTaMH EPKaBHOMO KOHTPONIO BCTAHOBNEHO, M0 JikapcbkWil 3aci6 BeeseHo B VYKpaiHy 3

Or 3aKOHOAABCTBA 1110710 3abe3neyeHHs AKgCTi JikapchbKHX 3acobis.

Onexciit COJIOJIPAM

?ﬁ(umuc} (iniuiany Ta npissHiLe)




TIEPYJIKCIIYKBA
TEPIKABHA CJIY2KBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMWA
YV JHITPOIETPOBCBKIN OBJACTI :

Huinpo, m1.CoGopHa,4, k. 601-605, 49003, Ter. (066)3454171
E-mail: dls.dp@dls.gov.ua,hitps://www.dls.gov.ua, Kon €JPTIOY 37070665

BHCHOBOK
PO AKICTH BBE3eHOT0 B YKpaiHy JikapesKoro 3acoly
22.06.2021 Ne 35028/21/0411
ABAPTA®

(nalimeryBaHHA MiKaposKoro 3ac00y 3rigHo 3 DEECTPAUIHHIM TIOCBITHEHHAM)
Kpamwii o4Hi, 1o S My durakoni-KpaneasHuHi " Ipon-Teiinep®", no 1 paaxony-
KpanelLbHAI Y Kopodni 3 KapToHy

(thopma BRITyCKy, JO3YBAHHS, BUM NIAKYBaHHs NKAPCEKOrO aacoby)

Homep peecrpanifizoro nocsixsenmt UA/10400/01/01 crpox aii peectpaniffzoro NOCETeHH 01.01.2099

Cepin nikapcskoro sacofy Me 20I161A Kinsxicrs BBE3eHOTO Nikapeskoro sacoby 10080
BupobHuK Anxor-Kyspsop , Bensrisa
(maliMeHypaHuA BupoGHUKA AikapCLKOro 3acaby, kpaiHa NOXOKCHHS)
BpescHo B Vipaidy TorapacTBO 3 06Mexenoio BigmosinanpaictTo "BalM", inent. roa:
31816235

(uaitmerypants T4 Kox 3a €APIIOY ropuanunol ocoGu abo npiseuie, iM'a, no Garsrosi
disuynoi ocolu - niznpreMI, i MiCLE NPOKHBAHHA TA peecTpauiinuii HoMep 0Gnikorol
KAPTKA TINATHUKR nonaTkip abo cepis Ta HoMep TIBCTIOPTA)

TIpoTokon BisyamsHoro kKorrpomo sig 18,06,2021 Ne 03-01/1982/3.

3a pe3yisTATAMH JOSPXKaBHOTO KOHTPOMI® BCTAHOBICHO, IO Aikapopkuii 3aci6 BBezeHO B YKpailHy 3
JOTPHMAHHAM BUMOT 3aKOHONABCTBA 10710 3a0e3Me e SKOCT] MiKAPCEKEX 3ac00iB.

B.o. HauansHAKa JJepyKaBHOI CiIy K0 3 /

nikapceKuX 3aco6iB Ta KOHTPOMIO 32

HapKoTHKaMH ¥ JIRiTpOIeTpoBChKiH ﬁf" Crop BObE
A

obmacti %
' iaaching (i) (iniuiamy Ta npissume)

Ceitnana Bouapuikosa +38(066)345-41-71



Novartis Technlcal Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

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

(b NOVARTIS

- CEPTUO®IKAT CEPII
BATCH CERTIFICATE

P AJAPTA® xpanpl oysi

PRODUCT NAME: AZARGA® oye drops

IP_T. i 5 BKOH-K «[ipon-TeHep®»
PACKAGE SIZE AND TYPE: & ml, «Drop-Tainer®», Na1
cuna aili BHICTb: amiay 1 Tumonony § mrimn (y 8K (&1 anea
STRENGTH/POTENCY: Brinzolamide 10 mg/m!, Timoiole 5 mg/ml (In timolole maleate form)
PEECTPALIVHE NOCBIAUEHHS Ne: 1 /01/01 MARS KOZ; 741283
MARKETING AUTHORIZATION Ne: UA/10400/01/01 MARS CODE: 741283
HOMEP CEPIl; 2011614 " L, By, ! Ans YKPATHM: 88878 ynakosox
BATCH NUMBER: 20116l1A  BATCH VOLUME RELEASED FOR UKRAINE: 88878 packs
TEPMIH NPUOATHOCTI: 08/2022 OATA BUPQEHWUTBA: 16/09/2020 OATA BUNYCKY CEPI: 12/10/2020
EXPIRY DATE: 08/2022 MANUFACTURING DATE: 16/08/2020 BATCH RELEASE DATE: 12/10/2020

A CA BUPOBHWKA:

ANKOH-KYBPLOP, PINKCBEL" 14, B-2870 NYYPC, BENLIIA

NAME, ADDRESS OF MANUFACTURER:

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

MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI: 34¢TO
COMMENTS: Not applicable
JECT CNEUUDUKALIA PE3YIIbTAT
TESTS SPECIFICATIONS RESULTS
Appearance (by visual insp.):
Konip Big &in e Binoro Bignosinae
Colour White to off-white Pass
j T i 0 Bignosinae
Uniformity Uniform suspension Pass
B miny (BE! fTosnuTueKo Blanosinae
Brinzolamide Identity (HPLC) Positive Pass
laeHTUdIKaLls BpuHaonaml ] MoaurneHo Bianosinae
Brinzolamide identity (TLC) Positlve Pass
KinbkicHe Bu3Ha4exHs BpuHsonaminy (BEPX) 95 — 105 % sin 3ansneHoro smicty 893 %
Brinzolamide assay (HPLC) 85 -~ 105 % of declared content 99.3 %
Noni 5 iy (BEPX):
Impurities of Brinzolamide (HPLC):
S-laomep BEpuHsonamiay He 6inbwie 1,2 % emicty BpuHsonamiay 08%
S-lsomer Brinzolamide Not more than 1,2 % of Brinzolamide content 0.8%
Jec-eTun6punaonamig e Binbue 0,2 % emicTy GpuHaonami 0%
Des-ethyl brinzelamide Not mare than 0,2 % of brinzolamide content 0%
in 0. BE ianosinae
Timolole identity (HPLC) Positive Pass
laeHTudikauis n TLL. fosutnsko Bignosigae
Timolole identity (TLC) Positive Pass
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> NOVARTIS

Novartls Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

CEPTUDIKAT CEPII Telephone +32 3 890 27 11
Fax +32 3890 27 17
BATCH CERTIFICATE
PATY: A3SAPTA® kpannl ounl
PRODUCT NAME: AZARGA® eye drops
Al KOBKH: n OH- enbLH «fpon-Tovxap®»
PACKAGE SIZE AND TYPE: § ml, «Drop-Tainer®», Ne1 )
CUNA AMAKTUBHICTb; unzonamiay 10 mr/ MMO. M aurnaal Temono, anea
STRENGTH/POTENCY; Brinzolamide 10 mg/ml, Timolole 8 mg/mi (in timeolole maleate form)
PESCTPAUIVHE NOCBIAYEHHSA Ne: 10400/ 1 MARS KCQ: 741283
MARKETING AUTHORIZATION Ng: UVA/10400/01/01 MARS CODE: 741283
HOMEP CEPII; 2011614  QB'€M CEPII, BUNYWEHO! ANA YKPAIHW: 8878 ynakogok
BATCH NUMBER: 201161A  BATCH VOLUME RELEASED FOR UKRAINE: 88878 packs
TEPMIH NTPUATHOCTI; 08/2022 JATA BUPOBHYUTBA: 202 OATA BUNYCKY CEPI; 12/19/2020
EXPIRY DATE: 08/2022 MANUFACTURING DATE: 16/09/2020 BATCH RELEASE DATE: 12/10/2020

HA3BA, ARPECA BUPOBHWKA:
NAME, ADDRESS OF MANUFACTURER

ANKOH-KYBPLOP, PINKCBEI 14, B-2870 NYYPC, BENLTIA
ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

P NIMEH3IT \: 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAP!: He 3a ]
COMMENTS: Not applicabie
inkki HaY Tumo. E 95 ~ 105 % 8ig 3ansneHoro BMICTY 9%
Timolole assay (HPLC) 95 ~ 105 % of declared content 98.9 %
Impurities of Timolole (HPLC):

- [MT e Binblw % BiQ BMi MONo. 0%

- HMT Not more than 0,2 % of timolole content 0%
[MTO He Ginbwe 0.2 % Bin smicTy TUMONQNY 0%
HMT Not more than 0,2 % of timalole content 0%
IsoTMMonon inbwe 0.2 % Big BMICTY TMMONO 0%
isotimolole Not more than 0,2 % of timolole content 0%
Byab-aka iHwa HelneHtudiropana aomiuika (REPX) 8 6in 0.3 % Big BMiCTY TUMONON 0%
Any other unidentified impurity {(HPLC) Not more than 0,3 % of timolole content 0%

inkKicTs Aomiwok (B He Ginbwe 1,0 % sin BMicTY TUMONONY 0%
Total Impurities (HPLC) Not more than 1,0 % of timolole content 0%
lgenrudikauls BeHsankohlo X BEP NosutueHo Blanosigae
Benzalkonium Chileride identity (HPLC) Positive Pass
Kinb HayeHH ankoHiio Xnopuay [BEP 80 - 110 % sin 3@ABNEHOrO BMICT: 98.5%

| Benzalkonium Chloride assay (HPLC) 90 - 110 % of declared content 89.5 %
lneHTndlkaUin AuHaTtpito EaeTtaty (BEP, OoautusHo Bignosigae
Di-Sodium Edetate identity (HPLC) Positive Pass

inpKicHe By T 78 8-110% asBNEHOIO BMIC 100.1 %
Di-Sodium Edetate assay (HPLC) 90 - 110 % of declared content 100.1 %
pH 87-77 7.2

Pégs 20f4



U, NOVARTIS

E
PRODUCT NAME:

PO3MIP TA TN YNAKOBKH:
PACKAGE SIZE AND TYPE:

cnna RillAKTUBHICTb;
STRENGTH/POTENCY:

PEECTPALINHE NOCBIAYEHHS Ne:
MARKETING AUTHORIZATION Ne:

HOMEP CEPIl; 201161A
BATCH NUMBER: 201181A
JEPMIH TPUAATHOCTI:  08/2022
EXPIRY DATE: 08/2022

HA3BA, AIPECA BUPOGHWKA:

NAME, ADDRESS OF MANUFACTURER:

Novartis Technical Operations
sa Alcon-Couvreur ny
Rijksweg 14, 2870 Puurs, Belgium

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

CEPTUDIKAT CEPII
BATCH CERTIFICATE

nl
AZARGA® eyo drops
», N21

10 § mn, chnakoH-kpanenbHUURA «[lpon-TehHe

5 ml, «Drop-Tainer®», Na1

Bpunaonamigy 10 mrimn, Tumonony 5 mr/mn (v surnazl umonony Maneanl'

Brinzolamide 10 mg/ml, Timolcle § mg/mi (in timolole maleate form)

UA/10400/91/01 MARS KOZ: 741283
UA/10400/01/01 MARS CODE: 741283

OB'EM CEPIf, BANYWEHOI ANA YKPAIHW: 88878 ynakosok

BATCH VOLUME RELEASED FOR UKRAINE: 88878 packs
HOATA BUPOBHULITBA: 16/09/2020  JATA BUNYCKY CEPIl: 12/10/2020
MANUFACTURING DATE: 16/09/2020 BATCH RELEASE DATE:  12/10/2020

ANKOH-KYBPLOP, PIUKCBEL 14, B-2870 NYYPC, BE[IbIIA

ALCON-COUVREUR, RIJKSWEG 14, B-287¢ PUURS, BELGIUM

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He sacTocosHo
COMMENTS: Not applicable
OcmonsnbHicTb 260-330 MOcmixr 286 mOcm/kr
Osmolality 260-330 mOsm/kg 286 mOsm/kg
Bsiaxicts 20 — 150 mla-g 53 mNa-c
Viscosity 20 - 150 mPa-s 53 mPa-s
PecycnennosaHicts He Binblwe 15 cexyha Sc
Resuspendability Not more than 15 seconds s
1 Poamip Yacrok:
Particle size:
He meHwe 95 % < 10 MkM 99.3 %
Not less than 85 % < 10 ym 99.3 %
© MEHLL 5 % < 25 MKM 100.0%
Not less than 99,5 % < 25 ym 100.0 %
He meHwe 99,95 % < 50 mxkM 100.00 %
Not less than 99,95 % < 50 um 100.00 %
He meHte 100 % < 90 MkM 100 %
Not less than 100 % < 80 pym 100 %
T HiCTb (E8p.®. 2.6.1 CrepunbHe CrepunbHo
Sterility (EU Ph. 2.6.1) Sterile Sterile
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’ N Is Technical O |
b NOVARTIS Pk
Rijksweg 14, 2870 Puurs, Belgium

CEPTU®DIKAT CEPIi Telaphore +32 3650 27 1
BATCH CERTIFICATE

HA3BA NPENAPATY: A3APTA® kpann! ouni

PRODUCT NAME: AZARGA® eye drops

PO3MIP TA TUE YNAKOBKM; 5 Mn akcH-kpanensHuun «pon-TerHep®», Ne1

PACKAGE S8IZE AND TYPE: 5 ml, «Drop-Tainer®», Nai

ChNA AAKTUBHICTb: Epunaonawmlay 10 mr/mn, Tumonony 5 mrima (v Burnaal Tumonony Maneary)
STRENGTH/POTENCY: Brinzolamide 10 mg{ml. Timolole 5 mg/mi (In timolole maleate form)
PEECTPALIMHE NOCBIAMEHHA Ne: UA/10400/61/¢1 MARS Kol 741283

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

HOMEP CEPIl; 201181A  OB'€M CEPI(l, BANYWEHO! AN YKPAIHU: 88878 ynakosok

BATCH NUMBER: 201161A BATCH VOLUME RELEASED FOR UKRAINE: 88878 packs

TEPMIH NPUOATHOCTI:  08/2022 OATA BUPOBHULTBA: 16/09/2020 OATA BUTYCKY CEPIl; 12/10/2020
EXPIRY DATE: 08/2022 MANUFACTURING DATE: 16/09/2020 BATCH RELEASE DATE:  12/10/2020
HA3BA, AIPECA BUPOBHUKA: ATIKOH-KYBPbLOP, PIMKCBEL 14, B-2870 [IYYPC, BENLIIS

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

HOMEP NIUEH3I BUPOBHUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He sacrocosho

COMMENTS: Not applicabie

Lium 5t 3asipsi0, Wo suwieBKa3aHa iHGOPMaLIIA € TOHOK Ta 40cToBipHOK, [laHa cepin npoaykTy Gyna BupobneHa, BKIIOUEIONYM ynakoBky
| MBpKyBaHHA Ta NPOBEAEHO KOHTPONb Tf AKOCTI Ha BUWeIa3HAYeHIA BUPOBHNMI AlnsHuul y nosHiid signosigHocTi 3 suMoramn HBM,
BCTEHOBREHUMM MICLEBMM PEryNnATOPHIM OPraHoM, a Takox y BianosinHocTi I3 cneuudikaiamy, HaBeAEHUMK B peecrpaliiHomy gocke.
Tpotokeni BupoGHMUTEa, NaKyBaHHA Ta aHanisis 6ynu nepernsHyTl Ta BcTaHOBNEHa BiANOBIAHICTL Buumoram HBI.

| hereby ceriify that the above Information is authentlc and accurate. This balch of product has been manufactured, including
packaging/iabeling and quality control al the above mentioned site in full compllance with the GMP requirements of the local Regulatory
Authority 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.

Dignue: Qarva: 29/10/2020
Signature: Date:
[pomucnosuit dhepmauesT, YnosHoBaxeHa ocoba; K. Beppecex [
Industrial pharmacist, Qualified Person: K. Verresen 5
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