é! N OVA RT I S s8-Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgium

CEPTUDIKAT CE P]T Telephone +32 3 890 27 11
—_ il Fax +32 3 8902717
BATCH CERTIFICATE
HA3BA NIPENAPATY: MAKCUTPON® kpannil oun]
PRODUCT NAME: MAXITROL® eye drops
PO3MIP.TA TUO YNAKOBKW: - [1o 5 mn

PACKAGE SIZE AND TYPE: 5 mi, «Crop-Tainer®», Ne1

CUNA QHIAKTUBHICTE: dexcamoralony 1 Mrimn, Heomiumuy cynidaty 3500 MO, HoniMIkcuHy B eynbihaty 6600 Molmn .
STRENGTH/POTENCY: Dexamathasone img/ml, neomicine sulfate 3500 mo/mi, polymyxin b sulfate 6000 mo/mi
PEECCTPALINHE NOCBIAYEHHA No:  UA/8329/01/01 MARS KOAI: 741394

MARKETING AUTHORIZATION Na: UA/8328/01/01 MARS CODE: 741394

HOMEP CEPIl: VCUBIC OB'eM CEPIl BUAYILEHOI ANst YKPATHY: 15710 ynaxosok

BATCH NUMBER: VCUB3C. BATCH VOLUME RELEASED FOR UKRAINE: 15710 packs

JTEPMIH MIPUOATHOGTI:  10/2025  JATA BUPOEHUUTBA; 29/11/2023  [QATA BUNYCKY CEPIl:  17/01/2024
EXPIRY DATE: 1012025 MANUFACTURING DATE; 2911172023  BATCH RELEASE DATE: 17/0112024
HA3BA, A[IPECA BUPOBHUKA: ANIKOH-KYBPLOP, PINKCBET 14, 8-2870 NYYPC, BENLMIA

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

HOMEP JILJEH3I BUPOEHUKA" 178 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI; Hp aacroconuo

COMMENTS: Not applicable

TECT COEUMDUKALLISA PE3YNLTAT
TESTS SPECIFICATIONS | RESULTS
SQBHILIHIK BUrNAA, Komip (BiayanLHo) He npojopa cycnensia, 683 arnomeparis, sig Bianosifiae
Appearance, color {by visual inspection) Gincro no 6nino-xosroro Pass
Opaque suspension, no agglomerates, white to
| pale yellow - |

Inenrudikallin gekcamertaaony (BEPX) (103nTNBHO Bignosinac
Pexamethasone identity (HPLC) Positive Pass
laeHTrd kadia nexcameTasony (TLIX) NoanTneHO Bianosiaae
Dexamethasone identity (TLC) Positive Pass
KinbkicHe BUaHAYEHHA AeKCAMETAZOHY 85 — 105 % 8in 3aseneHoro sMicry 100.3%
(REPX) 45 - 105 % of declared content 100.3%
Dexamethasone-assay (HPLC)

(IponykTy flerpanauii AEKCaEMETAIOHY

{(BEPX):

Dexamethasene degradation products

{(HPLC): - |

AL-5447 He Ginbwe 0.3 % Bin BMICTY NEKCAMETA30HY 0%
Al.-5447 Not more than 0.3 % of dexamethasone content | 0%
AL-37691 He Binblue 0.2 % Bin BMICTY AeKCAMETA30HY | 0%
AL-37691 Not more than 0.2 % of dexamethasone content 0%
Cnonyxa P He Ginblue 0.2 % Bia 8MICTY lEKCAMETAIOHY 0%
Compound P eormreme,  NOUmore than 0.2 % of dexamethasone content 0%
AL-585 oy .48g Binble 0.3 % Bin BMICTY nekcaMeTalony 0%
AL-585 2 LWore than 0.3 % of dexamethasone conlent 0%
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!\ NOVARTIS

sa Alcon-Couvreur nv
Rijksweg 14, 2670 Puurs, Belgium

C EPTM%T C EP“_ Telephone +32 3 890 27 11
BATCH CERT'FICATE Fax +32 3 880 27 17
'HA3BA NPENAPATY: . MAKCUTPON® xpanni ousi.
PRODUCT NAME: MAXITROL® eye drops

PO3MIP TA TUO YNAKOBKW: Mo § mn, dinakoHd-kpanensHvus wflnon-Tennep®s, Ned

PACKAGE 81ZE AND TYPE: 5 ml, «Drop-Tainer®:, Net

HA3BA, AIPECA BUPOBHUKA:
NAME, ADDRESS OF MANUFACTURER:

CUNA ONTAKTUBHICTL: Bexcamoerazony 1 mrimn, HeoMiuury cynkdaty 3500 molvn, onimikciiy B eyt dhaty 5000 mofn
STRENGTH/POTENCY: Dexamethasone 1Tmg/mi, naomicine suifate 3500 mofmi, polymyxin b sutfate 6000 mo/ml|
PEECTPAMIMHE NOCBIAYEHKA Ne:  UA/8329/01/01 MARS KOfl: 741334
VARKETING AUTHORIZATION Ne; UAI8320/01/01 MARS CODE: 741394
HOMEP CEPII: YCUBIC OB'€M CEPNI, BUNYUIEHO! AN YKPAIHW: 18710 ynakowox-
BATCH NUMBER: VCU83IC BATCHVOLUME RELEASED FOR UKRAINE: 16710 packs
TEPMIM NPURATHOCTI: 40/2025 [ATA BUPOBHULTBA: 29/11/2023  OATA BUOYCKY CEPI: 170172024
EXPIRY DATE: 40/2025  WMANUFACTURING DATE: 129/41/2023  BATCH RELEASE DATE: 17/01/2024

AJIKOH-KYBPLOP, PIMKCBEI 14, B-2870 NYYPC, BENLINS

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

Polymyxine B sulfate identity (color reaction

'HOMEP NILEH3I BUPOEHUKA o 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He 3acrocosHo

COMMENTS: Not applicable.

Al -5340 He Ginblue 0.2 % Big BMICTY ABKCaAMETalony 0%
AL-5340 Not more than 0.2 % of dexamethasone content 0%
AL-37912 He Ginebwe 0.3 % Big BMICTY AeKCaAMETaI0HY | 0%
AL-37912 Not more than 0.3 % of dexamethasone content 0%
ByAb-AKW# HeBKA3AHUA NPOAYKT Aerpaaauii He 6inble 0.2 % Bia sMicTY flekCaMeTasoHy 0%
Any unspecified degradation product Not more than 0.2 % of dexamethasone content | 0%
3aranbHa KinbKicTb NpoAYKTis Aerpanatiil He Ginbiue 2.0 % Bia BMICTY fleKCaMETaIONHY 0%
Total degradation products Not more than 2.0 % of dexamethasone content 0%
laeHTrdikaLg HeoOMILUHY cynbhaTy [103UTKBHO Bignosinae
(xonboporea peaxuig + TLUX) Positive Pass

- Neomicing sulfate identity {coler reaction + |

TLC) |
KinbKiche BU3HaNEHHA HEOMILUMHY cynbdaTty 95 — 120 % Bia 3ananerore BMICTY 102%

- Neomicine sulfate assay 95 - 120 % of declared content : 102%
lnerTndIKauin nonimikcuH B cynedaTy FOanTUBHY Bignosinae
{xonboposa peakuis + THIX) Positive Pass

1+ TLC) | |
KinkkicHe BuaHayeHHs noniMmikeud B 95 — 120 % Bin 3aspneHoro smicTy 107%
cynwuchbaty (BEPX) 05 — 120 % of declared content 107 %
Polymyxine B sulfate assay (HPLC) N
[nedmndikaLlin BeHaanKoHio xnopuay FloanTtue+Ho Bignosinae
| (BEPX] Postitive Pass
‘Benzalkonium chloride identity (HPLC) . | | o
KinbKiCHE BMIHAUEHHS] Oeraarnkos ot OB ey ' % 90~ 110 % sin 3aseneHoro BMICTY 98%
1 (BEPX] ; N 90110 % of deciared content | 98%
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sa Alcon-Couvraur ny
Rijksweqg 14, 2870 Puurs, Belgium

U NOVARTIS
CEPTU®IKAT CEPIi
BATCH CERTIFICATE

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

HAIBA MPENAPATY:
PRODUCT NAME:

MAKCUTPON® kpanni ouni
-MAXITROL® eye drops

PO3MIP TA TUN YNAKOBKW: .
PACKAGE SIZE AND TYPE:

‘No 5 M, thnaxon-xpanenuHun «dpon-TokHep®n, Nel.
5 ml, «Drop-Tainer®», Not

CUNA OAKTUBHICTh: Dexcamsraiony 1 MriMA, HoomiumHy cynsibaty 3500 moivn, nonimikeuny B cynediary 6000 Mofmn:

STRENGTH/IPOTENCY Dexamethasone 1mg/ml, neomicing sulfate 3500 mo/ml, polymyxin b sulfate 6000 mo/mil
‘PEECTPALIVHE NOCBIIYEHHS No: LJA8329/01/01 MARS KOR: 741394
MARKETING AUTHORIZATION Ne: UAI8329/01/01 MARS CODE: 741394
HOMEP CEPIl; VCUB3C  OB'eM CEPHl; BUNYUIEHO! ANA YKPATHW; 16740 ynakomok
'BATCH NUMBER:. VCUB3IC 'BATCH VOLUME RELEASED FOR UKRAINE: 16710 packs
TEPMIH NPUBATHOCTI: 40/2025  HATA BUPOGHULITBA; 200112023 OATA BAOYCKY CEPH;  17/01/2024
EXPIRY DATE: 1072025  MANUFACTURING DATE:! 2911172023 BATCH RELEASE DATE: 17/01/2024 .
HA3BA, APECA BUPOBHUKA; AIKOH-KYBPLOP; PINKCBEL 14; B.2870 NYYPC, BEMLLIA
NAME, ADDRESS OF MANUFACTURER! ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
'HOMEP NILEH3N BUPOEHWKA: .. A17eH
MANUFACTURING AUTHORISATION NUMBER: 476 H
KOMEHTAPI: He sacrocoBnO
'COMMENTS: Not applicable
| Benzalkonium chloride assay (HPLC)
pH 52~-5.8 5.5
| OcmonsnsHicTs 250 — 310 mOcm/kr 284 mOcMmiKkr
‘Osmolality 250 - 310 mOsm/kg 284 mOsm/kg
| Biaskicrb 12 — 30 mlla-c 20mMNa-c
| Viscosity 12 ~ 30 mPa's 20mPa-s
| Poamip qactok He Binbule 20 yacTok > 25 MKm fyacTox
| Particles size Not more 20 particles > 25 pm tparticles
| He Binblie 2 YacToK > 50 MM i4acTok
Not more 2 partictes > 50 um Tparticles
BiacyTHi MacTtkn > 80 MKkM Ouacrok
| __ Absence of parlicles > 80 ym Oparticles
PecycrnengosaHich He Gonee 15 cekyHa ScexyHa
Resuspendability Not more than 15 seconds Hseconds
CrepunsHicts {€pp.$. 2.6,1) CTepunbHO CTepuibHO
Sterility (EU Ph. 2,6,1) Sterile Sterile
*Ob'eM HaNOBHEHHA Bignoeigae sumoram €C Bignosigae
*ill volume Meets EL requirements: Pass
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{‘“‘ N OV A R T I S sa Alcon-Couvreur nv

Rijksweg 14, 2870 Puurs, Belgium

CEPTM@IKAT CEP" Telephone +32 3 880.27 11
BATCH CERTIFICATE Fax +32.3 890 2717
HA3BA NPEAAPATY: MAKCUTPON® kpanni ounl
PRODUCT NAME: MAXITROL® eye drops

PO3MIP TA TUD YITAKOBKK:  flo & mn, dhnakon-kpanensHnusa «Apon-Teitnep®y, Nov
PACKAGE SIZE ANDTYPE: = § ml, «Drop-Tainer®», Ne1

'CHITA QIAKTUBHICTb: Hekcamerasony 1 Mr/mn, Heomiuuuy cynndary 3500 mo/mn; nonimikcuHy B cyribdaty 6000 molmri.
STRENGTH/POTENCY:! ‘Dexamethasone 1mg/ml, neomicine sulfate 3500 mo/mi, polymyxin b sulfate 6000 mo/ml
PEECTPAUIMHE NOCBIAYEHHA Ne:  UA/8320/01/01 MARS KOfl: 741394

MARKETING AUTHORIZATION Ne: UA/8325/01/01 MARS CODE: 741394

'HOMEP CEPII; VCU83IC. OB'EM CEPIl, BUNYLLEHOI NS YKPAIHY: 16710 YNaKOBROK

‘BATCH NUMBER:. VCUS3C BATCH VOLUME RELEASED FOR UKRAINE: 16710 packs

TEPMIH NPWAATHOCTL: 1012025  [JATA BUPOEHWULITBA: 2911112023  OATA BUNYCKY CEPII:  17/01/2024
EXPIRY DATE: 10/2025  MANUFACTURING DATE: 29/11/2023°  BATCH RELEASE DATE: 17/01/2024
HA3BA, ALPECA BUPOBHVKA: ANKOH-KYBPLOP, PIMKCBEI 14, B-2670 NYYPC, BENGIISA

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

HOMEP JHLEH3I BUPOEHUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI: He zacTocoBHG

.COMMENTS: Not applicable

FKOHTROMIOETHES B NPOLEC BUPOBHALITES
*controlled during production

Livm A 3aeipsio, Wo suLleskasara IHDoODpMaUid & TouHon Ta AocTtopipHoi. [ana cepin npoaykty §yna snpobrieHa, BKMOSEIGLN YHAKGEKY |

MADKYBAHHA T3  MPOBEAHO KOHTPONb Il SKOGTI Ha BullesasHaqeHid BUpobHUUIA AinbHWLE -y NOBHIK BignosigHOCTI 3 BuMoramu HBMN.

BCTAHOBNEHUMW MICUEBAM DETYNATOPHAM OPraHoM, a TaKkow Yy BignosigHocTi 13 cneywudpikalinmi, HaBeASHUMKN B PEECTPALIRHOMY A0ChE.
perokony pupofiHKLTEA, NakysaHHA Ta aHaNiie bynu nepernadyT! Ta BCTAHOANEHA BIANORIAHICTL BUMoram HBM.

| hereby cerify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/iabeling

and quality control at the above mentioned site in full compliance with the. GMP requirements. of the local Regulatory Authority and with the

specificalions in the Marketing Authorization, The balch processing, packaging and analysis records were reviewed and. found 1o be in
compliance with GMP,

[Hianwue: Baral
Signature: Date; 17/01/2024.

Npomucnoani chapmatiest, YnosHosaxens ocofa; - A.Goghmans .. .. . .
Industrial pharmacist, Qualified Person: A, TypMaHe i '
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