TEPKABHA CJIIYKBA 3 JIKAPCbKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KUIBCBKIH OBJACTI

nipos, CBITAHIHOL Hapii, 3, m.Kuis, 02099, ten/taxc: (044} 576-40-41
E-mail; dls.ko@dls.gov.ua, Koa €IPTIOY 37078774

BHCHOBOK
IO SAKiCTH BBE3¢HOTO B YKpaiHy JikapcsKOro 3acoby

17.01.2025 Ne 992/25/10

MAKCHIAEKC®

(HaiiMenyBaHHA NIKApCHKOTO 3acoly TIAHO 3 PEECTPAITINIEM [1OCRIATEHESIM)
wpanai ouni, 1 mr/mi; no 5 My ¢aakoHi-KpaneabHUn] ; 1o 1 Qpakony-xpaneasHuli B
KopoOHi 3 KAPTOHY

{dropMa BUAYCKY, NO3YBAHII, B/ IIARYBAHHA AixapceKOTO 3acolly)

Honep peecTpauliifHOTo NOCBI4eHHx UA/10812/01/01 crpox mif peecTpanifHOro nOCBIAMCHHA 01.01.2099

Cepis nikapcskoro 3acofy Ne YEFHS55G Kikicrs BBE3EHOTO Nixapeskoro sacoby 1440
BupoGHHK Anxon-Kyepsop, Beabris
(nalimerysatiss pUpobHUKa nikapceroro 3acofy, kpaida MOXOMACHHR)
BaeseHo B Ypainy Crinbie yKpaiRChK0-eCTOHCbLKE MANPHEMETBO ¥ dopmi TOBAPHCTBA
3 ofMekeHO010 BinnosizansricTio '"OnTiMa-@apn, JITJL", inenr. xon:
21642228

(saiiMeHYBAHHA TA KOX 3a €IIPTIOY topranrumci ocobn abo npi3sie, in's, no Gatekosi Gisngnol
0cofH - FimnpueMI, Ti MiCle IPOKHBIHHEA T3 peectpanifinnil Hoyep oGiiROBOT FAPTIUL MIATHIKA
nonatkis 2o cepid Ta HoMep NacnopTa)

TIpoTOXON Bi3yaabHOro KONTPOI0 B 15.01.2025 N2 0065/13.

3a pesynbTATAMH HEPKABHOIO KOHTPOMIO ECTAHOBNERO, MO Tikapchkuii 3aciG BBe3eHO B Yrpainy 3
ZAOTPUMAHHAM BaMOr 32KOHOIARCTER 1110710 3aGesrnedeH s AKOCTI MKapChKHX 3acobis.

Onsra EPBOMEHKO

{ininiamyTa npi3EMILE)




M} N OVA RT I S sa Aleen-Couvreur nv

Rijkksweg 14, 2870 Puurs, Belgium

] Telephone +32 3 890 27 11
CEPTUDIKAT CEPII Fax +32 3 880 27 17
BATCH CERTIFICATE
HA3BA NMPENAPATY: MAKCWAOEKC®, kpanmi ounl, 1 mrimn
PRODUCT NAME: MAXIDEX®, eye drops, 1 mafm]
PO3MIP TA THUN YNAKOBKWU: 00 5 MN Y NAKOHI-KPANENBHWLL: 1O 4 dNAKOHY-KPANENLHULI B KOPOBLI 3 KAPTOHY
PACKAGE SIZE AND TYPE: 5§ ML IN DROPPER CONTAINER, 1 DROPPER CONTAINER IN CARTON
cUNA AVAKTMBHICTh: Hekcamerazon 4 mrimMn
STRENGTH/POTENCY: Dexamethasone 1 MriMn
PECCTPAUIAHE NOCBIQYEHHSA Ne: UAMD812/01i01 MARS KOA: 742047
MARKETING AUTHORIZATION Ne: UAM0812/01/01 MARS CODE: 742047
HOMEP CEPIi; VFH55G OB'eM CEPIY, BUNYHIEHO! ANA YKPATHM: 17570 ynaxonox
BATCH NUMBER; VFH55G  BATCH VOLUME RELEASED FOR UKRAINE: 17570 packs
JEPMIH MPUBATHOCT): 02/2026 DATA BUPOBHULITBA: 26103/2024 OATA BUNYCKY CEPIi: 04106/2024
EXPIRY DATE: 0212026 MANUFACTURING DATE: 26/03/2024 BATCH RELEASE DATE: 04/06/2024
HA3BA, ANPECA BUPOEBHWIKA! ANKOH-KYBPLOP, PIMKCBEI 14, B-2870 NYYPC, BENLIIA
NAME, ADDRESS OF MANUFAGCTURER; ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP NILEHSI BUPOEHMKA: 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI: He sacyocosHo
COMMENTS: Not applicable
TECT CHELIMDUKALIA PE3VINLTAT
TESTS SPECIFICATIONS RESULTS
SosHiwHiia Burnag, konlp; Henposopa cyenenxain eia Ginol ao caitno-xoatol Ges Binnopinae
Appearence, colour; arnomeparis Pass
Opaque, while to pale yellow suspension, no
agglomerates, free of lumps
Yneurudirayin;
{denlificalions:
Dexcameraapuy (BEPX) MNoawtuero D3INTHBEHO
Dexamethasone {HPLG) Posliive Posilive
Heskcameraaopy (TWXY) [o3wTueHO MoszuTmeng
Dexamelhasone(TLC) Positive Posilive
Betzankoniio xnopuay (BEPX) foantuaHo MNosurueHo
Benzalkanium Chloride (HPLC) Positive Positive
Ounatpiio eperar (BEPX) [oaurneHo NozuTueue
Disodium Edetale (HPLC) Posllive Posilive
KirbkicHe susHaugHHA;
Assays:
Oexcamerasony (BEPX) ' 95 — 110 % pin sansneHoro eMioTy 105.1%
Dexamethasone (HPLC) 95 — 110 % of label claim 105.1%
EeHaaniconiio ¥nopua (BEPX) 90 — 110 % Bia 3ansnexoro smicTy 95.1%
Benzalkonium Chloride (HPLC) 90 - 190 % of label claim 95.1%
Dunarpite egerar (BEFX) 90-110 % Bin 3aneneroro emicty 99.6%
Disadium Edelale (HPLC) 90 - 110 % of label claim 99.6%
Mpoayery gerpagauii Aexcameradody (BEPX):
Degradation Producls dexamethasone (HPLC):
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M) N O VA RT I S sa Alcon-Couvreur nv

Rljksweg 14, 2870 Puurs, Belgium
CEPTUDIKAT CEPI| L e
BATCH CERTIFICATE

HA3BA NPENAPATY: MAKCWAEKC®, upannl ousj, 1 mrimn
PRODUGT NAME: MAXIDEX®, eye drops, 1 mg/ml
BO3MIP TA TWN YOAKOBIKU: [0 5 MY ONAKOHI-KPARERBHULI: RO 1 hNAKQHY.KPAMENLHULI B KOPOEL| 3 KAPTOHY
PACKAGE SIZE AND TYPE: 5 ML IN DROPPER CONTAINER, 1 DROPPER GONTAINER IN CARTON
CHNA AliTAKTUBHICT e Dexcameranon 1 MriMn
STRENGTHIPOTENCY: Dexamethasone 1 mrfmn
PEECTPALINHE NOCBIAYEHHS Ne: UAM0812{01/D1 MARS Kon: 742047
MARKETING AUTHORIZATION Ne: UAMoOB12{01/01 MARS CODE: 742047
HOMEP CEPIi: VFHE5G OB'eM CEPI[, BUNYWEHOT 0NA YKPATHK: 47570 ynakogsolt
BATCH NUMBER: VFH55G  BATGCH VOLUME RELEASED FOR UKRAINE: 17570 packs
TEPMIH NPURATHOCTI: 02/2026 NATA BUPOBHMUTBA: 26103/2024 AATA BUNYCKY CEPI: 04/06/2024
EXPIRY DATE: 0212028 MANUFACTURING DATE: 2610312024 BATCH RELEASE DATE:  04/06/2024
HASBA, AIPECA BUPOBHUKA: ANKOH-KYBPBOP, PIAKCBEL 14, B-2870 NVYPC, BENLEIA
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP AILEH3I BUPOBHUIA; 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI: He 3acTocoBHO
COMMENTS: Mot applicable
AL-5447 He Sippure 0,2 % bin bmicty nekcametasony 0%
NMT 0,2 % of dexamelhasone content 0%
AL-5202 He Ginuwe 0.3 % oig oMicty aexcamerasony 0%
NMT 0,2 % of dexamethasone content 0%
AL-37912 He Ginewe 0,3 % big emicty aeicamertasany 0%
NMT 0,3 % of dexamethasone content 0%
AL-585 He Binbwe 0,3 % pig omieTy gexcameTasoky 0%
NMT 0,3 % of dexamathasone contenl 0%
AL-5340 He Binblwe 0,2 % Bin amicTy aekcamerasony 0%
NMT 0,2 % of dexamethasone conlent 0%
AL-37691 He Slnbwe 0,2 % sig smicTy AckcameTaaony 0%
NMT 0,2 % of dexamethasone content 0%
Eynb-auuii okpesanii keskaaauwii npoayky nerpagadi He Binbwe 0,3 % Bin smicty aexcaMeraacky 0%
Any Single Unspecified Degradation Product NMT 0,3 % of dexamethasone content 0%
Saransha Kinbkicrs npoaykrls nerpapauii He Ginbe 2 % nin smicty aekcamerasony 0%
Total Degradation Products NMT 2 % of dexamethasone conlenl 0%
pH 52-58 56
OcvoasnsHicTs 250 - 285 MOcM{kr 272m0OcMmikr
Osmolalily 250 - 285 mOsm/kg 272mOsmikg
Poamip yacrox: Bianoslaae sumoram Egp. dapm, Blanosinae
Parlicle size: Complies with requiremenils of EU, Ph. Complies
He Binbiie 20 vyacTok > 25 MKM 0 Yacrok
NMT 20 parlicles > 25 ym 0 Parlicles
He Sinkute 2 yactok > 50 1KmM 0 Yacrok
NMT 2 paricles » 50 ym 0 Particles
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!> NOVARTIS

HA3BA MPENAPATY!
PRODUCT NAME:

PO3MIP TA TN YNAKOBIA:
PACKAGE SIZE AND TYPE:

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

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

CEPTU®DIKAT CEPII
BATCH CERTIFICATE

MAKCUIEKC®, kpann! ovni, 1 mr/mn
MAXIDEX®, eye drops, 1 mgfini

A0 5 MM Y ¢NAKOMI-KPAOENBHWUI: MO 1 &AAKOHY-KPANENLHULI B KOPOEL 3 KAPTOHY
§ ML IN DROPPER CONTAINER, 1 DROPPER CONTAINER IN CARTON

CUNA I AKTUBHIC T JoxcamoTazon 1 MriMn

STRENGTHIPOTENCY: Dexamathasone 1 mMrimn

PEGCTPA[__]IFIHE NOCBIAYEHHA Me: UAI08142/01/04 MARS KOO 742047

MARKETING AUTHORIZATION Ne: UA/10812/01/01 MARS CODE: 742047

HOMEP CEPIT: VFH55G OB'eM CEPH, BUOYWEHOT AN YKPATHI: 17570 ynakpeok

BATCH NUMBER: VFH$5G BATCH VOLUME RELEASED FOR UKRAINE: 17570 packs

TEPMIH NPURATHOCTI: 0212026  OATA BUPOBHUUTBA: 26/03/2024  [JATA BUMYCKY CEPIl:  04/06/2024

EXPIRY DATE: 02/2026  MANUFACTURING DATE: 26/03/2024 ~ BATGH RELEASE DATE: 04/06/2024

HA3BA, ADPECA BUPOBHWKA! ANKOH-KYBPLOP, F'IP'IKCBEI"M, 8-2870 NYYPC, BENLIA

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

HOMEP NILEHSI BUPOBHWKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 178 H

KOMEHTAPI; He sacroconlio

COMMENTS: Not applicable

YacTiwm BineyTHi > 90 mum 0 Yaerox
Parilcles absent > 90 pm 0 Parlicles

Pecycnenngsanicrs He finbwe 15 ¢ 5c
Resuspendabilily NMT 15 s 53
Q6'erq HanNDBHEHHA Blanoplnae sumoram EC Biancseigae
Fill volume Complies wilh requiremenls of EU Complies
CrepupeHicTs (Sap.®. 2.6.1) Crepunstio CrepunbHo
Slerility (EU Ph, 2.6,1) Sierile Slerile

Livn 5 3aslpsito, W0 BULEBKA3aHA iHthoprMalis € TouHolo Ta AotTorlpHolo, flaHa cepis nponykry 6yna evpobneHa, BKAIOYAK0UM YNaKosky
1 MapkysaHka Ta NPOBEAEHO KOHTPONS 1T AKOGT HA BULeazsHauedilil avspoBHMyili AinkHULI ¥ noBKIf eipnoeigHocTi 3 BUMorami HE,
BCTAHOBNEHMH MICLIEBIM PErynATOPHMM OpraHoM, a Takox ¥ signosigHoceTi ia cneundlkadinm, HaBeaeHnMU B peecTpaLliiHomy facke,
Mporokon BUpofHWLTEA, NakYBaHHA Ta akanitis Gynwu nepernakyTi Ta BcTaHoBNeHa BinnoplakicTs suMoram HBM.

| hereby cerlify [hal the above Information Is authenlic and accurale. This balch of product has been manufaciured, including
packaging/labeling and qualily control al the above menlioned site in full compliance wilh the GMP requirements of the loca! Regulatory
Aulhority and wilh the specifications in the Marketing Authorization, The batch processing, packaging and analysis records were reviewed

and found {o be in compliance with GMP.

Nigpuc: o Harta: 0B/06/2024
Signalure: . M&‘ﬂ‘j"—““}—hj‘;ﬁ\ Date:

Dpomucnoswé dyapmalesT, YnosHosaxeHa ocoba;

K. MeliHapTic

Industrial pharmacist, Qualified Person:

K. Maynaerts
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13

AEPKABHA CJIYIKBA 3 JIIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKINA OBJIACTI

upos. Ceitnayroi Haail, 3, m.Kuis, 02099, ten/hakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
npo AKICTH BBE3EHOI0 B YKpaiHy JiKapebKoro 3acody

27.06.2025 Ne 29692/25/10

MAKCHIEKC®
(maiimenypaumnn nikapeskoro sacafy 3rimHo 3 peecrpaniiinis NoCsiAYeHAM)
Rpani o4ui, 1 Mr/aa no 5 v y fpaaxoni-kpaneasuuni; 1o 1 gpuarony-kpaneibnnui s
xopoOLi 3 KAPTOHY
{thopMa BuITyCKY, A03YBOHHA, BEA IIAKYBAHHA JIKapCHKOro 3acoby)

Honep peecrpauiiinoro noceiguenns UA/10812/01/01 crpox aii peecrpanitinoro nocsiguenns 01.01.2090

Cepis aikapcekoro zacoby Ne VINPGTB Kinpkicts BBeseHoro nixkapeskoro zacody 720
BupoGHix Anxon Kyepsop, Bennrin
(nafiveryBanna BHpoOHIIKa JiKapckKoro 3acoly, Kpaima RoxomuxenHs)
Bgreaeno 8 Yrpainy Crniapine ykpaincnbio-ecroHchKe nignpieMcreo y Gpopmi Tosapucrea
3 oOmesxenolo BianosigansuictIo " Onrima-Dapns, JITH", izent. won:
21642228

{(naiimenysarns Ta kog 3a €APTIOY wpuanusol ocobu abo mpissuie, iM's, no Gatsrosi hiandnoi
ocobH - nixnpuess, i MiCLe NPOKHBAHHA Ta peccTpaniiiHpil HoMep 08:ikoBOY KApTEH LIATHHKR
noaaTkie ado cepid T4 HOMED DACIOpTa)

Iporoxon Bisyankuoro xourpoaio sig 27.06.2025 N 1922/11,

3a pesymbTaTaMM AEPAKABHOTO KOHTPOMIO BCTAHOBACHO, W0 JHKAPCHKMIT 3aci6 BeeseHo B VYrpainy 1

AOTPHMAHHAM siuMor 3aKOHOBAECTBA IONO 3a0€3NISUCHHA SKOCT] JHKAPCEKIK 3ac00iz.

Onera €PLOMEHKO

= . A s
gor KOHTPOMO) {oiamuc)y {iriniany Ta npizamue)
~aE*



¢! NOVARTIS

HAZBA NMPEOAPATY:

CEPTUDIKAT CEPII

BATCH CERTIFICATE

MAKCUAEKC®, kpanni oyHi, 1 mrimn

sa Alcon-Couvreur nv
Rijksweg 14

2870 Puurs-Sint-Amands
Belgium

Telephone +32 3890 27 11
Fax+323 8902717

PRODUCT NAME:

PO3MIP TA TV YITAKOBKH:
PACKAGE SIZE AND TYPE:

MAXIDEX®, eye drops, 1 mgiml

N0 5 MN Y ®NAKOHI-KPANENSHULL NO 1 @NAKOHY-KPARENLHWULIT B KOPOBLYI 3 KAPTOHY

5 ML IN DROPPER CONTAINER, 1 DROPPER CONTAINER IN CARTON

CWIIA AAKTWBHICTb: HekcameTtascH 1 mr/mn

STRENGTH/POTENCY: Dexamethasone 1 mtfmn

PECCTPAUIVMHE NOCRIAYEHHA Ne: UA/£0812/01/01 MARS KOA: 742047
MARKETING AUTHORIZATION Ne: UAMNB12/01/01 MARS CODE: - 742047

HOMEP CEPI: VNPE7B OB'€EM CEPIT, BUMYLLEHG] ANA YKPATHUA; 7560
BATCH NUMBER: VNP6TB  BATCH VOLUME RELEASED FOR UKRAINE: 7560
TEPMIH OPUMOATHOCTE  02/2027  OATA BUPOGHWUTEA: 12/03/2026  HOATA BUIYCKY CEPRI: 14/04/2025
EXPIRY DATE: 02/2027 MANUFACTURING DATE: 12/03/2026  BATCH RELEASE DATE:  14/04/2025

HA3BA, ANIPECA BUPOEHUKA:

NAME, ADDRESS OF MANUFACTURER:

HOMEP NILIEH3IT BUPOSHUWUKA:

ANKOH KYBPLOP, PINKCBE 14, NYYPC-CIHT-AMAHAC, 2870, BENLMS

ALCON COUVREUR. RIJKSWEG 14, PUURS-SINT-AMANDS, 2870, BELGIUM

176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI:
COMMENTS:

He 3acTocoBHO
Not applicable

TECT CNEUHUDUKALLIA PE3YNLTAT

TESTS SPECIFICATIONS RESULTS
S0BHILHIA BUrAAa, KONIp: Henposopa eycnewsia sig 6irci no ¢sitro- Bignosigae
Appearence, colour: ¥oBTol e arnoMeparis Pass

Opaque, white to pale yellow suspension, no
agglomerates, free of lumps

WaeHTuchikauia;
ldentifications:
Dexcameraagny (BEPX) [TosnreHo MoantuBHo
Dexamethasone (HPLC) Positive Positive
OexcameTtasony (TIEX) [MoanTneHo MosnTusHO
Dexamethasone(TLC) Positive Positive
BenaankoRin xnopuay (BEPX) NoauTneHo [03UTUBHO
Benzalkonium Chloride (HPLC) Positive Positive
Ounatpitc epetat (BEPX) MoavmmBro MoanTueHO
Disodium Edetate (HPLC) Positive Positive
KinskicHe BU3HABYEHHS:
Assays:
DekcameTazony (BEPX) 95 - 110 % Bin 3aARNSHOrO BMICTY 101.7%
Dexamethasone (HPLC) 85 -~ 110 % of Iabel claim 101.7%

114

gg/?ﬁ m”fjﬁ




{, N OVA RT I S ;;;tzrg\-fzﬁweur n
2870 Puurs-Sint-Amands
Belgium

Telephone +32 3 85027 11
Fax+323 89027 17

CEPTU®DIKAT CEPIi
BATCH CERTIFICATE

HA3BA MNPENAPATY: MAKCWIOEKC®, kpanni oxHi, 1 MriMn

PRODUCT NAME: MAXIDEX®, eye drops, 1 mg/ml|

PO3MIP TA TUIT YNAKOBKHK: 1O § MY ONAKOHI-KPANENBLHKWUI; 01O 1 DJJAKOHY.-KPANENLHULI B KOPOBLUI 3 KAPTOHY

PACKAGE SIZE AND TYPE: 5 ML IN DROPPER CONTAINER, 1 DROPPER CONTAINER IN CARTON

CUNA AIVAKTUBHICTE: DexcaMerason i mrimn

STRENGTH/POTENCY: Dexamethasone 1 mrimn

PEECTRPALIMKHE NOCBIIYEHHA Ne: UA/10812/01/04 MARS KOn: 742047

MARKETING AUTHORIZATION Ne: UA/M0812/01/01 MARS CODE: - 742047

HOMEP CEPI: VNPG67E  OB'€M CEPI, BUNYWEHO! ANA YXPATHU: 7560

BATCH NUMBER: VNPB7B BATCH VOLUME RELEASED FOR UKRAINE: 7560

TEPMIH APUOATHQCT): 0212027 OATA BUPOGHHWLITBA; 12103/2025 IATA BANYCKY CEPII: 14/04/2025

EXPIRY DATE: 02/2027 MANUFACTURING DATE: 12/03/2025 BATCH RELEASE DATE: 14/04/2025

HA3BA, ADPECA BUPQBHUKA: AJIKCH KYBPbOP, PIRKCBEL 14, MYYPC-CIHT-AMAHJIC, 2870, BENLITH

NAME, ADDRESS OF MANUFACTURER: ALCCN COUVREUR, RIJKSWEG 14, PUURS-SINT-AMANDS, 2870, BELGIUM

HOME®? JUHEH3[ BUPCEHUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPL He 3acTocoBHO

COMMENTS: Not applicable

Beraankokin xnopua (BEPX) 90 — 110 % Big 339BASHOIC BMICTY 94.5%

Benzatkonium Chioride (HPLC) 90 — 110 % of labei claim 94.5%

DuHartpio egerat (BEPX) 80-110 % Bin 3anBNEHOO BMICTY 86.6%

Disadium Edetate (HPLC) 90 — 110 % of label claim 96.6%

[poavkTy perpanaull nekcamertasony (BEPX):

Degradation Products dexamethasone (HPLC):

AL-5447 He Bintwe 0,2 % Big BMICTY AKCaMeTazony 0%
NMT 0,2 % of dexamethasone content 0%

Al-5202 He Ginble 0,3 % pig BMICTY NeKCAMETAZ0HY 0%
NMT 0,3 % of dexamethasone content 0%

AL-37912 He Sinswe 0.3 % Bin SMICTY ZEKCAMETAI0HY 0%
NMT 0,3 % of dexamethasone content 0%

AL-585 He Ginbiue 0,3 % sin SMICTY ASKCBMETAIONY
NMT 0,3 % of dexamethasone content 0%

AL-5340 He Ginblue 0,2 % slg amicTy Hekcamerasony 0%
NMT 0,2 % of dexamethasone content 0%

AL-37681 He Ginbuwe 0,2 % Bin BMICTY ASKCAMETA3OHY 0%
NMT 0,2 % of dexamethasone content 0%

Byab-AKWMA OKpEMUWI HEBKA3aHWA NPOIAYKT He Binbiue 0.3 % pin BMICTY AEKCAMETAZ0HY 0%

aerpanauil NMT 0,3 % of dexamethasone conient 0%

Any Single Unspecified Degradation Product

2/4




! NOVARTIS

HA3BA NPENAPATY:
PRODUCT NAME:

PO3MIP TA TUN YOIAKOBKW:
PACKAGE SIZE AND TYPE:

CUNA AIFAXTUBHICTL:
STRENGTH/POTENCY:

CEPTU®DIKAT CEPII
BATCH CERTIFICATE

MAKCUNEKC®, kpanni ¢uHi, 1 Miimn
MAXIDEX®, eye drops, 1 mg/m!

No 5 MN Y $NAKOHI-KPARENLHWL; NO 1 GNAKOHY-KPANENLHU

sa Alcon-Couvreur nv
Rijksweg 14

2870 Puurs-Sint-Amands
Belgium

Telephone +32 3 830 27 11
Fax +323 890 27 17

1 B KOPOBL 3 KARTOHY

5 ML IN DROPPER CONTAINER, 1 DROPPER GONTAINER IN CARTON

Dekcamoraaon 1 mrivn
Dexamethascne 1 mr/mn

PEECTPALIMHE NQCBYTYEHHA Ne: UAMMG812101/01 MARS Kof: 742047

MARKETING AUTHORIZATION Ne: UA/10812/01/01 MARS CODE: 742047

HOMEP CEPI: VNPS7B  OB'€M GEPIi, BUNYIMEHOI fNA YKPATHU: 7560

BATCH NUMRER: VNP&7B  BATCH VOLUME RELEASED FOR UKRAINE; 7560

TEPMIH NPMOATHOCT: 02/2027 [OATA BUPOBHULITBA: 12/03/2025  OATA BUNYCKY CEPIl: 14/04/2025
EXPIRY DATE: 02/2027  MANUFACTURING DATE: 12/03/2026  BATCH RELEASE DATE:  14/04/2025

HAZBA, AOPECA BUPOBHUKA:

NAME, ADDRESS OF MANUFACTURER;

ANKOH KYBPLOP, PIAKCBEN 14, NYYPG-CIHT-AMAH/C, 2870, EENGLMA

ALCON COUVREUR, RIJKESWEG 14, PUURS-SINT-AMANDS, 2870, BELGIUM

HOMEP NILEH3IT BUPOSHWUKA: 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPE He 3acrocoBHo

COMMENTS: Not applicable

3aranbHa KiNbKICTs NPOAYKTIB ferpanauil He Ginktue 2 % vig BMICTY NEKCaAMETA30HY 0%

Total Degradaticn Products NMT 2 % of dexamethasone content 0%

pH 52-58 586

QcMonansHicTs 250 - 285 mOcm/ikr 269 mOcmikr

Osmolality 250 - 285 mOsmi/kg 268 mOsm/kg

Po3wmip vyacTok: Bignceinae sumoram Eap. Sapu. Bianosinae

Particle size: Complies with requirements of EU. Ph. Complies

He Ginblue 20 4acToK > 25 MKM 0 YacTok
NMT 20 pariicles > 25 ym 0 Particles
He Ginbwe 2 yactok > 50 Mrm 0 MacTok

NMT 2 particies > 50 ym 0 Particles
HacTku sigcyTHi > 90 MKM 0 YacTok
Particles absent > 90 pm 0 Particles

PegyenernosaHicT, He Hinblie 15 ¢ 5¢

Resuspendahility NMT i5s &s

O6'eM HaNoBREHHS Bignoeigae sumcram EC Bignoeinae

Fifl volume Complies with requirements of EU Complies

CrepunbHicTs (Eap.@, 2.6.1) CrepunbHO CrepubHO

Sterility (EU Ph. 2.6.1) Sterile Sterile

3/4




ﬂ : N OVA R_T I S ;;it(:;—fzuweur nv
2870 Puurs-Sint-Amands
Belgium

Telephone +323 830 27 11
Fax+323 8902717

CEPTUDIKAT CEPIi
BATCH CERTIFICATE

HA3BA NPENAPATY: MAXCHOEKC®, xpanni oumi, 1 mrimn

PRODUCT NAME: MAXIDEX®, eye drops, 1 mgfml

PO3MIP TA TUN YITAKOBKM: 100 5 MITY ONAKQHI-KPANENLHUL: NO 1 ONAKOHY-KPANENSHULI B KOPOBL 3 KAPTOHY
PACKAGE SIZE AND TYPE: 5 ML IN DROPPER CONTAINER, 1 DROPPER CONTAINER IN CARTON

CUNA AITAKTUBHICTb: Dexcameragou 1 mrfmn

STRENGTH/POTENCY: Dexamethasone 1 mifmn

PEECTPAUIAHE NOCBIAYEHHS Ne: UA/10812101/01 MARS KOR: 742047

MARKETING AUTHORIZATION Ne: UAM0812101/01 MARS.CODE: 742047

HOMEP CEPIi: VNP87B  OB'€M CEPII, BUNYLWWEHOI AN8 YKPA[H#M: 7560

BATCH NUMBER: VNPG7B  BATCH VOLUME RELEASED FOR UKRAINE: 7560

TEPMIH MPUTATHOCTI: 02/2027 [ATA BUPOBHWHTBA: 12/03/2025  OATA BUIIYCKY CEPI: 14/04/2025
EXPIRY DATE: 022027  MANUFACTURING DATE: 12/03/2025  BATCH REL.EASE DATE: 14/04/2025
HAZBA, A[IPECA BUPOEHUKA: ANKCH KYBPLOP, PIAKCBET 14, IYYPC-CIHT-AMAH/C, 2870, GEAbLMNA
NAME, ADDRESS OF MANUFACTURER: ALCON COUVREUR, RIJKSWEG 14, PUURS-SINT-AMANDS, 2870, BELGIUM
HCOMEP MIUEH3I BUPOBHKKA; 176 H

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAFRI: He 3agToco8Ho

COMMENTS: Not applicable

Uum 51 sasipaio, Lo sulgeskadana indopmatis € TodHoio Ta gocTosipHoK. flaa cepis npoaykry yna aupobneHa, BRIONAIONH ynakoeky i
MapKysadis TA NPOBEASHO KOHTPONG 1T AKOCTI Ha BuL@saakauexid BUPCEHUNIA AINLHKL y Noakilk BinNoBIAHGSTI 3 BUMorasu HBI,
BCTAHOBNEHUMY MICLIEBMM PEryNIATOPHUM OPraHoM, & TakoX y signoalgHocTi 13 cneludikayiaMy, HABSNOHHMY B peECTPaLUIRHOMY Jotbe.
_Ipotokonw eupoGHkyTea, narxysatHa Ta aHanisie Bynv nepernaHyTi Ta acranosnesa BiANOBIAHICTE BUMaray HBIM
I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packagingiakeling
and quelity control at the above mentioned site in full campliance with the GMP requirements of the locat Regulatory Authority and with the
specifications in the Marketing Authorization. The batch processing, packaging and analysis recards were reviewed and found to be in compliance
with GMP.

Comment for the reviewer’s roference / Komenmap 6na 8osidxu payenienma;

The site ALCON-COUVREUR has changed its name to NOVARTIS MANUFACTURING NV without changing ifs manufacturing facilities,
processes, controls and operates at the same addrass RIJKSWEG 14, PUURS-SINT-AMANDS, 2870, BELGIUM. Therefore, NOVARTIS
MANUFACTURING NV located at RUKSWEG 14, PUURS-SINT-AMANDS, 2870, BELGIUM is full equivalent to ALCON-COUVREUR located
RIJKSWEG 14, PUURS-SINT-AMANDS, 2870, BELGIUM.

Hintriun AIKOH-KYBPBOP 3uitiuna nassy va NOVARTIS MANUFACTURING NV Gea amMilii BUpOBHHUNX NATYRAOGTER, NPOLEGIS | KOHTPONK T3
npawoe 3a 7icw x agpecote PIAKCBEN 14, MYYPC-CIHT-AMARJC, 2870, GEMbIIA. Toumy NCVARTIS MANUFACTURING NV, wWo
posrailcsanud 3a anpecow PIAKCBEN 14, NYYPC-CIMT-AMAHAC, 2870, BENLIIS € igeHTUdHAM Alnthuui ANKOH-KYBPBOP 3 micyem
poatawysanHs PIKCBEL 14, NMYYPC-CIHT-AMAH/IC, 2870, BENBMR

Dianue; Hara: 14/04/2025

Signature: Date: 14/04/2025
,/’

¥YnosHosakeHa ocoba; K. Beppacen

Qualifieg Person: K. Verresen
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