JEPKABHA CJIYKBA3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMMH ¥ KHIBCBKIM OBJIACTI

npos. Ceitawdnof Hami, 3, M. Kuig, 02099, ren/darc: (044) 363-06-50
E-mail: dls.kof@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK __
NpPe ¥KICTH BBE3EHOTO B YKpainy JiKApCEKOTro 32¢00y

26.10.2023 Ne 51194/23/10.

_ MAKCHJIEKC®

{Haﬁmcujrnarmn AIKAPEEKOLO 23000 30100 3 peecTpauiiimm Toesi AyeHHTM)
kpani outi, 1 mr/su, no 5 s y daraxoni-xpanespunui "Ipon-Tefinep®'; no 1 daaxony-
KpanensHUIE B KopoOlli 3 kapTony

(dhopma BHNYCKY, A0IYBAHHA, BUA HaKYBAINA TKaPCLEOro 1acofy)

Honep peectpauiiiroro nocsinmenns UA/10812/01/01 crpox nii péécrpaiitnore moceiguenns 01.01,2099

Cepis nixapeskoro sacody Ne VV101B. KinuKicTh BBS3CHOT0 JTiKapcERoro 3acoby 520
Brpofuuxk Ankon-Kyspwop, Benbria
(naliMeHyBaIs BHPOBAIED ZIRAPCAROIO 3acoly, KpaiHa NOXoIKeHHS)
Beeaeno B Vipainy Crinbre yKkpainchKo-ecTolChKke NIANPIEMCTBO ¥ dopMi TORAPHCTBA
3 00mezreHo10 BianopigansuicTio "Ontima-Papm, JITH", inenr. woa:
21642228

(raiiseHysaras T2 Koy 33 €ETPTIOY opnavunct ocodn ado npispinue, im's, no GarkoBi Ginggno}
acodn - nianproaus, ¥ Micie NPOKUBIKAT T4 peecTpantifiennt 1oMep oBMiKOROT KAPTKI TAZTHIIKA
NOJATKIB A00 CePI Ta HOMLD TACHOPTA)

Hpororoa pizyancuore kourpose siz 18.10.2023 X 3294/8.

3a  pesynsTaTaMM HERABHOIO. 'KOHTPONIO “BCTaMoOsieno, (0. fixapobkeil 3dci6 Emeseno- & Vipainy 3

AOTPHMAHHAM sastor 3ak0103a8cTa M0N0 3a0eInedeHHA KOCTI AikaperrnX 3acobiB,

Bactynmi Haug R CaYROR Y ipusa TTATIAMAP
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) NOVARTIS

PRODUCT NAME:

PO3MIP Ti YOAKOBKH:
PACKAGE SIZE AND TYPE:

CUNA OIAKTUBHICTL:
STRENGTH/IPOTENCY:

'PEECTPALINHE NOCBIRYEHHRA Ne:

MARKETING AUTHORIZATION Na:

HOMEP CEPfl; yviois
'BATCH NUMBER: VVi01B
JEPMIH NPUOATHOCT);  08/2025
EXPIRY DATE: 0512025
'HA3BA, AITPECA BUPOBHIKA:

NAME, ADDRESS OF MANUFACTURER:

CEPTU®DIKAT CEPIi

BATCH CERTIFICATE

5 mi, uDrup-Talnnr@n, Net

loxcameTaion 1 Mri)
Poxameathasone 1 Mr/mn

NKOH-KYBPLOP, PIAKCB

4

sa Alcon:Couvreurnv
Rijksweg 14, 2870 Pyurs, Belgium

“Telephone +32 3 89027 11
Fax +32 3 890.27 17

'UAM0812/01/01 MARS KOI: 742047
UA/40812/G1/01 MARS CODE: 742047
.' IYWEHOL finst YKPATHU: 19760 ynakomok:
BATCH VOLUME RELEASED FOR UKRAINE: 19760 packs
OATA BUPOBHULITBA; 13/06/2023 - JATA BURYCHKY CEPIl;  01/09/2023
MANUFACTURING DATE: 13/06/2023  BATGH RELEASE DATE! 01/09/2023

[ 14, B-2870 NYYP'C, BENLORA
ALCON-COUVREUR, RIJKSWEG 44, B-2870 PUURS, BELGIUM

HOMEP NILEHIY BUPOEHUKA: J76 H
MANUFACTURING AUTHORISATION NUMBER: 178 H
KOMEHTAPI: He zacrocoBio
COMMENTS: Not applicable
TECT CNEUMOMKALI "PE3YNBTAT
TESTS SPECIFICATIONS RESULTS
3oBHiYKI Burnsa. konip: }_—lennuanna ggcnenaia Bin Ginof go csiTno- Blanoeigae
Appearence, colour: | AL 3 Pass
Opaque, whlte {6 pale yelfcw suspenslon, no
agglomerates, fres of Iurnps
WUnentndikatin:
Identifications: |
Hekcamerazony (BEPX) Noavurneno NoanTHUeHO
Dexamethasone (HPLC) Posltive Positive
| Dexcameragony (TILX) DosuTveno [osnmeHo
| Bexamethasone(TLC) ~ Positive Positive
Benaankouho xnobuay (BEPX) flosutieHo [osuTyeno
{ Benzalkonium Chloride (HPLC) ~ Positive Positive
| OuHatpiio eperar (BEPX floanrueHo NosuTneHg
| Disodium Edetate (HPLC) Posltive Paositive
KinkkicHe BusHRYEHHA;
| ,-'_-Assays_:: | B
Lexcametazony (BEPX) — % B aan‘éneuoro_ M | 104 %
Dexamethasone (HPL_C}) 95 - 110 % of label ciaim 104 %.
{ Bensankonito xnopun (BEPX) 80 ~ 110 % sia 3asBrexorg émlm 98.5 %
| _Benza!koniurn Chloride (HPLC) 90 - 110 % of label claim 88.5 %
- Ovnatpilo enerat (BEPX 90-110 % sin aansnesxoro amicty 98.2 %
Disodium Edetate (HPLC) 80 — 110 % of label claim 98.2 %

Mé’/




) NOVARTIS inkotCommem

POIMIPTAT

CEPTU®IKAT CEPII Telephone +32 3 890 27 11
N . CUREKC: |
-PRODUCT NAME: MAKIDEK@, oye drops, 1 mg!rrll

PACKAGE SIZE AND TYPE:

CUNA ATAKTUBHICTS:; Dex '

STRENGTH/POTENCY: Dexamethasone 1 mrimn

PEECTPALIMKE MOCBIAYEHHA Nt  UA/M0812/01/04 MARS KORY 742047
MARKETING AUTHORIZATION Ne: UA/10812/01/01 MARS CODE: 742047

HOMEP CEPIl: VVi01B  OB'€M CEPIL BUNYILEHOT 05K YKPATHU: 19760 ¥naKopox

BATCH NUMBER: VV101B. BATCH VOLUME RELEASED FOR UKRAINE: 18760 packs

01/09/2023

TEPMI PURATHOCTI:. 05/2025 'EATA-BHPQEHH!]THE . Eﬁfﬂﬁﬂﬂﬁ‘ o .
BﬁTGH RELEASE DATE: 01/09/2023

EXPIRY DATE: 05/2025 MANUFACTURING DATE: 13/06/2023

HA3BA. ANPECA BUPOEHi

' - L, B-2870 T . BENL
NAME, ADDRESS OF MANUFACTURER: ALCON-(:OUVREUR.

RIJKSWEG 14, E*-Z&?B PUURS, BELGIUM

MEP MLUEH3I BUPOBHUKA:

MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPY; He sacTocoeko
‘COMMENTS: Not applicable
| ﬂlﬂm&&mmauﬂ nencameraaom (BEPX}, |
| Degradatlon Producta dexamethasone (HPLC): | |
| AL-5447 bitie 0,2 % gin smicTy pekcameTas 0%
NMT 0,2 % nf dexamathasone snntant | 0%
AL-5202 e 5inhu.1e | > 0%
..... D %
AL-37912 l blie B Bmi BK¢ m 3 0%
N | NMT 0,3:% of dexam__gthason& t:ontent 0%
AL-585 inbwe 0.3 % Bin Bmi eKCAMETAI0H) 0%
NMT 0,3.% of dexamethasone content 0%
He Ginbiue 0.2°% B BMI eTaag 0%
NMT 0,2 % of dexamethasone content 0%
e fine Big_BMi K 3 0%
NMT 0,2 %.of dexamethasone cantent 0 %
H He Ginbive 0.3 % i amlcTy pek MeTa3o 0%
| | | NMT 0,3 % of dexamathasonee.content 0%
[ Any Single Unspecified Degradation Product
SaranbH KiNbKICTL NPOAYKTIS ferpanali e Ginsuie 2 TY NEKCaMeTa3on - 0%
1 Total Degradation Products NMT 2 % of dexamethasone content 0%
_PH - 52-.58 56
OcmonansHicTs 250 - 285 MOcm/xr 273 mOcmikr
- Osmolality | 250 - 285 mOsm/kg 273 mOsmikg
Po3mip yacrok: T Bianorinae sumoram €sp, dapu. Bianosinas
Particle size: 7 wopmi \ Complies with requirements of EU. Ph, Complies
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5 NOVARTIS

CEPTUDIKAT CEPII

BATCH CERTIFICATE
HA38A NPENAPATY:
PRODUCT NAME:
PO3MIP. TA TUITYNAKOBKA: -Xparens
PACKAGE SIiZE AND TYPE: § ml, «Drop-Tainar®», Ne
CUNA AAKTUBHICTb: Qekcamerazoun 1 mrimiy
STRENGTH/POTENCY: Dexamethasone 1 mrimna

.

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

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

PECCTPALIMHE NOCBINYEHHSA Ne:  UA/10812/01/01 MARS KOIl; 742047

MARKETING AUTHORIZATION Ne: 'UA/10812101/01 MARS CODE: 742047

HOMEP CEPI[; VVi0iB OB YIIEHOT ANA Y w; 19760 yraxonox

BATCH NUMBER: VV101B  BATCH VOLUME RELEASED FOR UKRAINE: 19780 packs

JEPMIH NIPUAATHOCTI; 05/20256 HOATA . BUPOBHULITBA; 1310612023  DATA BUNYCKY CEP 04/09/2023
'EXPIRY DATE! 05/2025. MANUFACTURING DATE: 13/08/2023  BATCH RELEASE DATE: 01/09/2023

ANKOH-KYBPLOP, PHAKCBET 14 B-2870 N

"HA3BA, AIPECA BUPOBHUKA:

NAME, ADDRESS OF MANUFACTURER:

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

_ /PC, BENLIIs
ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

KOMEHTAPI; He 3acrocoBho
COMMENTS: Not applicable
He Ginblite 20 yacTok > 25 MKM Q %;CIBH
NMT 20 particles > 25 ym- 0 Particles
He Ginblue 2 YacTok 5 50 MM 0 Macrok
NMT 2 particles > 50 pm 0 Patticles
YacTku nigeyThi > 90 mxm 0 Yacrok
Particles absent > ‘80 pm 0 Particles
Pecycnesposanicrs He Ginbwe 15:¢ N 5¢
Resuspendabiity NMT15s 5s
O6'eM HanosHeHHA Bignosinae symoram €C Bianosinae
Fill volume: Complies with requirements of EU Complies
1 CrepuneHicts (Epp. @ 4 CrepuabHo CTepuiibHe
Sterility (EU Ph. 2.6.1) ) Sterile | Sterile
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b NOVARTIS _ G
CEPTU®DIKAT CEPIl
BATCH CERTIFICATE

‘Telephone +32 3 800 27 11
Fax +32 3 890 27 17

HA3BA NPENAPATY; ' MAKCUIEKC®, kpannl guni, 1.
PRODUCT NAME: MAXIDEX®, eye drops, 1 mg/mi

PO3MIP TA TUIT YNAKOBKMA:

PACKAGE SIZE AND TYPE:

CVINA AIAKTUBHICTb; Hercameraon 1 mrivn
- STRENGTH/POTENGCY: - Dexamethasone 1 mrimn

EECTPAUIIHE NOCBIQYEHHA Ne:  UAMO812/01/04 MARS KON; 742047

MARKETING AUTHORIZATION Nt~ UA/10812/01/01 MARS CODE: 742047

HOMEP CEPIl; W01 OB'eM CEPIl, BANYWEHO! ANA YKPAIHM: 19760 ynaxoaok

BATCH NUMBER: VV101B  BATCH VOLUME RELEASED FOR UKRAINE; 19760 packs

JEPMIH NPUAATHOCTE:  05/2025  AATA BUPOBHULITBA: 13/06/2023  JATA BANYCKY CEPI:  04/09/2023
EXPIRY DATE: 05/2025.  MANUFACTURING DATE:  13/06/2022  BATCH RELEASE DATE:  01/09/2023
| NKA: NKOH-IYBPLOP, PINKCBET 14, B-2870 IYYPC; BENLIIA

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

HOMEP NIUEH3N BUPOBHUKA; 178 H

MANUFACTURING AUTHORISATION NUMBER: 178 H

KOMEHTAPH: He 3acTocomno

COMMENTS: Not applicable

Lust 7 sanipaig, tito BullGBKa3aHa IHbopMaLlis & Toulolo 14 ‘Aocrosiphow. [Jawa cepls npoaysry Gyra BUpOGNeHa, BKNIONAIONK YHEROBKY: |
MapkyBaHHR Ta npoBeABHO KoHTponk W AKotT HA BuiiesaanaveHi BUpOGHMYIA gINbHKLI ¥ noekid BlanosipHocT! 3 BUMoraMn MBI,
BCTEHOBNEHWMU MICLEBBUM PEFYNATOPHUM OPraHoM, & TaKom y BianoeinmHocTi ia cneuwdbikauinmd, HaneseHMY B peccTpauiiHomy aoche.
[poTokeny BupoGHILTEE, naxyBatiig Ya aHanials Gynu nepernanyTl 1a BCTAHORNEHE B nosigHicTs Bysoram HE(, __ | |
| hereby cerlify that the above information is authenilc and accurate. This batch of product has been manufactured, Including packaging/labeling
‘and quality control at the.-above mentioned sile in ful cotmpllance with the GMP requiremeris of the tocal Regulatory. Authority and wilh the

specifications in the Marketing Authorization. The batch processing, packaging and analysls records were reviewed and found to be in
compliance with GMP,

‘Nisnug; | i Qara; |
Signature: %@E‘(D\Q%—%% Date: 01/09/2023
-'l"!g' OMWCITOBAH hapMaueeT, YnopHOBaxeHs pcoba; [l BannepeTykkeH

Industrial pharmacist, Qualified Person: L. Vanderstukken
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