


[Ha dipmoBomy Grnanky xomnanii ®apmaren]

CEPTU®IKAT AHAJII3Y

MAPAO3DA, xpani ouni, posuun (20 Mr/mi+5 MI/MJI)

Hata BupoGuunrea: 23.09.2024 Ipunarauit no: 09.2027 Homep cepii ynakosxu: 2409459

Howmep neposdacosanoi cepii:
2409459

Posmip cepii (reopermunmit Buxin): 200 /40000 ¢

Howmep cepii cy6eranmnii: A0022/0 24150_C024E064
IMocragansruk cy6erannii: CURIA _FDC LIMITED

HinsHuns 3 BupoGuuuTsa; damap

Hineruus 3 makyBanus: ®amap

3Bit npo Bigxunenss: M Hi OTax
TECTH CIIEITNPIKAILILA PE3VIIbTATH
3oBnitmiii BurIsA IIpo3opwuit, 3nerka B’si3kuii, 6e36apBauit BOXHMI PO3YMH Binnosigae
Cepenniii 06’em He menme 5,0 Mn 5,1 mnx
HAMOBHEHHA QuiakoHy
3unavennst pH pH: 5,0-6,0 5,7
BinnocHa rycruna 1,010 — 1,020 r/mn 1,019 r/mn
B’sizkicTn 80 — 130 cu3 101 cm3
OcMmoasiiibHiCTE 242 — 323 MOcMos/kT 261 MOcmone/kr
Binnosinae, sxwo inentudikanis nosuTHeHa
1) Hac yTpumMyBanus miky mopsoamizy Ha XpoMarorpami 1. IlosuruBHa
JOCIKYBaHOIO PO3YMHY TNOBHMHEH BiNIOBiZaTH Yacy
InenTudikanis YTPMMYBaHHS BIANOBIHOrO MKy Ha XpoMaTorpami
Aop3oaaminy cTaHgapTHoro po3yuny RRT = 1,0+ 0,1 xa.

2) CoexTp  HOCHIIKYBaHOTO  PO3UMHY  IIOBMHEH

BiJITIOBI/IaTH CIIEKTPY CTAHAAPTHOTO PO3UHHY

2. IlosutneHa

InenTndikanis Tumonoxy

Binnosinae, axmo inentudikania nosuTHeHa
1.Hac yrpumypanHa miky THMONONY Ha XpomaTorpami
JOCII/PKYBaHOTO DO3YMHY IOBHHEH BIINOBimaTH wacy
YTPUMYBAHHS BIINOBIAHOTO MiKy Ha XpoMarorpami
CTaHgapTHOro posuuHy RRT = 1,0 £ 0,1 x=.

2. CoexTp HOCHi/HKYBaHOTO PO3YHHY OBHHEH
BiINIOBiNaTH CIIEKTPY CTRHAAPTHOTO PO3UHMHY

1. IlosurusHa

2. ITosuruBHA

KinbkicHe BH3HAYeHHA

95,0 - 105,0 % Bix HoMiHanBEHOTO BMicTy HOp30NaMiny/

THMOJIONY 102,9% /102,3%
95,0 — 105,0 Mr op3onaminy /naxon
23,8 — 26,2 Mr TuMONONY /bIaKkoH
Bmict 6enzanxoniro 85,0 ~ 110,0 % Bix HOMiHAILHOrO BMicTy GeH3aIKOHI0 i
xJa0puIy XJIOpHAY - 98,1 %
0,32 — 0,41 Mr Gen3ainKoHil0 XIOPHIY /bIaKoH U
Binnosinae, sxino inenrudikanis nosurHsHa
Ienrndixanisn Hacu yrpumysanms nikis romooris n-Ci2Has ta n-CiqHog |
GenzaaKoHio xaopuxy OeH3aIIKOHII0 XITOPHIY Ha XPOMATOrpaMi AOCIiIKyBaHOIO Bignosinae

PO3YMHY [OBMHHI BiHNOBIZaTH 4YacaM yTPUMYBAHHS
BiAmoBigHMX mikie Ha XpOMaTorpami  CTaHZAPTHOro
posuuHy RRT = 1,0 + 0,1 x8. Ta BigmoBigao RRT = 1,0 + ‘
0,1 xB.

Cropinaeni nomimxn
aop3oaamixy

Jomimxa 2 ue Ginsmie 0,10 %
Oxpemi HeBiiomi gomimku ve 6imsme 0,20 %

Cyma nomimok ne 6insmre 0,5 %

Howmimka 2: 0,00 %
OxpeMa HeBigoma
Jomimka: 0,08%
Cyma momimmox: 0,12%




[Ha dipmoromy Gnanxy xommanii Gapmaren]

CEPTHOIKAT ITPO BIAIIOBIAHICTD
TrOTOBOI'O JJIKAPCBKOI'O 3ACOBY

HaiiMenyBaHHs NpoayKuii:

®opmMa BHIIyCKY:

Po3mip Ta THN nakyBaHHs:
Kinbkiers:
Kpaina-imnoprep:
Kpaina-excroprep:

Homep
NPOIYKTY:
Howmep cepii (xinuesmuii):

cepii Hepo3(dacoBaHOIo

Jlara BupoGuuITBA:

JinbHuus 3 BUpoOHHNTBA:
MicnesHaxoaxeHHs] BUPpOOHNYOT
AiabHALI:

Homep ninen3ii:

JINTBHMIA 3 NaKyBaHHSA:
MicuesHaxoa:keHHs BUPOGHUION
aineauui Ta Homep ninensii

JixsHANs 3 BUNYCKY cepii:
Micuesnaxomxenas
RidTsHHLIi:

Homep ninensii:

BHpOOHHYOI

Homep cepii cybcranmii:

HoMep peecrpaniiinoro nocsixuenns
PesyabTar ananizy
KomenTtapi/npumirku:

Binxunaenns:

MAPJI0O34, 20 Mrivon + 5 MoMiL, kparuti o4uHi, po3uuH
Kpamuti ouni, pozuns ~ Cuura aii:
Hop3zonaming/Tumomnon (20 + 5)mr/mi
Vnakoska X 1 ¢maxon X 5 mn
36647 ynmaxoBox

Vkpaina

I'penis

2409459

2409459
23.09.2024

®amap A.B.E. 3aBox Animoc
Ariy Jlimitpiy 63, Animoc Atrtuka 17456, I'penis
0000001283/14/2

IlpupaTauii no: 09.2027

®amap A.B.E. 3aBog Animoc
Ariy Jlimitpiy 63, AnimMoc Arruka 17456, I'penis
0000001283/14/2

®apmaren C.A.
Hepsenakion 6, [Tammini Artuxa 15351, Ipenis
0000006501/22/1

A0022/0 24150_C024E064
CURIA _FDC LIMITED

UA/14427/01/01
Ceprudikar aHanizy JIiKapceKoOro 3acoby H04aeThes
H/I

[(Tak M Hi

Homep noxymeHTa, 0o A0Aa€THCA:

IlnM s migTBepaKyIo, O HaBeeHa BUIlle iHQOpMAaIlis aBTEHTHYHA 1 TOYHA.
3amucy BiIHOCHO BHPOGHMITBA Cepii, YIAKOBKH i pe3yNbTaTiB aHaNisy GyIH BHBUEHI i BU3HAHI TaKuM,

1o BigmosigaroTs BuMoram GMP,

L4 cepis mpemapaTy, BKIHOYaIOUM CYGCTaHIi}0, BUTOTOBIEHA, BKIIOYAIOUH YA
BUINE3a3HAYCHUX BUPOOHHMHX MiNLHUIX B IOBHIM BigmoBigHOCTI 3 MicCIIEB}
BITOBIHO JI0 3aTBep/KeHux creruikaniit Peectpauniiinoro [locke- BUIynieHa

Im’n YnoBHoBaxeHoi ocobu: Nikos Kordalis
Iigmue YnosHoBaxenoi ocobu:  (mignuc/mrammn)
Jara Bunycky: 31.10.2024
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Fhnarmatin
Innovation inspired by life

| CERTIFICATE OF ANALYSIS
MARDOZIA 20 mg/ml + 5 mg/ml Eye, drop solution
Man. Date : 23-09-2024 Expiry Date : 09-2027 Pack. Lot:2409459
Manuf. Lot : 2409459 Batch Size:  200L

Active Ingredient Lot : A0022/0 24150 C024K.064
Active Ingredient Supplier: CURIA _FDC LIMITED -

Man. Site: FAMAR . Pkg. Site:FAMAR
Deviation Report: ¥/ NO ; LIYES
CONTROLS | SPECIFICATIONS RESULTS
Appearance __ Clear, slightly viscous, colorless aqueous solution __ Conforms
: Averagevvi:llume per Not Less Than 5.0 mi 5.0ml
—“\\jN,,.v.»~ e pH ; .- | . pH: 5‘0‘6‘0 / . crtnn 5.7
Specific Gravity ‘ 1.010-1.020g/mil 1.019g/ml
Viscosity ‘ 80-130¢p 101cp
Osmolality 242-323 mOsm/Kg 261mOsm/Kg

Conforms to Positive Identification.
1)The retention time of Dorzolamide peak in the
samples solutions in relation to the Reference Solution
is RRT=1.0+0.1 min
2) UV spectrum of sample corresponds to UV spectrum
of standard (UV)

1) Positive
{dentification of
Dorzolamide
2) Positive

Conforms to Positive Identification.
1)The retention time of Timolol peak in the samples
solutions in relation to the Reference Solution is
RRT=1.0+0.1 min

1. Positive

ldentification of

Timolol 2) UV spectrum of sample corresponds to UV spectrum 2. Positive
of standard (UV) )
95.0-105.0% of the stated amount of
Dorzolamide/Timolol ‘" 0/ / N
Assay 85.0mg-105.0mg of Dorzolamide per vial and 102.9%/102.3%
23.8mg-26.2 of Timolol per vial o
85.0-110.0% of the stated amount of Benzalkonium B
Benzalkonium Chioride 98.1%
Chloride Assay 0.32mg-0.41mg o
. of Benzalkonium Chiloride per vial
Conforms to Positive Identification.
Identification of The retention time of homologues n-CiaHas and n-
Benzalkonium CaaHzg peaks in the samples solutions in relation to the
Chloride Reference Solution is RRT=1.0 +0.1 min
— and RRT=1.0 +0.1 min respectively g
Impurity 2: NMT 0.10%, Jmpurity 2: 0.00%
Related Substances Any Individual “CAny Individual
of Dorzolamide Unknown: NMT 0.20%, Unknown: (L08%
f ~_ Total NMT 0.50% _ Total: 0.12% ©

Pharmathen 8.4
Headauarters: 44 Kj
Manufacturing sit
+30 210 8604 583
wwwy charmathen com

5 Avenug, 151 281

tered seal 8 Derve

Prepared by: Eva Makridaki
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Innovation inspired by life

: Any Individual Any Individual
Relatod Substances Unknown: NMT 0.20%, ~ Unknown: 0.01%,
Total: NMT 0.50% . Total: NMT 0.01%
______ Sterility Sterile ) ] Sterile
Particulate NMT 6000/cont 210um, 10um 0
Contamination NMT 800/cont 2 25um 25pm:0
5 Leaker Test No leaks ___Conforms
Cardboard box including a white opague polyethylene
medium density ophthalmic dispenser with a sealed
Packaging dropper tip and a two-piece cap assembly, containing Conforms
Smi of the eye drops solution marked with respective

variable data (Lot, Exp) and an instruction leaflet.
Responsible for Qay, Ay, /
Quality Control g0

Release date:
3 1-10-2024

Pharma
Headlgu :
Manufacturing
+30 210 4604 84!
www pharmathen, com

Prepared by Bva Makridalo




CERTIFICATE OF CONFORMANCE

~__FORFINISHED PRODUCT ; o
MARDOZIA 20 mgimi + 5 mg/ml Eye, drop solution !
. DOSAGE FORM: Eye,drop solution STRENGTH: Dorzolamide/Timolol |
(20+5)mgfmi !
i PACK SIZE AND TYPE: BT x Tbottle x Sml {
 QUANTITY: 36.647BT ’
| IMPORTING COUNTRY: UKRAINE |
. EXPORTING COUNTRY: GREECE |
| BATCH NUMBER BULK: 2409459 |
BATCH NUMBER FIN: 2409459 |
MANUFACTURE DATE: 23-09-2024 EXPIRY DATE: 08-2027 i
MANUFACTURING SITE : FAMAR AVE, ALIMOS PLANT g
MANUFACTURING SITE ADDRESS: 63, Agiou Dimitriou str. Alimos Attiki, 17456, Greece ‘
MANUFACTURING SITE ML NUMBER: 0000001283/14/2 i
PACKAGING SITE: FAMAR AVE, ALIMOS PLANT !
| PACKAGING SITE ADDRESS: 63, Agiou Dimitriou str. Alimos Attiki, 17456, Greece ;
- PACKAGING SITE ML. NUMBER: 0000001283/14/2
[ BATCH RELEASE SITE: PHARMATHEN SA i
- BATCH RELEASE SITE ADDRESS: 8, Dervenakion str., Pallini Attikis, 15351, Greece
‘ BATCH RELEASE SITE ML NUMBER: 0000006501/22/1 1
BATCH NUMBER OF APIL: A0022/0 24150 CO24E064
l ' CURIA_FDC LIMITED |
t MA NUMBER : UAM 4427101101 .
RESULT OF ANALYSIS: Certificate of analysis of finished product attached. ‘
3. COMMENTS/REMARKS: N/A
 DEVIATIONS: QVES 7 NO 1
' Attached number of documents: J

I hereby certify that the above information is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

This batch of product, including API, has been manufactured, including packaging and
quality control at the above mentioned sites in full compliance with the GMP requirements
and the local Regulatory Authority and with the specifications of the Marketing
Authorization and is released.
Name of

, Quagy,, Nige . ..
Qualified Person: 7 alft,

Oty o Ot
/ Piia ,ﬁ{f,@fﬂcr ,".{;,;;

. ’((,. § :;:g.,;,é.[? : ¥ Qi'r/ .
Signature of / 5.4 Gp

AL {.
Qualified Person: (el

Date of Release: 31-10-2024

Pharmathen A

Headyuariers: 44 Kifisaies Avenue, 157 25 Mercus:, Athens Greacs
Manulacturing site-Regisiered seat 6 Dervenakion sir, 153 51 Palli
+30 210 8604 883

www nhanmathen.com

Prepared by: Eva Makridaki



