HEPXKABHA CJYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npos. Hagii Caitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €EAPIIOY 37079055

BHCHOBOK
Npo AKiCTh BBE3eHOro B YKpaiHy JikapcbKkoro 3acoGy

28.11.2024 Ne 63613/24/26

MAPIO3Is1

(naitmenysanns nixapcbkoro 3acoly 3riano 3 peecTpauifHuM nocsiryenuaM)
Kpani ousi, po3unn, no 5 Ma y ¢paaxoni-kpaneasnuui; no 1 paaxony-kpanenanunni y
KAPTOHHIH Kopobui

(¢opma punycky, R03YBaHHSA, BUA MaKyBaHHS RiKAPCHKOro 3acoby)

Homep peecrpauitinoro noceizuenns UA/14427/01/01 crpox nif peectpauistnoro noceimuenns HeoOMexeHu M
Cepisa nixapcbkoro 3acoby Ne 2409456 KinbkicTs Beeseroro nikapcbxoro 3acoby 37599

BupoGhix ®apmaren C.A., I'penis

(nalimerysaHns BHpoGHUKa NikapChKOro 38coly, kpalHa NOXOMKEHHS)

BeeaeHo B Yipaiuy ToBapHcTBO 3 06MexkeHO0I0 BianoBinaabHicTio "COHA-
DAPMEKCIM", inenr. xoa: 40130755

(nafimenypauns Ta koa 38 CAPITOY wpuaniHoi ocobu abo npissuie, iM's, no Garbkosi dizuunol
ocobu - nianpuemun, 1V Miciie NPoXUBAaHHA Ta peecTpauilnit Homep 06NiKOBOT KAPTKW NIBTHKKA
noaatkis 860 cepis Ta HOMEpP nacropra)

TpoTokon BisyansHoro xourpomo sia 28.11.2024 M 4116/3.

3a peaynbTaTaMH IEPXABHONO KOHTPOO BCTRHOBNEHO, IO JIiKapchKuit ci6 BBeseHo B VYkpaiHy 3

AOTPHMAHHAM BUMOr 3aKOHOAABCTBA WONO 3abe3neientn AKOCTi Nika

Muxona XOJIOOAEHKO

(ninnuc) (iniuianu Ta npizsuue)




[Ha ¢pipmoBomy GranKy komnaHii PapmateH]

CEPTH®IKAT AHAJNI3Y

MAP/IO03I9, xpanii ouni, po3uun (20 Mr/ma+5 Mr/m)

Jara supo6aunrBa: 19.09.2024 IIpupaTauit no: 09.2027

Howmep cepii ymaxosku: 2409456

Homep HepoadacoBanoi cepii:
2409456

Poamip cepii (Teopermarmii Buxin): 200 1/40000 ¢n

Howmep cepii cy6eranmii: A0022/0 24150_C024E064
IMTocravamphuk cyocranuii: CURIA _FDC LIMITED

Hineavig 3 BupoOHuiTBa: PamMap

JlinsHMIA 3 TaKyBanHA: @aMap

3siT npo Bigxunenns: M Hi OTaxk
TECTH CIIEHHH®IKAIISA PE3VJIbTATH
3oBHimmiH BHrAsa Ilpo3opwit, 3merka B’a3kuii, 6e36apBHUI BOXHHHA PO3UMH Bigmosizae
Cepenniii 06’em He menme 5,0 M 5,1 mn
HANOBHEeHHN QIaKOHY
3nauenns pH pH: 5,0-6,0 5,7
BizaocHa rycTana 1,010 — 1,020 r/mn 1,019 r/Mn
B’s3kicTs 80-130 cm3 104 cm3
OcMmoasabHicTL 242 — 323 MmOcMoms/kr 265 MOcMOIB/KT
Binnosigae, sxmo inenmd;ixauix IIO3HTHBHA
1) Yac yrpuMyBaHHA HiKy AOp30JaMigy Ha xpoua'rorpam 1. Ilo3uTHBHA
JOCTiDKYBaHOTO PO3THHY NOBHHEH BIANIOBiZaTH d4acy
InenTR}ivanis YTPHMYBaHHA BIiOBIAHOTO IiKy Ha XpOMaTorpaMi
Aop3oaaminy ctanaaptHoro posaury RRT = 1,0 + 0,1 xs.
2) Croextp [IOCHDKYBaHOrO PpO3YHHY  [OBHHEH 2. Ilo3uTnBHA
BiJIIOBIIATH CIIEKTPY CTAHAAPTHOIO PO3YHHY
Binnosizae, axmo ixeHTH}IKALi TO3UTHBHA
1.Yac yrpuMmyBaHHA NiKy THMONONy Ha xpoua'rorpaui 1. TlosuTHBHA
JOCIiKYBaHOTO POSUMHY IOBHHEH BimoBizaTH acy
InenTHdixanis THMONONY | yTPHMYBaHHA BINOBiJHOTO MiKy Ha XpoMaTorpami
cranaaptaoro po3uuny RRT = 1,0 + 0,1 xs.
2. CriexTp AOCIiDKYBAaHOTO PO3IHHY IIOBHHEH 2. TTo3uTHBHA
BiJIIIOBiJIATH CIICKTPY CTAHaPTHOIO PO3YHHY
KinbxicHe BH3HA9CHHA 95,0 — 105,0 % Bix HOMiHABHOrO BMiCTy AOp30naMixy/
THMOJIONY 103,4% / 102,7%
95,0 - 105,0 Mr nop3onaminy /¢naxon
23,8 — 26,2 MT THMONOY /dIaKOH
Bwmicr Gen3anxoniio 85,0 — 110,0 % Bix HOMiHAILHOTO BMiCTY GeH3aJIKOHi0
XJIOpHIY XJIOpHIY 98,0 %
0,32 — 0,41 M GeH3anKkoHiI0 XI0pHAY /hrakoH
Bianosizae, Axmo ineHTH}IKALIA HO3UTHBHA
InenTndikanis YacH yTpuMyBaHHA mikiB roMonoris n-CiaHas Ta n-Ci4Hag
6en3aaxonilo xiopaay GEH3AIKOHII0 XJIOPHAY Ha XPOMATOTIPaMi JOCIiKYBaHOrO Binmnosinae
pO3UMHY TWOBHMHHI BiANOBINaTH 4YacaM YTPUMYBaHHA
BiIOBIIHMX MiKiB HAa XPOMATOrpaMi CTaHAAPTHOIrO
posunHy RRT = 1,0 + 0,1 xs. T2 Bignosiguo RRT = 1,0
0,1 xs.
Cnopigneni nomimxn Jomimka 2 ue 6ineme 0,10 %
Aop3oaaMiny Oxpemi HeBifioMi JoMimk He Gusme 0,20 %
Cyma nomimoxk He 6imsme 0,5 %




[Ha ¢pipmoBoMy Gnanky kommanii @apmateH]

Cuopinneni nomimxn Oxpemi HeBitoMi JoMimky He Gitsme 0,20 % OxpeMa HeBiioMa
THMOJIOJTY nomimxa: 0,01 %

Cyma noMimox He 6itpme 0,5 % Cyma gomimok: 0,01 %
CrepaisnicTn IToBHHEH GYTH CTEPHILHHUM CrepuibHui
Mexaniuni Binodenns He 6isme 6000 gacTox/diakon po3Mipamu > 10 MM, 10 Mxm: 5

He Ginbme 600 gacTox/dnakoH po3MipamMu > 25 MKM 25 mxm: 0
T'epmernunicTe daaxonin D1aKOHH ITOBHHHI OYTH repMeTHIHIMH Bignmosinae
VYnakoBka Kapronna kopobka, mo MiCTHTH 3aKymopeHMH Oimmit Bimnosinae

HETIPO3OpHH HONICTHICHOBHH (IakoH 3 PO3IMHOM

KpaneJb O9HHX, Ha AKHi HaHECEHO 3MiHHi JaHHI (HOMep

cepii Ta TepMiH NpPHAATHOCTI), Ta IHCTPYKUilO A

MEJHIHOTO 3aCTOCYBAaHHA.
Bignosinansumii 3a JlaTa BEOyCKY:
KOHTPOJIb SKOCTI 31.10.2024

ITigmuc/mramMn ynoBHOBaXXEHOT 0CO6H
Nikos Kordalis
Hara:31/10/2024




[Ha pipmoBomy Gnanky kommnanii ®apmateH]

CEPTH®IKAT ITPO BIINOBIIHICTD
TOTOBOI'O JIKAPCBKOI'O 3ACOBY

HaiimMenyBaHHSA NPOXyKIii:

dopma BANIYCKY:

Po3mip Ta THI DNaKyBanus:

KinbkicTn:

Kpaina-imnoprep:

Kpaina-excrnoprep:

Homep cepil Hepo3gdacoBaHOro
HOPOAYKTY:

Howmep cepii (xinnesnii):

JlaTa BEpOGHRNITBA:

JinbEBRNg 3 BAPOGHHNTBA:
Micne3naxomxenHs BApOGHHIO1
ik 810118

Howmep ninensii:

JinbHRNA 3 NaKyBaHHS:
MicnesnaxogxenHs BHpOOHH101
ainbaEni Ta HoMep ainensii

JinbHENSA 3 BADYCKY cepii:
Micnesnaxomxenns BHpOGHEIOI
AinbEANE:

Homep ainensii:

Homep cepii cy6cranmii:

Homep peecrpaniiinoro nocsinuenns
PesynabTaT anajiizy
KomenTapi/mpHMiTKH:

Binxuaenns:

MAPJ103141, 20 mofv + 5 MoMiL Kparuti 09Hi, PO39HH

Kpanni ouni, posuun  Caaa pii:
Hop3onamizy/Tumonon (20 + 5)mr/mn

Vnakoska X 1 ¢pnakon X 5 Mn
37599 ynakoBok

VYkpaina

I'penis

2409456

2409456
19.09.2024 IpapaTani xo: 09.2027

damap A.B.E. 3aBox AnimMoc
Ariy JlimiTpiy 63, AniMoc AtTrka 17456, I'pentis
0000001283/14/2

®amap A.B.E. 3aBog Animoc
Ariy Jimitpiy 63, Animoc AtTrka 17456, I'penia
0000001283/14/2

®apmaren C.A.
HepBeHakioH 6, [Taywmini Arruxa 15351, I'penis
0000006501/22/1

A0022/0 24150_C024E064
CURIA _FDC LIMITED

UA/14427/01/01

CeprHdikar aHaNi3y JTiKapchKoro 3acoby AoAaeTbes
H/II

COJTax M Hi

Homep noxymeHTa, O AOAAETHCA:

IvuM 1 miATBEpIKYIO, IO HaBeJeHa BHIE iHpOpMallis aBTEeHTHYHA i TOYHA.
3ammcH BiTHOCHO BMPOOHHIITBA CEpii, YIAKOBKH i pe3yNbTaTiB aHani3y OyJM BHBYEHI i BH3HAHI TaKHMM,

mo BignosigaroTs BUMoraM GMP.

Il cepia mpemapaTy, BKIIOYalo9H CyOCTaHIIiIO, BUTOTOBIEHA, BKIIOYAIOYH

BUINI€3a3HAYCHHX BHPOOHMYMX AUIGHHNSX B IIOBHIM BiAIOBIAHOCTI 3 MicHgfy
BiIMOBiAHO 0 3aTBepMKeHHX crienudikauiii Peectpauiiinoro J{ocke- BUITyIICHas ¢

IM’s YnoBHoBaxkeHOI 0cobn: Nikos Kordalis
Iigmac YnoeaoBaxkeHoi ocobn:  (miamuc/mramn)

JlaTa BANYCKY: 31.10.2024




NEPKABHA CJIVKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMU y m. KHEBI
npos. Hanii Ceitauunoi, 3, 02099, Tex. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
npo siKicTb BBe3eHOro B YKpainy JikapcsKoro 3aco0y

28.11.2024 Ne 63614/24/26

MAPNO3131

(HaiiMelty Banlis AiKapehKoro 3acoby sriano 3 peecTpauifniuM NocBiaEHHsM)
Kpanai o4yui, po3ynH, no S May (paaxoni-kpaneapHuni; no 1 daaKoHy-KpanebHui y
KapTouuiii kopooui

((popma BUITYCKY, AO3YBAHHS, BHIL NAKY BAHHA nikapcbkoro 3acoby)
Homep pecctpauiiinoro nocsimuenns UA/14427/01/01 crpox nif peectpauiitoro nocsindents HEOOGMEKEHHH
Cepis nikapcskoro sacofy Ne 2409458 KinbkicTs BBE3€HOrO Nikapeskoro sacoby 37327

BupoBuuk dapmaren C.A., ['peuis

(HaliMeHyBaHHS BUPOOHUKa NIKAPCHKOTO 3aco0y, kpaiHa NOXOMKEHHA)

Bsesewo B Ykpainy ToBapHcTBO 3 0GMCKENO10 BIINOBIAAILHICTIO "COHA-
GOAPMEKCIM", incnr. kon: 40130755

(Halimenypanns Ta xon 3a CAPTIOY topHanunoi ocoby abo npissHuLe, iM's, no Batbkosi (izuuHOT
ocobu - nignpuemu, i MiClie TPOXNBAHAA TA peecTpauifiHuA HoMep 00niKOBOT KaPTKH MAIATHHKA
noAaTKis abo cepist Ta HOMEP NacnopTa)

TIpoToKo0 Bi3yalbHOTO KOHTPOIO BIl 28.11.2024 N 4116/4.

3a pesynbTaTaMu  [CPIKABHOIO  KOHTPONIO  BCTAHODJICHO, L0 nikapepkuii ~AaciG  sBeseHo B YipaiHy 3
;/ ™
JOTPHMAHHSAM BAMOT 3aKOHOAABCTBA LOLO 3aBe3neueHus AKOCTI dikapcykux 3acobis.

H Muxona XOJIOAEHKO

(ninmuc) (iniuianu Ta npizsuuie)
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[Ha dipmosomy 6nanky komnanii dapmareH]

Cnopinseni xomMilkn Oxpemi HeBizomi tomitkn xe 6insure 0,20 % Oxkpema HeBiloMa
THMOJIOJIY nomimxka: 0,01 %
Cyma gominiok He 6insmre 0,5 % Cyma gomimok: 0,01 %
CrepuibHicTH TloBuneH OYTH CTEPHILHHAM CrepulIbHHA
Mexaniuni BRIOYEHHS He 6inbie 6000 uacTox/¢naxo posmipamu > 10 Mk, 10 mxM: 383
v He 6inbire 600 yacTox/pnakoH po3MipaMu > 25 MKM 25 MKM: 2
Cepmernunicts (JIaKoHiB 1aKoHH OBHHHI OYTH repMETHUHIMHU Bigmosinae
YnaxoBka Kapronsa kopobka, IO MIiCTHTb 3aKyrnopeHmit Oimii Bignosimae
Hempo30pvil MOJICTHICHOBHH (IaKoH 3 pPO3YHHOM
Kparie/Tb OYHUX, Ha KU HAHECEHO 3MiHHi HaHHi (HOMEp
cepii Ta TepMiH HpHAATHOCTI), Ta iHCTpyKuilo Ay
MEINYHOTO 3aCTOCYBAHHS.
BinnosinansHui 3a Jara BumycKy:
KOHTPOJb AKOCTI 31.10.2024

TTiamec/mraMn yIoBHOBaXKeHOT 0cobu
Nikos Kordalis
Jara:31/10/2024




[Ha pipmoBomy GrnaHKy xommanii dapmareH]

CEPTU®IKAT PO BIATOBIIHICTD
rOTOBOI'O JIKAPCBKOI'O 3ACOBY

HaiimMenyBaHHs NPOXYKMii:

®opMa BUIYCKY:

Po3Mip Ta THI AKYBAHHA:
Kinskicrs:
Kpaina-imnoprep:
Kpaina-excnoprep:

Homep
NPOXYKTY:
Howmep cepii (kinuenuii):

cepii Hepo3dacoBaHoro

JlaTa BupoOHHNTBA:

JinpHuns 3 BUpoOHHITBA:

Micue3Haxo/IKeHHsl BUPOOHNI0i
AUIGHHLG:

Homep Jinensii:

JiIbHUMIA 3 NaKyBaHHA:
Micne3Haxo/KeHHs BUPOOHIYO01
pinbauui Ta Homep ainensii

JlisHAUs 3 BUMYCKY cepii:
Micue3HaxoKeHH

i B I8 4011

Homep Jainensii:

Homep cepii cydcranmii:

Homep peecTpaniifHOro NOCBiT4eHHs
Pe3yabTaT aHadi3y
KomenTapi/npuMiTku:

Binxuniaenns:

BUPOGHHYOL

MAPO3L, 20 mr/v + 5 Mo, Kparuti 09Hi, po34HH
Kparuti ouni, posuun  Crura aii:
Ilop3omamin/Tamonon (20 + S)mr/mi
Vmaxoska X 1 ¢nakon X 5 mi
37327 ynakoBOK

VYkpaina

I'pewtis

2409458

2409458
20.09.2024

damap A.B.E. 3aBog Animoc
Ariy Jlimitpiy 63, AniMoc Artaka 17456, I'penis
0000001283/14/2

IlpugaTHMii 10: 09.2027

damap A.B.E. 3aBox Amimoc
Ariy imitpiy 63, Animoc Attuka 17456, I'pewis
0000001283/14/2

dapmaten C.A.
Jlepenaxion 6, Hamrini Artaka 15351, I'penist
0000006501/22/1

A0022/0 24150_C024E064
CURIA _FDC LIMITED

UA/14427/01/01
Cepruikar aHai3y JiKapchKOro 3aco0y 101aeThCs
H/I

OTak I/ Hi

Homep 1O0KyMeHTa, IO JOAAETHCS:

LM s MiATBEPKYIO, 10 HABEICHA BUIIE mq)opmamx aBTEHTHYHA i TOYHA.
3amucH BiAHOCHO BUPOGHMUTBA Cepii, YIAKOBKH i pesy/IbTaTiB aHanisy Oymu BHBYEHI 1 BU3HAHI TakuM,

o BignosigaroTs BuMoram GMP.

15 cepis mpemapaty, BKIFOYarouM CyOCTaHIif0, BUTOTOBIEHA, BKIIOYAIOUH ynamo’
BHIE323HAYEHUX BHPOOGHMUMX NUTHHMINX B NOBHii BimmosizHocTi 3 MICLIC '
BiMOBIAHO 10 3aTBEpIKeHHX crenudikauii Peectpauiiinoro Jocke- Bunymeﬂa

IM’st YnoBHOBaXKeHOI 0CO0H: Nikos Kordalis
Iignuc YnopHoBaxenoi ocodm:  (riammc/mram)
JdaTa Bunycky: 31.10.2024
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Innovation inspired by life

i

CERTIFICATE OF ANALYSIS

%

SR

MARDOZIA 20 mg/ml + 5 mg/mi Eye, drop solution

Man. Date : 20-09-2024  Expiry Date : 09-2027 Pack. Lot:2409458
Manuf. Lot : 2409458 Bateh Size ;. 200L

Active Ingredient Lot : A0022/0 24150_ C024E064
Active Ingredient Supplier: CURIA _FDC LIMITED

Man. Site:  FAMAR . - ~_ Pkg. Site:FAMAR
Deviation Report: 4 NO ; COYES
CONTROLS SPECIFICATIONS RESULTS
Appearance Clear, slightly viscous, colorless aqueous solution | " Conforms )
A"e’ag"v‘;::”me per Not Less Than 5.0 ml 5.1ml
 pH ‘ B  pH 5060 | - 5.7
Specific Gravity 1.010-1.020g/ml 1.020g/ml |
Viscosity o 80-130¢cp , ; 105¢p
| Osmolality , 242-323 mOsm/Kg 264mOsm/Kg
Conforms to Positive Identification.
1)The retention time of Dorzolamide peak in the 1) Positive
Identification of samples solutions in relation to the Reference Solution
Dorzolamide is RRT=1,0£0.1 min

2) UV spectrum of sample corresponds to UV spectrum

of standard (UV) 2) Positive

Conforms to Positive Identification.
1)The retention time of Timolol peak in the samples

Identification of solutions in relation to the Reference Solution is 1, Bositive
Timolol RRT=1.0+£0.1 min
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 % "
Assay 95.0mg-105.0mg of Dorzolamide per vial and 108 G085
23.8mg-26.2 of Timolol per vial
85.0-110.0% of the stated amount of Benzalkonium
Benzalkonium Chiloride 100.0%
Chloride Assay | 0.32mg-0.41mg '
: ~of Benzalkonium Chioride per vial
Conforms to Positive |dentification.
ldentification of  The retention time of homologues n-C12Hzs and n-
Benzalkonium CuHas peaks in the samples solutions in relation to the __Conforms
Chloride Reference Solution is RRT=1.0 £0.1 min A enalna
and RRT=1,0 +0.1 min respectively i
Impurity 2: NMT 0.10%, 0%
Related Substances Any Individual :
of Dorzolamide Unknown: NMT 0.20%,
~ Total: NMT 0.50%

Pharmathen SA
Headquarters: 44 Kifissias
Manufeciuring site-R
+300 210 BBG4 583
s pharmathen.com

51 25 Marous:, Athens Greace, t+30 210 6604 300, f+3
P

arvenalion sir. 182 81 Pallini, Athens Greece, 1 +30 210 680

SRRV

Prepared by Bva Makridaki




Related Substances

Any Individual
Unknown: NMT 0.20%,

Any Individual
Unknown: 0.01%,

Total: NMT 0.01%

of Timelol Total; NMT 0.50%
 Sterility Sterile ” Sterile
Particulate NMT 6000/cont 210um, 10pm 383
Contamination NMT 600/cont = 25um 25um:2
N Leaker Test ) No leaks ) o Conforms
Cardboard box including a white opaque polyethylene
medium density ophthalmic dispenser with a sealed
Packaging dropper tip and a two-piece cap assembly, containing Conforms

5ml of the eye drops solution marked with respective
variable data (Lot, Exp) and an,instruction leaflet.

Responsible for
Quality Control
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CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

“NAME OF PRODUCT: MARDOZIA 20 mg/mi + 5 mg/mi Eye, drop solution ’
DOSAGE FORM: Eye.drop solution Dorzolamide/Timolol
STRENGTH:
v (20+5)mg/mi
i PACK SIZE AND TYPE: BT x Thottle x Sml
| QUANTITY: 37.327BT
IMPORTING COUNTRY: UKRAINE
EXPORTING COUNTRY: GREECE
BATCH NUMBER BULK: 2409458
BATCH NUMBER FIN: 2409458
MANUFACTURE DATE: 20-09-2024 EXPIRY DATE: 09-2027
MANUFACTURING SITE : FAMAR AVE, ALIMOS PLANT
MANUFACTURING SITE ADDRESS: 63, Agiou Dimitriou str. Alimos Attiki, 17486, Greece
MANUFACTURING SITE ML NUMBER: 0000001283/14/2
PACKAGING SITE: FAMAR AVE, ALIMOS PLANT
PACKAGING SITE ADDRESS: 63, Agiou Dimitriou str. Alimos Aftiki, 17456, Greece
: PACKAGING SITE ML NUMBER: 0000001283/14/2
BATCH RELEASE SITE: PHARMATHEN SA
BATCH RELEASE SITE ADDRESS: 8, Dervenakion str., Pallini Attikis, 15351, Greece
! BATCH RELEASE SITE ML NUMBER: 0000008501/22/1
| BATCH NUMBER OF APL A0022/0 24150_ CO24E064
CURIA _FDC LIMITED
. MA NUMBER : UA/14427/01/01
- RESULT OF ANALYSIS: Certificate of analysis of finished product attached.
: COMMENTS/REMARKS: N/A
 DEVIATIONS: QvEs @ NO |

[ Attached number of documents:

| 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

Qualified Persor:

Signature of tikos Kordalis
Qualified Person: Quality Conirol Senior Banager/QP
Pharmalhen FA

4

Date of Release: 31-10-2024

&

WManufactur
+30 210 6860
wyrw nharmathen.com

Prepared by Fva Mokridaki



[Ha dipmosomy Gnarky xomnanii dbapmaren]

CEPTH®IKAT AHAJII3Y

MAPHO3I, xpamti ouni, pozuns (20 Mr/mn+5 mr/vo)

Hara BupobmuuTsa: 24.09.2024 Ipunaramit go: 09.2027 Howmep cepil yraxorka: 2409463

Homep meposdacoranoi cepii: Posmip cepii (teopeTwrammii Buxizn): 200 1740000 b

2409463

Homep cepii cyGeranii: A0022/0 24150_C024E064
Hoctamampruk cy6eranmii: CURIA _FDC LIMITED

Aimsauns 3 BupoGauiTea: ®amap

Hinerung 3 nakysanms: Mavap

3BiT mpo Bigxmnemrs: M Hi COTax
TECTH CIIENHDYKAIIA PEIYIBLTATH
3orinmii BATIAY Hposopuif, 3nerka B’ 13xuit, GesGapsrnii BOXEMH pOSTHH Bimiogigae
Cepenuiit 06°em He menme 5,0 mn 5,1 Mn
HAROBHEHHS (MIaKony
3navenun pH pH: 5,0-6,0 5,6
Bimsocna rycrana 1,010—1,020 o/mn 1,020 r/mn
B’aakicTs 80-130 ci3 104 ci3
Ocmonansuicrs 242 — 323 mOcMoms/kr 263 MOcMoms/kT
Bignopinae, axuio ixeATH}iKALiA O3HTHEHA
1) Yac yrpumyranss miky mopsonaminy Ha XpomMaTorpami 1. TlosmrusHa
JOCHi/(KYBaHOTO PO3YMHY IIOBHHEH Bi/IIOBiNATH qacy
InenTudivania YTPHMYBaiHZ BjJUioBiIHOTG miKy Ha xpoMaTorpami
Aopzonaminy CraHgapTHOTO poauHy RRT = 1,0+ 0,1 xz.

2) ChoexTp  mOCHimKYBaHOTO  POIIMHY  IOBHHeH

BIOBIIATH CIEKTPY CTAHAAPTHOTO POIUHIY

2. IloswrueHa

InenTrdixanin Tumonomy

Bignosinae, sxwo inenrudikanit nosuTasHa
1.9ac yrpuMyRamHs niky THMoNONy Ha XpoMaTorpami
HOCHiZKYBAHOTO PO3YMHY IIOBMHEH BiANOBiAATH Jacy
YTPHMYBaHHA BIMIOBIIHOTG MKy Ha XpoMaTorpami
crannapTaEOro posunHy RRT=1,0 £ 0,1 xB.

1. TIlosuTHEHA

2. CriexTp AOCHIHKYBAHOIO PO3IHEY NOBKHEH 2. IloautHBHa
BiNIOBiAaTH CHEKIPyY cTaHAApTHOTO PO3YHHY
Kinexicre sn3gavenns 95,0 —105,0 % pix BoMinamEHOrO BMICTY Fop3onaMiny/
THMOJIOITY 103,3%/102,7%
95,0 — 105,0 mr gopzonaminy /gaxon
23,8 — 26,2 Mr THMOIONY /thIrakon
Buicr Genszanxoniro 85,0 — 110,0 % ix HOMiHaNEHOTO BMiCTY GeH3ATKOHIIO
XIopugy XAOpHIY 98,3 %
0,32 — 0,41 Mr Gensankonito xnopuxy /diaxon
Bipuosinae, saro inenTubiania nosuTHEEA
InenTagiranin Yacu yrpumysaHus nikie romonoris n-CyoHos Ta n-CiaHzg
Gensanxonin xnopuay Gensankorito XyopyRy Ha XpoMarorpami JAOCIHIKYBAHOTO Bigmoeigae

PO3YHHY TNOBMHHI BigmoBimat® wuacam yTpuMyBamms
BiANOBiNHMX Nikis Ha Xpomarorpami CTaHJAPTHOL
pozmiy RRT = 1,0 % 0,1 x8. 7a Bignosigmo RRT =
0,1 x»n, &

Cuopizmeni gominxcs
Aop3onaminy

Homimxa 2 xe Ginsme 0,10 %
Oxpemi nesigomi goMimk He Ginpme 0,20 %

Cyma moMimiox re Gimsure 0,5 %




[Ha dipmosomy Gnanxy xommanii Papmaren]

Cropigaeni yoMimnen Oxpemi Berinomi gomimxu we Gimsme 0,20 % OxpeMa HesizoMa
THMOJIOTY momimka: 0,01 %

Cyma momimox ye 6inpme 0,5 % CymMa momimox: 0,01 %
CrepujipHicTE TloBrmen GyTH cTepHMEEIM Crepuneauit
Mexaniuni sxIro9enss He 6inbme 6000 wacrox/¢dnaxon posmipamu > 10 Mxw, 10 »oem: 0

He binpme 600 yacrok/duakon posMipamu > 25 Mrm 25 v 0
Tepmernysicts. guiakonin DIAKCHE NOBUHEE §YTH repMeTHIHIMI Bimnosigae
¥Ynakoexa Kapronna xopobka, mo MicTuts sakymopenmit Gimi Binnosinae

HENpo3opMH NOMICTHNEHOBHE (NAKOH 3 pO3THHOM

KpalleNt O9HMX, Ha AKHH HAHEeCeHO 3MiHH Nanui (HoMep

cepli Ta TepmiH npumaTHOCT), Ta IHCTpyxuil0 MmN

MEIHMHOTG 33CTOCYBAHHS,
Binnoeinaarunii 3a Hara sanyeky:
ROHTPOJL AKOCTI 31.10.2024

ITignuc/mramMn ynoBHOBaxKEHOT 0cO6H
Nikos Kordalis
Hara:31/10/2024
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[Ha ¢ipmopomy 6nanky xomnanii Gapmaren]

CEPTH®IKAT IIPO BIATIOBITHICTH
TOTOBOT'O JIKAPCHKOI'O 3ACORY

HatimenyBauns npogyxuii: MAPZO3I5, 20 Mo + 5 Moo, kparoti oumi, po3anH

®opma BEIyCKY: Kparni ouai, posuss  Cria aii:
Hopzonamin/Tumonon (20 + 5)mr/vn

Po3mip Ta Thn makyBanms: Ynaxopka X 1 dmaxon X 5 mur

Kinbkicrn: 37599 ynakosok

Kpaina-imnoprep: Ykpaina

Kpaina-ekcnoprep: T'penist

Homep cepii HeposdacoBanoro 2409463

OPOAYKTY:

Homep cepii (xinuennit): 2409463

Jdata Bupo6aHOTRA: 24.09.2024 IlpugaTamnii go: 09.2027

JinsHuns 3 sMpoGHHITRA: ®amap A.B.E. sanog Animoc

Micuesnaxomenns supo6Huw0i Ariy Himitpiy 63, Amimoc ATtuka 17456, I'penis

AL HMO 0000001283/14/2

Homep ninensii:

JIMpHMIA 3 naKyBaHHA: ®amap A.B.E. sasog AnimMoc

Micnesnaxonzenss BUposHnwoi Ariy Jlimitpiy 63, AniMoc ATTmia 17456, I'penis

AiteRani Ta Homep ninensii 0000001283/14/2

JAinEanus 3 BUNYyeKy cepii: Papmaren C.A.

Micuezuaxomxennsn sEpofnua0i [lepeenaxion 6, ITammini Attuka 15351 » I'pentis

AiTBHHS 0000006501/22/1

Homep ninensii:

Homep cepii cyberanmii: A0022/0 24150 _C024E064
CURJA.: FDC LIMITED

Homep peectpaniiinoro nocpiggenns UA/14427/61/01

Pesynnrar ananizy Ceprudixar ananisy nikapcbkoro 3acoby gozaerses
Komenrapi/mpumirtiu: HAI
Binxwiaenns: CITax M Hi

Homep noxymenTa, mo nopaerscs:

Iiv s migTBEpKYIO, IO HABEJEHA BHINE iHopMaTtis aBTeHTHYHA i ToIHA.
3ammcu BigHOCHO BUPOGHMITBA cepii, YHaKOBKH i pesyneTaTis aHanisy Oyiam BuBYeHi i Bu3mani TaxuM,
IO BiAMOBifa0Th BuMoram GMP.
s cepis mpenmapaty, Brogatomn cyGeranmi, BHTOTOBIEHA, BKIIOYA0YH i P ffenchinena Ha
BUINE333HATEHHX BHPOOHIHX AUIBHAIIX B ITOBHIH BifHOBITHOCTI 3 MiCOEGAND N
BIJIIOBIAHO 70 3aTBepmKeHMX crenubiramiit Peecrpaniiinoro Mocse- sunymgfia &

In’s Yaoenosaxenol ocobu: Nikos Kordalis
Hinmue Ynornosasxenol ocodm: (mipmmc/mTamm)

HaTa BHIycKy: 31.10.2024




HAEPNUNIKCITY )KBA VKPATHI
HEPIKABHA CIYKBA 3 JIKAPCHLKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanil Ceitauynol, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Kox EIPTIOY 37079055

BUCHOBOXK
PO AIKICTL BBE3eHOro B Yxpainy nixapesioro 3acoly

26.11.2024 Ne 62837/24/26

MAPIO31s1
(naiimenysanns nikaperkoro a0coby arinno 3 peccrpauiiinm noCnigvenism)
Kpansi o, postm, 110 5 Y (]ma[coni—xpanenbm:ui; o 1 Purarcony-kpanennmuui Y
KapToHiit kopo6i
(hoprra munycry, HO3YBAMIIA, BIA NAKYDEHIN NikapeLKoro sacoby)

Homep peecrpauiiinoro nocsigues s UA/14427/01/01 CTPOK Aii peecrpauiiinoro mocsiguenyg HeoOMesKeHmi
Cepin nixapcbkoro sacoby Mo 2409463 KinbkicTh Baesenoro nixaperiorg sacoby 37599

BuipoGuix Dapmaren C.A., I'penis
(niisenynans prpoGKe niknpesKoro aacofy, KpAaTHa noxomieHnn)

Bueaeio s Vipainy Tosapucrso 2 o6aenceron BianoBigansuicrio "COHA-
PAPMEKCIM", inent. xon: 40130755
{mabinenysaims ra gon a0 CAPTIOY 1opumitine? ocodn aGv npissuwue, iv', no Gatbront (isnunof

ocobu - nianpicau, it Micte TPOHHBANNS T8 peccTpauliinn HoMCp oBnikonol kapTien nnaranka
nonarkis abo cepis a HoMep nacopTa)

Hpovoxou sisyansuoro kontpossio siy 26.11.2024 x 4087/3.

30 pezynuraTany ACPHABHOTO  KOHTpOMIQ BCTAHOBRCHO, We  Aikapchbkyil 3agi0  pBescHo B Vepainy 3
ROTPUMANHAM sumor JaKOHONABCTRA WOAO 3a6eanteyenns skocT] fikapckn

Ao

dcobib,

N : Muxona XOJIOJEHKO
I N : : -
AepsRanitaro Raipomo) (nianme) (htinian Ta npiznisue)
e T







[Ha dipmoBomy Grnanky komnanii ®apmaten]

CEPTH®IKAT AHAJII3Y

MAPA O34, xpanii ouni, posuus (20 Mr/mi+5 MI/MJI)

Hata BupoGuuiTBa: 23.09.2024 Ipunaruuit no: 09.2027 Howmep cepii ynakosxu: 2409459

Howmep meposdacoranoi cepii:
2409459

Posmip cepii (Teopersunmii Buxin): 200 /40000 ¢

Howmep cepii cy6eranmii: A0022/0 24150_C024E064
IMocraganeHuk cy6erannii: CURIA _FDC LIMITED

Hinsuuns 3 BupoGuunTea: ®amap

Hineruus 3 makysanns: ®amap

3Bit npo Bigxunenss: M Hi OTak
TECTH CIIEIITNDIKALILA PE3YJIbTATH
3oBHilHii BArIAN IIpo3opwii, 3erka B’si3kni, 6e36apBEHit BOXHMH PO3UMH Binnosigae
Cepenuiii 06’em He menue 5,0 M 5,1 M
HANOBHEHHS ¢rIaKoHy
3navenns pH pH: 5,0 - 6,0 5,7
BigaocHa rycrnaa 1,010 — 1,020 r/mn 1,019 r/mMn
B’sizkicTn 80— 130 ci3 101 cm3
OcmonsiibHicTE 242 — 323 MOcMons/kr 261 MOcmonn/kr
Bianosinae, sxuwo inentudikanis nosutusHa
1) Hac yTpumysanns niky gopsonamizy Ha XpoMarorpami 1. IlosuruBHa
JOCTKYBaHOrO0 PO3YMHY IIOBMHEH BilIIOBiZaTé yacy
InenTndikania YTPUMYBaHHA BINOBiZHOrO 1Ky Ha XpoMaTorpami
Aop3oaaminy craHgaprHoro posynHy RRT = 1,0 £ 0,1 xa.

2) Coektp  HOCHIKYBaHOTO  PO3UMHY
BiJITIOBIIATH CIIEKTPY CTAHAAPTHOTO PO3UHHY

ITOBHUHCH

2. IlosutueHa

Inenrndixanis Tamonony

Binnosinae, sxmo ixenTHdikania nosuTuBHa
1.Yac yrpumysaHHs miky THMONONy Ha XpoMarorpami
HOCT/DKYBaHOTO PO3YMHY NOBMHEH BIANOBimAaTH wacy
YTPUMYBaHHs ~BINOBIAHOTO 1Ky Ha XpOMAaTorpami
crangaptHoro posunHy RRT = 1,0 £ 0,1 x=.

2. CrexTp JOCTIKYBAHOTO PO3IMHY TIOBHHEH
BiANIOBiNaTH CIEKTPY CTAHAAPTHOTO PO3UHMHY

1. IlosutuBHa

2. ITosurusHa

KinbkicHe BU3HAYeHHS

95,0 - 105,0 % Bix HOMiHANBEHOrO BMICTY HOp30naMiny/
THMOJIOTY

95,0 — 105,0 Mr nopsonaminy /dpnakon

23,8 — 26,2 Mr TuMONONTY /dIaKoH

102,9% / 102,3%

Bwmicr 6enzanxoniro
XJ10puay

85,0 ~ 110,0 % Bix HOMiHaNBHOTO BMiCTY 6en3a.m<omm )
XIopuay -
0,32 — 0,41 Mr 6eH3ANKOHII0 XTOPHIY /dmaKOH

: 98,1 %

InenTndixanis
GeH3JIKOHII0 XJI0puTy

Binnosizae, sxiwo inenTudikanis TIO3UTHBHA

Yacu yTpumyBanHs niki romostoris n-CioHas ta n-CiaHag :

OCH3aIIKOHII0 XTOPUTY Ha XPOMATOrPaMi AOCITIIKYBAHOTO
PO3YMHY IOBMHHI BiNOBiZaTM 4YacaM yTPUMYBAaHHS
BIANOBIIHMX TIKIBE Ha XpOMAaTOTpaMi CTAaHZAPTHOIO
poszunHy RRT = 1,0 £ 0,1 x8. Ta Bignosigao RRT = 1,0 + ‘
0,1 xB.

BiunQszxae

Crnopinneni xomimxn
aopsoamizy

Jominixa 2 ue Ginpme 0,10 %
Oxpemi HeBioMi Homimky He Ginsme 0,20 %

Cyma nomimox se 6insme 0,5 %

Howmimixa 2: 0,00 %
OxpeMa HeBigoma
Jmomimka: 0,08%
Cyma nomimoxk: 0,12%




[Ha dipmoBomy 61anxy xomnanii ®apmaren]

CEPTH®IKAT ITPO BIIOBIHICTD
T'OTOBOI'O JIKAPCBKOI'O 3ACOBY

HajliMeHyBaHHS NPOXYKIil:

®opma BUNyCKY:

Po3mip Ta TMN nakyBaHHs:
KinpkicTs:
Kpaina-imnoprep:
Kpaina-excnoprep:

Homep
HPOAYKTY:
Howmep cepii (xinnesmuii):

cepii Hepo3(hacoBaHOIro

JlaTa BHpoGHUNTBA:

HinbaMus 3 BUpOOHHITBA:
Micne3naxon:xeHHs1 BUPOOHNYOT
AiIsHHANL:

Homep niuensii:

JiIbHHIA 3 MaKyBaHHA:
Micue3naxoaxeHHs BUPOOHHY0T
aineanni Ta Homep ninensii

JiIsHHns 3 BUIYCKY cepii:
Micne3HaxomKeHHs
ALILHHI:

Homep ninensii:

BHPOOHHYOL

Homep cepii cy6cranmii:

Homep peecrpaniiinoro nmocsiguenns
PesyabTaT anaiiszy
Komenrapi/npumiTkn:

Binxnienns:

MAPJIO3I4, 20 mr/vor + S ML Kparuti ouHi, po3uus
Kpamuti ouni, pozunn  Cwuua jii:
Hop3onamin/Tumomnon (20 + S)mr/mn
Vnakoska X 1 ¢makon X 5 mn
36647 ymakxoBok

Vkpaina

I'penis

2409459

2409459
23.09.2024

®damap A.B.E. 3aBox Animoc
Ariy Himitpiy 63, Animoc Attuka 17456, I'penis
0000001283/14/2

IIpupaTHwuii no: 09.2027

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

Papmaten C.A.
Hepsenaxion 6, [Tamnini Arruxa 15351, Ipenis
0000006501/22/1

A0022/0 24150_C024E064
CURIA _FDC LIMITED

UA/14427/01/01
CeprudixaT aHanizy IikapcbKoro 3aco0y J0AaeThes
H/I

[(OTak M Hi

Homep noxyMenTa, 1o J0Aa€ThCH:

IlnM 51 miATBEP/IKYIO, IO HaBeeHa BuIlle iHPOpMaris aBTEHTHYHA i TOUHA.
3amucy BiIHOCHO BHPOGHMITBA Cepii, YIIAKOBKH i pe3yNbTaTiB aHaNi3y Gyl BHBUCHI i BU3HAHI TaKuM,

110 BiAMOBiAa0Th, BUMoram GMP.

Lls cepis mpemapary, BKIIOYaloUM CyGCTaHIiI0, BUTOTOBIEHA, BKIIOYAIOUH YIIAKOBKY, i
BHILE3a3HaYCHHX BHPOOHWYMX MiMBHHIAX B NOBHIM BigMOBiIHOCTI 3 Micles
BIANOBiAHO [0 3aTBep/KeHnx crenudikauiii Peectpauiitnoro Jlocke- Bumye

Im’n YnoBaoBameHoi ocobn: Nikos Kordalis
IMinmue YnosHoBazxkenoi oco6u:  (mignuc/mrammn)
Jara Bunycky: 31.10.2024
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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: 2001
Active Ingredient Lot : A0022/0 24150 C024K064
Active Ingredient Supplier: CURIA _FDC LIMITED
Man. Site: FAMAR Pkg. Site:FAMAR
Deviation Report: 1 NO ; LIYES
CONTROLS | SPECIFICATIONS RESULTS
Appearance __ Clear, slightly viscous, colorless agueous solution Conforms
| A"e'agev"ig:“me per Not Less Than 5.0 ml 5.1ml
- pH pH: 5.0-6.0 5.7
_Specific Gravity 1.010-1.020g/mt 1.019¢/ml
i Viscosity 80-130¢cp 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)

Identification of
Dorzolamide

1) Positive

2) Positive

Conforms to Positive Identification.
1)The retention time of Timolol peak in the samples
solutions in relation to the Reference Solution is

ldentification of RRT=1.0£0.1 min

1. Positive

Vimaiol 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 / "
Assay 85.0mg-105.0mg of Dorzolamide per vial and 102 2%1023%
23.8mg-26.2 of Timolol per vial o
85.0-110.0% of the stated amount of Benzalkonium B
Benzalkonium Chloride 98.1%
Chloride Assay 0.32mg-0.41mg o
. of Benzalkonium Chloride per vial
Conforms to Positive Identification.
Identification of The retention time of homologues n-C1.Hys and n-
Benzalkonium C1aHze peaks in the samples solutions in relation to the Conforms-...
Chloride Reference Solution is RRT=1.0 0.1 min T E
— and RRT=1.0 +0.1 min respectively VAT AR
Impurity 2: NMT 0.10%, Jmpurity 2: 0.00%
Related Substances Any Individual - Any Individual -
of Dorzolamide ! Unknown: NMT 0.20%, Unknown: (.08%
? _ Total: NMT 0.50% _ Total:0.12%

Pharmathen 5.4

Headauarters: 44 Kifissiz
Manufacturing si
+30 210 6604 553
www pharmathen.com

sir, 1538 61 Palling, Athens Greece, ¢

31, Athens Greacs, 1430 210 8804 300, ¥ +20 54
+30 210 6604 300, 1

Prepared by: Eva Makridaki



Innovation inspired by life
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Any Individual Any Individual
Related Substances Unknown: NMT 0.20%, Unknown: 0.01%
Total: NMT 0.50% 'otal: NMT 0.01%
_______ Sterility Sterile o Sterile
Particulate NMT 6000/cont 210um, 10um -0
Contamination NMT 800/cont = 25um 25pm:0
Leaker Test No leaks Conforms
Cardboard box including a white opaqgue 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

Responsible for
Quality Control

variable data (Lot, Exp) and an instruction leaflet.
7

Manufacturing :
+30 210 6604 5463
wwwy. pharmathen,.com

sy 2y / Release date:
U, Vi o
Gyl 4o (‘ 2 119l et ' 31-10-2024

o
e, . ‘(f
o, Clps, TR
5,00 g
n

& 4 (?/’c;:? e
/ /7033

7

whs Grasce, 1 +30 210 680

. 1862 51 Pallini. Al

Prepared by: Fva Makridaks




~__FORFINISHED PRODUCT
MARDOZIA 20 mg/ml + 5 mg/mi Eye, drop solution
DOSAGE FORM: Eye,drop solution Dorzolamide/Timolol
S ’ a STRENGTH:
(20+5)mg/mi
i PACK SIZE AND TYPE: BT x 1bottle x Sml
: QUANTITY: 36.647BT
j IMPORTING COUNTRY: UKRAINE
. EXPORTING COUNTRY: GREECE
f BATCH NUMBER BULK: 2409459
. BATCH NUMBER FIN: 2409459
] MANUFACTURE DATE: 23-09-2024 EXPIRY DATE: 09-2027
; MANUFACTURING SITE : FAMAR AVE, ALIMOS PLANT

' MANUFACTURING SITE ADDRESS:

. MANUFACTURING SITE ML NUMBER:

PACKAGING SITE:

| PACKAGING SITE ADDRESS:

- PACKAGING SITE ML. NUMBER:

[ BATCH RELEASE SITE:

- BATCH RELEASE SITE ADDRESS:

‘ BATCH RELEASE SITE ML NUMBER:
BATCH NUMBER OF APL

l MA NUMBER :
| RESULT OF ANALYSIS:

- COMMENTS/REMARKS:

 DEVIATIONS:
|

CERTIFICATE OF CONFORMANCE

63. Agiou Dimitriou str. Alimos Attiki, 17456, Greece
0000001283/14/2

FAMAR AVE, ALIMOS PLANT

63, Agiou Dimitriou str. Alimos Attiki, 17456, Greece
0000001283/14/2

PHARMATHEN SA

8, Dervenakion str., Pallini Attikis, 15351, Greece
0000006501/22/1

A0022/0 24150_ C024E064
CURIA _FDC LIMITED
UA/14427101/01

Certificate of analysis of finished product attached.

N/A

QYES 7 NO
Attached number of documents:

I hereby certify that the above information is authentic and acourate.
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
Qualified Person:

Signature of
Qualified Person:

Date of Release: 31-10-2024

Pharmathen S.A,

Marufacturing site-Regisisred seat 6
+30 210 6604 583
www nharmeathen.com

Nj
5 Quagiy, o ;-

{on
Oiifre o 27U ats.
Py 0! Sap r;wj?:!“’

(

F17: E
st
{s

05 GG

30210 6568 740

30 210 6804 300, f 7

Prepared by: Evi Makridaki




JTEPKABHA CJIVIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Citauusoi, 3, 02099, Tes. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €/IPTIOY 37079055

BUCHOBOK
PO AKICTH BBE3EHOT0 B Y KpaiHy JAiKapcbKoro 3acody

31.01.2025 Ne 4423/25/26

MAPIO3151
(nafiMeny Banls JiKapehKOro 3aC00y 3riAHO 3 peecTpatiiHum MOCBUTMCHHIM)
KPAITi OYHi, PO3UHH, N0 S MIT Y dUraKoni-Kpane LHALI; 10 1 (lmamony—lcpane.ummui y
KapToHHil Kopooui
(thopma BUNYCKY., JAO3YBAHIA, BHIL HAKy BaHHS JIIKAPCLKOIo 3aco0y)

Homep peectpauiitnoro nocsinuenns UA/1 4427/01/01 crpox aii peccrpauiifHoro noceinteHHs HeoBMeXKEeHHH
Cepis nikapchkoro 3aco0y Ne 241 1516 KistbKiCTh BBE3EHOTO JiKapehKoro 3acoby 37699

Bupobuuk dapmaren C.A., I'penist
(vadimenyBalis supobHuKa slikapebioro 3acofy. kpaina FLONO,DKCHES)

Bseseo B Vkpainy ToBapucTBO 3 00MEKEHOIO piznosigansnicrio "COHA-
DAPMEKCIM", igenr. ko 40130755
(nabiMeHyBaHis Ta KOj1 32 CNAPTIOY 1opwiniHol acobu alo Npi3suINC. IM'3, 110 GarpoBi Ppiznaiiol
0coBu - rianpHemMiL, T MiCHE NPOXABANLEA T4 pecerpauiitiuii nomep OBKOROT KAPTKH NJIATHHER
nojaTkin abo cepist Ta HOMEP nacnopTa)

MMpoToKo Bi3yaabHOTO KOHTPOJIO Bil 31.01.2025 No 231/01.10-25/2.

3a pesynsTaTaMi  [EPXKABHOTO ~KOHTPONKO  BCTAHOBIICHO, mo Jlikapcbkuii  3aci6  BBE3EHO B Ykpainy 3

AOTPHUMAHHAM BMMOr 3aKOHONABCTEA OO 3aBe3nedeHHs AKOCTI Jlikapehkix 3aco0is.

ﬁ/ Bixrop MAXHOBELDL

(ininiaim T npizsuie)

B.o. Hau@IBLHUKA "

(nocazosa 6te6a 5Sprany~),1ep>l(ammrq’chm'pomo) (i)

4 4




[Ha ¢ipmoomy Gnanky kommanii dapmare]

CEPTH®IKAT AHAJII3Y
MAP/O3I1, kpanii 0uHi, po3unn (20 Mr/ma+5 mr/mi)
Jlata BupoOuuursa: 07.11.2024 [puparaui no: 11.2027 Howmep cepii ynakosku: 2411516
Homep HeposdacoBaHoOi cepii: Posmip cepii (teopeTruruii Buxin): 200 /40000 ¢
2411516

Homep cepii cy6cranwii: A0022/0 24240_024G015
Hocrasansunuk cydcrannii: CURIA _FDC LIMITED

Hineauns 3 BupoOHunTea: Mamap JlineHuLA 3 naKyBanHsa: damap
3git npo Bimxunenws: M Hi OTak
TECTH CHELHUDIKAIIA PE3VJIbTATHA
SoBHIIUHIA BHIIAN ITposopwit, 3nerka B’s3Kuit, 6e36appHUH BOJHHUM PO3YMH Biamnosigae
Cepenniii 06’ em He menme 5,0 mn 5,0 M
HaNOBHeHHH (IakoHy
3uavenns pH pH: 5,0-6,0 5,7
BignocHa rycruHa 1,010 — 1,020 r/mMn 1,019 r/mn
B’si3kicTh 80 — 130 ci3 104 co3
OCMOISIILHICTD 242 — 323 MOcMONB/KT 269 MOcMOIIB/KT
Bixnosinae, axmo igenTudixanis Io3UTUBHA
1) Yac yTpuMyBaHHA TiKy AOp30/aMiy Ha XpoMaTorpami 1. IlozuTHBHA
HOCIIPKYBAHOTO pPO3YMHY IOBHMHCH BiINOBiAATH 4acy
InenTndiranis yTpUMYBaHHA BiIIIOBIIHOTO TiKy Ha XpoMarorpami
aop3oaaminy cranapTaoro pozunny RRT = 1,0 £ 0,1 xB.
2) ChnexkTp IOCHKYBaHOTO  PO3YHHY  TOBHHEH 2. IlosuTtuBHa

BiZIOBIZATH CIIEKTPY CTAHJAPTHOTO PO3YHHY

Binnosinae, axuio inentridikaiis IO3UTUBHA
1.Yac yTpuMyBaHHA IHKy THMOJIONY Ha XpOMATOrpami 1. TosuTHBHA
[OCIiIKYBAHOTO PO3YMHY NOBMHEH BiAnoBiard 4acy
IxenTndiKanis THMONOTY | yTpMMyBAaHHS BiINIOBIHOTO MKy Ha XxpoMmarorpami
cranaaptroro posuuay RRT = 1,0 £ 0,1 xB.

2. Cuekrp ZOCHiIKyBAaHOT'O PO3YHHY IIOBHHEH 2. IlozuTHBHA
BiAIIOBiIaTH CHEKTPY CTAHIAPTHOIO PO3YHHY

KinpKicHe BU3HAYEHHS 95,0 — 105,0 % Bix HOMIHATEHOTO BMIiCTY AOp301aMiLy/
THMOJOJY 103,5%/103,1%

95,0 — 105,0 Mr gop3onaminy /brakon
23,8 — 26,2 MI TUMOIIONTY /(QaaKoH

BmicT 6en3ankonito 85,0 — 110,0 % Bix HOMiHAIBHOrO BMiCTy OEH3AIKOHIIO
XJI0pHay XJIOpHIY 96,7 %
0,32 — 0,41 Mr GensankoHio xJopuny /GaakoH

Bianosigae, axiio ineHTHdIKaLig I03UTHBHA

Inenrudixanin Yacu yrpumysanss mikis romornoris n-Ci2Has ta n-Ci4Hao
OenzankoHilo xJopuay GEH3AIKOHII0 XJIOPH/Y Ha XpOMATOrpaMi JOCIIKyBaHOTO Bixgnosigae
BiIMOBiOHMX TMiKiBE Ha Xpomarorpami craﬂggp""imrp
posunry RRT = 1,0 £ 0,1 x8. Ta BignosinHo RR ;0 £

0,1 xa.
Cnopigueni gomimxn Jomimxa 2 e 6imsme 0,10 % j a2:0,00 %
Aop3oaaminy Oxkpemi Hesifomi nomimku He Ginsue 0,20 % Kpema HeBifoma
ominzia: 0,08%

Cyma nomimok He 6inbie 0,5 % ’ a:nqmmox: 0,15%
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[Ha pipmoBomy Gianky kommanii Papmare]

Cnopinseni AoMilIKH Oxpemi HeifoMi Tomiltkn He 6inbure 0,20 % Oxpema HeBiioma
THMOJIOJTY npomimka: 0,00 %

Cyma nomimok ue 6imsie 0,5 % Cyma gomimok: 0,00 %
CrepwibHicTh Iopuuen OyTH CTEPUIBHUM CrepunpHuit
Mexaniuni BKI0OYeHHs He 6insme 6000 gactox/drnakon po3mipamu > 10 MxmM, 10 mxm: 7

He 6inbie 600 uacTok/raKoH po3MipaMu > 25 MKM 25 mxm: 0
I'epmerHunicTh QJIaKoHiB ®dnakoHH NOBKHHI OYTH TepMETHYHUMM Binmosijgae
YnaxoBka Kaprosna xopofka, 10 MICTHTb 3aKymOpeHui Gimwii Binnosizae

HETpO30pUA TNONIeTHICHOBMA (rakoH 3 PO3YIMHOM

Kpane/h OYHHX, Ha AKuil HaHeceHo 3MinHi AaHHi (HoMep

cepii Ta TepMiH NpHAATHOCT), Ta iHCTpyKuilo LA

MEIUYHOIr0 3aCTOCYBaHHA,
Bignosizanbunii 3a JlaTa BHIIYCKY:
KOHTPOJb AKOCTi 13.12.2024

ITigmuc/mwraMn yIoBHOBaXeHOi 0cobu
Nikos Kordalis
Hara:13/12/2024




[Ha dipmoBoMy GraHKy KoMIaHii dapmareH]

CEPTH®IKAT PO BIANNOBIJHICTD
TOTOBOI'O JIKAPCBKOI'O 3ACOBY

HaiiMenyBaHHs NPOIYKIii:

dopma BHIIYCKY:

Po3mip Ta THII HAKyBaHHs:
KinbkicTs:
Kpaina-imnoprep:
Kpaina-excnoprep:

Homep
NPOAYKTY:
Homep cepii (kinnesmnii):

cepil Hepo3(dacoBaHOro

JlaTa BUpOOHUMIITBA:

JinsHUIsA 3 BAPOOHHITBA:
Micue3sHaxoxKeHHs] BHPOOHUYO01
RiTbHML:

Homep Jinensii:

JinoHuns 3 NaKyBaHH:
Micue3zHaxomKeHHsi BUPOOHM1O01
miabauui Ta Homep ninensii

JliapHMusA 3 BUNYCKY cepii:
Micue3HaxoaKeHHs
MTBHHLGS

Howmep ninensii:

BUPOOHUYO0I

Homep cepii cybcranuii:

Homep peecTpauiliHOro nmocsixuen st
Pe3yabTaT aHanizy
KoMmeHTapi/mpuMiTKkH:

Binxuiaenns:

MAPO3I, 20 Mo/vot + 5 Mo/, Kparuti 09Hi, pO34HH
Kpamuni ouni, posunn  Cuua aii:
Jlop3onamin/Tumonon (20 + S)mr/mi
Vnakoska X 1 ¢nakon X 5 M
37699 ynakoBok

VYkpaina

I'penis

2411516

2411516
07.11.2024

damap A.B.E. 3aBox Animoc
Ariy Jimitpiy 63, Animoc Artuxa 17456, I'penis
0000001283/14/2

IIpuxaTHMii 10: 11.2027

®amap A.B.E. 3aBon AnmiMoc
Ariy Jlimitpiy 63, Animoc Attuka 17456, T'penis
0000001283/14/2

Papmaren C.A.
Jlepsenaxion 6, Ilamnini Arruxa 15351, I'pentist
0000006501/22/1

A0022/0 24240_024G015
CURIA _FDC LIMITED

UA/14427/01/01
Ceprudikar aHanisy 1iKapchKoro 3aco0y 101a€eThCs
H/IT

[CTax M Hi

Homep JOKYMEHTA, 0 A0AACThCA:

1{uM s HiATBEPIUKYIO, IO HABEACHA BHINE mq)opmaum aBTeHTHYHA 1 TOUHA.
3amucH BiTHOCHO BHpOGHMITBA Cepii, YIIAKOBKY i Pe3y/IBTaTiB aHauli3y Gynu BHBUCHI i BU3HaHI TaKyM,

o BianogigaroTs BuMoram GMP.

s cepis mpemapary, BKIIOYai04H CyOCTaHIII0, BUTOTOBIEHA, BKIXOYALD!

BHINE3a3HAYE€HAX BHPOOHMYMX IUIBHMIIX B

BiIOBiIHO 10 3aTBEpIKEHMX crienuikarii Peectpauiitnoro Jloche:

IM’st YIIOBHOBAXKEHOI 0COOH:
Hignuc YnopHoBaxeHoi ocodn:

JdaTa BHOycKy: 13.12.2024

Nikos Kordalis

(mignuc/mrraMin)

BKy i mepesipena Ha
[OBHIH BiAnoBiHOC '




Innovation nspired by life

CERTIFICATE OF ANALYSIS B
MARDOZIA 20 mg/ml + 5 mg/ml Eye drop solutton

GRS S O AR MR

AN 35, AR5 TSI £ A1 1 OB 0.9

[ Man. Date: 07-11-2024  Expiry Date: 112027 ~ Pack Lot2411516

t Manuf. Lot : 2411516 . ” M%QOL

Active Ing,rulwm Lot : A0022/0 24240 _ 024G015
 Active Ingredient Supplier: CURIA _FDC LIMITED

Man. Site: FAMAR e __Pkg.SitetFAMAR
DeviationReport: ¥INO _Oyes
CONTROLS SPECIFICAT!ONS ! RESULTS
 Appearance " Clear, slightly viscous, colorless aqueous solution | Conforms
Averagevv;:‘l ume per Not Less Than 5.0 mi l 5.0ml
i . i . o w pH VI w ........ w 5
Spec:lf‘ icGravity | o 1.010-1. OZOg/mi o 1.019¢/ml
L. Viscosity . = 80-130cp _ Wdep
‘Osmolality 242-323 mOsm/Kg - 269mOsm/Kg
; Conforms to Positive [dentification.
: 2 1)The retention time of Dorzolamide peak in the | -
; : ) ) ) ! 1) Positive
| e . samples solutions in relation to the Reference Solution
- ldentification of | ( .
, . is RRT=1.0£0.1 min
v Dorzolamide |
| ; 2) UV spectrum of sample corresponds to UV spectrum ! 2) Positive
‘ z of standard (UV) i
U v A S O A mten e e e
[ ~ Conforms to Positive [dentification. ‘
i i 1)The retention time of Timolol peak in the samples en
| o : S , 1. Positive
o solutions in relation to the Reference Solution is j
. ldentification of ) v
| . | RRT=1.04£0.1 min
Timolol
~ 2) UV spectrum of sample corresponds to UV spectrum { 2. Positive
| ; of standard (UV) ‘ '
e cosnp aapm s e pr— R, rosvanaapers, ? N— , RN EIRCERUTES VR SO P J
‘ ! 95.0-105.0% of the stated amount of |
' : Dorzolamide/Timolol 94/103.1%
ABSay | 95.0mg-105.0mg of Dorzolamide per vial and HSSiaAioa e
— 23.8mg-26.2 of Timolol per vial
| 85.0-110.0% of the stated amount of Benzalkonium
Benzalkonium Chloride 96.7

Chloride Assay | 0.32mg-0.41mg
; ___of Benzalkonium Chioride pervial |

! Conforms to Positive Identification. é

identification of | The retention time of homologues n-CHps and n- |

Benzatkonium I CiaHze peaks in the samples solutions in relation to the Conforms

; Chloride % Reference Solution is RRT=1.0+0.1 min ‘

o | and RRT=1.0 £0.1 min respectively

| Impurity 2: NMT 0.10%,

| Related Substances Any Individual
j of Dorzolamide | Unknown: NMT 0.20%,
T S _ Total: NMT 0.50%

AEALR ;}hararsdt%@m Gom

Prepared by: Eva Makridaki




innovation inspired by life

Any Individual Any Individual
Relatg?ﬁ;l;s;gnces Unknown: NMT 0.20%, ‘Unknﬂwn 0.00%,
Total: NMT 0.50% Total: NMT ).00%
Sterility - Sterle Sterile
Particulate NMT 6000/cont 210pm, 10um .7
- Contamination NMT 600/cont = 25um 25um.0
LeakerTest | No leaks Conforms
Cardboard hox including a white opaque polyethylene
medium density ophthalmic dispenser with a sealed
Packaging dropper tip and a two-piece cap assembly, containing Conforms

5mil of the eye drops solution marked with respective
variable data (Lot, Exp) and an instruction leaflet.

Responsible for
Quality Control

/ ’“fff 2:/ ow

Release date:
13-12-2024

£30 240 6604 582
V‘JV\’\’\L{)‘}&Y{VI&ihLY 1. GO

Prepared by: Eva Makridaks
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CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

NAME OF PRODUCT: MARDOZIA 20 mg/ml + 5 mg/ml Eye, drop solution
DOSAGE FORM: Eye,drop solution Dorzolamide/Timolol
STRENGTH:
(20+5ymg/ml
PACK SIZE AND TYPE: BT x lbhottle x Sml
QUANTITY: 37.699 BT
IMPORTING COUNTRY: UKRAINE
" EXPORTING COUNTRY: GREECE
BATCH NUMBER BULK: 2411516
- BATCH NUMBER FIN: 2411516
MANUFACTURE DATE: 07-11-2024 EXPIRY DATE: 11-2027
MAMUFACTURING SITE : FAMAR AVE, ALIMOS PLANT

MANUFACTURING SITE ADDRESS:

MANUFACTURING SITE ML NUMBER:

BATCH RELEASE SITE ADDRESS:
BATCH RELEASE SITE ML NUMBER:

63, Agiou Dimitriou str. Alimos Attiki, 17456, Greece
0000001283/14/2

 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

6, Dervenakion str., Pallini Attikis, 15351, Greece
0000006501/22/1

BATCH NUMBER OF APL: AQ022/0 24240_024G015
CURIA _FDC LIMITED
MA NUMBER : UA/14427/01/01
RESULT OF ANALYSIS: Certificate of analysis of finished product attached.
- COMMENTS/REMARKS: N/A
DEVIATIONS: LYES # NO

Attached number of documents:

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 reguirements
and the local Regulatory Authority and with the specifications of the Marketing
Authorization and is released.
Name of

Qualj Ni‘g‘f@ﬁ? Ko
Qualified Person: Y Contry ¢, OFdalig

of Senj
f’:‘zarmam ,f,r Sﬂz’"ager /0p

Signature of
Qualified Person:

( 13000 34

Date of Release: 13-12-2024

+30 210 6604 5
www pharmathen.com

Preparcd by: Lva Maknidalka
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