NEPKABHA CJIYKBA 3 JJIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KH€BI

npoe. Haaii Ceitmmuanoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €PTIOY 37079055

BUCHOBOK
npo SKicTh BBE3eHOro B YKpainy JiKapcbKoro 3aco0y

31.01.2025 Ne 4427/25/26

PE3JIOJ

(HaliMeHyBaHHA AiKAPCHKOTO 3acoby 3riano 3 peecTpauifHAM NOCRIRYENHAM)
kpaiuti ouni, pozuuH 2 %; mo Smay daakoni-kpaneasHui; no 1 diraKkony-KpaneJabHuLi y
KapTOHHINi KopoOui

((bopma BuMyCKY, JO3YBAHHA, B NIaKYBAHRS AiKAPCHIOrO 3aC06Y)
Homep peectpauiiinoro nocainuenns UA/14430/01/01 crpok aif peectpauifitoro nioceinyenHs HeoOMexeHuH
Cepis nikapcskoro 3acoby Ne 24115268 KinnkicTh BBE3€HOTO JiKapcbkoro 3acoby 10236

BupoGHuk dapmaren C.A., I'penis

(naiiMenyBaHHs BUpOGHHUKA NikapehKoro 3ac0By. Kpaisa NoxXo/KeHHS)

BseseHo B Yipainy Tosapucrso 3 o6Mexenoro Binnosinanenictio "COHA-
MOAPMEKCIM", inen. xon: 40130755

(nalimenypanns Ta kox 3a €JIPTIOY wopuananor ocobu abo npizsue, iM'A. 1o OaThkoBi (izndHOT
ocobu - nianpueMus, if Micue npoXxHpanus Ta pecerpauiiinnii Homep o0ixonol KAPTKY IIATHAKA
roxarkis aBo cepis Ta HOMEp racnopra)

TNpotokon Bisyansnoro kontpomo pin 31.01.2025 Ne 231/01.10-25/6.

3a pesynbTaTaMH JEpHKABHOrO KOHTPONIO BCTAHOBIEHO, WO nikapcbkuii  3aci6 BBeseno B Ykpaiy 3
OF 3aKOHOJIABCTBA 1100 3a0e3neueHns AKOCT JlikapchKux 3acobis.

%_/ Bixtop MAXHOBELb

ks
(winnuc) (iniiany Ta npissuiie)




nnowi on msp rod by lifes

CERTIFICATF OF ANALYSIS

Rezlod 2% eye drops solution

Man. Date 'I4~11-2024' )

| Manuf. Lot ;241 1526

S

Expiry Date : 11-2026

Pack Lot : 24115268

Batch Size :100 It

Active Ingredlem Lot A()()22/0 24270

Active Ingredient Supplier: CURIA

Man. Site: FAMAR S.A

Pkg, Site: FAMAR S.A

[] YES (the deviation report is alma/wd

! Deviation Report: M NO

Controls Specifications Results
Appearance Clear, slightly viscous, colorless aqueous solution Conforms
HPLC !
HPLC - In house
1)The retention time of Darzolamide peak in the
samples solutions in relation (o the Reference Solution I. Positive
Identification is RT=1.0£0.1 min MET7IRDIDORIIIPLCI-1)

UV- In house
2) UV gpectrum of sample corresponds to UV spectrum
of standard (LIV)
(MET73RDIDORIUVI-]

2. Positive

Average volume per vial

Not Less Than : 5.0 ml

5.0ml

pH

pH: 5.0 - 6.0

5.6

Specific Gravity

1.010-1.020

L020g/mi

290 mOsmol/Kg + 5%

Osmolality (275.5 - 304.5 mOsmol/Kg) 286.0 OsmoliKg
Viscosity 100-150¢ep 118cps
Particulate NMT 6000/contz1 0pm, [0um 22

Contamination NMT 600/cont > 25um 251um:0 !
Surface Tension 15-35mN/m 33mN/m ;
Assay 95.0-105.0% of the stated amount of Dorzolamide 100,49
T 95.0mg-105.0mg of Dorzolamide per vial " f
. : 90.0-110.0% of the stated amount of Benzalkonium i
Benzalkonium e !
Sy Chloride
Chloride N . 99.1%
) 0.34mg-0.41mg
Assay = i

of Benzalkonium Chloride per vial

Related substances
And
Degradation products

Impurity 2 NMT 0.10%
Any Individual Unknown impurity NMT 0.20%
Total NMT 0.5%

Impurity 2: 0.00%%
Any Individual Unknown
impurity:0.06%
Total: 0.1%

Sterility Sterile Sterile
Tightness of vials Tight after 30sec ai 160mmHg Tight
Cardboard box confaining one sealed opaque white
Packaging plastic eye dropper vial marked with respective variable Conforms

Responsible for

Quality Control

Fharmathen 8.4

Headquarters: 44 Kifissias Avenue. 151 25 Marous:, Alliens Greavs, 1 +30 210 B804 300, §+30 2
Manufacturing site-Registered sest: 6 Darvenakion str., 153 51 Pallini, Alhens Greses, t
+30 210 6604 562

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

ARTER 5is

A < FAsA A
nrol Prod n t fo( EX,A)H.) J‘;a(n:af(.;'e};}é.g ;

Release Date : 30-12-2024

e
~i L

www.pharmathen.com

Prepared by: Eva Makridaki:

+30 216



Innovation inspired by life

CERTIFICATE OF CONFORMANCE

_FOR FINISHED PRODUCT

| NAME OF PRODUCT:
DOSAGE FORM:

" PACK SIZE AND TYPE:
QUANTITY:

IMPORTING COUNTRY:
EXPORTING COUNTRY:
BATCH NUMBER BULK:
BATCH NUMBER FIN:
MANUFACTURE DATE:
MANUFACTURING SITE :
MANUFACTURING SITE ADDRESS:
MANUFACTURING SITE ML,
NUMBER:

PACKAGING SITF:

- PACKAGING SITE ADDRESS:
PACKAGING SITE ML NUMBER:
BATCH RELEASE SITE:

BATCH RELEASE SITE ADDRESS:

| BATCH RELEASE SITE ML NUMBER:

BATCH NUMBER OF APL

MA NUMBER :
RESULT OF ANALYSIS:

Rezlod 2% cye draps solution
eye drops solition STRENGTIH:
BTX boule XSML.

HL236 BT

UKRAINE

GREECE

2411326

241152603

Fd-11-2024 EXPIRY DATE: 11-2026
FAMAR AVELALIMOS PLANT

63, Agiou Dimitriou str. Alimos Aniki, 17436, Greece
Q00000 1283/1472

FAMAR AVE, ALIMOS PLANT

63, Agiou Dimitriou str. Alimos Attiki. 17456, Greece
0000001283/1442
PHARMATHEN SA
6, Dervenakion str., Pallini Attikis, {5331, Greece
0000006501/15/1

A0022/0 24270 -CURIA

LAT4450/010

Certificate of analysis of finished product anached.

COMMENTS/REMARKS: N/A

DEVIATIONS: QYES MING
Attached number of doaumcms

] hcuby certify that the above information is authentic and aceurate, )

The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP,

This batch of product. including APL, has been manufactured. including pac

kaging and

quality control at the above mentioned sites in full compliance with the GMP u.qummmtx
dnd the local Regulatory Authority and with the specifications of the Marketing Authorization

and is released.
Name of ARTE
Qualified Person:

Signature of
Qualitied Person:

Date of Release ¢ 30-12-2024

Pharmathen S.A,

Headquariers: 44 Kifissi
Maniaciur ite
+30 210 6604 582
oy phiarmathen.com

Mis
Controf Produ

RAS A ICHALY

for EXﬁOf(s Ma
Pharmathien 5 4 snagerlop

}OU { M()
# 213 BEOS 308;

Prepared by Eva Makndaki

Dorzolamide 20mgimi ’

|




[Ha pipmoBomy 6nanky xommnaunii Papmaren]

CrepuibHicTh [ToBuHEH OYTH CTEPHIBHUM CrepuibHuii
I'epmeruunicts pnaxonis I'epMeTHani micas BUTpuMyBaHHS pu 160 MM pT.CT. I'epmeTuuni
npotiaroM 30 cekynj
YnakoBka Kapronna xopoOka, mo MicTuTh 3aKymopenwii Gimuiit Bignogigae
HENpo3opuif moNieTHneHoBUH (UIaKOH 3 PO3UHHOM
Kpanenb OYHHX, Ha AKHH HaHeCEeHO 3MiHHI JaHHi (HOMEp
cepii Ta TepMIH NPUIATHOCTI), Ta IHCTPYKMiIO INA
MEINYHOrO 3aCTOCYBAHHS.
Binnosinaanumii 3a Jdara Bunycky:
KOHTPOJb SIKOCTI 30.12.2024

IMizmuc/mraMin yIIoBHOBaXEHO1 0COOH
Arthemis Pasamichali
Hata:30/12/2024




[Ha ¢pipmoBomy 6nanky xommnanii @apmateH]

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

HaiiMenyBanHa npoaykuii:
®opma BULIYCKY:
Cuia nii:

Po3mip Ta THN nakyBanHsu:

KinbkicTs:
Kpaina-immnoprep:
Kpaina-excnoptep:

Homep
HNPOAYKTY:
Howmep cepii (xinueBmnii):

cepii Hepo3gacoBaHOro

Jara BUpoOHHIITBA:

JinbHANSA 3 BUPDOOHUITBA:
MicuesHaxomKeHHsI BUPOGHUYOI
ALIbHHLG:

Homep ninensii:

JinbHAIA 3 TaKyBaAHHA:

Micne3naxonxeHHs BUPOOHHYOI
Aiasauni Ta Homep minensii

JinbHULA 3 BHOYCKY cepii:
Micue3naxomxenus
DUIbHMI:

Homep ainens3ii:

BHPOOHHYOI

Howmep cepii cy6cranmii:

Homep peecrpaniiinoro nocsinuenns
PesyabTaTt anamizy
Komenrapi/npumirku:

Binxuiaenns:

PE3JIO/, xparuti ouHi, 2 % po3uuH

Kpamni ouni, posuns 2 %

1 M1 po3uuny Mictuts 20 Mr gop3onaminy (y BHUIIsai
JIOP30JIaMiIy TiIpOXJIOpUIY)

1o 5 mn y ¢akoni-kpanensHuni; mo 1 ¢pnaxkomny-
KpamneasHULI y KapTOHHIH Kxopobui

10236 ymakoBok
Vkpaina

I'pentis

2411526

24115268
14.11.2024

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

IpuxaTHuii no: 11.2026

®amap A.B.E. 3aBog Animoc
Ariy Himitpiy 63, Animoc Attuika 17456, I'peris
0000001283/14/2

®apmaren C.A.
Hepsenaxion 6, [Tammini Attuka 15351, I'peuis

0000006501/15/1

A0022/0 24270
CURIA

UA/14430/01/01
Ceprudikar aHami3y Iikapcbkoro 3acofy J01a€ThCsa
H/II

O Tak M Hi

Homep AOKYMEHTA, L0 JONA€THCH:

I s ninTBemeylo, 10 HaBe/IeHa BHILE iHcpopMauix aBTEHTHYHA i TOYHA.

3anucy BiTHOCHO BUPOOHMIITBA Cepii, YIIAKOBKM i pe3yNbTaTiB aHaizy 6yau Banel‘fr i BU3

IO BiJNOBiAar0Ts BuMoram GMP.

Lls cepis mpenapary, BKIHOYAI04H CyGCTaHIii0, BHTOTOBJIEHA, BKIIOYAIOYH ynakom(y i nepeBlpeHa
BHUIIE3a3HAYCHNX BHPOOHWYMX OiNLHMUAX B NOBHIM BiAmOBimHOCTI 3 Mlcuennmn Bumoramu 'GM
BINIOBi/IHO [0 3aTBep/KeHux cnenudixauiit Peecrpauiiinoro Jlocke- BUMyIIEeHa i

IM’a YioBHoBaxkeHoi ocobu:
Arthemis Pasamichali

Hignuc YnoBHOBAKEHOI 0Co6H:
JaTa BUnycKy:

(mmiomuc/nrramn)
30.12.2024




JIIEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Caitnuuuoi, 3, 02099, Ten. (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Kon €IIPTIOY 37079055

BHUCHOBOK
1po sIKiCTh BBE3EHOr0 B Vkpainy JikapcbKoro 3ac00y

29.11.2024 Ne 63879/24/26

PE3JIOJX

(HalimMenynaHiis Jikapchkoro 3acoBy 3rinHo 3 peecrpauifium HOCBiT4ERIIAM)
kpani o4Hi, po3unH 2 %; noSmay Qmalcoui—lcpanenbunui; no 1 «b.ﬂalcouy-xpane.nbnnui y

wapTonniii Kopooui
(dopma BUIYCKY, 7103YBaHHSA, BUA NaKyBaHHH nikapcekoro 3aco6y)

Howmep peecTpauiitHoOro ToCEiAeHHs UA/14430/01/01 crpox nii peectpauifitoro nocainuenns HEOOMEKEHUH
Cepia nikapcbkoro 3acofy N 24094438 KinbKicTb BBEIEHOFO JliKapchKoro 3acoby 5178

BupoBruk dapmares C.A., [peuist

(akiMeRyBaHHs BUpOOHHKA nikapceKoro 3acofy, kpaiHa FIOXOKCHH)

Baesexo B YKpaiky TopapucTBo 3 00MEKEHOI0 ginnosinansnicrio "COHA-
GAPMEKCIM", inenT, Koa: 40130755

(HafiMenyBaHns T KOA 33 CIIPTIOY topuautHol ocoGu abo rpizpuine, iM'g, 10 Garbiosi QizuuHol
0COBH - mANpHEML, 1T MiCLE NPOXKBAHNA T2 peecrpautiiinnii Homep 061ikoBOT XapTKK HAaTHHKA

noparkis abo cepis Ta HOMEP nacriopra)

TIpoToKoN Bi3yaabHOro KOHTPOIIO sin 29.11.2024 N 4117/1.
p

e v ¢ s
3a  pesynbTaTaMM  JEPNKABHOTO  KOHTPOMO BCTAHOBJIEHO, KO Ill)(a[]ChKHM saci6 BBeseno B Ykpainy 3
AOTPUMAHHAM BuMOr 3aKOHOABCTBA 10O 3a6e3NCUEHHA nkocr/i’ ,r}'ricapc:, ix sacobis.

Muxkona XOJIOAEHKO

i ég Brposio) (ninnuc) (istiuianm T3 NIpi3BUILEL)

(M
1/
o

s,




[Ha ¢ipmoBoMy OaHKy xomrmanii dapmaTeH]

CEPTH®IKAT PO BIIIOBITHICTD
[OTOBOI'O JIKAPCBKOI'O 3ACOBY

Eaﬁmeuysalmn NPOTYKii: PE3JIO/I, xpamti o4Hi, 2 % po34HH

dopma BUIIYCKY: Kparuri ouHi, po34HH 2%

Cuaa aii: 1 MII pO34YMHY MICTHTD 20 mr gopsonaminy (¥ BULILAIL
AOp30NaMiLy TiApoXIOpUIY)

Po3mip Ta THI HAKyBaHHI: o S My @naxoni-xpanenwnni; no 1 ¢rakoHy-
KpanenbHHUIL Y KapTOHHiH KopoOui

KinpkicTh: 5178 ynakoBoOK

Kpaina-imnopTrep: Vxpaina

Kpaina-excrnoprep: I'penis

Homep cepil Hepo3(dacoBaHOro 2309443

NPOIYKTY:
Homep cepii (kinuenuii): 2309443B
JlaTa BEPOOHHITBA: 10.09.2024 IpupaTHUHA [0: 09.2026
JlinbHUNsA 3 BUPOOHHUTEA: ®amap A.B.E. 3aBoa AnimMocC
Micue3HaxoIKeHHA BHPOOHHYOI Ariy Jimitpiy 63, Autimoc Arruka 17456, I'pewis
AbtbHui: 0000001283/14/2
Homep Jinensii:
JipHANA 3 NaKyBaHHA: damap A.B.E. 3aB0o1 Animoc
Micie3HaxoIKeH sl BUPOOHU 01 Ariy Jlimitpiy 63, AmiMoc Arrrka 17456, I'penist
ninsamui Ta Homep Jinensii 0000001283/14/2
JinbHHAIS 3 BUIYCKY cepil: dapmarer C.A.
Micue3sHaxoxKeHHs BHpOOHMYOI IlepsenaxioH 6, TMamini Arraxa 15351, I'penist
ALIBHHAII:
Homep Jinensii: 0000006501/15/1
Homep cepii cybeTamuii: A0022/0 24160

CURIA
Homep peecTpaniiinoro nocBiTueHHs UA/14430/01/01
Pe3yJbTaT aHATI3Y Ceprudixar anamisy JHKapChKOTo 3ac00y AOAETHCH
KoMeHTapi/mpuMIiTKH: H/II
BinxuiaeHus: 0 Tax ¥ Hi

Homep JIOKYMCHTA, 010 AOHAETHCA:

1{uM 5 TATBEPIDKYIO, IO HABE/ICHA BAIIC indopMallis aBTCHTHIHA i TouHa.
3amHCH BIIHOCHO BUPOGHMITBA CEPii, YNAKOBKH i pesynpratis aHamisy Oynu BUB
1o BinmosizaroTs Bumoram GMP.
Il cepis mpemapary, BKIIOYai0HH Cy6CTaHIi[0, BUTOTOBIECHR, BKIIOHAI0TH yria]
BHIIE3a3HAYCHUX BHUPOOHMUMX NIPHAIAX B IOBHIA BiZnOBIAHOCTI 3 Micueﬁh
BiAMOBiHO IO 3aTBEPIKCHUX crienudixariit PeecTparifBoro Jloche- BUITYILIEHA.

Im’si YIioBHOBaXKEHOT 0CO0OM:

Nikos Kordalis
Hignuc VNoBHOBaKEHOI 0co0H: (i o/ Tirramin)
JlaTa BHNYCKY: 20.11.2024




[Ha dpipmoBoMy GraHKy KOMIaHii dapmaTteH]

CEPTHOIKAT AHAJI3Y

PE3JIO/I, xpanii o4Hi, 2 % po3uYnH

JlaTa BUpOOHHUITBA! 10.09.2024

[IpupaTHMit J0: 09.2026

HomMep cepii yIaKOBKH: 2409443134}

2409443

\T‘IOMCp Heposdacoparoi cepii:

Po3smip cepil (TeopeTHIHHHA puxin): 100 x

Flomep cepii cyOcTaHLi: A0022/0 24160
TlocTauaIbHUK CyOCTaHII: CURIA

JlineHus 3 BEpOOHUITBA: damap

JIiMbHAIIA 3 [TAKyBaHHA: damap

3pir npo Bimxunent: M Hi OTax

TECTH CIEIHNPIKAII
JoBHilIHiA BATIAL TIpo3opHid, 31erka B’ 513K, Ge36apBHUH BOIHMI pO3UNH
InenTadikamis Meromom BEPX

BEPX - BuyTpiniss monorpadis
1) Yac yTpuMyBaBHsi 1Ky AOp30/1aMify Ha Xpomarorpami
JOCIIKYBAHOr0 PO3YMHY NOBUHEH BianosizaTH 4acy
YTPUMYBaHHS BiZmoBigHOrO MKy Ha xpomarorpami
CTaHJApPTHOIO POSYHHY (RRT=1,0+0,1 XB.)

Mertonom Y ®-criexrpodoToMeTpii
2) Criextp JOCIHIKyBaHOr0 PO3UHHY TOBHHEH
Bi/IIOBiATH CHEKTPY CTAHAAPTHOrO PO3YHHY

PE3VJbTATH
Binnosigae
1. Io3uTUBHA
2. ITosuTtuBHA
|
|

Cepenuiii 06°em He menme 5,0 M 5,1 M
HanoBHeHHs QJIAKOHY
3uauenns pH pH: 5,0-6,0 5,6
BiggocHa rycTHHA 1,010 — 1,020 r/mn 1,020 r/Mn
B’s3KicTh 100 — 150 cm3 131 c3
OcMOJIAIBHICTD 275,5 -304,5 MOCMONB/KT 283,3 MOCMOIB/KI
IloBexHeBHH HATAT 15-35 MH/M 33 MH/M
Mexaniuni BKIOUYEHHS He Ginsie 6000 gacTox/(prakoH posmipamu = 10 MKM, 10 mxm: 7 J
He Ginpure 600 yacToK/GakoH po3MipaMu = 25 MKM 25 mxm: 0

Bwmict gop3oaamixy 95,0 — 105,0 % Bix HOMIHaTBHOro BMicTy, T06T0

95,0 - 105,0 Mr Ha (rnaxon 99,1%
Bmict Gen3aaKonio 90,0 — 110,0 % Bixn HOMIHAJTBHOTO BMICTY GeH3ATKOHIIO
XJa0pHay xmopuzy, To6T0 101,3 %

0,34 - 0,41 Mr Ha ¢akoH
Criopiseni IOMilIKHA T2 Jlominika 2 He 6inpiue 0,10% Tlomimxa 2: 0,00 %
NPORYKTH PO3KIAnY Oxpemi HeBizoMl nomimky He Ginpure 0,20 % Oxpema HeBigoma

Cyma [OMillOK He 6inome 0,5 %

nomimxa: 0,09 %
Cyma JOMIIOoK: 0,2 %




[Ha dipmoBoMy GanKy xommanii PapmareH]

[ Crepuibnics TloBuHen 6yTH CTEPHILHUM CrepunbHui
I'epMeTHYHICTD ¢axonis TepMeTH4Hi TiCIIs BUTPUMYBAHHA npu 160 MM pT.CT. TepMeTHYHI
gpotsrom 30 CeKyHI
VYnaxkoBka Kapronna kopoOxa, 1O MICTHTh 3aKymopeHmil Gimni Bianosinae
HEpo30pHit nonmierneHoBuit  (QIAKOH 3 PO3YHHOM
Kparenb O4HHX, Ha Kyl HAHECEHO 3MiHHI TaHHi (nomep
cepii Ta TEpMiH TNIpUAATHOCTI), Ta iHCTpYKIUiO AN
MEIHUYHOTO 32CTOCYBAHHSL.
BigmoigabHuil 32 JlaTa BHNIYCKY:
KOHTPOJIb AKOCTi 20.11.2024

Tlignuc/mramit yHOBHOBaxceHo'l' ocodu
Nikos Kordalis
Jlara:20/11/2024




innovation inspired by lite

harmathen

‘CERTIFICATE OF ANALYSIS

Rezlod 2% eye drops solution

Mo Date +10-09-2024

Expiry Date : 09-2026

Pack Lot : 24094438

Manuf. Lot :2409443

Batch Size :100 1t

Active Ingredient Lot : A0622/0 24160

Active Ingredient Suppliei’: CURIA

Man. Site: FAMAR S.A

Pkg. Site: FAMAR S.A

Deviation Report: M NO

Ol YES (the deviation report is auachqd

- o

Controls

Specifications

Results

Appearance

Clear, slightly viscous, colorless aqueous solution

Conforms

{dentification

HPLC
HPLC - In house
1)The retention time of Dorzolamide peak in the
samples solutions in relation to the Reference Solution
is RT=1.04£0.1 min (MET7.3RD] DORIHPLCI-1)
UV- In house
2) UV spectrum of sample corresponds to UV spectrum
of standard (UV)
(MET7.3RDIDORIUV 1-1)

1. Positive

2. Positive

of Benzalkonium Chloride per vial

Average volume per vial Not Less Than : 5.0 ml 5.1ml
pH pH: 5.0 ~ 6.0 5.6
Specific Gravity 1.010-1.020 1.020g/m!l
: » 290 mOsmol/Kg = 5% a2 Oerinl/
Osmolality (275.5 - 304.5 m O%;mol Ke) 283.3 Osniol/Kg
Viscosity 100-150cp 131cps
Particulate NMT 6000/contz 1 0pumn, fopm 7
Contamination NMT 600/cont = 25um 25um:0
Surface Tension 15-35mN/m 33mN/m
Assay 95.0-105.0% of the stated amount of Dorzolamide 99.1%
i 95.0mg-105.0mg of Dorzolamide per vial '
B - 90.0-110.0% of the stated amount of Benzalkonium
enzalkonium Chloride
Chloride i i g 101.3%
Assay ' goa e

Related substances
And

Impurity 2 NMT 0.10%
Any Individual Unknown impurity NMT 0.20%

[mpurity 2: 0.00%
Any Individual Unknown

Packaging

Cardboard box containing one sealed opaque white

plastic eye dropper vial marked with respective variable
data (Lot, Exp), and an instruction leaflet.

. - impurity:0.09%
Degradation products Total NMT 0.5% ]m{?&zl?o‘z% ’
S - o T
Tightness of vials Tight after 30sec at 160mmHg Tight

Conforms

Responsible for
Quality Control

| Release l)a}

: 20-11-2024

Pharmathen S.A
Headqguarers:

+30 210 6604 583
www pharmathen.

44 Kifiszias Avenug, 151 25 wMarcust, Athens Groace, 430 210 6604 300, 1 +30
Manufaciuring site-Registered seal. & Dervenakion sir., 153 51 Palling, Athens Greece, 430 210 B804

GO

Preparcd by: Eva Makridiki




Innovation inspired by life

CERTIFICATE OF CONF ORMANCE

~ FOR FINISHED PRODUCT

e
DOSAGE FORM:
PACK SIZE AND TYPE:

| QUANTITY:

| IMPORTING COUNTRY:

. EXPORTING COUNTRY:
BATCH NUMBER BULK:

- BATCH NUMBER FIN:

@ MANUFACTURE DATE:

| MANUFACTURING SITE :

§ 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 N UMBER:

|
! BATCH NUMBER OF APL:
:

| MA NUMBER :
RESULT OF ANALYSIS:

COMMENTS/REMARKS:

| DEVIATIONS:
i
L

The batch processing, packaging and
compliance with GMP.

This batch of product, including APL

quality control at the above mentioned

Rezlod 2% eye drops solution
eye drops solution STRENGTH:
BTX thottleX5ML.

5178 BT

UKRAINE

GREECE

2409443

240944318

10-09-2024 EXPIRY DATE: 09-2026
FAMAR AVE, ALIMOS PLANT

63, Agiou Dimitriou str. Alimos Attiki, 17456, Greece

000000 1283/1472

FAMAR AVE, ALIMOS PLANT

63, Agiou Dimitriou str. Alimos Attiki, 174356, Greece

- 0000001283/14/2

PHARMATHEN SA
6, Dervenakion str., pallini Attikis, 15351, Greece
0000006501/15/1
A0022/0 24160-CURIA
UA/14430/01/01
Certificate of analysis of finished product artached.
N/A
aYES WINO

Attached number of documents:

[ hereby certify that the above information is authentic and accurate.
analysis records were reviewed and found to be in

has been manufactured, including packaging and
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 : 20-1 1-2024

Pharmathen S.A.

Meadquarters: 44 Kifigsas Avenue, 151 25 Maro:
Manufacturing site-Registered seat! 6 Dervena

+30) 210 BBO4 583
wnay. pharmathen.com

Prepared by: Eva Makridaki

Dorzolamide 20mg/m}
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