JEPKABHA CHAYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJACTI

npos, Ceitnnymoi Haail, 3, m.Kuis, 02099, ren/haxce: (044) 576-40-41
E-mail: dls.ko{@dls.gov.ua, Kog €EPITIOY 37078774

BUCHOBOK
NP0 AKICTh BBE3€HOr0 B YKpainy JikapchKoro 3acoby

07.04.2025 Ne 15390/25/10

KOCOIIT BK

(uafiMerrynania aikapcskoro sacofy arimio 3 peecTpauiiinin nocsiauensas)
Kpani oti, pozunn; noe 10 v y daakoni 3 4o3aTopon Ta KpiwKow; no I daakony 3
A034TOPOM T2 KPHUIKOX0 3 KOHTPOJIEM FIEPIMOT0 POSKPHTTA B KaPTOHHil Kopobui

(thopma BUNYCKY, NO3YBAHAL, BRI IAKYBAHHR JIKAPCLEOTC 3ac00Y)
Honep peecrpaiiiroro nocsigvenss UA/18106/01/01 erpox aif peectpaniiinero nocsizuerns 26.05.2025
Cepia nixapcrkoro sacofy Ne A843A Kinexiers Bsesenoro aikapeskoro sacofy 900

BupofHuk Canten AT, Oiungumis

(Hailvicnysanys supofnIKa AikapChLROro 3ac0ly, Kpaina noxomwenty)

Baeseno 8 Yipainy Crinbne yxpaincsro-ecToHcbKe DiANPHEMCTE0 Y GopMi ToRapHCTRA
3 obMekenoio Binnosigaasnictio "Onrima-®apm, ATI", inesr. xoa:
21642228

{HaiimenyBauns Td Ko 3a €APTIOY wopuananol ocofir aba npiseume, ta'a, no Garekori QisHreaoi
ocofil - pianpuemus, i Micte npomnBanns Ta pegeTpauiinnei nosmep 0faiKoBoT RAPTRH HAGTHNEA
noaarxis aGo cepia Ta HOMep acmopTa}

Iporoxos sizsyamsuoro kentpomo sig 31.03.2025 N 0970/3.

3a pesympTaraMit JSPMKABHOIO KOHTPOMI BCTA4HOBJICHO, INO jikapchkuit 3aci6 meeseno B Vipaiwy 3
AOTPHMAHHAM aHvor 3aK0H0AABCTEA oG 3afe3nese i AKOCT] Nikapeskix 3acobib.

Ouasra €PLOMEHKO

(ininfans Ta npiaamme)

T,



The name and the address of the batch release manufacturing site:
anten Haszea ma adpeca 6upoGruKa, 6i0n06i0a1bHOZ0 3a 8UNYCK Cepil:
Santen Oy Santen Oy, Kelloportinkatu 1,Tampere, 33100, Finland

Canren AT, Kennonopriskary 1, Tamnepe, 33100, Oinnguin

Manufacturing Authorisation number/Homep stiuensii #a BupoSHULTBO:
FIMEA/2023/006935

Certificate of Quality
Ceprudikxat Sxocri

Product: COSOPT PF eye drops, solution
Hpenapar: KOCOIIT BK, xpanai ouni, po34uH

Importing Country/Imnopryioua kpaina: Ukraine/Ykpaina

Country of Manufacture/Kpaina-supo6uux: [taly/ITanis

Strength/Potency / Cuaa aii/akTusaicts: 1 ml eye drops, solution contains 22,26 mg of dorzolamide
hydrochloride corresponding to 20 mg dorzolamide and 6.83 mg of timolol maleate corresponding to 5 mg
timolol / 1 M1 Kpamenb OYHHMX, PO34HH MicTHTb 20 Mr jopsonaminy y Buraami 22,26 Mr J0p30JIaMiy

TiAPOXJIOPHILY, 5 MI' TUMOJIOJY y BUDJIAAI 6,83 MI THMOJIONY Majieaty
Marketing Authorisation Number: Ne UA/18106/01/01 Valid till: 26.05.2025

Peccrpauiiine nocsinuenns: Ne UA/18106/01/01 Jie no: 26.05.2025
Type of the Package: /0 ml in the dropper bolitle with a tamper-evident control cap, 1 botile in

carton box
Ynakoska: 70 10 M1y Quakoni 3 003amopom ma KPUWKOIO 3 KOHMPOLEM NEPULOZO gioxpummsi, no |

pnaxony 6 kapmouuii kopobyi

Bottle batch number/Carton box batch number
(HoMep cepil Ha ¢urakoni/HoMep cepil Ha KapToHHik kopobui): A0843A / AO843A

Name, address and authorisation Manufacturer, responsible for in-bulk production, primary and

secondary packaging, quality testing:

and quality control sites Tubilux Pharma S.P.A., VIA COSTARICA, 20/22, 00071,
POMEZIA, Italy

License number: aM141/2023

Bupobrux, 6idnogioanvhuti 3a 6UpoOHUYMEO in bulk, nepeunne ma

GMOPUHHE NAKYBAHHA, KOHMPONb AKOCMI:
: Ty6imoxc ®apma C.ILA., BIA KOCTAPIKA, 20/22, 00071
TA KOHTPOJIO AKOCTI [TOMELUS, Trasis
Howmep niuensii: aM141/2023
Date of Manufacture//laTa Bupodunursa: 04.12.2023
Date of Expiry/ Jlata 3akinueHHsi TepMiny NpHAATHOCTI: 12/2025
Batch size/Po3mip cepii: 3010 PC/YN

number of all manufacturing sites

Haseu, angpecu Ta HOMEDPH JUneHsii
BCiX AiILHHUB 3 BHPOORANTBA

Certification statement:

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3assa npo ceprHdikauiio:

Lium 2 3acBiauylo, L0 HaBeAeHa BHILE indpopmaLlin € LOCTOBIPHOIO Ta TOHHOLO. L1to cepito npoayxuii 6y.1o BupobieHo
(BKJIKONAIOUHN NaKyBaHHA/MapKyBaHHs) Ta NPOBEACHO KOHTPOIb {i AKOCTI Ha BUILE3a3HAYEHi# ALNBHULI y NOBHIH BiANOBIAHOCTI 3
puMoramu GMP, BCTAHOBAEHUMHM MICLEBUM PErYJIATOPHUM OPraHoM, a TaKoxX sianoBiAHO A0 crelMdikaLii 10 TOprosin
niueHsil kpainu-imnoptepa. [TpoTokosu BUpOGHUUTBA, 1aKyBaHHA Ta aHanizis 6y/10 NeperasHyTO T2 BCTAHOBJICHO
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Certificate of Quality
Ceprudikat Sxocri

Product: COSOPT BK eye drops, solution
ITpenapaTt: KOCOIIT BK, xpanJii o4Hi, po34HH

Number of analysis/Homep ananiza:
202406809

BiznosiaHicTs GMP,




ant

Santen Oy

Canre

u AT

The name and the address of the batch release manufacturing site:
Hasea ma aopeca supobrur, 6i0N0GI0WIHOZO 30 GHHYCK cepit:
Santen Oy, Kelloportinkatu 1. Tampere. 33100, Finland
 Kemonoprinkary 1. Tamnepe. 33100, Girstiaia

Manufacturing Authorisation number/Honep ainensii ua srpodnanrse:
FIMEA/2023/006935

Test
floxkazuugr

Specification
Cueyndivanis

Test result

Pesvavrat

Unit
O

Appearance
One

Clear, shightly viscous
solution, colorless to
nearly colorless (<
By). which is
practically free from
visible particles.
[Tposopuil. ssrerka

8 s13KMi pO3MIH BLA
GeBapBHOrO A0
HPAKTHYHO
HesbapBHOTO KOALOPY
39), sKuii
APARTHIHO HE MICTHTD
BUAMMUX MACTOK,

Complies
Bianosiiac

Identification/UHPLC/UV/
Dorzolamide

Lnewruikanis/ CBEPX/Y®/
Hopronavia

The retention time is
within -+ 5% of the
reference standard.,
Yac yrpHMyBanis
SHAXOANTLCS B MEXKAX
b S% pig

CTAHAADTHOUO 3PpAsKa

Complies
Bianosiaae

Dorzolamide
Laewrndikanis/Ocay Barns/
Hopronamiz

The solution becomes
opalescent with a
stightly blue
precipitate.

Posunr crae saerka
ONAACCUEHHNM 13
BACrKA rody o
ocagom

Complies
Binosisac

Identification/HPLC/UV/
Timolol
ererndirawia/BLEPX/Yd/
Tumonon

The retention time {8
within + 3% of the
reference standard.
Yac FTPUMYBAHHSA
FHAXOAMTLCS B MEKAX
& 3% BiA
CTAMAAPTHONO 3PasKd

Complies
Bianopizae

Identification/UV/Timolol
Lrenrndixauis/yY @/ Tumonon

The UV spectrum

' corresponds to the UV

spectrum of the
reference standard.
Y@ cnexrp
pianopigac Y@
CHEKTPY
CTAHAAPTHOTQ 3pasKa

Complies
Bianowiasc

o R




Certificate of Quality
Ceprugikar SAxocri

Product: COSOPT BK eve drops. solution
Hpenapar: KOCOHT bK, xpanai owwi, pozunu
Number of analysis/Homep ananizu

2024006809

Osmolality 240 - 325 | 273 mOsm/kg
OCMONANBHICTD e MOCM/KP
Viscosity 65 - 135 109 cP
I; i H ’}Kicjb ............. &: ] ‘!N
ssay/UHIPLC/Daorzolamide 95.0 - 105.0% of label | 101.6 ¥
Kisbkicwe susHavenus/ | claim
CBEPX/ flopsonamia 95.0 - 105.0% sin
SASBACHOIO BMICTY I
STimolol 95.0 - 105.0% of label | 101.2 K
Kistbkicne suaHases’ claim
BEPX/Tusmonosn 95.0 - 105.0% Bix
BAHBICHOIO BMICTV
Related substances Impurity B <0.2% Topurity B £ 0.03 %o
LIHPLC/Dorzolamide Anv other impurity < | Any other impurity
o opmmi 0.2% 0.05
somincn/CBEPX lopsonasmize - Total  impurities < | Total impurities <
- 0.0% 0.05
Jomiuika B<0.2% Josinka B3<0.05
JhobGa i gomimka < JhoGa THILA
0.2% Caonmiwka < 0.05 :
Cyma gomimok < 0.6% | (W\'\m JOMIHOK <
.05 '
Related substances/HPLCY Each impurity £ 0.2% m,h impurity; | %
Timolol Total  impurities < {0,035
Croponm aominmi/BEPXS 1 0.5% Total  umpurities:
Tumonoa Komnol  gominikn <0 008
0.2% Kowenol  AOMIIKH
Cysa aoMimor <0.5% €005
CvMa A0MILIOK
< {).08
Sterihity Srerile Sterile
Crepuiannicts Crepuarbunii Crepranii

Result/Pesyaprar: released/apunario: 29.02.2024

{release date)/(zara Bunyexa)

Kinsa Hirvinen
M Hppineu

farin Tuovinen Muona Lanfugalo Mikko Lovamaia

Oualilied
O Sentos

f)n Drecior Mana
aperrop K KORANQ
REGHAY |

ROHIPOTC

AROCT

KOHTPOMK s
ARG ROGUTPOII0 FROCTE SEROWT S
AR L1

\(‘NY!)U 1KY ROHTPHO O
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