AEPKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOEBIB TA KOHTPOJTIO 3A
HAPKOTUKAMH ¥V KUIBCLKIN OBJIACTI

pos, CeiTnyuoi Hapii, 3, . Kaig, 02099, ren/dake: (044} 363-06-50
E-mail: dls ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHMCHOBOK
PO fIKICTH BBe3enoro B YKpainy jikapcsKore 3ac00y

(19.01.2024 N 67895/24/10

KOCOHOT
(nafixenypagas Jikapeskora sacoBy 3rizmo 2 peecTpauiiisims mocsiadeHAgM)
Kpaimii o4ui, po3unn, 1o § Ma y disomy HAMIBNPO30PoMY NIaCTHKOBOMY diaxoui THOY 6 3
biroio xpunmkoro; 10 1 paaxony B KapTouiii Kopodui
(thopMa BIMYCKY, HOIYAIHHA, il IAKYBAHNS MIRAPCLEOrO Ancoay)

Homep peecrpantiinoro nocsiauenis UA/12581/01/01 crpox aii peeerpaiittoro noeaimients 01.01,2099
Cepia nikapcskoro sacaty Ne 1CE01603 Kinbkicts spesenoro aikapeskoro sacoby 18§90

BipoGHik Canren AT, Qinnsaain
(naiincryBanHs sipobrusa nixapeskoro 2acoby, KpatHa MOXOUKCHHA}

Beeseno B Ykpainy Criabie ykpaincuKo-eCTOHChKE MIANPHEMCTRO ¥ G opni ToBaApICTRA

3 00MeRenor BinmoBinaasHicTIO "Onrina-®apn, JATH", izeur. xoa:
21642228

{(maiisenyadnna Ta koa 38 EAPHOY sopimranof ocodis abo npianie, iM'a, oo Garskori iztinol
ocobn ~ ninnpnesus, 1t Micue nposimanng Ta peceTpaniitunit noMep oBikoRo! KapTRI NAATIIKA,
MoXaTKis 200 cepif T2 HoMep macnopTa)

Lporoxoa eisyasbizero xenrpanro riz 08.01.2024 N= 4324/3.

334 pe3yneTaTaMH. OEPKABHOIO KOHTPOMIO BCTAHORIIEHO, IO fikapebkrii 3aci6  Beesero 8 Vipaluy 3
AOTPHMAHHSIM Bunor 33KOHOJABCTBA 100 326e3TeTe R AKOCT] MKapeeKIix 3ac0061E,

£73 St

‘Biraniit SOHIAPEHKO

(twiniaan Ta npisaniie)




| The name and the address of the batch release manufuacturing site: ._
anten Ha3sea ma aopeca supobnuxa, ¢ionosioanbnozo 3a eunyck cepii: @%/i
Santen Oy Santen Oy, Kelloportinkatu 1,Tampere, 33100, Finland

Canrten AT, Keanonopriukary 1, Tamnepe, 33100, ®inngauais
Manufacturing Authorization number/Homep aiuensii na supo6unnreo: FIMEA/2019/000013

Certificate of Quality
Ceprundukar SkocTi

Product: COSOPT, eye drops, solution
[ipenapar: KOCOIIT, kpanui ouni, pozuun

Importing Country/Imuopryioua kpaina: Ukraine/Ykpaina

Country of Manufacture/Kpaina-snpotuuk: Japan/Snouis

Strength/Potency / Cuaa niifakrusnicte: | ml eye drops, solution contains 20 mg of dorzolamide as 22,26 mg
dorzolomide hydrochloride and 5 mg of timolol as 6,83 mg timolol maleate / 1 m Kpareib OMHHUX, PO3YHH MICTHTL 20
MI aopsonamiy y Buriaat 22,26 mr gopsonamify rigpoxiopuay. 5 mr TUMOnoay y suriasai 6,83 wmr THMOA0NY
Maneaty

Marketing Authorisation Number: Ne UA/12581/01/01 Valid till: unlimited

Peccrpantiine nocsinuennn: Ne UA/12581/01/01 Jie no: 6escTpokoso

Type of the Package: 5 m/ in a white translucent plastic bottle of type 6 with white cap. 1 bottle in a carton box
YnakoBka: no J ;1 y 6110My #anieRPOIOPOMY WIICIIUKOGUMY haaroni nuny 6 3 Ginorw kpuwxoio, no 1 Qaarxony 6
KApmMOKii Kopooyi

= — — —— e ——

Batch number/Homep cepi: 1CE01603

Name, address and authorisation Manufacturer, responsible for in-bulk production, primary packaging,
number of all manufacturing sites qudlilydesiing: - : ;

Santen Pharmaceuticals Co., Lid Noto Plant, 2-14, Shikinami,
and quality control sites hodatsushimizu-cho, Hakui-gun, [shikawa, 929-1494, Japan

License number: | 7AZ00004 1

Secondary packaging.

Manufacturing Packaging Farmaca (MPF) B.V., Neptunus 12,

Heerenveen, 8448 CN, Netherlands

License number: 108630F
Ha3BH, afpecn Ta HOMEPH JTilen il Bupobnux, sionosioanbruii 3d supoduuymeo in bulk, nepgunne
RAKYBAHHS, KOHMPOIL SKOCHII!
Canren Papmacsrotukanc Ko., Jita Horo Mnadr, 2-14, Hlukinami
Ta KOHTPOIIO IKOCTI XopaTuyumizy-qo, Xaxyi-ryu, liumkasa, 929-1494, SInosuis

Homep ninewsii: 17AZ00004 1

Bmopunne naxyeanis.

Manydaxrypinr Iakariur ®apmaka (MIIP) b.B., Hentyuye 12,

XcepenseeH, 8448 CH, Himepnanau ;{;A .

Homep aiuensii: 108630F N 0opMmi R ML
Date of Manufacture/Jata supobnuursa: 12.07.2023 ;
Date of Expiry/ laTa 3akiHueHHs TepMiHy npHAaTHOCTI: 07/2025 | i
Batch size/Po3mip cepii: 13280 pc/yn

BCIX AIBHHIL 3 BHPOOHHIITBA

— — —— — — [ -_ — —
v — —_—

Certification statement: 00 “
I hereby certify that the above information is authentic and accurate. This batch of product haNeote Hla o on? MAncluding
packaging/labelling and quality control at the above mentioned site(s) in full compliance with \-\5'~:.1:"' c';ﬁ sgments 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.

3aaBa npo ceprTrdikattilo: ,

Lium a 3acsinuyio, 1o HaBeaeHa BHiLE iHGOPMALLIs € AOCTORIPHOH Ta TOUHOH. L1o cepito npoaykuii 6yno BupoGieuno
(BKAIOYAOYN AAKYBAHHSA/MAPKYBAHHA) Ta NPOBEACHO KOHTPOND 1T AKOCTI Ha BUILe3a3Haue Il iAbLHMUL Y NOBHi# BignosigHocTi 3
Bumoramn GMP, BCTaAHOBREHUMHN MiCLEBIM PETYNATOPHHM ODPTaHOM, @ TAKOXK BLANOBIAHO 1o cneuudixauiil 2o Toprosiii
niueHsiT kpainu-imnoprepa. Iporokonu BUPOOHKHUTBA, NaKyBaHHA Ta aHaNi3iB OyJ10 [TEPEernaHyTO Ta BCTAHOBACHO

BiANOBiAHICTL GMP,

i e L [ e e P AL v S TR B T T S S A St St Sk S et S et e i e e e e s e e o B P T P T T e T e e e e e e e e = e e

Mooy 140107,
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Certificate of Quality
Ceprudikar Hxocri

Product: COSOPT, eye drops, solution
IIpenapar: KOCOIIT, xpamnii ouHi, po3unH

Batch number/ Homep cepii: 1CE01603 Number of analysis/Homep anaJiza:

31.7.2023

Test
[Hokazank

Specification
Cnenudikanin

Test result
Peayabrar

Unit
Onuunui

Appearance
Onmc

Clear, colorless to
nearly colorless,
slightly viscous
solution which is
practically free from
particles.
[Ipo3opuii, Bij
He3bapeHoro ao
maixe be3bapsHoro,
3JIErKa B’ A3KHi
PO34HH.

Conforms
Binnosigac

Degree of coloration
KoabopoBicts

Not more colored than
Reference Solution B8
He nepesnmye
3abapBneHHs

ETAIOHHOTO PO3UHHY
B8

Conforms
Bianosigae

Opalescence
OnanecueHuis

Not more opalescent
than Reference
Suspension |

He inTencuBnine
CTAJIOHHOTO PO3UHHY |

Conforms
Bianosinae

[dentity

Dorzelamide HCL
[nenTudikaris

Hops3onaMmin riapoxiaopun

HPL.C - The retention
times of the
dorzolamide peak in
the sample and
standard
chromatograms should
correspond to each
other (within + 2.5%)

Conforms

BEPX — Yac
YTPUMYBaHHA MKy
A0p30/1aMiay Ha
XpoMaTorpamax
AOCAIKYBAHOMo Ta
CTaHAAPTHOro
PO3UYNHIB MAIOTE

BIATNOBIRATH (B MEXKax
+ 2,5 %)

Binnosipae

[dentity
Timolol

I nenTudikais
Tumonon

HPLC - The retention
times of the timolol
peak in the sample and
standard
chromatograms should
correspond to each
other (within £ 2.5%)
BEPX - Yac
YTPHMYBaHHS Ky

Complies
Binnosigae




The name and the address of the batch release manufacturing site:
anten Hazea ma adpeca supobruxa, 6i0noeioatviozo 3a 6unyck cepii:
Santen Oy Santen Oy, Kelloportinkatu 1, Tampere, 33100, Finland

Canten AT, Kennonoprinkary 1, Tamnepe, 33100, ®innanaisn
Manufacturing Authorization number/Homep niuensii ka supobunureo: FIMEA/2019/000913

THMONOAY Ha
Xpomarorpamax
AOCAIAAKYBAHOTQ  Ta
CTaHaapTHOIC

PO3tUHHIB MatOTh
BiANOBIAATH (B MexaxX
+ 2.5 %)
dentity The retention times of | Complies -
Benzalkonium chloride - the C12, C14 and C16 | Binnorinae
HPLC homolog peaks n the
[nenTudikauis sample and standard

bensaakonito xnopua -BEPX | chromatograms should
correspond to each
other (within £ 3.0%)
Hac YTPUMYBAHHS
nikig romosnoris C12,
Cl4 Ta Cl6 Ha

XpoMaTorpamax
AOCHIKYBAHOrO  Ta
CTAHRAPTHOrO
PO3UHHIR MOBHUHHI
BIAMORIAATH (B MEXaX
+ 3,0 %)
Viscosity 65 — 135 103 centipoise
B’a3kicTh CaAHTUNYAa3IB
pH 5.5-5.8 5.6 -
Osmolality/Freezing Point | -0.60°C to -0.45°C -(.43 e
Depression
OcMoianbHICT!  NOHHIKEHHS
TOUKH 3aMep3aHH q
Assay/HPLC/Dorzolamide | 95.0 — [05.0% of label | 99.7 Yo
HCL .1 claim
KinsbkicHe rusnauents/ BEPX/ | 95.0 — 105.0% sin
Jlopzonaminy Fiapoxnopua | 3aBAEHOrO BMICTY
Assay/HPLC/Timolol maleate | 95.0 — 105.0% of label ; 99.8 Yo
KinbkicHe Bu3naueHHs/ claim
BEPX/Tumonony manear 95.0 — 105.0% BIn
3aABJICHOTO BMICTY
Assay/HPLC/ Benzalkonium | 0.0 — 110.0% of label | 97.4 %
chloride claim
KinbkicHe BusHauenHs/ BEPX/ | 90.0 - 110.0% Bia
beH3anKOHIK XJ1opy) 3a8BJIEHOIO BMICTY
Degradation Any individual/byab- | ND %o
products/Dorzolamide HCL AKa tHAIBIAYAJbHA:
[poaykru Max. 0.2%
posknaay/op3onaminy
rApOXIOpPHA Taotal Degradation ND %
products/3aranbHui '
BmicT: Max. 0.6% 4
Degradation products/HPLC/ | Any individual/Byf £/4D %
Timolol maleate ska naisiayansHa: [| @ x| ol
[lpoaykth  pozkiaay/BEPX/ | Max. 0.4% \'"'f'
Tumonony manear N




Certificate of Quality
Ceprudikar Axocri

Product: COSOPT, eye drops, solution
Hpenapar: KOCONT, kpani ouni, pozuns

Batch number/ Homep cepii: |CE01603 Number of analysis/Homep ananiza:

31.22023

[Eemem—— [r—

ND . %

Total Degradation

products/3aranbrnii

BMicT: Max. 0.5%
Sterility Sterile Sterile -
CrepuibHicTs CrepunpHuii Crepunbhiit
Particulate Matter/ microscopy | Maximum 50 particles | 0 pm/mi
MexaHiuti 2> 10 pm/m] MKM/MII
BITIOYEHHS/MIKPOCKON g Makcumyy 50 uacrok

= 10 MmxMm/Mn

Maxtmum 5 particles | 0 pm/mli
> 25 pm/ml MKM/MN
Makcumym 5 yactok >

25 MKM/MI

Maximum 2 particles { 0 um/mi
> 50 pm/ml MKM/MN
Maxkcumym 2 yacTkm >

SO MKrM/Ma

Result/PesynbraT: released/upunarao: 10.11.2023
(release date)/{aara Bunycka)

b Q'fl

< bt,ﬁwﬂ'\f{ ™~

Tarja Tuovinen
Qualified Person

Date of signature (CoQ)/Hara ninnncy (CK): Qualified Person/YnosHosaxkesa ocoba; 10.11.2023

Eija Minna Jarvinen Jessica Lumberg  Jaana Tarja Tuevinen Minna Lintusalo  Mikke Levomiki  Leena
Vartiainen Minxa Spripen Eocuxa [.&hteenmaki Tap’a Tyvorinen Minnga Mixko JHesamaki Honkonen
Eiis Aymbepr Haaua Jintyeaao Fleny
Bapusiaiu JlAxTeRHIAK] XORKone -
Cualified Qualified Pesson  Qualified Pesson  Oualified Oualified Oualified Cuatilied Person Quaiified
person QA Manager QA Senior Porson Person Person QA Phammacist Person
QA Director Manager A Pharmacist A Phannacist QA Phannacist QA Pharmacist
AupexTop Keanpikopanz Keanihkosasa Keanipikonana Keavikhikosana Kuaatikosana KRranirosana Keazidhikonrana
BLAALSY ncofa ocoba ocofda ocoba peobs ocoba ecobn
KONTPO: Mereamep Crapunmii Qaparaueny PMapmauesr Dapwanesar Prapmauest Papmalenr
AKOLT Bizainy Menenuep Bigaiay BLLNY RLETLIV BELATY BLAAY
KOHTPOTIO RIALTY KOHTPOO KOHTROAIO ROHTPOIG KOHTPOMO AKOCTE RONTPOMG
AROCTI KOHTPOO ARQCTI AKOCT] AROCTE RKOCTI

RKOCT]




