Santen

Santen Oy

The name and the address of the batch release manufacturing site:
Hazea ma adpeca supobHuKa, uio eidrnoeioac 3a uNycK cepil:
Santen Oy, Niittyhaankatu 20, 33720 Tampere, FINLAND

CauTten AT, HiitTuxaankaty 20, 33720 Tamnepe, DiHnaHgis

Telephone: +358-3-284 8111 Fax: +358-3-318 1900
Ten.: +358-3-284 8111 daxc; +358-3-318 1900
The License number/ Homep niugHsil: FIMEA/2019/000913

CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

OFTAGEL ® eye gel, 2,5 mg/g, 10 g in a vial, 1 vial in carton box
OGTATENb ® renb ounwii, 2,5 mr/r, no 10 ry dnakoHi, no 1 dnaxkoHy 8 kapTOHHI# kopoBui

Active ingredients: Carbomer 974P 2,5 mg/g

AKTUBHI IHTpeaieHTH: KapGomep 974P 2,5 mrir

Package size and type: 10 g in a vial, 1 vial in carton box labeled in the Ukrainian language.
Po3mip | TMN NakyBaHH:A: no 10 r y dhnaxoni, no 1 pnakoHy B KapTOHHIA KopoBui 3 MapKyBaHHAM

YKPATHCBKOKO MOBOH.

Dosage: 1 drop 1-4 times a day instilled in the eye
[osyBarHs: 1 kparirs 1-4 pasu Ha oby B oko

Natuie, Srldress a‘.‘d alisoniaanon number . ..k manufacturing, Primary and Secondary
of all manufacturing sites and quality Packaging and Quality Testing

control sites
URSAPHARM Arzneimittel GmbH,
Industriestrasse 35, D-66129 Saarbrucken, Germany

License number: DE_SL_01_MIA_2020_0009

Ha3Ba, anpecy Ta HOMepM NiUeH3iNn yCix Bupo6Huk, gidnosidanbHull 3a gupobHuymso in bulk,
AiNsHULE 3 BUPOBGHULTBA | KOHTROMIO nepeuHHe i BMOPUHHE NaKyeaHHA, KOHMPO/ib
AKOCTI AKOCMI.
YPCA®APM ApuHaimitrens MoX,
lnpycTpiewTpacce 35, D-661 29 CaapbpioKeH,
Hime4durHa
Homep niueHsil: DE_SL_01_MIA_2020_0009

The number of the registration certificate/ Homep peecTpauiitHoro nocBia4eHHs: UA/BB05/01/01

The date of validity/ iicHe po: unlimited/nie 6e3cTPOKOBO
The batch number/ Ne cepii: 298501

The batch size/ Poamip cepil: 25000 PC/YT

Expiry date/ Tepwmin mpuaatiocti 10 11/2022

The date of batch release/ Jara sunycky cepii 26.08.2020
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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.

3ansa npo cepTudikauiio:

Lium 7 3acBiguyio, WO HaBedeHa Bulle iHdopMaujs € AOCTOBIPHOK Ta TOYHOIO. Llio cepiro npoaykuit
Byr1o BUPOBNEHO (BKMIOHAIOHN nakysaHHs/MapKyBaHH#A) Ta NPOBEAEHO KOHTPONb i AKOCTI Ha
BULLE3A3HAYEHI AiNbHNL Yy NOBHIA BignosigHocTi 3 sumoramu GMP, BCTaHOBNEHUMUA MicLLeBUM
PEryNaTOPHUM OPraHoM, a TaKoX BignoBiaHO A0 cneyudikauii Ao Toprosii niuersil kpainr-imnopTepa.
MpoTokonu BUpoGHUUTBA, NakyBaHHA Ta aHanisie 6yno nepernaHyTo Ta BCTaHOBMEHO BIZNOBIOHICTL
GMP

The resuits of the analyses correspond with the demands of the Method of Quality Control (MQC} Please see the
attached certificate of quality.

PeaynbTaTv aHanisis signosiaaTy Bumoram MeToais KOHTPONKD axocTi. MNpoxanHs nepernsHyTH AO4aHWKH
cepTudpikar fKOCTI.

Date of signature/ Qata nianucy: 26.06.2020

Signature: |~ TS

Cry « ULy Corporate seal
Mipnwc: '

Tarja Tuovinen Neyatka dipMu:

Quaihed Ferson

tija Vartiainen
fitn Bapiuaix

Qualificd person
QA Director
[upexrop Biaainy
HOHTPO/K: HKOCH

finna Jarvinen
Mirtria #ppiven

CQualiied Persan
{3A Pharmacist
Rugnidmanana
ocoba

DapmMauesTt
BiAAINY KORTPONKO
AROCTI

lessica Lumberg
Ecowna Nymbepr

CGuatified Person
OA Manager
KaaniQinoBara
acaba

Meneamep
8iAAINY KOHTROAK
AKQCTI

Pertti Térmanen
flepTTi ThopmaHer

Qualified Person
QA Pharmacist
Kaanidikosara
ocoba
DapmauesTt
BILAINY KOHTPO R
AROCTI

laana
Lahteenmiki
Haana
NaxiecHmaki
Qualified Person
QA Pharmacist
Keanigikouane
oroba
Dagralest
BIAGIY HOWIPRIO
AHOLTI

Tarja Tuovinen
Tap's TyosiHed

Quatified Person
QA Pharmacist
Heanigikosana
seoba
Mapasauset
BIAZAINY KOHTROM

fabidala ]

. Minna Lintusalo
Mina NinTycane

Qualified Person
QA Pharmadist
Keanioikeiaara
acofia

@Caap MauesT
BIAAIAY KOMTDOAK)
AROCH




CERTIFICATE OF ANALYSIS Page 1/2
CEPTUDIKAT AHANI3Y CropiHia 172

Product OFTAGEL® 2,5 MGIG EYE GEL 10g
MNpenapat ODTAMENL® 2,5 MM TEflk OYHMM 10 1
Proguct code 985031
Kap npenapaty 385031
Balch Mo 298501
Homep tapn 298501
Date of manufactunng 052020
lara supobaniina 0572020
Date of Analysis 06/2020
Aara asamsy 06/2020
Cate of Expiy 1112022
MNpuzartHmm 40 1142022
i Test Requirements Resuits . Units
| Moxasumnx o Busmoru — Pe3ynsTath | Cnunuyi ]
cpesance Nearly colouriess or slightly opalescent ge! Complies -
1 Onuc Maitwe Seabapsunit abo anerxa Bianceiaae i
b ONanecueHTHUA renb . e g
' ColourPh Eur. Not more intensely coloured than reference Complies T -
! KonsopoBicTe/CEp. Oapm solution BY7 Bianosizae
! Mag MEHLL iHTEHCHBHE J18DAPBNEHHA, X : :
. | evanoxHui po3uuH BY7 L ) D | _ 3
{ Opalescence/FPh.Eur Not mere pronounced than that of reference Complies b=
| MpoaopicTe P Eur suspension iH Bianosigac i
| MEEC MEHLL BAPAXEHY ONANeCUeHUD, KX
| | evanomna cycnendia Il 1
t pH 7176 o 74 - .
Osmolaity 280 - 340 310 mOsm/kg
| DomensneHictt . . MOcm/xr D
Viscosiy 560 - B40 769 B mPa s
_iﬂfsuicjs____ e _ mifla < o —
| Paricles Practically free from particles o Complies -
i_f‘lﬂmr““m BRTIOHEHHA TIPAKTUYHO HE MICTHTE YACTHHOK Bianosinae
i Filing volume T t03-110 1066 Tie ’
Hominanbrng 00'sm - £ " -
centthcaben / precipilation Formation of white volumetric sediments Posilive #
iAeHTHDIKALIR #KICHE PEaKLUIs YTpopeHHs 66 EMHOT0 ocany BInoro KONLopY MoauTueHa
i Garbomer
{ dentification/HPLC Retention time of principal peak 0 a Positive -
| laenTidikaws/BEPK chromatogram of lest solution must [oauTueKa

| Benzalkomum chioride
BaH3ankoHie XNopua

1
i
H
1
|

| identificationTLC!
ipenTudikauisn/TLIX/
Sorbitol

Copor

Tidentiication LG
Inewrudkatua/TIX

Lysing monchydrate

| Mizuwy saonoriapat

ficatian | colour reaction
laenTudikayis/ #KicHa peaxuis
Palyvinyl alcohol

correspond the retention

time of principal peak in @ chromatogram of
prepared standard solution

Uac yTpvmysarHa OCHOBHOIO NiKY Ha
XPOMBTOTPaMi AOCNIAKYBAHOMO PO3UHHY M3E
cnignaaard 3 4acom

YTPUMYBaHHS GCHOBHOMO FHKY HA
XpoMaTorpami npuroTeBaHoro CranjapThore

| MNonisiHinoswi cnvpy

Postive -

solution musi correspond Rfvalue (e floauTusHa
size and intensity of principa! spot of standard
selution
CICHOBHA FASISIAE HA XPOMATOTEaM
ACCNIAXYESHOTO POIUMHY MAE CNIBNAJATH 3i
aHaverHsm Ri,
PO3MIPOM T3 E!’HGRC“BHiCTiO OCHOBHO| NNAME
CTAHABPTHOIO POIHUUHY o
The principal spot in a chromatogram of test Pasitive -
solution MNoaaTuanra
must correspond Rf value, the size and
intensity of principal spot of standard solution
JCHOBHA NNAMA Ha XPOMATOrpam!
AOCAAKYBEHOTO POIUNHY
MAE CRIBRAAATY 31 3HaueHHAm RI poswipom 18
HTRHCABHICTIO OCHOBHOI NNRMEE CTAHZ A0 THOID
POy IR - ] S g

taining into biue-green color Positive -
YTEOPEHHA CUHBLO-38neHoro 3abapanehHa NoanTtaBHa




CERTIFICATE OF ANALYSIS Page 2/2

CEPTUDIKAT AHANIZY Cropmka 212

Product OFTAGEL® 2,5 MG/G EYE GEL 18g,

Mpenapar OOTATENL® 2,5 MMM FENL O4YHWW 10 1

Product code 985031

Kog npenapaty 985031

Baich No 258501

Homep cepn 298501

Date of manufactunng 05/2020

[aTta swpobxuuTea 05/2020

Date of Analysis 06/2020

[ara ananisy 0672020

Date ot Expiry 1172022

MpuaaTine 30 1172022
[ Test ; Requirements T o Tﬂesuﬁs T 7] units
{Moxaswwk .. | Bumom R, i) /111 e | (OARHRIE I
i ay/ mndire rrunation via pH 71-78 P74 I
| pH and viscosiy / Carbopol 74P | Viscosity. 580 -~ B40 I 789 1 mia s
| KINnKICHE BU3HAUEHHA HETIDAME | e 71-78 L T4 !
| sw3navenna yepes pH 1a BE3KiCIE | Bwakicte 560 - 840 . 769 | mllac
| /Kapboron974P_____ L .. . N | S N S—— _
| Assay/HPLC/ Benzalkanum 0057 - 0063 0 D60 | mo'g
| chionde L
| Kinexicre auanauenHa/BEPX/ 0057 -0 063 0060 |l
| Benaankoni xiopua : |
[ Stedity PhEur Sterile Serile - i e
| CrepanoHcTo/CBp. Dapm CrepanoHiy Crepunbnnmn !

Certification statement:

| hereby certify that the above infarmation is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in fuil
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.

3aaga npo ceptndikauio:

Livm & 33CBIAYYIO, 10 HaBeleHda Bulle iHbopmaLlifa € AOCTOBIPHO Ta ToyHOtO. Uio cephio npoaykuil 6yno
pupobnero (BKAIHAKHH NaKyB8aHHA/MapKyBaHHA) T3 NPOBEAGHO KOHTPOAL il AKOCTI Ha BULLE3E3HAYEHI
AiNbHWLT Y NOBHIHA BignoeiarocTi 3 Bumoramu GMP, scTaHoBNeHuMN MiciLeBum PEryAATORHWM OPraHomM, 3 TaroH
sianosiaHo Ao cneyudikauiy ao TOProsii NiLleHsii kpaiHu-imnopTepa. MpOTOKEAW BUPOGHUUTBA, NAKYBARHA Ta
aHanisia Byno neperifaHyTo 73 BCTAHOB/EHO sianosiaHicts GMP

Santen Oy, TAMPERE
«Canten AT» (Santen Oy) TAMMEPE
26.06.2020

[

Tap @ Tyosied (Tata Tuovinen)
Quaiified Person, QA Pharmacist (B.Sc.)

VRoBHOBAKEHA 0c0Ba, (hapraalesTUaHUA NRELIBHUK mianiny sabesneueHnn BRoCT (bakanasp
drapMaLeBTHUHUX HaYK)




JEPXIIIKCIIYVXBA
AEPKABHA CJIYKBA 3 JIIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMH Y KHIBCBKINA OBJIACTI

npocnekt Banepis JloGaHoecekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
NPO AKICTH BBe3eHOro B YKpaiHy Jikapcbkoro 3acoGy
01.04.2021 Ne 14318/21/10

O®TAT'EJIb®
(HalimeHyBaHHA TikApCEKOTO 3acoGy 3riAHO 3 peeCTpaliHHUM MOCBITYEHHM)
reJib O4HHIA, 2,5 Mr/r, no 10 r y ¢gaaxoni, no 1 ¢puiakony B kapTonHiii Kopodui
((opma BuTyCKY, 103yBAHHS, BHI NAKyBaHHS TiKAPCHKOro 3ac06y)

Howmep peectpauiiinoro nocsimuenns UA/6605/01/01 crpox aii peectpauiiitoro nocsizaenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 298501 KinekicTs BBe3eHoro nikapcskoro 3aco6y 8400

Canten AT, Qinnsaanis

Bupobuuk
(HaliMenyBaHHA BHPOOHHKA Jikapcekoro 3acofy. KpaiHa noXoakeHHs)

Cninbre ykpaincbko-ecTonchKe manpuemMerso y ¢popmi ToBapucrsa
3 00MeXKeHO0I0 BiANMoBiAaILHICTIO "Onrima-®apm, JITA", inenr. kon:

21642228
(nafimenyBanHs Ta Koz 32 €/IPTTIOY jopuanuHoi ocobu abo npiseuue, iM'4, 0 GaTEKOBI thisuunol

ocoGu - mianpHeMu, if Micue npojkHBaHHs Ta peecTpauiiinuii HoMep 06iKOBOT KapTKH IUIaTHHKA
noznartkis abo cepis Ta HoMep nacnopra)

Bee3seHo B Ykpainy

Mpotoxon Bizyansnoro koutpomo 8ix 25.03.2021 N 0875/5.

3a pesynbTaTaMM JepKaBHOTO KOHTPONIO BCTAHOBNEHO, MO JHKApchKWil 3aci6 BBe3eHO B Vkpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA 11010 3a6e3nedeHHs AKOCT JKapChKHX 3ac00iB.

3acTyNHHK HavadbHHUKA BilIiny

AepaasHoi cryxGH 3 JixapchKux 3aco6is // 3y6apesa H. B.

apkotukamMu y KuiBcekiit

(ininiany Ta npizeume)

AlH4
\OHTPOz
WHW R, \) bk

afibeaoeala IEPABHOTO KOHTPOJIO) (mizamuc)
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