TEPKABHA CHYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOUTIO 3A
HAPKOTHUKAMM ¥ KHIBCLKINA OBJACTI

npos. Caitinynoi Haail, 3, m.Kris, 02099, ten/axc: {044) 363-06-50
E-mail: dis.kof@dls.gov.ua, Koy €[PITQY 37078774

BHCHOBOK
PO AKICTL BEE3EHOI0. B YKpaiHy JiKapchKoro 3acofy

09.01.2024 Ne 68014/24/10

OPTAH® KATAXPOM

{HaftMEHYRANHA AKAPCLROTO Tac0DY IringD 3 PeECTPALiNIM NOCRI TUekAM)
Kpani ouni; no 10 mu y duaxoni 3 kpaneasnnyero; no 1 dnaxony B KapToHmniii Kopooui

(hopya BRYCKY, I03VBIHRY, BT NAKYBAHHA AiKapcsKoTo 3c06y)

Hoxep peecrpauitinoro nocriguenns UAZS5593/01/01 crpox aii peecrpaniiizoro noceigvenns 01.01,.20990
Cepis snixapesroro sacofy Ne 2114731 KinsxicTs BBe3cHOrS Jikapeeroro 3acoby 18150

Brpobnux Canten AT, Dinnganin

(maitsenypanps Bpodinikg KAPCsROro 3acoBy, kpaitia HoXeameHNS)

Baeseno B Yipainy Criibie YKpaiHCBKO-eCTOHChKE NANPUEMETEO Y doprii ToBapicTBa

3 obnMexenol0 pianosigaasnictio "Onriva-@apat, AT, inent. voa:
21642228

(HaliMenysanng Ta kopR 32 €JIPIIOY wpaInYHeT ocobn ado npissmue, b'a, o BaTbxopi hiangnol
ocofilL - manpHesun, 1 aricue npoKIBaHEA Ta peecTPaUTiiRIIT HOMEp o6TIKOBOT KAPTKI MAATHHKA
0aaTKin a6o cepia Ta HoMep nacmopra)

IIpeToroa Bisyannroro kourpoo vig (8.01.2024 N 4339/2.

33  pesymsTATAMI ICPIKARHOMO KOHIPOMIO BCTAHOBJAENO, L0 JiKapeeKHil  200i6  peeseno  n Yepainy 3

HOTPHMaHHSIM BHsOr 30K0HOABCTRA MoA0 10e3neueHHN AKOCT AIKAPCHLKHX 3acodik,




GCERTIFICATE OF ANALYSIS
CEPTU®IKAT AHARIZY

Page 1/2
Cropinka 1/2

Product OFTAN® CATACHROM eye drops 10 mi

Mpenapat COTAH® KATAXPOMN kpanti ouHi 10 mn

Product code 31096

Koz npenapaty 31096

Batch No. 2114731

Homep cepii 2114731

Date of manufacturing (2/2023

Hata supobruLlTea 02/2023

Date of Analysis 03/2023

AaTta axHaniay 03/2023

Date of Expiry 02/2026

Flpuaathuit go: 02/2026
Test Requirements Results Units
fTokaaHuK Bumorn Pesynerartun QarHuui
Appearance Clear, red solution Complies -
JCBHILIHIA BUriag Mpo3opui pOauUH YEPBOHOIC KOALODY Bifnoeigac
Clarity Ciear solution, £ reference suspension | Complies -
MNpolopicTe TI0030pUA DOJKK, € RTANOHHA cycneHaln | Bisnosipas
Cofour Red solution, > reference Solution R1 Complies -
Konsopogicts YepeoHUA pOaYrH, > ETANOHHUA PO3YUH R Bipnosigae

| pH 50-75 7.1 -
Qsrolality 270 - 350 312 msmikg
OcmonanbHIcTh 312 MOCMIKE
Dispensable volume > 100 103 %
0O6'em, U0 BUTARYETHCR > 100 103 %
Mechanical impurilies Not detectable Not detectable -
MexaRiui gomiLuxm He BUABNAIOTLES He BMABNAKTLCH
ldentification/ UV Positive Positive -
lnevTudrikayin/Yd MoanTtuena No3uteBHa
Cytochrome C
Luroxpom G
ldentification/ HPLG Posilive Posilive -
laeHTubikayia/ BEPX Moantuasna NosnTuaHa
Adenosine
AAEHO3HH
Identifications HPLC Positive Posilive -
laeHTrdikayin/ BEPX [Mo3nTHBHA § |I03UTUBHA
Nicotinamide
HixoTuHamin
|dentification/ HPLC Positive Fositive -
|lgeHTudhikalin/ BEPX NosutubBHE MNoanTvBHA
Benzatkonium chloride
BeHsankoHil xnopun
Agsay/ UV / Cytochrome C 0.608 — 0,743 0.678 mg/iml
KinekicHe Bu3HaYeHHAY O/ 0.808 ~0.743 0.678 MIMN
Hutoxpom C
Assay/HPLC/ Adenogsine 1.9~ 2.1 2.0 mgfmil
KinekicHe shaHaveHHa/BEPX/ 1.8-21 2.0 Mr/mn
AJeHO3nH
Assay/HPLG! Nicotinamide 18.6 - 21.4 20.0 mgfmil
HinbkicHe BUaHaveHus/BEPX/ 18.6 - 21.4 20.0 MU/
HixoTiHamin
AssayfHPLC/ Benzalkonlum 0,034 - 0.044 0.042 mgfmi
chlaride
Kinkkicte suaHaueHsa/BEPX/ 0.034 —0.044 D.042 Mrimn
BeHszankoxi xnopyg
Sterility/PhEur Sterile Sterile i
CTepunbHIcTL/ERp, Papm CTeDUNBLHE CTepnbHO

BLLOO = Below Limit of Quantitation
BLOG = HmkHA Mexa KinbKICHOTC BMaHaveH

ND = Not Delected
HB = e suasnAeTeCA

RET = Relative Retention Time

B4Y = pigHOCHWR Yac yTpuMyBaHHa

JF() 2 7




CERTIFICATE OF ANALYSIS Page 2/2

CEPTUDIKAT AHANI3Y Cropinka 2/2
Product OFTAN® CATACHROM eye drops 10 ml
{Ipenapat OOTAH® KATAXPOWM upanni ousi 10 mn
Product code 31086
Kog npenapaty 31086
Batch No. 2114731
Homep cepil 2114731
Date of manufacturing 02/2023
Hara supobHuytea 02/2023
Date of Analysis 03/2023
HAara aHaniay 03/2023
Date of Expiry 02/2026
MpuaaTHWi go: 022026

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.

3anbBa npo cepTUdikaLito:

Lium 5 2aceiguyto, Wo HasegeHa Bulie iHdopMaLis € AOCTORIDHOIO Ta TOUHOL, Uto cepito npoaykuii 6yno
BUpobAeHO (BKNIOYALOYN NaKyBaHHA/MapKyBaHHs) Ta NPOBEAEHO KOHTPOANL T AKOCTI Ha BMILEe3asHauYeH
AinbHKL Y NOBHIN BiANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBAEHUMU MICLIEBUM PEry/IATOPRUM OPraHOM, a Ta KO
BIANOBIAHO A0 cneuvdikaliv oo Toprosii niteHsii KpatHu-imnoprepa. MpoToKoNK BMPOGHWMITBA, NaKYBaHHA Ta
aHaniziB 6y/10 NePernAHYTO Ta BCTAHOBACHO BiaNosigHicTs GMP.

Santen Oy, TAMPERE
«CanTten AT» (Santen Qy), TAMMNEPE
03.08.2023

: _

FliHa XoHkoHed (Leena Honkonen)
Qualified Person, QA Pharmacist
KeanithikosaHa ocoba, PapmauesT Biaginy KOHTPOMO AKOCTI




anten

Santen Oy

The name and the address of the batch release manufacturing site:
Ha3ea ma adpeca supobHuxa, ujo eidnoeidac 3a eunyck cepii:
Santen Oy, Kelloportinkatu 1, Tampere, 33100, Finland

CaHten AT, KennonoprtiHkaty 1, Tamnepe, 33100, QiHNAHAIA
Telephone: +358-3-284 8111 Fax: +358-3-318 1900

Ten.: +358-3-284 8111 dake: +358-3-318 1900

The License number/ Homep nibensii: FIMEA/2019/000913

CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

OFTAN® CATACHROM eye drops, 10 mi in bottle-dropper, 1 bottle in carton box
OO TAH® KATAXPOM KPAMN! OYHI, no 10 mn vy drnakori 3 KpanenbHUUew, no 1 thnakosy B KApTOHHIN
KOpPOBLY

Active ingredients: Cytochrome C 0.675 mg/ml, Adenosine 2.0 mg/ml, Nicotinamide 20.0
AKTUBHI iHFpepieHTY: Egiﬁlpom C 0,675 mr/mn, Aneroany 2,0 mr/mn, HikoTrHamia 20,0 mr/mn
Dosage: 1-2 drops three times a day instilled in the eye

[o3ysaHHs: 1-2 xpanni Tpydi Ha OeHb B OKO

Package size and type: 10 ml in botlle-dropper, 1 bottle in carton box labeled in the Ukrainian
PO3Mip i TUN ynakoBKW: :f;%gaﬁﬁ-y (PriakoHi 3 KpanernsHULe, 1o 1 aKkoHy B KapTOHHIl KopoOLi

3 MApPKyBaHHAM YKPaTHCLKOI MOBOIO

Name, address and authorisation number Manufacturing, Filling, Product Release Testing
of all manufacturing sites and quality

control sites NextPharma Oy, Niittyhaankatu 20, 33720
Tampere, Finland

License number: FIMEA/2020/000897
Secondary packaging site:

Manufacturing Packaging Farmaca (MPF)B.V,,
Neptunus 12, 8448 CN Heerenveen, Netherlands

License number: 1086830 F

Hasea, anpecun Ta Homepu niuensiii yeix  Bupobuuk, sidnogidansHuil 3a eupobruLmeo in bulk,
AlNLHKUUBL 3 BUpOBHULTBEA | KOHTpOMIO nepeUHHe NaKyeaHHs, KOHMpPoJiibL SKocmi:

SAKOCTI Hekct®apma AT, Hiittuxaankaty 20, 33720
Tamnepe, ®iHNsIHAiA

Homep nivexsil: FIMEA/2020/000897

BmopuHHe naxKysaHHs.

Marychakrypinr MNaxarinr dapmaka (MId) B. B.,
HenTynyc 12, XeepeHseH, 8448CH, Higepnanau

Homep niuewalif: 108630 F




The number of the registration certificate/Homep peecTpatifinoro noceifuenna:

The date of validity/ [linche no;

The batch number/ Ne cepil;

The batch size/ Poamip cepil:

Expiry date/ Tepmid npuaarHocTi Ao:

UA/5593/01/01
unlimited/gie 6e3cTpokoBo

2114731

45 200 PC/¥TI

02720286

The date of batch release/ [lata Bunycky cepii 03.08.2023

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.

3asea Npo cepTndikauito:

Llum 5 3acsiguyto, Wo HaeeaeHa BuLle iHhopMaLlis € 4OCTOBIpHOI Ta TouHo. Lo cepito npoaykuii

Oyno BupoBneHo (BKMoNakouM NaKyBaHHA/MEPKYBaHHS) Ta NPOBEACHO KOHTPOSb i AKOCT Ha

BULLIE3a3HaYeHIn JibHULi Y NOBHIA BiANOBIAHOCTI 3 BuMoramn GMP, BCTaHOBNEHUMA MICLIEBMM

PETYIATOPHUM OpraHoM, a Takox RignosigHo Ao cneundikalliii Ao TOproeii niyeHsii kpaiHu-imnoprepa.

giﬂmomnm BUPOBHULITBA, NaKyBaHHA Ta aHanisis Byno nepernsHyTo Ta BETAHOBMEHD BIANOBIAHICTE
.,

The results of the analyses correspond with the demands of the Method of Quality Control {(MQCQC) Please see the
attached certificate of quality.

PesynbTaTy ananisis BignosigaoTe BUMoram MeToliB KOHTPOMO SKocTi. NpoxaHHs nepernsaHyTH fofadinis
cepTudikaT RKOCTI

Date/ daTa: 03.08.2023 Tampere/ Tamnepe
Signature: b Corporate seal
Mianuc: levyarxa ipmMu:
Leena Honkonen
Qualiffad Parson
Santen Oy
Eija Vartiainen Minna Jarvinen Jessica Lumberg Pertti Tdrminen Jaana Tarja Tuovinen Minna Lintusalo leena Honkonen

Efir BapTHalH

Qualified paeson
QA Director
Dupentop sinainy
KGHTPOAK AKOLTI

Mikna Appinen

Qualified Person
QA Pharmacist
Keanldivonana
ocoba
$GapmayesT
slaslaY KouTpOAIG
AMOLCTI

Eccurz Nymbepr

Qualified Persan
QA Manager
Kaanidinoaans
otoba
MeHemKep
aiAglny KoRTpON D
ARkocy

MNeptr! ToOprAHER

Qualified Persan
A Pharmacist
Heanipikopana
ocoba
DaphallesTt
Bigalay KaRTponw
AKOCTI

Lahteenmaki
faaHa
NinxTeeHma
Qualified Porson
QA Pharmacist
Keanidixoeana
ocofa
SaprmaliaBT
BIAAIAY KCHTP O/
REDCTT

Tap’'s TyosiHex

Qualified Person
QA Pharmacist
Keznidikonaua
ocofy
Mhapmayear
Blpginy KOHTPOAK
RROCTI

Minna Mintycano

Qualified Person
QA Pharmacist
KeanaidikopaHa
ocaba
daprauesy
BlAAlAY KOHTpOAID
AKOCTI

Alxa XoHHKoHeH

Cualified Persan
QA Pharmacist
Haanidisoaana
ocaba
dapmattesT
aigslay
HOHTROMIO RHOCTE




