sancen

Santen Qy

The name and the address of the batch release manufacturing site:
Haszea ma adpeca eupo6Huka, wjo eidnoeidae 3a sunyck cepii:
Santen Oy, Niittyhaankatu 20, 33720 Tampere, FINLAND

CaHren AT, Hiittuxaankary 20, 33720 Tamnepe, ®iHnsHAiR

Telephone: +358-3-284 8111 Fax: +358-3-318 1900

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

The License number/ Homep niuersii: 001693/06.08.00.04/2019

CERTIFICATE OF QUALITY
CEPTU®IKAT AKOCTI

OFTAN® CATACHROM eye drops,10 ml in bottle-dropper, 1 bottle in carton box
OPTAH® KATAXPOM KPATMJI OYHI, no 10 mn y hnakoHi 3 kpanensHuueo, no 1 priakoHy B KapTOHHIR

KopoBuUi

Active ingredients: Cytochrome C 0.675 mg/ml, Adenosine 2.0 mg/ml, Nicotinamide 20 0
mg/ml

AKTWBHI IHFpeaieHTy: Uutoxpom C 0,675 mr/mn, AneHoauH 2,0 mr/imn, HikoTuHamig 20,0 mrimn

Dosage: 1-2 drops three times a day instilled in the eye

[osyBaHHs: 1-2 kpanni Tpuui Ha 4eHb B OKO

Package size and type: 10 mi in bottle-dropper, 1 bottle in carton box labeled in the Ukrainian
language.

Poamip i Tun ynakosku: no 10 MmN y danakoHi 3 kpanensHuyeto, No 1 nakoHy 8 KApTOHHIR KOpoBU;|

3 MapKyBakKHAM YKPAIHCbKOK MOBOK

Name, address and authorisation number
of all manufacturing sites and quality
control sites

Manufacturing, Filling, Secondary Packaging and
Product Release Testing

NextPharma Oy, Niittyhaankatu 20, 33720
Tampere, Finland

License number: 1056/06.08.00.04/2019

Haasa, anpecu Ta HoOMepu niueHsin ycix BupobHuk, sidnosidansHull 3a eupobHUUMeo in bulk,
AiNbHULL 3 BUPOBHUUTBA | KOHTPONIO NePEUHHE | 8BMOPUHHE NaKy8aHHS, KOHMPONb
AKOCTI SIKOCTI:

Hekct®apma AT, HiitTuxaaskary 20, 33720

Tamnepe, ®iHNaHgIA

Homep niyensii: 1056/06.08.00.04/2019

The number of the registration certificate/Homep peecrpauiiHoro nocsiguenns:  UA/5593/01/01
The date of validity/ Qiiche go: 19.10.2021
The batch number/ Ne cepii; 182810
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The batch size/ Poamip cepii:
Expiry date/ Tepmin npugatHocTi go:
The date of batch release/ flata sunycky cepii

28000 PC/YN
08/2023
21.10.2020

Certification statement:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling 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,

3anea npo cepTudikaiio:

Lium 51 3acsiguyio, wo HasegeHa BuLLe IHbOpMaLis € 4OCTOBIPHOKD Ta TOUHOK. Lo cepito npoaykuii
Byno supobneHo (Bkniouaoum NaKyBaHHA/MapkyBaHHA) Ta NPOBEAEHO KOHTPOMb 1T AKOCTI Ha
BULLE3a3HaYeHIn AiNbHALI Y NOBHIR BIANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBNEHUMU MicLEeBUM
PEryNATOPHUM OPraHoM, a TakoX BiANeBIAHO A0 cneundikayii go TOProsi NiueHsii kpaiHu-imnopTtepa.
lMpoTokonu BUPoBKKLTBa, NakyBaHHS Ta aHanisis Byno nepernsiHyTo Ta BCTAHOBNEHO BIANOBIAHICTL
GMP.

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

Pesynsratn akanisis 8ignosigakTs sumMoram MeTogie KoHTpONK AKocTi. MpoxaHH nepernsaHyTw 4ohaHuil
cepTudikaT AxoeeTi.

Date/ Aara: 19.2.2021 Tampere/ Tamnepe
Signature: . ' P 2 Corporate seal
Mignue: Mevatka cipmu;

Eija Vartiainen
Eun BapTuaiiv

Qualified person
QA Director
AuperTop naany
KOHTROAR AKOLTI

Jessica Lumbery
QA Manager, QP

fMirna Jarvinen
Mikua Apaiken

Qualified Person
QA Pharmacist
Huandinosann
aroba
hapmaugent
BIAAINY KOHTROAK
AHGCTE

fpssica Lumberg
Eccvna flymbBepr

Qualified Persan
QA Manager
Huamdicosana
ueoba
Medeawep
BIAAINY KOHTPONK
AKOCTE

Pertti Tormanen
Neptti ThopMmanes

Qualified Person
QA Pharmacist
Huarigikosari
oceba
daprmaucst
BIARINY HOHTPUAK)
HHOCTH

laana
Lihteenmak:
Haaua
fHXTREHMARI
Qualified Persan
QA Pharmacist
“BanidivoBana
ncoba
Qapmauenr
BIAAINY KOHTPONK
ARDCTI

Tarja Tuovinen
Tap's Tyosinen

Qualitied Person
QA Pharmacist
Kuapipikosaus
DLoba
Dapmatear
WiAALEY KUHTPOIG
AROCTI

Minna Lintusaio
Minna Ainrycano

Quabified Person
QA Pharmacist
Keanidinoiaiia
ocoba
Dapraauent
BiAIny KOHIDOAK
REKOCTI
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Praduct

Mpenapar

CERTIFICATE OF ANALYSIS
CEPTA®IKAT ARAIH3Y

Page 1/2
Cropikka 1/2

OFTAN® CATACHROM eye drops 10 ml
OOTAH® KATAXPOM kpanni ouHi 10 mn

Product code 8985005

Ken npenapary 985005

Batch No. 182810

Homep cepil 182810

Dale of manufacturing 08/2020

Hara eupobruytea 08/2020

Date of Analysis 15/09/2020

fata ananizy 15/09/2020

Date of Expiry 08/2023

MNpuaarsui po: 08/2023

Test Requiraments Results - Units
_Moxagkux . Bumorn Pesynbratn | Oawwwai

Appearance Clear. red solution Complies -
| 3oBHiwHiA Byrnag T1pC30pHMI POIMKMK YEPBOHATO KONBOPY Bignosigae .S o

Clarity Clear solution, s reference suspension | Complies -

fiposopcTe MpC200ui POIUMH, S BTANOHHE CycneHain | Bignosigae | e

Colour Red solution, > reference Solution R1 Complies -

KonboposicTs - HepeoHwi poJuMp. > BTANOKHMK POIYNK R1 Bianesigae R
_pH .& 50-75 ~ _ S S S

Osmolalty 270 - 350 312 | mOsmvkg

OcmonznshicTs 312 | mOemikr .
“Dispensable volume - 100 E 162 T

Of'em. Wo BuTaryeTscs > 100 102 “

Mechanical impuriiies Not detectable Not detectable -

Mexaniun gomiwsn He susBnALTLCH He BURBARKTLER
[ Tdentification’ UV Positive Pesive o

laeHTugpikaya/y e Fosutuexa MesutusHa

Cytochrome C

tiuroxpom C

Identification’ HPLC Posiuve Positive <

lnenru@ikauin/ BEPX MoauTusxa Meawrvena

Adenosine

Anerosui - T

identticaton/ HPLC Positve Posilive T

lpeHTudiKauin/ BEPX MoauTuexa Mo3auTuexa

Nicotinamide
_HixoTmHamig, .

Identfication/ HPLC Positive Positive -

lperTudhikaiual BEPX Mosurueka Mo3utuaxa

Benzalkonium chloride |

Benankouhio xnopua . - ol
: Assay!/ UV / Cytochrome C 8608 -0743 0680 mg/mi

KinokicHe anaHadenHaly®/ 0608 - 0.743 0.640 MrMn

Luroxpom C

Assay/HPLC/ Adencsing T ez 20 ! mg/mi

|

KinbKicie susHauenna/BEPX; 18-21 20 | mriwan

AREHOIUH

Assay/HPLC/ Nicotinamide 186-214 202 mg/ml

KinsxicHe suinaderns/BEPX/ 186-214 202 MriMn

HiXOTuHarA . e

Assay/HPLC/ Benzalkenium 0.034 — 0 044 i 0041 [ mg#mi 1

chlonde

KiNpKICHE BUaHEUEHHA/BEPX/ 0034 -0044 0.041 Meimn

BexiankoHio xnopua

Stenity PhEur Sterie o S Sterile

CrepunssicTa/Cap ®apm CrepunsHo CrepunbHo

BLOQ = Below Limt of Quantitation
BLOQ = kA MEXA KINBRICHOMO BU3HAUEHHS

ND = Net Detected
HE = He BaABNACTHCA

RRT = Relative Retention Time

BYY = BigHOCHUA 43C YTPUMYBaHHR
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CERTIFICATE OF ANALYSIS Page 2/2
CEPTHDIKAT AHANIZY Cropivika 2/2
Product OFTAN® CATACHROM eye drops 10 mi
MNpenapat ODPTAH® KATAXPOM kpanni o4Hi 10 Mn
Preduct code 985005
Kog npenapaty 885005
Batch No 182810
Homep cepii 162810
Date of manufacturing 08/2020
[ata supofnuurea 08/2020
Date of Analysis 15/09/2020
Hara ananisy 15/09/2020
Date of Expiry 08/2023
Mpuaarsuin no: Q812023

Certification statement:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling 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,

3anBa npo ceprudikayito;

Lium a 3acBiguylo, Wo HaBeaeHa BiLle iHGopmaLlin € AOCTOBIPHOWK Ta TouHow, Lo cepito npoaykuii 6yno
BUpoGAEHO (BKIIOYBIOUM NAKYBAHHA/MAPKYBAHHA) Ta NPOBEABHO KOHTPONb il AKOCTI HA BULLE3AZHAYEHIN
AiNbHMUI Y NOBHIN BiaAnosiAHOCT 3 Bumoramu GMP, BCTEHOBAEKMMI MICLEBUM DErYAATOPHUM OPraHOM, 8 TAKOK
8iANCBIAHO A0 cneumrdikauiin A0 TOProsin NiLeHsil KpaiHu-imnopTepa. MNPOTOKOAM BUPOBHMUTEA, NAKYRAHHA Ta
ananisis OyM0 NepernarYTo Ta BCTAaHOBABHO BIiANOBIAHICTE GMP

Santen Oy, TAMPERE
aCanten AT» {Santen Qy), TAMNEPE
21.10.2020

Uessica Lumberg

Eccura NymBepr (Jessica Lumberg) Jessica Lumberg
QA Manager, QP

Qualified Person. QA Manager

KeaniikoeaHa ocoda

MeHenmep siaainy KOHTPOMNK KKOCTI




AEPXKIIIKCITY XBA
AEP)KABHA CJIVIKEBA 3 .JIIKAPCBKI:IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJACTI

npocnekt Banepis JlobaHoBchkoro, 51, M. Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,htt si//www.dls.gov.ua, Kox E€ZIPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBe3eHOro B Yxpainy aikapcnkoro 3aco0y

22.03.2021 Ne 11332/21/10

ODPTAH® KATAXPOM

(HaHMeHyBaHHs fikapchkoro 3aco0y 3rimHo 3 PEECTpaLifHuM noceinyenmsm)
Kpami 04Hi; mo 10 v Y (iakoni 3 KpaneJbHHLEW; mo 1 (akoHy B kapTonmiii KOpoo11i

(opma sumycky, 103yBanus, sun MAaKyBAHHA JTIKAPCLKOro 3acoby)

Homep peecrpauiittoro noceizuenus UA/5593/01/01 CTPOK il peecTpaLifitioro noceigyenns 24. ] | 2021

Cepis nikapcskoro saco6y Ne 182810 KinbkicTh BBe3eHOro Mikapeskoro 3acoby 13829
Bupo6Huk Canren AT, ®innsngis
(HaliMeHYBaHHS BHPOGHUKa JKapchkoro 3acoly, KpaiHa NOXOIKEHHA)
BeeseHo B Vipainy Crinbne ykpaiicbko-ecronchke MiANpHEMCTBO y dopmi TOBapHCTBA
3 00MexxeHoI0 BianoBiganeHicTIO "Onrima-tlbapm, JITH", inenr. kon:
21642228

(HalMeHyBaHHs Ta koA 3a €JIPIIOY IOpUAKYHOT 0co6H abo npiseuILe. iM's. no 6aTbKOBI (hizHyHOT
0co6H - mianpuemLs, ii Micue MPOAHMBAHHS Ta pEECTpaUIHHUI HoMep 06:TikoBo] KapTKH MIaTHHKA
nmoaaTkiB abo cepis Ta Homep Hacnopra)

TIpoTokon Bisyansnoro koutpoio six 15.03.2021 Ne 0696/1.

3a pesyabtatamu ACPHABHOTO  KOHTPOMIO  BCTAHORJEHO, M0 MiKapcekHi  3aci6  BmeseHo & VKkpainy 3

JAOTPHMAaH O 3aKOHOABCTBA 10O 3abe3neqyeHus gk CTi NiKAPCLKHX 3aC06iB,
2
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CERTIFICATE OF ANALYSIS Page 1/2
CEPTU®IKAT AHARIZY Cropitka 1/2
Produict OFTAN® CATACHROM eye drops 10 mi
Npenapar OPTAH® KATAXPOM kpanni ouni 10 mn
Product code 985005
Kog npenapary 985005
Batch No, 182841
Homep cepii 1 82841
Date of manufacturing 082020
[arta pupoSHuyTea 09/2020
Date of Analysls 16/10/2020
[ata ananisy 15/10/2020
Date of Expiry 09/2023
NpuAaThna 4o: 09/2023
Test Requlremants Results Units
Noxazunk. Bumorn PeaynbTaru OanHnui
Appearance Clear, red solution Complies -
3osHitlil aurnag Tlpo3opril pO3UMH YEPBOHOIS XONLOPY Bianosigae
Clarity. Clear solution, <= reference Suspension | Complies -
lMpo3opicte | Tpo3opui po3ymH, S @TANOHKA cycnexain | Bignosigae
Colour Red solution, > reference Solution R1 Complies -
KonsoposicTs HepeoHWii POIUKH, > 8TANOHHWA posuun R1 Bignosigae
pH 50-7.5 7.0 =
Osmolality 270 - 350 312 mOsmikg
OcmonsannHicTe 312 MOeM/KT
Dispensable volume 2 100 102 %
Ob'es, L0 BUTATYETLCA 2> 100 102 %
Mechanical impurities - Not detectable Not detectable -
Mexariuni gomiwsu He BussnmoTeca He euasnnoTeth
Identification/ UV Positive Positive -
| laeHTudbinatjsY® MoautuaHa MosuTusHa
Cytochrome C
Uwnroxpom C
Identification/ HPLC Positive Positive B
InenTudbikauia/ BEPX MoantviBHa Noawruexa
Adenosine
EHOINH
Identification/ HPLC Positive Positive -
lnenTudikauin/ BEPX Noauruexa Mosutuexa
Nicotinamide
HikoTuHamig d
Identification/ HPLC Positive Positive -
Iaentnchivauia/ BEPX Toantusra Mosurvsna
Benzalkonium chioride
BeHaankoKio Xnopua
Assay/ UV / Cytochrome C 0.608 - 0.743 0.699 mg/ml
KinbXicHe BUaHaUBHHA/Y D/ 0.608 - 0.743 0.689 Mrimn
Uwroxpom C =
Assay/HPLC/ Adenosina 18-2.1 2.0 mg/ml
KinbkicHe suaxasensa/BEPX/ 19-2.1 20 ME/MR
Anexoaun
Assay/HPLC/ Nicotinamide 18.6-21.4 20.4 rg/mi
KinbkicHe BuanavenHa/BEPX/ 186-21.4 204 mrimn
| HikoTuramia
Assay/HPLC/ Benzalkonium 0.034 - 0.044 0.041 mg/mi
chloride
KinbkicHe suaHaveHHA/BERPX/ 0.034 - 0.044 0.041 Mrimn
SeH3anxoHiio xnopua
Sterility/PhEur T Sterlle Sterlla -
CrepunsHicTa/Cap, dapm Crepunsro CrepunbHo

BLOG = Befow Limit of Quantitation

BLOG = HuXHA MeXa KiNsKICHOTD BU3HAYSHHA
ND = Not Dietected

HB = He BMABNAETLCR

RRT = Relative Retention Time
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CERTIFICATE OF ANALYSIS Page 2/2
CEPTH®IKAT AHANIZY Cropikka 2/2
Product OFTAN® CATACHROM eye drops 10 m!
fipenapat OPTAH® KATAXPOM Kpanni ouHi 10 mn
Product code 885005
Kog, npenapary 985005
Batch No, 182841
Homep cepii 182841
Date of manufacturing 09/2020
fata BupoBunyTea 0972020
Date of Analysis 15/10/2020
flata ananiay 15/1 01'2020
Date of Explry 08/2023
Mpaaarhwi go; 08/2023

BYY = BignocHui vac YTPUMYBAKHR

Certification statement:

1 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
compiiance 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 ceprudikauiio:

Lum a 3aceiguyio, wo HasefeHa suile indopmadis & AOCTOBIPHOW Ta TOYHOW. Lo cepito npogykuji Gyno
8upobaeHo (BraYaym NaKyBaHHA/MapKyBaHHA) Ta NpoBeAeHO KOHTPOAD ¥ AKOCTI Ha BUiLe3a3HaYeHIN
AiNbHUL Y NOBHIH BiAMOBIAHOCTI 3 BMMOramu GMP, scraHoBNeHUMU MictieBum PETYNATOPHUM OPraHOM, a TAKOW
BiANOBIAHO Ao cneuudixavjit A0 TOProsin AiueHsii KpaiHu-imnoprepa. MpoTokonu 8MPOGHMUTRA, NaKyeaHHA Ta
aHanisis 6yno neperaaHyTo Ta BCTaHOBNEHO BignosiaHicTe GMP

Santen Oy, TAMPERE

«CatteH AT» (Santen Oy), TAMIEPE
30 October 2020

30 »oBTHA 2020 p.

oo @ b Bon
Jessica Lumberg
Eccuka Niymbepr {Jessica Lumberg)

Qualified Person, QA Manager

Keanidikosana ocoba Josslca Lumberg
Menenxep sigginy KOHTPOMO AKOCTI QA Manager, QP
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Santen Oy

The name and the address of the batch release manufacturing site:
Ha3zea ma adpeca eupobHuka, ujo eidnoeidae 3a eunyck cepit:
Santen Oy, Niittyhaankatu 20, 33720 Tampere, FINLAND

CanreH AT, Hiitruxaankary 20, 33720 Tamnepe, ®iHnsHajs

Telephone: +358-3-284 8111 Fax: +358-3-318 1800

Ten.: +358-3-284 8111 daxc: +358-3-318 1800

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

CERTIFICATE OF QUALITY
CEPTU®IKAT AKOCTI

OFTAN® CATACHROM eye drops,10 ml in bottle-dropper, 1 bottle in carton box
O®TAH® KATAXPOM KPAMJII OYHI, no 10 mMn y ¢hnakoHi 3 kpanensHuueto, no 1 nakoHy 8 KapToHHil
Kopobu

Active ingredients: s Cytochrome C 0.675 mg/ml, Adenosine 2.0 mg/ml, Nicotinamide 20.0
AKTVBHI iHi"péW'p,iS.HTlﬁ“;ii” X Eﬁfl’rgﬁipom C 0,675 mr/mn, AgeHoaunt 2,0 mr/mn, HikotuHamig 20,0 mrimn
Dosage: 1-2 drops three times a day instilled in the eye

HoayeaHHa: 1-2 kpanni Tpuyi Ha AeHb B OKO

Package sizé.;aﬂd'ty"pé: 10 ml in bottle-dropper, 1 bottle in carton box labeled in the Ukrainian
Po3mip i Tvn ynakosku: :"?: %gags 'y ¢pnaxoHi 3 kpanenbHuueo, No 1 ¢nakoHy B KAPTOHHIN Kopobuj

3 MapKyBaHHAM yKpalHCLKO MOBOKD

Name, address and authorisation number
of all manufacturing sites and quality
control sites

Manufacturing, Filling, Secondary Packaging and
Product Release Testing

NextPharma Oy, Niittyhaankatu 20, 33720
Tampere, Finland

License number: FIMEA/2020/000897

Ha3Ba, agpecu Ta HoMepwy niueH3sin ycix  BupobHuk, eidnosidanstull 3a supobHuymeo in bulk,
AiNbHUUL 3 BUPOOGHULTBA | KOHTPONIO nepeuHHe | BMOPUHHE NaKysaHHs, KOHMPOIb
fIKocTi akocmi:

Hexcr®apma AT, Hiittuxaankary 20, 33720

Tamnepe,; ®QiRnsHAia

Homep nivenaii: FIMEA/2020/000897

The number of the registration certificate/Homep peecrpauiiivoro nocsiguerns: UA/5593/01/01
The date of validity/ fificHe go: 19.10.2021
The batch number/ Ne cepii: 182841




The batch size/ Poamip cepii: 45405 PC/YN
Expiry date/ Tepmiy npugaTHocTi 40: 09/2023
The date of batch release/ [Jata Bunycky cepii 30.10.2020

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 ceptudikadito:

Lium a 3aceiguqyo, Wo HaBepeHa suLe iHhopMaLia € AOCTOBIPHO Ta ToYHOK. Lito cepito npogykuil
Byno supobneHo (BIMIOYAKOHN NAKYBAHHA/MapKyBaHHA) Ta NpoBefeHo KOHTPONMb T AKOCTI Ha
BULLe3a3HayeHil AinbHULI y NOBHIKA BignosigHocTi 3 Bumoramv GMP, BCTaHOBNEHKMY MiCLEBUM
PEerynsToOpHUM OPraHoMm, a TakoxX BignosigHo Ao cneuudixayliin 4o Toprosii niueHsii kpalHu-imnoprepa.
MpoTokony BupobHULITBA, NaKyBaHHA Ta aHanizie Byno nepernsHyTo Ta BCTAHOBNEHO BiANOBIAHICTL
GMP.

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

PeaynbTaTy aHanisie BianoBigaoTs BUMoram Mertogis koHTponto AKOCTI. [poxaxHA NepernAaHyTH AOAaHUA
cepTudikat AKoCTI.

Date/ [laTa: 30.10.2020 Tampere/ Tamnepe
Signature: B;, e LD | oy it Q_A\,‘Q\ Corporate seal
Mignwe: « MevaTka tipmu:
Jessica Lumbe:;g
QA Manager, Q
Elja Vartiainen Minna Jarvinen Jessica Lumberg Pertti Torménen Jaana Tarja Tuovinen Minna Lintusalo
Edn Baprmain MiHHa Apeites Eceuna NymGepr Neprri ToopmaneH  Lihteenméki Tap'a Tyoslnen Minna fNlintycano
fAaana
NrxreeHmAk
Qualified persan Qualified Person Qualified Person Quallfied Person Qualified Person Qualified Person Qualified Person
QA Director QA Pharmacist QA Manager QA Pharmacist QA Pharmacist QA Pharmacist QA Pharmacist
Aupentop sigainy  Keanidikosara Keanidixosana Hsanidikonana Heanipionasz Keanibikosasa Keanidirosana
KOMTROMO AKOCT ocoba ocoba ocoba ocoba ocoba ocoba
Papmaueat Menegmep Qapmauest $apmauesTt dapmauent Papmauest
alaalny KOHTPONO pigainy koHTponio  sipalny KoHtponkw eiaglny HoHTPGAKe  BlAdiny KOHTPOAK  BIBAINY KOHTPOND
AKoCH axoctl RRoCTE arecct arocti aroctl
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JIEPXKJTIIKCITY )KBA
AEPYKABHA CJIY)KBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHiBCHKIN OBJIACTI

npocrniekT Banepis Jlo6anoscbkoro. 51, M. Kuis. 03110, Ten/dakc: (044) 363-06-30
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK

Npo AKICTH BBE3€HOI0 B Y KpaiHy JikapcbKoro 3acofy

01.04.2021 Ne 14327/21/10

OPTAH® KATAXPOM

(HAAMEHYBAHHA JiKapPCbKOTO 3aco0y 3rilHO 3 peecTpalifHHM NOCBiIHEHHIM)
Kpanti o4Hi; no 10 ma y ¢paakoni 3 Kpaneasuunero; mo 1 ¢guiakoHy B kapTonHiii Kopo6ui

((hopma BHIYCKY, 103YBAHHS, BUIL NAKYBAHHS JiKapChKOro 3acoby)

Homep peectpaiiinoro nocsixdenns UA/5593/01/01 crpok aii peectpauiiinoro noceizuerns 19.10.2021

Cepis nikapcekoro 3acoby No 182841 KinbkicTh BBE3eHONO Jikapchkoro 3acoby 28867
BupobHuk Canren AT, Qinngauis
(HalmMeHyBaHHA BHPOOHMKA J1iKApCEKOTO 3ac00y. KpaiHa NoXoIHeHHs)
BeeseHo B VkpaiHy ChisibHe yKpaiHChKo-ecTOHChKe MINPHEMCTBO y (hopMi ToBapHCTBa
3 00MeKeHoI BignoBigaabHicTIO "'OnriMa-®apm, JITH', inent. koa:
21642228

(HaiiMeHyBaHHA Ta koa 3a €JIPTIOY 1opuanyHoi ocobu abo npiseuuie. iM'a. no Gatkkosi (iznynol
0COOH - MLANPHEMILA. Ti MiCLEe MPOKUBAHHSA Ta PEECTpaLifHHil HOMEp 00/1iKOBOT KAPTKH MIaTHHKA
noaarkis abo cepis Ta HOMEp nacmnopra)

[TpoTokon BizyanbHoro koutpoaw Bin 25.03.2021 Ne 0876/4.

3a pe3syibTaTaMH [IEpKABHOTO KOHTDONIO BCTAHOBNEHO, [IO JiKapchkud 3aci6 BeeseHo B VYkpaiHy 3

AOTPHMAHHAM BHMOT 32aKOHOIABCTBA 1100 3abe3neueHHs SKOCTI JIKapchKHX 3ac06iB.

Y K‘ P& ‘FH

R TA KO\ i =
3acTyphica HM,B i1y
/ 1-;54 y;xﬁ\amua‘p

3am¢pxo‘?utam ' y KuiBchbkii %// S/SopEEl BB

a,ma 0‘&({)& ()pmjy/chbﬂaauéro KOHTPOJTIO) (miamnmc) (iniuiamy Ta npizeMiLe)

‘M8




$anten

CERTIFICATE OF ANALYSIS Page 1/2
CEPTHDIKAT AHANIZY CropiHka 12

Product OFTAN® CATACHROM eye drops 10 m!
Mpenapar ODTAH® KATAXPOM xpanni ousi 10 mn
Product code 985005
Koa npenapary 985005
Batch No. 182862
Homep cepil 182862
Date of manufacturing 09/2020
Bata anpoBunlitea 09/2020
Date of Analysis 13/10/2020
Dara axaniay 1‘3/ 1 0/2020
Date of Expiry 09/2023
Mpnaatiui go: 09/2023
Test ‘Requirements Results Units
MoxaanmKk Bumorn Pe3ynuTaTH Opnuunui
Appearance Clear, red solution Complies. -

_JosHiwmin sarnag Mpo3opuii pO34UK YEPBOHOTO KONBOPY Bianosigae
Clarity Clear solution, <= referance Suspension | Complies -
Mpo3opicrs TIpo3opuit po3uMH, S eTanoKHa cycneHain | Bignoeigae
Colour Red solution, > referance Solution R1 Complies -
Koneoposicts | HepaoHui poauMH, > eTANOHHKA po3umuH R1 Bignosinae
eH 5.0-7.5 7.0 -
Osmolality 270 - 350 311 mOsm/ikg
Qcmonsanbricrs 3 MOCM/Kr
Dispensable volume =100 102 L7
QB'EM, 1O BRTATYETLCH 2100 102 %
Mechanical impurities | ‘Mot detectable Not detectable 4
MeaxaxkHi aomMilxe ‘He susensoTbCA He snasnAoTeCA
Identification/ UV Positive Positive -
laeHTHdbikaliaY S MosuTnexa Foautussxa
Cytachrome C
Uwroxpom C
{dentification/ HPLC Positive Positive -
IpenTuddikavis/ BEPX MoakTveHa MoanTveHa
Adencsine

| AnenosnH ;
Identifications HPLC Positive Positive .
lnenTudpinauin/ BEPX MoauTuaHa MNoantueHa
Nicotinamide
Hixorunamia
Identification/ HPLG - Positive Paositive -
IxenTHdikauins BEPX MoswrusHa Noantesna
Benzalkonium chloride
Bexaankonio xnopua
Assay/ UV / Cylochrome C 0.608-0.743 0.698 mg/mi
KifbkicHe Bu3HauBHHATY O/ 0608 - 0.743 0898 mr/mn
Huroxpom C >
Assay/HPL.C/ Adenosine 1.9-21 2.0 ) mg/ml
KinbkicHe suanauenna/BEPX/ 1.9-21 20 mr/mn
Ajerodns
Assay/HPLCI Nicotinaride 186-214 204 mhgimi
Kinbkicxe BiaHaqenHa/BEPX/ “486-21.4 204 mrimn
HikoTuHamig I
Assay/HPLC/ Benzalkonium 1 0:034 - 0.044 0.041 mg/mi
chiloride
KinekicHe ananaveHHs/BEPX/ 0.034-0.044 0041 me/mn
Bexsankonin xnopua
Sterility/PhELT Steriie Sterile IR
CrepunbHicTs/Eap. ®apm Crepunbho CrepunsHo

BLOQ = Below Limit of Quantitation

BLOQ = HukHa Mexa KinbkicHOro BManaverns
ND = Not Detected

HB = He BrABNAETLCR

RRT = Relative Retention Time

, / )
St g LT 7 1508 iz % |




$anten

CERTIFICATE OF ANALYSIS Page 2/2
CEPTHUDIKAT AHANI3Y Cropiuka 2/2
Product OFTAN® CATACHROM eye drops 10 ml
Mpenapar O®TAH® KATAXPOM kpanni ouni 10 mn
Product code - 985005
Koa npenapaty 985005
Batch Ne. 182862
Homep cepil 182862
Date of manufacturing 09/2020
Dara enpoGruurea 09/2020
Date of Analysis 131 0/2020
Bara ananisy 13/10/2020
Date of Expiry 09/2023
Mpuaatkni po: 09/2023

BYY = pigHocH4it vac YTRUMYBAHH R

Certification statement:

I 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 ceprudirauiio;

Lium A 3acsinuyio, Wo HasedeHa BuLLe iHpopmauis € aocTOBIPHO Ta ToYHOW, Lo cepilo npogyKuii Byno
supobaeHo (BrAIOHEIOUH NaKyBaHHA/mapryBaHHs) Ta NpoBeAEHO KOHTPO/b 1T AKOCTI HA BULLLE3A3HAYLHIN
AinbHUL y NOBHIA BignosigHOCTI 2 BUMOramu GMP, BCTaHOBNEHMMM MiCLLEBUM PEeTrYNATOPHUM OPraHOM, a TaKoX
BianosiaHo Ao cneumndikauii go roprosiit niuexsii kpaiku-imnopTepa. MpoTokonw BUPOBHULTRA, NaKyBaHHA Ta
aHanizis byno nepernadyro Ta BCTaHOBAEHO BianosiaHicte GMP

Santen Oy, TAMPERE

«CaHteH AT» (Santen Oy), TAMIMEPE
30 October 2020

30 oBTHA 2020 p.

P e L CE ‘-QP‘QMWQS
Yessica Lumberg
Eccuka Niymbepr (Jessica Lumberg)

Qualified Person, QA Manager
Reanidikosana ocoba
MeHeamep sigainy KoHTPOMO AKOCTI

Jessica Lumbery
QA Manager, QP
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Santen Oy

The name and the address of the batch release manufacturing site:
Haszea ma adpeca eupo6Huxa, 4o eidnoeidae aa eunyck cepir;
Santen Oy, Niittyhaankatu 20, 33720 Tampere, FINLAND

CaHreH AT, Hiittuxaankarty 20, 33720 Tamnepe, ®iknsHais

Telephone: +358-3-284 8111 Fax: +358-3-318 1900

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

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

CERTIFICATE OF QUALITY
CEPTU®DIKAT AKOCTI

OFTAN® CATACHROM eye drops,10 ml in bottle-dropper, 1 bottle in carton box
OBTAH® KATAXPOM KPATT OYHI, no 10 Mn y hnakoHi 3 kpanenbHuLelo, No 1 hnakoHy B KapTOHHil
KopoByi

Active ingredients: Cytochrome C 0.675 mg/ml, Adenosine 2.0 mg/ml, Nicotinamide 20.0
AKTUBHI iHrpegieHTW: rungi?:(pom C 0,675 mr/mn, ApneHoaunH 2,0 mr/mn, HikotuHamig 20,0 mr/mn
Dosage: 1-2 drops three times a day instilled in the eye

[HoaysaHHs: 1-2 Kpanni Tpudi Ha ieHb B OKO

Package size and type: 10 ml in bottle-dropper, 1 bottle in carton box labeled in the Ukrainian
Poamip i Tvn ynakoeku: t:\: %gaaz .y thnakoHi 3 kpanenbHuULE, No 1 hnakoHy B KapTOHHiIK kopobLi

3 MapKyBaHHAM YKPalHCbKOK MOBOHD

Name, address and authorisation number
of all manufacturing sites and quality
control sites

Manufacturing, Filling, Secondary Packaging and
Product Release Testing

NextPharma Oy, Niittyhaankatu 20, 33720
Tampere, Finland

License number: FIMEA/2020/000897

Hasea, anpecwu va Homepu niuensin yoix  Bupobruk, sidnosidansHuli 3a supobruymeo in bulk,
AiNbHUUL 3 BUPOGHUUTBA | KOHTPONIO nepeauUHHe | 8MOPUHHE MaKy8aHHS, KOHMPONb
siKoCTi AKocmi:

Hekct®apma AT, Hiittuxaankaty 20, 33720

Tamnepe, diHnaHgis

Homep niuensii: FIMEA/2020/000897

The number of the registration certificate/Homep peectpauiitHoro nocsiguerss:  UA/5593/01/01
The date of validity/ [lilicHe po: 19.10.2021
The batch number/ Ne cepii: 182862




The batch size/ Poamip cepii: 45086 PC/YI
Expiry date/ Tepmis npugatHocTi fo: 09/2023
The date of batch release/ JaTa sunycky cepii 30.10.2020

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 cepTucikauito:

Lvm 51 3acsiguyto, Wo HaeeaeHa sule iHdopmaLia € AOCTOBIPHOK Ta TouHOW. Liio cepito npoaykuii
Gyno BupoBneHo (BKNOUaUN NaKyBaHHS/MapKyBaHHS) Ta NPOBEAEHO KOHTPONb Ti SKOCTI Ha
BULLe3asHaqeHii 4inbHuUUi y NoBHIA BignosiaHoCTI 3 BUMoramu GMP, BCTaHOBREHWUMYM MiCLIEBUM
PErynaTopH1M opraHoM, a TakoxX BiAnoBiAHO A0 cnelmdikauiit go Toprosii niyeHsil kpaiHn-imnopTepa.
MpoTokonu eupobHULTBa, NakyBaHHA Ta aHanisie 6yNoe NnepernAHyTo Ta BCTRHOBMEHO BiANOBIAHICTL
GMP.

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

Peaynetaty aHanisia signosigatoTe BuMoram Metogis koHTponio skocTi, MNpoxanHs nepernsHyTH oaaHuiA
cepThdikar akocTi,

Date/ OaTa: 30.10.2020 Tampere/ Tamnepe
H n b 1 -
Signature: (R VLI I SO £ QMJ Corporate seal
Mignuc: ¢ Mevatka dipmu:
Jessica Lumberg
QA Manager, QP
Elja Vartiainen Minna Jidrvinen Jessica Lumberg Parttt TBrmanen Jaana Tarla Tuavinen Minra Lintusalo
EAR BapTuahin MinHa Apeiven Eccura Nymbepr Neprri Toopmaney  Lahteenmiki Tap'a TyonineH MiHHa NlikTycano
Aaana
NaxreeHmax|
Qualified person Qualified Person Qualified Person Qualified Person Qualified Person Qualified Person Qualified Person
QA Director QA Pharmacist QA Manager QA Pharmacist QA Pharmacist QA Pharmacist QA Pharmacist
Oupextop Binainy  Keanidinosana Keanidinosana Kaanidinosana Keanidinosana Kaanidikopana Keanidinosana
KOHTpOARK AxOCT ocoba ocofa ocoba ocoba ocoba ocoba
PapmauesT Menegxep dapmauest Dapmauiest Dapmatiesr $apmauest
Bipainy HoHTpOMa  Bigaiay HoHTROAKD  Blapiny KoKtponk  sigainy Koutponl alaginy KOHTPONIO  Blaginy KOHTPOND

AKOCH

axocti

Axacyi

anocti

AKocT

ANRoCTI




AEPXIIIKCITY)XBA
AEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KHIBCHKINA OBJIACTI

npocnekT Banepis Jlo6anoscbkoro. 51, m. Kuis. 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kox E€JIPIIOY 37078774

BUCHOBOK
Mpo AAKiCTb BBE3eHOro B YKpaiHy JikapchKoro 3ac00y

01.04.2021 Ne 14328/21/10

O®PTAH® KATAXPOM

(HaiMeHyBaHHA Nikapcekoro 3aco6y 3rigHo 3 PEECTPALIHHHM MOCBITYEHHAM )
Kpanui o4Hi; o 10 ma y duiakoni 3 kpaneasHunero; mo 1 ¢bakoHy B KapTOHHIi KopoGui

(thopma BUMYCKY. 103yBAHHA, B NAKYBAHHS NiKapceKOro 3acoby)

Howmep peectpauiittoro nocsizuenns UA/5593/01/01 crpok aii peectpauiiinoro nocsinuenss 19.10.2021

Cepis nikapcekoro 3acooy Ne 182862 Kinbkicts BBe3eHOrO ikapcskoro sacoby 20000
Bupobruk Canren AT, Oianauais
(HaHMEHYBaHHA BHPOGHHKA JlikapCLKOro 3acoBy. KpaiHa NOXOmkenHs)
Bge3ero B Ykpainy CnisibHe yKpaiHCcbKo-ecTOHCbKe IANPHEMCTBO Y dopmi TOBAPHCTBA
3 00MeKeHOI0 BiINOBIAaIbHICTIO "Onrima-®apm, JITI", izenr. kon:
21642228

(HafiMeHyBaHHA Ta ko 3a EJIPIIOY ropuauuHoi 0cobu abo npi3BULIe. iM'S. N0 GaTbkOBi (iznuHOT
0co6H - MANPHEMLI. 1i MiCHE NPOXKHBAHHA Ta PeeCTpaui#H1i HoMep 00/1iKOBOT KapTKH MIaTHHKA
MojaTkis abo cepis Ta HoMep nacnopra)

[IpoTokon BizyansHoro koutpoo Bia 25.03.2021 N 0876/5.

3a pesyibTaTaMu [IEPKABHOTO KOHTPOMIO BCTAHOBJIEHO. IO TiKapcbKHH 3acib BBe3eHO & VkpaiHy 3

AOTPHMAHHSM BuMOT 3aKOHOJABCTBA IIONIO 3a6e3MeueHHs AKOCTi NikapehKHX 3ac0BiB.

3actyn t9UTBHIK
Jlepfiriol o3 54 : , 3ybapesa H. B.
Ta KOHTR®AIP 3a HApKoTHKaMu\y Kuipchkili /
obag 3 AOKYMEHTIR ) = % + | '
2o\ S e
(moga108a ocoda opraHy Eépg@aam KOHTPOJIIO) (manue) (IHILIAJIH TA MpPI3BHILE)
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JAEPXIJIIKCJIV)KEA
AEP)KABHA CJIY)KBA 3 JII_RAPCBK@X 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHiBCBHKIii OBJIACTI

npocnekt Banepis Jlo6aHosckkoro, 51. . Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail; dls.ko@d]s.gm-'.ua,nt_tgs:/m-‘wu-'.dls.aov.ua, Kox €EIPTIOY 37078774

BHCHOBOK
Npo fIKiCTH BBe3eHOro B Ykpainy aikapcskoro 3acoly

17.06.2021 Ne 32421/21/10

ODPTAH® KATAXPOM
(HaMMEHYBaHHS NlikapCEKOro 3aco0y 3rinHo 3 peectpauifinmm TOCBITYEHHAM)
Kpamii o4Hi; mo 10 ma y baakosi 3 KpaneabHHNEN; 110 1 ¢uiakony B KapTOHHIlH Kopo6mi
((bopma Bumycky. AO3YBaHHS, BHJI NAKYBAHHS JliKAPCEKOro 3acoby)

Homep peectpauiiiroro nocsizaenns UA/5593/01/01 CTPOK Ail peecTpauittioro noceimuenns 19.10.202]

Cepis sikapcskoro 3aco6y Ne 182905 KinbkicTs BBe3eHOro sikapcrkoro 3acoby 26761
Bupo6HuK Canren AT, DiHIAHaIs
(HaHMeHyBaHHs BUpOGHMKa JiKAPCEKOro 3acoby, KpaiHa NOXO0IKeHHS )
Beeseo B Vipairy CrhinbHe ykpainchko-ecTonchKe HiANPHEMCTBO y ¢opmi ToBapucTBa
3 00MekeHOI0 BiIMOBiAaIbHICTIO "OnriMa-®apm, JTNH", inent. xox:
21642228

(HakiMeHyBaHHS Ta kox 3a €JIPIIOY. IOpHAUYHOT 0co6u abo npiseume, iM's. no 6aTbKOBi (isHuHOT
0cobu - minnmpHemLs, ii Micne NPOKHBAHHS Ta peeCcTpauiiHUA HoMep 06mikoBOT KaPTKH MIaTHHKA
nonatkie abo cepis Ta Homep nacmnopra)

ITpoTokon BisyansHoro konTpouio Bin 09.06.2021 Ne 1968/3.

3a pesyneTatamu ACPKABHOTO  KOHTPOMIO BCTAHOBJIEHO, IO JKapchku#  3aci6  BBeseHo s VYkpainy 3
JOTpH M%mor 32KOHONIABCTBA MO0 3a6e3MeyeHHs AKkOCTi JiKapChKHX 3ac06iB.

P AT _
/ 4::;:-_”. 25,9 \‘:}\ :
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SaCTYTENK Hauansuika Cyxou L /—  Ouexciit COJIOIPAIA
!nacimﬂfl ?ﬂ?ﬁv“:l?i’*?"? gﬁp)@%ﬂi‘;m KOHIpOIliO) Thiznne) (iHiuiany Ta npissume)
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The name and the address of the batch release manufacturing site:
Hazea ma adpeca eupobHuka, wo eidnoeidae 3a sunyck cepil:
Santen Oy, Niittyhaankatu 20, 33720 Tampere, FINLAND

Canten AT, Hiittuxaankaty 20, 33720 Tamnepe, GiHnsHais

Telephone: +358-3-284 8111 Fax: +358-3-318 1800

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

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

CERTIFICATE OF QUALITY

CEPTUGDIKAT AKOCTI

OFTAN® CATACHROM eye draps,10 m! in bottle-dropper, 1 bottle in carton box
ODTAH® KATAXPOM KPAMMI O4HI, no 10 mn y dnakoHi 3 kpanensHuUeo, no 1 hnakoHy B kapToHHINk

Kopobuj

Active ingredients: Cytochrome C 0.675 mg/ml, Adenosine 2.0 mg/ml, Nicotinamide 20.0
mg/ml

AKTWUBHI iHrpegieHTy: [luToxpom C 0,675 mr/imn, AgeHoanH 2,0 mr/mn, HikotuHamig 20,0 Mr/mn

Dosage: 1-2 drops three times a day instilled in the eye

HozyBakHs: 1-2 Kpanni Tpu4i Ha AeHb B OKO

Package size and type: 10 ml in hottle-dropper, 1 bottle in carton box labeled in the Ukrainian
language.

PoaMip i TUN ynakoBku: no 10 mMn y gnakoHi 3 KpanensHuLer, 1o 1 GriakoHy B KapTOHHIA kopobui

3 MapKyBaHHAM YKpalHCbhiKCH MOBOIO

Name, address and authorisation number
of all manufacturing sites and quality
control sites

Manufacturing, Filling, Secondary Packaging and
Product Release Testing

NextPharma Qy, Niittyhaankatu 20, 33720
Tampere, Finland

License number: FIMEA/2020/000897

Hasga, agpecu Ta HoMepH NiueHsin ycix  Bupobruk, eidnosidansrull 3a eupobHuymeo in bulk,
OiNbHULL 2 BUPOOHHULTREA | KOHTPON nepeuHHe | eMopUHHE NakyearHA, KOHMpPonk
AKOCTI AKOGMI!

Hexkctdapma AT, Hiittuxaarkary 20, 33720

Tamnepe, QiHnaHgisA

Homep niueHaii. FIMEA/2020/000897

The number of the registration certificate/Homep peectpauiinHoro noceiguernHs:  UA/S593/01/01
The date of validity/ Qifiche go: 19.10.2021
The batch number/ Ne cepil: 182905
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The batch size/ Poamip cepii.
Expiry date/ Tepmin npuaaTHOCTI A0:
The date of batch release/ [lata Bunycky cepii

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 cepTudikayyio:

36000 PC/¥YT1
09/2023
30.10.2020

llum 51 3aceiguyto, Lo HaBefdeHa Bulle iHthopmaLlist € AOCTOBIPHOW Ta TouHoW. Lito cepito npeayKLUii
6yno BUpoBNeHo (BKNYaKyu naKyBaHHs/MapKyBaHHs) Ta NPoBEAEHO KOHTPOND Ti AKOCTI Ha
BULLe3a3HaYeHil AinbHULT Y NOBHIA BIANOBIAHOCTI 3 BUMOramu GMP, BCTAHOBNEHUMU MICLIEBUM
PErynaTopHUM OpraHoMm, a TakoX BifiNOBIAHO A0 crneuudikaLi 4o TOproeil niueHsii kpaiHu-imnopTepa,
MpoTokony BUPOBHILTER, NAKYBaHHRA Ta aHanisis 6yno nepernsHyTo Ta BCTAHOBMEHO BiANCBIQHICTE

GMP.

The results of the analyses correspond with the demands of the Method of Quality Control (MQC) Please see the

attached certificate of quality.

PesynsTaTi akaniais eignosinaTe sumMoram MeToais KOHTPOTIO AKkocTi. NpoxaHHsi NepernaHyTH ACKaHUHA
CepTUiKaT AKOCTI.

Date/ Oara:

Signature:
Mignuc:

£ija Vartiainen
EAR BapTHaiin

Qualified person
QA Director
Aupertop sigainy
KOHTPONID RXOCTH

30.10.2020

0

Minna ldrvinen
MikHa Hpulnes

Qualified Person
QA Pharmacist
Keaniginooana
ocoba
Dapmauest
Bigainy KOHTpOND
sKocTi-

Jassica Lumberg
QA Manager, QP

jessica Lumberg
fecura NymGepr

Qualified Persan
QA Manager
Keaniglrosana
ocoba
Merenwep
sigainy KOHTpoONKO
skocTl

Ferttl Térmanen
Nepri TeopMANHEH

Qualified Person
Q4 Pharmacist
Heanlpikosaxs
ocoba
Dapmalest
oiaalay KOHTRON O
RHOCTI

Tampere/ Tamnepe

Corporate seal

MevaTKa ipmu:

Jaana
{dhteenmaki
flaana
NaxteeHMAK
Qualified Persan
QA Pharmacist
KeanidlnosaHa
ocoba
tapmauesr
sigalny KoHIpOAlD
AHQCTI

Tarja Tuavinen
Tap'a TyosikeH

Qualified Person
QA Pharmacist
Knanidikosana
ocoba
Ddapmaucat
sigainy HOHTPONKD
AKOCT

Minna Lintusale
Mirna NlinTycand

Qualified Person
QA Pharmacist
Keanldivosana
ocoba
Dapranest
slpAiny KOHTPORIO
nrOCT
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Product

Mpenapat

Product code

Kog npenapaty

Batch No

Homep cepil

Date of manufacturing
Lara supolruyrea
Date of Analysis

[ava ananisy

Date of Expiry
Mpuaarsui go

CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHANI3Y

Page 1/2
Cropinka 1/2

OFTAN® CATACHROM eye drops 10 mi
OPTAH® KATAXPOM kpanni oudi 10 mn

985005
985005
182905
182905
09/2020
09/2020
26/10/2020
26/10/2020
09/2023
09/2023

Test Requirements Results Units
Nokasuuk Bumoru PeayneraTti Onnunui
Appearance Clear, red solution Complies “
JosHiwHin BUrnAL [polopuit POIYMH YEPBOHDIO KONLOPRY Binnosigae
Clarity Clear solution, <= reference Suspension | Complies L

|_Mposopict lpo3opu# po3uvH, S eTanoHHa cycnewaia | Bianosiaae
Colour Red solution, » reference Solution R1 Complies -
Konsoposicte Hepsornil DOIHHH, > ETANOHHUKA po3umnH R1 Bigniosipae
pH 50-7.5 7.4 -
QOsmolality 270 - 350 312 mOsm/kg
QCMONANEHICTE 12 mOcmlxr
Dispensable volume 2100 102 %
O0'em, WO BUTATYETLCA =100 102 Y%
Mechanical impurities Not detectable Not detectable .
Mexanidni goMixa He BARBNAKTHCA He BURBNRAITLCH
{dentifications UV Positive Positive -
lnexTudikauis/Y© MoauTuBHA Mo3uTBHa
Cytochrome C
LiuToxpom

ldentification/ HPLC o Positive Positive - R
InenTuduikalia/ BEPX MoanTueHa MoauTHeHa
Adenosing
ANEHOINH
Identification/ HPLC Positive Posilive -
inenTuchikauir/ BEPX MoauTusHa MoautusHa
Nicotinamide
HikoTHHaMIL
Identification/ HPLC Positive Paositive n
laenTndgpikauin/ BEPX MoauTuerA MoauTusna
Benzalkenium chloride
52HIANKOHIK XNOPYA
Assay/ UV / Cytochrome C 0.608 - 0.743 0.685 mg/mil
Kinexicke sraHavuexHa/y G/ 0.608 - 0.743 0685 MriMn
Luroxpom C =
Assay/HFLC/ Adenosine 1.9-2.1 2.0 mag/ml
KinbkicHe BusHaueHna/BEP X/ 18-21 20 wrimn
ALEHOINH
Assay/HPLC/ Nicotinamide 186-214 204 mg/ml
Kinbricke BusHaqeHHp/BEPX/ 186-214 204 mrimn
HikoTuramin
Assay/HPLC/ Benzalkonium 0.034 - 0.044 0.041 | mg/ml
chloride
Kinokicke Bu3nayeHHA/BEPX/ 0.034 - 0.044 0.041 | omrimn
BEHIaNKOHIID xNopua |
Stertity/PhEur Sterile Sterile .
Crepunshicte/Cap. Dapm CrepunuHo CrepansHo

BLCO = Below Limit of Quantitation
BLOQ = HUXHA MEXE KINbKICHOIO BAIHAYEHHSA

ND = Not Detected
HB = He BRRBNRETLCA
RRT = Relative Retention Time
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CERTIFICATE OF ANALYSIS Page 2/2
CEPTHU®IKAT AHANI3Y Cropinka 2/2
Product OFTAN® CATACHROM eye drops 10 ml
Mpenapar ODdTAH® KATAXPOM xpanni oyHi 10 mn
Product code 985005
Koa npenapary 985005
Batch No 182905
Homep cepii 182905
Date of manufacturing 09/2020
fara enpobuuyrea 09/2020
Date of Analysis 26/10/2020
fara awaniay 26/10/2020
Date of Expiry 09/2023
Mpuaatwui go 09/2023

BYY = 8igHOCHUW Y4ac yTPUMYBaKHHA

Certification statement:

I 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.

3anBa rnpo cepTudikauin:

Uym A 3acsiagqyio, Lo HaseaeHa aule irdopmaLin € A0CTOBIpHOK Ta TouHo, Lo cepilo npoaykuii 6yio
supobneHo (BKAIO4AIOY M NaKyBaHHA/MapKyBaHHA) Ta NpoBeaeH0 KOHTPOAb Il AKOCTI Ha BULLE3a3HaueHil
AiNbHALI Yy NOBHIA BIANOBIAHOCTI 3 BUMOramu GMP, BCTAHOBNEHUMM MICLEBUM PETYNATOPHUM OPraHOM, a TaKOoK
B8iAnosiaHO Ao cneumdixauiit Ao TOProsii AileHsii kpaiHu-imnopTepa. NpoToKoaW BUPOBHUUTE], NakyBaHHA Ta
aHanisis Byno nepernaHyTo Ta BCTAHOBAEHO BiANOBIAHICTE GMP

Santen Oy, TAMPERE

«CaHreH AT» (Santen Oy), TAMIMEPE
30 October 2020

30 »oBTHA 2020 p.

\
i

Jessica Lumberg
Eccuka Nlymbepr (Jessica Lumberg)

Qualified Person, QA Manager
KsanidikoeaHa ocoba
MeHeakep Biaainy KOHTPONIC AKOCTI

Jesslca Lumberg
QA Manager, QP




IEPKIIKCIIY KBA

HAPKOTHKAMM
YV JHOIPONETPOBCHKIU OB

JAEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOB[IIS

TA KOHTPOJIIO 3A

CTI

Huinpo, nr.CoGopua,4, k. 601-603, 49005, Tex. (066)3454171
E-mail; dls.dp@dls.gov.ua,hitpsy/www.dls.gov.ua, Kog €IPTIOY 37070665

BUCHOBOK

npo fKicThL BBe3eHOro B YKpainy JikapesKoro 3aco0y

07.07,2021

OOPTAH® KATAXPOM

Ne 39471/21/04

(naitveryBauHA AIKAPORKOTO 3acoby 3rlano 3 peecTpALifHNM HOCRIAHEHHAM)

xpaii ouni mo 10 Ma y daakoni 3 kpaneasHBNer, 1o 1 gaay
(hopma BUNYCKY, AO3YBAHHS, BIJ NaKyBaHHA nixapcnxorcj

OHY B KapTOHHIl KopoOni
aacofy)

Homep peectpauiiinoro nocsizzerns UA/5593/01/01 crpox aif peectpauitinoro nocaigaerns 19.10.2021

Cepis nixaporKoro gaco6y Ne 1829991

KinskicTs BBE3€HOTO nixap;cmoro 3aco6y 40000

Bupo6muk Canten AT, Qirmaanis
(HaliMeHyBaHRA BRPOGHHKS NiKapcEKoro 3acofy, KpalHa noXosxkenH)
Bsezeno B Yipalny

31816235

Torapuerso 3 00Meskenoro Bimmosinansgicrio "hbaJlM", izent. xoa: .

(natiMeryBanns T ko 5a CPIIOY opumianol oca
diznvnol ocobn « nizuprenus, I MicHe MpoXABAHHA
KBpTKH IIATHHKA noAaTkis abo cepig)

Tiporokon isyanbroro xourpomo i 06,07.2021 N 03-01/2194/2,

p
3a pesylETATAMA JCPWABHOTO KOHTPONI0 BCTAHOBIGHO, IO Jiixapcskui gsaci6 Beesemo B Vipainy, '3
JOTPHUMAHHAM BHMOT 3aKOHOARBCTRA OO 3abe3nedeHHsA AKOCTI JMiKapceKux 3acobiB.

B.0. HauaEHIKa JepiKaBHo] CIry:K6H 3

miKxapcebKHX 3aco0iB Ta KOHTPOIIO 38

HapKOTHKaMH y JIHINponeTpoBCEKil s
obnacti ;

(mocayoBa 0co0a OPraHy ACpP:KABHONO KOHTPOIO) (nizmsc)

= Eﬁacz, )
Qﬁ‘\‘a' i o

Ceiiana Bouaprikosa +38(066)345-41-71

6w aGo npissuie, iM'a, no Garexkosi
Ta peeorpanitinmit Homep obnikosol
T8 HOMEP TIacropTa)

™

E€rop BOJIKOB

(imiuiany Ta npissHINE)

e

il
A

-
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Santen Oy

The name and the address of the batch release manufacturing site:
Hazea ma adpeca eupobnura, wo eldnoeidac 3a eunyck cepii:
Santen Oy, Niittyhaankatu 20, 33720 Tampere, FINLAND

Canrer AT, Hiittuxaankaty 20, 33720 Tamnepe, QiHnasais

Telephone: +358-3-284 8111 Fax: +358-3-318 1900

Ten.. +358-3-284 8111 daxe; +358-3-318 1800

The License number/ Homep niuensil; FIMEA/2019/000913
CERTIFICATE OF QUALITY

CEPTU®DIKAT AKOCTI

OFTAN® CATACHROM eye drops, 10 ml in boftle-dropper, 1 bottle in carton box
OBTAH® KATAXPOM KPAIUT CUHL, no 10 Mn y (riakoHi 3 KpanenbHULEH, No 1 hnakoHy B KapToHHIk
xopobui

Active ingredients: Cytochrome C 0.675 mg/ml, Adenosine 2.0 mg/mi, Nicotinamide 20.0
AKTUBHI iInrpegieHTH: Iaaigcpom C 0,675 mrimn, AgeHosud 2,0 mrimn, HikoTuramia 20,0 mrimn
Dosage: 1-2 drops three times a day instilled in the eye

HosyBaHHs; 1-2 kpanni Tpudi Ha 4eHb B OKO

Package size and type: 10 mlin bottle-dropper, 1 bottle in carton box labeled in the Ukrainian
Posmip | Tun ynakesku: Laoq?gagﬁ ‘y thnakoHi 3 kpanenoHuUero, No 1 nakory B KAPTOHHIN KOpoBL

3 MapKyBaHHAM prai.HCbKOiO MOBOK
s

; . J;f" .
Name, address and authorisation number Manufacturing, Filiing. Product Release Testing

of all manufacturing sites and quality
control sites NextPharms O}/. ;\Iiiltyl‘}'_aankatu ?0, 23720

Tampers, Finiand :

License number: FIMEA/Z020/000397
Secondary packaging stte:

Manufacturing Packaging Farmaca (MPF) B.V.,
Neptunus 12, 8448 CN Heerenveen, Netherlands
License number: 108630 F

HasBa, agpecu Ta HoMepu nluensii ycix  Bupobruk, sidnosidansHul 3a supobuuymao in bulk,
AiNbHKLL 3 BUPOBHMUTEA | KOHTPOMIO FI6pEUHHE NBKYBaHHA, KOHIMIPOMb AKOCMI:
AKocTi Hekcr®apma AT, HiiTruxaankary 20, 33720
Tamnepe, QiHnAHAIA
Homep niuenaii: FIMEA/2020/000897

BmopurHe rnakyeaHHs:

ManydaxTypidr MaxariHr ®apmaka (M) B, B.,
Hentyryc 12, Xeepensen, 8448CH, Hinepnanau

Homep nigenail: 108630 F




The number of the registration certificate/Homep pegcrpauiiinoro nocsiguensn:  UA/S583/01/01

The date of validity/ QilicHe po: 18.10.2021
The batch number/ N2 cepil: 1829991

The batch size/ Poawmip cepii: 44980 PC/YD
Expiry date/ Tepmin npuaaTHocTi ao: 11/2023

The date of batch release/ dara sunycky cepil 25.02.2021

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.

3anBa npo cepruchikayir:

Lium 5 3aceigqyto, Wo HaseAsHs BuLLe iHOPMALR € AOCTOBIPHO® Ta Younok. Lo cepir npoayxuii
Gyno supobneHo (BKNIOYAIOYM NAKYBAHHA/MADKYBAHHMR) T NPOBEAGHO KOHTDOND il AKOCTI Ha
BULLEIAIHAUSHIN QiNLHULE ¥ NOBHIK BiANOBIANOCT 3 BUMOramMu GMP, BCTaHOBNEHUMI MICLEBUM
PEryNIRTOPHUM OPraHoM, a TakoxX BIANOBIgHO A0 cneundikauiii 4o TOpro.il niueHail kpaiHu-iMnoprepa.
NpaTokonu eupobrULTEa, NaKkyBaHHA Ta ananisis Gyno nepernaHyTo Ta BCTAHOBNEHO BIANOBIAHICTL
GMP.

The results of the analyses correspond with the demands of the Method of Quality Control {MQC) Please see the
attached certificate of quality,

Peaynuraty ananisie eianosinanTs BuMoram MeTogie KOHTPOMIO SKOCTI. NpOXaHHA NepernAHYTH SONSHWH
cepTuchixaT AxocTi,

Date/ Jara: 22.06.2021 Tampere/ Tamnepe
Sl_agnature. (;a 1 o (J £3 WL Corporate s_.eal
Mignuc: MevaTka cipmn:
Tarjm Yuovinen
Qualified Parson
Eija Vartiainen Minna Jarvinen lessica iumberg Pertti Tivminen daans Tarja Tupvinen i
Eian Haprmvain Mivna Rpeines Ectuxa flymbope AepTri Teopmanen — 43RTasnns ki Tap'a Tyoatuen Minea Alwrycano
Aaana
Nmivasiiniant
Qualified person Qualified Person Qualified Person Quatified Marson Qualified Parsan Qualified Person Quatified Person
QA Ditectar QA Pharmatist QA Manager OA Pharnatls? QA Pharmacist QA Pharmacist QA Pharmatist
Anpeurop slaging - Kepaidi Keanidi Re2nids Nl Raanidi Moanipi
HOHTROAK HNOEH ocoba ocoba ocala ocoba arobs ocoba
dapmayeay Meraawep Daprapat St iagT B pma: T . 17
elapiny #OHTROAKY  minamy wigainy Bkt VlAnAy keeTponG  Bigaity KOHTPOMO  RIAATAY HONTDOAKD
RHOCTI AHOCT RRDET “wNDCTi Avoct AROeT
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CERTIFICATE OF ANALYSIS Page 1/2
CEPTHOIKAT AHAMAY Cropinxa 112

Praduct OFTAN® CATACHROM eye drops 10 mi
Mpenapar OPTAH® KATAXPOM xpanni ouni 10 mn
Product code 31086
Koa npenapary 31096
Batch Mo. 1828991
Homep cepil 1829991
Date of manufaciuring 11/2020
Rara 1112020
Date of Analysis 12/2020
fata ananisy 1212020
Date of Expiry 11/2023
MpuaarThis go: 1112023
Test Requiraments Resuits Units
Noxaars Bumorn LTSTH Oamrinul
Appearance Clear, red solution Complies -
Somwiumiin surneg Ipo3OpuiE POTUNH YEPECHOID KONLORY Bignosiges
Clarity Clear solution, £ refersnce suspension ) Compiies .
NposopicTs WA #H, £ STRNOHHA i | Bignowiase
Colour Red solution, > eference Solution R Complies -
Koneoposcre Hepaonui DOSuK, > OTANOHNKWA poyrn R1 Biarosigue
pH §0-75 70 -
Osmolality 270 - 250 am mOsmAg
OCMONANLHCTY 313 MOesixr
Dispensabla volumea =100 104 %
OF'EM. IO BNTRIYETLCA 2 100 104 %
Machamcel impurities Not delectable Not detectable .
Muxaiiiul gostines He srRansoTLER He suARAMOTECR
identifcaton/ UV Positive Poattive -
laevradriayin'y Flosrruamn Nowrmwsua
Cytochrome C
Lpwroxpom C
Identificatond HPLC Positive Positive -
inenTndurauin/ BEPX Resnrmsa Nosmusna
Adenosing

BHOIMN
Identification HPLC Positive Positive -
laenTchixawm BEPX MoawTnene Moxrmasss
Nicoinamide

| Hivounanig —_— —

Hentification/ HPLC Postive Positiva -
{peTwihiauin/ BEPX MosrTwens Moawruena
Benzalkonium chionde
Benaaneosin) xnopus
Azaayl UV / Cytochrome C 0608 -0.742 0.680 gl
Kinuxicne BusHasanmnyd/ 0608 - 0.742 0.680 wrALn
Usraxpom C
Assay/HPLG! Adenceine 18-21 20 mgimi
Kinuhiche snsiaenn/BEPX/ 19-21 29 Mriwn
AREHOIMM
AspayHPLC/ Nicotinarmide 188 -21.4 20.4 mpimi
Kinpxicre susnavenew/BEPX/ 186-214 204 wrian
HixoTananig
Asaay/HPLCT Banzalkonium 0.034 - 0.044 5047 mg/mi
chioride
Kinsxicrs suanaeHna/BEPX/ 0.034 - 0.044 0042 (]
BaHanKomhe Xnopwa
Sierity/PhEur Sterte Stea <
CTepunsHIcTWEnp. Gapm Crepnnenc Craparako.

BLCK = Balow Limit of Quantitation
BLOQ = wiaoin mend xiMwicHoro Busnaveset

ND = Not Dalectad
HB = ne snsammeTeCn

RRT = Raiative Retention Time

BYY » BiaHocHNN Yac yTPUMYBENHA




g " " CERTIFICATE OF ANALYSIS Page 2/2

CEPTHOIKAT AHANIZY Cropinxe 2/2
Product OFTAN® CATACHROM eye drops 10 ml
Mpenspar OOTAH® KATAXPOM kpanni ouni 10 mn
Product code 31096
Koa npenapaty 31096
Baich No. 1829981
Homep cepit 1829981
Date of manufacturing 1112020
[ava eupofmeaiea 1172020
Date of Analysis 1212020
Aata awaniay 1212020
Date of Expiry 1112023
Fipwaatani go. 112023
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 ceprudirauino:

Lism 7 33cBinqyio, Wwo HasegeHa auLye iHPOPMaLLiA € AOCTOBIPHOIO Ta TONHOI. Wio cepirc npoaysuii 6ync
81POBNEHO (BRAIONIIOUM NAKYBAHHAMADKYBAHHA) Ta NPOSEAEHO KOHTPOAL Ti AKOCTE Ha BULLE3A3HAYEHIN
AlnAbHUY Y NOBHIN BIANOBIAHOCTI 3 BMOramn GMP, 8CTaHOBACHUMM MICLLEBHM PEryAATOPHWM ODTaHOM, 3 TAKOW
BlAnoBigHo Ao cneundikauiit go TOprosii AiueHsil kpaiku-imnopTepa. Npotokocau BupoBHWLTEA, NaKkyBaHHA T2
aHanisis Byno NeperaAAHyYTO Ta BCTAHOBAGHO BIANOBIAHICTL GMP

Sarnten Oy, TAMPERE
«Cawren AT» {Santen Qy), TAMIMEPE
25.02.2021

’,‘ kX =
!Q - ‘l Li t-"\—}ht o
Tap'a Tyosiven (Tana Tuoviner)

Qualified Person, QA Pharmacist (B/8c.),

Ynosxosamena 0cofa. apMALSETMIHMA NpaLisiu sinainy 3a6eaneuenHs akocTi (Garanasp
DAPMALEBTIHHINX HRYK)



HEPXIIKCIIYXBA .
JAEPKABHA CJIIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMA y
YV JHIIPOIIETPOBCBHKIN OBJACTI

Huinpo, mn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua. Kop.€APIIOY 37070665 » = -+ - -

BHCHOBOK o
Npo SAKiCTh BBE3€HOro B YKpaiHy JikapcbKoro zacoby =
20.09.2021 ' -Ne 53881/21/0411

, CTPOSO A
O®TAH® KATAXPOM Hir

(HaliMeHyBaHHA NikapcLkoro 3aco0y 3rizHo 3 peecTpauifiHAM MOCBiTYEHHIM) S
Kpamjii ouni, o 10 ma y duiakoni 3 kpanensauneo, mo 1 ¢GJakoHy B KapToHHIH Kopoﬁm

{thopma BMNYCKY, Z03yBaHH, BHA MAKYBAHHS NiKAPCHKOro 3acoby) i
i R ;

Homep peectpauitizoro noceimienns UA/5593/01/01 crpok aii peectpanjitioro noceingeHus 19.10.2021

Cepia nikapcexoro 3aco6y Ne 1830841 KinbkicTs BBE3€HOTO Tikapchkoro 3acofy 24750
. \‘
Brpo6HAK Canten AT, Qinnsauais
(HaliMeirypanns BUpoOHUKA Nikapcekoro sacoly, Kpaina noth&eﬁﬁh)&l_i BARITEH
, “ VP A
BaeseHo B VipaiHy TosapucTBo 3 06MeKEHOI0 BiANOBiTANLHICTIO "BalIM" inewr. xom: .
31816235 o

(Haﬁmcuynaﬂﬂx Ta koA 3a €JIPTIOY ropuanunol ocodn abo npisgnie, imM's, 1o 6a'r1,xom (])lzmqﬁm
oco0H - nianpuemus, i Micue MPOXHBAHHS T2 peecTpauilinuii Homep oﬁmxonmmam Kj nnaﬂm Ke
nozAatkis abo cepis Ta HOMEp MacnopTa) '

Mporokon pisyansuoro kourpomo six 17.09.2021 N 03-01/3053/3. o [ (}2 )

’,
3a pe3ynbTaTaMM IEPKaBHOTO KOHTPONIO BCTAHOBJIEHO, IO JlKapchkuil  34ci6 BBesgHO B Vkpainy 3

AOTPHMAHHSAM BHMOr 3aKOHO/IaBCTBA OO 3a6e3TeTeH s SKOCTI JiKapchKuX 3acobiB.

N S 20T

'=: *”J 8, % !» } A
: 5 uc ERE:
B.o. nauansauka Jlepxasnoi ciuyx6u 3 e
NiKapchKUX 3ac0oBiB Ta KOHTPOJIO 3a AT
’ i ot~ €roP ‘B(,‘)E‘HK@B e
HapkoTuKaMu y JIHinponeTposcekii wmd\“ Bl
obmacTi
S . ]
(ocamopa ocoba opraHy AEPKABHOTO KOHTPONIO) {nianuc) {iniiany @ ppispmue)

M.IL

Swosl
CBHOT B Yepauy ¢

RS TRT VR SRR TR F
AL
‘ T-LL{.‘ T

,A.u,.:...;. e T S e

. RGee

tu!.ﬁ "i!w:
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Santen Oy

The name and the address of the batch release manufacturing site:
Hazea ma adpeca eupobruxa, wio sidnoeidac 3a eunyck cepii:
Santen Oy, Niittyhaankatu 20, 33720 Tampere, FINLAND

Cauten AT, HiitTuxaankaty 20, 33720 Tamnepe, QiHNAHAIA

Telephone: +358-3-284 8111 Fax: +358-3-318 1900

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

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

CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

CFTAN® CATACHROM eye drops, 10 ml in bottle-dropper, 1 bottle in carton box
O®TAH® KATAXPOM MASHbIE KA, no 10 mn Bo inakoHe ¢ kanensHuued, no 1 hnakoHy e

KapTOHHOI kopobke

Active ingredients: Cytochrome C 0.675 mg/ml, Adenosine 2.0 mg/mi, Nicotinamide 20.0
AKTABHbIE VHIPeAWEHTEL Eg;r:lpom C 0.675 mr/mn, AnteHosun 2.0 mr/mn, Hukoturiamng 20.0 Mrimn
Dosage: 1-2 drops three times a day instilfed in the eye

Hoanposka: 1-2 Kannu Tpy pasa 8 AeHe B rnaa

Package size and type: 10 mi in bottie-dropper, 1 bottle in carton box labeled in the Ukrainian
Pasmep u TR ynaxkosku: Ina: %:?1890 nakoHe ¢ kanenbH1UeR, No 1 dnaxoxy B KAPTOHHON KOPOGKe

8 KapPTOHHONW KOpObKe C MapKMPOBKOA Ha YKPAUHCKOM A3biKe.

Name, address and authorisation number
of all manufacturing sites and quality
control sites

Hasea, anpecwn ra HoMepwm niuensin ycix
AINLHAUL 3 BUPOGHKULTEA | KoHTpOmIo
AKOCTI

Manufacturing, Filling and Product Release Testing

NextPharma Oy, Niittyhaankatu 20, 33720
Tampere, Finland

License number: FIMEA/2020/000887

Secondary Packaging

Manufaciuring Packaging Farmaca (MPF) B.V.,
Neptuinus 12, 8448 CN Heerenveen, Netherlands

License number: 108630 F

Bupobaux, sigricaidansrull aa eupobruumeo in bulk,
NIePBUHHE NaKyaBHAR, KOHTIDOML AKOCM:
Hexctdapma AT, Hiimmuxaarkaty 20, 33720
Tamnepe, Gitnsnpis

Homep niyensil; FIMEA/2020/000897

Bupobmur, eidnosidansrHull 3a emopumHe
naKyeaHHs:

ManydarTypitr Maxarir apmaka (MT®) b. B,,
Hentyryc 12, XeepeHnseeH, 8448CH, Higepnaraw

Homep nivexsii: 108630 F

“wy



The number of the registration certificate/Homep peecTpauiiHoro NocBiN4EHHS; UA/5593/01/01

The date of validity/ Hisiche go: 19.10.2021
The batch number/ Ne cepil: 1830841

The batch size/ Poamip cepii: 45270 PC/YI
Expiry date/ Tepmin npngaTHocTi go: 1172023

The date of batch release/ Qata sunycky cepii 01.03.2021

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 Autharity 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 ceptvdikaLiio:

Lium 5 3aceiguyto, Lo HaBeAeHa BULe iHGOPMaLIA € NOCTOBIPHOI Ta TouHOI. Liio cepio npogyxuii
6yno BupoBReHo (BKNICHAIYM NaKyBaHHA/MAPKYBAHHS) Ta NPOBEAGHO KOHTPON Ti AKOCTI Ha
BULe3a3Ha4eHin AiNbHULI y NOBHIA BiANOBIAHOCTI 3 BuMoraMu GMP, BCTaHOBNEHUMI MiCLIeBUM
PErynaTOPHUM OpPraMomM, 2 TAKOX BIGNOBIAHO A0 creuwdixalliil 40 Toprosii niueHsil kpailu-iMnopTepa.
MpoTokonw supoBHMLTES, NAKYBAHHA Ta aHanisis 6yno NepernaHyToO Ta BCTAHOBNEHO BiQNOBIAHICTE
GMP

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

PeayneTatu aHanizie signoeigaiote eumoram MeTogie KOHTPONIO RKOCTI. MPoXaHHa nepernAxyTH AogaHuid
cepTudikar axkacti.

Date/ flata: 01.03.2021 Tampere/ Tamnepe
Signature: -« oy 7 X ?. G Corporate seal
Rignuc: Yarja Tuovinen Mesarka dipmu:

Quslifiad Person

Eija Vartiainen Minna Jarvinen Jessica Lumberg Partti Tovmanen Jazna Tarja Tucvinen Minna tintusalo Mikko Levemask
Evn BapTwaim Minna Apainen Eccuna Nymbepr Meprri Libteenmaki Tap’'n Tyosiuen Mikna Nintycans Mikuo Nesomani
Teopmanex Azana
Arxreensani
Qualified petson CQualified Person Cualified Person Qualified Person Qualified Person CQualified Person Quaiified Person Qualitied Peeson
A Director QA Pharmazist OA Manager QA Pharmacist QA Fharmacist QA Pharmacist QA Pharmacist O Pharmacist
Qnperrop saaity  Heanid Haanids Heanidi 2 Mgk Hoanui Keanidi Keanipl
KOMTPGAID REOCTI ocolia ocoba ocobs acela orofia ocoba ocoba
Sapmauest Mereguep Dap Sapm [ T $ap ¥ Dapsauent
BiAQIAY HOHTPONKD BIAAINY ROMTRONIO BgAiAy noMTRONK - BISANTY WORTRGG.  RIGAIAY ROMTPOAK BIAAINY KOHTDOMD Haginy voHTpCNI0

AKDCTH

AROCTI

AKOCT

ARDCTI

AWOCTI

AxGeTl
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CEPTUDIKAT AHANI3Y Cropinxa 1/2

Product OFTAN® CATACHROM eye drops 10 ml
Npenapar ODTAH® KATAXPOM xpanni ouHi 10 mn
Product code 31096
Koa npenapary 31096
Batch No. 1830841
Howmep cepii 1830841
Date of manufacturing 11/2020
[laTa supobHuyTea 11/2020
Date of Analysis 12/2020
[ava ananizy 12/2020
Date of Expiry 1112023
NpwaaTtHan go: 1112023
Test Requirements Results Units
Noxazsnx Bumorn Peaynurata Qupannul
Appearance Clear, rad solution Complies -
Sosriumin surnan Npo3opwn po PBOHOTO KONBOPY Bignosigae
Clarity Clear solution, S reference suspension | Complies -
Npolopicts MPO30pHA POINKMH. S BTANOHKA CYCNeHsia | Bignosigae
Colour Red solution, > reference Solution R1 Complies -
KonsoposicTb Hepsonuh POIUKH, > ETANOHHWK POMUH R1 Bignosigae

H 50-75 7.0 -
Osmolality 270~ 350 313 mOsm/kg
OcMonAnbHicTs 313 MOcm/xr
Dispensable volume 2100 103 %
O6'em, WO sHTRIyETLCA > 100 103 %
Mechanical impurities Not detectable Not detectable -
Maxanini gomitxm He snagnaoTes He ssamnmoTca
Identification/ UV Positive Positive -
lnenTudikauin/y® Mo3uTvexa NosnTnsHa
Cytochrome C
Uuraoxpos C
Identification/ HPLC Positive Positive -
laenTngikauis/ BEPX MoavTusna MNoswtvexa
Adenosine

eHOIMH

Identification/ HPLC Positive Positive -
lpenTnpixaym/ BEPX MNosuTusHa Mo3utusna
Nicotinamide
HixoTnHamig
Identification/ HPLC Positive Positive -
iaeHTudbixayin/ BEPX MNosuTnana MoauTusxa
Benzalkonium chioride
BeHIANKOoHII0 XNOPUA
Assay/ UV / Cytochrome C 0.608 - 0.743 0.693 mg/mi
Kinskicue susHaqenn/yd/ 0.608 - 0.743 0.693 mMr/an
Uuroxpom C
Assay/HPLC/ Adenosine 19-21 20 mg/mi
Kinexicre ananavema/BEPX/ 19-21 20 Mriwn
Anerosmu
Assay/HPLC/ Nicotinamide 186~214 202 mg/ml
Kinexicne susnguerHr/BEPX/ 186-21.4 202 mrian
HikoTuramig
Assay/HPLC/ Benzalkonium 0.034 ~- 0.044 0.041 mg/mi
chionde
KinekicHe Bu3KaveHHR/BEPX/ 0.034 - 0.044 0.041 Mr/un
Benaanxouho xnopua
Sterility/PhEur Sterile Sterile -
CrepunshicTe/Esp. Gapm CrepuinHo Crepuneno

BLOQ = Below Limit of Quantitabion

BLOQ = Hiswrf mexa KifIbKICHOMO BU3HANSHHA
ND = Not Detected

HB = He BUABNAETHCA

RRT = Relative Retention Time

BYY = sig # vac YTpnrmy
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CERTIFICATE OF ANALYSIS Page 2/2
CEPTU®DIKAT AHANIZY Cropinxa 2/2
Product OFTAN® CATACHROM eye drops 10 mi
Mpenapar OPTAH® KATAXPOM xpanni ouni 10 mn
Product code 31096
Koa npenapaty 31096
Batch No. 1830841
Howmep cepii 1830841
Date of manufacturing 11/2020
Rara supobruyrsa 11/2020
Date of Analysis 1212020
[ara ananiay 12/2020
Date of Expiry 11/2023
MNpnaaThnia po: 11/2023
Certification statement:

I 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.

3anasa npo ceprudikauio:

Lum a 3acsiguyio, wo HaseaeHa sulie iHpopmalin € AOCTOBIPHOIO Ta TOYHOW. Lito cepito npoaykuii 6yno
BUpo6eHo (BKNIOYAIOUM NAKYBAHHA/MAPKYBaHHA) Ta NPOBEAEHO KOHTPOAD ii AKOCTI Ha BULLLE333HAYEHIN
AinbHWLi y NOBHIW BiANOBIAHOCTI 3 BUMOramn GMP, BCTaHOBNEHUMU MICLEBUM PETYNATOPHUM OPraHOM, 3 TAKOX
BianosiaHo Ao cneundikauiin 4o Toprosii NiueHsii kpaiHn-imnopTepa. NpoTokonn eupobHULTBa, NaKyBaHHA Ta
aHanisis Byno nepernAHyTo Ta BCTaHOBAEHO BianosiaxicTe GMP

Santen Oy, TAMPERE
aCanreH AT» (Santen Oy), TAMMEPE
01.03.2021

dON Tleevye ~
Tap's Tyosine (Tarja Tuovinen)

Qualified Person. QA Pharmacist (B.Sc.)

YnosHosaxeHa ocoba, apmauesTriHrin npauisHuk Bigainy aabesneqeHns sixocti (baxanasp
dapmMauUeBTUYHUX HayK)
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JEPYABHA CJIY)KBA 3 JIKAPCBKHIX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIA OBJIACTI

npocnext Banepis JloGanoscbkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3eHOT0 B YKpaiHy JiKapchKroro 3acody

02.06.2023 Ne'24839/23/10

OPTAH® KATAXPOM

(uaiiMERYBAAAT Nixapenkoro 3acoby Iriaro 3 peceTpaniiinmy nocigventan)
Kpamai ouni; no 10 Ma y daaxkoni 3 KpaneJbHEHEW; To 1 iakony B KapTonuiii kepoGui

{hopma BEmyCKY, 103yBAHAA, BHA MaKyBaHHA Nikapckkoro 3acofy)
Homep peecrpauiiiHoro nocsinsents UA/5593/01/01 crpox aii peectpanifiroro mocsinuenns 01.01.2099
Cepia aixapcexoro aacofy Ne 2050041 KinexicTs BBE3€HOrO Jlikapeskaro 3aceby 36960

Bupo6ruk Canten AT, (PIHIIHEIA

(salimMenyBanas BHpoBHIKa Aikapcskora 3acoby, KPaTHA MOXOLKEHHE)

Bseaeno B Vrpalny Cuijxblie yRpaiHCbK0-€CTOHChKe NiXNIPHEMCTBO Y opmi TOBapHCTBA
3 ofMexenolo BinnosinaabuicTio " OnTiMa-®apm, JITH", inent. won:
21642228

(HaiiveHyBanHa T2 kox 38 EJJPTIOY wprmwanoi ocobit abo npizswure, im's, no Gatexosi diznauoi
acofis - nianphemmy, T micue npoxitBanEd Ta peecTpauiitnuil Homep obnixopol KapTIs IUIATHHKS
fojaTiis 280 cepix T4 HOMEp NacnopTa)

TIpoTokox Bisyansaoro xorrpemo ein 31.05.2023 K= 1630/2.

3a pe3yNRTATAMH IEPKEBHOTO KOHTPOMIO BCTAHOBIEHO, IO nikapeekidi 32ci6 Bpeseno B  Ykpainy 3

JOTPHMAaHHAM sHMor 32KOHOIABCTAR HOAD saBesnevenns AxocTi Aikapesxix 3acobis,

Kornsposa JLB,

{nplasuiite Td fHiiiany).
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Santen Oy

The name and the address of the batch release manufacturing site:
Haszea ma adpeca supobHuKa, wjo eidnoeidae 3a eunyck cepii:
Santen Oy, Kelloportinkatu 1, Tampere, 33100, Finland

Canten AT. Kennonoprinkaty 1, Tamnepe, 33100, QiHnAHAIA

Telephone: +358-3-284 8111
Ten.. +358-3-284 8111

Fax: +358-3-318 1800
®akc: +358-3-318 1800

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

CERTIFICATE OF QUALITY
CEPTU®DIKAT AKOCTI

OFTAN® CATACHROM eye drops, 10 ml in bottle-dropper, 1 bottle in carton box

ODTAH® KATAXPOM KPAMMI OYHI, no 10 Mn ¥ dnaxoHi 3 kpanensHUUewn, No 1 nakoHy B KapTOHHIR

kopobui

Active ingredients:
mg/ml
AKTHBHI IHTpELIEHTH,

Dosage:
[oaysaHHa:

Package size and type:
language.
FPoamip i TUN yNaxkoBKW:

Cytochrome C 0.675 mg/ml, Adenosine 2.0 mg/ml, Nicotinamide 20.0
UwuToxpom C 0,675 mrimn, AgerHoaund 2,0 mr/mn, Hikotunamig 20,0 mrimn
1-2 drops three times a day instilled in the eye

1-2 kpanni TpWdi Ha AEHB B OKO

10 ml in bottle-dropper, 1 bottle in carton box labeled in the Ukrainian

no 10 mn y chnakoHi 3 kpanensHWUe, No 1 hNakoHy B KapTOHHIN kopobui

3 MapKyBaHHAM YKPAIHCLKOI MOBOK

Name, address and authorisation number ..., r20tring, Filling, Product Release Testing

of all manufacturing sites and quality
control sites

Hasga, agpecw Ta HOMEpH NiLEH3IA ycix
AiNbHMUL 3 BUpoBHWUTEA | KOHTpOND
AKOGTI

MextPharma 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; 108630 F

BupobHuk, sidnosidansHul 3a eupobHuuymeo in bulk,
nepeuHHe NaKyeaHHs, KOHMPONs AKOCMI:
Hexct®apma AT, Hiittuxaankaty 20, 33720
Tamnepe, QiHNAHZIR

Homep niyeHsii. FIMEA/2020/000887

BmopuHHe naxkyeaHHA;

MawnycpakTypinr Nakarikr @apmaka (MMNP) B. B.,
HenTtynyc 12, Xeepensed, 8448CH, Higepnangw

Homep niuensii: 108630 F
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