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Product/ I'tpenapar OFTAN CATACHROM, EYE DROPS, 10 ML./
O®DTAH KATAXPOM, KATIJIH FJIA3BHBIE, 10 mn
Product Code/ Kou nipenapara 31095
Batch No./ Homep cepun 343433}
Date of manufacturing/ 06/2025
Jlara npoussocTra
Date of Analysis/ Jlata ananusa  07/2023
Date of Expiry/ Cpok rognocty 06/2028
Test/ MokaszaTens Requirements/ Hopmel Results/ Units/
Pesyastatel  Eaunnune:
HIMepeHHd
Appearance / Onucanne Clear, red solution/ Clear, red
l[pospadulipifi pacTBOP KpacHoIo LBETa solution/
INpospaunsii
pacTeop
KPACHOTO LiBeTa
Identification / UV- UV-spectrum of test solution must correspond with  Positive/

spectropholometry /
Cytochrome C /
[Mopausnoets / Y-
cnexrpodotomerpus /
Lintoxpom C
Identification / HPLC /
Adenosine /
[loaanHtocTs / BYXX /
AlleHO3MH

[dentification / HPLC /
Nicotinamide /
IMoamnmocts 7/ BIAKX/
HukoTHiamMug

Identification / HP1.C /
Benzalkonium chloride /
Hoamsuunocrs / BIXX /
bBeH3aKOHUS XI0pU/L

Clarity / [IpospaunocT

Dispensable volume /
floMuHasibHBIE 001L.eM

UV-spectrum of cytochrome C standard solution /
VD-CnexTp UCNBITYEMOTO PACTBOPA J0/IKEH
COOTBETCTBOBATE Y P-cnekTpy cTaHIapTHOTO
pacteopa untoxpoma

Retention time of the main peak on the
chromatogram of the sample solution must
correspond with retention time of the main peak on
the chromatogram of the adenosine reference
solution £ 5 % /

Bpems yaepsxuBanms OCHOBHOIO TIMKA HA
XpOMATOrPaMME HCTTLITY €MOE0 PACTBOPA JA0JIKHO
COOTBETCTBOBATH BPEMEHH ¥ ICPHCHBAHMUS
OCHOBHOI'O NMHKA KA XPOMATOrpaMMe CTaHAAPTHOTO
pacTropa aaeH03uMHa B npejlenax = 5 %

Retention time of the main peak on the
chrematogram of the sample solution must
correspond with retention time of the main peak on
the chromatogram of the nicotinamide reference
solution + 5 % /

Bpems yjepxuvsaHus OCHOBHOTO IIHKA HA
XpOMATOrpaMMe HCNLITYEMOU0 PACTBOPA AOIKHO
COOTRETCTBOBATH RPEMEHH Y ASPHHBAHNA
OCHOBHOTO MTHKA HA XPOMATOrpamMMe CTAHAAPTHOTO
pacTBOPpa HEKOTHHAMKAA B [ipegesiax £ 5 %
Retention times of benzalkonium chloride
homologues C12, C14 and C16 on the
chromatogram of the sample solution must
correspond with retention times of the same peaks
on the chromatogram of the benzalkonium chloride
reference solution = 5 % /

BpeMiica y.iepauBaHHA THKOB TOMOIOTOB
Gewsanonua xnopuaa C12, C14 u C16 va
XPOMATOTPaMME HCIIBITY EMOIO PACTBOPA AOMXKHDI
COOTBETCTBOBATL BPEMEHAM Y ACPKHBAHHA TAKHX
XE IHKOB HA XPOMATOTPAMME CTAHAAPTHOTC
pacTeopa GEH3AIKOHKSA XJIOPWAA B npenenax = 5 %
Product must be clear /

[Tpevapat 10.0%eH ObITh NPO3PAYHBIM

2 100

TMosoxuTenLHan

Positive/
TonoxuTebHas

Positive/
TTonoxuTenbHAS

Positive/
[TonoxkuTenbHas

Product is clear/
[penapar
Mpo3payuHbli

103 %
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Product/ [1penapar OFTAN CATACHROM, EYE DROPS, 10 ML/
ODTAH KATAXPOM, KAILIH [TAZHBIE, 10 ma

Product Code/ Koa npenapata 31095

Batch No./ Homep cepun 3434331

Date of manufacturing/ 06/2025

Jlara npou3BoacTRa

Date of Analysis/ Jlata aHanusa  07/2025

Date of Expiry/ Cpok roanocty  06/2028

Test/ [Mokazarean Requirements/ Hopmbi Results/ Units/
Pesynorarel  EasHMubLL

H3MepeH st

pH 50-73 7.0

Osmolality / OcmonaneHocts 270 - 350 310 mOsm/kg
MOcM/Kr

Mechanical impurities / Visible particles must not be present during visual  Complies/

Mexanu4ecKHe BKMoueHHs  inspection / CoorseTcTBYET

BuAuMBIC BKAOUEHHA NPH BAIYAILHOM OCMOTPE
JOKHb! OTCYTCTBOBATL

Related substances / HPLC/ <1 0.06 %
Adenosine /

PojICTBEHHBIE HIPUMECH /

BYKX / AneHo3uH

Related substances / HPLC/ <1 0.07 %

Nicotinamide /
PoactBCHHbIE EPUMECH /

B KX / HukoTHHaMHA

Assay/ UV-spectrophotometry 0,608 - 0,743 0,689 mg/ml
/ Cytochrome C/ MI7MA
KomuecTaennoe

onpenenenue / Y ®-

cnekTpodoTOMETpHA

/Muroxpom C

Assay / HPLC / Adenosine /  1,8-2.2 2.0 mg/ml
KomuecTREHHOE Mr/min
onpeaenene / BOXX /

AZlEHO3HH

Assay / HPLC / Nicotinamide/ 18,0 - 22,0 20.2 mg/mi
Konnuectaentoe M/t
onpexenerne / BOWX /

HukoTHHAMHT

Assay / HPLC / Benzalkonium 0,030 - 0,044 0,042 mg/ml
chloride / MI/MIT

KonnuecTBeHHoe
onpeaenedne / BYKX/
heH3a, IKOHHS XI0pHL

Sterility/ CTepHILHOCTE Must be sterile / Sterile/
JlomkeH ObITh CTEPHABHBIM CrepuanHbIA
pacTBop

BLOQ/HITKO = Below Limit of Quantitation/ Hrke npeaena KoAHHECTBEHHOIO ONPE/IETCHHA
ND/HO = Not Detected/ He obrapy keio
RRT/OBY = Relative Retentiont Time/ OTHOCHTE/NILHOE BPEMS ¥ ACPHKHBAHHA



CERTIFICATE OF ANALYSIS/ Page 3/3

CEPTH®HUKAT AHAJIU3A Crpanuua 3/3
Product/ Ipenapan OFTAN CATACHROM, EYE DROPS, 10 ML/
O®TAH KATAXPOM, KAILTH I'NTA3HBIE, 10 ma
Product Code/ Kot npenapara 31095
Batch No./ Homep cepun 3434331
Date of manufacturing/ 06/2025

Jlara npoussojacrsa
Date of Analysis/ Jlara ananmza  07/2023
Date of Expiry/ Cpok rogsoctd  06/2028

I hereby certify that the above-mentioned batch was produced and quality control tested in accordance with the
approved master formulae, process instructions and quality control test methods. The batch documentation and the
analysis records were reviewed and found to be in full compliance with the relevant current GMP requirements and
conditions set out in the Marketing Authorization issued by the appropriate Regulatory Authority. No deviations or
occurrences which may have an influence on the product quality were noted.

Hactosuimv  NOATBEPKAQID. UYTO YKA3aHHas BbILE CEPHA NPOM3BEACHA. H KOHTPOJIbh Ka4ecTBad [IPOBCIACH B
COOTBETCTBHH ¢ JOKYMCHTALMCH HA CEPHIO. TCXHOJOIMCH HPOM3IBOJACTBA M METOJMKAMH KOHTPOJS KauecTsa.
JIOKYMEHTALMs Hd CCPHIO W KYPHIbl NPOBCACHHS HCIBITAHHH 11POBEPEHBl M IIOJHOCTB)  COOTBETCTBY HOT
ACHCTBYHOIMM TpeDoBanusmM GMP M yCIOBHAM, H3JI0KEHHBIM B PErHCTPALHOHHOM YIOCTOBEPEHHH, BbUIAHHOM
COOTBETCTBYIOLIMM PEIYJISTOPHRIM opraioM. HUKakuX OTKIOHEHHH WK NPOHCIICCTBUH. KOTOPBIE MOTYT HOBJIMSTE
HA KQUeCTBO 1pelapata, 0TMEYEHO He OBLTO.

Santen Oy, Tampere/ Tamnepe
30 Mar 2026 / 30 map 2026

e e e .

VO - VU N ~o
'I‘ar_ia‘?umfinen
Product Quality Lead. Qualified Person/
Beayuiuii cneinaiucT no KauecTBy 1POJLY KLHH,
YHOJHOMOYEHHOE JIHLLO



OFTAN CATACHROM Batch 3434331 (reference to Certificate of Analysis dated 30.03.2026)

Od1an Karaxpom Cepun 3434331 {cchinka Ha ceptudmukaT ananusa or 30.03.2026)

{mporting country / Ctpana Beosa:

Russia / Poccuna

Marketing Authorisation of importing country /

PezucmpauuorHtoe ydocmosepeHue Cmpatsl 68034.

N NO15553/01 ot 28.05.2009

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepun u npoussodumens gapmavesmudeckoi
cybcmanyuu:

Cytochrome C / Liutoxpom C

Batch / Cepuna: DCY240703

Manufacturing site / MNpoussogutens:

Linyi Dongcheng Dongyuan Biclogical Engineering Co., Ltd. /
Nunby fdynusd OyHioans Baitonogpuukan SHmuHnpunr Ko. flta,
Industrial Park, Yinan Country, Linyi, Shandong, 276300, China
Nicotinamide / HukoTMHamupg,

Batch / Cepua: OP12408011

Manufacturing site / NpounseoanTens:

Lonza Guangzhou Nansha Ltd / Nlonsa lN'yanuwoy Harbwa fitg
Adenosine / AfeHo3un

Batch / Cepma: 01070223

Manufacturing site / MpoussoguTtens:

FARMAK a.s / ®apman a.o.

Na Vicinci 16/3, 771 17 Olomoug, Klasterni Hradisko, Czech
Republic

Name and address of bulk manufacturing site /
Hazeanue u adpec npuzaodcmea 20Moeoil
nexapcmaerHoll hopmei:

NextPharma Oy, Finland / AQ Hekct@apma, PuHAAHAUA
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Hassarue u adpec nnowadku, omeevgiowel 30
YIAaKO8KY:

Primary Packaging site / NMaowaaKa NepBUYHOI YNaKOBKK:
NextPharma Oy, Finland / AQ HekcT®apma, PuHAAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / NA0WaAKa BTOPUHHOW YNAKOBKK:

Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /
MawydaruyprHr Nexkuakny Papmara (MNP} b.B., Huaepnanab
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hassarue u adpec npouzsodumens (Bbinycrawouiuii
KOHMPOAL Ka4ecmaa):

Santen Oy, Finland / AO CaHTaH, ®uHnsHANA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
dopma BuINYCKa

Eye drops (bottle) 10 ml x 1 {carton pack)
Kanaw raasHste (daaxon} 10 ma x 1 {nauka KapToHKaA)

Stability period / Cpok 20droCcmu:

3 years. After bottle opening - 1 month /
3 roga. Nocne BckpsiTHA dnakoHa 1 mecaAl,

Storage conditions / Ycno8us xpaHeHuR:

Keep at the temperature 2-8°C /
XpaHuTb npu Temnepatype o1 2 ao 8°C

Label code / Koa 3TUKETKM P110600011808

Carton code / Kog nayky KapTOHHOMW P101100012479

Leaflet code / Koa UMIT P090800012478
Page/CTpanuua
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OFTAN CATACHROM Batch 3434331 (reference to Certificate of Analysis dated 30.03.2026)

Odran Kataxpom Cepua 3434331 (ccbinka Ha ceptudukaT aHanmsa ot 30.03.2026)

Test/ NMokasatenb

Requirements/ Hopmbi

Results/ PesynbTatbi

Packaging / 10 ml in polyethylene bottle with dropper and 10 mlin polyethylene bottle with dropper and
Y¥nakoska: screwing cap. Bottle with instructions for medical screwing cap. Bottle with instructions for medical
use is inserted into cardboard box. / use is in a cardboard box. /

Mo 10 mn B NONMITUNEHOBBIW GNAKOH, CO Mo 10 mn B NONUITUNEHOBLIA PNAKOH, CO
BCTPOEHHOW KanenbHULER C HaBMHYMBAOWENCA BCTPOEHHOW KaneNbHWLEN ¢ HAaBUHYMBAOLLECA
KPbIWKOK. ®NaKOH C MHCTPYKUMEN NO KPbILWKOMK. PNAKOH C MHCTPYKLUMEN MO
NPUMEHEHWIO NOMELLAT B KAPTOHHY K na4ky. NMPUMEHEHMIO NOMELLEH B KAPTOHHYH Nauvky.
Labelling / The following information is indicated on the label | The following information is present on the label
Mapkuposka: of the bottle in the Russian language: trade name | of the bottle in the Russian language: trade name

of the preparation with trade mark®, dosage form,
group name, volume of the product in ml, batch
number, expiry date, “Sterile”, name and country
of manufacturing company, “Santen” logo,
internal code(s).

The following information is indicated on the

| number, expiry date, “Sterile”, name and country

of the preparation with trade mark®, dosage form,
group name, volume of the product in ml, batch

of manufacturing company, “Santen” logo,
internal codes.
The following information is present on the carton

carton in the Russian language: trade name of the
preparation with trade mark®, group name,
dosage form, content of product with names and
quantity and list of other excipients, volume of the
product in ml, batch number (batch number
formation of the finished product: the batch
number assigned to the 'in bulk’ product on the
primary packaging may be supplemented by
characters (letters or numbers) additionally
assigned to the intermediate/secondary
packaging. In this way, the batch number given on
the intermediate/secondary packaging may be
several characters longer than the batch number
given on the primary packaging), manufacturing
date, expiry date, “Method of application and
dosage: see accompanying instruction inside the
package”, prescription status , storage conditions,
“Sterile.”, “Use within one month after opening
the bottle”, “Keep out of reach of children”, name
and country of manufacturing company, “Santen”
logo, bar-code, number of registration certificate,
internal code(s).

Additionally, there may be identification means
(I1S) for monitoring the movement of drugs (2D
matrix code, global identification number "GTIN",
individual serial number "SN"). On all components
of the package can be factory production
technology codes and technical details. The
location and color of the IS, process codes and
production parts may vary depending on the
technological features of the production. Color
shades of packaging layouts may differ from those
on commercial packaging, as they depend on the
technical characteristics of the printers. /

Ha atukeTke dnakoHa Ha PYCCKOM A3blke
YKa3bIBAKOT: TOProBOe HAMMEHOBaHWE Npenapara
npeaynpeanTeNbHOW MapKUPOBKOM ©,

- of manufacturing company, “Santen” logo, bar-
| code, number of registration certificate, internal

in the Russian language: trade name of the
preparation with trade mark®, group name,
dosage form, content of product with names and
quantity and list of other excipients, volume of the
product in ml, batch number, manufacturing date,
expiry date, “Method of application and dosage:
see accompanying instruction inside the package”,
prescription status, storage conditions, “Sterile.”,
“Use within one month after opening the bottle”,
“Keep out of reach of children”, name and country

codes.

Additionally, there are identification means (IS) for
monitoring the movement of drugs (2D matrix
code, global identification number "GTIN",
individual serial number "SN"). On all components
of the package there are factory production
technology codes and technical details. /

Ha aTukeTke bnakoHa Ha PYCCKOM A3bIKE YKa3aHOo:
TOpProBoe HaMMeHOBaHWe npenapara c
npeaynpeauTencHOW MapKMpoBKOn ®,

Page/Crpanuua
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OFTAN CATACHROM Batch 3434331 (reference to Certificate of Analysis dated 30.03.2026)

Odran Kataxpom Cepua 3434331 (ccbinka Ha ceptudmraT aHanu3sa ot 30.03.2026)

neKkapcTBeHHy Gopmy, rpynnuposoYHoe
HaumeHoBaHuWe, o6bem npenapara 8 M1, HOMep
Cepuu, 4aTa OKOHYaHUA CPOKa rOAHOCTH,
«CTepubHO», Ha3BaHME W CTPAHY GUPMbI-
npouseoauTens, norotun pupmel «Santen»,
BHYTPEHHWA KoA( bl).

Ha KapTOHHOW Na4yKke Ha DYCCKOM A3bIKe
YKa3bIBAIKOT: TOPrOBOE HaMMEHOBaHWe Npenapara ¢
npeaynpeauTenbHON MapKUpoBKon ®,
rpyNnNUpPOBOYHOE HAMMEHOBAHWE, NIEKAPCTBEHHY
dopmy, cocTas npenapaTa ¢ yKa3aHWMem Ha3BaHuA
1 KONMYECTBA aKTUBHbIX BELWECTB 1 NEPEYHA
BCMOMOraTebHbiX BelecTs, o6bem npenapara B
M1, Homep cepun (PopmMUpoBaHME ceprm
rOTOBOFO NPOAYKTA: K HOMEPY CEepUM,
NPUCBOBHHOMY NPOAYKTY «in balk» 1 ykazaHHOMY
Ha NepPBUYHOM yNaKoBKe, MoryT 406aBNATLCA
CUMBONbI (BYKBBI MK LMPPbI), AONOAHUTENBHO
NPUCBOEHHbLIE ANA MTPOMEKYTOYHOW/BTOPUYHON
ynakosku. Takum obpasom, Homep cepuiu,
YKa3aHHOW Ha MPOMEXYTO4HOW,/ BTOPUYHOM
YMNaKoBKe MOMeT BbITh Ha HECKO/IbKO CUMBO/OB
AJIMHHEE HOMEpa Cepuu, YKa3aHHOro Ha
nepBUYHOW yNaKoBKe), AaTy M3roToBNEHUA, AaTy
OKOHYaHMWA CPOKa roaHocTu, «Cnocob
NMPUMEHEHUA 1 A03bl: CM. NpUAAraemyro
WHCTPYKLMIO BHYTPW YNaKOBKW.», YCI0BMUSA
OTNYCKa, YC/IOBMA XPaHEHMUA, CNOCOb NPUMEHEHMUS,
«CrepunibHO.», «Mcnonb3oBaTh B TeyeHue 1 mec.
nocne BCKpbITUA GNaKkoHa.», «XpaHWUTL B
HeAOCTYNHOM ANA AeTel MecTe.», Ha3BaHWe U
cTpaHy GUPMbI-NPOU3BOAUTENS, 1OTOTUN GUPMBI
«Santen», WTPUX-KOA, HOMEP PErucTPaLUOHHOro
YAOCTOBEPEHMA, BHYTPEHHUIA KOA( bi).
JonoNnHUTEeNbHO MOTyT NPUCYTCTBOBATbL CPE/ICTBa
naeHTudukaumm (CU) gna MoOHMTOPMHTa
ABUMEHWA NEKAPCTBEHHbIX Npenapartos
(aByXmepHbIA MaTpUYHBIA Koa, robanbHbii
MAEHTUOUKALUMOHHBLIA HOMep «GTIN»,
MHAMBWAYANbHbIA CepuiAHbIA Homep «SN»). Ha
BCEX KOMMOHEHTAX YNaKoBKW MOTyT
NPUCYTCTBOBaTb 3aBOACKME TEXHONOTUYECKUE
KOAbl U MPOW3BOACTBEHHbLIE TEXHUUYECKUE AeTanu.
MecTo pacnonoxeHuna u upet CH,
TEXHONIOTMYECKWUX KOLOB U NPOM3BOACTBEHHbIX
OETanen MOKeT MEHATLCA B 3aBUCUMOCTH OT
TEXHONOrMYeCcKUx ocobeHHOCTen NPOU3BOACTBRA.
LilBeToBbIE OTTEHKU MaKEeTOB YyNaKoBOK MOTYT
OT/IN4ATLCA OT TAKOBBIX HA KOMMEPYECKON
YMaKoBKE, TaK Kak 3aBUCAT OT TEXHUYECKMX
XapaKTePUCTUK NMPUHTEPOB.

neKkapcreeHHan Gopma, rpynnupoBoyHoe
HaumeHoBaHuWe, 06bem npenapaTa B M1, HOMEpP
cepuu, Aata OKOHYaHWA CPOKa rOAHOCTH,
«CTepubHO», Ha3BaHWE U CTpaHa Grpmbl-
npou3BoaMTeNs, norotun Gpupmel «Santen»,
BHYTPEHHWH KOABI.

| Ha KAPTOHHOW Na4YKe Ha PYCCKOM A3bIKE YKa3aHo:

TOProBOE HaMMEHOBaHWE Npenapara ¢
npeaynpeauTenbHOM MapKUpoBKoi @,
rpynnupoBOYHOE HAMMEHOBaHWe, IeKapCTBeHHan
¢bopma, cocTae npenapara ¢ yKasaHWem Ha3BaHUA
N KONIMHYECTBA aKTUBHbIX BELLECTB U NepeyHs
BCMOMOraTe/bHbIX BellecTs, 06bem npenapara 8

| M, HOMep cepwu, Aata M3roTOBNEHUA, AaTa

OKOHYaHWA cpoKa rogHocTH, «Cnocob
NPUMEHEHMA U [03bl: CM. NPUAAraemyto

MHCTPYKUMIO BHYTPW YNAKOBKU.», YCIOBUA
| OTNyCKa, YCN0BUA XpaHeHWsa, cnocob npumeHeHus,

«CtepunbHo.», «Mcnonb3oBath B TeyeHue 1 mec.
nocne BCKPbITUA GNaKoHA.», «XpaHuTb B
HeZlOCTYNHOM ANA AeTel mecTe.», Ha3BaHue U
cTpaHa GUpMbI-NPOU3BOAUTENSA, NOTOTUN GUPMBI
«Santen», WTpUX-KOA, HOMEP PerucTpaLnoHHOro
YAOCTOBEPEHUSA, BHYTPEHHWUI KOab.

L0oNoNHUTENbHO NPUCYTCTBYIOT CPeACTBa
naeHTudukaumm (CH) ana MOHUTOPUHIA
ABUMMKEHWUA IEKAPCTBEHHbIX NPEnapaTos
(oBYXMEPHbBIA MaTPUUYHbIA Koa, ThobanbHbIA
MAEHTUMKALMOHHBIA Homep «GTIN»,
MHAMBUAYANbHbIVW CEPUItHbIM Homep «SN»). Ha
BCEX KOMMOHEHTaX YMakoBKKW NPUCYTCTBYIOT
33aBOACKME TEXHONOTMHYECKME KOAb! W
NPOMU3BOACTBEHHbLIE TEXHUYECKME AeTanu.

=
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OFTAN CATACHROM Batch 3434331 (reference to Certificate of Analysis dated 30.03.2026)

OdraH Kataxpom Cepusa 3434331 (ccbinka Ha cepTuduKaT aHanusa ot 30.03.2026)

Quality of the product is compliant with normative documentation Tl N015553/01-280509 with changes No2-9 /
KauecTBO npenapaTa cooTBeTCTBYeT TpeGoBaHMAM HOPMATUBHOMK AOKYMeHTaL M I N015553/01- 280509 ¢ nam. Ne2-9

Date/fara 30.03.2026

o .
Signature/Moannce: | A v VLA~ Seal/Meyatb

L‘
Tarja Tuovinen
Qualified person
Santen Oy

Page/Crpanuua
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