$anten

Product/ [Iperapar

Product Code/ Koa npenapara
Batch No./ Hosmep cepuu

Date of manufacturing/

Jara npoussoacrsa

Date of Analysis/ Jlata anannsa

Date of Expiry/ Cpok roaHocTH

Test/ Mokazarenn

Appearance / Onncunne

Identification / UV-
spectrophotometry /
Cytochrome C /
Moanusuocrs / YP-
cnexTpodotoMeTpus /
IluToxpomM C
\dentification / HPLC /
Adenosine /
Noa:muniocT / BAX /
AJICHOIHH

Identification / HPLC /
Nicotinamide /
loaanunocers / BOWX /
HuicoTnnammi

Identification / HPLC /
Benzalkonium chloride /
HoaamupoeTs / B7YKX /
BensaikoHHs XI0PHL

Clarity / [lpospasrocthb

Dispensable volume /
HoMuHaIbHBIA 00LEM

CERTIFICATE OF ANALYSIS/
CEPTHOHKAT AHAJIH3A

OFTAN CATACHROM, EYE DROPS, 10 ML/
O®TAH KATAXPOM, KAILTH I'JTA3HBIE, 10 ma

31095

3519051
09/2025

10/2025
09/2028

Requirements/ Hopmbs

Clear, red solution/
IMpo3paunelii pacTBOP KPacHOro UBETa

UV-spectrum of test solution must correspond with
UV-spectrum of cytochrome C standard solution /
Y®-criekTp HCIILITYEMOPO PACTBOPA A0IDKEH
COOTBETCTBOBATL YM-CNEKTPY CTAHAAPTHOIO
pacteopa uvToxpoma C

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 yACpXHBaHHA OCHOBHOMO MHKA HA
XPOMATOrpPaMMe HCIBITYEMOTO PACTBOPA AOMKHO
COOTBETCTEOBATL BPEMEHH YACPKHBAHNA
OCHOBHOTO NIHKa Ha XPOMATOTPAMME CTAHAAPTHOrO
PacTBOpPA aACHO3HHA B Npeaenax = 5 %

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

Bpems y1epaHBatns OCHOBHOTO MUKA HA
XPOMATOrpaMMe HCITRITY EMOT0 PAcTBOpa A0IKHO
COOTBETCTROBATH RPEMEHH YIEPKHBAHHA
OCHOBHOTO TTHKA HA XPOMATOrpaMMe CTaHIapTHOro
PacTBOpPA HIHKOTHHAMKIE B Npenenax = 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 %/

BpemHea y1epKHBAHMA TIKKOB rOMOJIONOB
Gersankouns xnopuaa C12, C14 v C16 na
XPOMATOUPAMME HCITBITYEMOIC PACTBOPA AOMKHB
COOTBETCTBOBATh BPEMCHAM YJEDHHBAHHUA TAKHX
e TTHKOB HA XPOMATOTPaMMe CTAHAAPTHOTO
pacTaOpa GensankoHUs XN0pHaa B npeaenax = 5 %
Product must be clear /

lipenapat RomxeH ObITe NPEIPAUHBLIM

= 100
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Results/ Units/
Pe3yabTaThi Eandnaust
HIMEPEHUSA
Clear, red
solution/
[po3paunbii
pacTsop
KpPacHOI0 1BeTa
Positive/

TTojaoxMTEAbHAR

Positive/
ToaowuTebHAA

Positive/
[MonoxuTENLHAS

Positive/
[TosoxuTensHan

Product is clear/
TTpenapar
[pO3paUHbLH

103 %



$anten

Product/ Tlpenapar

Product Code/ Koa npenapara

Baich No./ Homep cepun

Date of manufacturing/

Jlata npousBoucTea

Date of Analysis/ Jdata ananusa
Date of Expiry/ Cpox roanoctit

Test/ Hoxkalatens

ptl

Osmolality / OcMoaanEHOCTE

Mechanical impurities /
MexanHUueckHe BRAKHEHHS

CERTIFICATE OF ANALYSIS/ Page 2/3
CEPTHO®HKAT AHATH3A Crpainua 2/3

OFTAN CATACHROM, EYE DROPS, 10 ML /
OPTAH KATAXPOM, KATUIH I'JIA3ZHBIE, 18 Ma

31095
3519051
09/2025
10/2025
09/2028
Requirements/ Hopmsi Results/ Units/
Pe3yasTarhbl Emmnunnt
H3MepeHHs
50-75 7.0
270 - 350 309 mQOsm/kg
mMOem/kr

Visible particles must not be present during visual Complies/
inspection / CooTBeTeTBY ST
BuauMbie BRIOUEHHA PR BH3YAIILHOM OCMOTpE

JIOSDKHBI OTCYTCTBOBATH

Related substances / HPLC /
Adenosine /

PoacTBeHHbIE IPAMECH /
BOMX / AneHosuH

Related substances / HPL.C /
Nicotinamide /
Poncreennbie npuMeck /
BOXX / HukoTHHaMHA,

<1 0.07 %

<l 0.07 %

Assay/ UV-spectrophotometry 0,608 - 0,743 0,685 mg/ml

{ Cytochrome C/
KoanuecTBenHoe
onpeaencHue / Y-
CLEKTPOPOTOMETPHS
/Uuroxpom C

Assay / HPLC / Adenosine /
KoumuecrseHnoe
onpeaenenue / BOXX /
AjeHo3uH

Assay / HPLC / Nicotinamide/
KosnuecteeHnoe
onpeneaeHne / BIXX /
HukoTnramun

MI/MA

1.8-2.2 2.0 mg/m}

MIYMJT

18,0-220 201 mg/ml
MIYML

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

chloride /
KoilnuecTaentoe
onpeaeaeHne / BOXX /
BeH3aIKOHHS XA0PHI

MM

Sterility/ CrepubHOCTS Must be sterile / Sterile/
JlomieH ObITh CTEPHIIBHBIM CTepunbhibli

pacTsop

BLOQ/HIIKO = Below Limit of Quantilation/ Hiske npeaena KoJHYECTBEHHOIO ONPEICCHHA
ND/HO = Not Detected/ He obnapyxeno

RRT/OBY = Relative Ret

ention Time/ OTHOCHTCILHOE BPEMS Y ICPKHBAHUS
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Product/ lpenapat OFTAN CATACHROM, EYE DROPS, 10 ML/
O®TAH KATAXPOM, KAILJIHU I'/TA3HBIE, 10 ma

Product Code/ Ko,1 npenapara 31095

Batch No./ Homep cepuu 3519051

Date ol manufacturing/ 09/2025

Hara npoussoicrsa

Date of Analysis/ Jlara anaamsza  10/2025

Date of Expiry/ Cpok roanocti  09/2028

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 sct 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.

Hacrosiiuuy  noATsepacialo, 4To yKasaHHas Bbille CEPHUS MPOM3BEICHA, M KOHTPOJL KAUECTBA [POBEIEH B
COOTBCTCTBHH € JOKYMCHTAIMEHR HA CEPHIO, TCXHOIOIMEH [POM3BOACTBA M METOAMKAMHM KOHTPOJIS KadecTsa.
JloKyMeHTanus Ha CCpHIO M KYPHAIbI HPOBCACHHS HMCHBITAHHI TIPOBCPEHLI H  [OIHOCTBIO COOTBETCTBY K
JAeHCTBYIOmHM TpeOoBaHUIM GMP K YCIOBUAM, H3JIOKCHHBIM B PErMCTPALMOUHOM YIOCTOBCPCHHM, BbIIAHHOM
COOTBCTCTBYIONIMM PErY.IATOPHBIM OpraHoM. HUKaKMX OTKJIOHEHHH WIH MPOMCLICCTBHHE, KOTOPLIC MOTYT NOBAUATD
HA KA4eCTBO Mpenapara, 0TMedeto He Obiio.

Santen Oy, Tampere/ Tamnepe
09 FFeb 2026 / 09 DeB 2026 1

I '

Jaq « 3 wovye —
Tarja Tuovinen
Product Quality Lead, Qualified Person/
Beaymuii cnemuanict no Kka4yecTsy npogyKInm,
YH0AHOMOUEHHOE JTHIL0



OFTAN CATACHROM Batch 3519051 (reference to Certificate of Analysis dated 09.02.2026)

O¢ran Kataxpom Cepusa 3519051 (ccbinka Ha ceptudukar aHanusa or 09.02.2026)

Importing country / CTpaHa BBo3a:

Russia / Poccua

Marketing Authorisation of importing country /

PezucmpauuoHHoe ydocmosepeHue CimpaHbl 66030:

N N015553/01 ot 28.05.2009

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npouzsodumens hapmayesmuyeckol
cybcmanyuu:

Cytochrome C / Liutoxpom C

Batch / Cepua: DCY241102

Manufacturing site / MpownssoguTens:

Linyi Dongcheng Dongyuan Biological Engineering Co., Ltd. /

Nicotinamide / HuKoTUHamuA,
Batch / Cepws: OP12408011
Manufacturing site / Mpon3soguTens:

~

Adenosine / AgeHo3uH

Batch / Cepwa: 02041023

Manufacturing site / lMpoussoauTens:

FARMAK a.s / ®apmak a.o.

Na Vlcinci 16/3, 771 17 Olomouc, Klasterni Hradisko, Czech
Republic

Lonza Guangzhou Nansha Ltd / /loHsa lNyaHwxoy HaHbwa /ita

NuHbK [lyHuaH [yHioaHs batonogxmkan IHmurmpunr Ko. JIta,
Industrial Park, Yinan Country, Linyi, Shandong, 276300, China

Name and address of bulk manufacturing site /
HazeaHue u adpec npusgodcmea 2omogol
nekapcmeeHHol hopmoi:

NextPharma Oy, Finland / AO Hexéﬂbapma, DUHNAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
HassaHue u adpec naoujadku, omeedarowel 3a
YIAKOBKY:

Primary Packaging site / NnowaaKa nepeMYHON YNaKoBKU:

NextPharma Oy, Finland / AO Hekct®apma, ®uHAAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

Neptunus 12, 8448 CN Heerenveen, the Netherlands

Secondary Packaging site / MnowazaKa BTOPMYHONA YNAKOBKM:

Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /
MarydakuypuHr MexkuaxuH Gapmaka (MMN®) B.B., Huaepnarnapl

Name and address of release site /
HazsaHue u adpec npoussodumens (Boinyckarouquii
KOHMPO/b KA4ecmaea):

Santen Oy, Finland / AO CanTaH, PuHnaHAKA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
dopma Bbinycka

Eye drops (bottle) 10 ml x 1 (carton pack)
Kanau rnasHbie (pnakoH) 10 ma x 1 (nauxa kapToHHas)

Stability period / Cpok 2odHocmu:

3 years. After bottle opening - 1 month /
3 ropa. Nocne BCKpbiTUa GrakoHa 1 mecay

Storage conditions / Yciosus xpaHeHus:

Keep at the temperature 2-8°C /
XpaHWTb npu Temnepatype ot 2 ao 8°C

1/4

| Label code / Kop stvketkn P110600011808 ]

Carton code / Ko nauku KapTOHHOW P101100012479 - |

Leaflet code / Koa M P090800012478 B
Page/CrpaHunua



OFTAN CATACHROM Batch 3519051 (reference to Certificate of Analysis dated 09.02.2026)

OdraH Kataxpom Cepua 3519051 (ccbinka Ha cepTudmKat aHanmsa ot 09.02.2026)

Test/ Nokasatenb

Requirements/ Hopmbi

Results/ PesynbTatol

Packaging / 10 ml in polyethylene bottle with dropper and 10 ml in polyethylene bottle with dropper and
Ynaxoska: 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 NOAMSTUNEHOBLIN GNAKOH, CO Mo 10 mn B NOAU3ITUAEHOBbIA GNaKkoH, co
BCTPOEHHOM KanenbHWLEen ¢ HaBUHYMBAIOWENCA BCTPOEHHOM KanenbHULEH C HABMHUYMBAIOLLENCA
KPbILWKOW. PNAKOH C UHCTPYKLUMEN No KPbIWKOMW. PNAKOH C MHCTPYKLMEN No
) NPUMEHEHWIO NOMELLAIOT B KAPTOHHYIO NaykKy. | MpUMEHeHWI0 NOMELLEH B KAPTOHHYHO NauKy.
i Eﬁgﬁing/ 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

| group name, volume of the product in ml, batch

of the preparation with trade mark®, dosage form, |

number, expiry date, “Sterile”, name and country
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
(1) 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 3TukeTke GpnakoHa Ha PYCCKOM A3bIKe
YKa3bIBaOT: TOPrOBOE HAMMEHOBAHMWE Npenapara ¢
npeaynpeanTenbHOM MapKUMPOBKOM ®,

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”, 5‘
“Keep out of reach of children”, name and country |

- of manufacturing company, “Santen” logo, bar-

' codes.

code, number of registration certificate, internal

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 3TukeTke dh/1aKoOHA Ha PYCCKOM A3bIKE YKa3aHO:

| TOprosoe HavMMeHoBaHMe npenapara ¢
| npeaynpeanTenbHOW MapKUpoBKOW ©,

Page/CrpaHuua
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OFTAN CATACHROM Batch 3519051 (reference to Certificate of Analysis dated 09.02.2026)

Odran Kataxpom Cepusa 3519051 (ccbinka Ha ceptudukar aHanmsa ot 09.02.2026)

NexkapcTBeHHyo Gopmy, rpynnyMpoBoYHoe
HaumeHoBaHWe, 06bem npenapara B MA, HOMep
cepvn, 4aTa OKOHYaHWA CPOKa ro4HOCTH,
«CTepuabHO», HasBaHWe W CTpaHy GUpMbl-
npoussoauTens, norotun ¢pupmel «Santen»,
BHYTPEHHWI KoA( bi).

Ha KapTOHHOWM Na4yKe Ha PYCCKOM A3bIKe
YKa3bIBAKOT: TOProBOe HAMMEHOBaHKWeE Npenapara ¢
npeaynpeauTenbHON MapKUpPoBKOM ©,
rpynNUPOBOYHOE HAMMEHOBAHME, IEKAPCTBEHHYIO
dopmy, cocTas npenaparTa € ykasaHMem Ha3BaHuA
W KO/IMYECTBA aKTUBHbIX BELLECTB W NepeYHs
BCNOMOraTe/ZibHbiX BewecTs, QGBEM npenapa'ra B
M, HOMEp cepum (GoOpMMpOBaHUE CepUm
roTOBOro NPOAYKTA: K HOMEpY Cepuu,
NpUMCBOEHHOMY NPOAYKTY «in balk» 1 ykazaHHomy
Ha NepBUYHON YNaKoBKe, MoryT AobaBaaTeca
CUMBO/bI (BYKBbI MK LUPbLI), 4ONONHUTENBHO
NPUCBOEHHbIE A1 MPOMENKYTOYHOMU/BTOPUYHON
yNakosKu. Takum obpasom, Homep cepuu,
YKa3aHHOMW Ha NMPOMEMKYTOUHOWM/ BTOPUUHOM
YyNaKkoBKe MOKeT BbiTb Ha HECKO/IbKO CUMBO/IOB
ONMHHEE HOMEPa CEPUM, YKa3aHHOTo Ha
NepBuYHON YNAaKOBKe), 4aTy U3rOTOBNEHUA, AaATY
OKOHYaHWA cpoKa rogHocTH, «Cnocob
NPUMEHEHWA 1 A03bl: CM. NpUAaraemyio
WHCTPYKLMIO BHYTPU YNaKOBKKU.», YCNOBUA
OTNYCKa, YCI0BMA XPaHEHWA, CNocob NpUMEHeHHs, |
«CTepuneHO.», «Mcnonb3oBaTh B TedyeHue 1 mec. '
nocne BCKPbITUA GNakoHa.», «XpaHuTb B
HeJOCTYNHOM A8 AETEW MECTE.», HazBaHMe U
cTpaHy GMPMbI-NPOMU3BOANUTENS, NOTOTUN GUPMbI
«Santen», WTPUX-KOA, HOMEP PETUCTPALLMOHHOTO
yOOCTOBEPEHUA, BHYTPEHHMI Koa( bi).
JononHUTENBHO MOTYT NPUCYTCTBOBATL CPEACTBa
naeHTudukaumm (CK) 4NA MOHUTOPUHTA
ABUKEHUA IEKAPCTBEHHbIX NPEnapaTos
(ABYyXmepHbI MaTPUYHbIN KoA, rnobanbHbIN
MAEHTUOMKALMOHHbIA Homep «GTIN»,
WHAWBWAYaNbHBIW cepuidHbIA Homep «SN»). Ha
BCEX KOMMOHEHTAX YNaKkoBKWU MOTyT
NPUCYTCTBOBATb 3aBOACKME TEXHONOTMYECKHUE
KOAb! ¥ NPOU3BOACTBEHHbIE TEXHUYECKWUE AeTanu.
MecTo pacnonosxeHus u uset CH,
TEXHO/IOTMYECKUX KOL0B M NPOU3BOACTBEHHbIX
AeTane MoXeT MEHATLCA B 3aBUCUMOCTH OT
TEXHO/NIOTMYECKUX 0cOBeHHOCTeH Npon3BOACTEA. &
LiBeToBble OTTEHKM MAKETOB yNaKkoBOK MOryT
OT/IMYATLCA OT TAKOBbIX Ha KOMMEPYECKOWM
YNaKOoBKE, TaK KaK 3aBUCAT OT TEXHUYECKMX
XapaKTepUCTUK NPUHTEPOB.

nekapctseHHas ¢opma, rpynnupoBoYHOe
HaumeHoBaHwe, obbvem npenapara B M/, HOMep
Cepuu, gaTta OKOHYaHWA CPOKa rogHoCTH,
«CTepunbHO», HAa3BaHWe W CTPaHa PUpPMbl-
npou3soauTens, Norotun Gpupmel «Santen»,
BHYTPEHHMI KOAbl.

Ha KapTOHHOW Na4yKe Ha PYCCKOM A3bIKE yKa3aHOo:
TOProgoe HauMeHoBaHWe npenapara c |
npeaynpeauTesbHOM MapKUpoBKon ®, |
rPYNNMPOBOYHOE HAMMEHOBAHWE, NEKaPCTBEHHARA |
¢dopma, cocTas npenaparta € yKasaHWeM Ha3BaHuA
W KONIMYECTBA aKTUBHbIX BELLECTB M NEPEYHA
BCnomoraTenbHbIX sewects, 0bbvem npenapara 8
MJ1, HOMEP CEPWMW, AaTa M3roTOBAEHMA, AaTa
OKOHYAHUA CPOKa rogHocTy, «Cnocob
NPUMEHEHMA U A03bl: CM. NPUAAraemyro
WMHCTPYKLMIO BHYTPW YNAKOBKKM.», YCNOBMA
OTMYCKa, YCIOBUA XpaHeHuA, cnocob npumMeHeHus,
«CtepunbHo.», «cnonb3oBatk B TeueHne 1 mec.
nocne BCKpPbITUA GNAaKoHA.», «XpaHUTb B
HEeAOCTYNHOM ONA AeTeW MecTe.», Ha3BaHMeE U
CTpaHa GUpPMbI-NPOU3BOAMTENA, NOTOTUN GUPMbI
«Santen», WTPUX-KOA, HOMEP PerucTpaLMoHHOro
YZ0CTOBEPEHMA, BHYTPEHHUIA KOABI.

naeHTuouKaumu (CH) ona MOHUTOPUHIa
OBWKEHWUA 1eKapCTBEHHbIX NPenapaTos

LononHUTENBHO NPUCYTCTBYIOT CPeACTBa
(ABYXMepHbIA MaTpUYHBIA KOZ, rnobanbHbli ‘

| MAEHTUOUKALMOHHbIM Homep «GTIN»,

WHAMBUAYANbHbBIA CEPUIAHBIA HOMep «SN»). Ha |
BCEX KOMMOHEHTAX YNaKOBKM NPUCYTCTBYIOT
33BO/ACKUE TEXHONOTMYECKWUE KOAbl U
NPOU3BOACTBEHHbIE TEXHUYECKWUE AeTanu.
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OFTAN CATACHROM Batch 3519051 (reference to Certificate of Analysis dated 09.02.2026)

Odran Kataxpom Cepusa 3519051 (ccbinka Ha cepTUdUKAT aHanmsa ot 09.02.2026)

Quality of the product is compliant with normative documentation I N015553/01-280509 with changes Ne2-9 /

KauyecTso npenapata cOOTBETCTBYeT TpebosaHnaAM HOPMaTUBHOI AoKkymeHTaumu M N015553/01- 280509 ¢ n3m. Ne2-9

Date/fata 09.02.2026

Signature/Moanuce:

~ ~ ¢

‘.] {‘\]\ jL‘Lt\f\"\f ~—
Tarja Tuovinen
CQualified person
Santen Oy
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