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CERTIFICATE OF ANALYSIS/
CEPTHOHKAT AHAJIU3A

$anten

Product/ IMpenapar OFTAN CATACHROM, EYE DROPS, 10 ML /

O®TAH KATAXPOM, KAIIJIU TJIA3BHBIE, 10 mn

Product Code/ Koa npenapara 31095
Batch No./ Homep cepun 3460061
Date of manufacturing/ 08/2025
Jara npou3socTea
Date of Analysis/ Jlata ananuza  09/2025
Date of Expiry/ Cpok rozdoctd  08/2028
Test/ [Toxazarean Requirements/ Hopmni Results/ Units/
PesyanTarss Eauusnnsi
HiMepeHHA
Appearance / Onucanmne Clear, red solution/ Clear, red
HpospadHbiii pacTROP KPACHOIO LBETA solution/
[Tpospausbif
pacTeop
KPACHOI'o LBETA
Identification / UV- UV-spectrum of test solution must correspond with Positive/
spectrophotometry / UV-spectrum of cytochrome C standard solution /  Tlomoxurenbuas
Cytochrome C / Y®O-CrekTp HCILLTYEMOTO pacTBOPa N0KEH
MoanmuHoCTE / Y - COOTBETCTBOBATE Y Q-CNIEKTPY CTAHAAPTHOTO
crnektpodoTomeTpus / pacreopa uxroxpoma C
Llnroxpom C
Identification / HPLC / Retention time of the main peak on the Positive/
Adenosine / chromatogram of the sample solution must [lonoxutensHan
Moammunocets / BXX / correspond with retention time of the main peak on
ANEHO3MH the chromatogram of the adenosine reference
solution =5 %/
BpﬂMﬂ YACPAKHBAHNUA OCHOBHOTO NHKA Ha
XpOMaTOrpaMMe HCILITYEMOO pacTBopa JOJIKHO
COOTBETCTBOBATE BPEMEHH Y AEPHKHBAHAS
OCHOBHOI'O MUK HA XPOMAaTOTPaMMe CTAHAAPTHOTO
PacTBOPA AAEHO3HHA B npeaesax = 5 %
Identification / HPL.C / Retention time of the main peak on the Positive/
Nicotinamide / chromatogram of the sample solution must [MoaoxuTensHas
Homaunnocets / BOHX / correspond with relention time of the main peak on
Hukoranamua the chromatogram of the nicotinamide reference
solution =5 %/
Bpems yaepHBaHHA OCHOBHOTO IAKA HA
XPOMATOIPaMME HCTBITYEMOIC PAcTBOPa AOIKHO
COOTBETCTBOBATE BPEMCHH Y ACPKHBAHHSA
OCHOBHOU'O MHKA HA XPOMATOrpaMMe CTaHJapTHOTO
PACTBOPA HUKOTHHAMMAA B Npedenax = 5 %
Identification / HPLC / Retention times of benzatkonium chloride Positive/
Benzalkonium chloride / homologues C12, C14 and C16 on the HonoxuTenbHan
MNMoanunnocts / BOWX/ chromatogram of the sample solution must
Benzankonns x0pua correspond with retention times of the same peaks
on the chromatogram of the benzalkonium chioride
reference solution + 5 % /
BpeMHea Y IRSRKHBAHHA TTMKOB rOMOJIGTOR
Sensankonus xtopuaa C12, Ci4 u C16 na
XPOMATOrPaMME HCITHITYEMOTO PACTBOPA AOIKHBI
COOTBETCTBOBATL BPEMEHAM Y/ICPKHBAHAA TAKHX
HKE ITHKOB HA XPOMATOrpaMME CTanIapTHOIO
pactsopa GeH3aIKOHHS XJI0pHAA B ipeaenax = 5 %
Clarity / Tpo3pa4HocTs Product must be clear / Product is clear/
Ipenapar soJkeH OblTh NPO3PAYHBIM [penapar
Npo3paYHbIf
Dispensable volume / =100 103 %

HoMuHansHbii 06bem
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Product/ Ipenapar OFTAN CATACHROM, EYE DROPS, 10 ML./
O®TAH KATAXPOM, KAILITH FJIABHBIE, 10 ma

Preduct Code/ Koa npenapara 31095

Batch No./ Homep cepun 3460061

Date of manufacturing/ 08/2025

Jara upoM3ro/cTRa

Date of Analysis/ lara ananusza  09/2025

Date of Expiry/ Cpok rognocth  08/2028

Test/ MoxazaTtens Requirements/ Hopme: Results/ Units/
Pe3yibTaThl EanHnunbt

H3IMepenHA

pH 5.0-75 7.1

Osmolality / Oemonsnsnocte 270 - 350 311 mQsm/kg
mMOem/xr

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

MexanHuecxHe BKAYEHHA  inspection / CooTBETCTBY €T

BuauMbie BKAKOHEHHA TIPH BU3YAIBHOM OCMOTPE
JOMKHLL OTCYTCTBOBATh

Related substances / HPLC/ <1 0.07 %
Adenosine /

PoACTREHHEIE IPHMECH /

B3XX / AneHosun

Related substances / HPLC /=<1 0.07 %

Nicotinamide /
Po.uacrseHHbie IpUMecH /
BOXX / HukoTuramua
Assay/ UV-spectrophotometry 0,608 - 0,743 0.691 mg/ml
/ Cytochrome C / Mr/mn
KoandecTagHHOE
onpencichie / Y ®-
cnekTpodoTOMETPHS
Mluroxpom C
Assay / HPLC / Adenosine /  1.8-2.2 2.0 mg/ml
KoandecTBeHHOE MT/MJE
onpencncane / BOXX/
AneHo3ud
Assay / HPLC / Nicotinamide/ 18,0 - 22,0 20.1 mg/m!
Ko/iMuecTBEHHOE MM
onpenenenye / BIIX /
Hukothnamia
Assay / HPLC / Benzalkonium 0,030 - 0,044 0.042 mg/ml
chloride / MM
Ko:muecTBenHoe
onpe;tenenune / BOAX /
Bensaikouusa Xaopya
Sterility/ CrepunsHOCTD Must be sterile / Sterile/

JlomxkeH OblTh CTEPHIBLHBIM Creph.isin it

pacTop

BLOQ/MIKO = Below Limit of Quantitation/ Husie npejeaa xoaH4ECTHENNOT0 OIPEICICHUs
ND/HO = Not Detected/ He oOrapyeno
RRT/OBY = Relative Retention Time/ OTHOCHTC/IbHOE BPEMA ¥.1CPKHBANHA
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Product/ Ilpenapar OFTAN CATACHROM, EYE DROPS, 10 ML/

ODPTAH KATAXPOM, KAILJIH I'JIA3HBIE, 10 ma
Product Code/ Ko npenapara 31095
Batch No./ Homep cepuu 3460061
Date of manufacturing/ 08/2025
Jlara npousBo/cTBa
Date of Analysis/ Jara ananusza  09/2025
Date of Expiry/ Cpok rojmoctu 08/2028

| 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.

Hacrosumy  non BCpACIAlO. YTO yYKazaHHas BLIIC Cepus MPOHU3BEIAEHA. H KOHTPO.bL KaydeCTBa NpOBCICH B
COOTBCICTBHH C J10K) MeHTaluMeH Ha CCPHK), TeXHOJOIHEH [POU3BOACTBA W METOJAHKAMH KOHTPOJI KaHeCcTBd.
ﬂ,lll\'.\ MEHTALMA HAa CCPHIO H KYPH@/Ibl  [POBCACHUA  HCIIbI TaHHM NPOBEPEHBLI H  MOJHOCTLH  COOTBETCTBYIOT
,'leﬁCTB}'IOIIIH\I &) pL‘l_)()BuIIHSlM GMP u YCAOBHAM, H3JIOKCHHLIM B PCIHCTPALHOHHOM YIOCTOBCPEHHH. BBUIAHHOM
COOTBETCTBYIOIUIMM PCIYJIATOPHBIM OPIaHOM, HHKaKUX OTKJIOHEHHH HIIH ﬁpOHCIUECTBHﬁ. KOTOPbIC MOTYT MOB/IHATH
Ha KQ4yeCTBO lpenapara. OTMCUCHO HE ObL10.

Santen Oy, Tampere/ Tamnepe
04 Dec 2025/ 04 Jlex 2025 r

= :
e | Q’? VWA e

Tarja Tuovinen

Product Quality Lead. Qualified Person/

Bey i cneunanamct 1o Ka4ecTBy HPOIyKIHH,

VIOJHOMOYEHHOE JIHILO



OFTAN CATACHROM Batch 3460061 [reference to Certificate of Analysis dated 04.12.2025)

Od1an Kataxpom Cepua 3460061 (ccbinka Ha cepTUdUKAT aHanu3a o1 04.12.2025)

Importing country / CTpana BBo3a:

Russia / Poccna

Marketing Authorisation of importing country /

PezucmpayuonHoe yoocmogepetue CmpaHb! aa03a:

M N015553/01 ot 28.05.2009

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npoussodumens hapmayesmuyeckoil
cybcmanyuu:

Cytochrome C / Liutoxpom C

Batch / Cepua: DCY241101

Manufacturing site / NponzeoauTens:

Linyi Dongcheng Dongyuan Biological Engineering Co., Ltd. /
NuHbk Gyn4an dyHwoaHe Bakonogmukan IHkuanpudr Ko, Nta,
Industrial Park, Yinan Country, Linyi, Shandong, 276300, China
Nicotinamide / HukoTuHamupa,

Batch / Cepua: OP12408011

Manufacturing site / Miponssogurens:

Lonza Guangzhou Nansha Ltd / flonsa Myanumoy Hanbwa NTg
Adenosine / ApeHo3auH

8atch / Cepua: 02041023

Manufacturing site / Npoussogutens:

FARMAK a.s / ®apmak a.0.

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

Name and address of bulk manufacturing site /
HasaaHue u adpec npuzsodcmsa 2omoeoil
nekapcmaeHHoll ghopmet.

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

Name and address of packaging site /
Haseonue u adpec naowadxu, omaedalowel 3a
YNaKoexy:

Primary Packaging site / MnoutagKa nepeuuHON YNaKOBKU:
NextPharma Oy, Finland / AQ Hekcr®apma, OuHAsHAKUA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / Nnouwagka BTOPUUHOIA YRAKOBKMK:

Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /
ManygakuypuHr Nekumpxmn Gapmaxa (MN) b.B., Huaepranap
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hassanue u adpec npouzeodumenn (Boinyckawujutl
ROHMPOAL Kavecmea):

Santen Oy, Finland / AO CaHTaH, PUHAAHANA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
dopma BbifycKa

Eye drops (bottle) 10 ml x 1 {carton pack}
Kannu rnasuoie (GaakoH) 10 ma x 1 (nayka KapToHHaA)

Stability period / Cpok z0d8nocmu:

3 years, After bottle opening - 1 month /
3 roga. Nocne sckpoituAa gakoHa 1 mecAy

Storage conditions / Ycnosua xpaHenun:

Keep at the temperature 2-8°C /
XpaHWTL NpY TemnepaTtype ot 2 oo 8°C

Label code / Kog aTUKeTkK P110600011808

Carton code / Kog, na4ku KapToHHOW P101100012479

Leaflet code / Kog MM P090800012478
Page/Crpanuua
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OFTAN CATACHROM Batch 3460061 (reference to Certificate of Analysis dated 04.12.2025)

OdTan Karaxpom Cepun 3460061 [ccuinka Ha cepTduKaT aHanM3a o1 04.12.2025)

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
carton in the Russian language: trade name of the
preparation with trade mark®, group name,
dosage form, content of product with names and
guantity 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
{15} for menitoring the movement of drugs (20
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 dNaHoHa Ha PYCCKOM A3bIKE
YKA3LIBAIOT: TOPTOBOE HAMMEHDBAHME NPENnapaTa c
npeaynpeanTEnsHOW Mapruposkoi *,

Test/ Nokasatens | Requirements/ Hopmbi Results/ Peaynbrartbl
Packaging / 10 ml in polyethylene bottle with dropper and 10 ml in polyethylene hottle with dropper and
Ynaroska: 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 NONMATUACHOBEIA GNaKHOH, CO Mo 10 mA 8 NOANITUNEHOBBIA GNAKOH, €O
BCTPOEHHOM KanenbHUUENR C HaBUHYMBAIOWENCA BCTPOEHHOM KaNeAbHULEN C HABUHYMBAIOUIGHCA
KPBILIKOW. PNAKOH C MHCTRYKLMEN NO KPbIWKOW. PAAKOH ¢ MHCTPYKUMER NO
NPUMEHEHMIO TOMELLAIOT B KAPTOHHYIO Nayky. TPUMEHEHUIO NOMELEH B KAPTOHHYIO Nauky.
Labelling / The following information is indicated on the label | The following information is present on the label
Mapxuposka: 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 codes.

The following information is present on the carton
in the Russian language: trade name of the
preparation with trade mark®, group name,
dosage form, content of product with names and
guantity 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
of manufacturing company, “Santen” logo, bar-
code, number of registration certificate, internal
codes.

Additionally, there are identification means (IS} for
monitoring the movement of drugs (2D rmatrix
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 $NaKOHa Ha DYCCKOM A3bIKE YKA3AHO:
TOPFOBOE HaMMEHOBaHWE NPenapaTa ¢
npeaynpeavTE/bHON MapKUPOBKO *,

Page/CrpaHnua
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OFTAN CATACHROM Batch 3460061 (reference to Certificate of Analysis dated 04.12.2025)

Odr1an Kataxpom Cepusa 3460061 (ccbinka Ha ceptuduKaT aHaausa ot 04.12.2025)

NleKapcTBEHHY0 GOpMY, rPYNNUPOBOYHOE
HanMmeHoBaHWe, 0bbem npenapara B MA, HOMep
Cepun, 4ata OKOHYaHWA CPOKa roAHOCTH,
«CTepubHO», HAa3BaHWe U CTpaHy GUpMbl-
npouvssoauTens, n1orotun dupmel «Santen»,
BHYTPEHHWI Koa( bl).

Ha KapTOHHOMW NaYyke Ha PYCCKOM A3bIKE
YKa3bIBAKT: TOPrOBOE HaMMEHOBaHWe npenapara c
npeaynpeavTensHOR MapKMPOBKOA @,
rPYyNNMPOBOYHOE HAMMEHOBAHWUE, IEKAPCTBEHHYIO
bopmy, COCTAB Npenaparta C yKa3aHWem HasBaHua |
W KOJIMYECTBA aKTUBHbIX BELLECTB U NepeyHs
BCMOMOraTe/bHbiX BelecTs, obbem npenapara 8
MA, HOMep cepun (PopmupoBaHue cepum
roTOBOTQ MPOAYKTA: K HOMEPY CEPUM,
npucBoeHHOMY npoaykTy «in balk» u ykasaHHomy
Ha NepBUYHOM yNaKoBKe, MoryT fo6aBnaTeCA
cumBObI (ByKBbI MAK LMPBLI), AONONHUTENBHO
NPUCBOEHHbIE ONA MPOMEXYTOYHOM/BTOPUUYHOM
YNaKkoBKu. Takum obpaszom, HOMep cepum,
YKa3aHHOW Ha NPOMEKYTOYHOW/ BTOPUYHOM
YNaKOBKE MOMeET BbiTb Ha HECKO/IbKO CUMBO/IOB
ANMHHEE HOMEpa Cepuu, YKasaHHOoro Ha
NEepPBMYHOW YNAKOBKE), AaTy U3rOTOBNEHWA, AATy
OKOHYaHMWA Cpoka rogHocTu, «Cnocob
NPUMEHEHWMA U A03bl: CM. NPUAATAEMYIO
WHCTPYKLMIO BHYTPU YNAKOBKK.», YCI0BMA
OTNYCKa, YCN0BWUA XPaHEHWA, CNOCOD NpUMeEHEHKA, |
«CrepunbHo.», «Mcno/b3osaTek B TeHeHWe 1 mec.
nocne BCKPbITUA GpAaKOoHa.», « XpaHWUTb B
HeAOCTYNHOM ANS AeTel MecTe.», Ha3BaHue u
cTpaHy GUpMbI-NPOM3BOAUTENA, IOTOTUN GUPMBbI
«Santen», WTPWUX-KOA, HOMEP PEruCTPaLUOHHOTO
YAOCTOBEPEHMA, BHYTPEHHMIA Koaf bl).
[ononHWTeNbHO MOTYT NPUCYTCTBOBATL CPEACTBA
maeHTudurauum (CU) ona MOHUMTOPKUHra
ABUXEHUA NEKAPCTBEHHbIX NPENapaTos
(AByxmepHbIit MaTpUYHLIA Ko4, rnobanbHbli
MAEHTUOUKALMOHHBIA HoMmep «GTIN»,
WHAMBUAYANLHBIA CEPUMHBIA HOMep «SN»). Ha
BCEX KOMMOHEHTax YNakoBKWU MOTyT
NPUCYTCTBOBATb 3aBOACKUE TEXHONOMMYECKHE
KOAb! 1 NPOU3BOACTBEHHbLIE TEXHUYECKWUE AETaNN.
MecTo pacnonoxeHnus u uset CH,
TEXHO/IOMMHYECKMX KOLOB M NPOM3BOACTBEHHBIX
AeTanen MOMeT MEHATLCA B 3aBUCMMOCTH OT
TEXHONOIMYeCcKUx ocobeHHOCTEN NPOM3BOACTBA.
LiBeTOBbIE OTTEHKM MAKETOB YNaKkoBOK MOTyT
OT/IMHATLCA OT TAKOBbIX Ha KOMMEPYECKOH
YNAKOBKE, TaK KaK 3aBUCAT OT TEXHUYECKUX
XapaKTepPUCTUK NPUHTEPOB.

| BcnomoratenbHbix BewecTs, obbem npenapara B

NIeKapcTBeHHan Gopma, rpynnupoBoOYHOE
HaMmeHoBaHWe, 06bem npenapara B M/, HOMEpP
cepuu, 4aTa OKOHYaHWA CPOKa roOAHOCTH,
«CTepuibHO», Ha3BaHue U cTpaHa dUupMbl-
Npou3BOANUTENA, TOTOTUN GUPMBbI «Santeny,
BHYTPEHHMWIA KOAbI.

Ha KapTOHHOM Na4YKke Ha PYCCKOM f3bIKE YKa3aHo:
TOpProBOE HaUMeHOoBaHWe npenapara ¢
npesynpeauTensHoi MapKMpoBKon ©, |
rPYNNMPOBOYHOE HAMMEHOBAHWE, /IeKapCTBEHHAA
$opma, cocTas npenaparta ¢ yKa3aHUem Ha3BaHWA

W KO/IMYECTBA aKTUBHbIX BELLECTB M NepeyHn |

M/, HOMEp cepuu, 4aTa U3roTOBNAEHMA, AaTa
OKOHYaHWA CPOKa rogHocTK, «Cnocob
NPUMEHEHWA U J03bI: CM. MpUAaraemyro
MHCTPYKLMIO BHYTPUW YNAKOBKW.», YCI0BUA
OTNYCKa, YCNOBMA XpaHeHus, cnocob NpUMMEeHEHUR,
«CtepunbHo.», « Aicnonb3oBaTh B TeueHWe 1 mec.
nocne BCKPbITUA GNaKoHa.», «XpaHWTb B
HEAOCTYNHOM A8 AETel MecTe.», Ha3BaHue U
cTpaHa GUPMbI-NPOU3BOLAUTENA, NOTOTUN GUPMbI
«Santen», WTPUX-KOA, HOMEp PerncTpaLMoHHOro
YAOCTOBEPEHWA, BHYTPEHHWI KOABI.

LononHWTensHO NPUCYTCTBYIOT CPeACTBa
naeHtTudukauuu (CHU) ana MoHUTOpUHIa
OBUMEHWA NeKapCTBEHHbIX NpenapaTos
(aByxmepHbIM MaTpUYHbIWA KOA, rnobanbHbln
MAEHTUOMKALMOHHbIA HoMep «GTIN»,
WUHAWBWAYA/bHbBIA CEPUMHBIA HoMmep «SN»). Ha
BCEX KOMIMOHEHTaxX YNakoBKKU NPUCYTCTBYHOT
33BOACKWE TEXHONOTMYECKME KOOI U
NPOU3BOACTBEHHBIE TEXHUYECKUE AETANM.
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OFTAN CATACHROM Batch 3460061 (reference to Certificate of Analysis dated 04.12.2025)

OdraH Kataxpom Cepua 3460061 (ccbinka Ha cepTuduKart aHanmsa ot 04.12.2025)

Quality of the product is compliant with normative documentation 1 N015553/01-280509 with changes Ne2-9 /
KauecTBo npenapaTa cOOTBETCTBYET TPeBOBaHUAM HOPMaTUBHOW AOKYMeHTaLmu M1 N015553/01- 280509 ¢ u3am. N22-9

Date/[ara 04.12.2025

Signature/Moanuce: Seal/MNe4vaTtb

Ve

X ~
‘VC{VR L i J UV e —

Tarja Tuovinen
Ciualified person
Santen Oy
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