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$anten

Product/ Ipenapar OFTAN CATACHROM, EYE DROPS, 10 ML /
OOTAH KATAXPOM, KATUTH TJIAZHBIE, 10 ma
Product Code/ Ko npenapara 31095
Batch No./ Homep cepun 3424501
Date of manufacturing/ 06/2025
Jlata npon3soacTsa
Date of Analysis/ llata ananuza  07/2023
Date of Expiry/ Cpox rognocrn 06/2028
Test/ Nokazarean Requirements/ Hopmei Results/ Units/
PezyabTarhl Eaunuii
H3MEpeHHn
Appearance / Omicanne Clear, red solution/ Clear, red
[lpoapauHslit pacTROP KPacHOIO LBETa solution/
[Mpo3paunali
pacTaop
KpacHOTO [1BETA
Identification / UV- UV-spectrum of test solution must correspond with Positive/
spectrophotometry / UV-spectrum of cytochrome C standard solution /  [lonoxkurensaasn
Cytochrome C / Y®-cliekTp HCNBITYEMETO PACTBOPA A0JDKEH
[MoanuuHoCTb / Y ®- COOTBETCTBOBATL ¥ P-CNEKTPY CTAHAAPTHOTO
ciiekTpodoTomerpua / pactsopa untoxpoma C
[luroxpom C
ldentification / HPL.C / Retention time of the main peak on the Positive/
Adenosine / chromatogram of the sample solution must IonoxuTensHan
[oannuHoCcTh / BIAX / correspond with retention time of the main peak on
ANEHOIHH the chromatogram of the adenosine reference
solution = 5 %/
Bpema yiepkHBanns OCHOBHOTO NHKA HA
XPOMATOI'PAMME HCABITYEMOTO PACTBOPE HOJDKHO
COOTBCTCTBOBATL BPEMEHH YACPKHBAHHA
OCHORHOID [1HKA HA XPOMATOIPaMMe CTAHIApTHOIO
pacTROPA A/leHO3MHA B 1peaenax £ 5 %
Identification / HPLC / Retention time of the main peak on the Positive/
Nicotinamide / chromatogram of the sample solution must [MonokkTensHas
Moasuniocts / BIAX / correspond with retention time of the main peak on
HuxoTHHamuA the chromatogram of the nicotinamide reference
solution £ 5 %/
Bpems yaepxuBaHHA OCHOBHOTMO [THKA Ha
XPOMATOrPAMME HCMBITYEMOTC PacTBopa A0KHO
COOTBETCTBOBATL BPEMEHH YACPKHBAHHA
OCHOBHOI'O NMHKA Ha XPOMATOrPaMMe CTaHHapTHOrOo
pacTBOpa HUKOTHHAMHKAA B npejenax = 5 %
Identification / HPLC / Retention times of benzalkonium chloride Positive/
Benzalkonium chloride / homologues C12, C14 and C16 on the TlonoxurensHan
Moamunuoers / BIXKX / chromatogram of the sample solution must
BeH3aIKOHR XJ30pHa correspond with retention times of the same peaks
on the chromatogram of the benzalkonium chloride
reference solution £ 5 % /
Bpemuea yuepakusanug NUKOB IoMOJOI0B
Gerzankonus xuopuna C12, C14 w C16 Ha
XpoMaTorpaMme UCIIBITYEMOIO pacTBOpa AO0JUKHBI
COOTBETCTBOBATL BPEMEHAM YICPWHBAHKA TAKHUX
e IIMKOB HY XPOMATOIPaMME CTAHAAPTHOIO
pacTeopa GeH3ATKOHHA XopHaa B iipeaenax = 5 %
Clarity / 1pospaunocTte Product must be clear / Product is clear/
Iipenapar AoAxKeH OBITh TPO3PAUHBIM [Tpenapat
TIpO3payHbIi
Dispensable volume / =100 102 %
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Product/ 1Tpenapar OFTAN CATACHROM, EYE DROPS, 10 ML/
OO®OTAH KATAXPOM, KATUIH INTA3HBIE, 10 mn

Product Code/ Koa npenapara 31095

Batch No./ Homep cepuu 3424501

Date of manufacturing/ 06/2025

Jlata nponsBoACTBA

Date of Analysis/ Jlara anannza  07/2025

Date of Expiry/ Cpok reavoctd  06/2028

Test/ loxkazaTenn Requirements/ Hopmsi Results/ Units/
PezyabraThl Eanuyubt

HIMepEeHHUN

pH 50-75 7.0

Osmolality / OcmonsansHoeTs 270 - 350 309 mOsm/kg
MOcM/kr

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

MexaHudeck1e BKMoUeHEs  inspection / Coorserersyer

BuavMbie BKIIGUETHS [IPH BH3Y AIBHOM OCMOTpE

NOJDKHBI OTCY TCTRORATD
Related substances / HPLC/ <1 0,06 %
Adenosine /
PoacTBeHHBIE NIPHMECH /
BXX / Anenosun
Related substances / HPLC /
Nicotinamide /
PoacraeHuble IpUMecH /
BDOXX / HukoruHamua
Assay/ UV-spectrophotometry 0.608 - 0,743 0,694 mg/ml
/ Cytochrome C/ MT/MT
KonwdccTreHHOe
onpejenenne / Y-
crekTpodoToMeT U
/Uutoxpom C
Assay / HPLC / Adenosine/  1,8-22 2.0 mg/ml
Konuuectneunoe MrMa
onpenenenue / BIXXX /
ANeHO3HH
Assay / HPLC / Nicotinamide/ 18,0 - 22,0 20.2 mg/ml
Kosnuecteennoe MI/ML
oipenenenne / BOXX /
HukeruHamni
Assay / HPL.C / Benzalkonium 0,030 - 0,044 0.043 mg/ml
chloride / MI/MA
Kosinyectaennoe
onpenenenne / BOXX/
beH3ankoHHA XT0pHA
Sterility/ CrepuabRoCTh Must be sterile / Sterile/

Jlomket BbITh CTEPHALHBIM CrepunbHbIi

pacTeop

0.07 %

1A

BLOQ/HMKO = Below Limit of Quantitation/ | Inxe npenena KoiMHeCTBEHHOTO OMPEae/Iens
ND/O = Not Detected/ He obrapyxeno
RRT/AOBY = Relative Retention Time/ OTHoCHTENRHOE BPEMSA ¥ AEPAKUBAHHS
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Product/ Ilpenapar OFTAN CATACHROM, EYE DROPS, 10 ML/
O®TAH KATAXPOM, KATL/IH I'TA3ZHBIE, 10 ma
Product Code/ Ko;1 npenapara 31095

Batch No./ Homep cepuu 3424501
Date of manufacturing/ 06/2025
Jlata npou3Bo/ICTBA

Date of Analysis/ lara anaausa  07/2025
Date of Expiry/ Cpok roanoctu 06/2028

I hereby certify that the above-mentioned batch was produced and quality control tested in accordance with the
approved master formulac. 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 sel 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.

HacTosimum  1oJTBEpAIAI0, UTO YKa3annas BbIIEC CEpHs [IPOM3BCIEHA. M KOHTPO/b KadecTBa MMPOBCACH B
COOTBETCTRHM € JIOKYMEHTALHEH HA CCPHIO, TeXHONOTHCH NPOM3BOACTBA M METOAHKAMHM KOHTPO.IS KaqecTha.
JlokyMeHTalMA Ha CCPHIO W KYPHWILL 1IPOBEACHHA  MCILITAHWH  [IPOBEPEHbl M MOJHOCTBIO  COOTBETCTBYIOT
aeiersyiowum TpedoBaduam GMP | yCI0BHAM, H3JI0KCHHLIM B PEIHCTPALIMOHHOM  YJI0CTOBCPCHHH. BLLAUHHOM
COOTBETCTBY HOLUMM PEIY IHTOPHBIM OpranoM. HUKaKUX OTKIOHCHHHA WK TTPOHCIIECTBHH, KOTOPLIE MOTYT HOBIHATL
Ha KAYecTRO Mpenapard, OTMEHCHO He ObLI0.

Santen Oy, Tampere/ Tamnepe
21 October 2025/ 21 okt 2025 1
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Tarja '?‘um inen
Product Quality Lead, Qualified Person/
Beayumi cnetraiucT 1o ka4ecTBy 1poj1yKIHH.
YHOJHOMOYEHHOE JTHLLO



OFTAN CATACHROM Batch 3424501 (reference to Certificate of Analysis dated 21.10.2025)

Odran Kataxpom Cepun 3424501 (ccwinka Ha ceptudukar aHanu3a ot 21.10.2025)

Impaorting country / CtpaHa aBo3a:

Russia / Poccua

Marketing Authorisation of importing country /

PezucrmpayuonHoe ydocmosepeHue cpaHs! 8603a:

N N015553/01 ot 28.05.2009

Active Pharmaceutical ingredient batch and
manufacturing site /

Cepusa u npouzaodumens papmayesmueckod
cybemanyuu:

Cytochrome C / Liutoxpom €

Batch / Cepua: DCY240703

Manufacturing site / Mpon3soanTens:

Linyi Dongcheng Dongyuan Biological Engineering Co., Ltd. /
SivHem AyHusH [lyHioaHb BakonogmmKan JumvHupriHr Ko. Jita,
Industrial Park, Yinan Country, Linyi, Shandong, 276300, China
Nicotinamide / HukoTwHammng,

Batch / Cepun: OP12408011

Manufacturing site / fiponssognTens:

Lonza Guangzhou Nansha Ltd / flonsa M'yaHuoy Haubia fitg
Adenosine / AaeHO3HH

Batch / Cepwa: 01070223

Manufacturing site / Nponssogutens:

FARMAK a.s / ®apmak a.0.

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

Name and address of bulk manufacturing site /
Hazsauue u adpec npuzeodcmed aomoeoii
nexkapcmaeH+ol hopmor:

NextPharma Oy, Finland / AD Hexnct®apma, PUHAAHAKA
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Hasearue u adpec naouiadxu, omeewaouiel 30
ynaroaKy:

Primary Packaging site / MNaowaaKa nepeudHOM YNAKOBRM:
NextPharma Oy, Finland / AO Hexct®apma, $unnaHauA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / [aowaaxa BTOPUHHOH YNAKOBHMU:

Manufacturing Packaging Farmaca {MPF} B.V., the Netherlands /
MaHydakuyprur Nekuxuy ®apmana (MNP) 6.B., Huaepaauap
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hasearue u adpec npoussodumens (Boinyckaoujul
KOHIMPOL Kayecmaa):

Santen Qy, Finland / AD CanTaH, UHAAHANA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
Popma BbiNycKa

Eye drops (bottle) 10 mix 1 (carton pack)
Kanau rnasuble (pnakor) 10 mn x 1 {(nauka KapToHHaA)

Stability period / Cpok zodHocmu:

3 years. After bottle opening - 1 month /
3 ropa. Nocae BCKpeiTMA griakoHa 1 mecay

Storage conditions / Ycroeus xpaHerua:

Keep at the temperature 2-8°C /
XpaHuTe npu Temneparype ot 2 Ao 8°C

Label code / Kog aTMKeTKK P110600011808

Carton code / Koa nadyku KapTOHHON P101100012479

Leaflet code / Koa MMI POS0800012478
Page/Crpanuua
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OFTAN CATACHROM Batch 3424501 (reference to Certificate of Analysis dated 21.10.2025)

Odran Kataxpom Cepua 3424501 (ccbinka Ha cepTuduKaT aHanm3sa ot 21.10.2025)

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
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
(1S) 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 dpakoHa Ha pycCKOM A3bike
YKa3blBakOT: TOProBoe HaMumeHOBaHue npenaparta C
npeaynpeanTenbHON MapKUpPOBKOM #,

Test/ Nokasatenb | Requirements/ Hopmbi Results/ PesynbTathbl
Packaging / 10 ml in polyethylene bottle with dropper and 10 mlin polyethylene bottle with dropper and
Ynakoska: 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 NONMITUNEHOBLIN GNaKOH, CO Mo 10 mn B NOAM3ITUNEHOBLIW GNaKoH, co
BCTPOEHHOM KanenbHWLEN C HABUHYMBAIOWEICA BCTPOEHHOM KanenbHWUEW C HABMHYMUBAKOLWEWCA
KPbILWKOMK. ®NaKOH C UHCTPYKLUUEN No KPbIWKOW. PNAKOH C MHCTPYKLMEN NO
NMPUMEHEHUWIO NOMELLAIOT B KAPTOHHYIO MaYKY. NPUMEHEHUIO NOMELLEH B KAPTOHHYHIO Nayky.
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 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
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 |

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 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 atmkeTKe dnakoHa Ha PYCCKOM A3bIKe YKa3aHo:

TOProBoe HaMMeHOBaHWe NpenapaTta ¢
npeaynpeanTenbHOW MapKkUpoBKOW ®,

Page/Ctpanuua
2/4




OFTAN CATACHROM Batch 3424501 (reference to Certificate of Analysis dated 21.10.2025)

OdraH Kataxpom Cepus 3424501 (ccbinka Ha cepTudmKaTt aHanmusa ot 21.10.2025)

NeKkapcTBeHHyto Gopmy, rpynnMpoBoYHoe
HaumeHoBaHKWe, 06bem npenapara B M/, Homep
cepvu, AaTa OKOHYAHUA CPOKa rOAHOCTH,
«CTepWAbHO», HAa3BaHKE U CTPaHy UPMbI-
Npou3BOAMTENA, NOTOTUN GUPMbI «Santen»,
BHYTPEHHWIA KoA( bl).

Ha KapTOHHOW Na4YKe Ha PYCCKOM A3bIKE
YKa3blBAKOT: TOPrOBOE HauMeHOoBaHMWe npenapara ¢
npeaynpeauTeNsHON MapKUPOBKOW ©,
rpynnupoBoOYHOE HAMMEHOBaHWE, IEKaPCTBEHHYIO
dbopmy, coctas Nnpenapara ¢ ykasaHWem HassaHWA
1 KONIMHYECTBA aKTUBHbIX BELLECTB U NepeyHs
BCNOMOraTeNbHbIX Bewects, 06bem npenaparta 8
mn, Homep cepuu (popmupoBaHue CEpUn
rOTOBOr0 NPOAYKTa: K HOMEPY CEPUM,
NPUCBOGHHOMY néo.qymy «in balk» 1 ykazaHHomy
Ha NePBMUYHON yYNaKoBKe, MOryT A06aBnATbCA
cUMBOAbI (ByKBBI MAK LUOPBLI), AONONHUTENBHO
NPUCBOEHHBIE ANA NPOMEKYTOUHOIM/BTOPUUHOM
ynakoBku. Takum 0bpa3om, Homep cepum,
yKa3aHHOMW Ha NPOMEXYTOYHON/ BTOPUHHON
YNaKoBKE MOXET BbITb Ha HECKONbKO CHMBOJIOB
ANMHHEee HOMEpa CEpPMK, YKa3aHHOro Ha
NepBUYHON YNaKkoBKe), AaTy U3rOTOBAEHWA, AaTY
OKOHYaHKA CpoKa rogHocT, «Cnocob
NPUMEHEHWA W [03bl: CM. NPUNAraemyo
MHCTPYKLMIO BHYTPYW YNAKOBKW.», YCNOBUA
OTNYCKa, YCNOBUA XPAHEHWA, CNOCO6 NPUMEHEHNA,
«CTepnnbHOo.», «Mcnonb3oBaTh B TedeHue 1 mec.
nocne BCKPbITUA GNakoHa.», «XpaHuTb B
HeAoCTYMHOM ANA AeTeld mecTe.», Ha3BaHue 1
CTpaHy GUpPMbI-NPOU3BOAUTENR, NOTOTUN PUPMBI
«Santen», WTPUX-KO4, HOMEP PErucTPaLMOHHOIo
YAOCTOBEPEHWA, BHYTPEHHMIA KoZ( bl).
JonoNHUTENBHO MOTYT NPUCYTCTBOBATL CPEACTBA
naeHtudurkaumm (CU) ons MOHUTOPKHTA
ABUWMEHWA NEeKapCTBEHHbIX NpenapaTos
(ABYXMEPHbIN MaTPU4HbIA KOA, rNoBanbHbIA
naeHTUdMKauroHHbI Homep «GTINY,
WHAMBMAYaNLHBIN CEPUAHBIA HOMep «SN»). Ha
BCEX KOMMOHEHTaX YNakoBKu MoryT
NPMCYTCTBOBATL 3aBOACKME TEXHO/NOTUHECKHUE
KOApl M MPOM3BOACTBEHHbIE TEXHUYECKUE AeTann.
MecTo pacnonoxenua u uset CH,
TEXHONOTMYECKMX KOAOB U NPOU3BOACTBEHHbIX
AeTaneil MOXeT MEHATLCA B 3aBUCMMOCTH OT
TeXHONOrM4ecKx ocobeHHocTeln Npou3BoACTBa.
LiBeTOBbIE OTTEHKM MAKeTOB YNakoBOK MOTYT
OT/IMYATHCA OT TAKOBbLIX HA KOMMEPHECKON
YNaKoBKe, TaK KaK 3aBMCAT OT TEXHWUYECKUX
XapaKTEPUCTUK NPUHTEPOB.

NeKapcTBeHHaA Gopma, rpynnupoBoYHOe
HaumeHoBaHWe, 0Bbem npenapara 8 M/, HOMep

| CepuUmn, [0aTa OKOHYaHWA CPOKa rogHoCTyH,

«CTepunbHO», Ha3BaHUe U CTpaHa GUpMbl-
npoussoauTens, Norotun Gupmel «Santen»,
BHYTPEHHWI KOAbI.

Ha KapTOHHOW Na4yKe Ha PYCCKOM A3bIKE YKa3aHOo:
TOProBOE HaMMeHOoBaHWe npenapara c
npeaynpeauTeNbHOK MapKMpoBKOA ©,
rPynnNMpoOBO4HOE HAMMEHOBAHWE, NeKapcTBeHHanA
dopma, cocTas npenapara c ykasaHUem Ha3BaHWA
M KONMYECTBA aKTMBHbIX BELWECTB U NepeyHs
BCOMOraTe/bHbiX BelecTs, ob6bem npenapaTta B
M/, HOMEP Cepu1K, AaTta M3roTosneHuA, AaTa
OKOH4YaHWA CpoKa rogHocTh, «Cnocob
NPUMEHEHWA U A03bl: CM, NPUAAraemyto

| MHCTPYKUMIO BHYTPM YNAKOBKM.», YCAOBUA

OTNYCKa, YCNOBWA XPaHEHMA, CNOCOB NPUMEHEHUS,
«CTepunbHO.», «Mcnonb3oeaTh B TedeHne 1 mec.
nocne BCKPLITUA GNaKoHa.», «XpaHWTb B
HefoCTYNHOM ANA AETeil MecTe.», Ha3BaHue U
cTpaHa GUPMbI-NPOUIBOAUTENSA, NOTrOTUN GUPMBI
«Santen», WTPMUX-KOA, HOMED PerucTpauMoHHOro

| yaocToBepeHua, BHYTPEHHWIA KOAbI.

[lononHUTENBHO NPUCYTCTBYIOT CPEACTBa
maeHTuduKkaumm (CH) AnA MOHUTOPUHTA
NBUKEHWA NIEKapCTBEHHbIX Npenaparos
(BBYXMEPHBIN MaTPUUHbIA KOA, rN06aNbHbIH
naeHTndMKauMoHHbIA Homep «GTIN»,
MHAMBUAYANbHbINA cepuiiHblil Homep «SN»). Ha
BCEX KOMMOHEHTaX YNaKOBKKW MPUCYTCTBYIOT
33BO/CKME TEXHO/IOTUYECKME KOAb! U
NPOU3BOACTBEHHbIE TEXHUYECKWNE AeTaNN.

Page/Crtpanuua
3/4



OFTAN CATACHROM Batch 3424501 (reference to Certificate of Analysis dated 21.10.2025)

Odran Kataxpom Cepusa 3424501 (ccbinka Ha ceptuduKaT aHaamsa or 21.10.2025)

Quality of the product is compliant with normative documentation M N015553/01-280509 with changes Ne2-9 /
KauecTBO npenaparta cooTeeTcTByeT TpeboBaHWAM HOPMATUBHOW foKymeHTaumm T N015553/01- 280509 ¢ m3m. Ne2-9

Date/[ara 21.10.2025

Signature/MNoanuce: Seal/Neyvatb
(JQ '-\(\:L{,n\’w_ ~

Tarja Tuovinen
Qualified person
Santen Oy
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