$anten

Product/ IMpetapar

Product Code/ Koa npenapara
Batch No./ Homep cepuu
Date of manufacturing/

Jara npouisoacrsa

Date of Analysis/ lata ananuia
Date of Expiry/ Cpok roanocti

Test/ [lokazatein

Appearance / Onucanue

Identification / UV-
spectrophotometry /
Cytochrome C/
TMopimunocts / Y-
criexTpodoToMeTpHs /
Uuroxpom C
[dentification / HPLC /
Adenosine /
Noaamunocts / BOACX /
ANCHO3HH

Identification / HPLC /
Nicotinamide /
Moxnunnocrs / BYKX /
Hukotraamua

1dentification / HPLC /
Benzalkonium chloride /
HoaanHHocTe / B7X /
bensankoHua xaopua

Clarity / [Tpo3paunocTn

Dispensable volume /
HoMuuans i 00beM

CERTIFICATE OF ANALYSIS/
CEPTHO®HKAT AHAJIH3A
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OFTAN CATACHROM, EYE DROPS, 10 ML /
ODPTAH KATAXPOM, KAIIJIK I'TA3ZHBIE, 10 ma

31095

3370201
04/2025

05/2025
04/2028

Requirements/ Hopmsi

Clear, red solution/
ITpospayHilif pacTBOP KPACHOTO BETA

UV-spectrum ol test soiution must correspond with
UV-spectrum of ¢cytochrome C standard solution /
YD-ClIexTp HCHBITYEMOr0 pacTBOpa JOAKCH
COOTBRTCTROBATL Y D-CIEKTPY CTAHAAPTHOIO
pactsopa tMrToxpoma 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 % /

Bpema yaepxuBativg OCHOBHOrO THKa Ha
XPOMATOrpaMMe HCNbITYEMOTO PacTBOPA JIOTKHO
COOTBETCTBOBATL BPEMCHH Y1EDXHBAIIHA
OCHOBHOIO [IHKA HA XPOMATOTPAaMME CTaHLapTHOTO
pacTBopa 41€HO3HHA B npedeax + 5 %

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

Bpems yaepikHBaHHA OCHOBHOTO MMHKA Ha
XPOMATOIPAMME HCTILITY EMOFO PACTBOPA AIHKHO
COOTBETCTHOBATL RPEMCHH YAEPKHBAHHA
OCHOBHOIO I1HKA Ha XPOMATOrpaMMe CTaHAapPTHOIO
pacTBOpa HHKCTHHAMHAA B npenenax £ 5 %
Retention times of benzalkonium chioride
homologues C12, Ci4 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 % /

BpemHca yiaepKHBaHUA MHKOB rOMOJIOros
OenzankoHus xaopuaa C12, Cld u C16 Ha
XPOMaTOrPAMME HCMBITYEMOTO PACTEOPA MOJDKHB
COOTBCTCTBOBATE BPEMCHAM YIemrxkHBaHHA TAKHUX
KC HHHKOB Ha XpoMarorpamMmme CTaHAaApTHOrO
pacreopa GEH3AIKOHHA NIOPHAA B npeaenax = 5 %
Product must be clear /

[Tpenapart doaxeH 6bITb NPO3paiHbIM

2 100

Units/
Eanuannbt
H3MEpEeHHs

Results/
PesyabTathi

Clear, red
solution/
[1po3pauHeii
pacTBop
KpacHoro HBeTa
Positive/
TonosxurenbHan

Positive/
IlonoxuTensHas

Positive/
Honoxurensnas

Positive/
HonoxuTesHaa

Product is clear/
INpenapar
npospaydHbIH

103 %



§anten CERTIFICATE OF ANALYSIS/

CEPTUOUKAT AHAJAU3A

Product/ Tpenapar OFTAN CATACHROM, EYE DROPS, 10 ML/
O®TAH KATAXPOM, KATLIH IJIABHBIE, 10 ma

Product Code/ Ko npenapara 31095

Batch No./ Homep cepuu 3370201
Date of manufacturing/ 04/2025
Jara npon3goacTsa

Date of Analysis/ Jlata anasmaa  05/2025
Date of Expiry/ Cpok roanoctn  04/2028

Test/ [foxa3aTenn Requirements/ Hopmbi Results/
PexyanTarsl

pH 50-7.5 7.0

Osmolality / OemonssHocts 270 - 350 309

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

Mexanuveckne BITIOUeHn  inspection / COOTRETCTBYET
BHAHMBIE BKIIIOYEHHS IPH BU3YAILHOM 0CMOTPC
AQMKHBI OTCYTCTBOBATH

Retated substances / HPLC /. <1 0.10

Adenosine /

POJICTBEHHBIE IPHMECH /

BDOXX / AneHosun

Related substances / HPLC/ <1 0.07

Nicotinamide /

Posxcrsenusie npHMecH /

BOAX / Hukotunamua

Assay/ UV-spectrophotometry 0,608 - 0,743 0.685

/ Cytochrome C/

KoanaecTBeHHOE

onpeacaenne / Y-

cnekTporoTOMETPHA

/Umuroxpom C

Assay / HPLC / Adenosine/ 1,8 -2.2 2.0

KomuyectsenHoe

onpenenenne / BOXKX /

AJEHO3HH

Assay / HPL.C / Nicotinamide/ 18,0 - 22,0 20,1

Komsuectaenuoe

onpeacaenne / BIXX/

HukoTHHaAMHKA

Assay / HPLC / Benzalkonium 0,030 - 0.044 0.042

chloride /

Konuuecrsennoe

onpeaenenue / BOXX /

BeH3ankoHusa XJIopHa

Sterility/ CTepunsHOCTD Must be sterile / Sterile/
JlosmkeH ObiTh CTCPH.IBLHbBIM CTepHILHBIH

pacTroOp
BLOQ/HIIKO = Below Limit of Quantitation/ Hwxe npeaena KOIHUECTBEHHOTO ONPEAC/ICHAA
ND/HO = Not Detected/ He oBHapy#eHO

RRT/OBY = Relative Retention Time/ OTHOCHTE/ILHOE BPEMA ¥ ACPHKHBAHHA
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Units/
Eanuunsl
HIMEPEHHS

mOsm/kg

MQOcM/kr

%

%

mg/ml
MM

mg/ml

MI/MIT

mg/ml
ME/MI

mg/m)
MM
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Product/ Ilpenapar OFTAN CATACHROM, EYE DROPS, 10 ML/
O®PTAH KATAXPOM, KAILUIH I''TA3HBIE, 10 ma
Product Code/ Ko npenapara 31095

Batch No./ Homep cepun 3370201
Date of manufacturing/ 04/2025
Jlata npousBo/ICTRA

Date of Analysis/ Jlata ananuza  05/2025
Date of Expiry/ Cpok rojnocrn  04/2028

| 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.

HacroswnM  noarsepskian. 4T0 YKA3aHHAS BLILC CCPHS IIPOM3BCIACHA. W KOHTPOIbL KA4YeCTBA 1IPOBEICH B
COOTBETCIBHH ¢ JLOKYMCHTALUMCH HA CCPHIO, TEXHOJIOTHEH HPOM3BOACTBA M METOAMKAMHM KOHTPO.S Kadecisa.
JIOKyMeHTAUMS Ha CCPHIO W KYPHAJIBI 1IPOBCAEHHS HCIIBITAHHA MPOBEPEHLI W TIOJAHOCTBIO  COOTBCTCTBY IOT
Aekcraytowury tpeboBanuam GMP U yClI0BHAM, HITOKEHHBIM B PETHCTPANHOHHOM YAOCTOBEPEHHH. BbLIAHHOM
COOTBCTCTBY OLIMM PErYISTOPHBIM 0praHoM. HUKAKHX OTKJOHEHHH MM NPOUCIIECTBHA. KOTOPBIE MOI'Y T MOB/IHATL
Ha KauecTBo penapara, 0TMedeHo He Obl1o.

Santen Oy, Tampere/ Tamnepe
23 Jan 2026 / 23 suB 2026 1

P .
N ooy s UL ~o

Tarja Tuovinen

Product Quality Lead, Qualified Person/

Beayluuii cnelttmasuer no KauecTBy npoity KUHH,

YnoJHOMOUEHHOE THLIO



OFTAN CATACHROM Batch 3370201 (reference to Certificate of Analysis dated 23.01.2026)

OdraH Kataxpom Cepua 3370201 (ccbinKa Ha ceptuduKaTt aHanumsa ot 23.01.2026)

Importing country / CtpaHa BBO3a:

Russia / Poccua ‘

Marketing Authorisation of importing country /

PezucmpayuoHHoe ydocmosepeHue cmpaHsl 8603a:

M N015553/01 ot 28.05.2009

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npoussodumens papmauesmuyeckol
cybcmanHyuu:

Cytochrome C / Liutoxpom C

Batch / Cepwsa: DCY240601; DCY240104(P)

Manufacturing site / NMpoussoguTesb: ‘
Linyi Dongcheng Dongyuan Biological Engineering Co., Ltd. / .
NunbK QyHusH JyHioaHb baronogsukan IHKUHUPKHT Ko. /iTa, |
Industrial Park, Yinan Country, Linyi, Shandong, 276300, China
Nicotinamide / HukoTuHamug,

Batch / Cepua: OP12302012

Manufacturing site / NpoussoauTens:

Lonza Guangzhou Nansha Ltd / JloHsa lNyaHwxoy HaHbwa Jitg ‘

~

Adenosine / AgeHo3uH
Batch / Cepua: 01070223 ‘
Manufacturing site / MpoussoauTens: |
FARMAK a.s / ®apmak a.o.

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

Name and address of bulk manufacturing site /
HassaHue u adpec npuzsodcmeaa 20mosoli
nexapcmaeHHol Gopmbl:

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

Name and address of packaging site /
Hazearue u adpec naowadku, omaevarowel 3a
YNAKOBKY:

Primary Packaging site / NnowaaKka nepBUUHON YNaKoBKM:

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

Secondary Packaging site / Nnowaaka BTOPUUHOM YNaKOBKM:

Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands / \
ManydakuypuHr Meknamuu ®apmara (MNP) 6.B., Huaepnaxab
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hassanue u adpec npouszsodumena (Boinyckarowuli
KOHMPOAL KaYecmaa):

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

Presentation form /
Popma BbiNyCKa

Eye drops (bottle} 10 ml x 1 (carton pack)
Kannau rnasHble (¢nakor) 10 ma x 1 (nayka KapTOHHaA)

Stability period / Cpok eodnocmu:

3 years. After bottle opening - 1 month / i
3 ropa. MNocne BckpbiTMA dnakoHa 1 mecay,

Storage conditions / Ycnosus xparneHus:

Keep at the temperature 2-8°C /
XpaHuTb Npu Temnepatype o1 2 Ao 8°C

Label code / Koa 3TvkeTrmn P110600011808
Carton code / Kop NadvkK KapTOHHOK - P101100012479 S
Leaflet code / Kog MMM POS0800012478

Page/CrpaHuua
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OFTAN CATACHROM Batch 3370201 (reference to Certificate of Analysis dated 23.01.2026)

OdraH Kataxpom Cepua 3370201 (ccbinika Ha cepTudMKaT aHanuM3a ot 23.01.2026)

Test/ Moka3atenb

Requirements/ Hopmbi

Results/ PeaynbTaThbl

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

I
Packaging / 10 ml in polyethylene bottle with dropper and [ 10 mlin polyethylene bottle with dropper and
Ynakoeka: 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 M/ B NOAUITUNEHOBLIW PNAKOH, CO Mo 10 mn B NOAMITUNEHOBLIA GNaKOH, CO
BCTPOEHHOM KanenbHWULEN C HaBUHYWBAIOLLEHCA BCTPOEHHOM KanesbHULEN C HABUHYMBAIOWEACA
KpbllWKOW. DNAKOH C MHCTPYKUMeH no KPbILWKOMK. PAAKOH C UHCTPYKUMEN NO i
NPMMEHEHUIO NOMELLAKOT B KAPTOHHYO NaYKYy. NPUMEHEHUIO MOMELLEH B KAPTOHHYHO MadKy. |
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
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”,

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

dosage: see accompanying instruction inside the }

package”, prescription status , storage conditions,
“sSterile.”, “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
(IS) 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 aTrKeTKe ¢p/1akoHa Ha PYCCKOM Ai3blKe
YKa3bIBAKOT: TOPrOBOE HAMMEHOBaHMWe npenapata ¢
npeaynpeauTenbHON MapKMpOBKOWH ©,

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

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 aTukeTKe $pnakoHa Ha PYCCKOM A3bIKe YKa3aHo:
TOprosoe HauMeHoBaHWe npenapara ¢
npeaynpeauTenHOW MapKupoBKOW ®

Page/Ctpanunua
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OFTAN CATACHROM Batch 3370201 (reference to Certificate of Analysis dated 23.01.2026)

Od¢raH Kataxpom Cepusa 3370201 (ccbinika Ha cepTuduKaT aHanmsa ot 23.01.2026)

NeKapCcTBEHHY GopMmy, rpyNNMpPoBO4HOE
HaumeHoBaHWe, 06bem npenapara 8 M/, HOMep
cepuvu, 1aTa OKOHYaHWA CPOKa ro4HOCTH,
«CTepuNbHO», Ha3BaHWe 1 CTpaHy dupmbl-
npowssoauTens, n1orotun pupmel «Santenn,
BHYTpeHHUM Koa( bl).

Ha KapTOHHOM NayKe Ha PYCCKOM A3bike
YKa3bIBAKOT: TOPrOBOE HAMMEHOBaHWe npenapara ¢
npeaynpeanTesibHON MapKUpoBKOW ®,
rpyNNMpoOBOYHOE HAUMEHOBAHMWE, IeKAPCTBEHHYO
dbopmy, COCTaB nNpenapaTa ¢ ykasaHWem Ha3BaHuA
W KONMYECTBA aKTUBHbIX BELLECTB 1 NepeyHa
BCMOMOraTe/ibHbIX BelecTs, obbem npenapara 8
M7, Homep cepuk (opmUpoBaHWe cepun
roTOBOro NPOAYKTA: K HOMEPY CEPHH,
NPUCBOEHHOMY NPOAYKTY «in balk» v ykasaHHOomy
Ha NepBUYHOM YNaKoBKe, MOryT A06aBNATLCA
CUMBO/1bI (BYKBbI UK UUdPbLI), AONONHUTENBHO
NPMCBOEHHbIE AN1A NPOMENYTOYHOW/BTOPHUYHOMK
yNakoBKW. Takum obpasom, HOMEp cepuiu,
YK@3aHHOM Ha NPOMEKYTOYHOM1/ BTOPUYHOM
YNaKkoBKe MOMKET BbiTb Ha HECKO/IbKO CUMBO/IOB
ANMHHEe HOMepa CepyM, YKa3aHHOro Ha
NepBMYHOM YNaKoBKe), ATy M3rOTOBNEHUA, AaTy
OKOHYaHUA CpoKa rogHocTu, «Cnocob
NPUMEHEHMWA U J03bl: CM. NPUAAraemyr
MHCTPYKLMIO BHYTPW YNAKOBKW.», YCIOBUA
OTNYCKa, YCI0BUA XPAHEHUA, CNOCOB NPUMEHEHMS,
«CTepunbHo.», «Mcnonb3oBath B TedeHune 1 mec.
nocne BCKpoiTMA GaakoHa.», «XpaHWTb B
HEeAO0CTYNHOM ANA AEeTEer MEeCTe.», Ha3BaHue U
CTpaHy GUPMbI-NPOU3BOAMTENA, NOTOTUN GUPMbI
«Santen», WTPWUX-KOZ, HOMEP PerncTpaLuoHHOro
YAO0CTOBEPEeHMA, BHYTPEHHWIA KoA( bi).
LononHWTEeNbHO MOTYT NPUCYTCTBOBaTL CPEACTBA
naeHTndukaumm (CM) ana MoOHUTOpPKHTa
ABWEHWA NIEKapCTBEHHbIX NPEnapaTos
(ABYXMEPHbBIA MaTpUUHbIA Koa, rnobanbHbli
MOEHTUPUKALMOHHBLIA HOMep «GTIN»,
MHOWBUAYANbHBIA CEPUAHbIA HOMep «SN»). Ha
BCEX KOMMNOHEHTaX YNakoBKK MOTyT
MPWCYTCTBOBaTbL 3aBOACKME TEXHONOTUYECKUE
KOZbl M NPOW3BOACTBEHHbIE TEXHMYECKWUE ATanu.
MecTto pacnonoxeHusa u uger CH,
TEXHO/IOTMHECKMX KOAO0B U NPOU3BOACTBEHHbIX
AETanei MOMKeT MEHATLCA B 3aBUCMMOCTM OT
TEXHONOMMYECKMX 0CODEHHOCTen NPOM3BOACTEA.
LiseToBbIE OTTEHKK MAaKETOB YNaKOBOK MOTYT
OT/IMHATLCA OT TAKOBbIX HA KOMMEPYECKOM
YNaKkoBKe, TaKk KaK 3aBUCAT OT TEXHMYECKMX
XapaKTepUCTUK NPUHTEPOB,

nekapcreeHHas popma, rpynnupoBoYHoOe
HavmeHoBaHuWe, obbem npenapara B M/, HOMEpP
CEepWM, 4aTa OKOHYAHUA CPOKA roAHOCTH,
«CTepuibHO», Ha3BaHKWe 1 cTpaHa PUpMbl-
npou3soguTens, norotun dpupmol «Santen»,
BHYTPEHHWIA KOAbl.

Ha KapTOHHOW Na4YKe Ha PYCCKOM fA3biKEe YKa3aHo:
TOProBoe HauMeHoBaHWe npenapara c
npeaynpeguTensHOW MapKkMpoBKoW ¥,
rpynnNMpoBOYHOE HAMMEHOBAHWE, NEKAPCTBEHHAA
$opma, cocTas npenapata ¢ yKa3aHWem Ha3BaHuaA
W KONIMMECTBa aKTUBHLIX BELLECTB M NepeyHa
BCNOMOraTeNbHbIX BelWwecTs, 0bbem npenapara 8
M/, HOMEp Cepuu, AaTa U3roTOBNEHUA, AaTa
OKOHYaHWA CpoKa roaHocTH, «Cnocob

| NPUMEHEHMA M [03bl: CM. NPWUAATAEMYIO

UHCTPYKLUMIO BHYTPU YNAKOBKW.», YCAOBMA
OTNYCKa, YCAOBUA XpaHeHus, cnocob npumeHeHus,
«CTepunbHO.», «MCnonb3osaTth B TedeHne 1 mec.
nocae BCKPbITMA GpiakoHa.», «XpaHuTb B
He4OCTYNHOM AM1A AeTei MmecTe.», Ha3BaHue K
cTpaHa PUpMbI-NPOU3BOAMUTENSA, NOTOTUN GUPMbI
«Santen», WTPUX-KOA, HOMEP PETUCTPALMOHHOIO
YAOCTOBEPEHUSA, BHYTPEHHUI KOAbI.

LlononHUTENBEHO NPUCYTCTBYIOT CPeacTsa
naeHTuduKkauumn (CHU) ana MoHUTOpUHTa
ABWMKEHUA /IEKAPCTBEHHBIX NPEenaparos
(ABYXMeEpHbIA MaTpUYHbLIA Kog, rnobansHbli
MAEHTUPHUKALUMOHHLIA HOMep «GTIN»,
WHAMBWAYaNbHBIA CEpUiHbIM HoMep «SN»). Ha
BCEX KOMMNOHEHTaxX YNaKkoBKMW NPUCYTCTBYIOT
3aBOACKWE TEXHONOTHUYECKME KOodbl U
NPOU3BOACTBEHHbIE TEXHUYECKKE AEeTaNIn.
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OFTAN CATACHROM Batch 3370201 (reference to Certificate of Analysis dated 23.01.2026)

OdraH Kataxpom Cepua 3370201 (ccbinKa Ha cepTuduUKaT aHanu3a ot 23.01.2026)

Quality of the product is compliant with normative documentation 1 N015553/01-280509 with changes Ne2-9 /

KauyecTBo npenapaTta COOTBETCTBYET TpeBoBaHMAM HOPMATUBHOW AOKYMEHTaLMN M N015553/01- 280509 c 13m. Ne2-9

Date/flata 23.01.2026

Signature/Mognwuce: Seal/MeuaTb

"’\ - ’/‘ -
LR J Loy L~
J Tarja Tuovinen
Qualified person
Santen Oy
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