
$anten CERTIFICATE OF ANALYSIS/
CEPTI,IOl,IKAT AHA.,TI,I3A

Produc, IIpe naparr OFTAN CATACHROM, EYE DROPS' 10 ML /
ooTAH KATAXPOM, KAn,ltl F"rIA3HblE, l0 u,r

Product Code/ Ko,'l npenapara 3 1095

Batch No./ lloMep ceprr 3424501

Date ol manul'aaturing/ 06/2025

rrlara npot,3BoncrBa
Date of A nalysis/ ,Ilara atta,rura 07 /2025

Date ol'Expiry/ CpoK roanoclu 06/2028

Test/ noKa3aren6 Requirements/ Hoputt Results/ Units/
Pery,'rrrarrr E.|lrnrruhl

t|lMepeHr|'I

Appearance / Onncartrc Clear. red s<llution/ Clear, red

Ilpo3paqHbtfipac-rBopKpacHolouBera vJlutior/
n po3pa'| H br i
pacrBop
KpzlcHoro rlBeTa

ld€ntification / UV- Uv-spectrum oftest solution must correspond with Positiv€/

spectrophotometry / Uv-spectrum ofcytochrom€ C standard solution / flonox[TenbHat
Cytochrome C / yo-cueKrp xcnbtryeMoro pacrBopa,fonxeH
flo,urrHHocrb/yo- coo'rBErcrBoBarbyo-cnaKrpycraHraprHoro
crerrpo$oroverprr / pacrBopa uxroxpoMa C

IlrroxrroM C
ldentification / HPLC / Retention time ofthe main peak on the Positive/
Adenosine / chromatrogram ofthe sample solution must lloroxHre,lb8at
tlo,urHHocrb / B?XX / correspond with retention time ol'the main peak on
AreHo}rH the chromatogram ofthc adcnosine rclbrence

solution+5olo/
BpeMt )aepxuBaHul ocltoBHoro nrKa Ha

xpoMIu0l pllvMe ucnblryeMoro paq Bopa aoJlxHo
coorBsrc-lBoBarh BpeMeH{ yaepxHBallH,|

ocl()Bltot.o ItHKa Ha xpoMalol paMMe craHlaprHofo
pacrBopa aqctloslHa B llperenax + 5 7o

Identilication / HPL(I / lletention timc ofthe main peak on th€ Positive/
Nicotinamide / chromatogram ofthe sample solution must floroxtrs'rbHat
flo,[rEr]Iocrb / B?)KX / correspond with retention time ofthe main peak on

HrixorrHaMnn the chromatogram ofthe nicotinamide retbrence
solution+59lo/
Bpevr ylepxnoanlr oclloBloro nxKa Ha

xpoMa'rofpaMMe rcnblryeMofo pacBopa.lojlxtlo
coolBeTcTBOBaTb BpeMeHU yIepXDEaHXt
ocHoBHolo r|l1Ka ra xpoMaTofpaMMc cmHAaprHoro
pact Bopa HrkorxHaMrj.qa B npeAenax + 5 9/o

ldentificarion / HPLC / Retention times ofbenzalkonium chloride Positive/

Benzalkonium chloride / homologues Cl2, Cl4 and Cl6 on the floroxfi'Ierblat
Ilo,r,rur|rrocrr / B9XX / chromal,ogram of the samplc solution must

Eell3a,]KoHl.ir \Jroput correspond with retcntion times ol'the same peaks

on the chromatogram ofthe ben!,alkonium chloride
rcl'crcnce solution + 5 Yo /
IlpeMHea yrepxlBalt!i, nuKoB l oMoJlol\)a

6cularxontll xLtopll,la Cl2. Cl4 u Cl6 tta
XpOMaTol paMMe ltClll,l'lyeMOrO pacTBopa ]IOJlxH6l

oooTBsrcTEoaaTb BpeMeHaM ylepx{BaHt'i TaKlx
xe nHKoB fla xpoMarofpaMMe craH.uaprHofo
pacrBopa 6eH3a,lKollrt xnopHra B npe.qenax t 5 7o

Clarity / tlporpa.+rocrs Produat must be clear / Product is clear/

Ilpenapar ro,rxel 6ur6 [po3paqHl'lM flpenapar
n po3pa,, H bl i

Disoensable volume / > 100 102 %

Hovrra,runorfi o6sev
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$anen CERTIFICATE OF ANALYSIS/
CEPTI,IO]IKAT AHA,I143A

Produat/ llperapar OFTAN CATACHROM' EYE DROPS' r0 ML/
OOTAH KATAXPOM, KA n,'lll UA3HblE' l0 Mn

Product Code/ Ko,t npenapara 31095

Batch No./ IloMep ceprr 3424501

Date ofmanufbcturingl 0612025

Aara npoH3BoAc'rBa

Date ofAnalysiv Aara aHarr3a o'7 D025

Date ofF)xpiry/ Cpor roaxocru 06/2028

TcsV lloKrrarenb Requircments/ HopMbr Results/ Units/
Pe-ry.nr'raru E,lnrrrluu

||]MepeHr|q

pll 5,0 - 7.5 7.0

Osmolality / OcMortrunocrr 2?0-350 309 mC)sm&g
Mc)aM/Kf

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

MexaHHqec(re BKrro.rsHHq inspection / Coor ocr o lu,v-e t'

Bultluete nx,roqcltrt llpl{ Bx3). ilflbHoM ocMorpe

ronxH6l orcyrcTBoBarL

Relatcd substances / HPLC / Sl 0,06 %

Adenosine /
Po/tcrBeHHhle ||ptMecll /
B3XX / Alero:rs
Related substances / IIPLC / <l 0.07 vo

Nicotinamide /
Ito;tcrBcuHUe tlpavect /
BIXX / HrKorxHaMl,l,I
Assay/ t.lV-spectrophotometry 0.608 - 0,743 0.694 m8'hl
/C]-tochromec/ Mr/M-.r

Konll'tccrBexHoe
o||peilenerire / YO-
cncxrpo$oxrverlar
/llHroxpoM C

Assay / llPt,C / Adenosine / 1,8 - 2.2 2,0 mg/ml

Koflt'{cctBar loe M r/M,'l

onpc,lcneuuc / B')XX /
A,IICHO3IIII

Assa) / llPt.C / Nicotinamide/ 18,0-22.0 2O-2 mg/ml

KolfiqgcrBeltHoe Nfl'/iuJl

orrpeneneHxe / B3)KX /
H riKorl.t tl aM r,rt

Assay/IlPl.C/Benzalkonium 0-030 - 0.044 0.043 mg/ml

chloride / Mr/M,,r

KoJtn,recrReHEoe
o[peneneHxe / B3XX /
EeH3a"'lKoHltr xxopujt
Sterility/ CrepuLHocrL Must be slerile / Sterile/

,(o,rNeu 6url crepu,runttv Creprnbubli
pacrBop

Bl,OQ^lIlKO = Below Limit ofQuantitation/ lllxe npcrcra KoilnqecrBel{Horo onpe/le.itel{Llt

NI)/llO = Not Dctecte(t fle ooHapyxeUo

RRT/Otly =Relative Retention'limc/OtHocnre"r;soe BpeMt )repxhBaHr'ltl
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$anten CERTIFICATE OF ANALYSIS/
CEPTI'(D1,I KAT A HAJI''3A

Pagc 3/3
(-'rpaunua 3/3

Producv npenapar OFTAN CATACHROM, EyE DROPS, l0 ML/
OOTAH KATAXPOM, KAnJlll fJlA3HbIE' l0 rur

Product Code/ KoJ nperapara 31095

Batch No./ HoMep cepur 3424501

Date ofmanufacluring 06/2025
Aara n pox3BoactBa

Date ofAnallsis/ Aara aHa'rD3a 0712025

Date ol'Flxpiry/ ClpoK r ornocrr 06/2028

I hereby certiti that the abovc-mentioned batch w.as pnrduced and quality control tested in accordance with thc

approved master lbrmulae. process instructions and quality control test methods. The batch documentalion and thc

anal; sis records uerc rcvie$ed and lbund tr-r be in full compliance with thc relevant current GMP tequirements and

conditions sot out in the Markcting Authorization issued by the appropriate Regulatory Authority. No deviations or
occurrences which may have an influence on the product quality wcrc noted,

HacTorulr-tM IolLIBepxaap. q'to yKa3aflllafl Bbttuc cgptt npoS3BereHa, r-r KoHTpoJtb kaqecrBa IrpoBc,lleH B

coorBerc'lBr,h c lorcyvenr'auuei Ha copxo. Textto,tofHci flpou3Bo.4crBa u MerortKaMr Kollrpoff KaqecrBa.

.llokyMe Taur-{, Ha cephK) l.t xypHuJrbr flponejlea}.it HcrtLrrat|hi npoBcpeHU t-I noJIHocll'to cool BelcrB] Ior

reiiorByK)rlr.rM rpe6ooauaru CMP ti yc,'toButM, l.r3rroxeH L'ttt B pet xcrpauuoHHoM yrocroBcpcHl'll'i. BhtilaHHoM

coorBerc'rByrorurjM perlJlrr'op||blM opfaHoM. HrKaK|tx orKJloHeHri tl,'rt nporculecrBlri, (o'ropbte MoryT noBilHllb
Ha KaqecrBo npe apara. orMcqcHo He 6hr.to.

Ssnten Oy, Tampere/ TlMnepe
2l OcLobct 2025 / 2l orr 2025 r

a'aLlal - '{ Ll t1\a1-4, '\-
I'l afa T\rovinen

Producr Quality Lead, Qualified Person/

Be,ayul{fi cne|ll,|a.jrllcr tlo Kaqecray nporyxufiI-r.
YronHoMo.reHnoe ,lxuo



oFTAN CATACHROM Batch 3424501 (reference to Certificate of Analvsis dated 21.10.20251

O6raH KaraxpoM Ceprn :1424501 (ccbtnRa Ha ceprrorRar aHarrca oT 21.10.20251

Page/CrpaBhqa
L/4

lmporting country / Crpara aeosa: Russia / Pocc[s

Marketing Authorisation of importing country /
PezucmpoLluoHHoe ydocmoaepeHue cmpoHd 6eo3o:

n N015553/01 or 28.05.2009

Active Pharmaceutical Ingredient batch and

manufacturing site /
Cepua u npousaodumeno $o pno4eemuuecxoi
cy6cmonquu:

Cytochrome c/ 4[roxpoM c
Batch / CepxB: 0CY240703

Manufacturing site / llpoh38oA{renb:
Linyi DongchenS Dongyuan Biological Engineering Co., Ltd. /
nl1Hbr4,4yH,{3H AyBloaHb SaionoAx!xan 3BX{l,tHrp!1Hr Ko thA,
Industrial Park, Yinan Country, Linyi, Shandong, 276300, china

Nlcotinamide / HxxorrHaMlA
Batch / Cepxt: OP12408011

Manufacturing site / flpor3BoAxrenb
Lonza Guangzhou Nansha Ltd / noH3a fyaHqxoy HaHbua ,lrA

Adenosine / AAeHo3rH

Batch / cepxn: 01070223
Manufacturing site / npoh3aoArrerlb:
FARMAK a.s / OapMaK a.o.

Na Vlcinci 1613, 771 17 olomouc, Klasterni Hradisko, czech

Reoublic

Name and address of bulk manufacturing site /
Ho3eoHue u odpec npu3eodcmao zomo^oi
nexdpcmaeHHoi OopMbt:

NextPharma Oy, Finland / AO HeKcrOapMa, OnH,nnHAtn

Niittvhaankatu 20, 33720, Tampere, Finland

Name and address of packaSlng site /
Hoeeouue u odpec nnou|odKu, omae\oouPi 3s
ynoKoaKy:

Primary Packating site / nloqaAxa neparqHoi ynaxoDRlr:

NextPharma Oy, Finland / AO HeKcroapMa, OlaHrFHArs

Niittvhaankatu 20, 33720, Tampere, Finland

secondary Packaging site / flaor4agra rropr'{}loi ynaKoaxx:

Manufacturing Packaging Farmaca (MPF) B.V , the Netherlands /
MaHyoaKqypt4Hr neRraA)KlaH oapMaKa (MnO) 5.8., HlAepraHAbl

Neotunus 12, 8448 CN Hee.enveen, the Netherlands

Name and address of release site /
Ho3eaHue u odpec npoBeodumens (Bb!nyclQtoului

KOHmDOnb XOgeCmAO)l

Santen Oy, Finland / Ao CaHEH, orHrtHArn
Kelloponinkatu 1, 33100, Tampere, Finland

Presentation form /
QopMa abrnycKa

Eve drops (bottle) 10 mlx 1 (carton pack)

Kannx rra3Bbre (OnaxoH) 10 Mrl x 1 (naqKa KaproHHae)

stability period / CpoK zodHocmu: 3 years. After bottle opening - 1 month /
3 rora, nocre BcKpbtrt4n 0naKoHa l Mectq

Storage conditions / ycnoaua xpoHeHue: Keep at the temPeraturc 2-8"C /
xpaHl1rb np, TeMneparype or 2 Ao 8"c

Labelcode / Koa 3rxxerxr P110500011808

Carton code / KoA na9|{x xaPToHHoi P101100012479

Leaflet code / Koa hMn P090800012478



OFTAN CATACHROM Batch 3424501 [reference to Certificate of Analvsis dated 21.10,2025]

OOraH Karaxpom Cepxn 3424501 (ccbrnKa Ha ceprrorKar aHarh3a or 21.10.2025)

The followins information is indicated on the label
of the bottle in the Russian lansuase: trade name
of the preparation with trade mark6, 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 followins information is indicated on the
carton in the Russian language: trade name ofthe
preparation with trade marko, 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 applicatjon 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
(lS) for monitoring the movement of drugs (2D

matrix code, global identification number "GTlN",
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 lS, 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 characterist;cs of the printers. /
Ha 3TrKeT(e OraxoHa Ha ovcc(oM t3brKe

vKa3brBaloT: TopfoBoe HarMeHoBaHhe npenapaTa c

10 ml in polyethylene bottle with dropper and
screwing cap. Bottle with instructions for medical
use is in a cardboard box. /
no 10 Mn B nonh3T!4neHoBbrt OraxoH, co
BcrpoeHHoi kane,nbHxqei c Haa}lHq|,|aa|ou]eicr
xpbrurKoi. OnaKoH c rlHcrpyr'(qr.ei no

The followins information is oresent on the label
of the bottle in the Russian languaee: 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,
internalcodes.
The following informat;on is Dresent on the carton
in the Russian laneuage: trade name of the
preparation with trade marko, 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 (15)for
monitoring the movement of drugs (2D matrix
code, global identification number "GTlN",
individual serial number "SN"). On all components
of the package there are factory production
technology codes and technical details. /

Ha sTrxerke d.naxoHa Ha ovccRoM 13btFe vKa3aHo:
TOproBoe HaxMeHoaaHl,e npenapara c

P a ge/Crpa n ra 11a

214

Packa8ing /
ynoxoes0:

10 ml in polyethylene bottle with dropper and

screwing cap. Bottle with instructions for medical
use is inserted into cardboard box, /
flo 10 Mn B non 3TrneHoBbri o,4aKoH, co
BcrpoeHHoi kanenbraqei c uaerxrreaoqeicn
xpuru.rnoi. Oraxor c 14HcrpyKqrei no

Labelling /
MopxupoeKa:



OFTAN CATACHROM Batch 3424501 [reference to Certificate of Analvsis dated 21.10.2025]

o6raH XaraxpoM ceot4r 3424501 {ccbtrxa Ha ceprxormr aHanr3a or 21.10.2025}

resapcrBeHHylo oopMy, rpynnhpoBogHoe

HaxMeHoBaHre, o6beM npenapara B Mn, HoMep

ceprr, Aara oxoHqaHhF cpoxa roAHocTr/
(CreprlnbHo), Ha3BaHre r crpaHy QrpMbl-
npov3Boa14fe|:|Fl 

',ororh 
n o!rpMbl (santen)'

BHrrpeHHfifi r(oa( br).

Ha KaoroHHot natKe Ha pvccRoM 83blke

v(a3brBatol: ToproBoe Ha!MeHoBaHhe npenapaTa c

npeaynpeahrenbHo; MapxrpoBXo; o,

f pvnnrpoBo'tHoe HahMeHoBaHre, /leRapcTaeHHylo

OopMy, cocraB npenapara c yRa3aHfleM Ha3BaHIa

l, KOnX'recTBa akrl4sHblx BeulecrBl.1 nepeqHff

BCnOMOrale,nbHbrx BeqecTB, o6beM npenapara B

Mr, HOMep Cep{14 (oopMhpoaaHre cept4r

roloBofo npoAyxla: k HoMepy ceprh,
nprcBoeiHoMV npoAy{ry, (in balk)) !1 yxa3aHHoMy

Ha nepBrqHoi yna8o6xe, Moryr Ao6aEnffrbcF
chMBorbr (6yxabr rnr qxOpb|), aononHrrenbHo
npl,1cBoeHHbre A,i npoMeh(yroqHoi/8roph'{Hoi
ynaKoaKt, TaRxM o6pa30M, HoMep cep|4h.

yka3aHHoil Ha npoMexyro,lHoi/ BropxqHo;
ynaRoBXe MoxeT 6brTb Ha HecKo.Ilbxo cl.lMgo/loB

.0,rxHHee HoMepa cephll. yKa3aHHoro Ha

nexapcrBeHHafl oopMa/ tpynnt,lpoBoqHoe

HahMeHoBaHhe, o6beM npenapara a Mn/ HoMep

cephr, AaTa okoH'raHht cpofia roAHocrr,t,
(CTepxrbHor, Ha3aaHxel,1 crpaHa OrpMbl-
npor3aoAxTe/lF,,noroTrn oltpMbl (santen),

BHWpeH Hxi XOAbr.

Ha xaotoHnoi naqxe ra pvccxolt nlutxe vxagaro:

TOproBoe HarMeHoBaHue npenapaTa c

npeAynpeAhre./rbHoi raaprrpoexoti o,

f pynnrpoeoqHoe HahMeHoaaH!1e/ reRapcTaeHHat

OopMa, cocras npenapara c y(a3aHreM Ha3BaHrlF

ti Ko,rr,lqecTBa axTtlBHblx Beu.{ecTB t1 nepeqHF

BCnOMOrafe/tbHbrx BeqecTs, o6beM npenapara B

Mn, HOMep Cepr|.1, Aara l.3rolos.neHrt, Aara
oxoHqaH|,lr cpoKa roAHocTlr, (cnoco6

nplMeHeH|,lfl 14 Ao3bl: cM. np /laraeMyp

l,HCTpyKqrKl BHyTph ynaKoaxr.D, yc,rloBl.1fl

ornvcxa, ycnoBrin xpaHeHhtl, cnoco6 nprMeHeHrtl,
(CTeprrbHo.r, (hcno/rb3oaarb a reqeHre 1 Mec.

noc,ne BcKpbrT,la o/laxoHa.), (xpaHlrb B

HeAOCTnHOM AnF Aerel,! Mecre.)), Ha3BaHre tl

crpaHa OrpMbl-nporl3BoAl4Te,nt, noforrn OrpMbl
(Santenr, urrptx-KoA, HoMep perhcrpaL{xoHHof o

yAocroBepeHhS, BHyrpeHH!!i ROAbl,nepBhtrHo; ynaKoBKe), Aary r3roroBleHrt, Aary
oRoHqaHrf, cpoKa foAHocrr, (cnoco6

nprMeHeHhF 14 ao3bl: cM. npfi,rafaeMy|o

hHcTpy|(qrlo BHyTpll ynaxoERh.)), ycnoB|4t

ornycxa, yc^oB!1t xpaHeHHt, cnoco6 npxMeHeHHt,
(CTephnbHo.r, (l4cnonb3oBarb B TeqeHle 1 Mec.

nocne EcKpbrrxn onaxoHa.), (xpaHrTb B

HeAOCTynHOM AnF Aereli Mecre.)/ Ha3BaH!1e ,'l

crpaHy orpMbr-npox3EoAxTent, roroTl n otpMbl
<SantenD, urrprx-KoA, HoMep perrcrpaql,4oHHoro

yAocroBepeHns, BHyrpeHHt i RoA{ bl)

AonorHhrenbHo Moryr npxcyrcrBoBarb cpeAcr8a

rAeHrhOxKaqx!r {Ch) Anfl MoHtlroprHf a

ABl4)t{eH14F neKapcraeHHblx npenaparoa
(4eyxr'aepruri marpr.rHbr; KoA, rno6a.nbHbli

,AeHrhOrKaL{tloHHbli HoMep (GTIN)),

rHAXBlaAyanbHbri cep|1iHbli HoMep (sN)). Ha

BCeX KOMnOBeHTaX ynaxoBRl4 MoryT

npxcrrcrEoBarb 3aEoAct(re rexHo,fl of lrqeckne

KOAbr h npo[3BoAcrBeHHble rexHhqecire AeTa,n|4.

Mecro pacnonoxeH|4t !4 qBer Ct1,

TexHorot4qecKtlx l{oAoB 14 npor3soAcrBeHHblx

AeTanei Moxel MeHnTbcF B 3aB!'lcrMocrl, or
rexHo/rorl,LrecK11x oco6eHHocrei npo|43aoAcrBa.

l-lBeroBbre orreHR|4 MaxeroB ynaxoBoR Moryr

oT.nxqaTbcg oT TaROBbIX Ha t(OMMepqecHoi

ynaRoBKe, TaK xaR 3aarctlT oT TexH,l']ecxrx

Aono,nHxrenbHo npr!cyrcrByloT cpeAcrBa

|rAeHrhO|aRaqx h (C14) A,n t'tosrropugra

aBr>KeH,|r nexapcTaeHHblx npenaparoB
(AByxMepHbri MarprqHbri xoA rno6a,nbHbri

larAeHr|.ort(aqxoHHbti HoMep (GTIN)r,

14HAxBrAyanbHbli cepuiHbli HoMep (sN)). Ha

BCeX ROMnOHeHTaX VnaHoBX,| nphcyTcrByror

3aBOllCKle TeXHO/lOtl.l'lecK,|e RoAbl 14

npox3BoAcTBeHHble TexHxqecKre Aeranr.

Page/CrpaHXqa
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oFTAN CATACHROM Batch 3424501 {reference to Certificate of Analvsls dated 21,10,2025)

OOTaH Karaxpom Cepxt :1424501 {ccbuxa Ha ceDrxorKar aHarxsa or 21.10,20251

Quality of the product is compliant with normative documentation n N015553/01-280509 with changes Ne2-9 /
Ka,{eclBo npenapara cooreercreyer rpe6osaH|aeM HopMar[BHoi AoKyMeHraL{rla n N015553/01- 280509 c x3M. N92-9

Date/Aara 2I.IO.2O25

Signature/noAnrcb;
/^ -a
\ P11 I "l 

t'{-,-'ur-r't ""'
I" Tarja Tuovinen

Qualified Person
Santen OY

Seal/ne,{arb

Page/Crpa ar,r qa
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