
$anten CERTIFICATE OF ANALYSIS/
C EPTIIOIIKAT AHAJ'I 143A

Produc, Ilperrapar OFTAN CATACHROM, EYE DROPS, l0 ML /
OOTAH KATAXPOM, KAnJIH rulA3HblE, l0 Mn

Product Code/ Ko,t npenapara 31095

Batch No./ l{oMcp ccpr'r 3370201
Date of man ufacturing/ 0412025

/lara opon3Bo,ccrBa
Date ofAnalysis/ ,,1ara a .rrH3a 05/2025
Date 01-Expiry/ CpoK |oiHocIH 04/2028

T€st/ noKatarcnb Requirements/ HopMbr Rcsults/ Units/
Pery.lurarr'r Ealsxtlut

1|]MepeHxs
Appearancc / Onrcaurc Clear, red solution/ Clear, red

llpoipa,Jrr,rii pacrBop KpacBoro uBsra solution/
npo3paqH6lx
pacrBop
rpacHofo u8eTa

ldentilication / tJV- Uv-spectrum ol'test solution must correspond with Positive/
spectrophotomgtry /' Uv-spectrum ofcytochrome C standard solution / florox e,rlHaq
Cytochrome C / yO-cler<rp lrclbrryeMoro pacrBopa Aonxcu
llo&lluHocrr,/yO- coortsercrgoBartyO-cner<rpycrafi,lapruo.o
cfleKrpoooroMer prr / pacrBopa tllroxpova C
Lhroxoov C
Identification / IIPLC / Retention time ofthe main peak on the Positiv€y'
Adenosine / chromatogram ofthe sample solution must nonoxrrenbHat
lloa;rrasocTs / RIXX / correspond with retention time ofthe main peak on
ArcHo3l.rH the chromatogram ofthe adenosine reference

solution+5%/
BpcMr yAepxrBar|xt ocHoBHolo nHKa Ha

xpoMaTorpaMMe Hcnr,lTyeMoro pacTBopa /.lonxHo
coo'rBeTcrBoBaTl, BpeMesfi ylepro.iBallrt
ocrroBHofo ntixa Ha xpoMaTor,paMMe cTaHAapTHoro
pacrBopa areHo3rHa R tp€te,'tax + 5 70

ldentitlcation / HPLC / Retention time ofthe main peak on the Positive/
Nicotinamide / chromatogram ofthe sample solution must floaoxure,rlnal
Ilo,t,rr. rrroc'r'u / IIJXX / concspond with retention time of thr; main p€ak on
H{korltgaMrt,t the chromatogram ofthc nicotinamide reference

solution+57ol
BpeMs ytepxltBaHur ocHoBt{oro flriKa Ha
xpoNtaTot prlMMe rcnhrryeMofo pacTBopa aoJ.lxHo
cooTBETqTBOBaTb BpeMCHfi yIep)I(rBaHltt
ocHoBHoro HXa Ha xpoMaTofpaMMe cTaHAapTHofo
pacrBopa HrKorrHaMfi!.a B npererax t 5 yo

ldentification / HPLC / Retention times ofbenzalkonium chloride Positive/
Benialkonium chloride / homologues Cl2, C14 and Cl6 on the floloxrrelr,uar
IIo rHHHocrb / []')XX / chromatogram ofthe sample solution must
EeH3aJlkorr4r xJropr,r correspond with retention times ofthe samc peaks

on the chromatogram ofthe benzalkonium chloride
rel'erence solution + 5 70 /
BpevHea y,tepxnrantlr ntKoB roMor'loroa
6eH3a,'lKoHl-t, x,,toDtraa C 12. C l4 u C l6 na
xpoMarofpaMMe l|cnblTyeMofo pacTBopa IoJlxHr,l
cool BgTcTBoBaTr, BpgMgHaM y,4epxtBaHUr TaKnX

xe ||rKoB Ha xFloMaToIpaMMe cTaHAapTHoIO
pacr oopa 6eurarrrouftr xjropx,qa B npgrenax + 5 0/o

Clarit) / flpo3paqHocl, Product must be clear / Product is clear/
flpcnapar lonxeH 6btrb npo3paqH6rM npefiapaT

npo3paqH6rt

Dispensablc volumc / > 100 103 o/o

HoMuH&'rLltui o66eM

Pagc l,/3

Crpanuua l/3
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Product/ npenapar OFTAN CATACHROM, EYE DROPS' l0 lvlt' /
OOTAH KATAXPOM, KAnJU f"rlA3HblE' l0 uLt

Product Code/ Ko,r npenapara 31095

llatch No./ HoMep ceprr 3370201

Date ol-manufacturingl 04/2025

,[ara nf,ora3ao,[crBa

Date of Analysis/ ,{ara anarrra 0512025

Date ofExpiry/ CpoK roaHocrn 04/2024

Test/ noKs3arenb Requirements/ HopMr,r Results/ Units/
PetyJtr'rarr'r EarrHrrubl

rl!Mepel|lIs

pH 5,0 - 7,5 7'0

Osmolality / Ocvorrmrtocrr 270 - 350 309 mOsm/kg
MOcM/Kr

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

MexaHuqecrrie Bro' oqetrllr inspection / CoorocrcrByer

BI,ta{Mble BK,'Ito'{gHtt llpll Btt3yt!'lbHoM ocMorpc

IO,I)KHbI OTCyTCTBOAaTb

Related substances / HPLC / =1 
t)'10 o/o

Adenosine /
Ito,'lcrBeHH6re rtprMec[ /
B3XX / AAeHo3xH

Related substancas / HP[-C / 51 {)-07 o/o

Nicotinamidc /
Po,[crBeHsLIe npl-lMecl,| /
B3)I(X / Hl,l t(orxHaMl'I.a

er*yl L-rV-tp""ttopt otometry 0,608 - 0.743 0'685 mg/rnl

/Cytochromec/ N{r/vn

Ko.,tl-|qecrBeHHoe

onperc,reHne / YO-
clrel{rpoSoroMerpHt
/UrroxpoM C
Assay / HPLC / Adenosine / 1,8 ' 2,2 2'0 mg/ml

KonnqecrBeHHqe Mr/Mn

oflpe,qeneHHe / BSXX /
AAeH03llll
elruy irrpr,c I r.ri"o,inamide/ 18,0-22,0 20'l mg/mJ

KonHqecrBeHHoe Mr/Ml

onpercreHrc / B?XX /
H{korrHaMrJl
Assay / HPLC / Benzafkonium 0,030 - 0.044 \)'1J12 mg/ml

chloride / Mr/Mn

Ko,'tuqecrBe Hoe

onpeae,leure / B3XX /
lien:a,rroure x,'lopug

Sterility/ CreprnhHocrb Must be sterile / Sterilc/

,[o,rxeu 6rtru crcpu''lt'ttt'tv (]TcpH'-ILHI'li

pacrBop

BLOQ/l{nKO : Below Limit ofQuantitation/ tiflxc npererra Ko'l{qecrBeHHoro ollpercrlcHLt

ND/HO = Not l)etected/ He o6HapyxeHo

RRT/OBy = Relative Rctention Time/ OrHocxrenbHoe BpeMt yAepxrBarrlit
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l)roduct/ I lpcrrapar OFTAN CATACHROM' EYE DROPS' l0 ML /
O@TAH KATAXPOM' KAflJU rJlA3Hl,IE' l0 Mn

Product Code/ Kot nperapara 31095

Batch No./ lJoraep ceprr 33'70201

Date ol'manufboluring/ O4/2025

Aara pol.iiRo,rlcrBa

Date ol'Analtsis/ ,Ilar a aHaMa 05/2025

Date of ttxpio / Cpok r'oilHoci H 0412028

I hercbl certili that thc abo\, e-mcntioned batch was produced and quality control tested in accordance with the

approvcd mastcr tbrmulae. process instructions and quality control test methods. The batah documentation and the

analysis records vlerc rcviewed and found to be in full compliance with the relevant current GMP requirements and

conditions sct out in thc Marketing Authori,,ation issued by the appropriate Regulatory Authority. No deviatbns or
occurrcnces u hich mar hare an influencc on the product quality were noted.

HacrotullNl norl Bepx{Jirrc- qro ) Kd3atHar l}btue cep{t llpoli3Berel|a, h KoHTponb KaqecrBa npoBerctt B

coorBcTcrBlrr.r c ,to|,(vucllraurci sa ccpnro. ]t\Ho,'rorHci npon3BoAcrBa fi Mero,4 KaM|t (oHrpoilt kaqcclBa.

AoK)"McHraqu, lra ccpllto l.t xypHa.tbt lrpoBclleHl-tt t (,: btraHfifi IrpoBepeHu u rroJlrogthro coo'rBercl B) tor
rcic r'rr) r(nul.rrr rpc6orurruav CMP u )cJloBruM. u3JroxcHHr,rM B perucrpaluorr8oM yAoc roBapeH]i lr. BbulaHHo\r

coorBgTc I B) lotuu \r perlnrrop||l,tM opraHotu. HuKaKxx orrroueuli nrs npo|,lcuecrBrii, r(oropLrc Mot.\ r noB.rHrrL
Ha kaqeclBo ttDclraDara. orNre,tqro He 6bt,to.

Santel Oy, Tampere/ TaMnepe
23 Jut 2026 / 23 sHB 2026 |

\q.rr Jt(rvr'at ---.-
I

Tarja T\xrvinen
Product Quality Lead, Qualified Person/
Bea;'r-uli cleuuarrcr' rto KaqecrBy npo;t) Kuxr.r.

Yno,lHoMoqeHHoe,'lt llo



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

OOraH KaraxpoM Cepne 3370201 (ccbrrRa Ha ceprraorxar aHanx3a or 23.01.20261
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lmporting country / CrpaHa BBo3a: Russia / Poco1ff

Marketing Authorisation of importing country /
P eeu c m poquo HHoe ydoc moeep eH ue c m pa H d eao3a :

n N015553/01 or 28.05.2009

Active Pharmaceutical Ingredient batch and
manufacturing site /
Ce pue u npou 3eod u me./1b Qo pMo qeemuq e cxo i
cv6cmoHuuu:

Cytochrome C / qxroxpoM C

Batch / Ceprfl: DCY240601; DCY240104(P)

Nlanuf acturing site / npoh3BoArre,fl b:

Linyi Dongcheng Dongyuan Biological Engineering Co., Ltd. /
,fl hHbr iqyHq3H AyHloaHb SaionoAXrxan 3HxhHrphHr Ko.,IITA.

Industrial Park, Yinan Country, Linyi, Shandong,276300, China

Nicotinamide / HxRorxHaM}|A

Batch / Ceoua: OP J,2302O72
Manufacturing site / flpov3Bo,qhre,rb:
Lonza Guangzhou Nansha Ltd /.floH3a TyaH,.rx(oy HaHbura ,lrA

Adenosine / Agexoarx
Batch / Ceprfl: 01070223
Manufacturing site / Tlpo|a3BoAlrenb:
FARMAK a.s / OapMaR a.o.
Na Vlcinci 16/3,771 17 Olomouc, Klasterni Hradisko, Czech

Name and address of bulk manufacturing site /
Ho3eaHue u odDec nDuieodcmao zomoaoi
ne t< o pcmeeH H od OopMbt :

NextPharma Oy, Finland / AO HexcroapMa, OrHnflHAr.lB

Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Ha3eoHue u odpec nnoutodxu, omeeuarcu,pi so
vnoKoaxv:

Primary Packaging site / nroqaAxa nepalaqHoi ynaKoBXxr

NextPharma Oy, Finland / AO HexcroapMa, OT.HnFHAxF

Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packagint site / nroqaAxa IroprqHoi ynaRoBK14i

Manufacturing Packaging Farmaca (MPF) 8.V., the Netherlands /
MaHyoax,lyprHr neKn4xrx Oaprtaaxa (MnO) 6.8., HrAepnaHAbl
Neptunus 12,8448 CN Heerenveen, the Netherlands

Name and address of release site /
Ho3eoHue u odpec npoBeodumenn (Bunycxotou.lui
KoHmDonb Kaqecmao):

Santen Oy, Finland / AO Carrax, OrH/,AAAua
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
OopMa Bb|nycxa

Eye drops (bottle) 10 mlx 1(canon pack)

Kann!r rna3Hbre {OnaxoH) 10 Mn x 1{na,rka KaproHHaF)

Stability period / Cpo!< zodHocmu: 3 years. After bottle opening - 1 month /
flocre L

Storage conditions / ycnoaue xpoHeHua: Keep at the temperature 2-8'C /
XpaH,lrb npt4 reMneparvpe or 2 ao 8"C

Label code / KoA 3rrkerkk P110600011808
Carton code / KoA naqRta HapioHHoi
l-eaflet code / Koa hMn

P1q4q-01?129
P090800012478



oFTAN CATACHROM Batch 3370201 (reference to certificate of Analvsis dated 23.01.2026)
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Test/Iloxa3ar€rb Requirements/HopMbl R€sults/ Pe3vnbrarbl

Packaging /
ynoHosKo:

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|,13TxneHosuti oraxoH, co

BcrooeHHo; RanenbHrqei c HaBhHqrBaloqetcn

xpbrurxoi. o'r|axoH c t-lHcrpyxqxei no

nnLrMeHeHhlo noMeulaloT B RaoToHHvlo naqxv.

10 ml in polyethvlene bottle with dropper and 
I

screwing cap. Bottle with instructions for medical

use is in a cardboard box. /
flo 10 Mn I nonxaruneHoBbri OnaRoH, co

BcrpoeHHoi xanerurrqeir c xag/Flqra gaouleicc

xpbrt!Hot. OnaxoH c 14Hcrpykllhei no

nouMeHeHi4|o noMeLueH B kaoToHHV|o na'l(v,

Labelling /
MopxupoaKo:

The followine information is indicated on the label

of the bottle in the Russian lanquaqel trade name

of the preparation with trade marko, 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 followine information is indicated on the

carton in the Russian language: trade name of the

preparation with trade marko, group name,

dosage form, content of product with names and

ouantitv and iist 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
packaginS. In this way, the batch number given on

the intermediate/secondary pa€kaging 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,

"5terile.", "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",

individualserial 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 characteristics of the printers /
Ha 3Tr(er{e draxoHa Ha pvccKoM t3blKe

y!93!lE3@f: roproEoe HarMeHoEaH4e npenapala c

The foilowine information is oresent on the label

of the bottle in the Russian languaee: trade name

of the preparation with trade marko, dosage form,

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

I number, expiry date, "sterile", name and country

of manufacturing company, "Santen" logo,

internal codes.
The followinq information is present on the carton

in Jbe Busfla! la-!-gU?,ge- trade name of the

I 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,

I 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.

I

] Additionally, there are identification means (ls)for

i monitoringthe movement of druSs (2D matrix

code, global identification number "GTlN",

I individual serial number "SN"). On allcomponents

I of the package there are factory production

technology codes and technical details /

Ha 3Trxerxe OnaxoHa Ha ovccHoM t3blRe vHa3aHo:

TOproBoe HauMeHoBaHre npenapaTa c

noeAvnoetrrenbHofi maPxrPoexoi 6,



,eKapcrBeHHyro oopMy, rpynnxpoEorHoe
HaxMeHoBaHre, o6-beM npenapaTa B Mn, HoMep

ceprl!|/ AaTa oRoHqaHra cpoxa roAHoclr4,
(Crep,|,rbHo)), Ha38aHhe x cTpaHy 0,1pMbt-
npor3aoA{Tenn, rororrn 0rpMbr (Santen D,

BHyrPeHHri RoA( br).

Ha xaorosroi naqxe ra pvccxom n:crxe

vsa3brBalor: TopfoBoe HarMeHoBaHre npenapara c

npeAynpeAhrenbHoi Mapx|apoBXoi o,

rpynnrpoBoqHoe HarMeHoBaHte/ rexapcTEeHHyto

OopMy, cocraB npenapara c yxa3aHreM Ha3BaHqn

14 KOrl4qecTEa a|{TxBHbtx aeulecTB l/l nepe9Htl

BcnoMorarerbHbrx BeqecrB, o6beM npenapara s

rur, roiuep ceprr (SopMtposaHxe ceprh
foToEoro npoAy(Ta: K HoMepy cep|4|4,

np4cBoeHHoMy npoAy(ry (in balk) ,t yKa3aHHoMy

Ha nepB14qHoi ynakoBke, Moryr Ao6aBnSrbcs
cuMBonbr (6yHBbr tanI qk+pbt), AononHurenbHo
nprcBoeHHbre A,fl nporraexyrovroi/aropr,rroi
ynaxoaxr. Taxraa o6pa3oM/ Horvlep cepxh,
y(a3aHHoi na npomexyrornoi/ aroprvnoi
ynaKoB(e MoxeT 6brTb Ha Hec(o,4bKo cl4MBo,4oa

AnrlHHee HOMepa cepxr, yxa3aHHoro Ha

nepBr,rHoi ynal{oaKe), Aary r3roroBneHrs, Aary
oHoHqaHxi cpoka foAHocrh, (Cnoco6

npuMeHeHl4n 14 ao3br: cM. nprrafaeMy|o
llricTpyxqr4ro BHyTp14 ynaKoaxh.), ycnoB|4t

oTnycka, ycnoBrg xpaHeHha, cfl oco6 nprMeHeHrF,
(CTepr,nbHo.), (ly'cnonb3oBarb B Tet{eHrre 1 Mec.
nocne BcKpbrlr,tfl onaKoHa.Dr (xpastTb B

HeAOCTynHOM A,/Ifl AeTet MeCTe.D, Ha3AaHIe t1

crpaHy 0rpMbr-npola3BoAl,rre,[r, rororrn 6upMbl
(Santenr, uJTphx-RoA, HoMep perhcTpaqroHHoro
yAocroBepeHhr, BHyTpeHHri fi oA( bt)

AononHhrerbHo Moryr nprcyrcrBoBarb cpeAcrBa
AAe Hrkqvxa\un ICV) Anr MoHrroprHra
aB|4xeHl4n,neRapcrBeHHbtx npenapaToB
(AByxMepHbti MarpqrHbti xoA, rao6aluturi
,AeHrrOrxaquoHHbti HoMep (GTlN r,
rn4rer4yarururi cepliHbri HoMep (SNr). Ha

BCeX XOMnOHeHTax ynaxOExx Moryt
nprcyTciBoBaTb 3aBoAcxhe TexHororh'{ecRle
r(oAbr,l npor3BoAcTBeHHbte TeXHrqeckre ae1ar|.
Mecro pacnonoxeHrit t4 tlBer Crl,
TexHo/rorrqecshx KoAoB14 npor3BoAcTBeHHbtx

Aeranei Moxer MeHflTbcF B 3aahcuMoc or
TexHonor|4gecKrlx oco6eHHocTe; npor3Bo.qcTSa.
LIBeTOBbre oIIeHX14 MaKeToa ynaKoBor( Moryr
oTrl,qarbca oT TaKoBbtx Ha KoMMepqecxot
ynaRoBKe, TaK xax 3aBrcrT oTrexHrqecx,x

oFTAN cATAcHRoM Batch 3370201 (reference to certificate of Analvsis dated 23.01,20261

o6raH KaraxpoM cepre 3370201 (ccbrnKa Ha ceDrxoxxar aHann3a or 23.01.20261

,exapcTBeHHaff QopMa, rpynnrpoaoqHoe
HaflMeBOAaHIe, O6beM npenapara B Mn, HoMep

cepxx, Aara oKoHqaHrlt cpoKa foAHocTll,
(CTepr,4bHor, Ha3BaHhe t4 crpaHa OhpMbr
npo{3aoarTe,0a,,4ororrn 0hpMbr (santenD,

BHyrpeHHxi xoabt,

Ha kaoroHHoi na,{xe Ha pvccxoM r3brKe vKa3aHo:
TOpfoBoe HarMeHoEaHre npenapaTa c
npeAynpeArrenbHoi MapR14poBr(oi c,

rpynnrpoaoqHoe HauMeHoaaHxe, re(apcrBeHHan

oopMa, cocraB npenapara c yKa3aHxeM Ha3BaHhs

,t xort4qecTaa a|(TISHbrx 8eulecr814 nepeqHfl

BCnOMOTaTe/4bHbtX BeU.{eCTB, O6beM npenapaTa B

Mr, HOMep CepxH, AaTa ,3roToB,neHhr, AaTa
oxoHt{aHrr cpoRa Io,qHocTl4, (cnoco6
nphMeHeHr!F r Ao3br: cM. np!|raraeMyK)
14HCTpyXqrlo BHyTpr,i ynaKoaK|,l.r, yc,noBrF

ornycxa, ycroaxa xpaHeHra, cnoco6 nprMeHeHra,
(CTepHrbHo.D, (ly'cnorb3oaafb a reqeHhe 1 Mec.

nocne BcKpbrTrs 0/ra(oHa.)), (xpaHrlb B

HeAocrynHoM Anf, Aerei Mecre.)), Ha3gaHl4e ,r

crpaHa OhpMbr-npo|,|3BoArTern, rof o1x n OhpMbl
(SantenD, urrpr.lx-KoA HoMep perlcrpaqloHHoro
yAocroBepeHrq, BHyrpeHHt1i KoAbr.

AOnOnHnrenbHo nphcyrcTByroT cpeAcTSa

nAe{rvo',|.aL\viu lcrl) 4an lrorrroprrra
AB|,|}l{eH|,if ,ne|{apcTBeHHbrx npenapaToB
(4eyxruepr.ruri marprsxorfi xo4, ao6aausuri
xAeHrrorKaqroHHbri HoMep (GTIN )),

l,rHAl4Br,rAyanbHbri cep.a;Hbti HoMep (SNr). Ha

acex KoMnoHeHrax ynakosKh nptcylclSytof
3aBOACX|,1e TeXHOrOrr'reCKte XOAbt t4

npox3BoacTBeHHbre TexHLqecRxe aera,lx.

Page/Crpanr,rqa
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OFTA CATACHROM Batdr 3370201 heference to Certficate of Analvsls dat€d 23.01.2025)

OdraH Naraxpom Cepxn 3370201 lccurlra Ha ceDtxoflKat aHarrca qt 23.01.20261

euality of the product is compliant with normative documentation n N015553/01-280509 with changes N92'9 /

KaqecBo npenapara cooraercrsyer rpdoaaHtf,m HopMa aHoi aoxyMeHraq|x n N015553/01- 280509 C l,|3M. N92-9

Date/Aara 23.OL.2o26

Signature/noAnrcb:

a'/'
'l 4.1 \ tJ Lt rv\ u.,c -1

' Tarja Tuodnen
Qualified p€rson
Santen Oy

S€al/ne,{arb

Page/Crpau14qa
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