
$anten CERTIFICATE OF ANALYSTS/
CEPTI-lOII KAT AHA.,'II43A

Product/ Ilpenapar OFTAN CATACHROM, EYE DROPS' | 0 ML /
OOTAH XATAXPOM, KAI|JII.I f"rIA3HblE' l0 Mn

Product Codc/ Kol nperapara 31095

llatch No./ IloNrcp ccpuh 3519051

f)atc of'manufacturin g/ 09/2025

Ia|a rpol.r3BorcrBa
I)ate ol'Analysis/ /lara a ar' .,3a 10/2025

Date of tixpit)I CpoK |o,rHoclrl 09/2028

TesU llorarare,rr' Requirements/ HopMl,l Resultv Units/
Peryarraru Earltrrur'r

||3MepeHr|t

Appearanoe / Orrca He Clear, red solution/ Clear, red

Ilpo3pa'lltblfi pacrBop (pacHoro uBgla solution/
fl po3pa,{Hbr i
pacrltop
KDaCHOT O llBqa

Idcntilication / LJV- tJv-specrum oftest solution must corrcspond with Positiva/

spcctrophotomctq / Uv-sp€ctrum of cytochrcm!'C standard solution / floJtoxurctbHat

Cytochrome C / Yo-clerTp lcnutryeMot! pacrBopa aonxeH
IloxJrllrr Hofl b / yO- coorBerc'l BoBarb y(D'cneKTpy craHlaprHofo
cneKrpoQoroMerplit / pacrBopa urroxpoua C

I lxroxpoM C

ldcntification / tlPt,(l / Retention time ofthe main peak on the Positive/

Adenosinc / chromatogram ofthe sample solution must lloloxarelsrtal
I loiur Hr()c'l b / BIXX / correspond u'ith retention time of the main peak on

AilcHo3l. r thc chromatogram ofthe adenosine reference

solutionL57o/
Bpct'lr ylcpxloant,te ocHoBtloro nI{Ka Ha

xpoMaTorpaMMe ftcllblryeMofo pacTBopa lonxHo
coorBeTcTBoBarb BpeMeHIi yaepxltBaHI'lt
ocHoBHoro n!iKa Ha xpoMarorpaMMe craHAapTHOrO

pacrBopa areHo3{lra B npe,uenax + 5 7o

ldentification / HP[,C / Retention time ofthe main peak on thc Positivd

Nicotinamide / chromatogram ol the sample solution must llonoxure'lbHat

I lorurr HHoc rb / B')XX / correspond with re tcntion timc oi the main p€ak on

HlrorxHaMl.ti thechromatogramofthenicotinamiderelsr€nce
solution+570l
Bpeur yaepxneattln ocHoBHofo nut<a Ha

xpoMaTofpaMMe xcllLlryeMofo pacTBopa lont(Ho
COOTBeTCTBOBaTL npeMeHI'l y/'lepxuBallUt

ocl{oBHofo ntlKa Ha xpoMaTofpaMMe cTaH,[apTtlol'o
pacrBopa tltlKorrtlaMr,la B npere,'rax * 5 9'o

ldentification / llPLCl / Retention times of ben;alkonium chloride Positive/

Benzalkonium chkrridc / homologues C12. C14 and Cl6 on the llo"loxxre"lblat
Ilo,r.:rrnnocrs / U')XX / chromatogram ol'the sample srolution must

fieH3rrkolrrr x,rophil correspond lvith retention times ofthe same pcaks

on the chlomatogram ofthe benzalkonium chloride
ret'erence solution r 5 7o /
BpeMHea yaepxtBaH{9 nHXoB roMorofoB
6eH3anKoHflt xnoDflaa Cl2' Cl4 x Cl6 Ha

xpoMaTofpaMMe ucnblryeMofo ptlcl Bopa aonxHLI
coorBelcrBoBaTb BpeMeHaM y.qepx[BaHrt ral(rx
xe nHKoa Ha xpoMarofpaMMc craHnap'rBol()

pacraopa 6eura,rroul, x"'lopfira B npc.uena\ + 5 7o

Claritl / ll;xrrpa.rHocrs Product must bc clcar I Product is clcar/' 
I lpenapar ,ao,rxeH 6llrl' npo3paqHblM Ilpenapa'r 

.-
IIpo3paqHhu'l

Dispensable volume i > 100 l0l Vo

floMnHaJrbHbri o6beNt

Page l/3
Crpaurua 1/3



$anten CERTIFICATE OF ANALYSIS/
Cf,PTI,I(DIIKAT A HAJIII3A

OFTAN CATACHROM, EYE DROPS, IO ML /
OOTAH KATAXPOM. KAtl,I r"rlA3HblE. l0 Mn
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pll 5,0 - 7,5

Osmolalitv / OoMonr,rrrocG 270 - 350

Mechanical impu ties/ Visible particles must not be present during r'isual ( omplies/

Producv [Ipcflapar

Product Codc/ Kol npenapara 31095

Batch No./ IloMep cepHn 3519051

f)ate ofmanufacturing o9/2o25

,.1ara npou3BorcrBa
Date ofAnalysiV,(ara &B!r,'[i3a 10D025
Date of Expiry/ Cpor( ro,'IHocrr 09/2028

Test/ IloKasarerE Requiremcnts/ HopMbl

McxaHr.recKHeBK,'rro,reHHr inspection/
Ilx/'lxMl,re Bl(]l()qeHl,r npt Bx]yajrbHoM ocMorpe
r'loJ.txHbt oTcyrcrBoBaTb

Rclated substances / HPLC / S I
Adenosine /
Po,lcrgeHriure nprvecr /
B)XX / A.qeno:,uE
Rclated substances / HPLC / : I
Nicotinamidc /
Po,'tcrBe Hbr{: npHMecl,l /
B?XX / Hnroranavut
Assay/ Uv-speat.ophotometry 0,608 - 0,743
/ Cytochrome C /
KorxqecrsclrHoe
onpe,te"renre / VO-
crrcr't po$orouerpul
/Urroxpov C
Assa) / tlPt.C / Adenosine / 1.8-2.2
KoJrrqecrBeHfioe
onpe,re,reuue / B3XX /
AIeHO3LtH
Assay / HPI,C / Nicotinamide/ lE,0 - 22,0
KoruqecrBeHHoe
onpe,teneHue / BSXX /
HriKorxHaMut
Assay / fIPLC / Benzalkonium 0.030 - 0,044
chloride /
Korrrqectgettnoe
orpcne,reHr.ie / B?XX /
6eusaJlKoHrir xnop[a
Ste.ility/ CrepxnbHocrb Must be sterile /

Ao,lxeH 6brrb crepH,,rbrrbrM

Results/ Units/
Pe3ynbrarbr Elrlx]|ubr

IlSMepeHnc
7-O

309 mosm,&g
MOctr/Kf

CoorBercrByel

0.07 %

0,6115 mglml
ur/vl

0.07 %

2.0 mg/ml
Mr'/NtJr

2O-I mglml
Mt,/Mir

0.042 mg/ml
Mr/vn

Sterile/
Crcpl.rxbHb|fi
pacrBop

Bl-OQ/HIIKO = Below Limit ofQuantitation/ lluxe flpe,ter'ra Kojrr.iqeclBeHHo|o ollpe]terneHHt
ND/HO = Not Detecte(t He o6rrapyxero
ItRT/OBy = Relative Retcntion Timc/ OlHocu'rcnbHoe BpeM, ]/lcpx Barrnt



$anten CERTIFICATE OF ANALYSIS/
C EPT14OT'KAT AHAJII,I34
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Pfoduc/ Ilpenapar OFTAN CATACHROM, EYE DROPS, l0 ML /
OOTAH KATAXPOM, KAIIJ|U FJlA3HblE, l0 u.r

Product Code/ Ko/l nperrapara 3 1095

Batch No./ HoMcp cepflr
Datc ol manul'acturing/
larra rrpor tro.tcrua
Data ol Anallsis/ Aara aHa:rr3a 10/2025
Date ofDxpin/ (lpoK |o,Itoclu 09/21)28

I hereb) ccnil.\ thirt thc abo\e-mentioned batch rvas produced and quality control tested in accordancc $ith thc
approvcd mastcr li)rmulao. process instruotions and quality control tcst methods. The batch documentation and thc
anallsis rccolds $cre rcviered and lbund to be in t'irll compliance with the rclevant ourrent CMP requircmcnts and
conditi(tns sot out in the Marketing Authorii,ation issued by the appropriatc Regulatory Authorit). No dc\ iations or
occurrcnces which ma) havc an inlluensc on the product quality were notsd.

Hacrrrrur-rv ltoit tBepx;larl, qro yKtBaHuat Buue ceptt npor{3Bererra. r,r Kollpo,rb ragecrBa llpoBe,{en B

coorBgrcllrrtr c jlor\ Mcttralttlei tta cepxo. lcxrojroltei rpor-r3Bo,llc] Ba lt Meto.{uKaMI{ KoHTpoJ'lt KaqecrBa.

AokyMcH&ur.rn lla ccptlo H xypHarhr npoBereuur ncruraHflfi npoBepe[bt n floJlHocrbr] coolBercrByol
leiicr'r]}ruurM rpcooBaHrrM (iMP H yo]loBlirNt, |3r.loxcHHbtM B pe|[crpa(roHHoM ]AocroBepeHux, BbulaHHoM
coo'rBcrcrB) r()rllrlr\r pel \.ttiopHbriv opraHoM. HrKaxrx orK.rtoHeHfifi !t,'It{ nponcuecrBni, Koropbre Moryr noBJIl. t b
Ha xaqecrBo npclapara. trlveqelo uc 6r,tro.

Santen Oy, Tampere/ Tannepe
ll9 l:eb 2026 / 09 oeB 2026 r
/\-/(J ft-t ! 'J Lt or-6,1 

-I
'l-arja 'luovincn

Product Quality Lead, Qualified Person/
Beayursi cneuxaquqr uo KaqecrBy npo:ryKuxr-r.
Vtto,tttouoqggroe,rvtlo



oFTAN CATACHROM Batch 3519051 {reference to Certificate of Analvsis dated 09.02.2025)

OOraH KaraxpoM Ceplrr 3519051 (ccbtnKa Ha ceprr6rKar aHanx3a or 09.02'20261

Page/Crpasnqa
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lmporting country / CrpaHa BBo3a: Russia / Poccl,rt

Marketing Authorisation ot importing country /
P eeucmpo quo HHoe ydoc moeepe H ue c m po Hd aao30 :

n N015553/01 or 28.05.2009

Active Pharmaceutical Ingredient batch and

manufacturing site /
Ce puB u n pou 3eod u me nb Qo pMoLlee m uqe cxoi
cv6cmoHuuu:

CytochromeC/qfioxpoMC
Batch / ceprn: DCY247112

lManufacturing site / npo143BoAhrerb:

Linyi Dongcheng Dongyuan Biological Engineering Co, Ltd /
,It!4Hbla AyH93H AyHEauu Saiono4xuxan 3HxrHtlprHr Ho /ltA
Industrial Park, Yinan Country, Linyi, Shandong,276300, China

Nicotinamide / HrxoruHaMHA
Batch / ceprF: OP12408011

Manufacturing site / npo|43EoAxrenb:

Lonza Guangzhou Nansha Ltd /.noH3a fyaHqxoy HaHbula /lrA

Adenosine / A4eroanx
Batch / cepxni 02041023
Manufacturing site / npoh3EoAhrenb:
FARMAK a.s / OapMak a.o.

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

ReDublic

Name and address of bulk manufacturing site /
Ha3eoHue u odpec nDuseodcmao zomoeoi
neKopcmseHHoi 6opMI't :

NextPharma oy, Finland / AO HeRcroapMa, orHnrHAtlfl
Niittvhaankatu 20, 33720. Tampere, Finland

Name and address of packaging site /
HoSaoHue u odpec nnou.edRu, omBeqotowei 30

ynokoexy:

Primary Packaging site / nroqaAKa nepBl.'{Hoi ynaxoaRr:

NextPharma Oy, Finland / AO He8croapfa, OaH/,AHA! A

Niittyhaankatu 20, 33720, Tampere, Finland

secondary Packaging site / nrloqaAl{a EroprqHofi ynaxoaKn:

Manufacturing Packaging Farmaca {MPF) B V., the Netherlands /
MaHyOaK,rypxHr nexhAr{r,lH OapMaxa (MnO) 5.8., HrAepnaHAbl

Neotunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
H fi ea H ue u od pe c n po Eeod umena (Bbtnyc\o tou'lu i
xoHmponb KoeecmEo)l

Santen Oy, Finland / AO Carrer, O|/,HAAHAnfl

Kelloponinkatu 1, 31100, lampere, tinland

Presentation form /
OopMa Bbrnyc(a

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

Kannfi rna3Hbre (OnaKoH) 10 Mn x 1 (narxa xaprorrar)

Stability period / Cpox eodHocmu: 3 years. After bottle opening - 1 month /
3 roAa. flocne Bcxpbtr!4n OnaxoHa l MecFLl

Storage conditions / yctoBuF xpoHeHus: Keep at the temperature 2-8"C /
XoaHrrb nox reMneoarvDe or 2 ao 8'C

Llbel code / KoA 3rhne

Carton code / KoA naq{, KaProHHo,

P110600011808

P\Ortooot24]9

Leaflet code / KoA hMn P090800012478



oFTAN CATACHROM Batch 3519051 (reference to Certificate of Analvsis dated 09.02.2026)

OOraH KaraxpoM Ceprat 3519051 (ccbtrKa Ha ceprroxKar aHans3a or 09.02.2025)

10 ml in polyethylene bottle with dropper and

screwing cap. Bottle with instrudions for medical

use is inserted into cardboard box. /
flo 10 Mn B norrsrr4neHoBbri OraxoH, co

BCTpOeHHOt XanerbHrLle; c HaBrHquBalor4eicF

xpbrurxoi. (D,/raxoH c 14Hcrpyxr4hei no

The followine information is indicated 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
number, expiry date, "Sterile", name and country
of manufacturing company, "5anten" logo,

internal code(s).
The followins information is indicated 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 (batch number
formation ofthe 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", prescript;on 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,
internalcode(s).
Additionallv, there mav 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 characteristics of the printers. /
Ha 3rl4Kerxe draxoHa Ha ovccxoM n3brxe

y!33q!!alql: ToproBoe Ha|4MeHoBaHxe npenapara c

10 ml in polyethylene bottle with dropper and

screwing cap. Bottle with instructions for medical

use is in a cardboard box. /
uo 10 Mn B nonl43rr,neHoBbri OnaxoH, co
acTpoeHHoi Kane,4bHl.lqei c HaBl.1H,rr.1Balorqeicn

r{pbruJr{oi. onaxoF c 14HcTpyxrlriei no

lqle qq 9 lgplgll-y'o nli
The followins information is oresent on the label

of the bottle in the Russian language: 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 codes.
The following information is present on the carton

!!_!Le_Russian lanauaae: 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 manufactLrring 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",
lndividual serial number "SN"). On all components
of the package there are factory production
technology codes and technical details. /

Ha 3rr(erke OnaRoHa Ha ovccRoM a3br(e vxa3aHo:

TOproaoe HahMeHoBaHre npenapaTa c

Page/CrpaHfiqa
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Labelling /
MopxupoaRo:



oFTAN CATACHROM Batch 3519051 (reference to Certificate of Analvsis dated 09.02.20261

Odrax Karaxpoan Cepnq 3519051 (ccurnxa xa ceprx6hxar axann:a or 09.02.2025)

aexapcraeruyro QopMy, rpynnrpoBoeHoe
raunexoearre, o6ueM npenapara B Mn, HoMep

cepur, AaTa oxoH'{aHtF cpoxa roAHocTr/
(Crep|4nbHo), Ha3BahIe u crpaHy OrpMbt-
rtpov3Boqtfier,A, 

^oror|4 
n Q|4pMbr (Santen),

onyrpennrfi xo4{ ur).

Ha kaproHHoi nagKe Ha Dvcc(oM t3btKe

vKa3brEalor: roproEoe HarMeHoBaHre npenapara c

npegynpe4rrerunofr mapxrpoexoi o,

f pynnhpoBoqHoe HaxMeHoBaHre/ neRapcTBeHHyro

OopMy, cocras npenapara c yRa3aHheM Ha3aaHrF

r Ko/rhqecTBa aKt'l8Hbtx Bel4ecIB x nepeqHa

BcnoMofare,[6Hbrx BeqecrB, o6beM npenapara B

Mn, HOMep Cep x (QopMhpoBaHre ceprr
roroBofo npoAyxra: x HoMepy ceprih,
nphcBoeHHoMy rrpoAy(ry (in balk)'. yxa3aHHoMy

Ha nepBh,rHoi ynaxosxe, Moryr Ao6aarffTbctl
crMBonbr {6yxBbr rnI qropbr), AonorHrrenbHo
npHcaoedHbre Art nporuexyrovxoi/rroprvroi
ynaKoBr(|4. TaKrM o6pa3oM, HoMep ceph!r,
yxaraxxoi ra npor'rexyrorroi/ BToph.rHoi
ynaxoaxe moxer 6urrb Ha HecKo/!btto ctlMBoroB

ArrHHee HoMepa ceprr, y(a3aHHoro Ha

nepB|,1,1Hoi ynakoBr{e), Aary u3roroBneHxF, Aary
or(oHqaHt,lt cpo(a ro4rocrn, <Cnoco6

np|4MeHeH F x Ao3bt: cM, nprnaaaeMyp
|4hcTpyxr.lrro BHyrpr ynaxoaK|4. ), yc,rro8r8

ornyc(a, ycnoBht xpauerun, cnoco6 nprmererrn,
(CrepxrbHo.D, (ticnorb3oBarb B Te,{eFrre 1 Mec.

nocne Bcxpbrr'ln onaxoHa.r, (xpaHrrb B

HeAocTynHoM A,nF AeTei Mecre.r, Ha3BaHhe rl

crpaHy 0xpMbr-npo143BoArrenfl, nororhn Ol4pMbl
(Santen D, u'lrpux-l(oA, HoMep perHcrpaL{rloHHoro

yAocroBepeHxs, BHyrpeHHh; KoA( br).

AononH[Te,nbHo Moryr npxcyrcrBoBarb cpeAcrBa

u4enrn$rxaqrra (Ch) 4nn rurorrroprnra
AA|4lHeHrr nesapcraeHHbrx npenapaToE
(AeyxrvlepHuri nrarpurruri xop, |no6anbHbri
hAeHrrorKaqroHHbri HoMep (GTlND,

ungueugyantaui cepriruri HoMep (SN)). Ha

BCCX KOMNOHEHTAX VNAXOBXI.l MOTVT

nprcyTcTBoBaTb 3aBoacK4e TexHo,/loth9ecxte
Rorqbr tl nporl3BoAcTBeHHbre TexHr9ecxre Aeralrx.
Mecro pacnonoxeH!A ' \set Cl ,

,eRapcrBeHHan oopMa, rpynnrpoEoqHoe
HauMeHoBaHhe, o6beM npenapa1a B Mn, HoMep

cepL114, aaTa oKoHlaH4S cpo(a roAHocfl,l,
(CreprinbHo)), Ha3BaHrel,4 crpaHa OrpMbr-
npor3BoArTerF/ /rororrn OrpMbr (Santen ),
EHyrpeHHxt xoAbr.

Ha xaoroHHoi na!Ke Ha pvccRoM 83brKe vKa3aHo:

TOproBoe HahMeHoBaHre npenapara c

npe4ynpe4rreruroi MapHrpoBRoi 6,

rpynnrpoBoqHoe HaxMeHoaaHIe, /rexapcTBeHHaf

OopMa, cocraB npenapara c yxa3a!rreM Ha3BaB!1n

|,1 xonrqecrBa a(ThBHbrx Beu4ecrB r nepeqHf
BCnOMOraTe,nbHbrx aeu4ecra, o6!eM npenapaTa a

Mn, HOMep Cephh, AaTa r3roroSreH{ff, AaTa

oxoHqaHha cpoRa roaHocTx, (cnoco6

nprMeHeHuS 
'| 

Ao3br: cM. nptnaraeMylo
l,lHcTpyKqxlo Br"tyrpl/| ynakoaRr. D, ycnoBrt
oTnycKa, ycnoBhs xpaHeHrfi , cnoco6 nprMeHeH,|F,
(CTepxnbHo.), ( tlcno,trb3oBarb B TetreH14e 1 Mec.

nocne BcKpbrTh8 ona(oHa.r, (xpaHxrb B

HeaocTynHoM anfl aeTet MecTe.)/ Ha3BaH|4e !1

cTpaHa 0rpMbt-npor3BoArTenr, nof oThn oqpMbl
(Santenr, urrpr.tx-KoA, HoMep petrcrpaLlroHHoro

YAOCrOBepeHrls, sHyrperrui xogur.

AononHhrenbHo nphcyrcrByror cpeAcrBa
upewu$uxaqnu (C14) A,F MoHrropxHra

aBrxeHrf, nekapcTBeHHbrx npenapaToB
(4eyxmepxori r,,rarprLrHbr; xoA, fno6a,nbHbr;
,lAeHrh0xxaqroHHbrfi HoMep (GTIN)),

uupueupyantnai cepr.;Hbri HoMep (5Nt). Ha

BCeX KOMnOHeHTaX ynaXOBt(h nprCyrCTByrOT

3aaoacK|,le TexHo.fl orh9ecKre KoAbr r4

npox3BoAcraeHHbre rexH!ttecxte Aera,n|4.

TexHororrqeckrx KoaoE h npolr3BoacTEeHHbrx

AeTane, MoxeT MeHrTbcS B 3aBrcl4MocTx or
rexHo,{of r.1!ec(rx oco6eHHocrei npoh3aoAcTEa.
qBeroable oTTeHk!4 MaxeToB ynaKoBoK Moryr
oTllrqaTbct oT TaRoBbtx Ha xoMMepqecdot

vnaKoBXe. TaH RaK 3aBrcaT orrexHttecK|4x

Page/Crpaxnqa
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oFTAtrt CATACHROM Batdr 3519051 (feference to Certificate of Amh6ls dated qr.02.20261

Odsax Kararpo C.€pxi :t519051 lccbnKa Ha ceDrr{ox|(ar aHarlrca sr 09.02.20251

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

l(aqecrBo npenapara coor8ercrEyer rpe6oBaHxnM HopMauBBoi Aoryuenraqrl Il N015553/01- 280509 c ,3M. Ne2-9

Date/Aara 09.02.2026

Signature/noAn1,|cb:

Co.i. Qu.-"--* -t Tarja Tuovinen
Qualified P€rson
Santen Oy

Page/Crpaxrqa
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