
$anten CERTIFICATE OF ANALYSIS/
CEPTI4OI,I KAT AHA,lI,I3A

Product/ I lpenapar OFTAN DEXAMETHASON l MG/ML 5 ML EYE DROPS/
OOTAH IEKCAMETA3OH I M[/MJI, KANJIIT ruIA3HbIE,5 MJI

Product Codc/ Ko,r npenapara 3lll0
Batch No./ lloMep cepHu 3587461
Date of manul'acturing/
,,Ilara npou lro,lcraa 11/2025

Date ofanalysis 1Aa1a aHaJru3a 12n025
Date 01'expir)/ Cpor. ro,lHoqrli ll/2021

Units/
Test/ [IoK$arenb Requiremcnts/ Hopmbr f:rt"";tj1"r", Earnrqu

' ||lMepe|tl|r

Appearancc / OtrscaHre Clear, colorless solutior/ Ilpo:rpavrufi, Clear, colorless
6ecuBerHui pacrBop solution/

IIpospa.rHLIfi
6€cuBerH6Ifi
pacrBop

Clarity / npo3pa.tHocrb Solution must be clear and not exceed Solution is clear
opalescence ofreference suspension I/ and does not
Pactaop ao,rxeu 6ur!, npo3paqEr,rM t He exceed

torxcrrpcBbruJatbonaurecucHuttlo opalescenceof
craH.qaplHoi cyoneH3[r I ref€rence

susDension I/
PacrBoD
rrporpavuui tr

fle nDeBb[xaEI'
onaJ'rectre H u ulo
CTAH,4ADTHOI

cycneH3ltx I

Color / UBelHocrb Solution must be colorless and color Solution is
intensity must not exceed reference solution colorless and
89 color intensity / color inlensity
Pacreop.aorrxer 6urr 6ecqserHr,r^r x does not exceed
xH reHcltBnocrb oKp,lcxx He aoJtxHa reference
npeBbluarbr{HTerrclrBHocrboKpacKr solution89
cratuaprnoro pacroopa 89 color inteDsity /

PasrBoD

6ecusergHi u

TflTCHCI,IBHOCTI'

ol(pacxfi He

IIpeBblruaeT
IIHT€TI CI,| BHOCTI'

oKpacKI-r

cTaH^qapTHoao
pacroopa 89

Identification/ IIPLC / Retention time ofthe main peak on the Positive/
Dexamethasone-21-sodium chromatogram oftest solution obtained rloaoxare"ltsar
phosphate / during assay musl b€ identical to th€ main
H.[eHrrot|Kaunx / B3XX / peak retention time on the chromatogram of
^qexcauera:otr-21-uarprr Qoc$ar dexamethasone-2l-sodium phosphate

standard solution /
BpeMr yAepxr-rBaHnr ocHoBroro nrrKa rla
xpoMa'r'orpaMMe xcnbrryeMofo pacTBopa!

no.jryqeHHoi npx xontqecrBeHHoM
onpe/teJreHxr,r, aonxHo 6btrb t rleHTLt'{Ho
BpeMeHH yaepxuBaHr.ir ocHoaHoro tll|Ka ua
xpoMarofpaMMe craHAaprHoro paqTBopa

,{excaMera3oH-2 I -Harpur Qocoara

Page I /l
CrpaHr[a l/3



$anhn
ProducV llpenapar

Product Code/ Koa npenapara 3l I l0
Batch No./ HoMep cepr'l' 3587461
Date of manufacturing/

CERTIFICATE OF ANALYSIS/ Pagez/3
CEPTl,l@tlKAT AHAJIII3A CrpaHnua 2/.1

OFTAN DEXAMETHASON IMG/ML 5 ML EYE DROPS/
ooTAH AEKCAMETA3OH I Mr,Mr, KA[,'ll{ r.,'tA3HbIE,5 MJI

| | /2025Aara npor3BoaqrBa

Date ofanalysis /Aara aHa,'rr3a 12/2025
Date of expiry/ Cpok ro,quocrll ll/2027

Test/ IloKa3areJrr

ldentification / HPLC /

Requirements/ HopMBr

Units/
Results/
- l!/l||Hr|ubl
relYrr,TlTbl- lSMep€flns

Retention times on the chromatogram o1'test Positire/
Benzalkonium chloride/ solution must correspond to the same pcaks llo.jloxHTc,']bxat
I4,rerrTrrbrxaurc/ B3XX / rctention times ofcomponents C12. Cl4
6eBa,'IkoHrr x,'lopta and Cl6 on the chromatogram of

benzalkonium chloride standard solution /
BpeMeHa yrepx!BaHHt ntrKoB Ha

xpoMaTofPaMMc llcoblT)' eMQfo pacTBopa

/]OiXHbr COOTBSICTBOBaTb BPeMeHaM

ylepxaBalrHr TaKxx xe nttr(oB rra

xpoMaTorpaMMc cTaH,qapTHoro pacTBopa

KoMroHesroB 6er3g"rtKoHut xnopua C I2.
Cl4 r Cl6

Assay/HPi,C/Dexamethasone/ 0,90- i,lo 1.00 mg/ml

Ko,'ul.lecTBeflHoe Ml/Mn

onpeae,reHx e/B 3X)VaercaMera3oH

Assay / HPLC / 0,030 - 0,044 0,041 mg/ml

Benzalkonium chloride / Mr/Mn

Konr,{ecrBeBHoe onpeaerenre /
B?XX / 6eH3anroHlrc xnopri.t

Assal- / Titrimetry / boric acid 13,50 - t6.50 15.35 mg/mi

Ko,'ru,JecrBeHHoe onpeaeaenle / Mr/vn

TrrpxMgrprr,recxxi / Kncrorbl
6opqofi

pH 5,0 - 7,0 6.6

Dispensablc volume i > 100 106 Yo

HovrHa,lbHbti o6'I'eM

Mechanical impuritieV Visible mechanical particles must not be Not detcctable/

MexaHrqecK e aKrto'reHl-tt present during visual inspection / He o6Hapyxello
BnAnM6re MexaHrqeckue BKJrIoqeHt'lt npn

B[3yaqbHoM ocMoTpe,{onxHbl
oTcyTcTBoBaTb

Osmolality/ OcMonrnbHocrh 225 - 275 260 mosmol/kg
vOcvoaJxr

Related substances / HPLC /
Dexamethasone sodium phosphate /
nocropoHHre npuMecu / B3X'X /
rercaMera3oHa Harput Ooc$ar
Total/ <3 0.'12 o/o

cyMMa np!rM€cei

I)examethasone / =2 
0.13 Yo

Ae(caMeT[I3oH

Any other / RRT 0.50 : I 0-08 Yo

,rrc6aa ,upyrar npuMecb / OBY 0.50



$anten
ProducV IIpeflapar

I'roduct Code/' KoJ lperapara 3l I l0
llatch No./ Ilorvep ceprH 3587461
Datc ol- man ulacturing/
,r[a la rr;xruraorlcr ua

l)atc ol'anal)sis /,llafa ar&rrla 12/2025
l)atc ol expiry/ CpoK r.o,'nrocrr I l/2027

TesV [loNasar€"'rb

Any other 1 RRT 0.72
Lrru6ar lp)rar rrprvecu / OllY 0.72

Any other / RRI 0.93
n06ar tplrar pl,|Mecb / Ol]Y 0,93

Sterility / C repl.r.rbr()crb Must bc slerile /
,noLrxeu 6urr crepumnuu

Cf,,RTIFICATE OF ANALYSIS/ Page l/l
CEPTI.IOI4KAT AHAJll.l3A Crpasrua 3/3

OFTAN DEXAMETHASON IMC/ML 5 ML EYE DROPS/
OOTAH IEKCAMETA3OH ! M[/M.,'I' KAflJI4 f,'lA3HbtE' 5 MJI

I t/2025

Requiremcnts/ HopMEr

:l

<l

Units/
I(esulrs/
^ LIllHUUbl
TCfYJIbTATbI' l|3MeDerr|t

0-08 vo

0,12 o/o

Sterile/ Stcrility /
CrepubHbri CTepu,uuocrl

BLOQ/I tl IKO = llelo\! Lim it ol'Quantitation/ I luxe npe,,re"ra Ko-qr.reclBcHfioro oflpe,Ile'IeHHt
ND4IO = Not l)ctcctcd/ He oSraplxeHo
tlR'lTolly : Relati\e Ilctcntion Time/ Olsocrre;rrsoe BpeM, y.{epxraaHrt

I hcrebl certily that the above-mentioned batch was produced and quality control tested in accordance with the

appro\ed master li)rmulac. prooess instructions and quality control test methods. The batch documcnlation and thc
anall sis records wcrc rovicued and lound to be in l'ull compliance with the relevant current CMP requirements anc
conditions set out in thc Marketing Authorization issued by the appropriate llegulatory Authority, No deviations or
occurrences whioh may have an influcnce on the product quality were noted.

llaclorutllr ro,uBcpx,lan. qro y(a3aH{a, Bbruc ceptr rpolr3Berena t,l Ko}rrpoJr6 KaqecrBa !rpoBeicrr B

coorBelcrBr.iH c,tor() Ntcltra[{ci Ha ceprK). Tg\Hojtotrei npo[3Bor]crBa h MgrotltKaMr KoHTpo,u Kaqograa.

AoKyMcH-ralll-lr l|a ccpHre r.r xlpllarru npoB(:l]etrr cnbrraHri npoBepeHbr r{ llonEocrbro coorB{;rcrByroT

llciicroyxruqru rpe6onarrrlr GMP u ycrroBrrM, u3JroxeHHbrM B perrrcrpauHoHHoM yAoaroBepeHfi , BbrJlaHHoM

coolBc'rcrB)ruury fcr).rrropHbrM oprauov, IIrrarux orr,rouerui r,ru npoficuecrBr.li. KoIopbrc Mor') r rroBnm rb
Ha Ka'reflBo npcndparu. orneqeuo ue 6orao.

Santen Oy, Tsmpere/ Canrrx AO, Taunepe
'lEFeb 20261 l8 OeB 2026 r.
/^-/^\rQ1\'i u-1,l,\-tre \,

'l-arjai'Iuovincn

Product Quality t,cad, Qualilied Person)/
Tapbr TyoBHcH,
Be.4yurri crrcuflrurxcr no Kaqecray npo.qyKrlxr.r,

YIIo,lHoMo,t€Ultoc Jll.t Io



oFTAN DEXAMETASoN Eatch 3587461 (reference to certificate of Analysis dated 18,02.20261

OoraH AexcaMera3o]r Cephn 3587461 (ccunxa ta ceprr{r.rxar axanrsa or 18'02.2025}

Page/CrpaHlaqa

L/4

lmportinc country / CTpaHa BBo3a: Russia / Poccrn

Marketlng Authorisation of imponing country /
P eeucm po uu o H Ho e y d oc m oa epen u e c m pa H d eeo3o :

nn-Ne(009861)-(Pr-RU) or 22.O4.2025

Active Pharmaceutical Intredient batch and
manutacturing site /
cepu, u npouleod umenb +o pMoLleemusecxoi

cv6cmsnuuu:

Dexamethasone /Ae(caMeta30H
Eatch / Cepht: 2504532898
Manufaduring site / npoh3BoArrenb:
EUROAPI Fran€e / EBPOAnh OpaHc

4 La Paterie, 53480 Vertolaye, France

Name and address of bulk manufacturing site /
Ho3soHue u qdpec nputeodcmeo eomoeoi
nexopcmeennoi Qopuu:

NextPharma Oy, Finland / AO HeKcroapMa, OtaHrsHArs

Niittvhaankatu 20, 33720, Tampere, Finland

Manufacturing Licen ce f lltt].euzue FIMEA/202O/000897

GMP EAEU: NSGMP/EAEU/BY/00398-2025

Name and address of packaging site /
Ho3eoHue u oApec nnou,lodxu, omeeqopulei n
ynoKoexy:

Primary Packaging site / nroqaAKa nepar.t,{Hoi ynaxoaxx:

NextPharma Oy, Finland / AO HeKcroapMa, QuHrAHAua

Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence f 
']'uqeP.Eua:. 

FIMEA/2020/000897

GMP EAEU: NeGMP/EAEU/BY/00398-2025

S€condary Packaging site / tlaoqaAra croPrqHoi ynaxoaxx:

ManufacturinS Packaging Farmaca (MPF) 8.V., the Netherlands /
MaHyoa(,{yprHr neKn.qxrH OapMaKa (MnO} 5.8., HrAepnaHAbl

Neptunus 12, 8448 CN Heerenveen, the Netherlands

Manufacturing Licence /.Ilr,rqer:rn: 108630F

GMP EAEU: NeGMP/EAEU lRU /O27L8-2O2'

Name and addres5 ot release site /
Hogeoxue u odpec npouaeodumena (Bctnycxoautui
koHmponb xo,4ecmeo):

Santen oy, Finland / Ao caHEH, @AA,1.AP'AUA

Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licen ce f Au\eH3via: FIMEA/2023/006935

GMP EAEU: NsGMP/EAEU/BY/00378-2025

Presentation form /
OopMa Bbrnyct(a

Eye drops, 1 mg/ml (dropper bottle) 5 ml x 1 (carton pa€k) /
Hanrr rra3Hbre, l nar/tr,ta (oaaxox-xanertbHhqa)5 M,n x 1(na'{t{a

xaproxran)

Stabifity period / Cpot< zodHocmu: 2 years. After bottle opening - 28 days (at the temperature not
higher than 25'C) /
2 roAa; nocre Bcxpb[hn - 28 cyr. (nph reMneparype He Eblue 25

rpaa.)

StoraSe conditions / ycnoaun xpoHeHua: Keep at the temperature 2-8'c, in original packaging (bottle in the
carton) /
np|4 reMneparype 2-8 rpaA., B opxfldHarlbHoi ynaxoBKe (0naKoH B

na,rre)



Label code / Koa 3rrxer(, P110500014835

Carton code / XoA na'lxh xaPToHHoi P101100014831

Leallet code / Koa hMn P090800014833

oFTAN DEXAMETASON Batch 3587461 (reference to certificate of Analysis dated 18.02.2025)

OOraH AeKcaniera3oH Cepxt 3587461 (ccblrlKa Ha ceprkorKar aHanr3a or 18.02.20251

Page/CrpaH!4qa

2/4

Test/ floKa3arerb Requirements/ HopMbl Results/ P€yrbrarbl

Packaging /
YnaxoeKo:

5 ml in a ransparent bottle made of low-density
polyethylene (LDPE) with a transparent dropper

tip made of LDPE, sealed with a white cap made of
high-density polyethylene (HDPE) with a first-
opening control. The dropper bottle, together with
the package insert, is placed in a cardboard box. /

Tlo 5 Mr I npo3pa,{Hbri ona(oH |13 non[3riareHa
Hr{3Koi nror8osr, (n3Hn) c
npoapaqnoi xacaAxoi-l(ane-4bHnqei t,3 n3Hfl,
yxynopernui 6eauM l{orna'{xom

|a3 no/]l,r3rxneHa Bbtcoxoi nnorHocr, (n3Bfl) c
roHTpo/leM nepaoro BcKpblTl4tl.

@raxoH-xanerbHttqa BMecre c nrcrxoM-
BKnaabtueM noMeqaeTca B

KapToHHyo naqKy.

5 ml in a transparent bottle made of low-density
polyethylene (LDPE) with a transparent dropper

tip made of LDPE, sealed with a white cap made of
high-density polyethVlene (HDPE) with a first-
opening control. The dropper bottle, together with
the package insert, is placed in a cardboard box. /

no 5 M, B npo3paqHbri onaKoH x3 norx3Tl.lneHa

Hratxo; nnorHocrx (n3Hn) c

npo3paqHo; HacaAxoi-kanerbHrqei r3 n3Hn,
yxynopennuri 6enutrvr Ko,nnaqxoM

l,t3 no/I,r3rr4/leHa abrcoKot nnorHocrl1 (n3Bn] c

r{oHTpo/reM nepBoro acxpblrxF.
O,na(oH-KanenbHrqa BMecTe c rrcrxoM-
BXraabrueM noMeu.laerc8 a

xapToHHy|o naqKy.

Labelling /
Mopt<upoeKo:

The followins information is indicated on the

orimarv packaee (labelofthe boftle) in the
Russian language: the brand name of the

medicinal product with the warning symbol o,

dosage form, strength, volume of product in bottle
in ml, name ofthe active substance in Russian and

English, batch number, expiry date, "Sterile",
"SANTEN OY, Finland", "Santen" logo, numerical

or graphical internal technical code(s) of
product/package.
The followine information is indicated on the

secondarv Dackage (carton) in the Russian

languape: the brand name of the medicinal
product with the warning symbol o, dosage form,
strength, INN in Russian and English, volume of
oroduct in ml, name ofthe active substance and

Dreservative in 1 ml of the medicinal product, list

of other excipients, batch number (batch number

formation of the finished Droduct: the batch

number assigned to the "in bulk" product on the
primary packaging may be supplemented by

characters (letters or numbers) additionally

assign€d 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, prescription status, storage

conditions, warnings "Use within 28 days after

opening the bottle.", "Keep out of reach of
children.", method of administration,

"Administration and dosage: see the attached

The followins information is present on the
primarv oackase {iabelofthe bottle) in the
Russian laneuage: the brand name of the
medicinal product with the warning symbol @,

dosage form, strength, volume of product in bottle
in ml. name of the active substance in Russian and

English, batch number, expiry date, "Sterile",
"SANTEN OY, Finland", "Santen" logo, numerical

and graphical internal technical codes of
product/package.
The followine information is oresent on

the secondarv packase {carton) in the Rus5ian

blgllgq the brand name of the medicinal
product with the warninB symbol o, dosage form,
strength, INN in Russian and English, volume of
product in ml, name of the active substance and

preservative in 1 ml of the medicinal product, list

of other excipients, batch number, manufacturinB

date, expiry date, prescription status, storage

conditions, warnings "Use within 28 days after

opening the bottle.", "Keep out of reach of
children.", method of administration,
"Administration and dosage: see the attached
leaflet.", "Sterile.", "Opened: ", name ofthe
Marketing Authorization Holder and the relea5e

Site "SANTEN OY, Finland", bar code, numerical

and graphical internal technical codes of
product/package.
Additionally, there are identification means {15)for
monitoring the movement of drugs. On all

components of the package there are factory
production technology codes and technical details.



leaflet.", "sterile.", "Opened:_", name of the
Marketing Authorization Holder and the release
Site "SANTEN OY, Finland", "Santen" logo, bar
code, numerical or graphical internal technical
code(s) of product/package.
Additionally, there mav be identification means
(15) for monitoring the movement of drugs. On all
components of the package can be factory
production technology codes and technical details.
The location and colo. 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 neoarqHoi vnaxoexe (:rrxerxe draxoHa) Ha

py!!!!.14_83!t!cf!33!lE3l9! roproBoe
HarMeHoEaHhe npenapara c npeaynpeArTenbHoi
MapxrpoBr{oi 6, rel{apcr8eHHy|o OopMy,
Ao3rpoBky, o6-beM npenapala Bo 0/ra(oHe I Mn,
Ha3aaBte AetcTaypu4ero BeqecTBa Ha pyco{oM ,r

aHrnrtcxoM f,3brxax/ HoMep cep|4l|, AaTy
o(oHqaH|4r cpoRa roAHocrr, (cTepflnbHor, (Ao
CAHT3H, O HnsHA!-1Fr, nororhn 0rpMbr (Santenr,

\AQpoBde v / unu rpaOr,recKxe sHyrpr3asoAo(oi
(-he) rexHl1eecxri (e) xoA (-br)

npenapara/ynaxoexra-

Ha groDr.rHoi vnaxosxe (xaproHHoi na,{xe) Ha

ovccxoM fl 3br(e vRa3brBaloT: TopaoEoe

HarMeHoBaH14e npenapaTa c npeAvnpeArrenbHoi
MapKlpoBXofi o, neKapcrBeHHylo oopMy,
ao3r,rpoBr{y, MHH Ha pyccKoM h aH|nhricxoM
rSbrxax, o6beM npenapaTa Bo OnaxoHe I Mn,

cocTaB c vKa3aHteM l{o.nrqecrBeHHoro

coAepxaHrr akThBHoro Beu.{ecrBal,1 KoHcepBaHTa

B 1M, npenapaTa, nepeqeHb ocra,nbHbtx
BCnOMOraTe,nbHbrx 8euleclB, HoMep cepfi
($oprvurpoearue cephll rorooofo npoAyRra: (
HOMepy cepxr, nprcBoeHHoMY npoAy{ry (in
bulk> u yxa:arroaay ra nepervnoi ynaxoexe,

Mofyr 406aBnFTbcr crmaorur (6yxeur rar qr$pur),

AOnO/rHxTe/rbHo nprcBoeHHbre A./r8 BTop14gHoi

ynaKoBr(r. TaxrM o6pa3oM, HoMep cepht-1,

yxa3aHHbri Ha BrophqHoi ynakoBXe, Moxer 6blrb
Ha Hecxo/rbr(o crMBoroB a,nrHHee HoMepa ceptrl,
yxa3aHHoro |ta nepEr,r,rxoi ynaxoexe), gary
npou3BoAcTBa, AaTy oKoH'.raHrr cpo(a roaHocrr,
yc/toarfl oTnycxa, Ycnosrff xpaHeHrn,
npeAynpeArTenbHbre Haantct (14cno,4b3oBaTb B

TereHl,,1e 28 AHei nocne Bcxpbrrht OnaxoHa.),
(XpaHrrb B HeAocrynrou 4ln 4erei aaecre.',
cnoco6 nptMeHeHxr, (Cnoco6 nprMeHeHrr: cM.

/rrcror{-BknaAbrtrJ), ( Crepraono.),

oFTAN DEXAMETASON Batch 3587461 (reference to Certificate of Analysis dated 18.02.2026)

OQrax fiexcar'aera3oH Cepse 3587461 (ccurnxa xa cepuoxKar aHanr3a or 18.02.2025)

Ha neDgr,rHoi vnaxoaRe {lrrxerxe 6raxoxa) Ha

DVCCXOM A3bt8e VKa3aHO: lOprOBOe HaTMeHOBaH!1e

npenapara c npeAynpeArrenbHoi MapxrpoBKoi
o, rexapcraerryro $opmy, 4oarpoaxy, o6teu
npenapaTa 8o 9.naxoHe I Mr, Ha3BaHre

AeicrByrou.{ero Beu.{ecrEa Ha pyco{oM r,l

aHr/rtiq{oM a3btKax, HoMep cephr, Aary
oRoH'raHhF cpoxa roaHocTr, (cTephnbHo)), (Ao
CAHT3H, OhHrff HAr,rF)), noror!4n O!{pMbr (Santen),

r.l|.lQpoBbre 
',| 

rpaQl49ecxre BHyrp|43aBoAc(xe

rexHhrecKre xoAbr npenapara/yna(o8K11.

Ha BroDh,{Ho; vnaKoBKe (KaoroHHoi na,{Ke) Ha

pyqe!q!4_83!!!gM:e!9! ro p ro Eoe

HarrMeHoBaHre npenapaTa c npeaynpeArrenbHot
MapKxpoBKoi o, nexapcreennyro $opmy,
Ao314poBxy, MHH Ha pycct(oMl,1 axuraricxorvr
ff3brRax, o6beM npenapara Bo OrakoHe B Mn,

cocraB c y(a3aHreM KorrqecrBeHHoro
coaepxaH!|n aKT]tBHoro Ber4ecrBa h xoHcepaaHTa

I 1 Mn npenapara, nepeqeHb ocranbHbrx

BCnOMOraTe,4bHbrx SeU{eCrA, HOMep Cepr|,l, Aary
nporl3BoAcrBa, Aary oxoHgaHl4F cpoxa f oaHocTr4,

ycnoBrr oTnycKa/ ycnoBrn xpaHeHr!t,
npeAynpeArrenbHbre HaAnucx ( rlcfl o.nb30aarb B

TeqeHre 28 AHei noc/re BcRpbrrrr OraxoHa.>,
(XpaHrrb I HeAocrynHoM Anr Aerei Mecre.D,

cnoco6 nphMeHeHhF, (Cnoco6 nprMeHeHttr cM.

,14 cror{ -B k,n aa br Lu r, (cTeprnbHo.}),
(OTxpbtro:_)), HahMeHoBaH{e Aepxare/tn
perrcTpaqtoHHoro yAocToBepeHrr 14

BbrnycKalor4efo koHTpoff l(a,{ecr8a (AO CAHT3H,

OUH/]'AAA4Ar, Aororrn OrpMbr (5antenD, uJTprx-

KOA, HOMep per|/lcTpaq|/1oHHOrO yAOCrOEepeHrfl ,

qrQposbre|4 rpaQhqec|{re BHyrpH3aBoAcKl4e

TexHrqecKte xoAbt npenapaTa/ynaKoBkr.

AononH|4TenbHo nphcyrcraylor cpeAcraa
hAeHrlOrxaqrx (Cl.,l) AnF MoHr4Top14Bra

Page/Crpanraqa

3/4

Fa acex



oFTAN DEXAMETASON Batch 3587461 (reference to certificate of Analysis dated 18.02.20251

OOraH Aexca era3oH Cepxn 3587461 (ccunxa ra ceprr4oxKar aHa'x3a or L8'O2'2O261

Date/Aara la.o2.2026

/^,4
Signature/noAnlcb: 'l a1 c 'J Lct*1w -..-

I( 
Taria Tuovinen
Qualified Person
Santen OY

Seal/tle,raru

Page/CrpaHt,lqa
4/4

KOMnOHeHTaX ynaRoBXH nprcyrctBvroT 3a8oAcx,le

TexHoror[']ecKr!e KoAbl |,l npol,13BoAcrEeHHble

TexHrr{ecl(xe Aerarr.

perxcTpaqroHHoro yAocTo8epeHht t'l

BblnycxaK)qero xoHrpont xa(iecrsa (AO CAHT3H,

OrHrf, HArn)t, Iororrn OxpMbl <santenD, ulrpxx-

r(op, HoMep perrcrpaqxoHHoro yAocroEepeH|1t,

qn$poette n/ nnn rpaOhqecKre BHytph3aBoAcKoi
(-xe) rexHrqecxui ( e) xoA (-br)

npenapara/ynaxoBKx.

Aono^Hxte,|bHo Moryr nprcyrcrBoaarb cpeAcrBa

xAeHrt4or.Kaqxl,| (Ch) Ant MoHtllopl4Hra

aBrxeHxs .[exapcT8eHHblx npenapaToB Ha Bcex

KOMnOHeHlax ynaKoBKll Moryr np|4cyrcf BoBaTb

3aBOIO{Xe TexHorlorxqecK'le xoAbl 14

npon3BoAcrBeHHble rexHrqecxxe Aerarx. Mecro

oacnonoxeH|,1a |,! qBer C14, lexHonorr'{ec(11x

KoAoB ,r npor3BoAcrBeHHbtx Aerarei Moxer
MeHATbCg A 3aarCrlMOCT|4 0f TeXHo/lorrqecxl4x

ocobeHHocrei npoh3BoAcrBa. LlaeroBbte orreHKrl

MaKeroB ynaKoaoR Mom orr!l4qarbct or raKoBblx

Ha KoMMepqecKoi ynat(oBKe, TaK Ra( 3aal.lctr or
TexHuqecKl,lx xapaxTeprcT14K

a".lity 
"f 
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