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OFTAN DEXAMETHASON O,1Ol" 5 ML EYE DROPS/
rrooucv I lpenaFxr oorAH AEKCAMETA3oH 0,t %, KAIUII ruA3HbtE,5 M,rI

Product Code/ Koa npcnapara 3l I l0
Batch No./ HoMep cepru 358741I
Date of manufacturing/

Aara npor3BojlcrBa I l/2O25

Date ofanallsis /Aara aHaJruJa 12/2025

Datc of e\piry/ C;l<lK rorHosrl 1l/2027

Units/
Test/ [IoKa3arenb Requirements/ Hopirbr f:;];:1"r", Errrnubl

" l|lMepeHllfl

Sterility / Crcph.Jrbrocrb Must bc sterilc / Sterild
.Ao,txer 6utl ctepr,:tt'ulru Creplltl'Hul

Appcarancei'Onlcattre Clear-colourlcsssolution/ftpo:parnurfi Complies/
6ecuserlrHi pacrsop CoorBerc'rByer

Clarity / IlpoipaqHocrr, Solution must bc clear and not exceed Complies/
opalescencc ol rel'erencc suspension l/ CoolBercrByer
Pacluop,toLrxel 6rtrb npo3paqHhrM t He

aoJtxeH IpeahruaTb ofl aJiecqeguxrc
craxAaprHofi cycneH3uH I

Col<lur / IlserHocrb Solution must be colourless and colour ComplieV
intensity must not exceed reference solution CoorBsrcrBysr
89 colour intcnsity /
Pacrsor, ,torrNeH 6uls 6ecueertuM u
rltTeHcxanoc tb oKDacxx He aoJ'IxHa
npeBbluaTb tHTexcrBHocTl.I oKpacKr
cra[4apruor o pacroopa 89

Identificatior/ IIPLC / Rctenlion time ofthe main peak on the Positiv€y'

Dcxamethasone-2 I -sodium chromatogram ol'test solutiol oblained no,'loxlrenbHat
phosphate / during assay must be identical to the main

I lo;u r r rocr u / BIXX / peak rete ntion time on the chrcmatogram of
,texcar''elajox-2 1 -nar pnr $oc$ar dexamcthasone-2 1-sodium phosphate

standard solution /
BpcMr yrcpxxBaltut ocHoBHoro nBKa Ha

xpoMaTofpiMMe rcnblTyeMofo pacrBopa,

ro",ryqertHoi npH KoJrHrrecraeHHoM

onDe,[eJ]eHrH. llollxlto 6url uaesruqno
BpeMeut yacpxltBaHrt oQHoBHoro nrxa Ha

xpoMaTorpaMM9 craHAaplHof o pacrBopa

aexcaMcraso[-2I -Harp t oocoara
ldentification / HPLC / Retcntion times on the chromatogram oftest Positive/

Benzalkonium chloride/ solution must corrcspond to the same peaks llo"roxltrg'lbHat
noalr.iHHocrb / B:)XX / retention times of compon€nts C12, Cl4 and

6eH3a,,rKoHr-r' xJropHA C16 on the chromatogram ofbenzalkonium
chloride standard solution /
BpeMcHa yaepxl8aul,tt rfiKoB Ha

xpoMarofpaMMe rcnbrryeMoro pacrBopa

AOnxHLl COOI AeTCTBOBaTb BpeMeHaM

y,xepx{Ba||rr raxttx xe nBXoB Ha

xpoMarorpaNlMc qraulaprHofo pagrBopa

xoMnottelrog 6cntaJrrcouna x,ropruta Cl2,
Cl4 x Cl6

l,ostrl address/ noelosuil axpec 'l elephonc/ Tencootr

Sanlcn Oy/CaHDH AO +358 3 284 8ll I

PO BOX 33/ noqroBbrii rurxx 33

FIN-.]]IOO TAMPLRT FIN-]]IOO I AMTII-PT
FINLAND/ (l)hHJI'HAT''
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Results/ Units/
Pety,luraru Etrnnnurr

r|rMepe rl9
1.00 mg,hl

Md:vtn

0.042 mg/ml
M r/M,'r

15.i3 mgi ml
\Jr'lNrJt

6.5

He oOHapyxeHo

258 mOsmol/kg
MOcMonh/Kr

0.40 vo

Product flpenapar

Product Codc/ KoA npenapara 3l I l0
Batch No./ HoMep cepr{ 358741I
Date of manufacturing/
,(ara npor.3Bo,[cr8a

Date ofanalysis flara a{ulu3s 12/2025

Datc ofexpiry/ CpoK rorHocru ll/202'1

'fest/ [IoKa3aren6

Assay / HPLC / Dexamethasone/ 0.90 - l.l0
Ko,tu,iecrseBHoe
on peAeneHr-re/B?XX,/Aer(caMera3oH

Assay / HPLC / 0,030 - 0,044
Benzalkonium chloride /
Korr gecrBeHHoe onpeaeneHr-re /
B-)XX / 6eH3a-'lxoHxn xnop!r,[

Assay / Titrimetry / boric acid 13-50 16.50
Konu.recrBeHHoc onpe.qeJreHr.ie /
'l rrpr.iMerpxqecxfif / Kxcnorbr
60pHofi

pH

Dispensable volume /
HoMr-{H&,lbHbri o6'b9M

Mechanical impurities/

OFTAN DEXAMETHASON O,I YO 5 ML EYE DROPS/
OOTAH AEKCAMETA3OH O.I O/O, KA IIJ'TH TJIA3HbIE. 5 MJI

It2025

Requirements/ HopMbr

5.0 - 7,0

> t00 lo7 0/"

Visible particles must not be present during Not dctcctable/
MexaHrqecKreBK,'Irc.{eHrr visualinspection/

BulxMbre Bk,'rruqesrr npr Brr3yar6lroM
ocMoTpe,qoJtxHr'r oTcyTcTBoBaTb

Osmofality/ Ocuo,rurnocrr 225 - 275

Related substances / HPLC / S3
Dexamethasone sodium phosphate /
'lbtal /
llocropoHEue npxMecx / B3XX /
reKcaMera3oHa Harpur Qoc$ar /
cyMva npfiMecci

Related substanceY HPLC / 
=2I)examethasone sodium phosphate /

[)examethasonc /
flocropoHHre flplMecx / B9XX /
teKcaMera3oHa Harprr OocQar /
.qeKcaMera30H

Related substances/ HPLC / S I
Dexamethasone sodium phosphate /
Any other / RRl'0,51
flocropoHHue nprMecr.r / B?XX /
reKcaMera3oHa Harpxr oocoar /
rrc6ar apyraa npruecs / OBV 0.51

0.ll vo

vo

rrt 0.5 | 0.09

Postal addresy no{ro8'|fi arpec Telcphone/ TeneOoH
sanlen o)/caHDH Ao +358 3 284 8lll
PO BOX 33/ tlo.|To8Hil ruxx 13
f IN-33IOO TAMPERF]/ FIN.3]IOO TAMIIIPI
FINLAND/ OHHJ'I'HAI,I'
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OFTAN DEXAMETHASON 0'lv" 5 ML EYE DROPS/
l'roducl' I lpctrunir ooTAH.IEKCAMETA3oH 0,t yo, KAnJll rutA3HblE, 5 MJI

Product Code'/ KoJ rpcrapdra 3l ll0
Batch No./ HoMep cepHn 358741 |
Date of manulbcturing/
,[ara npo{3Bo,lcrBa | 1/2025

Date ofanalysis /Aara aII.uIu3a 12/2025

Date ofexpir)/ Cpok roAHocrx I l/2027

Rclated substanccs,' I lPl,(' / < I

Dexamethasone sodium phosphale /
Any other / RR'I 0.72
flocroporHre npuNrccr I B?XX /
teKcalrera3oHa rrarpur $ocQar' /
nrcoat apyrut nprnecr, / OllY 0.72

fi0,72 0,07

Pslded 5ul51a6gc5i IlPt.C/ 
= 

I

Dexame(hasonc sodium phosphate /
Any other / RR'I 0.93
flocropoHHl.rc rrpnMeca / BfXX i
.rexcaMera3ona Irarpur $oc$ar /
,rro6a.r .apyrar rrpruccs / OBV 0.93

rrt 0,93 0,09

IILOQ/HtlKO = Bclorv Limit ofQuantitation/ l.lrxe perera KorlliqecTBeH'Ioro onpe.le-leHut
ND/HO : Not Detected/ llq o6napyxero
RRVoBy = Rclative Rctcntion Time/ ()rHocrrenbfioe BpeMt yaepxr{Ba[tt

I hercbl ccnil_r thar the above-mentioned batch was produccd and qualiry- control tested in accordance \rith thc

approved nraster lin'mulac. process instructions and quality control test methods. The batch documentation and thc

analysis records $cro rct ielved and fbund t0 bs in l'ull compliance with the relevant current CMP requirements and

conditions sl]t out in rhc Marketing Authorization issued by the appropriate Regulator) Authority. No deviations or

occurrences lr'hich may halc an inlluence on thc product quality wcre noted.

llacrorult4t\l llo/lacpxJalJ. qro yKa3aHHat BH[lc ccpnr npon3BcAeHa u KoHTpo,'lb kaqecrBa npoBe,'lell B

coolrlslctBnl.t c ,1or<l lreuTaulei a ceprru. r'exl|onor'l.tcii lpott3Bo,rtcrBa x Merontt(aMt KoHTport KarlecrB,r.

AoK]NteHiuUt! lla Cgpxl{|}j xlpBaibt npOBt)lcrrrr trclll,rTaltlt llpOaepenbl I{ rlor'lHOcrLlo COO tI}eTcTB)'l()r

reicrByloluuM rpc6otalu| CMP fi ycnoBHrM, r,r3iroxeHHblM B per{crpaqtoHHoM y.locroBepeHlilr, BuraHHolll

cooTBgTct t]) lorur,rM per'y.irrlopHbtM opranou. Hrxaxux otr,loHeHri Hnlt npotcuecrBri, ko'ropbre Moryr noBirl'itrb

Ha Kaqc! | ti(r Dc aDu I u. o I veqeHo tte 6u.ro,

Santen Oy, Tampere/ CaHTtH AO, TaMnepe

19 Feb 20261 19 @e82026 r.

a'/'\
''i a 1 al ''' (-Lu'v'r'vr ''\

l'arja Tuovinen
Product Quality Lead, Qualified Person/
BeIyIrlHfi cne[rii,'llicr tto KaqecrBy npoAykuI-rx:
Ynoxfl oMogeHltoe,'rtuo

Postal addrcss/ flo,noBbrii arpcc Tclephone./ TeteooH
San(en O]/CaHDH A{l +358 3 284 8l ll
PO BOX 13/ tlo,rro8Lrn ruuri ]3
FtN-13 t00 TAMPERT-/ ftN-33100l AMl lLPl
FINLAN D/ OHI 1,,'ltH/lflt

o/o



oFTAN DEXAMETASON Batch 3587411 (reference to Certificate of Analysis dated 19.02.2026)

OOraH Ae(catnera3oH Cepkn 3587411 (ccbnKa Ha ceprrQnrat axaar:a or 19.02'2025)

Page/CrpaHrqa
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lmportinS country / crpaHa BBo3a: Russia / Poccxn

Marketing Authorisation of importing country /
P ezu c m po Uu o H H ge y docmoee pe H ue cm pa H u aao3o :

nn-Ne(009861)-(Pf-RU) or 22.04.202s

Active Pharmaceutical Ingredient batch and
manutacturing site /
Cepun u npou3sodumenb qopMoqeamu,tealoi

cv6cmoHuuul

Dexamethasone /Ae{caMera30H
Batch / Ceprn: 2504532898
Manufacturing site / npotl38oAhrenb:
EUROAPI France / EBPOAnh OPaHc

4 La Paterie, 63480 Vertolaye, France

Name and addr€ss of bulk manufacturlng site /
Honoxue u odpec npuseodcmeo zomoeoi
nexopcmeeunoi Qopntt

NextPharma oy, Finland / AO He(croapMa, @4H,.AHAAA

Niittvhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence /,flrqen:na: FIMEA/2020/000897

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

Name and address ot packaging site /
Ho3eoHue u odpec nnou.lddKu, omee'aooulei 30

ynoKoexy:

Primary Packaging site / nnoqaAKa nepBrql{oi yna(oaxr:

NextPharma Oy, Finland / AO HexcroapMa, tDrHrnHArr

Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / /lt4qerarr: FIMEA/2O20/OOO897

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

Secondary Packaging slte / nroqaAKa sropxtlHoi ynaxoaxr:

Manufacturing Packaging Farmaca (MPF) 8.V., the Netherlands /
MaHyoax,{ypxHr neKxAx}aH OapMaKa (MnO) 5.8., HrAepnaHAbl

Neptunus 12, 8448 CN Heerenveen, the Netherlands

Manufacturing Licence /,fl hLleH3rfl : 108630F

GMP EAEU: NeGMP/EAEU/RU/02118-202s

Name and address of release site /
Ho3eoHue u odpec npoBaodumena (Bdnycxstoului
KoHmporlh xo'aecmao)l

Santen Oy, Finland / AO CaHEH, oxHrtHArF
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / ,lrqeH3xs: FIME A/2O23/006935

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

Presentation torm /
lDopMa BbtnycKa

Eye drops, 1 mg/ml (dropper bottle) 5 ml x 1 (carton pack)/
Xanrx rna3Hbre, 1 Mr/|\aa ($aaxox-xaneauHrqa) 5 M/| x 1 (na'rKa

KADTOHHA')

stability period / cpox zodsocmu: 2 years. After bottle opening - 28 days (at the temperature not

higher than 25"C) /
2 roAa; nocne Bcxpbrrrn - 28 cyr. (np|,l TeMneparype He Bblule 25

rpaa,)

Storage conditions / ycnoeun xpoHeHua: Keep at the temperature 2-8'C, in original packaging {bottle in the

carton)/
npx reMneparype 2-8 tpaA,,8 oprrrBa,nbEoi ynaKosKe (OnaKoH B

naqxe)



Carton code / Ko.q naqK, RaptoHHoi

oFTAN DEXAMETASON Batch 3587411 lreference to Certificate of Analysis dated 19.02.2026)

OoraH AeKcaMera3oH Cepxt 3587411 (ccbnra Ha ceprrorKar aHanrl3a or L9.O2.2O261

P110600014835

P101100014831

P090800014833

Test/ noka3aierb
Packaging /
ynaKoaKo:

Requirements/ HopMbr -_ _ _-- ,. -_ 
I Resul!/leryrblar!!

5 ml in a transparent bottle made of low-density i 5 ml in a transparent bottle made of low-density
polyethylene {LDPE) with a transparent dropper ' polyethylene (LDPE) with a transparent dropper
tip made of LDPE, sealed with a white cap made of 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. /

no 5 Mn I npo3pa,lHbr; o/raKoH ,3 norr3TrneHa
Hr3Koi nnorHoc (n3Hn) c

npo3paqHo; HacaAko;-xane,/rbHl,rqei x3 n3Hn,
yxynopeHHbri 6enbrM RornaqKoM
|.l3 no/r,r3Tr4reHa Bbrcol{o; nnorHocr, (n3Bn)c
r(oHTponeM nepBoro BcRpbrTrt.

high-density polyethylene (H DPE) with a first-
opening control. The dropper bottle, together with
the package insert, is placed in a cardboard box. /

no 5 Mn B npo3pa,rHbri oraRoH v3 noru?r|,r'.[e{a
Hr43xo; nnorHocr14 (n3Hn) c

np03paqHoi HacaAkOi-xanenbHrL{ei 3 fl3HTl,
y(ynopeHHbr; 6eltbtM xo/rnaL|'(oM

,l3 norrglr4,rreHa Ebtcoxoi nrorHocT, (fl 3g[l) c

ROHTpOneM nepBOrO ACkpbrrrif, .

OraxoH-(anerbH14L{a aMecre c /lt4cl{oM-OnaKoH-KanerbHrqa BMecre c rrcrKoM-
lBXraAbtL!eM noMel4aeTca B

xapToHHy|o naqKy.

The followins information is indicated on the
primarv packase (label of the bottie) in the
Russian language: the brand name of the
medicinal product with the warning symbol 6,

dosage form, strength, volume of product in bottle
in ml, name ofthe active substance in Russian and
English, batch numbet expiry date, "sterile",
"SANTEN OY, Finland", "Santen" logo, numerical
or graphical internaltechnical code{s) of
product/package.
The followine information is indicated on the
secondary Dackase (carton) in the Russian

language: the brand name of the medicinal
product with the warning sVmbol 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 {batch number
formation of the finished productr 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 characte.s longer than the batch number
given on the primary packaging), manufacturing
date, expiry date, prescription status, storage

conditions, warnings "Use within 28 davs after
opening the bottle.", "Keep out of reach of
children.", method of administration,

see the attached

Page/CrpaHhqa
214

EXraAbrueM noMeulaeTcn B

KapToHHylo naqxy.

ftte iof f o*iru i*or..tion ir or"i"nt onlh"-
orimarv package (labelofthe bottle) in the
Russian laneuage: 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
and graphical internal technical codes of
P' vuuLL/ Pdr^d6s,
The followinp information is present on

the secondarv oackaee (carton) in the Russian

laneuaqe: the brand name of the medicinal
product with the warning 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 p.oduct, list
of other excipients, batch number, 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
leaflet.", "Sterile.", "Opened:_", name of the
Marketing Authorization Holder and the release
Site "SANTEN OY, Finland", bar code, numerical

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

components of the package there are factory
"Administration and codes and technical details.



oFTAN DEXAMETASON Batch 3587411 (reference to Certificate of Analysis dated 19.02.20261

OoraH AeKcaMera3oH Cepr4n 3587411 (ccurnxa Ha ceptxorKar aH a^n3a or L9,O2,20251

lp:fler " "SlF.;lp ' "nnFnF.l , name ofthe
Marketing Authorization Holder and the release

Site "SANTEN OY, Finland", "Santen" logo, bar

code, numerical or graphical internal technical
code{s) of product/package.
Additionaliy, there may 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 €olor ofthe lS, process codes and
production parts may vary depending on the
technological f eatures of the production. Color
shades of packaging layouts maV differ from those
on commercial packaging, as they depend on the
technical characteristics of the printers. /
Ha nepsuqHot vnaxogxe {grrxerxe d,naxoHa) Fla

TOptoEoe

HahMeHoBaHre npenapara c npeAynpeArrenbHoi
Map(rpoBXoi @, nexapcrBeHHylo OopMy,

Ao3lapoBXy, o6-beM npenapara Bo Sna(oHe B Mr,

Ha3aaBMe Aeicrsyroqero Beqecrga Ha pyccKoM 14

aHrrxicxoM F3brRax/ HoMep ceprh, Aary
oxoHqaHrr cpoRa roAHocrr4, (Crepx.ibtlot, (AO

CAHT3H, OhHnFHAl4n), nororrn OhpMbr (5antent,

\nSpoar,te u / unu f paOh,reckre BH';rph3aBoAcKo;
(-!ie) rexH n,iec|{, i ( e) l{oA (-hr)

nPenaPara/YnaxoBr(1,t.

Ha Bropx,rHoi vnaKoBRe (xaproHHoi na,iKe) Ha

py!!!9!4j:!l!el!S3 roproBoe
HanMeHoBaHhe npenapaTa c npeAynpeArTe.nbHot
Map(hpoBKoi o, neKapcrseHHyo OopMy.
Ao314poBr(y/ MHH Ha pyccxoM h aHrrricxoM
n:srxax, o6ueu npenapara Bo OnaxoHe I Mn,

cocraB c yxa3aHxeM KortvecTEeHHoro
coAepxaHrF axTxBHoro Beu-\ecTaa14 koBcepBaHTa

B l Mn npenapara, nepeqeHb OcrarbHbrx

BCnOMOTaTe/rbHbrx Beu.{ecrBi HoMep cepru

tQopMrpoBaHue ceprh forogoro npoAyxra: x
HoMepy (ep r, np cBoeHHoMy npoAykry (in
bulk) u yka3aHHoMy ra neper,rrofi ynaxoexe,

Moryr 406a84erbca crr"reorur (6yxeur ranr rlra$pu),

AOnOnHlrre.nbHo nprcBoeHHbre Ans ETopuqHot7

ynaxooxu- Taxuna o6pa3oM, HoMep ceprri,
yRa3aHHbr; Ha BTopr.lqHoi ynaxooRe, Moxer 6brrb
Ha HecRo/rb(o criMEonoB ArhHHee HoMepa cephrl,
yt(a3aHHoro Ha nepor,rroi ynaroexe), 4ary
npor3BoAcTBa, Aary oKoH'raHr8 cpoxa foAHocTx/

ycnoBuF ornycKa/ ycnoBra xpaHeHrS,
npeAynpeArrenbHbre HaAnrch (14cnorb3oaatb a

TeqeHre 28 AHei noc^e BcRpbrrha Ona{oHa.),
(XpaH14Tb B HeAocrynHoM Arf, Aerei Mecre.),
cnoco6 nprMeHeHxr, <Cnoco6 nprMererrl: clr.
,nrcrox-BXnaAbrLrl ))/ (CTeprnbHo. ),

Page/crpaHxqa
?/4

Ha nepBr.{Hoi vnaxoBRe {3thxerKe d,/|aRoHa) Ha

pvccHoM r3brRe vRa3aho: ToproBoe Ha|4MeHoBaHqe

npenapara c npeaynpearrenbHo; MapKhpoBkol;
o, neKapcrBeHHy|o OopMy, Ao314poB(y, o6beM

npenapara Bo oraRoHe B Mn, Ha3BaHle

Aeicrsyloulefo BeulecTBa Ha pyccKoM 14

aHrnricxoM F3brRax/ HoMep cep,1r, Aary
oKoH'{aHhr cpoxa roAHoclr4, (cTepr,nbHot, (Ao
CAHT3H, OrHnfl HAxnD, .noror n 0rpMbt (Santen),
qrQpoBbre14 rpaQrqecl(he SHyrpr3aBoAcRhe

TexHrqeckhe xoAbr npenapara/ynaHoBHh.

Ha sropli,rFroi ynaxoexe (xaproHHoi naqxe) Ha

pygg49!4j3!t!cly!e:!!!! roproEoe
HarMeHoBaHre npenapaTa c npeayfl peArTenbHoi

MapKrpoBKoi @, neKapcrBeHHylo 0opMv,
Ao3xpoBXy, MHH Ha pyccxoMl,1 aHr,4ricRoM
F3br(ax, o6-beM npenapaTa Bo OnakoHe I Mr,
cocraB c yKa3aHrreM xo.rhqecrBeHHof o

coAepx{aHrrfl aKttBHoro Beu.{ecrBa h xohcepsaHra

B l Mn npenapara, nepe'reHb ocranbHbrx

BCnOMOraTerbHbrx BeulecrB, HoMep cep14|4, aaTy
npo143Boacr8a, aary oKoHqaHhS cpo8a roAHocT14,

ycnoBrn oTnycKa, yclroBr.1f, xpaHeHrfr /

npeAynpeArTenbHbre HaAnrc'1 ( 14cnonb3oaalb B

reqeHxe 28 AHei noc/re BcI{pbrrrfi onaKoHa,),
(XpaHhrb B HeAocrynHoM A,c Aerel; Mecre.),
cnoco6 nprMeHeHra, (Cnoco6 nprMeHeHhF: cM.

,/rHctoK-Bk aAbtL! r, (Crepuouo. D,

(OTl{pbrrg:_)), Bafi MeHoBaHre Aepr(are,nt
perhcTpaqrloHHoro yAocroBepeHra x
BbrnycKaloulero KoHrponr Kaeecr8a (AO CAHTSH,

OhH,[rHAl4f, )), nororrn O|4pMbt (Santen t, uJrphr-

KOpy HOMep perxcrpaqroHHoro yAoclosepeHrF,
qhQpoBbre h rpaQxqecRhe BHyrpr3aaoAcKre

TexHrqecKrre xoAbr npenapara/ynakoBR14.

AononHLlre,nbHo np!4cyrcrByK,T cpeAcraa
hAeHrrlOhKaq|ah (Cr1) ArF MoHrrop!iHra

Ha Bcex
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BbtnycKa|ou.lero xoHTpont |{aqecr8a (AO CAHTSH,
(D|4HntHArn)), ,nororx n 0xpMbr (SantenD, ulrpxx-

KOp, HOMep perxcTpaqxoHHoro yAocToaepeHrs,

qrOpoBbre x/xru rpa0rqecRxe BHyrpN3aBoAcxoi

{-xe) rexHn,{ecKr.r; ( e] Ko,q (-br)

npenapara/ynaxosxt,t.

AononHrre/1bHo Molyr nprcyrcrBoBarb cpeAclBa

l,|AeHrholaKaqxx (Ctl) Anfl MoHl4ropIHra

aB|4r|{eHl,|8 nexapcTBeHHblx npenapaTo8. Ha Bcex

KOMnOHeHIaX ynaxoBX14 Mofyt nprcy'rcTBoaaTb

3aBOACX|4e reXHO/lOrr']ecKUe xoAbl x

npon3BoAcTaeHHble TexH|,'{ecKxe AeTar|/|. Mecro
pacnoroxeH|/|s x qaer ch, TexHonotx'{ecKlx
KOAOE |/| npO!3BOACTBeHHbIX Agra,nei MoxeT

MeHFrbcfl a 3aBl,lcHMocrl,l 0T rexHorlofllecKux
oco6esxocrei npox3BoAcrBa. l-lBeroable orreHxr
Ma(eToB ynaKoBoK MOryT Of,'lrlaTbct of TaKoBblx

Ha KOMMepqecxoi vnaKoExe, lax kaR 3a8rc8T oT

oFTAN DEXAMETASON Batch 3587411 (reference to certificate of Analysis dated 19.02,20261

OOraH AeKcaMera3oH Cepxt 3587411 (ccutnxa xa ceprxorKat aHanH3a or L9.02'20261

KOMnOHeHTaX ynaXoax,,| nprcyTcTByroT 3aBoAcxue

rexHo,/torr9ecRl,1e xoabll,1 npoh3BoacrBeHHble

TexHhqecKre aeTar|4.

ar.lity 
"f 

the p-d""t is compliant with normative documentation nn-Ne(009861)-(Pl-RU'|'22O425 /

Kaeecrso npenapara cooreercrayer rpe6oBaHhffM HopMarraBoi AoxyMeHIaqx14 /ln-N9(009861)-{Pr-RU)-220425

Date/Aara t9.o2.2026

Signature/noAnricb:
a/:

{ &1t V U1-t-t" 
-I' Te!'ja Tuovinen

Qualified person
Santen Oy

Seal/flevaru

Page/CTpaHuqa
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