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producv flpenapar OFTAN DEXAMETHASON 0'lo/o 5 ML EYE DROPS/
OOTAH.IIEKCAMETA3OH 0,1o/o, KAIIJII{ FJIA3HbIE' 5 MJI

Product Code/ Koa nperapara 3l I l0
Batch No./ Hotrrep cepun 1850821

Date of manufacturing/

,If,ara npournoAcrBa 0l/2022
Date of analysis /[ara aHarln3a 03/2022

Date of expiry/ Cpox roAHocrl.t 0l/2024

rest/Iroxarars'b Requirements/Hopuu f;;;;i:l",' iii!i'u","H3MepeHIrfl

Sterility / CreprurHocru Must be sterile / Sterile/

,{orxeH 6rtt crepulrHuu Crepu.lrHufi

Appearance I Otncanue Clear, colourless solution/ Ilpospavuufi Complies/
6ecuserHHfi pacrBop Coomerctuyer

Clarity / flporpavnocrr Solution must be clear and not exceed Complies/
opalescenceofreferencesuspensionl/ Coornercrayer
Pacrnop AoJIxeH 6rnr upospauHblM It He

AOJIXeH rIpeBbIIUarb orIaJIecIIeHuI'uo

craugaprnofi cycneusuu I

Colour / I{eerHocrr Solution must be colourless and colour Complies/
intensity must not exceed reference solution Cooraercroyer
89 colour intensity /
Pacraop AoJIXeH 6urr 6ecIperHblM Lt

r,rHTeHcr.rBHocTb oKpacKu He AoJIXHa
rrpeBbrmarb IIHTeHcI{BHocrI4 oKpacKu

craH,[aprHoro pacrnopa 89

Identification/ HPLC / Retention time of the main peak on the Positive/
Dexamethasone-21-sodium chromatogram oftest solution obtained floloxurelrHas
phosphate / during assay must be identical to the main
floA.nusHocrr / B3XX I peak retention time on the chromatogram of
AexcaMera3ou-21-narpul rfocr[ar dexamethasone-21-sodium phosphate

standard solution /
Bperur yAepxI{BaH[rI ocHoBHoro nI{Ka Ha

xpoMaTorpurMMe ltc[blryeMoro pacTBopa,

nolyrennofi npn Kon[qecrBeHHoM
onpeAeneHlrl{, AoJIXHo 6uttr u,qenru'tHo
BpeMeHH yAepxLIBaHI,It ocHoBHoro IIIlKa Ha

xpoMarofpaMMe craHAaprHorc pacrBopa

Ae KcaMeftBo n-21 -wurpw Qoc$ara
Identification I HPLC / Retention times on the chromatogram of test Positive/
Benzalkonium chloride/ solution must correspond to the same peaks floloxurelrHal
floAruuHocrr / B3)I(X / retention times of components Cl2,C14 and
6engzurxonu.r x;ropr,rA Cl6 on the chromatogram of benzalkonium

chloride standard solution /
Bpeuena yAepx[BaHl{t nI,IKoB Ha

xpoMaTorpaMMe LIcIIhITyeMOro pacTBopa

aoJIXHbI COOTBeTCTBOBaTb BpeMeHaM

yaepxl,IBaH[t TaK[rx xe nI'IKoB Ha

xpoMarofpaMMe craHAaprHoro pacrBopa

KoMuoHeHToB 6enganroHm ruropuaa C12,
Cl4 uC16

Postal address/ IIoqroBbIX arpec Telephone/ Tene$ox

Santen Oy/ Carrnn AO +358 3 284 8l1l
PO BOX 33/ floqroaHft runx 33
FIN.33 I OO TAMPERE/ FIN-33 IOO TAMIIEPE
FINLAND/ OHHilflHNVfl
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producv ftpeuapar OFTAN DEXAMETHASON O'lVo 5 ML EYE DROPS/
OOTAH AEKCAIVIETA3OH O,I OA, KATIJI}I TJIA3HbIE,5 MJI

Product Code/ Koa rperapara 3 I I l0
Batch No./ Hotrrep cepuu 1850821

Date of manufacturing/

,{ara npousnoAcrBa 0112022

Date of analysis /,{ara aHaJILI3a 0312022

Date of expiry/ Cpor rosHocru 0112024

Assay / HPLC / Dexamethasone/ 0,90 - l,l0 0,99 mg/ml
Kor[qecrseHHoe Iltr/rul

o npeAene HI,IelB 3X)V.qe rcaMera3o H

Assay / HPLC I 0,030 - 0,044 0,042 mg/ml

Benzalkonium chloride I urlut
Kollr.recrseHnoe oupeAeleune /
B3XX / 6eHsarroHxt xJIopLrA

Assay / Titrimetry / boric acid 13,50 - 16,50 15,48 mg/ml

Kor[qecrseHHoe onpe4ereHLre / ur/nal

Turprarraerpr,rqecxuft / xncloru
6opnoft

pH 5,0 -7,0 6,6

Dispensable volume / > 100 106 o/o

HoruuHamuufi o6tena

Mechanical impurities/ Visible particles must not be present during Not detectable/

MexaHr.{ecrrre BKJrroqeHltfl yisual inspection / He o6napyxeno
Bugtttrrue BKJIIoqeHwI rIpI{ BI{3yanbHoM

ocMoTpe AOJIXHbI OTCyTCTBOBaTb

Osmolality/ OcMorqmHocrr 225 '275 259 mOsmoVkg
uOcnrom/xr

Related substances / HPLC / 33 0,57 %

Dexamethasone sodium phosphate /
Total I
flocropoHuue rplrMecu / B3XX /
AeKcaMera3oHa Harpt{t QocQar /
cyMMa npuneceil

Related substances/ HPLC I <2 0,25 %

Dexamethasone sodium phosPhate /
Dexamethasone /
flocropoHul.te rpI{MecI.I / B3XX /
AeKcaMeriBo Ha Harrpr4fl, rf ocr[ar /
AeKCaMera3oH

Related substances/ HPLC / S I 0,07 yo

Dexamethasone sodium phosphate /
Any other / RRT 0.53
flocropoHnue npllMecu / B3XX /
AeKcaMera3oHa Harplrt rfocQar /
rrlo6ar. Apyrat npl{Mecb / OBY 0.53

Related substances/ HPLC / S I 0,09 %

Dexamethasone sodium phosphate /
Any other / RRT 0.92
flocropoHnne npuMecu / B3XX I
AeKcaMer€Boua Harprt rfoc$ar /
rrc6ar Apyrat npllMecb I OBY 0.92

Postal address/ floq'rossrfi a,apec Telephone/ TeleQou
Santen Oyl Canr:u AO 1358 3 284 8 I I I
PO BOX 33/ floqmsufi ruux 33

FIN.33 IOO TAMPERE/ FIN.33 IOO TAMNEPE
FINLAND/ @UHT'HNVN



$anten

Postal address/ floqroBl'Iii aapec
Santen Oy/ Casren AO
PO BOX 33/ Iloqrosuft rqnr 33

FIN.33 IOO TAMPERE/ FIN-33 IOO TAMNEPE
FINLAND/ AVHTAHN'IA

CERTIFICATE OF ANALYSIS/
C EPTI4OI{KAT AHAJII,I3A
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ProducV flpenapar
OFTAN DEXAMETHASON O,IOA 5 ML EYE DROPS/
OOTAH AEKCAMETA3OH 0,1o/o, KAIIJII{ IJIA3HbIE' 5 MJI

Product Code/ Kol rpenapara 3l I l0
Batch No./ Houep cepau 1850821

Date of manufacturing/

.{ara npou:ro.ucrBa 0112022

Date of analysis /,{ara a*arvaa 0312022

Date of expiry/ Cpox fo,uHocrll 0112024

Related substances/ HPLC / < I
Dexamethasone sodium phosphate /
Any other / RRT 1.36

flocropoHnue rpL{MecH / B3XX /
.lercaMerrcona Harpns tfocQar /
ffo6aq Apyrar rpuMecb / OBY 1.36

0.10

BLOQ/HIIKO : Below Limit of Quantitation/ Huxe npe4era KoJllr{ecrBeHHoro onpeAeJleHl'lt

ND/HO : Not Detected/ He o6Hapyxeno
RRT/OBy : Relative Retention Time/ OruocureJlbHoe BpeMt yaepxvBanvr

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

upp.ould -uri"r formulae, process instructions and quality control test methods. The batch documentation and the

analysis records were reviewed and found to be in full compliance with the relevant current GMP requirements and

"onditions 
set out in the Marketing Authorization issued by the appropriate Regulatory Authority. No deviations or

occurrences which may have an influence on the product quality were noted.

HacrOqur4v IIO.IlTBepxAarc, qTO yKa3aHHafl Bbrrrje Cepr4t npOH3BeAeHa I,l KOHTpoJ]b KatIeCTBa npOBeAeH B

coorBercrBr4r4 c AoKyMeHTaune[ ua cepr4ro, rexHolornefi npot43BoAcrBa ll MeroAI'tKaMu KoHTpont KasecrBa.

[oryrraeHraul,t{ Ha cepnro u x(ypHulJrbt [poBeAeHr4r ucnrtraufifl npoBepeHbl 14 rloJlHocrblo coorBercrBylor

4eficrnyrcugav rpe6oaaHurm GMP n ycJroBr{tM, r43JroxeHHbIM B perIIcTpaUI4oHHoM yAocToBepeHI'II'1, BbIAaHHoM

coorBercrByroqr,rM perynrropHbrM opraHoM. Huxarnx orxlogeuufi LIJII{ npol,rctuecrnuil, Koropble MoryT noBnutrb

Ha KaqecrBo npeflapara, orMeqeHo He 6ruo.

Santen Oy, Tampere/ CaHrsH AO' Tanrnepe

25 Aug 20221 25 Asr 2022 r.

n( \r
\Ct"1 . 'J (.L$\\).tt r.r

Tarja Tbovinen

Qualified Person, QA Pharmacist (B.Sc.)/

Taprr Tyonuneu, $apuaueBT, cneuutlJlllcr rlo KoHTponK)

KaqecrBa (6ara.nanp ecrecrBeHHblx HayK)

%

Telephone/ TeleQoH
+358 3 284 8l I l



OFTAN DEXAMETASON Batch 1850821 (reference to Certificate of Analysis dated 25.08.20221

OQran fl,excarvreraeox Cepnn 1850821 (ccunxa xa ceprrQnxar aHanr3a or 25.O8.2O221
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lmporting country / Crpaxa BBo3a: Russia / Poccrn

Marketing Authorisation of importing country /
Peeucmpo\uouuoe ydocmoeepeHue cmpaHbt e8o3o:

n N015347/01 or 15.12.2008

Active Pharmaceutical Ingredient batch and

manufacturing site /
Ce p u n u n po u seod u men a Sa pnna tqe e m uqe c xo it
cy6cmonquu:

Dexamethasone /,Qexcamera3oH
Batch / Ceprn: 2004794474
Manufacturing site / flponaeo4rreau:
Sanofi Chimie I Canoflu [Jrtnvt
Le Bourg, 63480 VertolaYe, France

Name and address of bulk manufacturing site /
Hogeoxue u odpec npueeodcmea eomoeoil
neKopcmaeHuoil Sopnar

NextPharma Oy, Finland / AO HexcrOapma, OrHnnx4rn
Niittyhaankat u 20, 337 2O, Ta mpere, Finland

Name and address of packaging site /
Hozeouue u odpec nnot4odxu, omeevorculeil eo

ynoKoeKy:

Primary Packaging site / l'lnou4a4Ka nepBrqHoi ynaxooxr:

NextPharma Oy, Finland / AO HexcrOaptvta, Ouxanx4nn

Niittyhaankat u 2O, 337 20, Ta mpere, Finland

Secondary Packaging site / IlnorqaAKa EroprqHoi ynaxoexr:

I Nexteharma Oy, Finland / AO HexfiOapnna, Orxrnr4rn
Niittyhaankat u 20, 3372O, Tampere, Finland

[l Manufacturing Packaging Farmaca (MPF) 8.V., the Netherlands

/ Maxy$axvyprxr flexr4xux Oapnnaxa (MnO) 5.8', Hu4epaax4ut

Neptunus t2,8448 CN Heerenveen, the Netherlands

Name and address of release site /
Haseonue u odpec npoueeodumena (Banycxarcquil

KoHmponb xaqecmeo):

Santen Oy, Finland / AO Caxrax, @rHann4rn

Kelloportinkatu 1, 33100, Tampere, Finland

Presentation lorm I
<Dopma Bbrnycxa

-ye drops, 1 mg/ml (dropper bottle) 5 ml x 1 (carton pack)/

Kann[ ffasxute, 1 mr/ma ($aaxox-xaneauxrqa) 5 run x 1 (navxa

xapronHan)

Stabifity period I Cpox eodnocmu: 2 years. After bottle opening - 1 month /
2roAa. flocae ecxputrnn $naxoHa 1 49949

Storage conditions I Ycnoeun xpoHeHun: Keep at the temperature 2-8"C /
Xoaxrru nph reMneparyPe or 2 Ao 8"C

Label code / KoA errxerxr P110600011797

Carton code I KoA naqxr xaProxxofi PLOIIOOOL2Ttt

Leaflet code I Koa 14Mfl P090800012529

Test/ Iloxasarenu Requirements/ Hopnrut Results/ Perynurarul

Packaging /
Ynaxoexa:

5 ml in a polyethylene dropper bottle with the
plastic stopper and screw cap. The dropper bottle

with the instruction for use is packed into a carton

box. I
flo 5 lal B nonu?rnnexosutfi Qnaxox-xane/lbHl4Lly,
yKynopeHHbti naacrhxoeoi npo6xoil c

HaBrHq14Batoqefi cn xputuxofi . OaaxoH-

Kane/rbHr4qa BMecre c uxcrpyxtlnei no

nDrMeHeH1410 noMeuaeTcn B xapToHHylo naqKy.

5 ml in a polyethylene dropper bottle with the
plastic stopper and screw cap. The dropper bottle

with the instruction for use is in a carton box. /

I'lo 5 ma B no/tl43rl4.neHosutfi $aaxox-xanenbHrqy,
yxynopeHHbtfi naacrrxogoi npo6xoil c

HaBhHt{14Batoqefi cn xputt-tlxofi . Onaxox-

Kane/rbHl4u,a BMecre c nncrpyxtlrei no

npIMeHeHhlo noMel4eH B KaproHHylo naqKy.

[abelling /
Mapxupoexo:

The followine information is indicated on the label

of the bottle in the Russian laneuage: the brand

name of the medicinal product with the warning

The followins information is present on the label

ofthe bottle in the Russian laneuase: the brand

name of the medicinal product with the warning



OFTAN DEXAMETASON Batch 1850821 (reference to Certificate of Analysis dated 25.08.20221

OQrax flexcanaeraaox Ceprn 1850821 {ccutnxa xa ceprr,rQrxar aHarx3a ot 25.O8.2O221
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symbol @, dosage form, strength, volume of
product in ml, name and content of the active
substance, batch number, expiry date, "Sterile",
"SANTEN OY, Finland", "Santen" logo, numerical
or graphical internal technical code(s) of
product/package.
The followins information is indicated on
the carton in the Russian language: the brand
name of the medicinal product with the warning
symbol o, dosage form, strength, lNN, volume of
product in ml, name and content of the active
substance and preservative, list of other
excipients, batch number, manufacturing date,
expiry date, prescription status, storage
conditions, "Use within 1 month after opening the
bottle.", "Keep out of reach of children.", methoo
of administration, "Administration and dosage:
see the attached instruction inside the package.",

"Sterile.", name "SANTEN OY, Finland", "Santen"
logo, bar code, registration certificate number,
numerical or graphical internal technical code(s) of
product/package.
Additionally, there may be identification means
(lS) for monitoring the movement of drugs. On all
components ofthe 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 gtrxelxe 6aaxoxa xa pvccxorvr Rgurxe

vKa3brBaloT: roproBoe HaHMeHoBaHxe npenapaTa c

npeAynperqnrerunoi nnapxnpoaxofi @,

neKapcrBeHHyro Qoprvry, .qo3llpoBKy, Ko.nl4qecrBo

npenapaTa B Mr, Ha3BaHxe 14 coAep]KaHne

aKThBHOTO BeU.leCTBa, HOMep Cepun, Aary
oKoH'{aHrfl cpoKa roAHocrn, <<Ctepnnuxo>, <AO

CAHT3 H, Or x.nn x4rR >, nororn n $r,lprvrur <Sa nten >,

r4r,r$poeure u/ nnn rpaQw{ecKhe axyrpnaaaogcxoi
(-re) rexxuvecxni ( e) xo4 (-ur)

npenapara/ynaRoBK14.

Ha xaproxHofi naqxe xa pvccxor{ Rgrrxe

vKa3brBaloTi ToproBoe HarMeHoBaHHe npenapaTa c

npeAynpeAxreruxofi nnapxrpoaxoi @,

,nexapcrBeHHyro Qopmy, 4oarpoaxy, MHH,
KOrl4qeCTBO npenapaTa B M.rt, cocTaB c yKa3aHreM

KO.rlhqecTBeHHoro coAepxaHhfl aKTTBHOTO

Ber4ecTBa 14 KoHcepBaHTa, nepeqHf ocTa.nbHbtx

BCnOMOraTe,nbHbtx BeqecTB, HoMep cepnn, Aary
r3roToB,neH x fl , Aary OKO Hqa H hfl CpOXa TOAHOCTI4,

symbol @, dosage form, strength, volume of
product in ml, name and content of the active
substance, batch number, expiry date, "Sterile",
"SANTEN OY, Finland", "Santen" logo, numerical
or graphical internal technical code(s) of
product/package.
The following information is present on
the carton in the Russian languase: the brand
name of the medicinal product with the warning
symbol @, dosage form, strength, lNN, volume of
product in ml, name and content of the active
substance and preservative, list of other
excipients, batch number, manufacturing date,
expiry date, prescription status, storage
conditions, "Use within 1 month after opening the
bottle.", "Keep out of reach of children.", method
of administration, "Ad ministration and dosage :

see the attached instruction inside the package.",
"Sterile.", name "SANTEN OY, Finland", "Santen"
logo, bar code, registration certificate number,
numerical or graphical internal technical code(s) of
prod uct/package.
Additionally, there are identification means (lS) for
monitoring the movement of drugs. On all
components of the package there are factory
production technology codes and technical details.
/

Ha grrxetxe daaxoxa Ha pvccxoM aaurxe vxagaxo:
ToproBoe HahMeHoBaHre npenapaTa c
npeAynpeArrenuxofi mapxrpoaxoi o,

,neKapcrBeHHan Qoprua, Ao3l,tpoBKa, Ko.rl4qecrBo
npenapaTa B Mr, Ha3BaHXe X COAeplKaHl4e

aKTXBHOTO Bet4eCTBa, HOMep Ceprx, AaTa
oxoHqaHrg cpoKa roAHoctr, <Cteprluxo>, <AO

CA HT3 H, @ nn nen 4n n >>, nor oi An Q r,r pm ur <r Sa nte n >,

quQpoaure n/ nnn rpa$w{ecKre eHyrpr:aeo4cxofi
(-ue) rexxuvecxrafi ( e) xoA (-ur)

npenapara/ynaKoBK14.

Ha xaproxxofi naqxe Ha pvccxonn ngurxe vxagaHo:
TOproBoe HahMeHoBaHhe npenapaTa c
npeAynpeAhreauxoi mapxrpoexoi @,

.neKapcrBeHHan Qopnna, 4oarpoaxa, MHH,
KO,ril4'{eCTBO npenapaTa B M.fl, cocTaB c yxa3aHheM

KOnhqecTBeHHoro coAepxaHhf aKThBHoro
Eer4ecTBa 14 KoHcepBaHTa, nepeqHR ocTanbHbtx
ECnOMOraTe,n bH btx Be u{ecTB, HoMep cepnu, Aala
r3roToB.fl eH n A, AaTa oKoH'{a H xR cpoKa roAHocTl4,



OFTAN DEXAMETASON Batch 1850821 (reference to Certificate of Analysis dated 25.08.20221

OQrax flexcanneraron Cepnn 1850821 (ccurnxa xa ceprnQnKar aHartn3a or 25.O8.2O221

Date/Aara 25.08.2022

Signature/floAnrcb: Qo i. Q**.rtf4 r: Seal/fleqaru
i
' Taria Tuovinen

QuAtified Person

Page/Crpannqa
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n pe.qyn peAhre,n bH bt e Ha Anvcn < h cnor baoearb B

TeqeHre L mec. nocae BcKpblrhfl QnaKoHa.>,
<XpaHrru B HeAocrynHom 4an 4erei Mecre.)),

cnoco6 nphMeHeHrfl, <Cnoco6 nprMeHeHrR t,l

AO3br: CM. nprnaraeMyp hHcrpyKqHlo BHyrpl4

ynaKoBKH.), <CrepunuHo.D, HahMeHoBaxre <AO

CAHT3 H, Qnttnangna>>,,nororh n Srpmu ( Santen )),

lr.rTp14x-KoA, HoMep perhcTpaL{HOHHOTO

yAocroBepeHrn, qr$poeurc ufunn rpaQrvecxne

BHyrph3aBoAcxofi (-ne) rexHrqecxnil ( e) xoA (-ut)

n penapara/ynaKoBXt4.

.{onoa HnrenbHo nphcyrcrBynr cpeAcrBa

r4enrr$rxa \nn (CA) 4rtr MoHxropl4 Hra

.qBrxeHrR neKapcrBeHHbtx npenaparoe. Ha ecex

KOM nOHe HTaX yna KoB K14 n p rcyTcTByloT 3a BOACKTe

TexH o,nofl4qecKhe Ko.Abl 14 n po n3BoACTBeH H ble

TexHt4LfecKhe Aerann.

n peAyn peArre/t bH bte Ha Anncu ( l4cno,tl b3oBarb B

TeqeHue 1 mec. nocae BcKpbtrl4n Qnaxoxa.>,
<Xpaxrru B HeAocrynHom 4an 4erei Mecre.)),

cnoco6 nphMeHeHrR, <Cnoco6 nphMeHeHnF H

AO3br: CM. npl4naraeMyp 14HcTpyKLlt4K, BHyrpx
ynaKoBKl4. )), < CreprnuHo. )), HariMeHoBaxre <AO

CAHT3H, OrHanx4rn>, Aororun Qrpmut (Santen),

lurTpr4x-KoA, HOMep perhcTpaqHoHHoro

yAocroBepeHrn, qrSpoaurc n f nnu rpa$rvecxre
BHyrpr3aBoAcxofi (-re) texxrvecxrfi ( e) xoa (-ut)

npenapara/yna KoBXti.

p,on on H rrer b H o Moryr n p[cyrcrBoaarb cpeAcrBa

u qenru$nxaqnn (CAl A.nF MoH rrop r H ra

ABrxeHrF neKapcreeHHbtx npenaparoa. Ha gcex

KOMnOHeHTaX yna KOBKtl MOryr npncyrcrBoBaTb

3aBOACKre rexHo,fl on4t{ecK[e KoAbl 1,1

n po r3BoAcrBeH H br e rexH rr{ ecK re Aera nn. M ecro
pacno.noxeHrr x qBer Cl4, rexHonoruqecxhx
KoAoB 14 npor3BoAcrBeHHbrx 4eranei Moxer
MeHRTbCfl B 3aBrcrMOCTl,l 0T TeXHO,nOrHqeCKl4x

oco6e H Hocrei n por: ao,qcrea. l-leeroeut e orre H KH

MaxeroB ynaxoBoK Moryr ornHqaTbcfl oTTaKoBblx

Ha KoMMepqecxoi ynaxoexe, Tax KaK 3aBncflT or

Qratity otitt" product is compliant with normative documentation fl N015347/01-151208 with changes Ne2-8 /

Kaqecreo npenapara coorBercrByerrpe6oaaHnflM HopMarHaxofi 4oxymeHraL[rt4 n N015347/01-151208 c raru. Ng2-8


