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OFTAN DEXAMETHASON 0,1% 5 ML EYE DROPS/

Product/ [1penapar O®TAH AEKCAMETA30H 0,1 %, KATLIH [JIA3HBIE, 5 MJI
Product Code/ Koa npenapara 31110
Batch No./ Homep cepuu 3587411
Date of manufacturing/
Jlata mpou3BOACTEA 11/2025
Date of analysis /Jlata anaissa 12/2025
Datc of expiry/ Cpok rognocrs  11/2027
Units/
Test/ [TokalaTens Requirements/ Hopmei Results/ Eannnub
PesyabTaThl
HIMepeHUn
Sterility / CreprabHOCTE Must be sterile / Sterile/
JonaceH ObITh CTEPHITLHBIM CrepHibHBIH
Appcarance / Onucanne Clear. colourless solution/ [Mpospaunbiid Complies/
GecuBeTHBIK pacTsop Cootrsercrayer
Clarity / Hpospaunocts Solution must be clear and not exceed Complies/
opalescence of reference suspension 1/ CoorseTcTBY €T

Colour / LlpeTHOCTL

Identification/ HPLC /
Dexamethasone-21-sodium
phosphate /

[oaaunnoects £ BIXX /
Jekcameraszon-21-watpua docdar

Identification / HPLC /
Benzalkonium chloride/
MNoanunnocts / B/
OEH3aNKOHHA XJIOPHI

Postal address/ [TouTosbii anpec

Santen Oy/ Canrd AO

PO BOX 33/ TMouroBblii awmk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE
FINLAND/ GUHJIAHAWA

PacTBOp A0/DKEH OBbITh IPO3PAYHLIM H HE
JOMKEH NPEeBbIIiaTh ONATCCUEHLHIO
cTanaapTHOH cycnenzuy |

Solution must be colourless and colour Complies/
intensity must not exceed reference solution CooTsercrByer
B9 colour intensity /

Pacteop A0:nKeH ObITb OECLIBETHBIM H

WHTEHCHBHOCTb OKPAacky HE JOJKHA

MPEBbILIATH HHTCHCH BHOCTH OKPACKH

¢cTaHaapTHoro pactsopa B9

Retention time of the main peak on the Positive/
chromatogram of test solution obtained [MonoxurebHAN
during assay must be identical to the main

peak retention time on the chromatogram of
dexamethasone-2 1-sodium phosphate

standard solution /

Bpems yaepaHBaHHA OCHOBHOTO f1HKa Ha
XPOMATOI'PAMME HCMBITYEMOTO PACTBOPA,

NOJy4eHHOH NPH KOJIHHECTBEHHOM

ONPEAEICHHH, J0JIHCHO ObITh HACHTHUHO

BpEMEHH YIEPKHBAHHA OCHOBHOTO MTHKA Ha
XpOMATOTpaMMe CTaHIAPTHOrO PacTBOpa
AekcameTason-21-natpus docdara

Retention Limes on the chromatogram of test Positive/
solution must correspond 10 the same peaks TlonoxmrennHas
relention times of components C12, C14 and

C16 on the chromatogram of benzalkonium

chtoride standard solution /

BpemcHa yaepiuBaHHs TMKOB Ha

XPOMATOIDAMME HCILITYSMOrO pacTeopa

JO/KHBI COOTBETCTBOBATh BPEMEHEM

YACPHKUBAIHA TAKHX JKE MHKOB Ha

XPOMATOrPAMME CTAHAAPTHOTO PAcTBOpa
KOMNONHEHTOR BeHsankoHua xiaopraa C12,

Cl4ucCloe

Telephone/ Tencdou
+358 3 284 811!
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OFTAN DEXAMETHASON 0,1% S ML EYE DROPS/

Product/ Tlpenapat

Product Code/ Kon npenapara 31110
Batch No./ Homep cepuu 3587411
Date of manufacturing/

Hata nponseoacTsa 1172025
Date of analysis //lata ananuza  12/2025
Date of expiry/ Cpok roawocts 11/2027

Test/ IoxazaTean

Assay / HPLC / Dexamethasone/
Konnvecteentoe
onpenenenue/BIN X/ nexcameTason
Assay / HPLC/

Benzalkonium chloride /
KonuuecTBeHHOE onpeaeieHue /
BX / GeH3ankoHrA XI0pua
Assay / Titrimetry / boric acid
Komuuectsennoe onpenenexnye /
TuTpuMeTpHYEecKHH / KHCAOTHI
BOpHO#H

pH

Dispensable volume /
HoMu#ansHbI# 0bbeM

Mechanical impurities/
Mexanuyeckue RKITI0YEHHA

QOsmolality/ OcMonsnLHOCTE

Related substances / HPLC /
Dexamethasone sodium phosphate /
Total /

[Moctoponnue npumech / BIWKX /
nexcameraioHa HaTpua docdar /
cyMMa npumecei

Related substances/ HPLC /
Dexamethasone sodium phosphate /
Dexamethasone /

TToctoponnne npumecn / BOYX /
AexcamMeTasoHa HaTpus docdar /
NEKCAMETA30H

Related substances/ HPLC /
Dexamethasone sodium phosphate /
Any other / RRT 0,51
Hocroponnue npuMech / BOXX /
AeKkcameTazoHa natpus docdat /
Awobaa apyras npumecs / OBY 0.51

Postal address/ Ilovroasii aapec
Santen Oy/ CanH AQ
PO BOX 33/ [louToBsii Auink 33

FIN-33100 TAMPERE/ FIN-33100 TAMHEPE

FINLANDY ®HHJIAHAWA

Requirements/ Hopmm

0.90 - 1,10

0,030 - 0.044

13.30 - 16.50

50-7.0
2100

Visible particles must not be present during

visual inspection /

BumuMble BRIOUEHHS NPH BH3Y ANLHOM

OCMOTPE JOKHBI OTCYTCTRORATH
225-275

=3

Telephone/ Tenedos
+358 31284 8111

Results/
Pesyabrarne

1.00

0.042

6.5
107
Not detectable/

He o0OHapyxeno

258

0.40

0.14

rrt 0.51 .09

O®TAH JEKCAMETA3OH 0, %, KAITJIH T'MA3HBIE, 5 MJ1

Units/
Eannnupi
HIMepeHHs
mg/ml
ML/

mg/mi

Mr/man

mg/ml
MI/MJL

%

mOsmol/kg
MOCMOTB/KT

%

%

Y%



§anten CERTIFICATE OF ANALYSIS/ Page 3/3
CEPTH®HKAT AHAJIM3A Crpanuua 3/3
Product/ Tpenapa OFTAN DEXAMETHASON 0,1% S ML EYE DROPS/
v Tipenaps O®TAH JIEKCAMETA3O0H 0,1 %, KAIIJIH I'JIA3HBIE, 5 M1
Product Code/ Kot nipeniapara 31110
Batch No./ Homep cepun 3587411
Date of manufacturing/
Jlata npou3BoicTBa 11/2025
Date of analysis //lara ananusa 12/2025
Date of expiry/ Cpok roJHoctv 11/2027
0
Related substances/ HPLC / =il rrt 0,72 0,07
Dexamethasone sodium phosphate /
Any other / RR'T 0.72
[locroponnune npumecu / BIAKX /
aekcameraszona narpus docdar /
mobas apyras npumecs / OBY 0.72
%
Related substances/ HPLC / <1 rt 0,93 0.09
Dexamethasone sodium phosphate /
Any other / RRT 0.93
[Tocroponnue npumect / BOXX /
AekcameTasona natpus gocdar /
modas apyras npusmecs / OBY 0.93
BLOQ/HIIKO = Below Limit of Quantitation/ Huze npesena KoJIM4€CTBEHHOTO Onpe/ie/ieHHs

ND/HO = Not Detected/ He oGHapyxeno
RRT/OBY = Relative Retention Time/ OTHOCHTEABLHOE BPEMS Y ICPKHBAHHS

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

HacTosuiM  HOATBEPHKAAN, YTO VKa3aHHas BbILC CCpUs [POM3BE/ICHA M KOHTPOJIbL KAuecTBa NPOBEICH &
COOTBCTCTBHH € JIOKYMCHTAUMEH Ha Ceprio. TEXHOJOIHEH NPOM3BOJICTBA H METOJMKAMH KOHTPO/A KauyccTBa.
JIOKyMeHTALHS 1d CCPHIO M KYPHAILL MPOBCACHUS MCULITAHWA  1IPOBEPENLI M MOJHOCTLIO  COOTBETCTBYIOT
aeicryomwmum TpedoBainam GMP 1 ycnoBHAM, H3/10KEHHBIM B PEMMCTPALIMOHHOM Y0CTOBEPEHHH, BLLIAHHOM
COOTBETCTBYIOLIMM PEIYISTOPHBIM 0pranoM. HHKaKHX OTKJIOHEHHH WM TTPOMCILECTBHH, KOTOPbIE MOTYT TIOBIHSTH
Ha KAueCTBO Ipenapara. oTMedeHo He Ob110.

Santen Oy, Tampere/ Cantan AO, Tamnepe
19 Feb 2026/ 19 ®eB 2026 1.

R .

SN e T APV e~
Tarja Tuovinen
Product Quality Lead, Qualified Person/
Bey uiMi cretdaimeT 1o KauecTBy NpoayKIHH,
Y 110JIHOMOYEHHOE JTHIIO

Postal address/ [Moutosniit anpec Telephone/ Tenedon
Santen Ov/ Canrn AQ +358 3284 8111

PO BOX 33/ [loutosbiii sumk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ @UHIAHJIMA



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

OdraH fexcameTasoH Cepun 3587411 (ccbinka Ha ceptudmkar ananusa ot 19.02.2026)

Importing country / CTpana BBo3a:

Russia / Poccua

Marketing Authorisation of importing country /

PezucmpayuoHHOE yaoCmosepeHUEe CMpaHsl 6603a:

NA-N2(009861)-(Pr-RU) ot 22.04.2025

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepun u npoussodumens hapmauesmudecroll
cybcmanyuu:

Dexamethasone /eRCamMeTa3oH
Batch / Cepua: 2504532898
Manufacturing site / Npon3BoguTeas:
EUROAPI France / EBPOANK ®panc

4 La Paterie, 63480 Vertolaye, France

Name and address of bulk manufacturing site /
Hazearue u adpec npuzscdcmea 20moeeol
nexkapcmeennoll hopmoi:

NextPharma Oy, Finland / AO Hexkct®apma, PUHAAHAMA
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / inuensna: FIMEA/2020/000897

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

Name and address of packaging site /
Hassanue u adpec nnowadku, omaevaiowel 3a
YIaKoaKy:

Primary Packaging site / MnowagKka nepBUYHON YNAKOBKM:

NextPharma Oy, Finland / AD Hekct®apma, PuHAAHAWA
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / Anuensua: FIMEA/2020/000897

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

Secondary Packaging site / Nnouianka BTOPUHHOR YNAKOBKK:
Manufacturing Packaging Farmaca (MPF) 8.V., the Netherlands /

Manydaruaypunr Nexugmmny Gapmaka (MND) 6.B., HuaepnaHgp!
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Manufacturing Licence / NluueHsna: 108630F

GMP EAEU: NeGMP/EAEU/RU/02118-2025

Name and address of release site /
Haseanue u adpec npoussodumens (Boinyckaioujull
KOHMPONGL Ka4Yecmea):

Santen Qy, Finland / AO CantaH, GUHARHAMA
Kelioportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / Nnuenaua: FIMEA/2023/006935

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

Presentation form /
Dopma BuINYCKa

Eve drops, 1 mg/ml (dropper bottle} 5 ml x 1 {carton pack) /
Kannu rnaskbie, 1 mr/mn (bnakoH-kaneasHuua) 5 ma x 1 (nauxa
KapTOHHaR)

Stability period / Cpox 208nocmu:

2 years. After bottle opening - 28 days (at the temperature not
higher than 25°C} /
2 roAa; NoCAE BCKPBLITUA - 28 cyT. (npu TemnepaType He Bblwe 25

rpag.)

Storage conditions / Ycaosua xpaHeHuR:

Keep at the temperature 2-8°C, in original packaging {bottle in the
carton) /

Tlpu Temnepatype 2-8 rpag., B OpUrMHanuHoil ynakosxe (dpnakon e
nauke)

Page/Crpanunua
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OFTAN DEXAMETASON Batch 3587411 (reference to Certificate of Analysis dated 19.02.2026)

OdraH flekcameTasoH Cepun 3587411 (ccbinka Ha cepTudMKaT aHanumsa ot 19.02.2026)

Label code / Kop aTuKeTKK P110600014835
Carton code / Koa na4ku KapTOHHO P101100014831 ) - B
Leaflet code / Kog UM P090800014833

| Test/ Nokasatens

Requirements/ Hopmbl

Results/ PesynbTath

Packaging /
Ynakoeka:

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

Mo 5 mn B Npo3payHblit GNakoH U3 NOAUITUNEHA
HW3KOW naoTHocTM (MIHM) ¢

Npo3paYyHOi HacaaKoW-KanensHWUeRn na MIHTM,
YKYNOPEHHbIW BENbIM KONMAYKOM

13 NONU3TUNEHA BbICOKOW nnoTHocTy (M3BM) ¢
KOHTPOJIEM NEPBOTO BCKPLITHUA.
DnakoH-KanenbHULUa BMeCTe C IMCTKOM-
BKNAAbILUEM NOMELLAETCA B

KapTOHHYIO NauKy.

‘ Labelli'hg-/
. Mapkuposka:

The following information is ina_i-ca?ed onthe

5 mlin atransparent bottle made of IéW-&ensity

| 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. /

| Mo 5 mn B Npo3payHbIi GAAKOH M3 NONUITUNEHA

HU3KOW naoTHocTH (M3HM) ¢
npo3pavHoi HacagKoi-KanenobHuuen us M3HM,
YKYNOPEeHHbIA BenbiMm Konaykom

| M3 nonuaTuneHa ebicOKoW NnoTHocTK (M3BM) ¢

: KOHTPOANEM NEPBOIro BCKPbLITHUA.

DnakoH-KanenbHUUA@ BMECTE C JIMCTKOM-

BKAadblluem NOMeLLaeTcn B

KapPTOHHYIO Nauky.

The following information is présent on the

primary package (label of the bottle) in the
Russian language: 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 QY, Finland”, “Santen” logo, numerical
or graphical internal technical code(s) of
product/package.

The following information is indicated on the

primary package (label of the bottle) in the
Russian language: 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 following information is present on

secondary package (carton) in the Russian
language: the brand name of the medicinal
product with the warning symbol ®, 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 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, 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 secondary package (carton) in the Russian
language: the brand name of the medicinal
product with the warning symbol ®, 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, 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 (IS) for
monitoring the movement of drugs. On all
components of the package there are factory
production technology codes and technical details. '

Page/CrpaHuua
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OFTAN DEXAMETASON Batch 3587411 (reference to Certificate of Analysis dated 19.02.2026)

Odran JekcameTasoH Cepua 3587411 (ccbinika Ha cepTuduKaT aHanm3sa ot 19.02.2026)

"o nou

leaflet.”, “Sterile.”, “Opened: ", name of the
Marketing Authorization Holder and the release
Site “SANTEN QY, Finland”, “Santen” logo, bar
code, numerical or graphical internal technical
code(s) of product/package.

Additionally, there may be identification means
(1S) for monitoring the movement of drugs. On all
components of the package can be factory
production technology codes and technical details.
The location and color of the IS, 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 nepBu4HO ynakoske (3TuKeTke dnakoHa) Ha

/

Ha nepBMYHOM ynakoBKe (3TUKETKe dakoHa) Ha

PYCCKOM A3biKe YKa3blBAKT: TOProBoe
HaMMeHOBaHWe npenapara c npeaynpeanTeNsHOM
MapKMPOBKOW ®, NeKkapCTBeHHYO dopmy,
A03UPOBKY, 0Bbem npenapaTa 8o GpAakoHE B MA,
Ha3BaHWe AeWCTBYIOWEro BeLecTBa Ha PYCCKOM K
AHIIMIMCKOM A3bIKAX, HOMEp Cepun, AaTty
OKOHYaHUA CPOKA rogHoCTH, «CTepunbHo», «AD
CAHT3H, @uHnaHaua», norotun pupmel «Santen»,
unbposbie u/mnau rpaduyeckue BHyTPM3aBOACKOM
(-ve) TexHnueckui ( e) kog (-bi)
npenapara/ynakoBKu.

Ha BTOpM4HOM ynakoBKe (KapTOHHOMW nayke) Ha

PYCCKOM fi3bIKE YKa3aHO: TOProBOE HAUMEHOBaHWe |
npenapara c npeaynpeauTesbHON MapKUpPOBKOW
® nexkapcTBeHHY Gopmy, A03MPOBKY, 06bem
npenapaTta BO GAaKOHe B M/, Ha3BaHUWe
OEWCTBYIOWLEro BELLeCTBa Ha PYCCKOM U
aHIIMMUCKOM fi3blKax, HOMEp cepuu, Aaty
OKOHYaHWA CPOKa rogHocTH, «CrepunbHo», «AO
CAHT3H, QuHnaRguA», norotun Gpupmel «Santen»,
umMdposbie ¥ rpapryeckrue BHYTPU3aBOACKMEe
TeXHWYECKME KOAbl NpenapaTa/ynakoBKu.

Ha BTOpMYHON yNaKkoBKe (KapTOHHOW nayke) Ha

PYCCKOM 53bIKE YKa3bIBAKOT: TOProBoe
HauMeHOoBaHWe nNpenapara ¢ npeaynpeauTensHon
MapKUMPOBKOM ®, NeKapcTBEHHYIO dopmy,
£03vpoBky, MHH Ha pyccKOM W aHrnMiAcKom
A3blKax, 0bbem npenapaTa 8o GAKOHE B M,
COCTaB C yKa3aHWemM KONMYEeCTBEHHOMo
COAEPHKAHUA aKTUBHOMO BELLECTBA U KOHCEPBAHTA
8 1 Mn npenapara, nepedeHb OCTaNbHbIX
BCMOMOraTenbHbIX Beu.n,ecréi' HOMEP CEPUM
(dopmupoBaHWe cepum roToBOrO NPOAYKTA: K
HOMEPY CepuM, MPUCBOEHHOMY NPOAYKTY «in
bulk» 1 yrazaHHOMY Ha NepPBUYHON YNAKOBKe,
moryT o6aBnATLCA CMMBOANLI (BYKBbI MAK LdpbI),
[AOMNOMHWUTENBHO NMPUCBOEHHbLIE ANA BTOPUYHOK
ynakosku. Takmum o06pa3om, HOMep CEpUM,
yKa3aHHbIl Ha BTOPUYHOM YNaKoBKe, MOXKeT BbiTb
Ha HEeCKO/IbKO CUMBONOB A/IMHHEE HOMEpPa Cepui,
YKa3aHHOro Ha NepBUYHOM YNaKoBKe), AaTy
NPOW3BOACTBA, AATYy OKOHYaHWMA CPOKA rOAHOCTH,
YCNIOBMA OTNYCKA, YCNOBUA XPAHEHUA,
npegynpeauTensHble Hagnucu «Mcnonb3osats B
TeyeHWe 28 AHel nocne BCKPbITUA GNakoHa.»,
«XpaHWTb B HEAOCTYNHOM ANA AETEN MeCTe.»,
cnocob npumeHeHna, «Cnocob npUMeEHEHMUA: CM.
NIMCTOK-BKNAAbIW», «CTepUNbHO.»,

«OTKpbITO: », HAUMEHOBaHWEe Aeparens

PYCCKOM fi3blKe YKa3aHO: TOprosoe
HavMeHoBaHWe npenapara ¢ NpeaynpeauTenbHON
MapKUpPOBKOM ®, nekapcTeeHHy Gopmy,
[031posKy, MHH Ha pyccKOM M aHrMIACKOM
A3bIKax, obbem npenaparta BoO GpaiakoHe B M,
COCTaB C yKa3aHWEeM KOJIMYECTBEHHOIO
coAepXaHMA aKTUBHOrO BELWEeCTBa U KOHCepBaHTa
B 1 Mn npenapaTa, nepevyeHb 0CTanbHbIX
BCMOMOraTe/IbHbIX BEWECTB, HOMEp Cepun, Aaty
NPOW3BO/ACTBA, AaTy OKOHYaHWA CPOKA rOAHOCTH,
YCIOBMA OTNYCKA, YCNOBUA XPaHEHMA,
npegynpeanTenbHble HagnucK «Mcnonb3oBaTs B
TeyeHue 28 AHer Nocie BCKPbITUA GakoHa.», |
«XpaHWTb B HEAOCTYNHOM A/1A AETer mecTe.»,
cnocob npumereHus, «Cnocob npumeHeHun: cm.

| nucrok-sknagpiw», « CTepUAbHO.»,

«OTKpLITO: », HAUMEHOBAHWE AepaTess
PErmMcTPaLMOHHOIO YAOCTOBEPEHWA 1
BbINyCKalLWero KoHTpons Kadectsa «AO CAHT3IH,
OUHAAHAKA», NOTOTUN UPMBbI «Santen», WTPUX-
KOZ, HOMEp PerucTpauuoHHOro yAOCTOBEPEHWA,
undpoBbie U rpaduUyeckrue BHYTPU3aBoOACKME
TEXHMYECKME KOAbI NpenapaTta/ynakosku.
[AononHUTENbHO NPUCYTCTBYIOT CpeACcTBa
naeHTubuKaumm (CU) 4nA MOHUTOPUHIA
OBUMEHWA IeKapCTBEHHbIX NpenapaTos. Ha Bcex

Page/CrpaHunuya
3/4



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

OdraH [lekcameTtasoH Cepua 3587411 (ccbinka Ha cepTUUKAT aHanusa ot 19.02.2026)

pPerncTpauMoHHOro yAOCTOBEPEHUS 1
8bINYCKAIOLLEro KOHTPONA Kadectsa «AO CAHTIH,
OuHAAHAKMAY, NOroTUN GUPMbI «Santen», WTPUX-
KOf, HOMEpP PErucTPaLMOHHOTO YA0CTOBEPEHUS,
UMbpoBbIe U/UNK rpapuUeckie BHYTPU3ABOACKOM
(-ne) TexHuueckni ( e) koa (-bi)
npenapara/ynakosKu.

[ononHWTeNbHO MOTYT NPWCYTCTBOBATL CPEeACTBa
naeHTudmraumm (CK) oA MOHUTOPUHTE
[BUMEHWA NEKapCTBEHHbIX npenaparos. Ha scex
KOMMOHEHTaX YNakoBKW MOTYT NPUCYTCTBOBATL
3aBO/CKME TEXHONOTMHECKWE KOAbI U
NPOM3BOACTBEHHbIE TeXHUYecKue aetanu. Mecto
pacnonoMmeHus u uset CH, TEXHONOTUYECKNX
KOZ,08 ¥ NPOW3BOACTBEHHbIX AeTanei MoXeT
MEHATLCA B 3aBUCMMOCTU OT TEXHONOTMHECKMX
ocobeHHOCTEN NPOM3BOACTBA. LIBETOBbIE OTTEHKK
MaKeTOoB yNaKoBOK MOTYT OT/IMHaTLCA OT TaKOBbIX
Ha KOMMEPHECKOW YNaKOBKe, TaK Kak 3aBUCAT OT
TEXHUYECKUX XaPaKTEPUCTUK NPUHTEPOB.

KOMMOHEeHTaxX yNakoBKW NPUCYTCTBYOT 3aBOCKUE
TeXHONOrM4yeckne Koabl U NPOU3BOACTBEHHDbIE
TEXHUYECKMe AeTanu.

Quality of the product is compliant with normative documentation /M- N0(009861} (Pr-RU)-220425 /

KauecTso npenapara cooTeeTcTByeT TpeG0BaHNAM HOPMaTUBHOW AOKYMEHTaLMK NIN-Ne(009861)-(Pr-RU)-220425

Date/farta

Signature/Moanuce:

el
e

19.02.2026

Seal/Meuatb
5
VL ov O we —~—
Tarja Tuovinen
Qualified person
Santen Oy
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