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Product/ [1penapar

Product Code/ Koa npenapara
Batch No./ lomep cepun

Date of manufacturing/

Jara nponsBo.1cTBa

Date of analysis //lata aHasusa
Date of expiry/ Cpox To;IHOCTH

Test/ [ToxazaTean

Appearance / OimcanHe

Clarity / Ipo3pauHocts

Color / liBeTHoCcTb

Identification/ HPLC /
Dexamethasone-21-sodium
phosphate /
Huoeatudmkauns / BOA/

Aexcamerason-2 1-narpus docdar

CERTIFICATE OF ANALYSIS/
CEPTH®M®HKAT AHAJIU3A
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OFTAN DEXAMETHASON 1MG/ML 5 ML EYE DROPS/
O®TAH AEKCAMETA3OH 1 MI/MJL, KATLJIA FJIAIHBIE, 5§ MJ

31110
3587461

11/2025

12/2025
11/2027

Reguirements/ Hopmbl

Clear, colorless solution/ Ipospaynbiii,
becUBETHBIA pacTBOp

Solution must be clear and not exceed
opalescence of reference suspension I/
Pacteop LomkeH OBITE NIPO3PAYHBIM 4 HE
JIOJIKEH NPEBBILLATE ONANECUCHLHIO
CTAHAAPTHOH CYCTIEH3HA |

Solution must be colorless and color

intensity must not exceed reference solution

B9 color intensity /

Pacteop posiked OBITE OECHBETHBIM H
HHTEHCHBHOCTh OKPAacKy HE AOJDKHA
TPEBbILIATE HHTEHCHBHOCTbL OKPACKH
cTaHJapTHoro pacteopa B9

Retention time of the main peak on the
chromatogram of test solution obtained
during assay must be identical 10 the main

peak retention time on the chromatogram of

dexamethasone-21-sodium phosphate
standard solution /

Bpems yaepKUBaHHA OCHOBHOTO HKA HA
XpoOMaTorpaMmMe HCNBITYCMOTO pAcTBOPA,
IIOH}"-]EHHOFI PH KOJTHYCCTBEHHOM
OTPEACSICHHH, JOAKHO ObITE HAEHTH4YHO

BpEMCEHH YAEDKHBAHHA OCHOBHOTO NTHKA HA

XPOMaTorpaMme CTaHAapTHOTO pacTBopa
nexkcamerason-2 1-uarpua docdara

Units/
Easnanbl
HIMEpeHHA

Results/
PesynbraThl

Clear, colorless
solution/
Mpo3paunbiit
OecupeTHBIH
pacTeop

Solution is clear
and does not
exceed
opalescence of
reference
suspension 1/
Pacteop
HpO3paYHbid H
HEe HpCBblIl.laeT
onairecueH UK
CTaHAAPTHOH
cycneHsuy |

Solution is
colorless and
color intensity
does not exceed
reference
solution BY
color intensity /
Pacrsop
GecupeTHbIH H
UHTEHCHBHOCTD
OKPackKH He
[peebILaeT
HHTEHCHBHOCTSE
OKPackH
CTBH,EIapTHOI"O
pactBopa B9

Positive/
[TonoxnTensHan



§a“ten CERTIFICATE OF ANALYSIS/ Page 2/3

CEPTHOHKAT AHAJIN3A Crpaunnua 2/3

OFTAN DEXAMETHASON IMG/ML 5 ML EYE DROPS/

Product/ lpenapar O®TAH JEKCAMETA3OH 1 MI/MJL, KATUIH [JIA3HBIE, 5 MJI

Product Code/ Koa npenapata 31110
Batch No./ Homep cepuu 3587461
Date of manufacturing/
Jlata npon3BOACTBA 11/2025
Date of analysis /[aTa ananu3a 12/2025
Date of expiry/ Cpok roiHocTH 11/2027
. Results/ Units/
Test/ [Tokazatean Requirements/ Hopmer EnuuAub
PeayabTatht
HIMEpEHHA

identification / HPLC / Retention times on the chromatogram of test Positive/
Benzalkonium chloride/ solution must correspond to the same peaks [Monoxuteannan
Wnentndukanms/ BOWX / retention times of components C12, C14
OeH3aKOHKA XIOpHA and C16 on the chromatogram of

benzalkonium chloride standard solution /

Bpemena yaepKHBaHHA MHKOB HA

XPOMATOTPaMMe HCHBITYEMOTO pacTBOPA

ACIAHD COOTBCTCTBOBATE BPEMCHAM

YACPXKHBAHHA TAKHX € NHKOB Ha

XpOMATOrpaMm< CTAHAAPTHOrO pacTeopa

KOMIIOHEHTOB Gen3ajkoHus xaopuna Cl12,

Cl4uCl6
Assay / HPL.C / Dexamethasone/ 0,90-1.10 1.00 mg/ml
Konuuectsennoe mMr/mn
onpeaeienne/BIAX/ nexcameTaioH
Assay /HPLC/ 0,030 - 0,044 0,041 mg/ml
Benzalkonium chloride / ME/MIT
Konn4ecTaeHHOE ONPEACHeHHE /
BOKX / GeH3ankoHHA XJO0PHI
Assay / Titrimetry / boric acid 13,50 - 16,50 15.35 mg/ml
Ko:aruecTBeHHOe OnpeaeneHHe / MI ML
TuTprMeTprueckHi / KNCAOTEI
bopao#
pH 50-70 6.6
Dispensable volume / =100 106 %
HoMuHanbHbli 06beM
Mechanical impurities/ Visible mechanical particles must not be  Not detectable/
MexaHHYecKHe BRNIDYEHHS present during visual inspection / He ofHapyxeno

BH,U,HMble MeXaHHYeCKHE BKITHOUEHHA NPH

BH3YANLHOM OCMOTPE AOIKHEI

OTCYTCTBOBATDH
Osmolality/ QcMONRIBHOCTh 225-275 260 mOsmol/kg

MOcmonb/kr

Related substances / HPLC /

Dexamethasone sodium phosphate /

TMocroponnue tpumecn / BIXX /

AekcameTazoHa HaTpus dgocdar

Total / <3 (.42 %
CyMMa pumecei

Dexamethasone / <2 0.13 %
JEKCAMETAZOH
Any other / RRT 0.5¢ <1 0,08 %

moban apyras npimeck / OBY 0.50



$anten

Product/ [Mpenapar

Product Code/ Ko npenapata
Batch No./ Homep cepuu

Date of manufacturing/

Jlara npousBoactBa

Date ol analysis /Jlara anaiusa
Date of expiry/ Cpok 1ojiHocTH

Test/ IlokazaTeasn
Any other / RRT 0.72
modas apyras npumech / OBY 0.72

Any other / RRT 0.93
mobas apyras nupumecs / OBY 0.93

Sterility / CrepuabHOCTh

BLOQ/HIIKO
ND/HO

CERTIFICATE OF ANALYSIS/
CEPTU®HUKAT AHAJIM3A

5]
J

Page 3/
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OFTAN DEXAMETHASON IMG/ML 5 ML EYE DROPS/
O®TAH JIEKCAMETA3OH 1 MI'/MJI, KAILJIM I'TA3HBIE, 5§ M1

31110
35874061
11/2025
12/2025
11/2027
. Results/ Tl
Requirements/ Hopmbi . Eanunubi
PesyabTathl
H3MepeHHs
<1 0.08 %
<l 0,12 %
Must be sterile / Sterile/ Sterility /
Joiket ObiTh CTEPUITBHBIM CrepuiibHbLIf CrepuilbHOCTD

= Below Limit of Quantitation/ Huxe npejeaa KoJIMUeCTBCHHOI'O ONpeaeneHHs
= Not Detected/ He odnapyxeHo

RRT/OBY = Relative Retention Time/ OTHOCHTE IbHOE BpeMs ¥ 1EPHKHBAHKS

[ 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.

HacTosims 110,1TBepP#/1a10. 4TO YKa3aHHAs BbILLE CCPHs 1IPOM3BEIEHA H KOHTPO/IL Ka4eCTRa 1POBe/IcH B
COOTBCTCTBHN € JIOKY MCHTALMEH HA CEPHIO. TEXHO/I0IHEH MPOH3BOACTBA H MECTOIMKaMH KOHTPOIA KAUCCTBA,
JLoKyMeHTalHA Ha CCPHIO H iKY PHA/LI IPOBEICHHA HCILITAHUH MPOBEPEHbL H IOIHOCTBIO COOTBETCTBY IO

JeHCTBY RoWKM TpedosanuaM GMP K yC/loBHAM, H3JI0KEHHBIM B PETHCTPALIHOHHOM Y IOCTOBEPEHHH, BbI/IAHHOM
COOTBETCTBY IOILMM PCIYJISTOPHBIM OpraloM. HHKaKHX OTKIOHCHHH MM POUCILIECTBHHA, KOTOPLIE MOT'Y T OBIHATE
HA KQYeCcTRO NMpenapari, oTMedeHo He ObLio.

Santen Oy, Tampere/ Cantan AO, Tamnepe
18 Feb 2026/ 18 dDeB 2026 1.

e O W ~

Tarja' Tuovinen

Product Quality Lead, Qualified Person)/

Tapesa Tyosuen.

Beayiui clieyHaiueT no KauecTry NpoayKinH,
VY IoJIHOMOYEHHOE JHIL0



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

Od¢ran flexcamerason Cepuna 3587461 {ccbinka Ha cepTUdMKaT aHanmaa ot 18.02.2026)

Importing country / Crpana Bso3a:

Russia / Poccun

Marketing Authorisation of importing country /

PezucmpauuoHHoe y8oCcmaosepeHue CmpaHs 8803a;

NN-N2{009861)-(PI-RU} oT 22.04.2025

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepua u npouzeodumens thapmayesmuseckold
cybcmanyuu:

Dexamethasone /flexcameTasoH
Batch / Cepua: 2504532898
Manufacturing site / lMpowssoguTens:
EUROAPI France / EBPQANMKN dpanc

4 La Paterie, 63480 Vertolaye, France

Name and address of bulk manufacturing site /
Hassanue u adpec npuzsodcmea 20moeoii
nexkapcmeeHHol (hopmbi:

NextPharma Oy, Finland / AO Hekcrdapma, PuHARHAUA
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / MuueHana: FIMEA/2020/000897

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

Name and address of packaging site /
Hazssarue u adpec naowjadxu, omseyaioweli 3a
YMOKOBKY:

Primary Packaging site / MAowaaKa nepBUIHOA YNAKOBKMK:

NextPharma Oy, Finland / AC Hexkctdapma, Punaansna
Niittyhaankatu 20, 33720, Tampere, Finland

Manufacturing Licence / Muuenaus: FIMEA/2020/000897

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

Secondary Packaging site / MnowagKa BTOPUMHON YNAKOBKK:
Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /

Marydakuypuur NeknaHuH ®apmaka (MNP} B.B., Huaepranap
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Manufacturing Licence / Nluuenzna: 108630F

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

Name and address of release site /
Haszearue u adpec npousscdumens (BoinycKaowjuii
KOHMPOonL Kavecmeaa):

Santen Oy, Finland / AO CaHTaH, @uHAAHANA
Kelloportinkatu 1, 33100, Tampere, Finland

Manufacturing Licence / Sluuyenana: FIMEA/2023/006935

GMP EAEV: NeGMP/EAEU/BY/00378-2025

Presentation form /
Dopma sbinycHa

Eye drops, 1 mg/ml (dropper bottte) 5 ml x 1 {carton pack) /
Kannu rnasnbie, 1 mr/mn (pnakow-kanensHuua) 5 ma x 1 (nauka
KaPTOHHAA}

Stability period / Cpox zodnocmu:

2 years. After bottle opening - 28 days {at the temperature not
higher than 25°C) /
2 roAa; noche BCKPLITUA - 28 cyT. (npu TemnepaType He Bhiwe 25

rpaa.)

Storage conditions / Yc/i108uA xpaneruA:

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

Npwu TemnepaTtype 2-8 rpaa,, B OPUIMHANLHOIM yNakosHe (GAakoH B
nauke)

Page/CTpaHuua
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OFTAN DEXAMETASON Batch 3587461 (reference to Certificate of Analysis dated 18.02.2026)

Odran [lekcamerazoH Cepua 3587461 {ccuinka Ha cepTMPMKAT aHaNKu3a ot 18.02.2026)

Label code / Kog 3TMKETKH P110600014835
Carton code / Ko nauky KapTOHHOR P101100014831
Leaflet code / Koa UMIN P0O30800014833

Russian language: the brand name of the
medicinal product with the warning symbol ®,
dosage form, strength, volume of product in bottle
in mi, name of the 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 following information is indicated on thg

Test/ flokasatens | Requirements/ Hopmbl Results/ PeaynbTtathl

Packaging / 5 ml in a transparent bottle made of Jow-density 5 mlin a transparent bottle made of low-density

Ynarogra: 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- high-density polyethylene {HDPE) with a first-
opening control. The dropper hottie, together with | opening control. The dropper bottle, together with
the package insert, is placed in a cardboard box. / | the package insert, is placed in a cardboard box. /
Mo S MA B NPO3PaYHLIA PNAKOH U3 NOANITUAEHS Mo 5 mA B NPO3padHLiiA GAaKOH U3 NOAUSTHARHS
HU3KOW naoTHocTw (N3HN) ¢ Hu3KoM nnoTHocTr {N3HN) ¢
Npo3padYHOi HacaaxoH-kanensHuued 13 M3HN, NPO3PaYHOI HacaaKoH-KaneabHmuehn ns NIHN,
yRYNOPEHHBIM Benbim KONNAYKOM YKYNOPEHHBLIA 62NbiMm KOANAYKOM
W3 NOAMITMASHE BLICOKOW NAOTHOCTH {N3BM} ¢ M3 NOAWITUIEHA BLICOKOW NAOTHOCTH (M3BMN} ¢
KOHTPG/AEM NepBOro BCKPHITUA. KOHTPO/IEM NeRROTC BCHPLITHA,
®NakoH-KaneAbHULE BMECTE C IMCTHOM- DNAHOH-KANENLHULA BMECTE C AUCTHOM-
BKNAObILIEM NOMELLAETCA B BHAIALNLEM NOMELZETCA B
KAPTOHHYIC RAYKY. KAPTOHHYIO NauRY.

Labetling / The following information is indicated on the The following information is present on the

Mapruposka: primary package (iabel of the bottle) in 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 graphicai 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/CtpaHuua
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OFTAN DEXAMETASON Batch 3587461 (reference to Certificate of Analysis dated 18.02.2026)

Od¢ran flekcameTasoH Cepua 3587461 (ccbinka Ha cepTudmKaT aHanu3sa ot 18.02.2026)

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 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 nepBu4HOM ynakoBKe (3TWKeTKe dnakoHa) Ha

Ha nepBu4HOM ynakoBke (3TUKeTKe dnakoHa) Ha |

DYCCKOM A3biKE YKa3blBAKOT: TOProBOE
HanMMEeHOBaHWe Npenapara c npeaynpeauTensHoM
MapKUPOBKOW ®, nekapcTBeHHy dopmy,
[03UPOBRY, 0bbem npenapaTa BO GAaKOHE B M/,
Ha3BaHWe AEWCTBYIOLLEro BELWECTBA Ha PYCCKOM M
aHrMUCKOM A3bIKax, HOMEp Cepuu, AaTy
OKOHYaHUWA CpoKa rogHocTu, «CTepunbHO», «AQ
CAHT3H, ®uHnanaman, norotun Gupmel «Santen»,
undpoBbIe U/1NK rpadu4ecke BHYTPU3aBOACKOM
(-vie) TexHuueckuit ( e) kog (-bi)
npenapaTa/ynakosKu.

Ha BTOpMYHOW ynakosKe (KapToOHHOMW nayke) Ha

DYCCKOM 3bIKE YKA3aHO: TOPrOBOE HAMMEHOBAHME |
npenapara ¢ npeaynpeauTenbHOi MapKMpOBKOW
&, nekapcTeeHHy0 Gopmy, 4O3MPOBKY, 06bem
npenapara 8o $pNaKkoHe B M/, Ha3BaHue
LEeWCTBYIOWEro BEeLLecTBa Ha PYCCKOM U
AHTIMCKOM A3bIKax, HOMep Cepuu, aarty
OKOHYaHWA CPOKa rogHocTn, «Crepunbroy, «AQ
CAHT2H, ®uHnaHAMA», noroTun dupmel «Santeny,
u1bpoBble U rpadpuyecKkme BHYTPU3aBOACKHUE
TEXHW4ECKME KOAbl npenapaTta/ynakoBKku.

Ha BTOpMYyHOM ynaKkoBke (KapTOHHOWM Nayke) Ha

PYCCKOM A3blKe YKd3biBdKOT: TOProsoe
HanMMeHOBaHWe npenapara ¢ NpeaynpeauTeibHoM
MapKUMpPOBKOW ®, nekapcTseHHy Gopmy,
£03upoBKY, MHH Ha pyccKom u aHranicKom
A3blKax, obbem npenaparta 8o GpNaKOHE B MA,
COCTaB C yKa3aHMeM KO/IMYECTBEHHOTO
COAEPHAHUA aKTUBHOIO BELLECTBA M KOHCepPBaHTa
8 1 M/ npenapaTa, nepeyeHb OCTaNbHbIX
BCNOMOraTe/IbHbIX BELLECTB, HOMEP Cepum
(bopmupoBaHue cepum roTOBOrO NPOAYKTA: K
HOMEPY CEPUK, MPUCBOSHHOMY NPOAYKTY «in
bulk» 1 ykazaHHOMY Ha NepBMYHOI YNaKoBKe,
MoryT fo06aBNATECA CUMBOJbI (BYKBbI MK UUDPBLI),
AOMONHUTENEHO NPUCBOEHHbLIE ANA BTOPUYHON
ynakoBkW. Takmm obBpasom, Homep cepuim,
YKa3aHHbll Ha BTOPUYHOM YNaKOBKE, MOXKET BbiTb
Ha HEeCKONbKO CMMBO/IOB A/IMHHEE HOMEPA Cepuu,
YKa3aHHOro Ha NepBMYHOM yNakoBKe), aaty
NpoOu3BOACTBA, AAaTy OKOHYaHMA CPOKA rOAHOCTH,
YCNIOBMA OTNYCKA, YCIOBUA XPAHEHKA,
npeaynpeauTensHbie Hagnucu «Mcnonb3osatsb 8
TevyeHue 28 aHel nocne BCKPbITUA GNakoHa.»,
«XpaHWTb B HE4OCTYNHOM AA AETEN MECTE.»,
cnocob npumeHerus, «Cnocob NPUMEHEHMA: CM.
NUCTOK-BKNAAbIW?, « CTEPUABHO.»,

<(0TKprTD: », HQUMEHOBaHWeE gepxarens

[
DYCCKOM A3bIKe yKa3aHo: TOProBoe \
HaMMEeHOBaHWe Npenapara c NpeaynpeauTencHon |
MapKMPOBKOM ®, NEKAPCTBEHHYIO popmy,
[03MpOoBKY, MHH Ha pycCKOM K aHIIMIACKOM
A3bIKax, obbem npenaparta Bo pnakoHe B MA, ‘
\
|

COCTaB C YKa3aHWeMm KONWYeCTBEHHOrO
COAepaHWA aKTUBHOTO BELLECTBa M KOHCepBaHTa
8 1 mn npenapara, nepeyeHb OCTaNbHbIX
BCNOMOTraTeIbHbIX BEWLeCT8, HOMEP Cepun, aAaTy
NpoOu3BOACTBA, AATY OKOHYAHWA CPOKa roAHOCTH,
YCNOBUWA OTNYCKA, YCNOBUA XpaHeHua,
npeaynpeautensHole Hagnucu «Mcnob3oBaTh B
TeyeHue 28 AHel nocie BCKPbITUA GNaKkoHa.»,
«XpaHWTb B HEAOCTYNHOM 41 AeTeil mecTe.»,
cnocob npumeHeHus, «Cnocob NnpUMeHeHUA: Cm.
NUCTOK-BKNAAbIWY», «CTepUNbHO.»,

«OTKpBITO: », HAMMEHOBaH1e AepXaTens
PErMcTPauMOHHOTO YAOCTOBEPEHUA U [
BbINyCKaoLWero kKoHTpona kavecrsa «AO CAHTIH,
DUHARHAKWAY, NoroTUN GUpMbl «Santen», WTPKUX- 1
KO/, HOMEP PEerucTpauroHHOIO YA0CTOBEPEHMS,
undposbie U rpaduyeckne BHYTPU3ABOACKME
TEXHWUYECKWME KOAbI NpenapaTta,/ynakoBKu.
JononHUTENBHO NPUCYTCTBYIOT CpeacTea
naeHTMdrMKaumm (CHU) Ana MOHUTOPUHTa

OBWMEHWA NEKapCTBEHHbIX NpenapaToB. Ha Bcex

Page/CrpaHuua
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OFTAN DEXAMETASON Batch 3587461 (reference to Certificate of Analysis dated 18.02.2026)

OdraH flekcamerasoH Cepua 3587461 (ccbinka Ha ceptudmKaT aHanu3a ot 18.02.2026)

PEerucTpaLMoHHOrO YAOCTOBEPEHWA 1
BbIMyCKaloLwero koHTpona kavecrsa «AQ CAHTIH,
OUHNAHAWAN, NOTOTUN GUPMBbI «Santen», LWTPUX-
KOA, HOMEP PErucTPauMoHHOrC YAOCTOBEPEHHS,
undpoBble u/unu rpadudeckue BHYTPU3aBOACKON
(-ne) TexHuueckuii ( ) koa (-bi)
npenapara/ynakoBKu.

[lonoAHUTENEHO MOTYT MPUCYTCTBOBAaTL CPEACTBA
naeHtudurkaummn (CU) ona MOHUTOPUHTA
ABVKEHUA NEKAPCTBEHHBIX Npenapatos. Ha scex
KOMMNOHEHTaX YNakoBKK MOTYT NPUCYTCTBOBATL
33aBOACKME TEXHONOTUYECKWUE KOAbI U
NPOX3BOACTBEHHbIE TEXHUYeckue aeTanu. MecTo
pacnonomeHua v ueet CH, TEeXHONOTUHECKMX
KOZ0B M NPOM3BOACTBEHHDIX AETANEN MOMKET
MEHATHCA B 3aBMCMMOCTH OT TEXHONOTMYECKKX
ocobeHHOCTel NpoM3BoACTBa. LiBeToBbIe OTTEHKH
MaKeTOB YNaKoBOK MOryT OT/IMHATbCA OT TAKOBbIX
Ha KOMMEPYECKOW YNAKOBKe, TakK Kak 3aBUCAT OT
TEXHUYECKUX XapaKTEPHCTUK NPUHTEPOB.

KOMMOHEHTaxX yNnakoBKK NPUCYTCTBYHOT 3aBOACKKE
TEXHONOrM4YecKkue Koabl U NPOU3BOACTBEHHbIE
TexXHU4YecKkue getanu.

Quality of the product is compliant with normative documentation N-Ne(009861)-(PT-RU)-220425 /

KauecTso npenapara cooTBeTcTByeT TpeboBaHMAM HOPMATUBHO JOKYMEHTaLMK M-Ne(009861)-(Pr-RU)-220425

Date/flaTa

P &
Signature/Moanuce: C{‘) o Nlurmnve o

18.02.2026

o~
Seal/Meuvartb

Tarja Tuovinen
Qualified person
Santen Oy
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