CERTIFICATE OF ANALYSIS/
CEPTHOUKAT AHAJIU3A

$anten

Product/ I1penapar

OFTAN DEXAMETHASON 0,1%
O®TAH AEKCAMETA3O0H 0,1 %, K

Product Code/ Kox npenapata 3110

Batch No./ Homep cepitu 1827281
Date of manufacturing/
Jlata npoM3BOACTBA 09/2020

Date of analysis /[lata avanusa 1 1/2020
Date of expiry/ Cpok roasoctit  09/2022

Test/ MNoxazaTenb Requirements/ Hopmbl

Sterility/Ph.Eur./ Sterile/
CrepunbHocTb / EBp. Papm. CrepniibHblil pacTBOp

Appearance/ Onncanue

. Complies/
Clear. colourless solution/ Ilpo3pauHbiii p . )
CooTBeTCTBYET
BecuseTHbI pacTBop
Clarity/ [1po3zpaunocTh . ;
y/ ipo3p Complies/

Clear solution, < reference suspension 1/

COOTBETCTBYET
[Mpo3pausklii pacTBOp, = TANTOH CPABHEHHA I

Colour/ LIBeTHOCTh

Colourless solution, < reference solution
Bo/BecuseTHblit pacTBOp. < 3TanoH Bo
Identification/HPLC/ Dexamethasone-21-
sodium phosphate/ Positive/
MownaHoeTs/BIA X/ nekcamerason-21- [TonokuTENLHAR
Hatpua gocdar

Identification/HPLC/Benzalkonium chloride/ Positive/
MontunHocTs/ B X/Genzankonuna Xxnopua  [lonoxkutensHas

Complies/
CooTBeTCTBYET

Assay/HPLC/Dexamethasone/

KonuuectBeHHoe 0.90 - 1,10
onpeaenenne/BIWX/ nexcameTason
Assay/HPLC/Benzalkonium chloride /

KonuuecTBEHHOE 0,030 - 0,044
onpenenexne/BOIX/Genzankonus xaopni

pH 50-7,0

Dispensable volume/ Homuuanbhblit oGbem = 100

Mechanical impurities/ MexaHn4yeckne
BKJIIOUYEHHA
Not detectable/ He o6HapyxeHO

Not detectable/
He obnapy#eHo

Osmolality/ OcMONANBHOCTD 225-275

Related substances/HPLC/Dexamethasone
sodium phosphate/Total/

[TocTopoHHHe
npumecn/BIIKX/nekcameTasona HaTpHA
(ocpar/cymma npumeceii

Related substances/HPLC/Dexamethasone <2
sodium phosphate/Dexamethasone/
INocToponuHe

npuMect/BOAKX/ nekcamerasona natpits
docdat/iexcameraon

1A
(P8

Postal address/ [lourossiit anpec

Santen Oy/ Cawmn AO

PO BOX 33/ [Moutossiii sk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE
FINLAND/ GHHJIAHAHA

Telephone/ Teaedon
+3583 284 8111
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Crpannua 1/3

5 ML EYE DROPS/
ATIJTU TJIA3HBIE, 5 MJI

Results/ PesyabTarsl

Sterile/
CrepunbHbiii pacTsop

Complies/
CooTseTtcTBYET

Complies/
CooTBeTCTBYET

Complies/
CooTeeTcTBYET

Positive/
[MonoKuTeIbHAA

Positive/
[TonoxuTeiLHanA

1,00

0.042

6,6
107

Not detectable/
He obHapykeHO

256

0,44

0,13

Units/
Eannnust
HIMEpPeHHs

mg/ml
MI/MA

mg/ml
MI/MIT

%

mQOsm/kg
MOCM/KT

s

%
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CEPTUOUKAT AHAJIU3A Crpanuua 2/3

OFTAN DEXAMETHASON 0,1% 5 ML EYE DROPS/

ot/

Fradie DR OOTAH JEKCAMETA3OH 0.1 %, KATLJIH TJTA3HBIE, § M1
Product Code/ Koa npenapata 31110

Batch No./ Homep cepun 1827281

Date of manufacturing/

JlaTa npoM3BO/CTBA 09/2020

Date of analysis /Jlata avanusa  11/2020
Date of expiry/ Cpok roiHocTH 09/2022

Units/
Test/ Mokasareib Requirements/ Hopmbt Results/ PeaynbraThbl EannHuubi
H3MepeHus

Related substances/HPLC/Dexamethasone = | rrt 0.53 0,10 %
sodium phosphate/Other each/

[TocTOpOHHHE

npumec/BIKX/ nekcameTasona HaTpia

(ocar/nobas apyras NPHMECh

Related substances/HPLC/Dexamethasone
sodium phosphate/Other each/
TMocTopoHHHE
npumecn/BDMX/nekcameTaiona HaTpHA
docdar/niodas apyras npHMECh

Related substances/HPLC/Dexamethasone = | rrt 0.96 0,07 %
sodium phosphate/Other each/

IMocTopoHHHE

npumecH/BIYKX/nexcameTazona HaTpus

¢dochar/moban Apyras NpumMech

Related substances/HPLC/Dexamethasone < | rrt 1.35 0,08 %
sodium phosphate/Other each/

[Noctopontne

npumeci/BOIKX/ aekcameTazona HaTpha

docdat/moban apyras npHUMecs

\

1A

rrt 0.81 0,06 %

BLOQ = Below Limit of Quantitation/ Hinke nepenena KojiMUecTBEHHOTO onpeneneHus
ND = Not Detected/ He obnapyxeno
RRT = Relative Retention Time/ OTHOCHTENLHOE BPeMA YAEPHKHBAHHA

| 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.

HacToAILMM NOATBEPHKAAIO, HTO YKA3AHHAs Bbillie CEPHS NPOH3BEALHA H KOHTPOJIb KA4eCTBA NPOBE/ICH B
COOTBETCTBHH ¢ JOKYMEHTALIHET HA CEPHIO, TEXHOMOTHEN IPOH3BOACTEA H METOAHKAMM KOHTPOJIA KauecTsa.
JIOKyMEHTALMA HA CEPHIO M KYPHAIbI MPOBCACHHHA HCHBITAHMIT IPOBEPEHBI H MOJIHOCTLI) COOTBETCTBYIOT
neficTByiommm TpeGosariam GMP 1 yCIOBHAM, H3NOKEHHbIM B PErHCTPALIMOHHOM Y0CTOBEPEHHH, BbIIAHHOM
COOTBETCTBYHOULHM PErYJISTOPHBIM OpPraHoM. HuKaKiX OTKTOHEHHTT WM NPOHCIIECTBHIL, KOTOPbIC MOTYT HOBAHATE
Ha KAYeCcTBO npenaparta, OTMEUeHO He Bbio.

Postal address/ [Toutosuiil aapec Telephone/ Teacdon
Santen Oy/ Canru AO +3358 3284 8111

PO BOX 33/ INoytosstit sink 33

FIN-33100 TAMPERE/ FIN-33100 TAMIEPE

FINLAND/ @UHIIAH IS




$anten

Product/ Ipenapar

Product Code/ Ko npenapara
Batch No./ Homep cepun

Date of manufacturing/

JaTa npou3BoACTBA

Date of analysis /[lata ananusa
Date of expiry/ Cpok ronHocti

Postal address/ [Noutosuiit aapec
Santen Oy/ Cantn AQ
PO BOX 33/ [owrtosuiit sng 33
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CEPTH®HUKAT AHAJIH3A Crpannua 3/3

OFTAN DEXAMETHASON 0,1% 5 ML EYE DROPS/
O®TAH AEKCAMETA3OH 0,1 %, KATLJIH [VIA3HBIE, 5 MJI

31110
1827281

09/2020
11/2020
09/2022

Santen Oy, Tampere/ Cantin AO, Tamnepe
5 May 2021/ 5 Maii 2021 r.

12 xl N ULV e~y
Tarja Tuovinen
Qualified Person, QA Pharmacist (B.Sc.)/
Tapes TyoBHeH. (hapMauesT, CHEUHAIUCT MO KOHTPOI
kauecTsa (DakanaBp eCTECTBEHHLIX HAYK)

Telephone/ Teaedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ @HHJISAH 1M



OFTAN DEXAMETAZONE Batch 1827281 (reference to Certificate of Analysis dated 05.05.2021)

Odran flekcamerazoH Cepun 1827281 (ccbinka Ha cepTudurKart aHanusa ot 05.05.2021)

Importing country/CTpana Bso3a:
Russia/Poccus

Marketing Authorisation Number of importing
country/PerucTpaunoHHoe yA0CTOBEPEHNE CTPAHDI

BBO3a:
M N015347/01 ot 15.12.2008

Name and address of APl Manufacturing Site/Ha3sanue
npoussodumens cybecmakyuu, adpec npou3zeodcmea:

CaHoou LWnmm Le Bourg, 63480 Vertolaye, France

Name and address of bulk manufacturing site/
HaseaHue npouseodumens 6anxka u adpec Npou3sodcmaa:

NextPharma Oy, Finland, AO Hekct ®apma,
dunnaHaua, Niittyhaankatu 20, 33720, Tampere,
Finland

Name and Address of Packaging Site/
Hazearue u adpec nnowadxu, omeevarowled 3a yNnaKoeky:

Primary Packaging site/ Nnowaaxa nepsUYHOM
YNaKOBKM:

NextPharma Oy, Finland, AO Hexct ®apma,
dunnaHauna, Niittyhaankatu 20, 33720, Tampere,
Finland

Secondary Packaging site/ Naowapka BTOPUMHOM
YNaKOBKM:

] NextPharma Oy, Finland, AO Hekct ®apma,
®uHnaHaMA, Niittyhaankatu 20, 33720, Tampere,
Finland

[X] Manufacturing Packaging Farmaca (MPF) B.V., the
Netherlands MaHydakuypuHr Mekuamun Gapmaka
(MN®) B.B., Huaepnarapl

Name and Address of Manufacturing (Releasing) Site/
Haszsarue u adpec npouzeodumens (Beinyckarouwull KOHMpons Kayecmaa):

Santen Oy, Finland, AO CaHT3H, PUHNAHAUA,
Kelloportinkatu 1, 33100, Tampere, Finland

Labelling/Mapruposra

In compliance with the Normative documentation/ B
COOTBETCTBUM C HOPMATUBHOMW AOKYMeHTaLune
M N015347/01-151208 with changes/c usam. Ne 2-7

Packaging/ynakosra

Primary packaging/nepsu4Has ynakoska:

Eye drops (dropping bottle), 1 mg/ml, 5 ml/Kanau
rnasHbie (GnakoH-kanensHuya), 1 mr/mn, 5 mn
Secondary packaging/BTOpWUYHaRA yNaKkoBKa:
Carton pack/Ma4yKka KapTOHHaA

Stability period/Cpox 20dHocmu

2 years. After bottle opening - 1 month/ 2 roaa. MNocne
BCKPLITUA GNaKoHa 1 mecal,.

Storage conditions/Ycaoeus xparenus

Keep at the temperature 2-8°C./XpaHuTb npu
Temnepartype ot 2 ao 8°C.

Quality of the product is compliant with normative documentation N NO15347/01-151208 with changesNe 2-7 /
KayecTBO NpenapaTa COOTBETCTBYET Tpe6oBaHMAM HOPMATUBHOW LOKYMEHTauuu N N015347/01-151208 c u3m. Ne 2-7

Date/[ata 05.05.2021

Signature/Mognuce:

Tarja Tuovinen
Qualified Person

/ ;o i
| ;11 " \’ L{ VY YAl

Seal/MeyaTb




