$anten

Product/ ITpenapat

Product Code/ Koa npenapara
Batch No./ Homep cepun

Date of manufacturing/

Jara npoussoacTsa

Date of analysis //lata aranusa
Date of expiry/ Cpok roaHOCTH

Test/ [loka3aTeab
Sterility / CrepuibHOCTE
Appearance / OnucaHue

Clarity / [Tpo3pauHoCTb

Colour / LipeTHOCTD

Identification/ HPLC /
Dexamethasone-21-sodium
phosphate /

TMomnuuHoCcTE / BOXX /

nexkcameTa3oH-2 1-Harpus ocdar

Identification / HPLC /
Benzalkonium chloride/
TomnuHHocTs / BOXX /
6eH3anKoHUs XJIOPUA

Postal address/ [TouTtossiit anpec
Santen Oy/ Caumn AO
PO BOX 33/ [NoutoBbiii sautuk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®HHJIAHNA
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CERTIFICATE OF ANALYSIS/
CEPTU®UKAT AHAJIM3A

OFTAN DEXAMETHASON 0,1% 5 ML EYE DROPS/
O®TAH JEKCAMETA3O0H 0,1 %, KAILJIN I'TA3HBIE, 5§ MJI

during assay must be identical to the main
peak retention time on the chromatogram of
dexamethasone-21-sodium phosphate
standard solution /

Bpems yzep>KHBaHHS OCHOBHOTO MHKa Ha
XpOMaTorpaMme UCTIbITYEMOTO PacTBOpa,
NOJYYEHHOHR MPH KOJTHYECTBEHHOM
onpeeNicHHH, I0JDKHO ObITh HIEHTHYHO
BPEMEHH YASP)KUBAHHA OCHOBHOTO IHKA HA
XpoMarorpaMMme CTaHAapTHOTO PacTBOpa
nekcameTa3oH-2 1-Hatpus ¢ocdara

31110
1850821
01/2022
03/2022
01/2024
. Results/ Units/
Requirements/ Hopmbl EasxHunst
Pe3ysbTaThl
H3MepeHust
Must be sterile / Sterile/
JomkeH ObITh CTCPHIIBHBIM CrepWiIbHbI
Clear, colourless solution/ ITpo3pa4Hslit Complies/
GecLBeTHBIH pacTBOp CoOTBETCTBYET
Solution must be clear and not exceed Complies/
opalescence of reference suspension I/ CooTBETCTBYET
PacTBop nomxeH ObiTh IPO3PauHLIM U HE
JOJDKEH MPEBLILATh ONAAECLECHLNIO
cTaHaapTHoit cycrnieH3uu |
Solution must be colourless and colour Complies/
intensity must not exceed reference solution CoOTBETCTBYET
B9 colour intensity /
PacTtBop nosokeH ObITh O€CLIBETHBIM U
HHTEHCUBHOCTb OKPACKH HE JOJDKHA
NPEBBIMIATh MHTEHCUBHOCTH OKPACKM
craHgapTHoro pactsopa B9
Retention time of the main peak on the Positive/
chromatogram of test solution obtained TMonoxurensHas

Retention times on the chromatogram of test Positive/

solution must correspond to the same peaks

retention times of components C12, C14 and

C16 on the chromatogram of benzalkonium
chloride standard solution /

BpeMeHa yiep)KMBaHHs MUKOB Ha
XPOMaToTrpaMMe HCIBITYEMOI0 PacTBOpa
JOJDKHBI COOTBETCTBOBATH BpEMEHAM
yIep)XHBaHHS TAKUX XKe MKOB Ha
XpOMaTorpaMMe CTaHAapTHOIO PacTBopa
KOMIIOHEHTOB Gensankonus xjaopuaa C12,
Cl4uClé6

Telephone/ Tenedon
+358 3284 8111

INonoxurenbHas
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OFTAN DEXAMETHASON 0,1% 5 ML EYE DROPS/

Product/ Ipenapar O®TAH JEKCAMETA3O0H 0,1 %, KAILIH! IIA3HBIE, 5 MJI

Product Code/ Kon npenapata 31110

Batch No./ Homep cepun 1850821
Date of manufacturing/
Jara npou3BoAcTBa 01/2022

Date of analysis /[lata ananuza  03/2022
Date of expiry/ Cpok rogHocta  01/2024

Assay / HPLC / Dexamethasone/ 0,90-1,10 0,99 mg/ml
KonuuecTBeHHOE MI/MIT
onpenenenne/BIXKX/nexcamerason

Assay / HPLC/ 0,030 - 0,044 0,042 mg/ml
Benzalkonium chloride / MI/MIT

KosMyecTBeHHOE onpeneneHue /
BOXX / 6eH3aIKOHHS XJIIOPH

Assay / Titrimetry / boric acid 13,50 — 16,50 15,48 mg/ml
KonudecTBeHHOE onpeneneHue / MI/MIT
TuTpuMeTPUUYECKHHT / KUCIOTBI

6opHoH

pH 50-7,0 6,6

Dispensable volume / > 100 106 %
HomuHanbHbli 06beM

Mechanical impurities/ Visible particles must not be present during Not detectable/
MexaHHueCcKHe BIITIOUECHHUA visual inspection / He o6HapyxeHO

BuauMeie BKITIOUCHUS HpH BH3yaJlbHOM
OCMOTPE HOJIKHBI OTCYTCTBOBATh

Osmolality/ OcMOJSUIBHOCTD 225-275 259 mOsmol/kg
MOCMOJIB/KT

Related substances / HPLC / <3 0,57 %

Dexamethasone sodium phosphate /

Total /

IMoctopouuue npumeck / BIXX /
AexcaMeTasona Hatpys docdar /
cyMMma npuMecei

Related substances/ HPLC / <2 0,25 %
Dexamethasone sodium phosphate /

Dexamethasone /

[MocropouHue npumecn / BOXX /

JekcaMeTasona Hatpus docdar /

JeKCaMeTa3oH

Related substances/ HPLC / <1 0,07 %
Dexamethasone sodium phosphate /

Any other / RRT 0.53

IMoctoponnue mpumecn / BOXX /

JeKcaMeTa3oHa Hatpus docdar /

mobas apyras npumecs / OBY 0.53

Related substances/ HPLC / <l 0,09 %
Dexamethasone sodium phosphate /

Any other / RRT 0.92

[NocToponHue ripumecu / BOXKX /

JekcameTasoHa HaTpus docdar /

mobas apyras npumecsk / OBY 0.92

Postal address/ [ToutoBeiii anpec Telephone/ TenedoH
Santen Oy/ Canrsn AO +358 3284 8111

PO BOX 33/ IToutoBwi#t Amuk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®HHJIAHAWA
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OFTAN DEXAMETHASON 0,1% 5 ML EYE DROPS/

e Rl O®TAH JEKCAMETA3O0H 0,1 %, KATIJIM [JIA3HBIE, 5 MJI

Product Code/ Kox npenapara 31110

Batch No./ Homep cepun 1850821
Date of manufacturing/
JaTta npou3BoaCTBa 01/2022

Date of analysis /[lata ananuza  03/2022
Date of expiry/ Cpok rogHoctu  01/2024

Related substances/ HPLC / <l 0,10 %
Dexamethasone sodium phosphate /

Any other / RRT 1.36

[Tocroponnue npumecu / BOXX /

JeKkcameTa3oHa HaTpus docdar /

mobas npyras npumecs / OBY 1.36

BLOQ/HIIKO = Below Limit of Quantitation/ Hixe npejesna Ko1M4eCTBEHHOIO ONpPEAEICH s
ND/HO = Not Detected/ He oGHapyxeHO
RRT/OBY = Relative Retention Time/ OTHOCUTENLHOE BpEMS yAEPIKUBAHUS

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.

HacTosImmM NoATBEPXKAak0, YTO yKa3aHHas BbILIE CEpHs NPOM3BEICHA U KOHTPOJIb Ka4€CTBA MPOBE/CH B
COOTBETCTBHH C JIOKyMEHTALMEN HA CEPUI0, TEXHOJIOTHEH NMPOM3BOIACTBA U METOJIMKAMM KOHTPOJIS KaqecTBa.
JIOKYMEHTaLIMs Ha CEPHIO M XKyPHAJIbI POBEICHUS UCTILITAHHI IPOBEPEHBI U TIOJHOCTBLIO COOTBETCTBYIOT
neiictBytomuM Tpebosatusim GMP 1 yclIOBUAM, H3/I0)KEHHBIM B PETUCTPALMOHHOM YI0CTOBEPEHHH, BbIIAHHOM
COOTBETCTBYIOLIMM PETyJIATOPHBIM OpraHoM. HUKaKuX OTKJIOHEHUH HIIH IPOMCILECTBHUI, KOTOPbIE MOTYT MOBIUATH
Ha KayeCTBO Mpernapara, 0TMEYEHO He ObLIO.

Santen Oy, Tampere/ Cantan AO, Tamnepe
25 Aug 2022/ 25 Asr 2022 .

T
QQ' N, WL~

Tarja 'lzuovinen

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

Tapbs TyoBHHEH, (papMaLEBT, CIELUUATUCT 10 KOHTPOJIIO
kauecTBa (OaKanaBp eCTECTBEHHBIX HAYK)

Postal address/ [ToutoBbliii anpec Telephone/ Tenedon
Santen Oy/ CanmH AO +358 3284 8111

PO BOX 33/ ITouToBbIii siHK 33

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE

FINLAND/ ®UHJISIHIUA



OFTAN DEXAMETASON Batch 1850821 (reference to Certificate of Analysis dated 25.08.2022)

O¢ran flekcametasoH Cepua 1850821 (ccbinka Ha cepTuduKart aHanmsa or 25.08.2022)

Importing country / CTpaHa 8Bo3a:

Russia / Poccus

Marketing Authorisation of importing country /

PezucmpayuoHHoe ydocmosepeHue cmpaHbl 88034:

M N015347/01 ot 15.12.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npouszeodumens apmayesmuyeckoii
cybcmaryuu:

Dexamethasone /[lekcameTasoH
Batch / Cepua: 2004194474
Manufacturing site / NpoussoanTens:
Sanofi Chimie / CaHodu LWnmn

Le Bourg, 63480 Vertolaye, France

Name and address of bulk manufacturing site /
Hasseaxue u adpec npuszsodcmeaa 2omosolii
nexkapcmeaeHHol hopmbi:

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

Name and address of packaging site /
HassaHue u adpec nnowadxu, omeeyarowel 3a
YNaKoeKy:

Primary Packaging site / NnouaaKa nepsuYHOl YNaKOBKH:
NextPharma Oy, Finland / AO Hekct®apma, ®uHnaHaua
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / Nnowaaka BTOPUHHOA YNAKOBKHK:
D NextPharma Oy, Finland / AO Hekct®apma, PUHNAHAUA
Niittyhaankatu 20, 33720, Tampere, Finland

& Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands
/ Manydaxuypur Mexknasud dapmaka (MNP) b.B., HugepnaHap
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HaseaHue u adpec npoussodumens (Boinyckaiowjud
KOHMPpOsb Kavyecmea):

Santen Oy, Finland / AO CaHTaH, ®uHAAHAUA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
dopma BbINycKa

Eye drops, 1 mg/mli (dropper bottle) 5 mi x 1 (carton pack) /
Kannw rnasHbie, 1 mr/mn (bnakox-kanenbsuua) 5 ma x 1 (nadka
KapTOHHasA)

Stability period / Cpox 20odHocmu:

2 years. After bottle opening - 1 month /
2 ropa. Nocne sckpbiTua dnakoHa 1 mecay

Storage conditions / Ycnosua xpaHeHuA:

Keep at the temperature 2-8°C /
XpaHuTb Npyu Temnepatype ot 2 o 8°C

Label code / Kop, aTUKeTKN P110600011797

Carton code / Ko nauku KapTOHHOMW P101100012711

Leaflet code / Kog UMN P090800012529

Test/ Nokasarenb | Requirements/ Hopmb! Results/ Pe3yabTartol

Packaging / 5 ml in a polyethylene dropper bottle with the 5 ml in a polyethylene dropper bottle with the

Ynakxoska: plastic stopper and screw cap. The dropper bottle | plastic stopper and screw cap. The dropper bottle
with the instruction for use is packed into a carton | with the instruction for use is in a carton box. /
box. /
Mo 5 MA B NOANITUACHOBbIM GAAKOH-KanenbHuuy, | M0 5 MA B NONNITMAEHOBbIN dNaKOH-KanensbHuuy,
YKYNOpEeHHbIN NNAcTUKoBO#M Npobikoii ¢ YKYNOPEHHbIM NNAcTUKOBOM Npobkoi ¢
HaBMHYMBAIOWENCA KpbllKoN. PrakoH- HAaBUHYMBAIOLWENCA KPLILWKOW. PnakoH-
KanenbHWU@ BMECTE C MHCTPYKUMUen No KanenbHuLua BMECTE C UHCTPYKUME No
NPMMEHEHMIO NOMELLAeTCA B KAPTOHHYIO NaYKY. NPUMEHEHMI0 NOMELLEH B KAPTOHHYIO Nayky.

Labelling / The following information is indicated on the label | The following information is present on the label

Mapkuposka: of the bottle in the Russian language: the brand of the bottle in the Russian language: the brand
name of the medicinal product with the warning name of the medicinal product with the warning

Page/CtpaHuua
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OFTAN DEXAMETASON Batch 1850821 (reference to Certificate of Analysis dated 25.08.2022)

Odran flexcameTaszoH Cepua 1850821 (ccbinka Ha cepTuduKaT aHanusa ot 25.08.2022)

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 indicated on

the carton in the Russian language: the brand
name of the medicinal product with the warning
symbol ®, dosage form, strength, INN, 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, “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
(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 atnkeTke dnakoHa Ha PYCCKOM s3blke
YKa3blBaIOT: TOProBOE HAMMEHOBaHWE Npenapara ¢
npeaynpeanTensHOM MapKuposKoii ®,
NeKapcTBeHHYI0 GopMy, 403UPOBKY, KOAUYECTBO
npenapara B M/, Ha3BaHUe M CoaepiKaHue
aKTUBHOIO BelecTBa, HOMep Cepuu, AaTy
OKOHYaHUA cpoka ropHocTn, «CtepunbHo», «AQ
CAHT3H, ®uHnangua», norotun ¢pupmbl «Santen»,
undposbie u/Man rpaduyeckue BHyTPM3aBOACKON
(-mne) TexHuyeckuit ( e) kop, (~bi)
npenapaTa/ynakosKy.

Ha KapToHHOI Nayke Ha PYCCKOM A3blKe
YKa3biBaloT: TOProBoe HaMMeHOBaHMWe npenapara ¢
npeaynpeanuTenbHON MapKUPOBKOW &,
NeKapcTteeHHylo dopmy, 403UPOBKY, MHH,
KOAWYeCTBO Npenapara B M/, COCTaB C yKa3aHuem
KONMYECTBEHHOIO COAEPKAHNUA aKTUBHOIO
BeLWecTBa U KOHCEPBAHTA, MePEYHA OCTaNbHbIX
BCNOMOraTeNbHbIX BELLECTB, HOMEP Cepum, AaTy
M3roTOBNEHUA, JaTy OKOHYAHWUA CPOKa FOAHOCTH,
YC/IOBUA OTNYCKA, YC/IOBUA XPaHEHUA,

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 language: the brand
name of the medicinal product with the warning
symbol ®, dosage form, strength, INN, 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, “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 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.

/

Ha sTukeTke Gp1akOHA HA PYCCKOM A3bIKE YKA3aHO:
TOprosoe HaumeHoBaHWe npenapara ¢
npeaynpeanTenbHO MapKUpPOBKOH ®,
NekapcTeeHHan Gpopma, AO3MPOBKA, KONNYECTBO
npenapara B M/, Ha3BaHUE N COAEPKAHUE
aKTMBHOrO BelecTsa, HOMep cepuu, AaTa
OKOH4YaHU#A CpoKa rogHocTH, «CTepunbHO», «AO
CAHT3H, ®duHnanaua», norotun ¢pupmsr «Santen»,
undposbie /Man rpaduyeckme BHYTPU3ABOACKOM
(-ue) TexHuuecknit ( e) kopg, (-b1)
npenaparta/ynakosKu.

Ha KapTOHHOW NaYKe Ha PYCCKOM A3bIKE YKa3aHo:
TOProBoe HaumeHoOBaHMe Npenapara ¢
npeaynpeauTenbHOM MapKUpoOBKoM @,
NekapcrseHHan ¢opma, 403upoBKa, MHH,
KO/NM4YeCTBO npenapara B M/, COCTaB C yKazaHuem
KONNYECTBEHHOIO COAEepKaHUA aKTUBHOIO
BelecTBa U KOHCePBaHTa, NEPEYHA OCTaNbHbIX
BCNOMOraTeNbHbIX BELLECTB, HOMEpP cepun, AaTa
M3roTOB/IEHUA, AaTa OKOHYAHUA CPOKa FOAHOCTH,
YCN0BUA OTNYCKA, YC/0BUA XpaHEeHUA,

Page/CrpaHuua
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OFTAN DEXAMETASON Batch 1850821 (reference to Certificate of Analysis dated 25.08.2022)

Odran lekcameTasoH Cepua 1850821 (ccbinka Ha cepTudmKar aHanmsa or 25.08.2022)

npeaynpeauTenbHble Hagnucu «Mcnosib3osaTth B
TeyeHune 1 mec. mocne BCKPbITUA pNaKoHa.»,
«XpaHUTb B HEAOCTYMHOM ANA AeTel mecTe.»,
cnocob npumeHeHus, «CnNocob NnpUmeHeHUA 1
[03bl: CM. NPUAAraemyto MHCTPYKLMIO BHYTPH
ynaKkoBKu.», «CTepunbHo.», HaumeHosaHue «AO
CAHT3H, ®uHAaHAMA», noroTun pupmbl «Santen»,
LUTPUX-KOA, HOMEpP PEerncTpaLMoHHOro
yAocToBepeHus, undposbie u/unu rpadpuyeckune
BHYTPM3aBOACKOW (-Me) TexHuueckuit ( e) koa, (-bl)
npenapara/ynakoBKu.

[JonoNHUTENBHO MOTYT NPUCYTCTBOBATL CPeACTBa
naeHtTMdunKaumm (CU) ana moHUTOpUHra
OBUXEHMA NeKapCcTBEeHHbIX NpenapaTtos. Ha Bcex
KOMMOHEHTaX yNaKoOBKW MOFYT NPUCYTCTBOBATb
3aBO/ICKME TEXHONOTNYECKME KOAbI U
NPOM3BOACTBEHHbIE TEXHUYECKME AeTanun. MecTo
pacnonoxeHus u uget CU, TeXHONIOrMYECKMX
KOZ0B 1 MPOU3BOACTBEHHbIX AeTanel MoxeT
MEHATHCA B 3aBUCUMOCTU OT TEXHOIOMMHYECKNX
ocobeHHOCTeN NPon3BOACTBA. LiBeToBble OTTEHKM
MaKeTOB YNaKOBOK MOTYT OTNIMYATbCA OT TAKOBbIX
Ha KOMMEpPYECKOM yNaKoBKe, TaK KaK 3aBUCAT OT
TEXHWUYECKUX XapaKTEPUCTUK NPUHTEPOB.

npeaynpeauTenbHble Hagnucn «Mcnonb3oBaTb B
TeyeHue 1 mec. nocne BCKPbITUA GpNaKkoHa.»,
«XpaHWUTb B HEAOCTYMHOM ANA AeTeit MecTe.»,
cnocob npumeHeHus, «Cnocob NpUMeHeHA n
[03bl: CM. NPUAaraemyto MHCTPYKLUIO BHYTPU
yNaKoBKW.», «CTepubHO.», HaumeHosaHue «AQ
CAHT3H, ®uHaaHana», norotTun pupmbl «Santen»,
LUTPUX-KOA, HOMEP PerncTpaumMoHHOro
yAOCTOBEpEHMS, UndpoBbie U/unu rpaduyeckune
BHYTPM3aBOACKOIA (-ne) TexHuueckuii ( e) koa (-bi)
npenapara/ynakoBKw.

[JonNoNHUTEeNbHO NPUCYTCTBYIOT CPeACTBA
naeHTnounkaumm (CU) ana MOHUTOPUHra
[BWXeHUA NleKapCTBEeHHbIX NpenapaTos. Ha Bcex
KOMMOHEHTaX YNaKOBKWU NPUCYTCTBYIOT 3aBOACKME
TeXHO/IOrMYeCcKne Koapbl U NPOU3BOACTBEHHbIE
TEXHUYECKUe aeTanu.

Quality of the product is compliant with normative documentation M N015347/01-151208 with changes No2-8 /

KauecTBo npenapaTta cooTseTcTByeT TpeboBaHUAM HOPMATUBHOW AOKYMeHTauuu [ N015347/01-151208 c n3m. N22-8

Date/[laTa 25.08.2022

AN - \
Signature/Moanuce: | ¢, o (\( LN ~G Seal/Mevatb

Tarja Tuovinen
Qualified Person
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