$anten

Product/ Ilpenapar

Product Code/ Kox npena pata
Batch No./ Homep ceprn

Date of manufacturing/

Hara npoussozcrea

Date ofanalysis/Tata ananusa
Date of expiry/ Cpox rozmocts

Test/ Iokasareus
Sterility / Crepunsnoets
Appearance / Onueanue

Clarity / Ilpospaunocrs

Colour/ lseThocTn

Identification/ HPLC /
Dexamethasone-21-sodium
phosphate/

Hopmuimoers / BAXKX /
Aexcamerazon-21-natpus gocdar

Identification /HPLC /
Benzalkonium chloride/
[oznuunocts / BDXKX /
GeH3a KO IS XJIOPH L

Postal address/ Howtonsit azpec
Santen Oy/ Canran AQ
PO BOX 33/ lourosii sk 33

CERTIFICATE OF ANALYSIS/
CEPTH®HKAT AHAJIH3A

Page 1/3
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OFTAN DEXAMETHASON 0,1% 5 ML EYE DROPS/
O®TAH JEKCAMETA3OH 0,1 %, KAILIM TJIA3HBIE, 5 MJI

31110
2013661
04/2022
05/2022
04/2024
Units/
Requirements/ Hopani Results/ Eauuunui
: Peavasrars:
H3Mepenus
Must be sterile / Sterile/
Homwen 6uiTb cTepHABHBIM Crepmabhuii
Clear, colourless solution/ ITpospaunmiii Complics/
Becusetnstii pactsop Coorsercrayer
Solution mustbe clear and not exceed Complies/
opalescence of reference suspension 1/ Cootsercrayer
Pacreop nomxen Goits HPO3PAYHBIM B HE
HOJIKCH NPEBBILATH ONaA/ICCLUCHINIO
CTAHIAPTHOIT Cycliensmn |
Solution must be colourless and colour Complies/
intensity must not exceed reference solution Coorserernyer
BY colour intensity /
Pactrop gomken Guirn Gecuertinim i
MHTCHCHBHOCTD OKPACKH HE AOJIKHA
UPCBBILIATH HHTCHCHBHOCTH OKPACKH
CTaHAapTHOrO pacteopa BY
Retention time of the main peak on the Positive/

chromatogram of'test solution obtained Ionoxurensuas
during assay must be identical to the main

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

standard solution /

Bpems yuepausanus ochosroro nmxa na
XPOMATOIPAMME HCHBITYCMOIO PACTBOPA,

1oryy CHHOI HIPH KOIHMYCCTBCHHOM

OMNPE/ICICHIL, 100KHO ObITh HACHTHYHO

BPCMCHI VICP/KHEA HUA OCHOBHOIO [1MKA Ha
XPOMATOTPAMME CTA A PTHOTO PACTBOPA
Aekcamerason-2 1 -natpus Gochata

Retention times on the chromatogram oftest Positive/
solution must correspond to the same peaks osoxuTesbnas
retention times of componentsC12,C14 and

C16 on the chromatogram of benza lkonium

chloride standard solution /

Bpeaena ynepxupauns nuxkos na

XPOMATAIPAMME HCITAITYEMOTO PACTROPA

AQIIAKHbL COOTBETCTBOBATH BPEMEHAM

YACPANBAHHA TA KHX JKE HHKOB Ha

XPOMATOIPAMME CTAHAAPTHOIO PACTBOPA
KOMIIOHEHTOB Gersaikonus xinopuia C12,
Cl4nClé

Telephone/ Teacdion
+3583284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ @ MHJIAH 1S
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OFTAN DEXAMETHASON 0,1% 5 ML EYE DROPS/
O®TAH JEKCAMETA30H 0,1 %, KAIUIH I'JIA3HBIE, 5 MJI

Product/ Ilpenapat

Product Code/ Koz npenapata 31110

Batch No./ Homep cepun 2013661
Date of manufacturing/
Hara nponssoncrtea 04/2022

Date ofanalysis//Jata ananusa  05/2022
Date ofexpiry/ Cpokroanoctn  04/2024

RRT/OBY = Relative Retention Time/ Ornocurensioe BpeMA YIEpKHBAHHA

I hereby certify thatthe above-mentioned batch was produced and quality controltested in accordance with the
approved master formulae, process instructions and quality control test methods. The batch documentation and the
analysisrecords were reviewed and found to be in full compliance with the relevant current GMP requirements and
conditions set outin the Marketing Authorization issued by the appropriate Regulatory Authority. No deviations or
occurrences which may have an influence on the product quality were noted.

HHCTDHH—IMMIIORTBCP)&’JJ]O.‘-{TO YKa3aHHa A BbllUC cep}m npo;nacacaa H KOHTPO!Ib KAUeCcTBa IpPOBECICHB
COOTBCTCTBHH C ﬂOKyMCHTﬂLUiCﬁ Ha ccpum, TEXHOJOIHEH LHPOH3BOJICTBA I MCTOIMKA MU KOHTPOJH Ka4ecTBa,
ﬂOK_YMQiITauHH na CCPHIG H )Kypllallbl IIpOBn‘.,{lCHHH HMCHBITA HIfi FlpO!lEpCﬂb! 1 110JIHOCThLIO QOQTBCTCTBY[GT
aciictayioutiv Tpebosanuam GMP n YCAOBHAM, HINQKCHHBIM B PCTHCTPALHOHHOM Y10CTOBEPCIHH, BLIAA HHOM
COOTEETCTRYIOWMM PErY IATOPHLIM 0praHOM. HHKa KX OTKIOHCHMI 1N IPONCIICETBHI, KOTOPLIC MOTYT NOBIHATS
H3 Ka4EeCTRO npena pa'rn , OTMEYCHO HE 6!:!.‘10.

soile Hakala
Qualified person Santen Oy. Tampere/ Canmu AO, Tamuepe

21 Sep 2022/21 Cen 202271,
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Soile Hakala

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

Cowne Xakana

YnonxomoueriHoe nnuo, Papmalest otgena

:{ Santen
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\ obecneueHwva kavecrsa (Marucrp ecrecrTBeHHbIX
= HayK)
Postal address/ Howrosuit aapec Telephone/ Tenedion
Santen Oy/ Canran AQ +3583 284 8111

PO BOX 33/ 1loyrosri suiik 33
FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE
FINLAND/ @HHIIAHIHA




OFTAN DEXAMETASON Batch 2013661 (reference to Certificate of Analysis dated 13.09.2022)

Odgran flekcamerason Cepus 2013661 (ccbinka Ha ce prudukar aHanusa ot 13.09.2022)

Importing country / Ctpana eso3a:

Russia / Poccun

Marketing Authorisation of importing country /
PezucmpoyuonHoe ydocmosepeHue cmpanbl geo3a:

M N015347/0107115.12.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npouzeodumens gapmayesmuyeckoll
cybcmanyuu:

Dexamethasone /[exkcamerason
Batch / Cepua: 2104281768
Manufacturing site / NpoussoauTens:
Sanofi Chimie / CaHodwu Wnmu

Le Bourg, 63480 Vertolaye, France

Name and address of bulk manufacturing site /
HasaeaHue u adpec npusesodcmeaa 20moeoi
nexkapcmeeHHol gopmer:

NextPharma Qy, Finland / AO Hekct®apma, ®unnaHaus
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
HazeaHue u adpec nnowadku, omeaeyaiowel 3a
YNaKoexy:

Primary Packaging site / Mnowaaka nepsudHOil yNakoBKM:

NextPharma Qy, Finland / AO Hexkct®apma, DuHaaHaMA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / Maowjagka sTOpUUHOM YNaKoBKMU:

[J NextPharma Oy, Finland / AO HekcT®apma, PuHnaHama
Niittyhaankatu 20, 33720, Tampere, Finland

X Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands
/ ManydaruypuHr MeKumKUH ®apmaxa (MN®) b.B., HuaepnaHgbi
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Ha3searue u adpec npouzeodumena (Boinycxaowuis
KOHMpOoAb Ka4ecmaa):

Santen Oy, Finland / AO CaHTaH, DUHARHAMA
Kelloportinkatu 1, 33100, Tampere, Finland

dopma BeiNycKa

Presentation form /

KapToHHas)

Eye drops, 1 mg/ml (dropper bottle) 5 ml x 1 {carton pack) /
Kannu rnasroie, 1 mr/mn (pnrakoH-kanensHnua) 5mn x 1 (nadka

Stability period / Cpox zodHocmu:

2 years. After bottle opening - 1 month /
2 ropna. MNocne BckpbiTHA dnakoHa 1 mecay,

Storage conditions / Ycnosus xpanenus:

Keep at the temperature 2-8°C /
XpaHuTb Npu Temneparype ot 2 4o 8°C

Label code / Kop 3tukeThm P110600011797
Carton code / Kopg nadku kaptowHOU P101100012711
Leaflet code / Kog MMM P0S0800012529

Test/ Nokasarens

Requirements/ Hopmbi

Results/ Pesynbrathbi

name of the medicinal productwith the warning

Packaging / 5 ml in a polyethylene dropper bottle with the 5 ml in a polyethylene dropper bottle with the
Ynakoska: 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 mn B nonuatuneHoBbIA dnakoH-KanenbHULY, Mo 5 mn B NoAWaTUAEHOBLIN ¢dbnakoH-KanenbHuLy,
YKYNOpEHHbIR NACTUKOBOH npobKoii ¢ YKYNCPeHHLIW NNacTUKoBo# npabxoii ¢
HABUHYUBAIOWEHCA KPbIWKON, PAaKoH- H3BUHYMBAOWENCA KPbIWKOK, DNaKkoH-
Kane/nbHWUE BMECTe C MHCTPYKLMEN no KanenbH1Ua BMeCTe C MHCTPYKUUEH no
NPUMEHEHWK) NOMELIACTCA B KAPTOHHYIO Nauky. NPUMEHEHUID NOMELIEH B KAPTOHHYIO NauKy,
Labelling / The following information is indicated on the label The following information is present on the label
Maprupoexa: 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

Page/CrpaHuua
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OFTAN DEXAMETASON Batch 2013661 (reference to Certificate of Analysis dated 13.09.2022)

OdraH flekcamerasoH Cepua 2013661 (ccwinkaHa ceptudmKar aHanmsa or 13.09.2022)

symbol ®, dosage form, strength, volume of
product in ml, name and content of the active
substance, 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 carton in the Russian language: the brand

name of the medicinal productwith 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
(IS) 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 aTuKeTHe dnakoHa Ha pyCcCKOM Rabike
YK33b|BaIOT: TOProBOE HAMMEHOBAHWE Npenapara ¢
npeaynpeauTeNbHONR MapKUpoBKon @,
NeKapcTBeHHYI0 GopMY, AO3UPOBKY, KONMYECTBO
npenaparta 8 mn, Ha3BaHUe W COAEPHKaHUe
aKTUBHOrO BELWECTBa, HOMED CepPUM, AaTY
OHOHYaHWA CPOKa rogHocTH, «CTepuabHO», «AQ
CAHTIH, ®dunnsHama», norotun $upmbl «Santen»,
undposbie U/uau rpaduyeckue BHYTPU3EBOACKOM
(-1e) Texnuueckmii  e) kog (-b1)
npenapara/ynaxkosku.

HHOW NayKe H3 PYCCKOM A3bIKe
YK383blBaIOT: TOProBoe HauMeHoBaHWe npenapaTa ¢
npeaynpeauTensHoR Mapkuposkoii @,
NeKapcTBeHHy0 Gopmy, A03UpoBKY, MHH,
KOAMYECTBO NPEnapara B MA, COCTaB € yKasaHuem
KOMHECTBEHHOIO COOE PKaHUA aKTUBHOTO
BELWECTBA M KOHCEPBAHTA, NMEPEYHA OCTANbHbIX
BCNOMOraTenbHbIX BELECTS, HOMED Cepuu, aaTy
M3rOTOB/NEHWA, A3TY OKOHYAHWA CPOKa rOAHOCTH,
YCNOBMA OTNYCK3, YCAOBUA XPaHEHMS,

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 productwith the warning
symbol ¢, dosage form, strength, INN, volume of
productin 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 O, Finland”, “Santen”
logo, bar code, registration certificate number,
numerical or graphical internal technical code(s) of
product/package.

Additionally, there are identification means (1S) for
monitoring the movement of drugs. On all
components of the package there are factory
production technology codes and technical details.

/

Ha 3tukeTke dnaxoHa H CCKOM A3bIK
TOProBoe HaMmeHoBsaHue npenapara ¢
npeaynpeaMTeNbHONW MapKuposkaoit @,
/1leKapcTBEHHan Gopma, N03MPOBKI, KONMYECTBO
npenaparta 8 msi, Ha3BaHUE W COAE PIKaHMe
2KTUBHOTO BeLecTsa, HOMEp cepuu, gara
OKOHYaHWA CPOKA roAHOCTH, «CTepuabHo», «AQ
CAHT3H, ®unnauaua», norotun dupmel «Santen»,
undposble U/unu rpaduueckue BHYTPU3ABOACKOM
(-ve) TexHuueckmit ( ) kog, (-bi)
npenapara/ynakosxu.

Ha KapTOHHOU NayKe Ha PYCCKOM A3bIKE VKA AHO:
TOProBOE HauMeHoBaHWe npenapara ¢
npegynpeautensHolt mapkuposkoi ®,
nieKapcreeHHan ¢opma, [03MposKa, MHH,
KO/MYECTBO Npenapara 8 MA, COCTaB C yKa3aHuem
KONUYECTBEHHOrO COAEPKAHUA AKTUBHOTO
BEULECTBA ¥ KOHCEPBAHTA, NEPEYHA OCTaNbHBIX
BCNOMOraTenbHbIX BELWECTE, HOMEP Cepuu, gata
M3rOTOBNEHWA, aTa OKOHYaHUA CPOKa FOAHOCTY,
YCNOBUA OTNYCK3, YCNOBUA XPaHEHUs,

Ka3aHo:

Page/Ctpanuua
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OFTAN DEXAMETASON Batch 2013661 (reference to Certificate of Analysis dated 13.09.2022)

Od¢ran fercamerazon Cepua 2013661 (ccbinkaHa ceprudmkar ananmsa or 13.09.2022)

npegynpegutensHble Haanucu «Mcnons3osarts 8
TedeHue 1 mec. nocne BCKPLITUA GRakoHa.»,
«XpaHWTb B HEAOCTYNHOM ANA AGTEN MecTe.»,
cnocob npumenrenua, «Cnocob NPpYMEHEHWA K
£A03bl: CM. NPUNBTaEMYI0 MHCTPYKUMIO BHYTDM
YNaKoBKU.», «CTepuNbHO.», HaMMEHOBaHMe «AQ
CAHT3H, ®uHnaHaua», aorotun dupmsl «Santen»,
WTPHX-KOA, HOMEP PErucTpauuoHHOro
YAOCTOBEPEHUA, UNPPOBbIE M/UAK rpadudeckme
BHYTPU3BBOACKON (-ue) TexHudeckuil ( e) kog (-bi)
npenapara/ynakosku.

HONeNHUTENBHO MOTYT NPMCYTCTBOBATL CpeacTea
“aeHTuPuKaumu (CH) ana MoHUTOpUHra
ABMMEHWA NEK3PCTBEHHbIX NpenapaTtos. Ha scex
KOMNOHEHTax YNakoBKM MOrYT NPUCYTCTBOBATS
33BOACKWE TEXHONOTMMECKME KOAbI 1
NPOM3BOACTBEHHBIE TEXHUYECKHUE geTanu. MecTo
PacnonoxeHvs n useT CH, TEXHONOrHUeCKHMX
KOL0B WM NPOM3BOACTBEHHLIX AeTanei momer
MEHATLCA B 338BUCHUMOCTH OT TeXHONOFMYE KX
ocobeHHOCTe! NpoussoacTea. LigeToBbie OTTEHKM
MaKeTOB YNaKoBOK MOTyT OTAWYATLCA OT TAKOBLIX
Ha KOMMEPYECKON YNAKoBKe, TaK KaKk 3aBMCAT OT
TEXHUUECKWX XapaKTe PUCTHK NPUHTEPOB.

ﬂpEAYHPEAHTe!]be[e Haganucm «HCHO}'II:GOBBTb B
TeyeHue 1 Mec. Nocne BCKPLITUA GAakoHa.»,
«XpaHuTb B HEAOCTYNHOM 418 AeTel mecTe.»,
€nocob NpUMeHeHUA, «CNocob NpUMeHEHMA 1
A03bl: CM. NPUABTAEMYIO MHCTPYKLMIO BHYTPM
YNaKkoBKu.», «CTepunbHo.», HaumeHoBaHue «AQ
CAHT3H, ®uHnanaua», norotun dupmel «Santeny,
WITPUX-KOA, HOMEP PermcTpauMoHHoro
YAOCTOBEpEeHUA, UMdpoBbie W/unm rpaduyeckue
BHYTPU33BOACKOW (-me) TexHuueckwii ( ) kog (-bi)
npenaparta/ynaxkosku.

HononHnTenbHO NPUCYTCTBYIOT CpeacTea
naeHTMguikaumun (CH) 4na MOHUTOPMHIa
ABMMEHUA NEeKapCTBEeHHbIX NpenapaTos. Ha scex
KOMNOHEHTaX YNakoBKM NPUCYTCTBYIOT 33BOACKUE
TEXHONOrMHECKUE KOABI U NPOM3BOACTBEHHbBIE
TEXHUYECKUE AeTanu,

Quality of the product is compliant with normative documentation 1 N015347/01-151208 with changes Ne2-8 /

Kauecrso npenapara cooTseTcTBYeT TPeBOBAHUAM HOPMaTHBHOM AoxymeHtaumm N N015347/01-151208 ¢ vam. Ne2-8

Date/[ara

Signature/Moanuce;

.

21.09.2022

Seal/Meuvatb

Soile Hakala
Qualified person
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