$anten

Product/ [Ipenapat

Product Code/ Kon npenapara
Batch No./ Homep cepun

Date of manufacturing/

JlaTa NpoH3BOACTBA

Date of analysis/ [laTa ananusa
Date of expiry/ Cpok rolHOCTH

Test/ [Toka3zaTenb

Appearance/ Onucanue

Identification / HPLC / Timolol /
[omnuuHoCcTh / BIXCX / THMonon

Identification / HPLC /
Benzalkonium chloride /
TMomnmuzocTh / BIXX /
GeH3IKOHMA XJIOPHA

Clarity/ Ilpo3pauHoCcTh

Colour/ LipeTHOCTE

Dispensable volume/
HoMmuHansHbii 06beM

pH

Osmolality/ OcMONSIBHOCTD

Mechanical impurities/
MexaHH4ecKHe BKIIOYEHHA

CERTIFICATE OF ANALYSIS/ Page 1/2
CEPTU®HKAT AHAJIH3A Crpannua 1/2
OFTAN® TIMOLOL, 5§ MG/ML, eye drops 5 ML/
OFTAN® TUMOJIOJ, 5 Mr/mi, KanJin riasHsie, S mi
31161
1836681
03/2021
04/2021
03/2024
Requirements/ Hopmsl Results/ Units/
PeayabTaThl  EaHHHULI
H3MepeHHs
Clear, colourless solution/ Complies/
TNpo3paunkiii GecupeTHbIH PacTBOP CooTReTCTBYET
Retention time of the main peak on the Positive/

chromatogram of the sample solution must TonoxurenbHas
correspond with retention time of the main

peak on the chromatogram of the timolol

reference solution /

BpeMs yIepXHBaHHA OCHOBHOTO MTHKa Ha

XpOMATOrpaMMe MCTIbITYEeMOro pacTsopa

JOJDKHO COOTBETCTBOBATh BPEMEHH

yAEpKHUBAHHA OCHOBHOTO MKKa Ha

XpOMarorpaMme CTaHAapTHOTO pacTBOpa

THMOJIONA

Retention time of main peaks on the Positive/
chromatogram of the sample solution must ITonoxwTenbHad
correspond with retention time of the same
main peaks on the chromatogram of the
benzalkonium chloride C12, C14 and C16
reference solution /

BpeMms yaepiHBaHUA OCHOBHBIX MTUKOB Ha
XpOMATOrpaMMe HCTLITYEMOrO pacTBopa
JOMKHO COOTBETCTBOBATh BPEMEHH
yAEPKHBAHHA TAKHX Ke ITHKOB HA
XpOMaTorpaMMe CTaHZapTHONO PacTeopa
Gexzankouus xiopuaa C12,C14 u C16
Drug must be clear or not exceed
opalescence of reference suspension 1/
Tpenapat A0/keH GbITh MPO3PAYHBIM HIH
He A0JDKEH NpeBLILIATE onajiecLeHIHIO
cTaHnapTHOH cycnensu [

Drug must be colourless or colour intensity Complies/
must not exceed colour intensity of CoOTBETCTBYET
standard solution B9 /

IMpenapat AomkeH ObITh GECLBETHBIM WIH

MHTEHCHBHOCTb €70 OKPAacKH He NO/KHA

MpeBBILATD HHTEHCHBHOCTh OKPAaCcKH

craHapTHOro pactsopa B9

Complies/
CoOTBETCTBYET

= 100 112 %

6,5-17,0 6.8

280 - 340 299 mOsm/kg
MOcm/kr

Visible particles must not be present Complies/

during visual inspection / CoOoTBETCTBYET

BuauMble BKTIOUEHHA NPH BH3yaIbHOM
0CMOTPpE AOMKHBLI OTCYTCTBOBATh
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Product/ [Tpenapat OFTAN® TIMOLOL, 5 MG/ML, eye drops S ML/
OFTAN® TUMOJIOJL, 5 mr/mJ1, Kanju raasmbie, Smn

Product Code/ Koa npenaparta 31161

Batch No./ Homep cepuH 1836681

Date of manufacturing/ 03/2021

Jlata npou3BOACTBA

Date of analysis/ [lata anannsa  04/2021

Date of expiry/ Cpok roaHocti  03/2024

Test/ [Noka3arenab Requirements/ Hopmbl Results/ Units/
Pesyabtarel  EanuHUbI
H3MepeHHs
Related substances / HPLC / No single impurity > 0.4%, Complies/
INocroponnne npumeck / BIXKX not more than two impurities > 0.2% / CoOTBETCTBYET

EnvHHYHAA NTPHMECDH - HE Gonee 0,4 %o,
He Gonee aByx npumeceit > 0,2 %

Assay / HPLC/ Timolol maleate / 6,16 -17,52 6,86 mg/m]
KonuuecTBeHHOE OnpesesieHne / mr/ma
BAWX / Tumonosa Maneat

Assay / HPLC / Timolol / 4,50 - 5,50 5,02 mg/ml
Konu4ecTBEHHOE OMNpeneNneHHe / Mr/MI
BOXX / Tumonon

Assay / HPLC / Benzalkonium 0,09-0,11 0,10 mg/ml
Chloride / Mr/MI

KonudecTBeHHOE onpeaeneHue /

B)KX / BeH3anKOHHs XIOPHI

Sterility/CTepunbHOCTD Drug must be sterile / Sterile/
TMpenapart 10KeH ObITh CTEPHILHBIM CrepuyibHbl i

BLOQ/HIIKO = Below Limit of Quantitation/ Hike npeaena KoNM4eCTBEHHOO OMNPENENCHHA
ND/HO = Not Detected/ He obHapy#eHo
RRT/OBY = Relative Retention Time/ OTHOCHTEIbHOE 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.

HacTosimM NOATBEPH K 1at0, YTO YKa3aHHas BbIIIE CEPHS NPOHIBENCHA, H KOHTPOJIb Ka4eCcTBa NPOBe/IeH B
COOTBETCTBHH C JIOKYMEHTALMEH Ha CEpHIO, TeXHOJIOTHel MPOM3BOJCTBA H METOAHKAMH KOHTPOJIA Ka4ecTsa.
JIOKYMEHTALHA Ha CEPHIO U XKYpHa/Ibl MPOBEACHHA MCTBITAHNH NPOBEPEHBI K MOTHOCTBIO COOTBETCTBYIOT
aeiicTByiotmm Tpe6oarusiM GMP 1 yClIOBUAM, HINOKCHHBIM B PEruCTPaUMHHOM Y0CTOBEPEHHHH, BbIIAHHOM
COOTBETCTBYIOIIMM PEry/IATOPHBIM OpraHoM. Hukakux OTKJIOHEHHH WM NPONCILECTBUH, KOTOPEIE MOTYT MOBIHATH
Ha KauecTBO Mpenapara, OTMEYEHO He ObLIO.

Santen Oy, Tampere/ Cautan AQO, Tamnepe
30 Sep 2021 /30 Cen 2021 1.

¢ -
Na LY e e

Tarja Tuovinen

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

Tapesa TyoBHeH, GapMaueBT, CNELUHATHCT TO

KOHTpOJIIO KauecTsa (0akaiaBp eCTECTBEHHbIX HayK)



OFTAN TIMOLOL Batch 1836681 (reference to Certificate of Analysis dated 30.09.2021)

Od¢ran Tumonon Cepun 1836681 (ccbinka Ha cepTudukat aHanmsa or 30.09.2021)

Importing country / CTpaHa BBO3a:

Russia / Poccua

Marketing Authorisation of importing country /

PezucmpayuorHoe ydocmoeepeHue cmpaHbl 6603a:

N N015280/01 ot 15.12.2008

Name and address of APl manufacturing site /
Hassaxue npoussodumena cybcmaHyuu, adpec
npoussodcmea:

Timolol / Tumonon
(X Excella GmbH & Co. KG / 3kcenna Iméx u Ko. KI
Nuernberger Strasse 12, 90537 Feucht, Germany

[] PCAS Finland Oy / MKAC ®uHaana Ou
Messukentankatu 8, 20210 Turku, Finland

Name and address of bulk manufacturing site /
Hasea+ue u adpec npuzeodcmea 20mosoli
nexapcmeerHHol popmei:

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

Name and address of packaging site /
Ha3ssaxue u adpec naowadku, omseeyaroweli 3a
YNaKoseKy:

Primary Packaging site / Mnowaaka nepBUYHON YNaKOBKM:
NextPharma Oy, Finland / AO Hekctdapma, Punnangua
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / MaowaaKka BTOPUMHOW YNaKOBKK:
[:] NextPharma Oy, Finland / AO Hekct®apma, Punaanana
Niittyhaankatu 20, 33720, Tampere, Finland

E Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands
/ MaHydaryypunr NexkuaxuH Gapmaka (MNQ) 6.B., Huaepnanast
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hassarnue u adpec npoussodumens (Beinyckaowjull
KOHMponb kayecmsa):

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

Presentation form /
Dopma BbINycKa

Eye drops, 5 mg/ml (bottle), 5 ml x 1 (carton pack) /
Kanawu rnasHele, 5 mr/mn (dnakoH), 5 ma x 1 (nauka KapToHHaA)

Stability period / Cpok 2odHocmu:

3 years. After bottle opening - 1 month /
3 roga. Nocne BCkpbiTHA dnakoHa 1 mecad,

Storage conditions / Ycnoeus xparenun:

Keep at the temperature 15-25°C /
XpaHuTs npu TemnepaType ot 15 ao 25°C

Label code / Koa 3TuKeTkun P110600011811

Carton code / Koa nayku KapTOHHOM P101100011810

Leaflet code / Kog MMIN P090800012552

Test/ Mokasatenb | Requirements/ Hopmbl Results/ Peaynbratbl

Packaging / 5 ml in polyethylene bottle is closed with plastic 5 ml in polyethylene bottle is closed with plastic

Ynakoska: stopper-dropper and with screw cap. The bottle stopper-dropper and with screw cap. The bottle
with instruction for usage is packed into carton with instruction for usage is in a carton box. /
box. /
Mo 5 Mn B NOAM3TUNEHOBbLIA HNAKOH, Mo 5 MA B NOAUITUNEHOBbLIA HNAKOH,
YKYNOPEHHBIMA NA3CTUKOBOW NPOBKOIA- YKYNOPEHHbIW NAACTMKOBOW NPOGKOMH-
KanenbHUUEen ¢ HaBUHYMBAKLMIACA KPbILWKONA, KanenbHWLEel ¢ HaBUHYMBAKOLLMIACA KPbILKOW.
$NAKOH C MHCTPYKLUMERA NO NPUMEHEHUIO B ®NAKOH C MHCTPYKUWMEH NO NPUMEHEHHIO
KapTOHHYHO Nauky. 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: trade name | of the bottle in the Russian language: trade name
of product with trade mark®, dosage form, of product with trade mark®, dosage form,
strength, volume in ml, name and content in mg strength, volume in ml, name and content in mg
of active substance, batch number, expiry date, of active substance, batch number, expiry date,

Page/CtpaHuua
1/3




OFTAN TIMOLOL Batch 1836681 (reference to Certificate of Analysis dated 30.09.2021)

Od¢raH Tumonon Cepua 1836681 (ccbinka Ha cepTUdUKAT aHaau3a ot 30.09.2021)

“sterile.”, "Santen Qy, Finland”, “Santen” logo,
internal code(s).

The following information is indicated on the
carton in the Russian language: trade name of
product with trade mark®, dosage form, volume in
ml, INN, name and content of active substance
and preservative, list of other excipients, batch
number, manufacturing date, expiry date, storage
conditions, prescription status, administration,

» Administration and dosages: see attached
instruction inside of package.”, ”Sterile.”, "Use
within 1 month after opening a bottle.”, “Keep out
of reach of children.”, “Santen Oy, Finland”,
“Santen” logo, bar-code, registration certificate
number, internal code(s).

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 3TvkeTke dnakoHa Ha PYCCKOM A3blKe
YKa3blBaloT: TOprosoe HavMeHOBaHWe npenapaTta [«
npeaynpeA1TeNbHON MapKupoBKo# ®,
NleKapcTBEHHYI0 HOPMY, A03UPOBKY, KONMYECTBO
npenaparta B M/1, HAa3BAHUE U KOAMHECTBO B MT
aKTMBHOrO BELECTBAa, HOMep cepuu, Aaty
OKOHYaHMA CPOKa rogHocTH, «Ctepuabro», «AQ
CAHT3H, ®uHAAHAKA», NOrOTUN dUpMbI «Santeny,
BHYTpeHHKe KoA(bl).

Ha KapTOHHOI NaYKe Ha PYCCKOM A3biKe
YKa3blBaloT: TOProBOe HaMMeHOBaKKe npenapara ¢
npegynpeauTentHO| MapKkupoBsKoi ®,
nekapcTeeHHy GopMy, A03UPOBKY, KONMHECTBO
npenapaTta B mn, MHH, cocTas ¢ ykasaHuem
Ha3BaHWA M KONMYECTBa aKTUBHOIO BewecTsa U
KOHCepBaHTa, NepeYyHA 0CTa/bHbIX
BCNOMOraTe/bHbIX BELWECTB, HOMEP CEPUK, AaTY
W3roTOBNEHWUA, 43Ty OKOHYaHWA CPOKA FOAHOCTH,
YCIOBWA XpaHEHWA, YCN0BUA OTRYCKa, cnocob
npumeHeHun, «Crnocob npuMeHeHus U A03bl: CM.
NpUNaraemyio MHCTPYKLMIO BHYTPU YNAKOBKK.»,
«CTepunbHO.», «Mcnonb3oBaTh B TeyeHue 1 mec.
nocne BCKPbITUA GNakoHa.», «XpaHUTb B
HepocTynHom ana aerteid mecte.», «AQ CAHT3H,
DUHAAHOQUA», NOTOTUN UPMBI: «Santen», WTPKUX-
Kof, HOMEp PerucTpPaLUoHHOIO YAOCTOBEPEHHNH,
BHYTPEHHWH RoA(bl).

[loNOAHUTENBHO MOTYT NPUCYTCTBOBATL CPEACTBA
naeHtTMduKaumm (CHU) AnAa MOHNTOPHHTA
[ABUKEHWA NeKapCcTBeHHbIX NpenapaTos. Ha Beex

“Sterile.”, "Santen Oy, Finland”, “Santen” logo,
internal code(s).

The following information is present on the carton
in the Russian language: trade name of product
with trade mark®, dosage form, volume in ml, INN,
name and content of active substance and
preservative, list of other excipients, batch
number, manufacturing date, expiry date, storage
conditions, prescription status, administration,

* Administration and dosages: see attached
instruction inside of package.”, "Sterile.”, "Use
within 1 month after opening a bottle.”, "Keep out
of reach of children.”, “Santen Oy, Finland”,
“Santen” logo, bar-code, registration certificate
number, internal code(s).

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 aTukeTke $1aKOHa Ha PYCCKOM A3bIKE YKa3aHO:
TOproeoe HauMeHoBaHuWe npenapaTa ¢
npeaynpeaUTeNbHOM MapKUMPOBKOW .
NleKapcTBEHHAn GOPMa, AO3UPOBKY, KONMYECTBO
npenaparta B M/, Ha3BaHMe W KONWYECTBO B MT
aKTUBHOroO BEWECTBA, HOMEep Cepun, Aata
OKOHYaHWA CPOKa MOAHOCTH, «CrepunbHo», «AO
CAHT3H, ®uHAAHAUA», NOTOTHN GUPMbI «Santeny,
BHyTpeHHuWe KoA(bl).

Ha KapTOHHOW NayKe Ha PYCCKOM A3bIKe YKa3aHp:
TOpProsoe HaMeHOBaHWe npenapara ¢
npeaynpeA1TeNbHON MapKUPOBKO# ®,
nexapcTeeHHan ¢opma, A03MPOBKA, KONNHECTBO
npenapata B ma, MHH, cocTas ¢ ykasaHuem
Ha3BaHWA U KONMYECTBA aKTUBHOTIO BELLECTBa U1
KOHCEepBaHTa, Nepe4yHA OCTaNbHbIX
BCNOMOraTe/IbHbIX BELWLECTB, HOMEpP CepurK, AaTa
M3roTOBNEHMA, A4aTa OKOHYaHWA CPOKa roAHOCTY,
YCNOBMA XPaHEHWUA, YCAIOBMA OTNYCKa, cnocob
npumeHeHuna, «Cnocob NnpuMeHeHHA U A03bl: CM,
NPUNAraeMyto MHCTPYKLMIO BHYTPY YNaKOBKK.»,
«CrepunbHO.», «Mcnonb30BaTh B TEUEHWE 1 MEC.
nocae BCKPbITUA GNAKOHA.», «XpaHUTb B
HenoCTYNHOM Aana aeTteid mecte.», «AQ CAHTIH,
OUHAAHAMA», NoTOTUN GUpMBI: «Santeny», WTpHX-
KOA, HOMEpP PerucTpauuoHHOrOo YA0CTOBEPEHUA,
BHYTPEHHWM Koa(bl).

[lonoAHUTENBLHO NPUCYTCTBYIOT CPeaCTBa
naeHTMduKaumm (CHU) ana moHUTOPUHra
ABMMEHWA NEKAPCTBEHHbIX Npenapartos. Ha Bcex
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OFTAN TIMOLOL Batch 1836681 (reference to Certificate of Analysis dated 30.09.2021)

Odran Tumonon Cepua 1836681 (ccbinka Ha cepTuduKaT aHanusa ot 30.09.2021)

KOMMOHEHTaX yNaKoBKW MOryT NPUCYTCTBOBATL
3aBOACKME TEXHONOMMUYECKUE KOAbI K
NpOU3BOACTBEHHbBIE TEXHUYECKME AeTanu. MecTo

KOMMNOHEHTax yNakoBKKW NPUCYTCTBYIOT 3aBOACKNE
TexXHoNnoru4yeckmMe Koasl U NPoMU3BOACTBEHHbIE
TEXHUHECKHUe AeTalu.

pacnonomeHua u uset CK, TeXHONOTUYECKUX
KOAO0B W NPOM3BOACTBEHHLIX AETANEH MOMET
MEHATLCA B 3aBMCHUMOCTH OT TEXHONOTUHECKHUX
ocobeHHoOCTeW NpoM3BoAcTBa. LiBeTOBbIE OTTEHKW
MaKeTOB YNaKOBOK MOTYT OTAMYATLCA OT TaKOBbIX
Ha KOMMEpYecKOW YNaKOBKe, TaK KaK 3aBMCAT OT
TEXHUYECKWUX XapPaKTePUCTUK NPUHTEPOB.

Quality of the product is compliant with normative documentation 1 N015280/01-151208 with changes Ne 2-8 /

Ka4ecTBo npenaparta coOTBETCTBYET TpeGOBAHMAM HOPMATUBHOM 4OKYMeHTauuu M NO15280/01-151208 c uam. Ne 2-8

Date/faTa 30.9.2021

Signature/Mognuce: <1 Cyv &/ W~ Seal/Meuatb

Tarja Tuovinen
Qualified Person

Page/CTpaHuua
3/3




