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Product/ ITpenapar OFTAN CATACHROM, EYE DROPS, 10 ML/
OO®OTAH KATAXPOM, KAIUIH I'IA3HBIE, 10 mn
Product Code/ Kon npenapata 31095
Batch No./ Homep cepun 1846741
Date of manufacturing/ 102021
Jara rpoussoacTea
Date of Analysis/ Hara ananuza  {1/202]
Date of Expiry/ Cpox rogdoctis  10/2024
Test/ Hoxazarteib Reguirements/ Hopmui Resuits/ Units/
Pezynbraret  EgHHHHBL
H3IMCPEHHS
Appearance / Onicasine Clear, red solution/ ITpo3paunniit pactrop KpacHoro Complies/
uBeTa CooreTcTBYET
Identification / UV- UV-spectrum of test solution must correspond with  Positive/
spectrophotometry / UV-spectram of cytochrome C standard solution/  [Tonoxurenssas
Cytochrome C / Vd-criekTp HCNLITYEMOre pacTBopa JONKEH
Tlonxunyocts / VO- COOTBETCTBOBATE Y D-CNEKTPY CTAHAAPTHOTO
cnexTpodoTomeTpns / pacTBopa HuToXpoma C
Huroxpom C
Identification / HPLC / Retention time of the main peak on the Positive/
Adenosine / chromatogram of the sampie solution must Tonoxnrenknas
fMogmnuuocts / BOXX / ‘correspond with retention time of the main peak on
AReHO3MH the chromatogran of the adenosine reference
solution £ 5 %/
Bpems yaepmxuBanus OCHOBHOIO NUKa Ha
XPOMATOrPaMMe HCHRITYEMO0 PACTROPA HOMKHO
COOTBETCTBOBATh BPEMEHH YASDKHBIHHS
OCHOBHOTO UKA HA XPOMATOrPAMME CTAHIAPTHOTO
PACTROPA afeHoO3Ka B rpeagnax £ 5 %
Identification / HPLC / Retention time of the main peak on the Positive/
Nicotinamide / chromatogram of the sample solution must TlonoxKuTENbHAR
HoanurHocTs / BOYKX / correspond with retention time of the main peak on
HUKOTHHAMHZ the chromatogram of the nicotinamide reference
solution = 3 %/
BpeMs yacpikupanis OCHOBHOTO 1THKA Ha
XPOMATOIPAMME NCIEITYEMOrO PACTRAPE A0MKHO
COOTBETCTBORATE BPEMEHI Y REPKHBAHIS
OCHOBHOTO NHK& HA XPOMATOIPAMME CTARARPTHOIS
PACTROPA HHKOTAHAMKAA 8 npeaesax £ 5 %
Identification / HPLC / Retention times of benzalkonium chloride Positive/
Benzalkonium chioride / homologues C12, C14 and C16 on the [Moaoxurenbrast
Tognunnocts / BOXX / chromatogram of the sample solution must
BeH3aRKonHA XNOPUA correspond with retention times of the same peaks
' on the chromatogram of the benzalkonium chloride
reference solution + 5 %/
Bpemsea yaspRHBABKI THKOB FOMOJIOTOB
oensanxoana xnopuaa Cl12, C14 n C16 va
XPOMATOFPAMME MCMAITYEMOrO PACTROPA MONAHD!
COQTBETCTROBATD BPEMEHAM YREPHKHBAHMS TAKUX
e NIKOB KA XPOMATOrPaMMe CTAHAAPTHOTC
pacTeopa QeH3aiKOHNA XACPHAR 8 npeaenax £ 5 %
Clarity / TIpezpauiocTh Product must be clear or not exceed opalescence of Complies/
reference suspension ¥/ CoorBeTcTBYET
[Mpenapat ponxer ObiTs NPOIPAYHLIM HAH HE
JONKEH NPEBHIIATH ONANECUEBLNIC CTAHAAPTHOH
cyeneHsny f
Dispensable volume / > 100 103 %%

HomusamsHbil 00nem

Postal address / [fourosmil agpec

SANTEN OY/ CAHT2IH AC

PO BOX 33/ lowrosuiil aunk 33
33100 TAMPERE/33100 TAMINEPE

Telephong/ Tenedor
+358 3 284 8i ¢l
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Product/ flpenapar OFTAN CATACHROM, EYE DROPS, 10 M./
O®TAH KATAXPOM, KAIIAH TJIAZHBIE, 10 Mma

Product Code/ Koa npenapata 31095

Batch No./ Homep cepriu 1846741

Date of manufacturing/ 10/2021

Hata npo#3BOACTBA

Date of Analysis/ Jara avanuza  11/2021

Date of Expiry/ Cpox roguoct 1072024

Test/ [ToxkazaTeas Requirements/ Hopmbl Results/ Units/
Peavastarel  Egunnust

H3Mepesusn

pH 50-75 7,0

Osmolality / Ocsonanpnocts 270 - 350 310 mQOsm/kg
MOenm/ke

Mechanical impurities / Visible particles must not be present during visual  Complies/

MexaHHgeckme BruoeHus  inspection/ Coorsercrpyer

BaAHMbiC BKAKMEHUA FIPH BIH3YALBHOM OCMOTPE
BOSAKHR! OTCYTCTBOBATEL

Related substances / HPLC/ <1 0,14 %
Adenosine /

PoJcTRer HbiE TPUMECH /

BOACX 7/ Agenosun

Related substances / HPLC/ <1 0,06 Yo

Nicotinamide /

PojicTrerybte apumec /

BOXWX / HukoTunaMHui

Assay/ UV-spectrophotometry 0,608 - 0,743 0,673 mg/ml
{ Cytochrome C/ MM
Koangecrsensoe

onpeaeiierus / Y-

cnekTpodsioroMerpust

Mproxpom C

Assay / HPLC / Adenosine/  1,8-2.2 2,0 mg/ml
KonusecTsenuoe MI/MT
onpenenchug / BOXX /

ALCHO3INH

Assay / HPLC / Nicotinamide/ 18,0 -22,0 20,5 mg/ml
KomisyecTaensoe MM
onpeaenckite / BOXX /

Hukorruamua

Assay / HPLC / Benzaltkonium 0,030 - 0,044 0.04] mg/mi
chloride / MI/Ma
Kosuuectee KOS

onpeaenexue / BOMX /
BesrzankoHus Xropui

Sterility/ CrepunisHOCTS Must be steriie / Sterile/
Josett ObITH CTEPHALHBIM Crepunbeblit
pacTeop
BLOQ/MIIKO = Below Limit of Quantitation/ Hinke npeaena ROXHYESCTBEHHOTO ONpeETEHHS
ND/HO = Not Detected/ He o0uapywero
RRT/OBY = Relative Retention Time/ OTHOCHTENBHOS BPEMA YREPKHBAHUN

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 batck documentation and the
analysis records were reviewed and found fo be in fill compliance with the refevant current GMP requirements and
conditions set out in the Marketing Authorization issued by the appropriaie Regulatory Authority. No deviations or
occurrences which may have an influence on the product quality were noted,

Postal address / Flowroswiif aapec Telephone/ Tesnedion

SANTEN OY/ CAHTZH AO +3583 284 8111

PO BOX 33/ ITowoserid sk 33
33100 TAMPERE/3 100 TAMITEPE
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Product/ flpenapar OFTAN CATACHROM, EYE DROPS, 10 ML/
OdOTAH KATAXPOM, KAILAN [JIASHBIE, 16 Mn
Product Code/ Kog npenapata 31095

Batch No./ Homep cepun 1846741
Date of manufacturing/ 10/2021
Jata npon2BoAcTRa

Date of Analysis/ Hara avaanza 1172021
Date of Expiry/ Cpok rogaocty  10/2024

Hacrosuum nosrseKkaao, 91T0 YKAa3aHHag BILIE Cepis NPOH3ReEeHa, N KOHTPOZh KaueCTRa TPOBCICH B
COOTRETCTRHY ¢ ACKYMEHTALMEH HA cepilo, TEXHOAOTHEH NPOH3BOACTBA H METOAHKAMMA KOHTPORA KayeCTsa.
JOKYMEHTALUA Ha COPHIO Y1 JXYPHATIb NPOBEASHHA HCTILITAHMI TPOBEPEHEI H TONHOCTHIO COOTRETCTRYIOT
Jefictrylons Tpedopanusm GMP # yea0BHAM, U30KSHHBIM B PETHCTPALHOHHOM YAOCTOREPEHH, BEIHAHHOM
COOTBETCTBYIOWHM PETYASITOPHEIM opraHoM, HHKAKUX OTRIOHEHUH! HAH HPOKCIUECTBHIE, KOTOPLIE MOTYT BOBEHATh
HA Ka4eCTBO NPEnapaTa, OTMeuYe o 1e Oulio,

Santen Oy, TAMPERE /7 Cauraa AQ, TAMITEPE
7 July 2022 / 7 weonn 2022 1,

LA

0 Devemiki

Qualified Person, QA Pharmacist (M.Sc¢.)/
VHONHOMOUSHHOE AHILO, HapMALERT OTASHA
obecneyensd KayecTra (MaricTp €CTECTREHHLIX

HAYK)
Postal address / Tlouroseii aapee Telephone/ Tesetion
SANTEN QY/ CAHTOH AG +358 3 284 8111

PO BOX 33/ Houtospiid sumx 33
33100 TAMPERE/33100 TAMINEPE



OFTAN CATACHROM Batch 1846741 (reference to Certificate of Analysis dated 07.07.2022)

Odran Kataxpom Cepuna 1846741 (ccoinka Ha ceptudukar aHanmsa or 07.07.2022)

Importing country / CtpaHa BBO3a:

Russia / Poccun

Marketing Authorisation of importing country /

PezucmpauuoHHoe ydocmosepeHue CmpaHs! 8803a:

M NO15553/01 ot 28.05.2009

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npouseodumens papmayesmuyeckoli
cybemaHyuu:

Cytochrome C / Liutoxpom C

Batch / Cepua: DCY200701 (P)

Manufacturing site / MpoussoguTes:

Yantai Dongcheng Biochemicals Co., Ltd /

fAnTan JoHrueHr baitokemurkans Ko. /T,

No. 7 Changbaishan Road, Yantai Development Zone, Standong,
China

Nicotinamide / HukoruHamng,

Batch / Cepua: OP12001011

Manufacturing site / Mpoussoantens:

Lonza Guangzhou Nansha Ltd / Jlonsa 'yanuxoy Haxbla /1t
Adenosine / AaeHosuH

Batch / Cepusa: 02020420

Manufacturing site / Mpoussogurens:

FARMAK a.s / ®apmak a.o.

Na Vlcinci 16/3, 771 17 Olomouc, Klasterni Hradisko, Czech
Republic

Name and address of bulk manufacturing site /
Hasearue u adpec npussodcmeaa 2omosoll
nekapcmeeHHol hopmol:

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

Name and address of packaging site /
HaseaHue u adpec naowadku, omeedarouiell 3a
YIAKOBKY:

Primary Packaging site / lMnowaaka nepsMyHON ynakoBKuy:
NextPharma Oy, Finland / AO Hekct®apma, dunaaHamn
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / laowazaKka BTOPUUHO YNaKOBKU:

D NextPharma Oy, Finland / AO Hexkcrdapma, PUHAAHAMA
Niittyhaankatu 20, 33720, Tampere, Finland

DX] Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands
/ ManydaxruypuHr NeknaxkuH Papmaka (MNO) 6.B., Huaepnanap
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
Hassarue u adpec npouszsodumens (Bsinyckarouwuii
KOHMPOb Ka4ecmaa,):

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

Presentation form /
dopma BbinycKa

Eye drops (bottle) 10 ml x 1 {carton pack}
Kanau rnasHole (¢nakoH) 10 ma x 1 (nauka KapToHHasn)

Stability period / Cpok 2o0HoCcmu:

3 years. After bottle opening - 1 month /
3 roaa. Mocne BckpbiTHA GakoHa 1 mecay,

Storage conditions / Ycnosua xpaHeHus:

Keep at the temperature 2-8°C/
XpaHutb npu Temnepatype o7 2 go 8°C

Label code / Kop atukeTtku P110600011808

Carton code / Koa nauku KapTOHHOM P101100012479

Leaflet code / Koa UMI P090800012478
Page/CrpaHuua
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OFTAN CATACHROM Batch 1846741 (reference to Certificate of Analysis dated 07.07.2022)

Odran Karaxpom Cepuna 1846741 (ccoinka Ha ceptudumKar aHanausa ot 07.07.2022)

Test/ Nokasatenb

Requirements/ Hopmbl

Results/ PesynbTtathi

of the preparation with trade mark®, dosage form,
group name, volume of the product in ml, batch
number, expiry date, “Sterile”, name and country
of manufacturing company, “Santen” logo,
internal code(s).

The following information is indicated on the
carton in the Russian language: trade name of the
preparation with trade mark®, group name,
dosage form, content of product with names and
quantity and list of other excipients, volume of the
product in mi, batch number, manufacturing date,
expiry date, “Method of application and dosage:
see accompanying instruction inside the package”,
prescription status , storage conditions, “Sterile.”,
“Use within one month after opening the bottle”,
“Keep out of reach of children”, name and country
of manufacturing company, “Santen” logo, bar-
code, number of registration certificate, internal
code(s).

Additionally, there may be identification means
(1S) for monitoring the movement of drugs (2D
matrix code, global identification number "GTIN",
individual serial number "SN"). 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 aTukeTke dnakoHa Ha PYCCKOM A3bIKe
YKa3biBaloT: TOProBOe HaumeHoBaHKWe npenaparta ¢
npeAynpeanTebHOM MapKUPOBKOH ©,
NleKapcTBeHHyo popmy, rpynnMposBoyHoe
HaumeHoBaHue, o6bem npenapaTa B MA, HoMmep
cepuu, AaTa OKOHUYaHWA CPOKa roAHOCTH,
«CTepuNbHO», Ha3BaHWe U CTPaHy GUpMbI-
MPOU3BOAMTENA, NOrOTUR GUPMBI «Santeny,
BHYTpeHHWI Koa( bi).

Ha KapTOHHOM Na4Ke Ha PYCCKOM fA3blKe
YKa3bIBaloT: TOProBoe HaumeHoBaHWe npenapara ¢
npenynpeauTe/ibHOM MaprUpoBKol ®,

Packaging / 10 ml in polyethylene bottle with dropper and 10 ml in polyethylene bottle with dropper and
Ynaxoska: screwing cap. Bottle with instructions for medical screwing cap. Bottle with instructions for medical
use is inserted into cardboard box. / use is in a cardboard box. /

Mo 10 MA B NOAN3TUAECHOBBIN GJIaKOH, CO Mo 10 mn B NOAMITUNEHOBBIN GNAKOH, CO
BCTPOEHHOM KanesibHULel ¢ HaBUHYMBalOLLecA BCTPOEHHO KanenbHULEN C HaBUHUMBAIOLLECH
KpbilKoW, PAGKOH C MHCTPYKLUel no KpbIlKOW. PnakoH ¢ MHCTPYKUMen no
NPUMEHEHWIO MOMELLAIOT B KAPTOHHYIO NayKy. NPUMEHEHUIO NOMELLEH B KAPTOHHYIO NauyKy.
Labelling / The following information is indicated on the label | The following information is present on the label
Mapxuposka: of the bottle in the Russian language: trade name | of the bottle in the Russian language: trade name

of the preparation with trade mark®, dosage form,
group name, volume of the product in ml, batch
number, expiry date, “Sterile”, name and country
of manufacturing company, “Santen” logo,
internal code(s).

The following information is present on the carton
in the Russian language: trade name of the
preparation with trade mark®, group name,
dosage form, content of product with names and
quantity and list of other excipients, volume of the
product in mi, batch number, manufacturing date,
expiry date, “Method of application and dosage:
see accompanying instruction inside the package”,
prescription status, storage conditions, “Sterile.”,
“Use within one month after opening the bottle”,
“Keep out of reach of children”, name and country
of manufacturing company, “Santen” logo, bar-
code, number of registration certificate, internal
code(s).

Additionally, there are identification means (IS} for
monitoring the movement of drugs (2D matrix
code, global identification number "GTIN",
individual serial number "SN"}). On all components
of the package there are factory production
technology codes and technical details. /

Ha aTukeTke dnakgHa Ha PYCCKOM A3bIKE YKa3aHo:
TOpProBoe HauMeHOoBaHWe npenapara ¢
npeaynpeavTenbHOn MapKUpoBKoi ©,
NeKapcTBeHHas Gopma, rpynnmpoBoYHOe
HanmeHoBaHWe, 06bem Npenapata B M/, Homep
cepun, AaTta OKOHYaHUA CPOKa roAHOCTH,
«CTepunbHO», Ha3BaHue 1 cTpaHa GUPMbl-
npousBoauTens, norotun dupmet «Santen»,
BHYTpeHHU Koa( bi).

Ha KapTOHHOW NayKe Ha PYCCKOM fi3bIKE YKa3aHo:
TOProBOE HaMMeHOoBaHUe NpenapaTa ¢
npeaynpesuTenbHoO MmapKMpoBKoi ®,

Page/Ctpanuiia
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OFTAN CATACHROM Batch 1846741 (reference to Certificate of Analysis dated 07.07.2022)

Odran Kataxpom Cepus 1846741 (ccbinka Ha ceptudmKkar aHanusa ot 07.07.2022)

rPynNnMpoBOYHOE HaMMeHOBaHWe, NeKapCTBEHHYIO
¢dopmy, cocTaB NpenapaTa ¢ yKasaHMem Ha3BaHuA
M KOIMYECTBA aKTUBHbIX BELLLECTB U NepeyHs
BCoMoraTe/ibHbIX BellecTs, 06bem npenapata B
M/, HOMEp Cepun, AaTy U3rOTOBAEHUA, AaTy
OKOHYaHMA CpoKa rogHoctu, «Cnocob
NPUMEHEHMA U A03bl: CM. NpUAaraemyo
WHCTPYKLMIO BHYTPU YNAKOBKK.», YCN0BUA
OTMYyCKa, YCNOBUA XpaHeHUA, cnocob npumeHeHus,
«CTepunbHO.», «Mcrnonb3osaTb B TeyeHue 1 mec.
nocsne BCKPbITUA GpakoHa.», «XpaHWUTb B
HeAOoCTYNHOM ANA AeTel mecTe.», Ha3BaHue u
cTpaHy GUPMbI-NMPOU3BOAUTENSA, NOTOTUN GUPMBI
«Santen», WTPUX-KOA, HOMEpP PerucTpaLMoHHOro
YA0CTOBEPEHUSA, BHYTPEHHUI Koa( bl).
[OoNoAHUTENBHO MOTYT NPUCYTCTBOBATL CPeACTBa
naeHTUduKaumm (CU) ans moHUTOpUHra
OBUKEHUA NeKapCTBEHHbIX NpenapaTos
(ABYXMepHbIA MaTpUUHbIN KoA, rnobanbHbIM
UAEHTUGUKALMOHHBI Homep «GTINY,
WUHAMBUAYaNbHbINA cepuitHbIiM Homep «SN»). Ha
BCEX KOMMOHEHTaX YNaKoBKU MOTyT
NPUCYTCTBOBATb 3aBOACKNE TEXHOOTMYECKUe
KOAbl U NPOU3BOACTBEHHbIE TEXHUYECKUE AeTanu.
MecTo pacrnonoxeHus u uset CH,
TEXHONIOrMYECKUX KOLAO0B U NPOU3BOACTBEHHbIX
AeTanei MoXKeT MEHATbCA B 3aBUCUMOCTM OT
TeXHON0orM4yecknx ocobeHHocTel NPon3BoACTBa.
LiBeTOBbIE OTTEHKM MAKETOB YMaKOBOK MOTYT
OT/INYATHLCA OT TAKOBbLIX HA KOMMEpPYECKOM
ynaKoBKe, TaK KaK 3aBUCAT OT TEXHUYECKUX
XapPaKTEPUCTUK NPUHTEPOB.

rpynnMpoBOYHOE HAMMEHOBaHWe, eKapcTBeHHas
¢dopma, cocTas npenapaTa € yKasaHMeM Ha3aHUA
M KONWYECTBA aKTUBHbIX BELLECTB U NepeyHs
BCMOMOraTe/IbHbIX BeLLecTs, 06bem nNpenapara B
M/, HOMEp cepumn, AaTa U3roToB/eHMA, AaTa
OKOHYaHMA CPOKa rogHocTH, «Cnocob
NPUMEHEHUA 1 [03bl: CM. NpUNaraemyo
MHCTPYKLMIO BHYTPU YNaKOBKW.», YCNOBUA
OTMYCKa, YyCNOBUA XpaHeHuUs, cnocob npumeHeHus,
«CTepunbHo.», «Mcnonb3oBaTb B TeyeHue 1 mec.
nocne BCKPbITUA GNaKoHa.», «XpaHUTb B
HeZoCTYNHOM A8 AeTel mecTe.», Ha3BaHWe U1
cTpaHa GUpMbI-NPOU3BOAUTENA, 1OTOTUN GUPMBI
«Santen», WTPUX-KoA, HOMep PerucTpaLMoHHOro
YAOCTOBEPEHUA, BHYTPEHHUI Koa( bi).
[JOononHUTEeNbHO NPUCYTCTBYIOT CpeacTBa
naeHTUPUKaumum (CU) ans MoHUTOpPUHra
ABUMKEHUSA NIeKapCTBEHHbIX NpenapaTos
(nBYXMepHbIA MaTpUUHbIN Kog, rnobanbHbIN
UMAEHTUPUKALMOHHBIA Homep «GTINY,
WHAMBUAYA/bHBIA cepUliHbIii Homep «SN»). Ha
BCEX KOMMNOHEHTaX YNaKOBKU NPUCYTCTBYIOT
3aBOACKME TEXHONOTMYECKUe KoAapbl U
NPOM3BOACTBEHHbIE TEXHUYECKME AeTanM.

Quality of the product is compliant with normative documentation M N015553/01-280509 with changes Ne2-8 /

KauecTBo npenapara cooTBeTCTBYET TpeboBaHUAM HOPMaTMBHOM AOKYyMeHTauuu I N015553/01- 280509 ¢ nsm. Ne2-8

Date/[ata 07.07.2022

/

Signature/Moanuce: "/‘,' Seal/MeyaTtb

Mikko Levoméki
Qualified Person
Santen Oy
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