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Product/ Ipenapar

Product Code/ Kog npenapara

Batch No./ Homep cepun
Date of manufacturing/
Hara npoussoactsa

Date of Analysis/ Hata aHanuza
Date of Expiry/ Cpok romsocts

Test/ Mokazatens

Appearance / Onucanne

Identification / UV-
spectrophotometry /
Cytochrome C /
MomnuuuocTs / Y-
cnekTpooToMeTpHs /
Lnroxpom C
Identification / HPLC /
Adenosine /
Monnuunocts / BXCX /
AneHO3HH

Identification / HPLC /
Nicotinamide /
[TonnuynoceTs / BRXKX /
Hukotnnamun

Identification / HPLC /
Benzalkonium chloride /
[Monnuunocts / BOXKX /
Benzankonus XJopua

Clarity / IlpospauxocTs

Dispensable volume /
HomuHaneHbi 065em

Postal address / Ioyroswiii anpec
SANTEN OY/ CAHT3H AQ
PO BOX 33/ MNoutoswii auuk 33

33100 TAMPERE/33100 TAMIIEPE

CERTIFICATE OF ANALYSIS/
CEPTHOHKAT AHAJIM3A
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OFTAN CATACHROM, EYE DROPS, 10 ML/
O®TAH KATAXPOM, KATLIM I JIAZHBIE, 10 ma
31095

1840071

05/2021

06/2021
05/2024

Units/
Eanunus
H3MepeHHs

Results/
PesyabTaTh

Requirements/ Hopmei

Clear, red solution/ IMpo3payueri PacTBop kpacHoro Complies/
usera Cootserctayer

UV-spectrum of test solution must correspond with Positive/
UV-spectrum of cytochrome C standard solution /  IMonoxurensuas
Yd-cnextp HCNLITYEMOro pacTBopa nomsken

COOTReTCTBOBATL Yd-criekTpy cTanaapTHOrO

pacTBopa uutoxpoma C

Positive/
IMonoxurensnas

Retention time of the main peak on the
chromatogram of the sample solution must
correspond with retention time of the main peak on
the chromatogram of the adenosine reference
solution + 5 % /

Bpems ynepskusanns ocrornoro NHKa Ha
XpOMaTorpamMe HcibITyemoro pacTeopa nomxno
COOTBETCTBOBATHL BPEMEHH Y ACPKHBAHMSA
OCHOBHOTO IHKa Ha XpoMaTorpamme cTaHNapTHOro
PacTBopa aneHos3HHa B npegenax + 5 %

Retention time of the main peak on the
chromatogram of the sample solution must
correspond with retention time of the main peak on
the chromatogram of the nicotinamide reference
solution + 5 %/

Bpems ynepxuBanus ocHoBHOro nuka na
XpOMATOrpaMMe UCTILITYEMOro pacTBOpa A0JHKHO
COOTBETCTBOBATL BPEMEHH YIEPKHBAHMA
OCHOBHOTO Inka Ha XpOMaTorpaMMe CTaHAapTHOro
PacTBOpa HHKOTHHAMMAA B Npefienax + S %
Retention times of benzalkonium chloride
homologues C12, C14 and C16 on the
chromatogram of the sample solution must
correspond with retention times of the same peaks
on the chromatogram of the benzalkonium chloride
reference solution + 5 % /

BpemHea ynepxuBanus nuxos romonoros
Oensankonns xnopuaa C12, C14 u C16 Ha
XpOMATOrpaMMe HCIIBITYEMOIO PacTBOpPa A0MKHbI
COOTBETCTBOBATL BPEMEHAM yAEPKHBAHHS TAKHX
K€ MAKOB Ha XpOMATOrpaMMe CTanapTHOro
PacTBopa beH3ankoHus X10puia B npesenax + 5 %
Product must be clear or not exceed opalescence of Complies/
reference suspension 1/ CooteercTByer
Ilpenapar nomxken 6biTs MpO3payHeIM HIH He

AOKEH NPEBbIIATh ONATECUEHIHIO CTaHOapTHOI

cycneHsmH I
=100 103 %

Positive/
IMonoxurensHas

Positive/
[onoxurensnas

Telephone/ Tenegon
+3583284 8111
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CEPTHOUKAT AHAJIU3A Crpanuua 2/3
Product/ INpenapar OFTAN CATACHROM, EYE DROPS, 10 ML /
ODTAH KATAXPOM, KATLIH TJIA3HBIE, 10 mn
Product Code/ Kon npenapara 31095
Batch No./ Homep CepHH 1840071
Date of manufacturing/ 05/2021
Hata npoussozncrea
Date of Analysis/ Jlata ananusa 06/2021
Date of Expiry/ Cpok ronnoctn  05/2024
Test/ Mokasarens Requirements/ Hopmgi Results/ Units/
PesyabtaTi Eaunuus:
H3Mepenus
pH 5,0-75 7,0
Osmolality / OcMonsbrocTs 270 - 350 311 mOsm/kg
MOcm/kr
Mechanical impurities / Visible particles must not be present during visual Complies/
Mexanmueckue Bkmouenus inspection / Cootercrayer
Bunumsre Bkmouenns TpH BH3yaNlbHOM ocMoTpe
JOIKHBI OTCYTCTBOBATH
Related substances / HPLC /<1 0,17 %
Adenosine /
Poncteenumie npHMecH /
B3XX / Anenosun
Related substances / HPLC / <1 0,07 %
Nicotinamide /
Poxacreennbie npumecy /
B3X(X / Hukorunamun
Assay/ UV—spectrophotomen'y 0,608 - 0,743 0,686 mg/ml
/ Cytochrome C / MI/Mn
Konnuecreennoe
onpeaeneHye / Y-
cnekTpodoTomeTpus
/Llutoxpom C
Assay / HPLC / Adenosine / 1,8-22 2,0 mg/ml
Konuiectrennoe MI/Mn
onpenenenne / BOXX /
AneHoann
Assay / HPL.C / Nicotinamide/ 18,0-22.0 20,1 mg/ml
Konuuectsennoe Mr/ma
onpezeneHue / BOXX /
HukotuHnamng
Assay / HPLC / Benzalkonium 0,030 - 0,044 0,041 mg/ml
chloride / MI/Mn
Konnuectsennoe
onpenenenue / BIXX /
Bensankonus xnopun
Sterility/ Crepunshocts Must be sterile / Sterile/
Homxen 6bith CTEPHJILHBIM CrepunbHbii
pactsop

BLOQ/HIKO
ND/HO

RRT/OBY = Relative Ret

approved master formulae, process i

analysis records were reviewed

conditions set out in the Marketing Authorizat

occurrences which may have an

Postal address / Moytomi
SANTEN OY/ CAHT3H AO

PO BOX 33/ Mouroewit AUk 33
33100 TAMPERE/33100 TAMIIEPE

= Below Limit of Quantitation/ H
= Not Detected/ He obHapyxeHo

HKE Npe/ena KoNHYeCTBEHHOO onpenenenus
ention Time/ OthocuTenLHOe BPEMA YAEPKHBAHHA

oned batch was produced and quality control tested in accordance with the
nstructions and quality control test methods. The batch documentation and the
and found to be in fil] compliance with the relevant current GMP requirements and
ion issued by the appropriate Regulatory Authority. No deviations or
influence on the product quality were noted.

Telephone/ Tenedon
+3583284 8111
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CEPTH®HUKAT AHAJIM3A Crpanuua 3/3

Product/ [penapar OFTAN CATACHROM, EYE DROPS, 10 ML /
O®TAH KATAXPOM, KAILJIU I'JIA3ZHBIE, 10 ma

Product Code/ Koa npenapara 31095

Batch No./ Homep cepuu 1840071

Date of manufacturing/ 05/2021

Mara nponisoacTtra

Date of Analysis/ Jlara ananuza  06/2021

Date of Expiry/ Cpok roanoctu  05/2024

HacTonuwmm noatsepsaaio, 4To ykasaHHas BbilWE Cepus NPOMIBECHE, H KOHTPOJIb Ka4ecTBa (POBEJIEH B
COOTBCTCTBNH ¢ JOKYMEHTALUMEH HA CEPHIO, TEXHONOTHEH NPOM3BOACTBA H METOIUKAMH KOHTPOJIA KauecTnd.
JIOKyMEHTALMA Ha CEPHIO H KyPHA/bI NPOBENEHHS HCIbITAHHI NpOBEPEHbI H MOTHOCTLIO COOTBETCTBYIOT
AeAcTytowmnm TpeGobanuam GMP 1 ycloBHAM, H3N0KEHHBIM B PErHCTPALUHOHHOM YIOCTOBEPEHHH, BbIAAHHOM
COOTBETCTBYHOLLHM PETYIATOPHBIM OpraHoM. HUKaKkHX OTKIOHEHHIT nan npoucwecTsuil, KOTOPbIE MOTYT MOB/JIHATH
Ha Ka4eCTBO npenapara, 0TMEYeHO He Oblfo,

Santen Oy, TAMPERE / Cautsn AO, TAMIIEPE
22 November 2021/ 22 noa6ps 2021 r.

QYN L v e ~
Tarja Tuovinen
Qualified Person, QA Pharmacist (B.Sc.)/
Tapes TyosmeH, GapmalesT, crieuManucT no
KOHTPOJIKO KauecTBa (GakanaBp eCTECTBEHHBIX Hayk)

Postal address / [loytoebiii apec Telephone/ Tenedon
SANTEN OY/ CAHT3H AQ +358 3284 8111

PO BOX 33/ I[loutosstit sumk 33

33100 TAMPERE/33100 TAMILEPE



OFTAN CATACHROM Batch 1840071 (reference to Certificate of Analysis dated 22.11.2021)

O¢ran Karaxpom Cepua 1840071 (ccbinka na ceprudmkar aHanu3a ot 22.11.2021)

Importing country / CtpaHa Bso3a:

Russia / Poccun

Marketing Authorisation of importing country /
PeaucmpayuorHoe ydocmosepeHue cmpans! eeosa:

M NO15553/01 ot 28.05.2009

Name and address of API manufacturing site /
Hasearue npoussodumenn cybcmanyuu, adpec
npoussodcmea:

Cytochrome C / Luroxpom C

Yantai Dongcheng Biochemicals Co., Ltd /

AnTam [lonrienr Baitokemmukans Ko. /iTa

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

Nicotinamide / HukoruHamup

Lonza Guangzhou Nansha Ltd / /loH3a lNyaHusoy HaHblwa nip
Adenosine / AgeHoauH

FARMAK a.s / ®apmak a.o.

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

Name and address of bulk manufacturing site /
Hazeanue u adpec npuzsodcmea 2omosoii
nekapcmeerHol chopmbi:

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

Name and address of packaging site /
Hasearue u adpec nnowjadku, omeeyarowel 3a
YNaKoexy:

Primary Packaging site / Nnowapaxa nepsuuHOI ynakosxu:

NextPharma Qy, Finland / AO Hekcrdapma, DUHNAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / Nnouwaaxa sTopuuHOi YNaKoBKM:

[LJ NextPharma Oy, Finland / AO Hexkcrdapma, DUHNAHAMA
Niittyhaankatu 20, 33720, Tampere, Finland

X Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands
/ Manydakuypunr Mekugmun dapmaka (MN®) B.B., Huaepnanap
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HassaHue u adpec npoussodumens (Beinyckarouguti
KOHmMpons Kayecmaa):

Santen Oy, Finland / AQ CanT3H, PUHNAHOUA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
Popma Bbinycka

Eye drops (bottle) 10 ml x 1 (carton pack)
Kanau rnasHeie (pnakoH) 10 mn x 1 (nauka HapTOHHan)

Stability period / Cpox 200Hocmu:

3 years. After bottle opening - 1 month /
3 roaa. Nocne BCKpbITUA BRakoHa 1 MecaL,

Storage conditions / Ycnosun xparerus:

Keep at the temperature 2-8°C /
XpaHuTb Npu TemMnepatype ot 2 ao 8°C

Label code / Kog 3TukeTkmn P110600011808
Carton code / Ko naukn KapToHHOIA P101100012479
Leaflet code / Kog UMN P090800012478

Test/ Nokasavens | Requirements/ Hopmbi

Results/ Peaynbrarsi

Packaging /
VYnakoska:

10 mlin polyethylene bottle with dropper and
screwing cap. Bottle with instructions for medical
use is inserted into cardboard box. /

Mo 10 M B NOANITUNEHOBBLIN GNAKOH, CO
BCTPOEHHOM KanenbHWLEN C HAaBUHYWBAIOWEACA
KPbIWKOH. ®NaKOH C MHCTPYKUMEH no
NPUMEHEHWIO NOMELLAIOT B KAPTOHHYIO NaYKy.

10 mlin polyethylene bottle with dropper and
screwing cap. Bottle with instructions for medical
use is in a cardboard box. /

Mo 10 mn B NOAM3ITUNEHOBBIW GAAKOH, CO
BCTPOEHHOMW KanenbHULLEH C HAaBUHYMBAIOLLEHCA
KPbIWKOX. DNAKOH C MHCTPYKLUMe# no
NPUMEHEHUIO NOMELLLEH B KAPTOHHYIO NauKy.

Page/Crpanunua
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OFTAN CATACHROM Batch 1840071 (reference to Certificate of Analysis dated 22.11.2021)
Odran Karaxpom Cepua 1840071 {ccbinka Ha cepruduKar aHanusa or 22.11.2021)

Labelling /
Mapkuposxa:

The following information is indicated on the label
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 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 ml, 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
(IS) 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 3TukeTke dnakoHa Ha pycckom asbike
YKa3blBAIOT: TOProBOe HaMMEHOBaHMe Npenapara c
NPEAYNPEANUTENbHOIA MapKUPOBKOIA ®,
/IeKapcTBeHHYI0 GOpMY, rpyNNMpoBoyHoe
HanmeHoBaHue, obbem npenapata B mn, Homep
CepuK, 4aTa OKOHYAHWUA CPOKA MOAHOCTH,
«CTepuAbHO», Ha3BaHue U CTpany GpUpmbl-
Npou3BoAWUTENA, NOrOTMN BrpMbI «Santeny,
BHYTPEHHWI Koa( bl).

Ha kapToHHoM nauke Ha pycckom asbike
YKa3blBAIOT: TOProBoe HaMMEHOBaHWe Npenapara c
NpeAynpeauTencHol mapkuposkoi ®,
TPYNNUPOBOYHOE HaumMeHOBaHWe, Nexa PCTBEHHYIO
$opmy, coctas npenapara ¢ YKasaHuem HassaHua
M KONMYECTBA aKTUBHbIX BEWECTB U NepedHn
BCNOMoraTenbHbIX BewecTs, obbem npenapara B
M, HOMEP CepHUK, AaTy U3TOTOBNEHMA, AaTy
OKOHYaHUA CpoKa roaHocTH, «Cnocob
NPUMEHEHNA W A03bI: CM. NpUNaraemylo
MHCTPYKUWIO BHYTPHM YNaKOBKM.», yCAOBUSA
OTNYCKa, YCAOBUA XpaHeHUA, cnocob npUMeHeHus,
«CTepuabHo.», «Mcnonb3oBaTh B TeyeHune 1 mec,

The following information is present on the labef’

of the bottle in the Russian langua e: 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 ml, 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 3TUKETKE Qnaxoﬂa Ha DYCCKOM A3blKe YKa3aHo:

TOProBoe HauMeHoBaHKe npenapara ¢
NPeAyNpeauTenbHOW MapKUPOBKON ®,
NeKapcTeeHHan popma, rpynnmposouHoe
HaumeHoBaHue, o6bem npenapara 8 MA, Homep
CePUM, AaTa OKOHYAHMA CPOKa roaHOCTH,
«CTepunbHO», HasBaHMe U CTpaHa dpupmei-
NPOU3BOAMTENA, NOFOTHN PUPMBI «Santens,
BHYTPEHHWIA Koa| bi).

Ha kapToHHo# Nauke HA PYCCKOM fi3bIKE yKa3aHo:
TOProsoe HaumeHoBaHMe npenapara ¢
NPeAynpeaUTENbLHOH MapKUpOBKOH ®,
TPYNNMPOBOYHOE HAMMEHOBAHME, NeKapCTBEHHAR
$opma, cocTas npenapara ¢ YKa3aHWeMm Hassanua
¥ KONMYECTBA aKTUBHDIX BELLECTB U NepeyHs
BCnoMmoraTtenbHbIX BewecTs, o6bem npenapata B
M, Homep cepum, paTa W3roToBAeHMA, faTa
OHOHYaHWA cpoKa rogHocTH, «Cnocob
NPUMEHEHWA 1 A03bI: CM. NPpUANaraemylo
UHCTPYKLMIO BHYTPM YNAKOBKM. », ycnosua
OTNYCKa, YCNOBHA XpaHeHHR, cnocob NpumeHeHus,
«CrepunbHo.», «Mcnons3osats & Tedenne 1 mec. |

Page/Ctpanuua
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OFTAN CATACHROM Batch 1840071 ( reference to Certificate of Analysis dated 22.11.2021)

Odran Kataxpom Cepua 1840071 (ccbinka Ha ceprudukar aHanusa or 22.11.2021)

L

noc/ae BCKPbITUA GNakoHa.», «XpaHUTb B
HEAOCTYNHOM ANA AeTel MecTe.», HasBaHue M
CTPaHy GUPMbI-NPOU3BOAMTENS, NoroTUN bupmel
«Santen», WTPHUX-KOA, HOMEp PerucTpaLUoOHHOro
YAOCTOBEPEHUA, BHYTPEHHUI Koa( bi).
LononHutensHo moryr NPUCYTCTBOBATL CPeAcTBa
“aeHTMdUKaumm (CH) ana MOHWUTOPUHra
ABUHEHUA NeKapCTBEHHbLIX NpenapaTtos
(ABYXMEPHBIR MaTpUYHbIH Ko, rnobanbHbii
MAEHTUOUKALMOHHbIA Homep «GTIN»,
MHOWBHUAYaNbHbIA CEPUAHBIA HOMep «SN»). Ha
BCEX KOMMNOHEHTax ynakoBKK MoryT
NPUCYTCTBOBATL 3aBOACKME TEXHONOTMYECKME
KOAbI M MPOU3BOACTBEHHbIE TEXHMYECKME AETaNM.
MecTo pacnonoenus u user CH,
TEXHONOTMYECKUX KOAOB M NPOU3BOACTBEHHDIX
AeTaneil MoXeT MEHATLCA B 3aBUCUMOCTH OT
TexHonorm4eckx ocobeHHocTeli NnpoussoacTea.
LiBeToBbie OTTEHKW MaKeToB ynakosok moryT
OTNMHATLCA OT TAKOBLIX Ha KOMMEpPYECKo !
YN3KOBKE, TaK KakK 3aBUCAT OT TEXHUYECKMX
XapakTepUCTHK NPUHTEpPOB.

NOCAE BCKPLITUA pNaKoHa.», «XpaHWTb B —’
HEAOCTYNHOM A4/1R AETEH MECTe.», Ha3BaHME U
CTPaHa GUPMbI-NPOU3IBOANTENA, NOTOTMN PUpMbI
«Santeny», WTpux-koa, HOMEpP pernucTpayMoHHoro
YAOCTOBEPEHUA, BHYTPEHHUMN Koa( bi).
dononxutensHo npucyTcTeyioT cpeacrea
naeHTUdMKaumnm (CH) ANA MOHUTOpUHra
ABUKEHWA IEKAPCTBEHHbIX NPenapaTos
(ABYXMepHbIi MaTpUuHbIN KoA, rnobanbHbik
MAEHTUDHKALUMOHHBIA Homep «GTIN»,
MHANBUAYANbHBIA CepuiAHbIA HOMep «SN»). Ha
BCEX KOMMOHEHTaX YNaKoBKM NPUCYTCTBYIOT
33aBOACKUE TeXHONOTUYECKUE KOABI U
NPOWU3BOACTBEHHbLIE TEXHUYECKME AeTanu,

Quality of the product is compliant with normative documentation n NO15553/01-280509 with changes Ne2-7 /

Kavectso npenapara cooteeTcTeyer TpefosaHAM HoOpMaTMBHOIA AOKyMeHTaLuu M N015553/01- 280509 ¢ uam. Ne2-7

Date/AaTa

Signature/Moanucek:

22.11.2021

P . &

1'{ ‘. :;N\ﬁ‘w r-\_;
Tarja Tuovinen
Qualified Person

18
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Seal/Neuvatb




