$anten

Product/ [penapar

Product Code/ Koa npenapara

Batch No./ Homep cepuu
Date of manufacturing/
JHara npou3soiacTsa

Date of Analysis/ lata aHanu3a
Date of Expiry/ Cpok roaHocTH

Test/ lMoxkasatenb

Appearance / OnucaHue

Identification / UV-
spectrophotometry /
Cytochrome C/
MoanuuHocTe / YO-
cnektpodoToMeTpHA /
Ilutoxpom C
Identification / HPLC /
Adenosine /
MoanuHurocTs / BOXX /
ANEHO3HH

Identification / HPLC /
Nicotinamide /
MoaaxHHocTe / BOXKX /
HukoTHHaMHuA

Identification / HPLC /
Benzalkonium chloride /
NMoanHHHOCcTe / BOXKX /
BeH3ankoHHA XI0pHi

Clarity / lpospauHocTs

Dispensable volume /
HomuHaibHbI 00bEM

Postal address / MouTosuit anpec

SANTEN OY/ CAHT3H AO

PO BOX 33/ Moytoestit aumk 33
33100 TAMPERE/33100 TAMIIEPE

CERTIFICATE OF ANALYSIS/ Page 1/3
CEPTHO®HMKAT AHAJIM3A Crpanuua 1/3
OFTAN CATACHROM, EYE DROPS, 10 ML/
O®TAH KATAXPOM, KAIUIH IN1A3HBIE, 10 ma
31095
1844251
09/2021
09/2021
09/2024
Requirements/ Hopmsi Results/ Units/
PesybTaThl Eaunnubl
H3MEPEHHS
Clear, red solution/ [Tpo3paunsiit pactsop kpacHoro Complies/
uBeTa CooTtsercTByeT

UV-spectrum of test solution must correspond with Positive/
UV-spectrum of cytochrome C standard solution /  [TonoxurennHas
V®-cnekTp HCMBITYEMOro pacTsopa J0/KeH

coOTBeTCTBOBaTh Y D-CNeKTpy CTAHAAPTHOTO

pacteopa uutoxpoma C

Positive/
TonoxuTenbHan

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 %/

BpeMa yaepHBaHHA OCHOBHOTO MHKa Ha
XPOMATOrPAMME HCTBITYEMOrO pacTBopa A0/MKHO
COOTBETCTBOBATL BPEMEHH yA€PKHBaHHUA
OCHOBHOrO IMKa HA XPOMaTOrpaMMe CTaHAapTHOTO
pacTBopa aZieHO3HHa B npenenax + 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
solutionx 5 %/

Bpems ynepxHBaHHA OCHOBHOIO NMHKA Ha
XPOMATOIPaMMeE HCTBITYEMOrO PacTBOpa A0/KHO
COOTBETCTBOBAThL BPEMEHH YACPKHBAHHA
OCHOBHOIO MHKA HA XPOMATOIpaMMe CTaHAapTHOro
pacTBopa HHKOTHHaMHAA B npeaenax = 5 %
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 yaepuBaHHA MHKOB rOMOJIOroB
Gensankonua xnopuna C12, Cl14 u C16 Ha
XpOMATOrpaMMe HCTbITYEMOro pacTBopa A0MKHbI
COOTBETCTBOBATL BPEMEHaM YIEPKHBAHHA TAKHX
e TMHKOB HA XpOMATOrpaMme CTaHAapTHOro
pactsopa GeH3a/KOHHA XNopHAa B npeaenax £ 5 %
Product must be clear or not exceed opalescence of Complies/

Positive/
IMonoxuTensHan

Positive/
MonoxwurensHas

reference suspension I/ CootseTcTBYET
INpenapat aonxeH ObiTh NPO3PaYHLIM HIIH HE

JIOJDKEH NPEBbILATH OMANECUEHLHIO CTaHAAPTHOH

cycnen3uu |

2100 103 %

Telephone/ Teacon
+358 3284 8111
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CEPTHOWKAT AHAJIU3A Crpaniia 2/3

Product/ [Tpenapar OFTAN CATACHROM, EYE DROPS, 10 ML/
O®TAH KATAXPOM, KAILJIH I'JIA3HBIE, 10 ma

Product Code/ Koa npenaparta 31095
Batch No./ Homep cepun 1844251
Date of manufacturing/ 09/2021

Jara npon3soucTsa
Date of Analysis/ Jlata aHanuza  09/2021

Date of Expiry/ Cpok rognoct  09/2024

Test/ [Mokazarenn Requirements/ Hopmui Results/ Units/
PesyasTathl  EAHHHUBI

H3MepeHHs

pH 50-75 7,0

Osmolality / OcMonansHocTe 270 - 350 312 mOsm/kg
mOcM/kr

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

MexaHuueckue BKJIIOYEHHA  inspection / CooTsercrayer

BunuMbie BKAOYEHHA MPH BU3YaANTLHOM OCMOTpE

N0 HBI OTCYTCTBOBATh
Related substances / HPLC/ <1 0,18 %
Adenosine /
PojcTBeHHbIE IPHMECH /
B2XX / Aneno3nH
Related substances / HPLC /
Nicotinamide /
PoacreeHHbie npumecu /
B2XX / HukoTHHaMua
Assay/ UV-spectrophotometry 0,608 - 0,743 0,677 mg/ml
/ Cytochrome C / Mmr/ma
KoanyectsenHoe
onpenenenne / Y-
cnekTpodoTomMeTpHs
/Llutoxpom C
Assay / HPLC / Adenosine/ 1,8-2,2 2,0 mg/ml
KonnyecTseHHoe Mr/mi
onpeaeneHue / BOXX /
AIEHO3HH
Assay / HPLC / Nicotinamide/ 18,0 - 22,0 20,5 mg/ml
KonuyecTseHHoe Mr/ma
onpeneneHue / BOXX /
HukoTHHaMHA
Assay / HPLC / Benzalkonium 0,030 - 0,044 0,043 mg/ml
chloride / Mr/Mn
KonuuectBeHHnoe
onpenenenne / BOXX /
bewnsankoHus xnopua
Sterility/ CrepunbHocTsb Must be sterile / Sterile/

HomxkeH GbITb CTEPHABHBIM CrepunbHblif

pacTBop

0,06 %

IA

BLOQ/HITKO = Below Limit of Quantitation/ Hike npenena KoIH4eCTBEHHOrO ONpeaeneHus
ND/HO = Not Detected/ He o6HapyxeHo
RRT/OBY = Relative Retention Time/ OTHocHTeNbHOE BPEMA YAEPKHBAHHSA

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.

Postal address / [ourosmit anpec, Telephone/ Tenedon
SANTEN OY/ CAHTOH AQ +358 3 284 8111
PO BOX 33/ MowroswA suuux 33

33100 TAMPERE/33100 TAMITEPE
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CEPTHO®HUKAT AHAJIU3A Crpanuua 3/3

Product/ Tlpenapat OFTAN CATACHROM, EYE DROPS, 10 ML /
O®TAH KATAXPOM, KAIIJIHU I'JTIA3HBIE, 10 ma
Product Code/ Koa npenapara 31095

Batch No./ Homep cepun 1844251
Date of manufacturing/ 09/2021
[lata npou3sBoicTea

Date of Analysis/ Jlara ananuza  09/2021

Date of Expiry/ Cpok roasoct  09/2024

Hacroswnm noaTsep:kaato, 4To ykasaHHas Bbille CEpHS MPOM3BEAEHA, H KOHTPO/b Ka4eCTBa MPOBELEH B
COOTBETCTBHMH C LOKYMEHTALIMEH Ha CepHIO, TEXHONOrHEH NPOH3BOICTBA H METOAMKAMH KOHTPOJIS KauecTsa.
JIOKYMEHTalHsA Ha CEPHIO H JKYPHAIbI IPOBENEHHA HCMITAHKI NPOBEPEHB! H MOJIHOCTLIO COOTBETCTBYHOT
aeifctyiouum TpedosannamM GMP u yc0BHAM, H3NOKEHHBIM B PETHCTPALMOHHOM YIOCTOBEPEHHH, BbIIAHHOM
COOTBETCTBYIOLUIHM PEryJaTOPHbIM OpraHoM. HHKaKHX OTKJIOHEHHH HIH NPOHCLUECTBHH, KOTOPbIE MOTYT MOBJIHATD
Ha Ka4€CTBO Mnpenapara, 0TMEYEHO HE ObLJ10.

Santen Oy, TAMPERE / Cantan AO, TAMIIEPE
7 January 2022 / 7 ausaps 2022 r.

2 ¢

N .L? Y Lo ee ~o

Tarja Tuovinen

Qualified Person, QA Pharmacist (B.Sc.)/
Tapbsa TyosueH, papMaLeBT, CNELUHAIUCT MO

KOHTPOJIIO KayecTsa (DakasaBp eCTECTBEHHBIX HAYK)

Postal address / [loutoBslii aapec Telephone/ Tenedon
SANTEN OY/ CAHT2H AO +358 3284 8111

PO BOX 33/ INouTtossti awnk 33

33100 TAMPERE/33100 TAMITEPE



