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Product/ [penapar OFTAN CATACHROM EYE DROPS 10 ML/
O®TAH KATAXPOM, KATJIM IJIA3BHBIE, 10 ma

Product Code/ Koz npenapara 31095

Batch No./ Homep cepun 1833011
Date of manufacturing/ 12/2020
Ilara npou3BoACTBa

Date of Analysis/ Jlata ananuza 0172021
Date of Expiry/ Cpok roanocts  12/2023

Test/ MokazaTens

Appearance/ OnucaHue

Clear, red solution/ Ipo3paunblit pacTBop
KpacHoro upeta
Identification/UV/Cytochrome C/
[MomwuHHOCTL Y O-
cnextpodotomerpis/unToxpom C
Identification/HPLC/Adenosine/
MoanuHHocTe/ B X/aneHo3nH
Identification/HPLC/Nicotinamide/
[ToanuuHocTs BOXX/HHKOTHHAMH]L
Identification/HPLC/Benzalkonium chloride/
MoannuHocTe/BIXKX/GeHIaNKoHUA XN0pHiL

Clarity/ [Tpo3pasHocTh

Clear solution, < reference suspension I/
[Tpo3pauHblii pacTpop, < HTAIOH CpaBHeENns I
Dispensable volume/ Homunansuulit 06bem

pH
Osmolality/ OcMoNSIBHOCTE

Mechanical impurities/ Mexanuieckne
BKTIOMCHHA

Not detectable/ He obnapyskeno

Related substances/HPLC/Adenosine/ Total/
Poacteennbie npumect/BIXKX/aneno3n/
cymMa npumecei

Related substances/HPLC/Nicotinamide/
Total/

Poacteennbie npumech/BOXKX/
HHKOTHHAMHI/CyMMa nphmecei
Assay/UV/Cytochrome C/
Konuyectsennoe onpenenenne/y d-
criekrpodoromeTpus/untoxpom C
Assay/HPLC/Adenosine/
KonnyecTreHHoe
onpenenenne/BIXX/a1eHo3nH
Assay/HPLC/Nicotinamide/
KosnvectseHHoe

onpeaesenne/BOAX/ unkotunamui
Assay/HPLC/Benzalkonium chloride/
Konn4iecTseHHOe
onpeaenenue/BIUCX/OeH3anKOHIA XNOPHIL
Sterility/ Ph.Eur./

CrepunbrocTb/Esp. Papm.

Postal address / TMoutosslii aapec
SANTEN OY/ CAHTOH AO

PO BOX 33/ Ioutossiit suik 33
33100 TAMPERE/33100 TAMIIEPE

Requirements/ Hopmbi

Complies/ CooTseTcTBYET

Positive/ TTosoknrenbHas

Positive/ [MonoxurensHas
Positive/ TTonoxurensHas

Positive/ [Tonoxutenbnas

Complies/ CootseTcTyeT

= 100
50-75
270 - 350

Complies/ CooTeTCTBYET

(Tl

<1

0,608 - 0,743

18.0-22,0

0,030 - 0,044

Sterile/ CrepunbHbIil pacTBOp

Telephone/ Teacdon
+358 3284 8111

o

Results/ Pesyabtatst Units/

Complies/
CooTBeTcTRYET

Positive/
[MonokuTenbHas
Positive/
[TonoxurtenbHas
Positive/
[TonokuTeNbHASR
Positive/
[TonoxuTenbHas

Complies/
CooTBeTcTBYET

102
7.0
313

Complies/
CooTseTcTBYET

0,18

0,09

0,041

Sterile/ CrepuiibHblil
pacrsop

Eaunnnst
I/I‘,%MEPEH us

mOsm/kg
MOcM/Kr

%

0

mg/ml
ME/Ma

mg/ml
MM

mg/ml

MI/MI

mg/mi

MT/MI
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Product/ Ipenapar OFTAN CATACHROM EYE DROPS 10 ML/
O®TAH KATAXPOM, KATUIH TJIA3HBIE, 10 ma
Product Code/ Koa npenapara 31095

Batch No./ Homep cepuut 1833011
Date of manufacwring/ 12/2020
Jlata npoH3BOJICTBA

Date of Analysis/ Jlata ananusa  01/2021
Date of Expiry/ Cpok roaHoctn  12/2023

BLOQ = Below Limit of Quantitation/ Hixe npenena KOMUECTBCHHOTO ornpeneseHms
ND = Not Detected/ He o0HapyxeHo
RRT = Relative Retention Time/ OTHOCHTEALHOE BPEMS Y ACPKHBAHUSA

| 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.

HACTOSLUAM NOATBEPAAL0, UTO YKAIAHHAA BbILUE CEPHA MPOM3BEICHA, H KOHTPOJIL KAYECTBA MPOBEACH B
COOTBETCTBHM C AOKYMEHTALHEH Ha CEPHI0. TEXHONOTHEH NPOHIBOICTRA H METOIHKAMH KOHTPOIIA KauecTsa.
JIOKyMEHTaLIMs HA CEPHIO M JKYpHAIbI NPOBEEHHA HCTILITAHUTT POBEPEHb i NOTHOCTHIO COOTBETCTBYHOT
aeiictaytommm Tpefosanism GMP 1 yCOBHAM, HINOKEHHLIM B PErHCTPALIMOHHOM YOCTOBEPEHHH, Bbl IaHHOM
COOTBETCTBYIOLLHM PEryJIATOPHBIM OPraHoM. HHKAKHX OTKIOHEHHH Wik NPOUCILECTRNIT, KOTOPbIE MOIYT NOBIAHATH
Ha KauecTBO Mperapara, OTMEUeHo He Ob1o.

Santen Oy, TAMPERE/ Cantan AO, TAMIIEPE
28 Apr2021/28 Anp 2021 r.

r’lw el o

e ) ™ -('._,{_ VA" \\’11.(‘- ~—

Tarja Tuovinen

Qualified Person, QA Pharmacist (B.Sc.y/
Tapes Tyosuen, hapMaliesT, COCLHATHCT N0

KOHTPOMIO KauecTBa (Gakasasp ecTECTBEHHBIX HayK)

Postal address / [ouronsiit apec Telephone/ Teaedon
SANTEN OY/ CAHTOH AO +358 3 284 8111

PO BOX 33/ Mouroswii stk 33

13100 TAMPERE/33100 TAMIIEPE



OFTAN CATACHROM Batch 1833011 (reference to Certificate of Analysis dated 28.04.2021)

Od¢ran Karaxpom Cepus 1833011 (ccbinka Ha cepTudUKAT aHaNKU3a o1 28.04.2021)

Importing country/CrpaHa BBo3a:
Russio/Poccus

Marketing Authorisation Number of importing
country/PerncTpauMoHHoe yaocToBepeHM1e CTPaHbl
BBO3a:

M N015553/01 ot 28.05.2009

Name and address of API Manufacturing Site/Hozeanue
npoussodumens cybcmanyuu, adpec npousgodcmaa:

AnTau [oHryeHr Baitokemukans Ko. /ita - No. 7
Changbaishan Road, Yantai Development Zone,
Standong, China

Now3sa MNyanwxoy Harbwa /ltg ™

dapmak a.0. - Na Vicinci 16/3, 771 17 Olomouc,
Klasterni Hradisko, Czech Republic

Name and address of bulk manufacturing site/
Hazearue npoussodumens 6anka u adpec npou3sodcmaa:

NextPharma Oy, Finland, AO Hekcr ®apma,
dunnaHaua, Niittyhaankatu 20, 33720, Tampere,
Finland

Name and Address of Packaging Site/
Ha3sarue u adpec naowadku, omeedaiowiel 3a yNaKkoeKy:

Primary Packaging site/ Maowapaka NepBUYHOMH
YNaKoBKM:

NextPharma Oy, Finland, AO Hexct ®apma,
dunnaxaua, Niittyhaankatu 20, 33720, Tampere,
Finland

Secondary Packaging site/ Maowagka BTOPUYHOM
YNaKOBKH:

[] NextPharma Oy, Finland, AO Hekct ®apma,
dunnanaua, Niittyhaankatu 20, 33720, Tampere,
Finland

[<] Manufacturing Packaging Farmaca (MPF) B.V., the
Netherlands ManydakuypuHr NekupxuH dapmaxa
(MN®) B.B., Huaepnarap!

Name and Address of Manufacturing (Releasing) Site/

Ho3saHue u adpec npoussodumens (Boinyckarouull KOHMPoaL Kayecmaa):

Santen Oy, Finland, AO CaHT3H, PUHNAHANA,
Kelloportinkatu 1, 33100, Tampere, Finland

Labelling/Mapruposka

in compliance with the Normative documentation/ B
COOTBETCTBUM C HOPMATUBHOW JOKYMEHTauMen
M NO15553/01- 280509 with changes/c uam. Na 2-7

Packaging/ynarosxa

Primary packaging/nepsu4Han ynakoeka:
Kannwu rnasHblie, dnakod 10 mn

Secondary packaging/sTopuyHan ynakoska:
Carton pack/Mayka KapToHHaA

Stability period/Cpox 20dnocmu

3 years. After bottle opening - 1 month/ 3 roga. Mocne
BCKPbITMA BnakoHa 1 mecal.

Storage conditions/Ycaosun xparerun

Keep at the temperature 2-8°C./XpanuTo npu
Temnepatype ot 240 8°C.

Quality of the product is compliant with normative documentation M N015553/01- 280509 with changes Ne 2-7 /
KauecTso npenaparta cooTeeTcTayeT TpeBOBAHUAM HOPMAaTUBHOMU AOKYMEHTALAM M N015553/01- 280509 ¢ n3am. Ne 2-7




OFTAN CATACHROM Batch 1833011 (reference to Certificate of Analysis dated 28.04.2021)

Odran Karaxpom Cepua 1833011 (ccoinka Ha cepruduKaT aHanusa or 28.04.2021)

Date/[ata 28.04.2021

Signature/Mognuce: vy o (L

Tarja Tuovinen
Qualified Person




Santen

Batch Certificate

Product name OFTAN CATACHROM eye drops 10 ml
Batch number 1833011

Expiry date 12.2023

Destination RUSSIA

country/countries

Manufacturer Santen Oy

I'hereby certify that all the manufacturing stages of this batch of finished product have been

carried out in full compliance with the GMP requirements of the EU and with the
requirements of the Marketing Authorisation(s) of the destination country/countries.

Batch release document was electronically signed by a Qualified Person

Tarja Tuovinen 28.04.2021
Qualified Person, QA Pharmacist (B.Sc.)

Postal address Telephone Telefax
SANTEN OY +358 3284 8111 +358 3 318 1900
Kelloportinkatu |

PO BOX 33

FIN-33100 TAMPERE
FINLAND




