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OFTAN CATACHROM EYE DROPS 10 ML/

O®TAH KATAXPOM, KATLIH [JTA3HBIE, 10 ma

Product/ [penapar

Product Code/ Koa npenapara 31095
Batch No./ Homep cepuu 1829981
Date of manufacturing/ 11/2020
JlaTa mpou3BOJCTBA

Date of Analysis/ [/lata aHanu3a 1172020
Date of Expiry/ Cpox roaHoCTH 11/2023
Test/ [loka3aTe/ib

Appearance/ OnucaHne

Clear, red solution/ [Ipo3paunbiil pacTBop
KpacHoro upera
Identification/UV/Cytochrome C/
MomtuaHOCTE Y -

creKTPOpOTOMETPHS/ LIUTOXPOM C
!demiﬁcation/HPLCfAdenosinef
TMomuuHocT/ BIYKX/aneHo3uH
ldentiﬁcalion/HPLC/Nicotinamidef‘
MoanunHocTs/ BAYKX/HHKOTHHAMHK
Identiﬁcation/HPLC!Benzalkonium chloride/
TMowmuHocT/ BIKX/GeH3ankoHHs XI0pH

Clarity/ TTpo3paiyHoCTh

Clear solution, < reference suspension I/
[po3pauHbiil pacTBop, < 3TaNoH cpaBHeHHUs |
Dispensable volume/ HomunanbHbil 06beM

pH
Osmolality/ OcMONANBLHOCTE

Mechanical impurities/ MexaHH4eCKHE
BKJIIOYEHHA

Not detectable/ He obGHapyxeHO

Related substances/HPLC/Adenosine/ Total/
PojcTBeHHbIE npuuecufB'B}KX/aneHosnu/
cymma npumecelt

Related substances/HPLC/Nicotinamide/
Total/

Poncraennsie npamec/BIXKX/
HUKOTHHAMHI/CyMMa npumecei
Assay/UV/Cytochrome C/
KoanuecTseHHoe onpeaenenue/Y®-
CcneKTpoGOTOMETPHS/ UHTOXPOM C
Assay/HPLC/Adenosine/
KonnuecTBeHHOE
onpeaenenne/BINX/aneHosnH
Assay/HPLC/Nicotinamide/
KonuuecTBeHHOE
onpene.neune/BfB)KXlHuxomHamun
Assay/HPLC/Benzalkonium chloride/
Konu4yecTBeHHOE

onpenencuuefBB)K}(lﬁe H3AJKOHUA XJIOpPHI
Sterility/ Ph.Eur./

CrepunsHocTs/EBp. PapM.

Postal address / TTo4toBsiii aapec
SANTEN OY/ CAHTOH AO

PO BOX 33/ INouroswiit Anuik 33
33100 TAMPERE/33100 TAMIIEPE

Requirements/ HopMb! Results/ PesyabTatei Units/
Easnuubl
H3IMEpeHHs
Complies/ CooTeTCTBYeT Complies/
CooTBeTCTBYET
Positive/ [TonoxuTe/ibHaA Positive/
TonoxutenbHas
Positive/ [TonoxuTebHAA Positive/
[onoxuTeIbHAA
Positive/ [TonoxuTeNbHAR Positive/
TMonoxuTenbHas
Positive/ [TonoxuTenbHAA Positive/
[TonoxuTellbHad
Complies/ CooTBETCTBYET Complies/
CoOTBETCTBYET
2100 104 %
50-7.5 7,0
270 - 350 312 mOsm’kg
MOCM/KT
Complies/ CooTBeTCTBYET Complies/
CooTBETCTBYET
<1 0,07 %
<1 0,08 %
0,608 - 0,743 0,690 mg/ml
Mr/mn
1,8-2.2 2,0 mg/ml
mr/Mn
18,0-22,0 20,3 mg/ml
Mr/MA
0,030 - 0,044 0,042 mg/ml
MI/MJ
Sterile/ CTepiibHbii pacTBOp Sterile/ CTepuibHbli
pacTBOp
Telephone/ Tenedon Telefax/ Teacpake
+3583284 8111 +358 3318 1900
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Product/ [1penapat OFTAN CATACHROM EYE DROPS 10 ML/
O®TAH KATAXPOM, KAILUIX TJIA3HBIE, 10 ma
Product Code/ Kon npenapara 31095

Batch No./ Homep cepuu 1829981
Date of manufacturing/ 11/2020
JlaTa MPOM3BOACTBA

Date of Analysis/ Jlata aHaau3a 11/2020
Date of Expiry/ Cpok roAHOCTH 11/2023

BLOQ = Below Limit of Quantitation/ Hirke npeacna KONMYECTBEHHOTO ONpeeNeHHA
ND = Not Detected/ He obnapyxeHo
RRT = Relative Retention Time/ OTHOCHTETLHOE BpeMA YAePKHBAHHA

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.

HacTOALAM NOJITBEPXKAAID, HTO yKa3aHHAA BLIILE CEpHs NPOH3IBE/CHA, H KOHTPOJb KauecTBa NpOBE/ICH B
COOTBETCTBHH € JOKYMEHTaLHEH Ha CEPHIO, TexHONOruell NPOM3BO/CTBA H METOIHKAMH KOHTPOJIA KauecTsa.
JIOKyMEHTAIIHA HA CCPHIO H HKYpHATIbI NpOBEICHHA WCITBITAHWI NPOBEPEHB! H NONTHOCTRIO COOTBETCTBYIOT
nefcTBYIOLUHM TpeGoBaHuAM GMP H yclioBHAM, H3NOKEHHEIM B perHCTPALHOHHOM yAOCTOBEPEHHH, BHIAAHHOM
COOTBETCTRYIOWIHM PETY/IATOPHBIM OPTaHOM. Hukaknx OTKJIOHEHHH HIH TPOMCLLIECTBHHA, KOTOPLIE MOTYT NOBJHATH
Ha KauecTRo lperiapara, OTMEUEHO He 6mL10.

Santen Oy, TAMPERE/ CantaH AO, TAMIIEPE
08 Mar 2021/ 08 Map 2021 r.

(4 o N o e O

Tarja Tuovinen

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

Tapbs TyosneH, hapMaLesT, CHELHaATHCT N0
KOHTPOJIIO Ka4ecTBa (Gaxanasp ecTECTBEHHLIX HAYK)

Postal address / [NouToBbifi a1pec Telephone/ Tenedon Telefax/ Teaedake
SANTEN OY/ CAHT3H AO +358 3284 8111 +358 3 318 1900
PO BOX 33/ [ToutoBeifl AWKHK 33

33100 TAMPERE/33100 TAMITEPE




OFTAN CATACHROM Batch 1829981 (reference to Certificate of Analysis dated 08.03.2021)

Odran Karaxpom Cepusn 1829981 (cchinka Ha ©

uKar anaamsa ot 08.03.2021

Importing country/CrpaHa B8o3a:
Russia/Poccun

Marketing Authorisation Number of importing
country/PerncTpaunoHHoe YA0CTOBEPEHHE CTPaKD!
BBO3a:

n N015553/01 ot 28.05.2009

Name and address of APl Manufacturing Site/Hazearue
npou3ssodumens cy6cmanuuu, adpec npoussodcmea:

AHTaun foHryerr Baitokemukans Ko. /ita - No. 7
Changbaishan Road, Yantai Development Zone,
Standong, China

NloH3a NyaH4yxoy HaHbwa /lta ™

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

Name and address of bulk manufacturing site/
Ha3ssaHue npoussodumenn 6anxa u adpec npoussodcmea:

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

Name and Address of Packaging Site/
Haszsarue u adpec NNoWaoKu, omaevaowel 3a ynoKoeKy:

Primary Packaging site/ Naowagka nepsnuHON
YNaKoBKH:

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

Secondary Packaging site/ Nnowaaka BTOPUMHOM
YNaKOBKM!

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

[X] Manufacturing Packaging Farmaca (MPF) B.V,, the
Netherlands MaHydakuypuHr MeknmpkuH Papmaka
(MN®) B.B., HuaepnaHapl

Name and Address of Manufacturing (Releasing) Site/

Hassearue u adpec npouzgodumend || Buinycxaowull KOHMpone Kayecmeay:

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

Labelling/Mapkuposxa

In compliance with the Normative documentation/ B
COOTBETCTBUM C HOPMATUBHOI AOKYMEHTaLMEN

N NO15553/01- 280509 with changes/c uam. Ne 2-7 |

Packaging/Ynakosxa

Primary packaging/nepBu4Han yNakoBKa:
Kannwu rnasHbie, ¢pnakoH 10 mn

Secondary packaging/BTOpM4HanA YNakoBKa:
Carton pack/lMa4yka KapTOHHaA

WStabiIity period/Cpok 200ocmu

3 years. After bottle opening -1 month/ 3 roga. MNocne ]

BCKPbLITUA dnaKoHa 1 mecau,.

Storage conditions/Ycrosun xparenua

Keep at the temperature 2-8°C./XpaHuTb npu
Temneparype ot 200 8°C.

Quality of the product is compliant with normative documentation N NO15553/01- 280509 with changesNe2-7 /
KayecTso npenapaTa COOTBETCTBYET TpebosaHUAM HOPMaTUBHOW AOKYMEHTALMHU M NO15553/01- 280509 ¢ uam. Ne2-7




OFTAN CATACHROM Batch 1829981 (reference to Certificate of Analysis dated 08.03.2021)

O¢ran Karaxpom Cepuna 1829981 (ccbinka Ha ceptudukar ananusa or 08.03.2021)

Date/[faTa 08.03.2021

-~
- /

Signature/Noanuncb: {17 + ] LUV~

Tarja Tuovinen
Qualified Person




