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OFTAQUIX 5§ MG/ML EYE DROPS 5ML/ O®TAKBHKC 5

MI/MJ1 KATUJTH TJTA3HBIE 5§ MU

Product code/ Koa npenapata 30818
Batch no./ Ne cepuu 1828531
Date of manufacturing/ Jlata 10/2020
NPOM3BOACTBA

Date of analysis/ [lara anaiau3a 11/2020
Date of expiry/ [lata ncreuchus 10/2023

Cpoxa rOAHOCTH

Test/ Anajini Requirements/ Results/ Units/ Ea
TpebosaHus Pe3yanTaThbl

Sterility/PhEur/ CTepuiibHOCTS (Ph. Eur.) Sterile/ Sterile/
CrepunibHbIH CrepHibHbLi

Appearance/Colour and clarity/ @u3uteckne Complies/ Complies/

cpofictea/LlBeT M NPO3PAUHOCTD COOTBETCTBYCT CooTseTcTBYET

Degree of opalescence = reference suspension L.

Solution colour < reference solution GY3./

CreneHb ONajecleHIn < STalloHHas

cycnensua |, Lpet pacTsopa < DTaNOHHBIH

pacteop GY3.

Appearance/Visual assessment/ @U3NUECKHE Complies/ Complies/

cpoiicTea/BuiyanbHas OUEHKA CooTBETCTBYET CooTsercTBYET

Clear, light yellow to greenish-yellow solution,

practically free of visible particulate matter./

[po3pauHblii pacTBOP OT CBETAO-KENTOrO 10

JelleHO-3KENTOr0 LBeTa, npakTuyecky 6e3

BHIMMbIX MEXAHHYECKHX BKITHOUEHITH,

Identification/UV/Levofloxacin/ Positive/ Positive/

[ToanuuuocT/Y ®-COM/Jlesopnokcaunt TonoxuTensHbIH [MonoxuTeNbHbIH
pesynbTar pesyauTaTt

The UV spectrum of the sample prepara.ion

exhibits maxima and minima at the same

wavelength as that of the standard preparation./

V-cnekp obpasua npenapara noxasbipact

MaKCHMaJIbHbIE H MHHHIMATBHBIE 3HAUEHHA HA

Tex e JANHAX BOJTH, YTO W CTAHIAPTHbIH

npenapar.

Identification /HPLC/Levofloxacin/ Positive/ Positive/

MoannuHoCTE B X/ Tlepodiokcatint [1on0KHTENbHBIH [ToamKkuTenbHbl
pesynbTaT pe3yJibTat

Retention time matches that of the reference

standard + 5%./ Bpems yaAepKHBAHHA

COOTBETCTBYET BPEMEHH CTAHAAPTHOrO obpazua

+5%.

[dentification /HPLC/Benzalkonium chloride/ Positive/ Positive/

MopauuHocTs/BOKX/beH3aikoHHA XI0pHI onomuTenbHbIi TonokuTeNbHbIH
pelynbTart pesynbTaT

Retention times of the BAK homologs match
those of the reference standard + 3%./ BpemeHa
yepAkHBanns romonoros bX coorseTcTByeT
BpeMeHaM YICPKHBAHNA CTARAAPTHOIO obpa3ua

£5%.

Telephone/ Tenedou
+358 3284 8111

Postal address/ oyTosniii aapee

Santen Qy/ Canmn AO

PO BOX 33/ NouToswiit sk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIILPE
FINLAND/ dHHJUSIHJIASA




CEPTHOUKAT AHAJIU3A
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Product/ [poaykT
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MT/MJT KATLTA FJIA3HBIE 5 MJI

Product code/ Kon npernapara 30818
Batch no./ Ne cepuut 1828531
Date of manufacturing/ [lata 10/2020
NpoH3BOACTRA

Date of analysis/ Jlata ananusa 11/2020
Date of expiry/ [lata ucTedeHHs 10/2023

CpoKa FOAHOCTH

Test /Ananus Requirements/
Tpebopauus
Assay/HPLC/ Levofloxacin/ KonuyecTseHHOE 4,75-5.50

onpeaenenne/BOX/JleBognokcatli
Assay/HPLC/D-Ofloxacin/ KonutecTBeHHOE <0.5
onpenenenne/BOKX/D-odgnokcaunt
Assay/HPLC/Benzalkonium chloride/
KonnuectpeHHoe
onpenenctie/BIKX/Bensankonus Xjaophi

0.0425 - 0,055

pH 6,0-7.0
Dispensable volume/ HoMuHanbHbiH 00beM = 100

Mechanical impurities/ MexaHu4eCcKne Not detectable/ He

BEJIIOMEHHA NOANATCH
ofHapyKeHHIO

Osmolality/ OcMOnaaLHOCTD 270 - 340

Related substances/HPLC/Levofloxacin/Total <12

impurities/ PoncTseHHbIE coennnenns/BRX/

JNepodnokcaunn/Cymma nipumecedt

Related substances/HPLC/Levofloxacin/ <0,2

Desfluoro-levofloxacin/ PoiCTBEHHbIE
coennnenns/BIK X/ Jlesodrokcauiy/
Jleaproposnesodokcalut

Related substances/HPLC/Levofloxacin/ <02
Desmethyl-levofloxacin/ PoncreeHHbie

coeMHeHHs/ B’-))i(X!JIemeﬂoxcamlHJ’Ile';ME'n-m
-neBoNOKCALHH

Related substances/HPLC/Levotloxacin/ <0,2
Levofloxacin-diamine/ PoacTBeHHbIE
coennnenus/BIXK X/ Mepotrokcaunt/
JlepogaokcalnH-AHaMHH

Related substances/HPLC/Levofloxacin/ < 1,0
Levofloxacin-N-oxide/ POACTBEHHbBIE
coennnerus/BIKX/ Jlesodrokcatmn/
Jlepodokcaunn-N-okcHa

Related substances/HPLC/Levofloxacin/Others <0.1
each/ PoncTReHHbIE COEAHHCHUA/BIKX/
Jlesognokcaunt/T1poune COSIHHEHHA

Telephone/ Tenedon
+358 3 284 8111

Postal address/ [louToneiit aapec

Santen Oy/ Canmn AO

PO BOX 33/ TMouToBsiil AUk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE
FINLAND/ ®HHIIAHIHA

Results/
Pe3yabTaThbl
4,93

0,19

0.049

6.6
106

Not detectable/ He
NOAIATCA

ofHapyKEHHIO
301

BLOQ/ HITKO

ND/ HO

BLOQ/ HITKO

BLOQ/ HIIKO

BLOQ/ HITKO

BLOQ/ HITKO

OFTAQUIX 3 MG/ML EYE DROPS 5 ML/ O®TAKBHKC S

Units/En.
mg/ml/ Mr/ma
%

mg/ml/ mMr/ma

%

mOsm/kg /

MOCMOJIb/KT

%

%

%

%

%

%
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anten CEPTU®UKAT AHAJIU3A

Product/ IpoaykT OFTAQUIX § MG/ML EYE DROPS S ML/ O®TAKBHKC 5
MI/MJ KATIJIU TJTA3ZHBIE 5 MJI

Product code/ Kon npenapara 30818
Batch no./ Ne cepuu 1828531
Date of manufacturing/ [lata 10/2020
NPON3BOACTBA

Date of analysis/ [lata ananusa 11/2020
Date of expiry/ [lata nereuenns 10/2023

CpoKa roAHOCTH

BLOQ = Below Limit of Quantitation/HITKO - 1ike npenena KoJIUHECTBEHHOTO Onpene/cHHS
ND = Not Detected/HO — ne obnapykeHo
RRT =Relative Retention Time / OBY — oTHocHTeNbHOE BPEMA YACPKNUBAHNS

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.

HacToaumM NOATBEPAAAIO, YTO BblILCYKA3aHHAA CEPHA Gblla NPON3BE/ACHA ¥ NPOLLLTA NPOBEPKY KAueCTsa B
COOTBETCTBHH C YTBEPAIEHHBIMH TEXHONOTHUECKHMH PErIAMEHTAMH H HHCTPYKLIHAMM, 2 TAKKE METOaMH
KOHTpOJA KauecTsa. ﬂOK}’MEHTﬂUHH Ha NAHHYIO CEepHIO npeﬂapara H OTHETHI O llpOBCﬂf;‘HHbIX AHAJIH3axX 1IPOBEPLEHLL.
[onTsepkAEHO HX MOJIHOE COOTBETCTBHE ACHCTBYIOLUMM TpeGosatisiM Hauexaulei NPOH3BOACTBEHHOI NPAKTHKH
 yCI0BHAM PErncTpauloHHOro y10CTOBEPEHHA, BbIAAHHOTO COOT BeTCTBYIOUIMM KOHTPO/IBHBIM OpraHoM. Kakux-
160 OTKIOHEHHIT IWIH ABAEHHit, KOTOpbIe MOTYT NOBIHATH HA KAUECTBO lpenapara, He 00HaApPYKEHO.

Santen Oy, Tampere/ Canton AO, Tamnepe
10 May 2021/ 10 Mait 2021 r.

Y% { LLevT Lt o
Tarja Tuovinen
Qualified Person, QA Pharmacist (B.Sc.)/
Tapba Tyosuen, dapMauesT, CICUHATHCT 110
KOHTPOJIO KauecTsa (DaKaiaBp ECTECTBEHHBIX HayK)

Postal address/ [Towroseidi anpec Telephone/ Teacon
Santen Oy/ Canrn AO +358 3284 8111

PO BOX 33/ Toutossil stk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ GHUHITSIHHSA



OFTAQUIX Batch 1828531 (reference to Certificate of Analysis dated 10.05.2021)

Odrakeukc Cepus 1828531 (ccbinka Ha cepTudmKar aHanusa ov 10.05.2021)

Importing country / CTpana 8803a:

Russia / Poccua

Marketing Authorisation of importing country /
PecucmpayuoHHoe ydocmosepeHue Crmparsl 8603a:

/ICP-001101/08 ot 27.02.2008

Name and address of APl manufacturing site / HozeaHue
npousgodumena cybcmanyuu, adpec npou3sodcmea:

Andpeca PaitH Kemukan KopnopeWALwH
1-10-1 Mukaihama, 010-1601 Akita, Japan

Name and address of bulk manufacturing site /
Hozearue u adpec npuzgodcmea 20mosol fexkapcmeeHHol
chopmbi:

NextPharma Oy, Finland / AO Hexkct®apma, dUuHNAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
Ha3zsanue u adpec naowadku, omeeyarowel 3a ynaxKoexy:

Primary Packaging site / NMnowaaxa nepBUYHOR YNaKOBKU:
NextPharma Oy, Finland / AO Hekct®apma, PUHNAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / Nnowapgka BTOPUYHOMN YNAKOBKMK:
[] NextPharma Oy, Finland / AQ Hekct®apma, ®UHAAHANA
Niittyhaankatu 20, 33720, Tampere, Finland

@ Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands /
MaHydaruypuHr NeknkuH Papmaka (MN®) B6.B., HuaepnaHapl
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HazeaHue u adpec npoussodumens (Boinyckaroujul
KOHMPOAs Kavecmaa):

santen Oy, Finland / AO CauTan, ®MHNAHAKA
Kelloportinkatu 1, 33100, Tampere, Finland

Labelling / Mapkuposka:

In compliance with the Normative documentation /
B COOTBETCTBUM C HOPMATUBHOM AOKYMEHTaUMuen
/ICP-001101/08-241117 with changes/c u3m. N 1-4

Packaging / Ynakoska:

Primary packaging/nepsn4Han ynakoeka:

Eye drops, 0.5 % (dropper bottle) 5mix 1/

Kanau rnasHble, 0.5 % (dnakoH-kanenoHmua) 5 ma x1
Secondary packaging/BTopudHan yNnakoeKa:

Carton pack/MayKka KapTOHHaA

Stability period / Cpok 200Hocmu:

3 years. Use within 28 days after opening /
3 ropa. Mcnonb3osaTs B TedeHure 28 AHeid Nocne OTKPLITUA

Storage conditions / Ycnosus xpaHeHuA:

At the temperature not higher than 25°C/
Mpw TemnepaTtype He Bobiwe 25°C

Quality of the product is compliant with normative documentation /ICP-001101/08-241117 with changes Ne 1-4/
Kauecteo npenaparta cooTeeTcTayer TpeboBaHUAM HOPMaTUBHOW AOKYMEHTAUWK NCP-001101/08-241117 c usm. Ne 1-4

Date/[Oarta 10.05.2021
Signature/MoAnucob: e <-‘-’] ¢y LUev (e ~ Seal/Mevatb
- Tarfa Tuovinen

Qualified Person




$anten

Batch Certificate

Product name OFTAQUIX 5 MG/ML EYE DROPS 5 ML
Batch number 1828531

Expiry date 10.2023

Destination RUSSIAN FED.

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

10.05.2021

Qualified Person, QA Pharmacist (B.Sc.)

Postal address
SANTEN OY
Kelloportinkatu 1

PO BOX 33
FIN-33100 TAMPERE
FINLAND

Telephone Telefax
+358 3284 8111 +358 3 318 1900



