I[EP)i(ABHA CJiY KBA 3 JIKAPCBKHUX 3ACOFBIB TA KOHTPO.IIO 3A
HAPKOTUKAMHA
Y JHIMPOIIETPOBCBHKIU OBJIACTI

Juinpo, mn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon EJIPTIOY 37070665

BHCHOBOK
npo sikicTh BBe3eHOro B YKpaiHy Jikapcbkoro 3acoly

23.09.2023 Ne 48093/23/04

OODTAKBIKC®

(HaliMCHYBaHHA JTiKapCEKOro 32006y 3riIHO 3 peecTpANifHIM MOCBIIYEHHAM)
'Kpamii ouHi, 5 Mr/m, mo 5 My gJaxoni 3 KpaneJbHaHIEH0, M0 1 ¢urakoHy B KapTOHHI
- KopoOui

(opMma BHITyCKY, JO3YBAHHS, BHJ MAKYBaHH:A JTiKapceKOTo 3acoly)
Homep peectpauiittoro nocsimaenns UA/3755/01/01 ctpo aif peectpauitinoro nocsimuenns 01.01 2099
Cepis nikapcrkoro 3aco6y Ne 2191702 KinbkicTs BBe3eHOro Nikapchkoro 3acoby 5940

Bupo6HHK Canren AT, Qinnsanznis

(HaliMeHYBaHHS BUPOGHHKA TiKapchKOTo 3200y, KpaiHa NOXOUKEHHS)

Bgesero B Yipainy ToBapucTBo 3 06Meskenolo BinnorizanenicTio ""baJIM", inenT. kon:
31816235

(naliMenypanus Ta xoa 3a CAPIIOY opuamuHoi ocobH abo npiasuiue, imM'a, no GarbkoBi QizHaHOT
oco6H - mianpuems, i Miclie MPOKUBAHHA Ta peecTpallilinuli HoMep 001iKOBOT KAPTKH MIATHHKA
nozarkis abo cepid Ta HOMEp MACIopTa)

IIpoToKON Bi3yalbHOr0 KOHTPOI Bl 22.09.2023 N 07-01/2699/2.

3a pesyneTaTaMH AEPKABHONO KOHTPONIO BCTAHOBIEHO, IO Jikapchkuil 3acié BBe3eHO B Vkpainy 3
JOTPHMAHHAM BHMOT 33KOHOJABCTBa LICAQ 3abe3neyeHss AKOCTI Jikapchkux 3acobis.

Hauanpuuk JdepxaBHoi ciryx0H 3
JKapcbKuX 3aco0iB Ta KOHTPOIIO 3a 5
P . TPOJIO 34 FOnis OBUAPEHKO
HapKOTHKaMH y JIHImponeTpoBChKiif
obnacTi

(nocanosa ocola oprady Aep:aBHOTO KOHTPOIIO) (ni,unW (ininiany Ta npiseyie)
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CERTIFICATE OF ANALYSIS Page 142
CEPTHU®IKAT AHANI3Y Croplika 1/2
Product OFTAQUIX® aye drops, 5 mgiml, 5 ml In bottle-dropper # 1
Mpenapar ODPTAKBIKCE xparrd ounl, & Mifmn, no & Mn y thnekonl 3 Kpanensruueo N1
Product code 30817
Kap, npenapaty ety
Bateh No. 21891702
Homep cepif 2191702
Date of manufactiwing U5/2023
Hara supotinmiraa 052023
Date of Analysis 0872023
Rata ananiay 05/2023
Date of Expiry 05/2026
Mpupgamhuid po: 05/2028
Test: Requirements Results Unlts
MoRATHUK. BHMOTH Poaynsrari Sannuuf
Appearsnce Cloar, Bgit yellow to greenish-yellow Complies -
Onue soludion, practically free of visible Biamoelnae
particulate matter
Mpoacpull, Bi ceiTno-woeToro Ao
CRiTNO-3E1eHYBATO-ROBTOMD PO3YMH,
DPAKTANHO BINLHAE BiA BAAUMAX
MEXGHIYHAX BRNIOHEHD
Appearance Golour and clarity: Degres of Complles
Onue opalescence <=referanca suspension | Bigneselaae
g%mm calour <= reference solution
Konlp 7a npoaoplcts: Cryalie
onaNecueHYlT <= crataapFTHOT
cychenaln |
Korip poaiuky <= eTaHpaprHoro
posuHHy GY3
pH 64-68 a8 .
Dispensable volume =100 107 [
Hominansswi of'em .
Cemotality 270 ~ 340 301 mOsmkg
OcmonantHicTs mOcmier
Identlfication 7 UV/ Levoltoxacin The UV spectrum of the sampla Fosltive -
lmeHTdixaign! Y&/ NeaodnokcaumH preparation exhibits maxima and ToauTHeHa
minima at the same wavelanpth as that
of the standard preparation.
Y cnekTp ADCAANYBAHING [OIUHHY
AOKANYE MARCUMYMY | MIRIMYMI npe Tii
W ook X8, WO | STRHIBPTHOMS
DOISHHY,
Idantification/HPLC. Redantion tme madches thet of the Posllive
|gexrmpiain/BEPX reference standard 15% Noswmara
Levofioxacin Hac yTpuMyBanHAa siahosigae
Reeocinoxcauuy STANCHHOMY CTampapty £5%
kientification /HPLC/Berzalkonium chioride Retention Ume matches that of the Poaitive B
EneHmbinaitin/BEPX/Eraanenio xnopng refarance slandard + 5% NosuTHEHA
Uag yTpumanHs roMonorie BAX
AfiraeTLCA i3 YBCOM, BCTAHORNEGHHM ¥
STHNOHHOMY CTRHAADT] + 5%
Asasy! HPLG J Levolloxacin 475 - .25 mgiml 4,96 mgfmi
KingicHe awarauenHsiBEPX/ Nenodinoxcaum 4.75 - 5.25 mrimn 4.96 Mrimn
Agsayl HPLC / D-Ofloxacin < 0.5% 0.18 %
Kinbicre BuaHaveniriBEPXS D-odinoxcauuy =05% &:18 %
Asgsay/ HPLC / Bonzalkonium chloride €.046 - 0,065 mg/m} 0.049 mgemi
KinedicHs BuakaseHHR/IBEPX/ GexsanxoHlp 0,045 - 0,055 Mrmn 0.04g MriMn
Xnopya
Refsted substances HPLC/ Levofloxacin
CynyTHi gomiia! BEPX! Neaodhnpxcatud
. Tatai Impurities / Cyma aomhbiok s10% BLOG %
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CERTIFICATE OF ANALYSIS Papge 2/2
CEPTUDIKAT AHANMAY Crogiira 2/2

Product COFTAQUIX® eye drops, 5 mgiml, & ml in bottle-dropper # 1

fipenapar ODTAKBIKC® spannl ounl, 5 Mr/mn, no & mn y haakoni 3 kpanenskileio Nzt

Product cocle 3017

Kon npenapary 30617

Batch No. 2191702

Homap caplt 2191702

Data of manufatturing 05/2023

Fara aupodHwrea 052023

Date of Analyeis QB2023

feTe sranisy 0Bf2023

Date of Expiry 052026

Npwparawit po: 05/2026
Desfuorolavofioxacihileadrmopnesothnokcayms 502% ND/KB %
Desmethylevofloxacin/Jesmernanesobnokcayws | =02 % BLOG . %
Levoficxacindiamine/Naratnokcatmiglamin £0.2% ALOG %
Lavifloxacin-N-oxide/TleaodunokeaiisH-N-ogcua <04% BLOQ %
Oiher each/Kokna kasinoMa noMimka 2049 % BLOQ %
Stenillty/PhEur Starile Sterile -
CrepunsHicTiEap. Sapm CrepinuHmit Crepnenpi

BLOD = Balow Limit of Quaniitation

BLOQ = HimgHA Mea KREKHOrD BRIHaveHHA
ND = Nat Betected

HE = Hp BRARIAETLCH

RRT = Relafive Retantion Time

BYY = BIHOCHHA YBC YTPRMYBAHHS

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s} in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country. The hatch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

3aaea npo ceptudinanio:

Lium 5 saceigyylo, Wo HasegeHa suule iHgopmalia & AocToBipHOIC Ta TouHoto. Lo cepito npoaykuii 6yno
BUPOGAEHO (BKAIDYAIONM NAKYBAHHA/MAPKYBAHHA) Ta NPOBEAEHD KOHTPOAL T AKOCTI Ha BULLE3a3HAYERIN
AlasHuul y noeslit sianosigHocri 3 sumoramu GMP, BCTAHOBASHUMM MICLIEBUM PETYARTOPHUM OPraHOM, 3 TAROM
BiANOBIAHO A0 cnenudikaulit KO TOproeii AiueHsii kpaiumu-imnoprepa. MpoTokoAW BUpoGHULTBA, NAKYBRHHA Ta
aHanisis 6yno nepernsHyTo Ta scTaHoBNEHO BiANOBIAHICTE GMP,

Santan Oy, TAMPERE
«Canmed ATz (Santen Oy}, TAMNEPE
08.08.2023

L

Ilina XonkoHen (Leena Honkonen)
Quialified Person, QA Pharmacist
KeanigixonaHa ocobiz, Papmauent pigainy KoHrpon Arocti
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Santen Oy

The name and the address of the batch refease manufacturing site:
Hasea ma adpeca eupobruxa, o eidnoeidac 3a eunyck cepli:
Santen Oy, Kelloportinkatu 1, Tampere, 33100, Finland

CaHten AT, Kennonopriukaty 1, Tamnepe, 33100, diHnaqaia

Telephone: +358-3-284 8111 Fax: +358-3-318 1800

Ten.: +358-3-284 8111 danc: +3658-3-318 1900

The License number/ Homep niueHsil: FIMEA/2019/000513
CERTIFICATE OF QUALITY

CEPTU®IKAT AKOCTI

OFTAQUIX® eye drops, 5 mg/ml, 5 ml in bottie-dropper, 5 ml in bottle-dropper, 1 botile In carton box
QG TAKBIKC® kpanni ouHi, 5 mr/Mi, Mo 5 mn y donakoHi 3 kpanenkHULelo, Mo 1 (nakoHy B KAPTOHHIH

kopobui

Active ingredients: 5 mg Levofloxacin as Levofloxacin hemihydrate

AKTUBHI IHTREAjeHTH; 5 wr flesodinokcauuny vy Burnsai JlesocbniokcauuHy Hanisrigpary

Packagé size and type: 5 mlin bottle-dropper, 5 ml in bottle-dropper, 1 bottle in carton box labeled

in the Ukrainian language.

Posmip i TN nakysaHH: no 5 mn y dnaxoki s kpanenbHuUeo, No 1 cnakoHy B KAPTOHHIH kopobLj 3
. MapKyBaHHAM YkpalHCEKOK MOBOK

Dosage: 1-2 drops 8 times a day

Dosybakusi: 1-2 xpanni 8 pas e geHb

Namae, address and authorisation number . . ,
of all manufacturing sltes and quality Manufacturing, Filling, Product Release Testing

control sites NextPharma Oy, Niittyhaankatu 20, 33720
Tampere, Finland

License number: FIMEA/2020/000897 Secondary
packaging site:

Manufacturing Packaging Farmaca (MPF)B.V,,
Neptunus 12, 8448 CN Heerenveen, Netherlands

License numbet: 108630 F

Hassa, agpecy Ta HoMepu niueHslii yclx  Bupobrux, sidnosidanpwuli 3a supobruumeo in bulk,
SinbHALL 3 BHPOOHULTBA | XOHTPONO ROPS8URHE NaKySarHs, KOHMPOIl SKCC:
sixocTl Hexkcr®apma AT, Hiirruxaankary 20, 33720
Tamnepe, PiHnaHgia
Homep niueHasil; FIMEA/2020/000897

Bmoputre naxysanna:

ManybaiaypiHr lNMakariHr ©apmaka (MMD) B, B.,
HentyHye 12, XeepenseeH, B448CH, Hinepnanan
Howmep niuexali: 108630 F
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The number of the registration certificate/ Homep peectpauiiHore noceiguenHs: UA/3755/01/01

The date of validity/ OillcHe go: unlimited/pie SescTpokoBo
The batch number/ N2 cepil; 2181702

The batch size/ Poamip cepil: 21 920 PC/YTI
Expiry date/ Tepmin npugartHocTi go: 05/2026

The dete of batch release/ Oara sunycky cepil 09.08.2023
Certification statement:

| hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

3ansa npo ceprudikaLtiio;

Lium A 3aceiguyio, Wo HasefeHa BULLE iHhopmatiis € gocTosipHolo Ta ToyHoto. Lo cepit npoaykuir
Gyno BupobneHo (BKNouaIoHN NakyBaHHA/MapKyBaHHR) Ta NPOBEAEHO KOHTPONb [T AKOCT Ha
BULL@3azHaYeHIl AiNLHWY ¥ NoBHI# BinosiaHocTi 3 BuMoramn GMP, acTaHosneHuMY MicLeBUM
PerynaTopHuM opraHom, a TAKoX siancaifHo Ao cneludikauii Ao Toprosii niueHsil kpalHu-iMnopTepa.
Mpotokenu sBupoBrULTBa, NakyaaHHA Ta aHanisie Byno NnepernaHyTo T BETAHOBAEHD BigNosigHIcTs
GMP.

The results of the analyses correspond with the demands of the Method of Quality Control (MQC).
Please see the gttached cerfificate of quality.

PeaynbTat aHanisie BignosifaoTs BuMoram Metoais KCGHTPORAK AKoCTI. MpoxaHHs NepernaHyTH
AcaaHn# cepTudikaT sKocTi.

Date/ Dara: 06.08.2023 Tamperef Tamnepe
Signature: { ~ Corporate seal:
Mtignue: Mevatka cipmu:
Leena Honkonen
gua-'fﬁed Person
anten Oy o
Efla Vartlalnan Minna Jirvinen Jessica Lumberg Pertti Timmidnan Jaang Tarja Tuovinen tinna Untusalo Leana Honkonen
Efia BapTwafin Mida Speinan EccHia ymbiepr flepTri Teopmaned  Lihteenmiki Tap’m Tyonliest Wit My TMina X
Aaama
Ancreeinmand
Qualified parson Cualifred Person Qualified Peraon Qualified Person {hnlfied Porson Ouslified feraon Cuafified Person Qualified Person
QA Director QA Pharmacist QA Manager QA Pharmaclst QA Pharmacist 0A Pharmacist A Pharmaelst QA Pharmacist
Oupetrop sigaley  Headidirosana Keanidixomana KeanplrossHa Henaihinonana Heanbbixosara Hoaalplnonata Keanlpixkosanz
KOHTPOAIQ RHOCTI ocoba oceolia ocob ocoba ocoba acoba ocolia
dapmavest MeHeamep $apMIUSRT dapmacear DapMzLaRT ApMULeT dapmayest
singlay HouTp igalay saniny komrpome  BLABLY kowTp alanbry xanTp -SAAiAY holTpoARD  Siaainy

AHOCTI AnoeTi axocr ARoLT Axoctrl Anoerl HOMTPO/MIC AKCCH

AR MMy v sapmse
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