AEPHKABHA CIIYXEBA 3 JIKAPCBKMX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHIBCEKII OBJIACTI

npos. Ceitanunol Hagii, 3, m.Kuiz, 02099, Tes/thakc: (044) 363-06-50
E-mail: dIs.ko(@dls.gov.ua, Kop €PIIOY 37078774

BACHOBOK
po AKICTH BBE3CHOro B YKpainy JdikapenKoro 3acody

49.01.2024 Ne 67899/24/10

TADJIOTAH®

(nalivenyBanna pikapchxoro 3acofy arimio 3 peecTpaniiinms: no CHiAveHHEM)
Kpam ouHi, 15 mri/sur; mo 2,5 M y darakoni; no 1 (AAROHY 3 KpANeALUNI(eI0-
HAKIHOIBHHKOM T4 KPHIUKOI B KAPTOHHI KopoGui

((hopma BiOYCKY, AO3YBAHHE, BuZ IARYBANHA NIKAPDCLKOTO 3nc0by}

Honep peecrpaniiinoro noesiguess UA/10158/01/01 crpox aii peecrpaniiinoro noceiggeans 01.12.2019

Cepis nixapesxoro sacofy Ne TPP01771 Kinexictn BBesesoro aixaperkare sacogy 990
Brpofuix Canten AT, $inngmmin
(nadiveryBanHs pupobrIKa fGikapeskoro 3acofy, KPaiia NesoscHys)
Brescro B Vxpainy Chinbae yrpaiscesro-ecTonckKe mianpuescrso y gopi TOBAPHCTBA
3 00MeReH0I0 BignoBiZaaLHICTIO "Onrima-®apnr, AT, inenr, wox:
21642228

(naiiverzysanus ta xom 2a €APTIOVY 1opnznunol ocoby abo npizeimnie, ia'n, no Garnxosl hisuanol
ocobn - mianprenu, 7 Mictic npoxhsuIng Ta peectpamiiteit HONED 0BAIKOBOT KAPTKIT MAATHIKA
MOAATRIE 380 CEPIA Ta HOMEp HaCROpPTH)

IpoeToron sizyaasuoro ronrpoaro sin 08.01.2024 Ne 4324/7.

32  pesympTaraMn  JeRKABHOTO KOHTPOMIO  BCTAHOBACHO, [UD JIKApCeKHi 33ci5  BBeieHo B Yrpaiay 3
AOTPHUMAIHHAM EnMor 30K0H0MBCTEA 100 32063NCH CHITE AKOCT] AIKAPCEKHX 32c00iR,




$anten

Product
{penapaT

Product code

Koa npenaparty

Batch No.

Homep cepii

Date of manufacturning
LaTta supobHuuTea
Date of Analysis

laTa aHanisy

Date of Expiry
Flpsaating [o:

CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHATN3Y

Page 1/2
CTopivka 1/2

TAFLOTAN® eye drops, 15 meg/ml, 2,5 mi in bottle, 1 bottle in carton box
TADNOTAH® kpanni ouni, 15 mr/Mn, o 2,5 mn y hnaxowi, no 1 thnakoHy 3 KpaneNbHUUEH - HAKIHLIBHMWKOM Ta

KPAWKOK B KAPTOHHIA Kopodui

31144
31144
TPPO1771
TPPO1771
12/2022
12/2022
12/2022
12/2022
12/2025
12/2025

B.0OQ = Below Limit of Cuantitation
BLOQ = HMXNA ME¥a KiNbKICHOrO BU3HAYEHHA

Test Requirements Results Units
Nokazknk Bumorn Pasynbratw Oanunul
Appearance Clear, coloress sclution. Practically free Cormplies -
Onue from visible particies Bignogigae

Mpoacpui GealapeHrh poauvi. He

MICTHTL BUAWMWAX YACTUH.
Identification / HPLC, UV/ Tafluprost UV spectrum is similar to the result of Paositive .
laeHTHGikalis! BEPX, Y&/ TadgnynpocT reference standard. Mo3xTMsHa

Retention time is within £ 5% of reference

standard.

Y® cnexTp aHanoriMHWiA cnekTpy

CTaHAapYHOro 3paaka,

Yac yTpamysanna mae GyTn B Mexax

5% RO BLAHOWEHRHIO 40 Yacy

YyTPUMYBaHHA MKy CTAaHQAPTHOrO

PO3IYHHY.
identification /HPLC/Benzalkonium chloride Retention time matches that of tha Positive -
IasHTUbiKaUin/BEPX/Genaanxonin xnopwg reference standard + 5% MNo3nTuBHE

: Yac yTpumysaHHA mac GyTH B Mexax

2% N[O BIAHOWEHHIO A0 Yacy

YTPMMYBAHHA NIKy CTaHAapTHOTO

PO3YHHY.
pH 55-8.7 6.0
Osmotality 260 - 300 283 mOsm/kg
CEMOAANBHICTh MOCM/Kr
Assay/ HPLC { Tafluprost 95.0 — 105.0 % 97.4 %

of fabel claim
KinbxicHe puanaweHHA/BEPX/ Tadnynpocr 85.0-105.0% 97.4 %o

Big, 3ARBNEHHOID BMICTY
Assay/ HPLC / Benzalkonwm chloride 90.0~110.0% a8.0 %

af [abel claim
KinokicHe BraraveHHA/BEP X/ GensankoHino 90.0 - 110.0 % 98.0 %
XNOpPUA Bi4 3aABNEHHOID BMICTY
Related substances /HPLC/ Tafluprost
CynyvHi gomiwkn/ BEPX/ TachnynpocT
Total impurities / Cyma pomitLok < 25% 0.15 %
Tafluprost acid form /Tadnynpocr KucnoeTHa < 1.0 % ND/HB %
dopma
Others, for each E-isomer /mn koxuo! inwoi: E- | § 1.0 % 0,15 %
jaomep
Others, for each 18-F form {[na KoXHO! iHWOT; <1.0% ND/HB %
16-F-chopm
Others, for each 16E-diene /AnR xomHOT iHWOT: 21.0% ND/HB %a
16-E-gieH
Other each/KoxHa iHwa AoMiw«a £1.0% ND/HB %
Sterility/PhEur Starile Starile
CTepunsHicTe/Eap. dapm CTepanbHwi CrepuneHni




CERTIFICATE OF ANALYS18 Page 212
CEFTURIKAT AHARIZY Cropinka 2/2
Product TAFLOTAN® eye drops, 15 mca/m, 2,5 mli in bottle, 1 bottle in carion box
MNpenapat TADNOTAH® kpani ouni, 15 mrk/ma, no 2,5 Mn y nakowi, no 1 hnNakoHy 3 KPaNeAbLHUUEK - HAKIHLIBHWKOM T4

KPULLKOKO B8 KapTOHHIA KOpoOui

Product code 31144

Kog npenapary 31144
Batch No. TPPQ1T7
Homep cepil TPPG17T 1
Date of manufactunng 12{2022
fara anpcbnuyrea 1272022
Date of Analysis 12/2022
bata aramay 1242022
Date of Expiry 12/2025
Fpvaathnd go: 12/2025

NO = Not Detected

HMEB = He BHUBNRETLER

RRT = Relative Ratention Thme
BUYY = BifHOCHKE Y80 YyTPMMYBAHKR

Certification statement:

t 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 lacal 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.

3anaea npe ceprudikailito:

Linm a 3acsiguyio, wo HasegeHa Bulle iHPopMaLia € AOCTOBIPHOIO Ta TOUHOIO. Lito cepho npopyKuit byno
BUDPOBAEHO (BKNIOUAIOUM NaKyBaHHA/MaBPKYBaHHA) Ta NPOBEAEGHO KOHTPOAD 1f AKOCTI Ha BULLE3a3HAYEHI
AinbHKLEY NOBHIW BIANOBIAHOCTI 3 BUMOTamn GMP, BCTaHOBARHUMU MICULEBUM PErYNATOPHVM OPFraHOM, 3 TaKON
BIANOBIAHO 40 cneunikaLii A0 TOProsin rileHsii kpaiHu-imnopTtepa. NpoTokoAY BUPODHMUTBAE, NakyBaKHA Ta
aHanizis ByA0 NepernaHyTo Ta BCTanoBAeHO BiANOBiAHICT GMP

Santen Qy, TAMPERE
«Cavren AT» {Banten Oy), TAMNEPE
25.09.2023

j"\ﬁ__. L ...-'_"\.
£ - o ;
172 S0 WURCE ST ot S VY

Tap's '}_}"UBiHEH (Tarja Tuovinen)
Qualified Person, QA Pharmacist (B.Sc.)

YnosHoBaxewa ocoba, dapMatesTiyHuil NpauiBHuk Bigainy sabesnevenns akocti (bakanasp
$apmMauUeBTUMHKX HEYK)




Santen

The name and the address of the batch release manufacturing site:
Hazea ma adpeca supobHuka, wo gidnogidac 3a surnyck cepii:
Santen Oy, Kelloportinkatu 1, Tampere, 33100, Finland

CanTeH AT, Kennonoprtinkaty 1, Tamnepe, 33100, ®iHnanais

Telephone: +358-3-284 8111 Fax: +358-3-318 1900
Ten.: +358-3-284 8111 daxe. +358-3-318 1900
The License number!/ Homep niyensit: FIMEA/Z019/000013

CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCT!

TAFLOTAN® eye drops, 15 meg/mi, 2,5 ml in bottle, 1

bottle with dropper and cap in carton box

TABNIOTAH® kpanni ouHi, 15 Mr/mn, no 2,5 Mn y bnaxkoHi, o 1 GIakoHy 3 KPaNeNbHULEID - HAKIHLBHUKOM Ta KDWLLKOIO B

KapTOHHIA Kopohui

Active ingredients: Tafluprost 15 meg/ml

AKTUBHI IHTPEAIEHTI: Tadnynpoct 15 mkr/mn

FPackage size and type: 2,5 mlin bottle, 1 bottle with dropper and cap in carfon box labeled in the Ukrainian
janguage.

Poamip | TR nakysanHs; 1o 2,5 may hnaxokl, 1o 1 hnakoHy 3 KpanenbHULIEIO - HaKIHLIBHUKOM T8 KBWLLKOIO B

“ 7 KapTOHHIR xopolLLi 3 MapKYBaHHAM YXDAITHCEKO MOBCIO.

Dosage: 1 drop one time a day
Ho3yeaHHa; 1 kpannsa oguH pa3 Ha aeHbL

Name, address and authorisation number /n-buik manufacturing, primary packaging, product testing:

of all manufacturing sites and quality
control sites

Hasga, agpecu ta HOMepu niueHsin VCiX

AinbHUueL 3 BUPOOGHKUTBA | KOHTpONn
AKOCTI

The number of the registration certificate/ Ho
MED peec
The date of validity / [licHe 00: PP

The batch number/ Ne cepii;

Thei batch size/ 3aransHa kinbxicTs YNaKoBOK y cepii:
Expiry date/ Tepuin RPUAATHOCTI Ko;

The date of baich release/ Hata sunycky cepii

Bupobruumeo in bulk, riepsunre nakyeans, KOHMPOL AKOCM:
Santen Pharmaceutical Co,, 1.id., Shiga Plant, Japan

348-3, Aza-suwa, Oaza-shide, Taga-cho, [nukami-gun, Shiga
522-0314, Japan

CaHteH ®PapmaceoTikan Ko., Nta., Cira MnanT, Snoxis

348-3, Asa-Cysa, Oa3aa-wige, Tara-uo, IHyrami-ryH, Cira 522-
0314, Hno#in

The License number/ Homep nivenaii: 25A 7006001

Secondary Packaging/Brmopurive na KysarHs,

Manufacturing Fackaging Farmaca (MPF} B.V., Neptunus 12,
8448 CN Heerenveen, Netherlands

Manychaxtypinr Nakarisr dapmaka {(MI®) 6. B., Hentyhyc 12
XeepeuseeH, 8448CH, Hinepnawan

License number: 108630 F

PaLIAHOro NocsiaueHHs: UA/10158/01/01

unlimited/gic bescTpokoso
TPPO1771

12 090 PC/YIT

12/2025

25.008.2023




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.

3aaea npo cepTudikalliv:

Livm A 3acsipyyro, WO HaBegeHa Buuje iIHDopMaLis € OOCTOBIPHO Ta TO4YHO. Lo cepio npoaykLi
Oyno supobnieHo (BMOYaI0UM NakyBaHHAMapKYBaHHR) Ta NPOBEAEHO KOHTPOMb 1T AKOCTI Ha
BYLLIE3a3HAYEHIN AINbHUWLI Y NOBHIW BignosigHocTi 3 Bumoramn GMP, pcTadoBneHvmu MiCUEBUM
PErynsTopHUM OPraHqoM, a TaKoXK BIAMNOBIAHO 40 cneumikauit o Toprosin niLeHsii KpaiHu-iMnopTepa.
[TpoToKoNM BUPOOHUUTBA, NaKyBaHHs Ta aHanisis Byso NepernAxyTo Ta BCTaHOBNEHO BIANOBIAHICTS
GMP

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

Date/ [laTa:; 25.09.2023 Tampere/ Tamnepe
Signature: A W Ly AT Corporate seal
MNignuc, { Tarja Tuovinen MNevdatka Qipmu:

Gualified Person

Eiia Vartiainen Minna lHirvinen Jessica Lumberg Pertti Torminen Jaana Lahteenmaki 5 Minna Lintusalo

Eias Baptuapn Minra Apainen Lcenna Aymbepr AeptTi ToOPMAHEH Aaara flrxTeeHMRKI Tap's Tyoniten MirHa Ninrycano

Qualified person Qualified Person Qualified Person Quaiified Persan Qualitied Person Qualified Persor Quatitied Person

QA Director QA Pharmacist QA Manager QA Pharmacist CA Pharmacist QA Pharmacist QA Pharmacist

fvpexTop pinainy Hpanibinpunana ocoha Ksanipikosara ocoba Keanidikonana ocoba Kaanidironala ocoba Heanibikopana ocoba KeanridvikosaMa 0cooa

HOHTROAI ANOCTE Papravest siasiny Medenwep aipainy MapmauenT Bigainy MapmauesT Bigaing DAPMANERT BIASENY DaprmauesT aiaainy
HOHTPONK AXOCTS HOHTROANY HHOCT KOHIDOMO AHOCTI HOHTDOAND AKOCTE HOHTPON) AKDCTE KOHTROAKS ARGCTE

terna Honkonen
fliva XoukoHew
Oualified Person
QA Pharmacist
Kazrldikosana
ocoba
PapmatiesT

B AALNY HOHTPOAKS
AROCTE




