FINISHED PRODUCT CERTIFICATE OF ANALYSIS

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPIL JIIKAPCBKOT' O 3ACOBY

Name of product/Hazga npoaykry

(strength, dosage form, package size and
type/ nmo3yBaHH#, Jikapchka (opMma,
pO3Mip | TUIT YIIAKOBKH)

TRAVONEXT, eye drops, solution, 40 meg/ml,
2.5 ml in dropper vial; 1 dropper vial in a carton
with labeling in Ukrainian/

TPABOHEKCT, kpanuni o4Hi, po3uun, 40
MKI/MIL, 1o 2,5 My dnakoHi-kpanensHui; mo 1
(rakony-KpaneabHUL Y KapTOHHIA KopoGui 3
MapKyBaHHAM YKPalHCHKOK MOBOIO

Active substance/ miroua peyoBuHa

Each 1 ml of solution contains: travoprost 40
mcg / | MIT pO34nHy MICTHTEL TPABOMpPOCTY
40mKr

Manufacturing country/ kpaina-supoOHUK

Greece/ ['pewtisn

MA number/ Homep PI1

NelUA/17649/01/01 wvalid till 30.08.2024/
NeUA/17649/01/01 nie no 30.08.2024

Batch number and size/ Homep Ta posmip
cepil

000396
10020 packs/yn

Date of manufacture / [lata BupobHuuTBa

1172019

Expiry Date/ Ctpok npuaatnocti

11/2021

Name, address and license number of
manufacturing site/ Hasea, aapeca i
HOMED JIIUEH3iT BUPOOHHUOT AiNbHULI

RAFARM SA

Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki,
TK 19002, TO 37, Greece

PAD®APM CA

Teci Ilyci-Xar3i Ariy Jlyka, Ileanis (Arruka),
inpexkc 19002, n/c 37, I'peuis

Manufacturer’s authorization
Ne0000000066/18/2 from 2019-11-14/
Bupo6uuua ninenzis Ne0000000066/18/2 Bin
14.11.2019

GMP certificate of EudraGMP reference
numbers / GMP ceprudikar abo
nocunadug Ha EudraGMP

Conclusion Nel74/2019/C-558 from 16.04.2019/
BucHorok Nel74/2019/C-558 Bin 16.04.2019
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

r RM {
Indicator/Tlokazauk Specification/Cnenudikaunis Result/
PezyawTar
Appearance/ Onuc Clear colorless aqueous solution, practically free | Complies/
from particles /[Tpo3opuit 6e3GapeHuit BoAHwMI | Bignogigae
PO3YHH, NPAKTHYHO BIILHHEA BIJT YACTHHOK
Clarity of solution/ Same as water R/ Taka cama sk y ronu P Complies/
IIpo3zopicTe Bignoeinae
The degree of coloration / It has the appearance of water R/ Butpumye Complies/
Crynius 3abapeiaeHus MOPIBHAHHA 3 BOJOKO P BiamnoBiznae
pH/3uavenns pH 5.7t0 6.3/ Bin 5.7 mo 6.3 6.0
Uniformity of volume/ Average volume of 10 samples should be notless | 2.6 ml/ 2.6 mn
OnaHopinHieTs 06’ emy than 2.5ml/ Cepeaniit 06’ em 10 3paskis Mae 6yti
He MeH1ue 2.5 Mn
Fill Volume/ O6’em Bmicry | 2.5-2.6 ml/2.5-2.6 mn 2.6ml/ 2.6 mn

Osmolality/
OcMONAIBLHICTE

260- 315 mOsmol/kg /
260- 315 mOcMons/kr

275 mOsmol/kg
275 MmOcmMone/kr

Identification of travoprost

/InenTRdikania

TPaBONPOCTY Complies/
HPLC-RT Positive/[To3uTiBna Bianosizac
BEPX- 3a yacom yTpuMaHHs Complies/
HPLC- by the Diode-Array Positive/Tlosutnena Bianogigae
detector

BEPX -3 BUKOpUCTaHHAM

Ji0IHO-MaTPUYHOTO

JNETEKTOPY

Identification of Positive/TlosuTHeHA Complies/
Benzalkonium chloride by Binnoeigae
HPLC/

InenTudikanis

BenzanioHito xnopun

Content of travoprost / 102.2%

KinekicHe BuzHadeHHS
TPAaBOMPOCTY

95.0-105.0%




FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Related substances, %/
CynyTrai qoMimxu
Not detected/

- Impurity Travoprost A / He BUsIBIEHO

HJomimxa Tpasonpocty A <0.2%

- 5,6-trans isomer / 5,6- Not detected/
TpaHcizomep £35% He BusBneHo

- Any other impurity/

byab-fka iHma cynyrus <1.0% Not detected/

; He BugeneHo
JOMILIIKA

- Total impurities <4.0% Not detected/
(including impurity A)/
CymMa cynyTHiX foMimox
(Bruouaoun goMimky A)

He pugeneso

Content of Benzalkonium 95.1%
chloride/
Kinbkicne BusHavenns 90.0-110.0 %
OeH3ATKOHI XTOPHIY

Particulate cont./

MeXaHiYHi BRIYEeHHA:
NB particles> OR=10pM/ | Maximum 50 per ml/ Makcumym 50 yacTuHOK 04
YacTHHKH =10MKM Ha | Mn
NB particles> OR=25uM/

YACTHHKH >25MKM Maximum 5 per ml/ Makcumy™ 5 4acTHHOK Ha 01
[ M

Sterility/ CTepuiasHicTs The solution should be sterile/ Po3uun noeunen | Sterile/
OyTi cTepUNLHUM Crepunehuii

* reviewed and accepted
The batch meets the requirements of QCM for MA NeUA/17649/01/01 / Cepis Bianosinae
sumoram MK no PIT Ne NeUA/17649/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Vnakoeka,
MapKyBaHHS Ta TEPMiH NPUATHOCTI BIMOBINal0TE Bumoram MK,

Storage: Store in the original package. This medicinal product does not require any special storage
conditions. Keep out of reach of children./36epiratu B opurinanesiii ymakosui. Jlikapebkuii 2aci6
He noTpedye creniansHuX yMoB 30epirants. 36epiratn y HenocTyHOMY Uist AiTel Mici.

[ hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP (Conclusion Nel74/2019/C-558 from
16.04.2019) requirements and were signed by the responsible persons of the above mentioned
manufacturer./ Lium g miaTBepIKy10, 10 HaBeeHa BHIIE iHPOPMALLiA € JOCTORIPHOIO Ta TOMHOI.
s cepist mponyxuii 6yna BuroTorseHa, BKIIOYAKOUM NAaKyBaHHs, MAPKYBaHHA Ta NPOBEICHHS
KOHTPOMIO 11 SIKOCTI HA 3a3HaucHiil BUPOOHWUIN AINAHUI Y MOBHIH BiANOBIAHOCTI 3 BUMOTraMu




FINISHED PRODUCT CERTIFICATE OF ANALYSIS

GMP, BcTaHOBNEHMMH MICLIEBHUM PETYAATOPHUM OPraHOM, a TAKOXK BIAIOBIIHO 10 cnenmgikauii,
IO MICTATLCA B PEECTPALifHOMY [0ChE, 3aTBEpIKeHOMY B VkpaiHi ams AOCNIJUKYBAHOTO
nikapepkoro 3aco0y. Ilporokonmu BupoGHMITBA, MaKyBaHHA Ta NpOBEJICHHA aHanizie Oyiu
nepeBipeHi, BCTAHOBIEHO BiAMOBiAHICTE BUMoram GMP (Bucnosok Nol74/2019/C-558 Bin
16.04.2019) Ta nianucano BianoBigansHUMHU ocobamu BUPOGHUKA.

Issued by/Buaano
Qualified Person/ YrorHoBaxkeHa ocoba:

Klimentini Barbarossou/ Knumenrini Bap6apoccy
Date/ Jlata: 09.03.2020
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JEPXUITKCITYKBA VKPATHI
AEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCBHKIN OBJIACTI

npocnekt Banepia Jlobanoeeskoro, 51, m. Kuig, 03110, ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €ZPTIOY 37078774

BHCHOBOK
Npo AKICTL BBE3eHOr0 B YKpalHy JiKapchKoro 3acoby

21.04.2020 Ne 19854/20/10

TPABOHEKCT

(nafiMeHyBaHHA TiKapCEKOro 3aco0y 3rilHO 3 peeCTPaLiiHIM TOCBIiAYeHHsM)
Kpanni ouui, pozunn, 40 mxr/mi, no 2,5 may ¢gaakoni-kpanensHumi; mo 1 Gpuakony-
Kpane/JbHHLI Y KAPTOHHII Kopooui

{hopma BumyCKy, 103yBaHHS, BH TAKYBAHHS JKAPCEKOTO 3ac06y)

Homep peecrpauiiinoro mocsiggenra UA/17649/01/01 crpox mii peectpauiitaoro nmocsinuenns 30.08.2024

Cepis nixapcexkoro 3acoty Ne 000396 KinexicTs BBe3eHOTO Nikapeskoro sacody 10000
Bupo6uuk PADAPM CA, I'penis
(natiMeHyBanHs BHpoOHHKA Hikapcbkoro 3acofy, kpaina MoXoakeHHs:)
Baeseno B Vipainy CoinbHe yrpaiHehK0-¢CTOHChKe MiANpueMcTBo y opMi ToBapucTsa
3 o0mexxkeHow BignosizanabHicTIo " OnTriMa-®apm, JIT/I", izenrt. koa:
21642228

(nafiMenypanns Ta kox 32 CJIPTIOY 1opranunoi ocobu aGo npizeuuie, im's, no 6aTekori Giswamoi
ocobi - mianpuemud, if Micle MPOXKHBAHHS T4 PEECTPANIHHHH HOMep 0GNIKOBOT KAPTKY NIATHHKA
monaTkiB abo cepis Ta HoMep nacnopra)

TpoTokoa Bisyaneroro xonrpoo sin 10.04.2020 Ne 1208/4.

3a pesyibTaTaMH [AEPKABHOTO KOHTPONKD BCTAHOBIEHO, MO JiKApChkuM 3aci6 BBeseHo B Vkpainy 3
I[OTpHMaHHS-IM BHMOT 3aKOHOAABCTBA 100 3a0e3NeYeH A AKOCTI iKapchKuX 3aco6iB.
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TEPYKIIIKCIIVKBA YKPATHA
JEPKABHA CJOYIKBA 3 JIKAPCbKUX 3ACQEIB TA KOHTPOJIXO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJACTI

npocnekT Banepis JloGanoscekoro, 51, m. Kuis, 03110, Ten/axc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3€HOT0 B Y KPaiHYy JIKapcbKOro 3acoly

21.04.2020 Ne 19853/20/10

TPABOHEKCT

(naliMeHyBaHHS JiKapchbKoro 3acoBy 3rizHo 3 peecTpauiifHuM MOCBIIYCHHAM)
Kpani ouHi, po3unH, 40 mxr/mi, no 2,5 ma y uiakoni-kpanejsauui; no 1 guiakony-
KpanejbHHII Y KapTouHiil Kopobui

(dopma BHIYCKY, 103YBAHHA, BHA NaKyBaHHA JIKapCLKOro 3acoly)

Homep peectpaniiinoro nocsimuenns UA/17649/01/01 crpok nii peectpauiiinoro nocsinuenns 30.08.2024

Cepis nikapcexoro 3acoby Ne 000395 Kinbkicts BBe3eHoro nikapeekoro sacody 10000
BupoGuux PAD®APM CA, I'pentist
(naiiMenyBaHHa BUPOOHHMKA JTIKAPCHKOTO 3aC00y, KpalHa [TOXOMKEHHS)
BeeseHo B Ykpainy CrhinpHe yKpaiHChK0-eCTOHCEKe MIANPHEMCTBO Y dopMi ToBaprcTBa
3 00Me:xeHOX BimnmopimanesHicTIO ""Onriva-@apwm, JITH", inent. koa:
21642228

(HaHMGHyBaHHﬂ ta ko 3a €JAPIIOY opuauuHoi ocobu abo npizerue, iM's, no GaTeiosi disudHol
0C06H NiAMpHeMLS, T Miclle MPOXKHUBAHHS TA peGCTpauluHuM HOMEp 00NiKoBOT KAPTKH MIATHHKA
nojaTkis abo cepis Ta HOMep nacropTa)

IpoTokon BisyansHoro koutpomo six 10.04.2020 Ne 1208/3.

3a pesymbTaTaMH JEPXKABHOTO KOHTPONI0 BCTAHOBICHO, IO JiKapchkud 3aci0 BeeseHo B Vkpainy 3
JAOTPHMAHHAM BuMOr 33KOHOJABCTEA 1OA0 3a0€3N¢4EHHA AKOCTI IKapChKHX 3acobis.
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| FINISHED PRODUCT CERTIFICATE OF ANALYSIS

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPII IIKAPCLKOI'O 3ACOBY

Name of product/Hazga npoaykry TRAVONEXT, eye drops, solution, 40 mcg/ml,
2.5 ml in dropper vial; 1 dropper vial in a carton

(strength, dosage form, package size and with labeling in Ukrainian/

type/ [nmolymaHus, Jikapceka ¢QopMa,
pO3Mip i THI YIIAKOBKH) TPABOHEKCT, kpanuni ouni, po3uus, 40
MKIr/MI, o 2,5 M1 y pnakoHi-kpanensHuLi; no |
(1aKoHy-KpanenpHULL Y KapTOHHIH kopoOui 3
MApKYBaHHSAM YKPalHCLKOIO MOBOKO

Active substance/ aitoua peuoBuHa Each 1 ml of solution contains: travoprost 40
mcg / 1 Ma pO3YHHY MICTHTE TPABONIPOCTY
40mkr

Manufacturing country/ kpaina-eupobunx | Greece/ I'pertis

MA number/ Homep PIT NeUA/17649/01/01 valid till 30.08.2024/
NeUA/17649/01/01 nie no 30.08.2024

Batch number and size/ Homep ta posmip | 000395

=R 10020 packs/yn

Date of manufacture / [Jara eupo6uuurea | 11/2019

Expiry Date/ Ctpok npuaaTHocTi 1172021

Name, address and license number of | RAFARM SA

manufacturing site/ Haspa, agpeca i | Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki
HOMEp NiLeH31T BUpOOHHYOT AinbHUL| TK 19002, TO 37, Greece

PAD®APM CA

Teci IMyci-Xat3i Ariy Jlyka, [leanis (ArrHka),
ingexc 19002, n/c 37, I'peuis

3

Manufacturer’s authorization
Ne0000000066/18/2 from 2019-11-14 /
Bupobuuua ninenszis Ne0000000066/18/2 Bin
14.11.2019

GMP certificate of EudraGMP reference | Conclusion Nel74/2019/C-558 from 16.04.2019/

numbers /  GMP  ceprudikar abo | BucrHosox Nel74/2019/C-558 Bin 16.04.2019
nocunanna Ha EudraGMP
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FiNISHED PRODUCT CERTIFICATE OF ANALYSIS

Indicator/Ilokazunk Specification/Cnenudikanis Result/
Pesyabtart

Appearance/ Onuc Clear colorless agueous solution, practically free | Complies/

from particles /I1posopuii Gesbapeuuii BopHmil | Biamosinae

PO3YMH, IPAKTHYHO BINMBHUH Bl YACTUHOK
Clarity of solution/ Same as water R/ Taka cama sk v gogu P Complies/
IIpozopicTe Bianoeigae
The degree of coloration / It has the appearance of water R/ Butpumye Complies/
Ctyniue 3adapeienns NOPIBHSHHSA 3 BOAOIO P Biamosigae
pH/3nauenns pH 5.7t0 6.3/ Bin 5.7 no 6.3 6.1
Uniformity of volume/ Average volume of 10 samples should be not less | 2.6 ml/ 2.6 mn
OgHopiguieTs 00’ eMy than 2.5ml/ Cepenniii 06’em 10 3paskis mae 6yTu

He MeHIle 2.5 M
Fill Volume/ O6’em BMmicTy | 2.5-2.6 ml/ 2.5-2.6 mn 2.6 ml/ 2.6 mn
Osmolality/ 260- 315 mOsmol/kg / 280 mOsmol/kg
OcMmonsiisHICTE 260- 315 MOcmone/kr 280 mOcmons/Kkr

Identification of travoprost

/MpenTudikanis

TPABOIPOCTY Complies/
HPLC-RT Positive/[TosuTneHA AR
BEPX- 3a wacoM yTpuMaHHs Complies/
HPLC- by the Diode-Array Positive/Tlozutusua Bianosipae
detector

BEPX -3 BukopuctraHaam

JI0AHO-MATPWIHOTO

JIETEKTOPY

Identification of Positive/Tlosutuena Complies/
Benzalkonium chloride by Bianosinae
HPLC/

InenTndikania

bensankouiro xnopun

Content of travoprost / 99.3%

KinbkicHe BM3HAYeHHS
TpaBonpoery

95.0-105.0%




FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Related substances, %/
CynyrHi foMilnKku

: Not detected/
- Impurity Travoprost A /

Jlomimka Tpasonpocry A | <0.2% He Buseneno

- 5,6-trans isomer / 5,6- Not detected/
TpaHcizoMep <35% T —

- Any other impurity/

byae-sika inma cymyTHs <1.0% Not detected/

< He BusAeneno
JOMIHIKA

- Total impurities <4.0% Not detected/
(including impurity A)/
CyMa cynyTHix JoMiloK
(Brmouawuu qoMimky A)

He BusBneno

Content of Benzalkonium 96.3%
chloride/
KinekicHe BH3HAYeHHA 90.0-110.0 %
OeH3a/IKOHII0 XI0PHIY

Particulate cont./

MEXaHiYHI BKJIIOYEeHHA:
NB particles> OR=10uM/ | Maximum 50 per ml/ Makcumym 50 yacTunok 06
YacTHHKH >10MKM Ha | Mi
NB particles> OR=25uM/

YACTHHKH >25MKM Maximum 5 per ml/ Makcumym 5 yactusok va | 01
1 mn

Sterility/ CTepuasnicTs The solution should be sterile/ Posuun nosunen | Sterile/
OYTH CTEPHIIBHHM CrepunnHuii

* reviewed and accepted
The batch meets the requirements of QCM for MA NeUA/17649/01/01 / Cepia Bianosinae
suMoram MK no PIT Ne NelJA/17649/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Vnakorka,
MapKyBaHHs Ta TEPMIH NPUIATHOCTI BIANOBIAAIOTL BuMoram MK,

Storage: Store in the original package. This medicinal product does not require any special storage
conditions. Keep out of reach of children./36epirath B opurinansHiii ynakosui. Jlikapcekuii 3aci6
He ToTpedye crietianbHux YMOB 36epiranns. 36epiraTu y HeloCTYIHOMY [T AiTel MicIii.

[ hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP (Conclusion Nel74/2019/C-558 from
16.04.2019) requirements and were signed by the responsible persons of the above mentioned
manufacturer./ LluM s nigTeepIKyIo, WO HABEACHA BULLIE iH(OpMaLlis € TOCTOBIPHOKO Ta TOYHOI.
s cepist mpotyxitii Gynia BHrOTOBNEHa, BKIIOYAIOUH [1aKyBaHHA, MapKyBaHHs Ta MPOBEJSHHS
KOHTPONFO Ti AKOCTI HA 3a3HAueHii BUPOOHMYIN AINAHLI Y NOBHII BiANOBIAHOCTI 3 BHMOTaMy




FINISHED PRODUCT CERTIFICATE OF ANALYSIS

GMP, BCTaHOBNCHUMHU MiCLIEBUM PETYNATOPHIM OPraHOM, & TAKOXK BiANOBINHO 10 cnieuundikarliii,
O MICTATLCA B peecTpalifHOMY R0Ch€, 3aTBEpIDKCHOMY B YkpaiHi And AociiaxyBaHOro
nikapekkoro 3acoly. [lporokonu BHPOOHMLTBA, [AaKyBaHHA Ta NpPOBEACHHA aHani3iB Gymu
nepeBipeHi, BCTAHOBJIEHO BiANOBiAHicTE Bumoram GMP (BucHosok Nel74/2019/C-558 Bin
16.04.2019) Ta nignucano BiAnoBiaansHUMU 0cobaMu BUPOOHHKA.

Issued by/Buaano

Qualified Person/ YnorHosaxkena ocoba:
Klimentini Barbarossou/ Knumentini Bap6apoccy
Date/ JlaTa: 09.03.2020
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