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IIEP’KABHA CJIYKBA 3 JIIKAPChbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI
npos. Hazii Ceitimusoi, 3, 02099, Tei. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon EIPTIOY 37079055

BHCHOBOK
npo sikicTs BBesenoro B Ykpaiuy Jikapenkoro 3acody
04.04.2024 Ne 17801/24/26
JABEPIC

(HaliMeHyBaHHS JKAPCHKOTO 3aco0y sriaHo 3 peccTpauifiHuM NOCBiAUCHHIM)
Kpani o4ni, po3unH, 40 MKr/mi; mo 2,5 iy daaxoni-kpanenpaumi; o 1 gpaaxony-
KpaneJbHUII B KapToHHIlH Kopobui

(dopma BHTTYCKY, NO3YBAHHS, BIX NAKYBAHHS JTiKAPCHKOro 3ac00y)
Homep peectpaniitroro nocsizaennst UA/18202/01/01 crpox aii peectpaniithoro nocsiuenss 20.07.2025
Cepis sixapcskoro 3acody Ne 312001460 KinbkicTs BBe3eHOro ikapepkoro sacofy 8383

BHpo6HuK VOPJIJI MEJIMLIMH UTIAY CAH. BE TIJDK. AL, Typeqduna

(HaiiMeHyBaHHs BUPOOHUKa Nikapcbkoro 3acoly, kpafHa TOXOUKCHHA)

Baeseno B Yxpainy ToBapucTBo 3 o6Mexenolo Biamosinampuicrio "Tpokac Papma
Vxpaina", inent. kox: 37177201
(natimesypans Ta xon 32 EPTIOY ropunuiHoi ocoby abo npisauie, iM'st, 10 6aTBKOBI
¢hizuunot 0cobn - nianpuemits, i Micue NpoXUBaHHS T2 peecTpauiiiHui Homep 06nikoBoi
KapTKH TUIATHHKA NOAATKIB aB0 Cepis Ta HOMEp MacropTa)

Tporokos sisyansnoro kontpomo sin 29.02.2024 Ne 639/2.
JlaGoparopnuii ananis skocti sikapeskoro 3acofy saificnenuit;

JlaGopartopist dapmakoneinoro anaisy JIT "V kpaincbKuii HayKoBUH (dapMakoneHHul HeHTp
AK0CTi MiKapehkHX 3aco6iB" (M. Xapkis, ByJI. AcTpoHomiuHa, 33)

(maltmeHyBasns Ta MicuesHaxokenHs saboparopii, wo nposesna nabopaTopHuit aHa3 AKoCTi)

BICHOBOK MO0 AKOCT] JiKapcEKoro 3acoby, BrxaHmi naGopatopieso iz 03.04.2024 Ne 247/26024

Pesy/bTaTH 1aGOPATOPHOTO aHANI3Y AKOCTI JKAPCHKOTo 3aC00y 3a MepeBipeHHMH OKA3HUKaMH BiNMOBIAAIOTH
BHMOTaM METOAIB KOHTPOIO AKOCT] (aHANITHYHO-HOPMATHBHOT HOKyMeHTaL().

3a pesynbTaTaMi JIeXAaBHOTO KOHTPOJNIO BCTAHOBJICHO, WO nikapghkuii 3aci6 BBeseHo B Vkpainy 3

3AKOHOABCTRA MOKO 38663 MeUeH st SKOCTi

iKapcbKux 3aco6iB.

Muxona. XOJIOIIEHKO
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T - R Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
m WORLD MEDIGINE . Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
?7 Pharmaceutical Company No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TR/UY/2019/12-2
Bupobaeno: YOPTIA MEAULIHH IJIAY CAH. BE TIJDK. AL
Micuesnaxomxenns: 15 Temmys Maxannewi Toxkami Hony [kanneci
Ne50 Mouewni Barmxunap/Cramdyn, Typetynna
Jlinensis: TR/AUY/2019/12-2

CERTIFICATE OF ANALYSIS No0.40000034429

CEPTH®IKAT SIKOCTI

Product name DAVERIS

Haszaa npodyxmy JABEPIC

Pharmaceutical form, package type and Eye drops, solution, 40 mcg/mi, 2.5 ml in a flacon-dropper, 1
size Sfacon-dropper together with a leaflet in a carton box
Jlixapcera ghopra, mun ma posmip ynaxoexu Kpanni ouni, posuun, 40 mxz/ma, no 2,5 ma 'y praxoni-

kpanensnuyi; no 1 haarony-kpanenviuyyi pazom 3 incmpykyico
RO MEOUYHOMY 3ACIOCYBANNIO Y KUPMOHHIT KOpoOui
Dosage / potency Travoprost 40 meg/ml
Hoza / cuna dit Tpasonpocmy 40 atxe/stn
Registration certificate
Pecgcmpaz;izb-ze nocgiouenus UA/18292/00/01
Batch size

Posmip cepii 8 482 packages / ynaxogox

fg‘zce;i?"' 312001460
Manufacture date
Hama supobnuymea 12,2023
Expiry date
Te;w?; npuoamuocmi 4o 11.2026
TEST LIMIT RESULT
Hokasznuxu akocmi Hopmysannsa Pezynomam
Appearance Clear colorless solution. Conforms
Onuc lIposopuii bezbapenuil pozuui. Bionogidac
Identification
Toenmudpixayin
- travoprost The retention time of main peak in the sample | Conforms
- mpasonpocmy solution chromatogram should be similar with | Bionogioae
the retention time of main peak in the standard
solution chromatogram
Yac  ympuaysannus — 0cnoenozo  nicy — Ha
xpomamozpami - GuURPOOYBAHO20  POIYUHY  MAC
gionogioamu 4acy YmpuMyeanHs 0CHOBHO20 NIKY
HA XpomMamozpami Cmandapiniozo po3quiny.
-benzalkonium chloride The retention times of the two Benzalkonium | Conforms
- Bensanxoniio x10pud Chloride peaks in the sample solution | Bidnogioac
chromatogram should be similar with the
retention times of the two Benzalkonium
chloride peaks in the standard solution
chromatogram
Yac ympumyeanns 060x nikie OeH3AIKOHIIO |
x1opudy Ha xpomamozpami  8unpobysanozo’
PO3HUHY MaE GIONn0eidamu yacy ympumyeanns
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TR/UY/2019/12-2

BupoGneno: YOPJLL MEAUIIMH IJTAY CAH. BE TIIK. A. 1.
Micuesnaxomkenns: 1§ Temmys Maxannewi Lxami Hony Jixannec

NeS0 IMtoneuti Barmxkunap/Cram6byn, Typeutuina

JHiuensia: TR/UY/2019/12-2

Oogox  nixie  Oemzankoniio  xaopudy — Hd
XPOMAMO2PaMi cmanOgpmno20 pO3HUHy.

Nominal volume Not less 2.5 ml 2.5 ml (mx)
Hominanvruii 06’em He menwe 2,5 mr
Osmolality 250 - 350 mosmol/kg 289 mosmol/kg
OcMonabHICHb 250 - 350 MOcmonv/xe (mOcxonv/iz)
Clarity and degree of Clear or less opalescent solution, opalescent Conforms
opalescence degree is not more intense than reference Bionosioac
Iposopicme | cmynine suspension |
onanecueHyir Iposopuii abo 3iezka onanecyiiooyutl posuuH,
cmynine  onaiecyenyii  AK020 HE Nepeculfyc
cmynine onanecyenyii posuury nopigusins I
Degree of coloration Clear, colorless solution, not more intense than | Conforms
Cmynius 3a6apenennn reference solution By Bionosioae
Iposopuii, Gesbapenuil posvun, 3abapenenuil e
inmencugniuLe po3uuny nopieHaHHA By
pH 55-6.5 5.9
Densi ,
po 0.950 - 1.050 g/ml (2/un) 1,017 g/l (2/aen)

Particulate contamination
Mexaniuni exntouentn
-sub-visible particle
-HeGUOUMI Yacmru

> 10 pm: NMT 6000 particle/bottle

> 25 pm: NMT 600 particle/bottle

>10 mxm: ne Gineue 6000 wacmor/aarkon
>25 mxm: ne Ginvuie 600 vacmor/praron

48 particle/bottle
20 particle/bottle
48 yacmor/haaron
20 vacmor/haaxon

Assay

KinvkicHe euznauenus

- travoprost 0.040 mg/ml (Mr/aam) 5% (0.038 - 0.042 mg/mi | 0:040 mg/ml
' (me/mi)

- mpasonpocmy (me/mn))

- benzalkonium chloride 0.150 mg/ml (mr/mi) = 10% (0.135 - 0.165 0.154 mg/ml

- Bensankomiio Xnopudy mg/ml (me/ma)) (ma/ma)

Related Substances:
Cynpogioni oominixu:
-S-trans Travoprost

- S-mpanc mpasonpocm

Not more 5.0%
He Ginvute 5,0%

Not detected
He susigieno

'0

- unknown impurity Not more 1.0% 0.06 %

- neioenmucpivosana domiutka | He binvwe 1,0%
- total impurity Not more 5.5% Conforms
- cyMa QOMIUOK He 6invwe 5,5% V4 Bionosioae
Sterility Solution should be sterile s Sterile
Cmepunbnicmo Posvun atae dymu cmepunbhury” - CmepunvHitii
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2
Bupobtneno: YOPJIL MEAVUUWH JIAY CAH. BE TIJIK. A.LL.
Micuesnaxomrenns: 15 Temmys Maxamiewi Jxami ﬁony Jbkanneci
N30 IMonewuti Barmxunap/CramGyn, Typeyunna
Jlinensis: TR/UY/2019/12-2

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as
with the specification and control methods of the analytic-normative documentation, registered in Ukraine,
The protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Lum 5 3aceiouyio, wo nepepaxosana suye indopmayis € docmosipnoio i monoio. Ls cepis npodyryii dyna
BUL0IMOGIEHA  (BKIIOUAIONY RAKYGAHHS /[ MADKYGAHNS) 3 NPOGCOCHNAM KOUMPONIO SKOCMI HA GULeGRAZANILI
BuUpoGHuuill Oinenuyi ¢ noeuil gidnosionocmi 3 sumoeanu GMP, ecmanosnexumu PESYAIMOPHUM  OPEAHOM
Typewuunu, a makooic 'y eidnosionocmi  3i cneyuchixayicro i memodamu xonmpomo  sikocmi  (MKS),

sapeecmposanumu ¢ Ypaini. IIpomokonu eupoluuymea, ynaxosku ma ananizie Oyau nepeaasuymi md
8cmanoeneno ¢ionogionicms GMP.,

Surname and position of person, approving batch release to market
Tpiseuwe ma nocaoa / 3eanns 0cobu, axa sudana Go36ia Ha 6unyck
cepir

Signature and date, stamp
Hionuc ma dama nidnucanns, nevamea / wmamn 15.02.2024



http://www.tcpdf.org

