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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AKOCTI

Product name:

Hazea npooyKniy:
Pharmaceutical form,
package type and size:
Jixapcvka gopma, mui
ma po3mip YRaKoGKu:
Dosage / potency:
Jlosa / cuna Oii:
Certificate of
Conformity:
Cepmudpixam
8iONOGIOHOCNI:

Batch no.:

Ne cepil:

Batch size:

Posnip cepil:
Manufacture date:

[nixat, ouHi Kpanai N2305001660R_CtopiHka_1.jpg

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. AS.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/istanbul, Turkey
License: TR/UY/2019/12-0

Bupetneno: YOPAL MEAMIIHE LAY CAH. BE TIEK. AL
Micuesnaxomrenus: 13 Tenmys Maxansewi Joxavi Moty Jhxanneci
NaS0 Tioueusni Barmiinap/Crambys, Typeqinna

Tlineusis: TRAUY2019/12-0

No. 46000045807

GLYHAT

TJIIXAT

Eye drops, 10 m} ina flacon-dropper, 1 flacon-dropper together with a leaflet in
a carton box

Kpawnni ount, 10 mny gb.rlazcom'»xpane.nbuuui; no i ([J.naxony—xpaneﬂbmmi pasoM 3
inempyKyicio Ona MEOUNHO20 3aCOCYBAHIA Y KapmOHHit Kopobuyi

Polyethylene Glycol 400 (PEG 400)0,25%, Sodium Hyaluronate 0,20%
Ionienmuenznixons 400 (PEG 400) 0,25%, Tianyponam Hampiio 0,20%

Ne R3M 792 252 Bl

305001660R

8 660 packages/ynarKo6ox

OcMOMSTBHICHTL

171 — 300 mOcmonv/ke 184 MOcmons /xz

‘ = . 05.2023
Hama supodbHuyinea.
Expiry date: § 04.2026
Tepatin npudamHocii:
TEST LIMIT RESULT
Hoxasuuxu skocmi Hopatveantist Pezynomant
Description Clear, colourless solution free from particles Conform
Oniie _ . . ] Bionoceioae
TAUC Besbapenuii npo30putl pOSUN 1e MICIMulite YaCmoK
Nominal volume Not less 10 ml 11.6 ml
Hoxinanenuii 06°'em He menute 10 mn 11.6 mn
pH 6.5-17.5 7.20
Density 1.000 — 1.150 g/ml (a/m1) 1.004 g/ml (2/mn)
Dycmuna
Viscosity 10-20cP 17.00 cP (cla)
Blasxicme 10-20clla
Osmolality 171 — 300 mOsm/kg 184 mosmol/kg

Particle contamination
Mexaniuni GRUOYCHHSA
Sub-visible particles
Heguounti vacmxy

L

98 particles/ bottle
49 particles/ bottle

> 10 pm: NMT 6000 particles/bottle
> 25 um: NMT 600 particles/bottle

> 10 axm: maxcumym 6000 wacmor/gaaxon
> 25 aow: maxcunym 600 vaemor/gnaron

98 uacmor/gnaxon
49 yacmox/paaron
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Vianajacinred by WORLD MEDICINE ILAC SAN.VE THC.AS.
Voention 1S Fesunus Mahalios Casni Yulu Cadidest
Ne 801 Gunesh Bagerh Isianbub Turkey
License, TR UV 2019 126

Bupué.aene: Y OE. L1VE U L TANC i Bl-.y LA L
Micte st e FS T s Mavaa et Haaand Moy Haacuieo
G Drogtentt v Bt sanap C iy Typesesuig

Hipewsiss TRAY 20194 2-0

Conform

Sterility Should be sterile ,
Bionosioac

Cmeputonicnis Mac Gynt crepuisiiini

[ do hereby ceriify that the abovenientioned data are trustwortly and acenrase. This product batch is
manfactured (packaging/labelling included) under the quality control on the abovementioned
manufacturing site in Sulf conformin: with the GMP requirements, established By the regulatory agency
of Turkey as well as with the specification and control methads of the analytic-normative
documentation, registered in Ukraine. The protocols of rmanufacture, packaging and analysis are
reviewed; conformity with the GMP is established.

Tl st 3aeaiouyio, wo nepepaxocuiy SUge fughopataisn ¢ OOURIOGIPHOK i movnon. st cepid
NPOOVEIIT 11 BROOITOEICHA [GICTIONAI Y IRV Ui CNAPRYBANIR) 3 UPGRCOCHIAM BOUNIPAI) SROCIHT
e smyecrasanii gupotieiiin dirvnuyi @ nowniil sionosionoemi 3 cusoeavu GMP. scmanogieninn
PESVASINOPHUN OPEAHON Typewaniu, ¢ Marodic ¥ GiONoOGIoNOCNI 31 CREHUPIRAYICI) i stemodany Koumpoio
aocmi (MES), sapeccmposaman ¢ Nepainl TTpomoretu Gupodnea. YHAKeeKY md anacizie Gyau
HepeLAs I ma GCMANOEIEH0 gionosionicnm ( Mn}l?

Surname and position of person, approving batch release 1o market
Ipissinege ma nocada S pacin ocotw. SKG 6L 03611 1A GURVCK cepit

Signature and date, stamp
[ionue ma Oamia RIGNUCAHESA, BeYanird /oo
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DECLARATION OF COMPLIANCE MEDICAL DEVICES No. 1/
JEKJIAPALIS PO BUUTOBLIHICTS MEJHYHWX BUPOBIB N 1

Manufacturer/Bupobuux:

WORLD MEDICINE ILAC SAN. VE TIC. A.S,, Turkey/ YOPJJ] MEJMLIMH
HIAY CAH. BE TUDKL AL, Typeuunna;

Confirms that the medical devices/Tligrrepioxye, mo mepmanuli supio:
UHIXAT, xpanui oumi, 10 s, (Homermnenraixons 400 (PEG 400) 0.25%,
Uianyponar Hatpiio 0,20%YGLYHAT, eye drops, 10 ml (Polyethylene Glycol 400
(PEG 400} 0,25%, Sodium Hyaluronate 0,15%

Risk class/Knace puzary: b,

Manufacturer's address/Aapeca supoGunixa: 15 Temmuz Mahallesi Cami Yolu
Caddesi No: 50 Gunesli Bageilar/Istanbul, Turkey/ 15 Temmys Maxamewd Dxami
Vony Jhxanneei Ne 50 Nonenu barmxunap/Crambyn, Typeuauna;

Conforms with requirements of Decrees of Cabinet of Ministers of Ukraine
dated October 2, 2013 Ne. 7583 "Approval by Technical Regulation on medieal
devices"/

Binnogpiaae sumoram Hoeranony KMY sin 2 wosrnn 2013 p. Ne 753 «fipe
sarsepiamennn TexnigHore peraaMenTy Woxo Megwunnx supobiny,

The technical documentation for the medical product is developed, confirmed and

implemented/
Texniuna noxyMenTanis Ha Meawunui supiS pospobieHa, NiATBEpIDKEHA Ta
BHPOBAJDKEHA.

The declaration is completed on the basis/Hexnapanin odoprmiena ua
mixcTapi:

Ceprudixara signorignocri Ne R3IM 792 252 B, niticunit 30 20.05.2024, niftcunit
no: 19.05.2029 — npo zaGesneuenns (PYHKUIOHYBAHHS KOMIIEKCHO! CHCTEMM
YHPaBIIHES AKICTIO (38 BHKTIOHCHHSM TCPEBIPKM NPOEKTY) BIANOBIAHO NO
Honarxa 3 Hocragorn KMY sig 2 xosrag 2013 p. Ne 753 «Jlpo sarsepoxedns
Texnidpore pernaMedTy WOAC MeawuHmx supobisy, axul supasuft; TOB
«Yxpaineskui Incruryt Cravmapriny (HoMep npusnauenoro opragy UATRA3TY
Certificate of Conformity Ne R3IM 792 252 B1, Effective date: 20.05.2024, Expiry
date: 19.058.2029 — Techrucal regulation on medical devices (approved by Diecrees
of Cabinet of Ministers of Ukraine Ne 753 dated October (2. 2013) — Annex HI:
ensuring of functioning of full quality assurance system (except for the design
gxamination), is issued by: LLS Ukrainian Standards Institution (Identification
number of the notified body UATR.I37);




\X\N %&\? JRLO MEDICINE IACSAN.VETICAS. |

Authorized representative of the manufacturer in Ukraine/Vnosnonaxenuii
ppegerasmur pupobiura B Yipainh

TOB «TPOKAC ®APMA VKPATHA» (m. Kuis, pyi. Xsoiixu Bikenrin, 6. 18/14),
Tei: +38(044) 586-49-03; +38(044) 586-49-94/

“TROKAS PHARMA UKRAINE” LLS (City of Kyiv, str. Hvoyky Vikenty,
bulding 18/14, phone number +38(044) 586-49-03; +38(044) 586-49-94);

The manufacturer is responsible for the validity of the information provided/
Bianosizanssicts 33 gitcuicrs Hananol indopManil Hece BRPOOHEK.

Hupecrow/Director Coxpad Mammanon
WORLD MEDICINE

ILAC SAN. VETIC. AS.

ML
05/11/2024 19/05/2029

date of issue/sava Buaas giticnull nofexpiry date




[Ipomyxrtis:

Cduction

Binmosinae BuMoram:

anjorms with requirements of

Ceprudikar pugano:

tfieare 18 isshed b

Pimrenns No: 252-000

j__Ia'ra Bumaui: 20.05.2024

: 10372
| Ceprudikanis npoxyinii

YKPATHCbKMI
IHCTUTYT
CTAHAAPTIB

31C

Cepmudgpixam eionoeionocmi

Certificate of Conformity

Ne R3M 792 252 B1

YOPJIJI MEJUIIAH IJIAY CAH. BE TIIK. A.III.
WORLD MEDICINE ILAC SAN. VE TIC. A.S.

15 Temmy3 Maxamremi JIxami Moy kamaeci Ne50 I'ioxemuti
barmxniaap/Cram6y.t, Typeyunna

15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli
Bagcilar/Istanbul, Turkey

Kpanui oransmonoriuni;

Eye drops;

Ilepernix menuunux BupobiB 3asHavenwuit y Jlomatky 1, Mo € HEBiM eMHOIO
YacTHHOO 11boro CepTudikaTy BiamoBigHOCTI

The list of medical devices are indicated in Annex 1 which is the integral paris of th
Certificate of Conformity

TexHI9HOro  periaMeHTy —INMOJA0 MEAMYHHX — BHPOGIB (3aTBepKEHU I
Hocranosoro KMV Bin 02 sxoBrast 2013 poky Me753) — Jlomatok Ne 3:
3a0e3rmedyeHns (yHKIIOHYBAHHS KOMILIEKCHOT CHCTEMH YIPABIIHHSA SKICTIO
(3a BUHATKOM IEPEBIPKH IIPOEKTY)

Technical regulation on medical devices (approved by Decrees of Cabinet of Ministars o}
ine Ne753 dated October 02, 2013)

Annex [:

FUCHETY

ensuring of functioning of full

Surance system (except for the desien examination)

TOB «Vkpatncekuit [HcTuTyT CTanmapriBy, MiCHe3HAXOIKECHHS: OymmHoK 1,
Byimns  Onekcanipiscbka, Micro  Kuis, 03062, Vipaina.
npusHauenoro oprany UA.TR.137

LLC' Ukrainian Standards Institution: building 1, Oleksandrivska sire
Ukraine: building 1, Oleksandrivska streel, Kyiv, 03062, Ukraine. Identific
the notified body UA. TR, 137

Homep

HilicHui 3: 20.05.2024
Effective date:
Hitichmii no:  19.05.2029

Expiry date
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HuHuicTs cepTudikary BINOBIAHOCT] HEOBXIAHO NEpeRipHTH HA odhintifiHoMy
BeG-caifTi www.usi.biz.ua ao 3a tenedoHom: +38-050- §18-7-333

Cmopinka 1 32



I[o,ua'rox 1

Arnmex

no Ceprudikary BinnosigHocti Ne R3M 792 252 B]

to Certificate of Conformuty Ne R3M 7 i

Ilepesik Meauunux BupoOiB
List of medical devices

INanypounar Hatpito 0,15%)

Jupexrop
Director

ium Hyaluronate 0,15%)

TRELIFE, eye drops, 10 ml (Trehalose 3%,

Ne HaiimeHyBaHHS MeIHYHOTO BHPOOY HaiiMenyBaHHA MeIHYHOT0 BHPOOY Knac
Ne YKpaiHCLKO010 MOBOKO AHTTICLKOI0 MOBOIO Clas.
Name of medical device in Ukrainian Name of medical device in English
[IIXAT ” 16 (Mo ) GLYHAT, eye drops, 10 ml (Polyethylene ITb
» Kparuli 04Hi, 10 mn, (Tlomietunenraikons | - 5 i
: : ycol 400 (PEG 400) 0,25%, Sodium
4 G 400) 0,259 0%
00 (PE ) 0,25%, I'ianyponat Hatpiro 0,20%) Hyaluronate 0,20%)
TPEJIAW®, kpanni ouni, 10 mn, (Tperanosa 3%, 1Ib

fHA."f‘.‘
e

Honatok 2 / Jlliumﬁ NPH HaABHOCTI (,eme[)u{aT\ Blmommmc‘n .Ni R3M 792 252 B1

mrex 2 by valid withi Ce

rrific

Harania CTEHHAHKIBCBKA
Nataliia STEPANKIVSKA

Cmopinka 2 2 2
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number of the notified body UATR.I37);




\X\N %&\? JRLO MEDICINE IACSAN.VETICAS. |

Authorized representative of the manufacturer in Ukraine/Vnosnonaxenuii
ppegerasmur pupobiura B Yipainh

TOB «TPOKAC ®APMA VKPATHA» (m. Kuis, pyi. Xsoiixu Bikenrin, 6. 18/14),
Tei: +38(044) 586-49-03; +38(044) 586-49-94/

“TROKAS PHARMA UKRAINE” LLS (City of Kyiv, str. Hvoyky Vikenty,
bulding 18/14, phone number +38(044) 586-49-03; +38(044) 586-49-94);

The manufacturer is responsible for the validity of the information provided/
Bianosizanssicts 33 gitcuicrs Hananol indopManil Hece BRPOOHEK.

Hupecrow/Director Coxpad Mammanon
WORLD MEDICINE

ILAC SAN. VETIC. AS.

ML
05/11/2024 19/05/2029

date of issue/sava Buaas giticnull nofexpiry date




[Ipomyxrtis:

Cduction

Binmosinae BuMoram:

anjorms with requirements of

Ceprudikar pugano:

tfieare 18 isshed b

Pimrenns No: 252-000

j__Ia'ra Bumaui: 20.05.2024

: 10372
| Ceprudikanis npoxyinii

YKPATHCbKMI
IHCTUTYT
CTAHAAPTIB

31C

Cepmudgpixam eionoeionocmi

Certificate of Conformity

Ne R3M 792 252 B1

YOPJIJI MEJUIIAH IJIAY CAH. BE TIIK. A.III.
WORLD MEDICINE ILAC SAN. VE TIC. A.S.

15 Temmy3 Maxamremi JIxami Moy kamaeci Ne50 I'ioxemuti
barmxniaap/Cram6y.t, Typeyunna

15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli
Bagcilar/Istanbul, Turkey

Kpanui oransmonoriuni;

Eye drops;

Ilepernix menuunux BupobiB 3asHavenwuit y Jlomatky 1, Mo € HEBiM eMHOIO
YacTHHOO 11boro CepTudikaTy BiamoBigHOCTI

The list of medical devices are indicated in Annex 1 which is the integral paris of th
Certificate of Conformity

TexHI9HOro  periaMeHTy —INMOJA0 MEAMYHHX — BHPOGIB (3aTBepKEHU I
Hocranosoro KMV Bin 02 sxoBrast 2013 poky Me753) — Jlomatok Ne 3:
3a0e3rmedyeHns (yHKIIOHYBAHHS KOMILIEKCHOT CHCTEMH YIPABIIHHSA SKICTIO
(3a BUHATKOM IEPEBIPKH IIPOEKTY)

Technical regulation on medical devices (approved by Decrees of Cabinet of Ministars o}
ine Ne753 dated October 02, 2013)

Annex [:

FUCHETY

ensuring of functioning of full

Surance system (except for the desien examination)

TOB «Vkpatncekuit [HcTuTyT CTanmapriBy, MiCHe3HAXOIKECHHS: OymmHoK 1,
Byimns  Onekcanipiscbka, Micro  Kuis, 03062, Vipaina.
npusHauenoro oprany UA.TR.137

LLC' Ukrainian Standards Institution: building 1, Oleksandrivska sire
Ukraine: building 1, Oleksandrivska streel, Kyiv, 03062, Ukraine. Identific
the notified body UA. TR, 137

Homep

HilicHui 3: 20.05.2024
Effective date:
Hitichmii no:  19.05.2029

Expiry date

HPERTO . . R 5
ﬂwl}fi‘ i P Az ) Haraiis CTENAHKIBCBKA
LAFECIOr i &l ’ B e e D e o mm—
y ol Nataliia STEPANKIVSK A
N f{a}“’

o - 7 %
"&gamﬁuua ﬂ““;\h\‘b
SATHA, w3

HuHuicTs cepTudikary BINOBIAHOCT] HEOBXIAHO NEpeRipHTH HA odhintifiHoMy
BeG-caifTi www.usi.biz.ua ao 3a tenedoHom: +38-050- §18-7-333

Cmopinka 1 32



I[o,ua'rox 1

Arnmex

no Ceprudikary BinnosigHocti Ne R3M 792 252 B]

to Certificate of Conformuty Ne R3M 7 i

Ilepesik Meauunux BupoOiB
List of medical devices

INanypounar Hatpito 0,15%)

Jupexrop
Director

ium Hyaluronate 0,15%)

TRELIFE, eye drops, 10 ml (Trehalose 3%,

Ne HaiimeHyBaHHS MeIHYHOTO BHPOOY HaiiMenyBaHHA MeIHYHOT0 BHPOOY Knac
Ne YKpaiHCLKO010 MOBOKO AHTTICLKOI0 MOBOIO Clas.
Name of medical device in Ukrainian Name of medical device in English
[IIXAT ” 16 (Mo ) GLYHAT, eye drops, 10 ml (Polyethylene ITb
» Kparuli 04Hi, 10 mn, (Tlomietunenraikons | - 5 i
: : ycol 400 (PEG 400) 0,25%, Sodium
4 G 400) 0,259 0%
00 (PE ) 0,25%, I'ianyponat Hatpiro 0,20%) Hyaluronate 0,20%)
TPEJIAW®, kpanni ouni, 10 mn, (Tperanosa 3%, 1Ib

fHA."f‘.‘
e

Honatok 2 / Jlliumﬁ NPH HaABHOCTI (,eme[)u{aT\ Blmommmc‘n .Ni R3M 792 252 B1

mrex 2 by valid withi Ce

rrific

Harania CTEHHAHKIBCBKA
Nataliia STEPANKIVSKA

Cmopinka 2 2 2



http://www.tcpdf.org

