[Ha dipmosomy Onmanky xommamil YpcadapM]

CEPTA®IKAT AHAJII3Y
Nv 55.2576
XIIO-AYAJI® IHTEHC, ouni xpani
Howmep cepii: 312811
Hara Bupobruurea: 02.02.2025
punartanii go: 02/2028
Posmip cepii: 10170 yn.

TECTHA METOA CIIENHDIKALIILA PE3VIIBTATH
3opwimniii BATIAX, Ph.Eur. 2.2.1,2.2.2 | IIposopmii Ta besGapeumii posaun BimmoBinae
Npo3opicTh, ONAAECIeHITis
OcvonnasxicTs Ph.Eur. 2.2,35 250-305 MOcmoim/kr 284 MOcmons/Er
pH Ph.Llur. 2.2.3 6.8-7.8 7.2
B'sakicrs Ph.Eur.2.2.9 70-150 mm¥/c 135 /e
O0'eM HAOBHEHHHA Pizpang He merre 10.0 mx 11.3 M

3BAKYBAHHSA

Hamosxenns Hacocy Ta - MaxcumansHo: 10 HaTHCKaHD, Bimmosinae
XapaKTep Kpamnie Iocrifire xpamne YTBOPEHHS

YTEOPEHHS

InenTAgiKANIA eKTOHY HPLC Rt migmosinae Bimmosinae
Bumict exroiny HPLC 20 mr/vin £ 10% 20.4 mr/ma

(18-22 mMr/un)
BincyrnicTs uacrox Bizyansumit Ilpaxraaro BinsHMIH Bif 9acTOK Bignosinae
CrepHALHICTE Pbh.Eur. 2.6.1 CrepumHo Bigmogigae
Hara aramizy 24.02.2025

Cepis meposdacoraroro npoxykry ( in bulk): Bulk 401890

Hignuc/maMir yosHoBaxxeHo1 0co0H

Jorg Schmits-Esser
Hara:25/02/2025
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xSona-Pharmexim» LLC
2H, Mykoly Hrinchenka Str. Kyiv 03038
tel.: +38 {044) 358-01-08
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Version/Bepcin: 1.0

SONA-PHARMEXIM LLC
2/1 Mykoly Grinchenka Str.
03038 Kyiv

Ukraine

DECLARATION OF CONFORMITY

We hereby declare that the product HYLO-DUAL®
INTENSE, eye drops, to be placed on the market
conforms to the requirements of Technical
Regulation for medical devices, approved by KMU
Resolution No. 753 on 02.10.2013 [thereafter —~ TR
for medical devices}. The conformity assessment
procedure regarding the product HYLO-DUAL®
INTENSE, eye drops, was performed according to the
annex 3 of TR for medical devices by the Notified
Body for conformity assessment Ukrainian Scientific
Institute of Certification LLC, UA.TR.1186, located at
the address 7 Kudryavsky descent, office 320, 04053
Kiev, Ukraine (Notified Body for conformity
assessment) with granting the Certificats of
Conformity NePR.1486-24 dated 23.0%.2024 which
is valid till 31.12.2028.

The assessment has been done according to the
annex 3 of TR for medical devices.

Sona-Pharmexim LLC, located at the address 03038,
2/1 Mykoly Grinchenka Str., Kyiy, Ukraine, acts as the
Authorized Representative of the manufacturer
which is responsible for placing the product HYLO-
DUAL® INTENSE, eye drops, on the market and
fulfilling the obligations that are set up by the TR for
medical devices.

We ensure and declare that this product to be placed
on the market is classified as Class b device and it

TOB «COHA-GAPMEKCIM»
syn. Mukonu Fpindenxa, 2/1
03038 Kuis

Yrpaina

AEKAAPALIA BIANOBIAHOCTI

Hum JONYMEHTOM MM OEKABRYEMO, WO ADROAYRT
XNO-AVAN® IHTEHC, ouHi kpanai, wo BBOAMTLCR B
ofiir, pianosigas sumoram Texniunoro Pernamewry
woge  meguuuux supobis,  33TBEpAMEHOM
Mocranosow KMY Ng 753 sig 02.10.2013 {gani ~ TP
woge meguqriax supobis). Ouivka eignosigHocri
npogyuTy XIA0-AYAN® IHTEHC, ousi kpanni, Byna
NpOBeAeHa 3MAHo 3 aoaaTtiom 3 TP woo MmegmyHux
aupobis opradom 3 OUiHKKM signosigeocri TOB
“Yepaiucokuii Haykoswit Incriryt Ceprudirauil”,
UATR.116, posrawocsanum 33 agpecons odic 320,
Kynpascokuit yasis 7, 04053 Kuis, Yepaina {(Opram 3
ouisun  signosigrocri 3 sugadens ceprudinara
signosigHocr! NePR.14B6-24 sig 23.09.2024 p.
repminom aif no 31.12.2028.

Quinky Gyno nposefdeHo 3riguo 3 aogatiom 3 TP
WoAo meamyrux snpobis.

YnosHOBaMeHUM  NPegrrasHukom  sUpobHuKa,
sianosiganciium 3a seepeHHn B obir npogyxty XIAO-
BYAR® HTEHC, cuni kpanai B Yrpaiui Ta BMKOHEHHA
obop'azkie, scraHoBREHUX TP WOAC MEQWMUHKX
aupobis, sucrynae Komnawin  TOB  «Coua-
Papmexcime, posTaloBaMa 33 agpecow: 03038,
sy, Mukonu Mpisvenxa 2/1, Kuis, Ypaina,

Mu rapaHTveMo Ta ASKAAPYEMO, WO Ul NPOKYRY,
Wio seoauTLER B obir | kiacubikyeTben 33 Knacom {iB

IBAN: UAQ83808050000000026006505712 y Banky AT "Palidipaiizer Bany’




meets the provisions of the annex 2 of TR for medical
devices.

This declaration, which is valid till 31.12.2028, covers
the product HYLO-DUAL® INTENSE, eve drops,
bearing the national conformity mark, which is
manufactured at the following manufacturing site:

LURSAPHARM Arzneimittel GmbH
industriestrasse 35

66129 Saarbriicken

Germany

The declaration s made under the full

manufacturer's responsibility.
Date: 23.08.2024

Sona-Pharmexim LLC, on behalf of
URSAPHARM Arzneimitiel GmbH

Director of Sona-Pharmexim LLC
O.F. Fedorenko

arigHo gogarry 2 TP, signosigas susoram TP wogo
meguuHux Bupobis,

s pexnapauis, sxa gie go 31.12.2028, oxonnios
npogyxt XINO-AYAN® IHTEHC, ounl Kpanni, 3
H3HECeHUM HMALIOHANBbHUM 3HAKOM BignosigHocT,
AKMA  BupaBnennit Ha  HacTynHIA  supoBrmuii
SIARKLI:

YPCAGAPM Apunaisirrens I'mbX
ingycrpicwrpacce, 35

66129 CaapBpioren
Himeuuuna
Hewnapayin cHA3geHA nig winkoBuTY

signosigancsicts supobHKKa,
Hara: 23.09.2024

YPCADAPM Apunalimirrest FmbX,
8 ocofi TOB «Cona-Dapmexcims

HAupewrop TOB «Cona-Papmercimn
0.9, Pegopenno




OPPAH 3 CHIHKH BUAIROBLAHOCTY

TOR «YKPATHOBKHI HAVEOBHA IHCTHTYT CEPTHOIK AL
04053, m1. Kurin, Kyorpssossurfl yauiz, 8yva 7, ode 320
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CEPTU®IKAT BIIMNOBITHOCTI

[Hopsaox nposesenun apouenypy adeineucunst GYHKHIOHVBANEA KOMILICKCHOT CHOTOMH
“

vopapainna  skicrie (Joastox 3 TexsHiusoro pervaMeHTyY IIOAD MSIUUHHX  BHPOGIR,
3aTsepmKkeHoro noctanopoo Kadinery Minictpis Yepaim sin 02.10.2013 Ne 753 (Th)

Bupoduux: URSAPHARM Arzneimittel GmbH /
YPCAGAPM Apmnaibritreas I'ubX
Hopuauuua Industriestrasse 35, 66129 Saarbrticken, Germany /
agpeca: Inayerpicmtpacce 33, 66129 CaapSproken, Hivmewunna
Bupobunai URSAPHARM A rzneimittel GmbH / YPCADAPM Apnmmitvitrens TvéX
HETDIER N Indusiriestrasse 35, 66129 Sawhriicken, Germany /

1I~},.§1y€f'l.“p1632(1!'!?1’.1& cce JZL 56129 Caapdproxen, Himewunna

- ¥nopnopaennii TOB «Cona-@apyexcives
‘HPEACTABHHK! (3038, pyn. Mukoan ['pimvenxa 271, y, Kuis, ¥xpaiua
L Kog €JIPTIOY 40130733

 Bupobu: HYLO-DUAL® INTENSE, eve drops / XIJO-AYAJ® IHTEHC, ouni
AT Kpamii
Kaaer 116
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x;i,iz'l‘segaﬁgﬁiyfet, WO BRAHRI pHPOGHIK BUPOBRIHE CHOTEMY YHPASIHRHE SKICTIO HA eTanax poapobicnus,
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Hizcrasa 1as sHaaui:
AKT excnepTisn qorysenTami Ne PR2060/3-24 rin ”‘Q (9.2024;
Pimw}m npo suIagy cepTHGikaTa Noe PR.206O/E-24 rig 23.00.2024,
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Kepignuk oprany 3
OTHHKH RIZDORITHOCTI
Posman MUXAJKO

Cropinka 131
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