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DECLARATION OF CONFORMITY
HAEKITAPALIIA BIJIIOBITHOCTI

We, Laboratoires Thea, 12 Rue Louis Blériot, 63100 Clermont-Ferrand Cedex 2, France, declare
under our entire responsibility, that the following medical device:

Mu, Jla6opamyap Tea, 12 eyn. Jlyi buepio, 63100 Knepmon-Peppan Cedexc 2, Opanyis, 3as1615M0
BUKIIOUHO NIO C80I0 8I0N0BIOANLHICIb, 10 HACMYNHI MeOUYHI GUPOOU:

Type of medical device: Lubricant and wetting ophthalmic solution with trehalose and sodium
hyaluronate as principal ingredients

Tun MeduuH020 6UPOOY: 3MALYEANLHUII | 360110JICYIOUUTI OPMANLMONO2IUHUL POZYUH, 1O MICHIUNMb
mpe2anosy i 2ianyponam Hampiio 8 AKOCMi OCHOBHUX IH2PedIEHMIS.

Product designation(s): Thealoz Duo
produced at the manufacturing site Farmila-Thea Farmaceutici S.P.A., Via E. Fermi, 50, 20019
Settimo Milanese (MI), Italy,

satisfy the provisions set in the current French Public Health Code.

Haszea npodykmy (-ie): Teanos® [yo
guzomosnena na eupobnuuili dinenuyi Gapmina-Tea Dapmayeymiyi C.I1A., eyn. E. Depmi, 50, 20019
Cemmimo Minanece (MI), Imanis,

gionogioae nonooicennam, w0 ecmanoeienni 'y Oilouomy @Ppanyysexomy Kooexci oxoponu
2POMAOCbK020 300P06 'Al.

The conformity of this Class IIb device (according to the classification rule n°5S of Annex IX of
Directive 93/42/EEC of 14 June 1993) has been assessed in accordance with the Annex IL.3 of
Directive 93/42/EEC of 14 June 1993 concerning medical devices and the Annex 3 of Technical
Regulation concerning medical devices approved by resolution of the Cabinet of Ministers of Ukraine
No 753 of October 2, 2013.

Bionogionicme yo2o eupoba Knacy IIb (sionosiono 0o npasuna xnacugpixayii Ne 5 Jlodamky IX
Jupexmusu 93/42/EEC 6i0 14uepens 1993 p. ) byna oyinena seiono 3 Jlooamkom 1.3 [upexmugu
93/42/EEC gi0 14uepsns 1993 p. wjodo meduunux eupodie ma JJooamrom 3 Texniunozo Peenamenma
1000 Meduunux 8Up0bis, 10 3ameepdcenuii nocmanosolo Kabdinemy Minicmpie Yipainu Ne 753 6i0
2 orcosmust 2013 poxy.

The apposition date of CE mark is: 2012
Hama nanecenns €C mapkyeanns: 2012

The apposition date of the national conformity mark is: 2016

Mark of conformity with Technical regulations (as described, approved by Resolution of the Cabinet
of Ministers of Ukraine Ne 1184 of December 30, 2015)

Jama nanecenns Mapkyeanns HayionaibHum snakom ¢ionosionocmi: 2016

3nax  eionosionocmi  Texniunum  Peenasenman (32iono onucy, 3ameepodiceno2o Ilocmaiosoio
Kabinemy Minicmpis Yrpainu 6io 30 epyons 2015 p. Ne 1184)
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GMDN code: 44237 - Lubricant, eye
Koo Miocnapoonoi  nomenxuamypu meduunux eupoodie [GMDN - Global Medical Device

Nomenclature] — k00 GMDN: 44237 — 3mawyeaui, ouni

NBOG code : MD 0105 - Non active ophthalmologic devices
Koo Onepamusnoi 2pynu ynosnosadicenux opeanie [NBOG - Notified Body Operations Group] — k00
NBOG: 0105 - neakmusni ogpmansmonoziymi 6upodu

Laboratoires Thea received EC CERTIFICATE Approval of full Quality Assurance System, issued
by the Notified Body No. 0459 GMED GROUP LNE: CERTIFICATE No: 9163 rev.16, expiry date:
May 26th, 2024 (included).

Jlabopamyap TEA [Laboratoires Thea] ompumana EC CEPTH®IKAT 3ameepocenns noeHoi
Cucmemu 3adesneuenns Axocmi, nadanuii Ynosunosadicenum Opeanom Ne 0459 Hayionanvna
nabopamopis memponozii ma eunpooysans: CEPTH®IKAT Ne 9163 ped. 16, mepmin 0ii: 26 mpasns
2024 (srniouno).

The Certificate of conformity to the Technical Regulations for Medical Devices (approved by
Resolution of the Cabinet of Ministers of Ukraine of October 2, 2013 Ne 753)

Ne UA.TR.098.0038-16 updated 11.07.2021 has been issued: by the Certification body (conformity
assessment) "Ukrainian Center for Medical Certification and Prognostication LLC”. Registration
number of the Certification body (conformity assessment): UA. TR.098.

This Certificate is valid until July 10th, 2026.

Cepmucpikam  eionosionocmi  eumozam Texuiunozo Peenamenmy 0as  6upo0dis  Meouunoeo
npusnauenns, (3ameepdoicenuii nocmanosoio Kabdinemy Minicmpie Yrpainu Ne 753 6io 2 ocoemiist
2013 poxy) 3a Ne UA.TR.098.0038-16 onosneno 11.07.2021 euoano: Opeanom 3 cepmupixayii
(oyinku gionogionocmi) TOB « Vkpaincorkuii yenmp meduynol cepmugpixayii ma npo2nosysanusiy,
Homep Opeany 3 cepmucpixayii (oyinku eionosionocmi): UA.TR.098.

Leii Cepmucpixam Oiiicnuii 0o:10 nunns 2026 p.

This Declaration of conformity is valid until May 26th, 2024 (included).
L[ Hexnapayii éionosionocmi oiticna 0o 26 Tpasus 2024 p.(6xniouno).

Authorized Representative in Ukraine Representative oftice "Laboratoires Thea"
VYnoBHOBaXKEHHH npedcmasnik 6 Vrpaini IIpeocmasnuymeo "Jlabopamyap Tea"
Location Authorized Representative Ukraine, 04070, Kiev, Voloska str.
Micyesnaxoooicenns Ynoenosagicenozo 51/27-"B", 3 floor, office 1. tel. (044)
npeoCcmagHUKd 467-57-70 / Yrpaina, 04070, m. Kuis,

eyn. Borocoka, 51/ 27- "B", 3 nosepx,
oghic 1. men.: (044)467-57-70.

At Clermont Ferrand, 12 July 2021

Buuneno ¢ Knepyon-@eppan,

e LABORATOIRES THEA

signaﬁﬁfﬁunuc) .‘S.A.S. c.u capital de 1 004 672 €
Siége Social : 12, Rue Louis Blériot
Mapk KIPCTETTEP [Marc KIRSTETTER] 63017 CLERMONT-FERRAND CEDEX 2
Group QP & Quality Director - Qualified Person Tél. 04 73 98 1436 9 Fax 04 73 98 14 24
Laboratoires Thea R.C.S. Clermont-Ferrand B 390 813 988

Hupexmop I'pynu YO ma Hrocmi — Ynoenosaicena ocoda
Hadopamyap Tea
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