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DECLARATION OF CONFORMITY
JEKIAPAIIS BUIITOBIIHOCTI

We, Laboratoires THEA, 12 Rue Louis Blériot, 63017 Clermont-Ferrand Cedex 2, France, declare
under our entire responsibility, that the following medical device: |

Mu, Jlabopamyap Tea [Laboraioires THEA], 12 eyu. Jlyi bnepio, 63017 Knepmon-Peppan Cedexe 2
Ppanyia [12 rue Louis Blériot, 63017 Clermont-Ferrand Cedex 2, France], saasnaemo surnouno nid
CE010 BIONOGIOANBHICMY, U0 HACTIYAHT MEOUYH] 6UpPodU:

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

Tun meouunozo 8UPOOY: IMMYYSANLHUL T 380II0NCYIO UL obmaemonoziunuii PO3UUH, 140 MICTUMB
mpe2anosy 1 2lanypoHam Hampiro 8 AKOCMI OCHOBHUX THZpedicHmig.

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

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

Haszea npooyxmy (-ig): Teanos® /lyo
BU20MOBNEHA 1A 6UPOOHUYILI OUIbHUYIL Dapmina-Tea Qapmayeymiyi CILA.[ Farmila-Thea
Farmaceutici S.P.A.], eyn. E. Qepmi, 50, 20019 Cemmimo Minanece (M), Imanis,

BIONOBIOAE NOAOIICEHHAM, o ecmarosnedri y oirouomy Koodexci oxoponu 2POMAOCHKO20 30008 3.

The conformity of this Class IIb device (according to the classification rule n°5 of Annex IX of
Directive 93/42/EEC) has been assessed in accordance with the both Annex I3 of Directive
23/42/EEC  and  the  Technical —Regulations for Medical Devices  approved
by resolution of the Cabinet of Ministers of Ukraine Ne 753 of October 2, 2013. '

Bionosionicms yiei npodyxyii Knacy IIb (sidnosiono do npasuna xnacugixayii Ne S Jodamxy IX
Huperxmueu 93/42/EEC) 6yna oyinena sziomo 3 Jooamxom I3 Iupexmusu 93/42/EEC ma
Texnivnomy Peznamenmy 0ns 6upodie MeOUUHO20 APUSHAYCHHA, 140 3AMEEPONCENUIL NOCTHOE0I0
Kabinemy Minicmpie Yipainu No 753 6i0 2 ocoemmun 2013 poxy.

The apposition date of CE mark is: 2012
Lama nanecenns €C maprysanna: 2012

The apposition date of the national conformity mark is: 2016

Llama nanecenus Maprysanis HAyiOHanLHUM 3HAKOM 8i0nosionocmi: 2016
SHax  eionosionocmi  Texuiunum Peznamenmam  (32i0H0  onucy,3ameglf

LABORATOIRES THEA SAS. » S.AS AU CAPITALDE 1 004 672 « 390 813 988 R.C.S. CLERMONTFERRAND # TVA INTR/
12 RUE LOUIS - BLERIOT » Z.1. DU BREZET = 63017 CLERMONTFERRAND CEDEX 2 » FRANCE
TEL 04.73.98.14.56 « FAX 04.73.98.14.24
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GMDN code: 44237 - Lubricant, eye
Koo Mixcnapodnoi  nomenxnamypu seouunux eupobie [fGAMDN - Global Medical Device
Nomenclature] — ko0 GMDN: 44237 — 3mauyysaui, ouni

NBOG code : MD 0105 - Non active ophthalmologic devices

Koo Onepamusiioi epynu ynosnogaiceniix opeanie [NBOG - Notified Body Operations Group] — ko0
NBOG: 0105 - neakxmushi ohmanvmonoziumi 6upooi

Laboratoires THEA received a certificate of full Quality Assurance System, delivery by the notified
body LNE/GMED No. 0459: Certificate No: 9163 rev.10 expiry date: January 13th 2021.
JHatopamyap TEA [Laboratoires THEA] ompumana cgiooymeo npo nosiy Cucmemy 3adesneyenis
axocmi, HadaHe ynosrnosadicenum opzarnom Hayionanenoi nabopamopii memponozii ma eunpodyeaHs
[LNE/GMED] Ne 0459: Csiooymeo Ne 9163 ped. 10, mepmin 0ii: 13 ciunsa 2021 p.

The Quality Management System of Laboratoires THEA is certified NF EN ISO 13485:2012 by the
- LNE/GMED: Certificates Ne 9558 rev. 7, expiry date: February 28th 2019.
- Cucmema ynpaeninnus axocmi Jlabopamyap Tea [Laboratoires THEA] cepmugixosarna 8ionogiono
0o NF EN ISO 13485:2012 Hayionanvroto aabopamopicto mempoaozii ma eunpodysans

[LNE/GMED]: Cepmudpivam Ne 9558 peo. 7, mepmin 0ii: 28 momoz20 2019 p.

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 of July 11, 2016 has been 1ssued: by the Certification body (conformlt}
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, 2021.

Cepmucbikam  eidnosionocmi  eumozam  Texiidno2o Pewmzenmy oSl BUPODIB  MeQUUHO20

npusnagenns, (sameepdoicenuii nocmanoeoio Kabinemy Minicmpie Yrpainu No 753 6io 2 sicosmmHi
2013 poxy) 3a Ne UA.TR.098.0038-16 gio 11.07.16.  euoano: Opeanom 3 cepmu@irayii (0yinku
gionogionocmi) TOB « Vrpaincexkutl yeHmp meOuynol cepmuixayii ma npocHo3yeanisy,

Hoxep Opeany 3 cepmugpixayii (oyinku ionogionocmi): UA. TR.098.

Leit Cepmucpivam oiticnuii do: 10 nunns 2021 p.

The Qual‘it}“ Mmdwmem Svstcm of Farmilaffhea is Cbl‘tlﬁCd UNI 'EN ISO 9001 ’?01 ‘3 and I }NICEI

L)\plty ddte on 10 12 ’)0’)0 _ _

Cucmema ynpasninnst sixocmi ‘Papuina-Tea [Farmila-Theaf cepmuqﬁw@mm gionoeiono 0o UNI
ENISO 9001:2015 ma UNI CEI EN ISO 13485:2016 Imanilicoxoio ¢edepayicio  opedanis
cepmucpixayii [CISQ]: Cepmudhivamu Ne 17746, mepmin 0ii: 10.12.2020 p. ma Ne 17745, mepiin
Qi 10.12.2020 p.

This Declaration of conformity is valid until February 28th 2019 (included).
s Jexaapayii gionoeionocmi oiiiciia 0o 28 nomaozo 2019 p.(6xiiouno).

LABORATOIRES THEA S.AS. « S.AS. AU CAPITALDE 1004 672 » 390 813 988 R.C.S. CLERMONTFERRAND » TVA INTRAY
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Authorized Representative in Ukraine Representative office "Laboratoires THEA"
Ynosnosasicenuii npedcmasnux ¢ Yipaini 1 pedcmasnuymeso "Jlabopamyap Tea"
Location Authorized Representative Ukraine, 04070, Kiev,
Micyesnaxodoicenus Ynosrosascernozo npedcmasHixa Podolsky district, st. Voloska,

building 51 /27-"B", 3 floor, ofﬁce 1.

tel. (044) 467-57-70,

fax: (044) 467-57-71

Vpdaina, 04070, m.Kuis,

Hooonvcvrii p-—ﬂf, eyn. Bonocwia,

0yo. 51/ 27- "B", 3 nosepx, oghic 1.

mexn.: (044)46 '7-3 7-70, |

parc: (044) 467-57-7]

At Clermont Ferrand, 17January 2018
Buuneno 6 Knepmon-Deppan,

'\WWWMWWM- A P2t "“-'-';-._... )

wmmz‘me / m@rmc T FoomEE
-’Waplc KIPCTETTEP [Marc KIRSTE FTER] BT
Quality Group Director - Qualified Person

Laboratones "I HLA

J[cmopamyap 1 ea
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TOB ,,Yxpaiuceriii veurp
MEIITUHOL CEPTH d} kAl a IIPOrHO3YBAHHSI <

UA.TR.098

BIITOBITHOCTI _

:I.: b L g LI FELE Lol L e Y L R T g TNy L L L L L L T o S S A N Faieyhs Ehbrrh s

- Hiftennit go 10 summs 2021 p.

.....
LR TR LTN LY PN T TR e b A S L L L LR L T T T T T I I T a L LT e R T Y PPy Y .-

eit cepTudiraT 3a cnig:[t{yit, o npoayxuist (1o CHYTH):
O¢ransmonoriynnii posuny «Teanos Hyo», ereprimunit, wiace b,

Binnosinac pumoram:  Texmiumoro peraaMenty  moao MCAHYMHHX BHPOOIB, 3ATBCPIKCHOrO
nocranosoro Kabinery Minmicrpis Yxpatuu sig 02.10.2013 Ne 753 «LIpo zarBepmmenns Texniunoro
periasenty mogo Meauunux pupobisy (Joparox 3).

Bupobmik (pospobunk): Jlaboparyap Tea: 12, B yi: Jlyi Birepio, 63017 Knepmon-@eppan Cegexc 2
Opannis (Laboratoires Thea; 12, rue Louis Blériot; 63017 Clermont-Ferrand Cedex 2 France).
Micue (s1) Bupobnmursa: ®apmina-Tea MapmaneyTii CHA, sya. E. @epati, 50, 20019 Cerrivo
Minanece (Ml), Iranis (Farmila-Thea Farnmc-eii_tfcij S.P.A.; Via. E. Fermi, 50, 20019 Settimo
Milanese (M]), Italy). S

YHosHOBMKEHHH npefeTaBHUK B Yipaiui: pexcrapuuurso "JaGoparyap Tea", agpeca: 04070, m.
Kuig, [Toginbepkuil p-y, Byn. Boaocsxa, 6yna. S1/27-"B", 3 mopepx, oic 1.

PCIIaMEnTy  mMOA0  MeXMYHHX BHPOOIB  3MIHCHIOETHCSE MIIAXOM HPOBEACHHS Nepioguynore
HATISMAHH 3TUIHO NPOrpaMi,

Ceprudixar sugano: Opranom 3 ceprudikanii (ouwinkn sianosinunoceri) TOB «Ykpatucoieuil venTp
MEIMHOL cepTHdIKALIl TA TPOrHo3yBaHHMY, By Canepno-Cnobincoia, 6. 10, o, 1, M. Kuis, 03028,
arecrati opo axpennragiio 3 HAAY: Ne 80070 ta Ne 10213, HoMep npaspauyenoro OODB:
UA.TR,098 na nipcrapi pimen s o0 Maganis ceprodiranii sig 11.07.2016 p. Ne 0038-218:2016.

Bripotuui 3060n’s3auuit - indopsmysarii opran 3 oulinkw sianosigHoeti npo Gyab-skuit cpili HaMip ICTOTHHX 3MiH no
3ATDEPJOKCHOTO MIPOCKTY MENUUYHOro BHPoQy, AKI MOXYTb BIUIHHYTH Ha BianosiguicTs ocxopHim. Bumoram ozarky Ne 1 Ta
Honmatky 3 po TexuiuHOro perjamenty. IOAO MeAHYHHMX BHPOGiB, Y BMMasky nopylieHHs YMOB, 32 sKux OYyJIO BHIAHO
cepTu(ikar, oprat 3 OUiHKY BIANOBIAHOCTI MAE APABO NPUIYNHHKTH AiI0 cepTHdikaTa 260 AUY0BATH cepTdixar.
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i 3apeecrposannit y Peecrpi -
| 11.07.2016 p. No UA.TR.098.0038-16
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