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EC DECLARATION of CONFORMITY

Manufacturer's name: Fidia Farmaceutici S.p.A.
Manufacturer's address: Via Ponte della Fabbrica, 3/A
35031 Abano Terme (PD) - Italy
Name of device: HYALUBRIX
Description: Viscoelastic solution for intra-articular use
Intended use: HYALUBRIX is a temporary synavial fluid replacement

for patients affected by degenerative or mechanical
arthropathy, that causes an aiteration of the functional
performances of the synovial liquid, without active
synovitis.

Sterile product suitable also to the operating room.

Presentation: Solution
1 pre-filled syringe containing 30 mg/2 ml in sealed
preformed blister
card board box containing 1 blister
card board box containing 3 blisters

Classification Class lli —Rule 8

(according to Dir. 93/42/EEC 4
subsequent amendments and

integrations):

Technical file reference: CE file named TF EQ47

|, the undersigned, hereby declare, under my sole responsibility, that the medical device
specified above conforms with the relevant provisions of Directive 93/42/EEC subsequent
amendments and integrations which apply to it.

This declaration is supported by:

—~ Type examination (Annex lil) EC certificate no. 10285 rev. 11, valid until 20/12/2021,
issued by LNE/G-MED 0458.;

~ Approval of production quality assurance system (Annex V) EC certificate no. 8825
rev. 11, valid until 20/11/2019, issued by LNE/G-MED 0459

Place: Abano Terme (PD)

Date: 26" April 2018 ‘E ~
%&/\Lﬂ ”

7" Enrico Pozzi
Qualified Person
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(Ovéreny preklad z anglictiny)

fidia farmaceutici

ES PROHLASENI O SHODE

Jméno vyrobce: Fidia Farmaceutici S.p.A.
Adresa vyrobce: Via Ponte della Fabbrica, 3/A
35031 Abano Terme (PD) — ltalie
Nazev zafizeni: HYALUBRIX
Popis: Viskoelasticky roztok pro intra-artikularni pouZiti
Zamyslené pouziti: HYALUBRIX je do¢asna nahrada synovialni tekutiny pro

pacienty postizenymi degenerativni nebo mechanickou
artropatii kyéle a kolena, ktera zplusobuje zménu funkéniho
vykonu synovialni tekutiny, bez aktivni synovitidy.

Sterilni produkt je také vhodny na operaéni sal.

Forma: Roztok
1 predvyplnéna stiikacka obsahujici 30 mg/2 ml v uzavieném
tvarovaném blistru
Lepenkova krabice obsahujici 1 blistr
Lepenkova krabice obsahujici 3 blistry

Zarazeni: Trida Il — Prepis 8
(dle Smérnice 93/42/EHS ve znéni pozdéjsich prepish)

Technicka slozka: CE slozka s nazvem TF EQ47

Ja, nize podepsany, timto prohlasuji na moji vlastni odpovédnost, Ze vy$e uvedeny
zdravotnicky prostfedek se shoduje s pfislu§nymi ustanovenimi Smérnice 93/42/EHS ve
znéni pozdéjSich predpist.

Toto prohlaseni je podloZzeno nasledujicim:
- Osvédceni ES o typové zkousce (Priloha 1) & 10285 rev. 11, platné do 20.12.2021,
vydané LNE/G-MED 0459;
- Osvéd&eni ES o schvaleni Uplného systému zaji§téni kvality vyroby (Pfloha V) &.
8825 rev. 11, platné do 20.11.2019, vydané LNE/G-MED 0459.

Misto: Abano Terme (PD)
Datum: 26. dubna 2018
Necditelny podpis
Enrico Pozzi
Kvalifikovana osoba



TLUMOGCNICKA DOLOZKA

Jako tlumocnice jazyka anglickeho,
jmenovana rozhodnutim Krajského
soudu v Hradci Kralové, Ceska
republika, ze dne 11. Gnora 1994, & j.
Spr. 2967/93, stvrzuji, Ze tento
pfeklad doslova souhlasi s textem
pripojeneho dokumentu.

V piekladu nebyly provedeny zadné
upravy.

Tlumoénicky Ukon je zapsan v deniku

pod poradovym Cislem:

TRANSLATOR'S CLAUSE

As an interpreter and translator of the
English language, appointed by
Decision of the Regional Court in
Hradec Kralove, Czech Republic,
dated 11" February 1994, file number
Spr. 2967/93, | do hereby certify that
this translation corresponds verbatim
to the text of the enclosed document.
No amendments were made in the
translation.

The act is registered in the Diary under

serial number:

J34 |1

(Poradové ¢islo’/ serial number)

£y 2019

(Datum / date)

Mgr. V&ra Dvorakova
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