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EC DECLARATION OF COMPLIANCE

We, LABORATOIRES PRODENE KLINT, 8 rue Léon Jouhaux — ZA PARIEST -
CROISSY BEAUBOURG ~ 77435 MARNE LA VALLEE CEDEX 2, declare under our sole
responsibility that the medical device:

- NOSOCOMIA ZYME

is compliant with Decrees n® 95-292 of 16" March 1995 and n° 2009-482 of 28" April 2009,
transposing into national law Council Directives 93/42/EEC of 14" June 1993 and
2007/47/EC of 5" September 2007, relating to medical devices and fixing the conditions of
placing medical devices on the market and, in particular, satisfying the essential requirements
of Appendix 1.

The compliance of this Class ITb device, according to Rule 15 of Appendix 1X is based on;

- The technical file prepared in accordance with Appendix I1.3 of Directive 93/42/EEC.

- The EC certificate of compliance No.18996 rev. 3, as per Appendix 11,3 of Directive
93/42/T1:C, issued by the LNE/G-MED (notified body and registrar) on 18" May 2015 and
valid unti] 22" May 2018,

Croissy-Beaubourg, 23" June 2015

Eric Vignot
Chairman and Managing Director
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LABORATOIRES

Prodene Klint

8 rue Leon Jouhaux — ZA PARIEST
CROISSY BEAUBOURG

77435 MARNE LA VALLEE CEDEX 2
Tel. 01 60 95 49 00, Faks. 01 60 95 49 49
El. padtas: info/@prodene-klint.com
http:// www.prodene-klint.com

EB ATITIKTIES DEKLARACIJA

Mes, LABORATOIRES PRODENE KLINT, 8 rue Leon Jouhaux — ZA PARIEST —
CROISSY BEAUBOURG - 77435 MARNE LA VALLEE CEDEX 2, prisiimdami visg
atsakomybe, patvirtiname, kad medicinos prietaisas:

- NOSOCOMIA ZYME

atitinka 1995 m. kovo 16 d. ileistg [statyma Nr. 95-292 ir 2009 m. balandZio 28 d.
i8leisty [statyma Nr. 2009-482, perkeliamus j 1993 m. birZelio 14 d. nacionalinés teisés
Tarybos direktyvg 93/42/EEB ir 2007 m. rugsejo 5 d. Direktyva 2007/47/EB, susijusias su
medicinos prietaisais ir jy patekimu j rinkg, ypaé atitinkanciy pagrindinius I priedo
reikalavimus.

Pagal IX priedo 15 taisykle $io IIb kategorijos prietaiso atitiktis yra paremta:

— technine byla, parengta pagal Direktyvos 93/42/EEB 11.3 prieda;
— EB atitikties sertifikatu Nr. 18996, perz. 0, pagal Direktyvos 93/42/EEB 11.3
priedg, 2015 m. geguZzés 18 d. isduotu LNE/G-MED (notifikuotoji jstaiga ir

registratorius) ir galiojan¢iu iki 2018 m. geguzeés 22 d.

Croissy-Beaubourg, 2015 m. birzelio 23 d.
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Eric Vignot
Valdybos pirmininkas ir vykdomasis direktorius
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