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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:

- LINGETTES PRODENE D51

is compliant with Decrees n® 95-292 of 16" March 1995 and n® 2009-482 of 28" April 2009,
transposing into national law Couneil Directives 93/42/EEC of 14" Jupe 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 I.

The compliance of this Class Ila device, according to Rule 15 of Appendix 1X of Directive
93/42/EEC is based on:

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

- The EC certificate of compliance 9597 rev. 6, as per Appendix V.3 of Directive 93/42/EEC,
issued by the LNE/G-MED (notified body and regisirar) on 13" May 2015 and valid until 22"
May 2018,

Croissy-Beaubourg, 2™ June 2015

Erie Vignot
Chairman and Managing Director
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ATITIKTIES DEKLARACIJA

Mes, LABORATOIRES PRODENE KLINT, 8 rue Léon Jourhaux — ZA PARIEST —
CROISSY BEAUBOURG - 77435 MARNE LA VALLEE CEDEX 2, prisiimdami visg
atsakomybe parei$kiame, kad medicinos prietaisas

¢ IMPREGNUOTOS SERVETELES PRODENE D51

atitinka 1995 m. kovo 16 d. dekreto Nr. 95-292 ir 2009 m. balandio 28d. dekreto Nr. 2009-
842, jtvirtinan¢iy valstybés teis¢je 1993 m. birZelio 14 d. Tarybos direktyva Nr. 93/42/EEC ir 2007
m. rugs€jo 5 d. Direktyvg Nr. 2007/47/EC dél medicinos prietaisy, kuriomis nustatomos medicinos
prietaisy pateikimo j rinkg sglygos ir kurios atitinka pagrindinius I priedo reikalavimus, nuostatas.

Atitikties Ila klasés reikalavimams pagal Direktyvos 93/42/EEC IX priedo 15 taisykle,
deklaravimo pagrindas:

- techniné dokumentacija, parengta laikantis Direktyvos 93/42/EEC VII priedo reikalavimy.

- ES atitikties sertifikatas Nr. 9597, perZitirétas remiantis Direktyvos 93/42/EEC V.3 priedu,
iSduotas 2015 m. geguzés 13 d. I8davé LNE / G-MED. Galioja iki 2018 m. gegués 22 d.

/Parasas/

Croissy-Beaubourd, 2015 m. BirZelio 2 d. Eric Vignot
Prezidentas-generalinis direktorius
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