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We
MAILLEFER INSTRUMENTS HOLDING Sarl and its subsidiaries

Chemin du Verger 3, CH-1338 Ballaigues | Switzerland

daclare on our own responsibility that the following products listed in enclosure F 711.208.E: Reference
List AD4 {1 page).

are conform to the French law 94-43 dated 187 January 1994 and with the statutory order 95-252 dated
16" March 1985 (transposition stalutory order in national law of the directive S83/42/EEC) which apphies
o thesa products and are conform 1o the edict on medical deévices {(ODim) dated 17" Oclober 2001
{transposition edict in national law of the directive 93/142/EEC) which applies to these producis.

Thig declaration is based or (he ToBowing data:

= Techncal documentation demonstrating the product conformily tor the requirgenenils of e direclive and The
adict.

¥ Tha CE cerlificate n* 0082/B5M of approval of the production quality assurance sy$lam according to annax V' af
the directive SAMAEEC,

¥ Agplied norms: Listed In enclosure F 711.208.E: Reference List AQ4
¥ Notitied body: G-MED-LME, F-T5T24 Paris Cadax 15
# Conformily assessment procedure;  Annex VIl of the directive D3M2EEC

Balegues, Aot 24, 2006
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MAILLEFER INSTRUMENTS

CH-1338 BALLAIGUES m
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Tel: +41 27 843 9292
Fosz +41 21 B43 5293
ELpestas: infoi@maillefer.ch
Internetas: www maillefer.ch

Mes,

CE atitikties deklaracija — direktyva 93/42/EEC
I klasés produkiai

MAILLEFER INSTRUMENTS HOLDING Sarl, kartu su filialais
Chemin du Verger 3, CH-1338 Ballaigues/Sveicarija

Prisitmdami atsakomybe, pareiSkiame, kad produktai, toliau i¥vardinti priede
F 711.208.E: Nuorody sarasas AD4 (1 puslapis)

Atitinka 1994 m. sausio 18 d. Prancfizijos jstatymo 94-43 nuostatas ir 1993 m. kovo 16 d. jsakyvma
95-292 (dél direktyvos 93/42/EEB perkélimo | valstybés jstatvmy bazg), kurie taikomi Siems
produktams, o taip pat atitinka 2001 m. spalio 17 d. potvarkio del medicinos prietaisy {ODim)
reikalavimus (dél direktyvos 93/42/EER perkélimo j valstybeés jstatymy baze), kuris taikomas Siems
produktams.

%i deklaracija parengta remiantis tokiais duomenimis:

Techniné dokumentacija, jrodanti, kad produktas atitinka minétos direktyvos ir potvarkio
reikalavimus,

CE sertifikatas Nr. 0062/B5/1 dé] visos uZtikrinimo sistemos patvirtinimo pagal direktyvos
93/42/EEC V prieda.

Taikomos normos: idvardintos priede F 711208 E: Nuorody saraias A04

Kompetentinga jstaiga: G-MED-LNE, F-75724 Paris Cedex 15

Atitikties jvertinimo procediira: pagal direktyvos 93/42/EEC VII prieda

Ballaigues, 2006 m. rugpjiio 24 d.

Kontralés retkaly vadovas Vadovybés arstovas
fparaias’ Sk
Luc Eticnne Francois Achy
MAILLEFER MAILLEFER
INSTRUMEMTS INSTRUMENTS

Camybos padalinys Sarl Konsuliacinls padolinys Sarl



Al4: Mechaniniai nikelio — titano danty kanaly instrumentai

F711.208.E

Letdimas: 02 M: noujas Eymuo M pakeitimas / R pofalinta
Data: 2006.08.24 GMIDN -: Pasauling medicinos prietaisy nomenklatiira
I REF: Maillefer nuorodinis L0
Paragas: paratas/ y &2 sterilu/Md: Eﬁn#.__.,_aqﬁh
EE: Exigences Essentielles {direkiyvos 934LEER | priedas), Maillefer numeris
Kodas REF Paskirtis Maudajimas Taisvkla Klase  5M GMDB &  EFE#  Standantai @
ADIINH Dildé Mitiflex | Rankiniam G-2is 1 - 31578 A4 EM 1639, 150 3630-1 {dalis) SN EN
danty kanaly skirsmis IS0 9687, BN 980, EN 1041
paruosimui oDy
Al175% Tikrintojas Rankiniam 6-2as 1 31578 A4 EN 1639, 150 3630-1 (dalis) SN EN |
dunty kanaly skirsnis IS0 2587, EM 980, EM 1041
_uE.n_._uhm:_...m.
M ADITE= GT rankings Rankiniam 6-2as 1 31378 ADd EN 1639, 150 3630-1 {daliz) SN EN
dildés danty kanaly skirsnis IS0 9687, EN 980, EN 1041
L parucsimui o
M AD416* ProTaper Rankiniam 6-Zas I 31578 AD4  EN 1639, 150 3630-1 (dalis) SN EN
Universal danty kanaly skirsnis I50 0687, EN 980, EN 1041
rankinio paruoiimui
nadajimo
formayimo
dildés
M AT ProTaper Rankiniam fi-2ag I 31578 AD4  EN 1639, [SO 3630-1 (dalis) SN EN |
rankiniam danty kanaly skirsnls [S0 0687, EN 980, EN [04]
naudajimui paruosimui
FUF2F3FAF
5
M AD415* ProTaper Rankiniam fi-2as I 31578 AD4  EN 1639, IS0 3630-1 (dalis) SN EN
Liniversal danty kamaly skirsnis I50 9687, EN 980, EN 1041
Assoriment paruaimui ——
AlZND* ACTA Rankiniam fi-2as I 1578 Ald BN 1639, IS0 3630-1 (dalis) SN EN
parinkimas danny kanaly skirsnis IS0 9687, EN 980, EN 1041
parucdimui
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