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* Council Directive of 14 June 1993 oo the approximation of the laws of
the Member Stares concerning medical deviees.”

Tha technical decmments os submittal Snd il complionie with the studnnds Boed below proves the confomaty
it the exsentinl requinements of the abovesentioosd EC Directve
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EC 60601131953 4 50 114981997
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The compliance with resuirernimts of Amnexes [ hos been proven b e il bormving eervifienie.

Curtiffesie Declaration of conftrmaly with Aopes T Sectan 3 2 of Diceclive BHNEED comcerning meics]
duwicas, VOE File Mo. 2] 500005 0000 0368

EU authorized representative : Medical Technology Promedt Consulting
Altenhofstrasse 80,
G6386 St Ingbery, Germany

Kyoto, Japan JiH-Di-17
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Vertimas i angly kalbos

J. MORITA MFG. CORP

EC ATITIKTIES DEKLARACLIA

Mes,

J. Morita Manufacturing Corporation
680 Higashihama Minami-cho, Fushimi-kun, Kyoto, 612-8533 Japonija

paskelbiame, prisiimdami visg atsakomybe kad produktas;

_ Produkto riisis: | Danty akny kanaly matavimeo i]j_é_;r_'{.i;vjmﬂ_ irenginys

| Maodelis: | DP-ZX

| Tipas: | EX —|

| Medicininiy produkty klasé: (s |

atitinka Europos direktyva:

93/42ELC |
1983 m. birzelio 14 d. Tarybos direktyva dél valstybiy nariy jstatymy, susijusiy su medicinos
prietaisais, suderinimo su pakeitimais”

Techniniai dokumentai pilnai atitinka standartus nurodylus Zemiau ir tai jrodo suderinamuma su
pagrindiniais auki¢iau paminétos EC Direklyvos biitinais reikalavimais,

IEC 60601-1:1998 + A1:199] + A2:1995 IS0 14971 :2000
IEC 60601-1-2:1993 IS0 11498:1997
[EC 60601-1-4:1996+ A1:1999 [S0 7785-2:1995
IS0 10993 serija EN 1639:1994

EN 1640:199
Priedy 11 reikalavimy atitikimas yra patvirtintas ir jrodytas Siuo sertifikatu.

Sertifikatas: Atitikties deklaracija su Priedais 11 Skyrius 3.2 priklausantis Direktyvai 93/42/EEC

ES jgaliotasis atstovas: Medical Technology Promedt Consulting
Altenhofstrasse 80,
66386 St Ingbert, Germany

Kyoto, Japan 2004-06-17 Aperaday

(Vieta, data) Hideaki Okuda
Vyvkdomasis direktorius
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