
EC CenWicate Productton Qual社 y AsSurance System:Cenricate

JP05/040221

The managementsystem of

YAMAHACHI DENTAL MFG.ヮ CO.
Head Office   54由 10)Chigara,Nishiura‐cho,Gamago百‐city,

Aichi‐ pref.Japan

has been assessed and cenified as rneeting the requirements of

Directive 93/42/EEC
on l■edical devices,Annex V

Forthe following pЮ ducts

The scOpe of registration appears on page 2 ofthis cenificate

丁his ce威lflcate is valid from 10 Januan′ 2013 unti1 10 Januan′ 2018 and

remains valid subiect tO Salsfactory suⅣ eillance audtts.

Re cenification audit due before 27 September 2015

1ssue 4.Cenified since 12 August 2005

cenrica10n is based on repons numbered JP/YOK/2687

丁his is a rnulti‐ site cenification.

Additional site detalls are liOted on subsequent pages.

Auhottsed by

SCS Unled KingdOm Ltd,Notried BOdy 0120
202B Wode Parkway,Weston‐ super‐Mare,BS226WA UK
t+44(0)1934522917f+44(0)1934522137剛 .sgs.oom

SGS CE 13 0311
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cenificateJP05/040221,continued

YAMAHACHI DENTAL MFG:ヮ COニ

Directive 93/42「EEC
on lnedica:devices,Annex V

lssue 4

Deね‖ed scope

Dental goid口 siiver口pa‖adium a‖oys

Denta:casting silVer a‖ oys
.               Acry:ic resin teeth

composite resin teeth

Acry:b redn teeth(FX)

Dentu"baSe polymers

Dental acrylic resins for crown and brid99

Dental root cana:obturating points

Denta:absorbent points

For placing on the marketof Class ilb or Class Ill devices covered bythis ce威 ilcate,an EC ttype

Examination Ce威 ilcate according to Annex Ⅲ is required,

Katahara Factow

Kita Factory

ず            Additional facilities

56口 10 Mitakeヮ Kataharancho,Gamagori‐ city,

Aichi‐pref.Japan

6 Miyashinden,Nishiura‐ cho,Gamaoo百‐Cly,
Aichi口prefo Japan

Yamahachi Dentai Materia:s(ChangShu)CO口 ,Ltd.

Zhitang Town,Changshu,Jiangsu PrOvince,215531,P.R.China
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