European
Commission

Verification of Conformity

Applicant: SUZHOU SYNDENT TOOLS CO., LTD.

Address: NO.129, JUXIAN ROAD 1-1003, XIANGCHENG DIST, SUZHOU,
JIANGSU, CHINA

Product(s): SEE ANNEX

Type(s): SEE ANNEX

Product Classification: Class I

The submitted technical files including test report of the above products have been
reviewed against the self declaration requirements of conformity for CE marking
according to Medical Device Directive (93/42/EEC).

Standard(s) used for showing compliance with the essential requirements in the specified directive(s):
Standard(s): EN ISO 14971:2012; EN ISO 15223-1:2016;
EN 1041:2008+A1:2013; EN ISO 10993-12009/AC:2010;
ENISO 10993-5:2009;  EN ISO 10993-10:2013

The review result of the technical files and test report support the self declaration for the
devices listed above. Where the manufacturer affix’s the CE marking to the product listed they

must ensure that all the requirements of the appropriate EU directive(s) have and continue to be
met.
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SUNGO Certification Company Limited
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SUNGO CHINA OFFICE Tel 021-68828052 Email:info@sungoglobal.com Website: www.sungogroup.com
Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China
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Annex to Cert. No.: EU122518

Name Type

HP diamond stone, RA diamond stone, FG diamond stone

Dental Burs(Diamond Stone) Types are requested against customer demand.

HP carbide burs,RA carbide burs,FG carbide burs

Dental Burs(Carbide Burs) Types are requested against customer demand.

Dental Burs(Diamond Burs) HP Diamond burs,FG diamond burs
Types are requested against customer demand.

END OF THE ANNEX
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