
DECLARATION OF CONFORMITY
Regarding Medical Device Directive(93/42/EEC)

Including Directive 2007/47/EC

Manufacturer: JIIANGSU FEIXIA MEDICAL PRODUCTS CO., LTD

Address: NO.89 BINHE ROAD, JIANGDUO TOWN JIANGYAN DISTRICT 22503 TAIZHOU,

JIANGSU PROVINCE, CHINA

EU Representative: SUNGO Europe B.V.

VAT: NL857821659B01

Product Name: Surgical Mask

Brand Name: TANI for INTERTAN S.A.

Specification: L, 17.5cm*9.5cm / 17.5cm*9cm

Classification: Class l (MDD, Annex V )

Conformity Assessment

Procedure: Annex V of Medical Device

(93/42/EEC)

We herewith declare that the above-mentioned products meet the requirements of Medical

Device Directive ( 93/42/EEC) including Directive 2007/47/EC and the following harmonized

standards.

EN ISO 13485: 2016 ISO 13485:2016

EN14683:2019+AC:2019

Signature:

Date:


