A

DHEF INC.

Declaration of Conformity

Description of Device:

Products: BLENDEX

Model: 109ND

GMDN Code: 38790

Manufacturer's Name: DHEF INC.

Business Address: 15F, No. 104 & 106, Hsin Tai Wu Rd., Sec. 1, Hsi Chih Dist.,

New Taipei City, Taiwan, R.O.C.

Assessment of Product Based Upon:
Certification of Quality System: ISO 13485: 2016

Products Classification:

Determine product classification based upon the requirement in MDD and European
Guidelines to the Classification of Medical Device.

B Class I

[ ] Class Ila

[ ] Class IIb

[ ]Class III

Approvals:

Based on a review of the above documents, we here within declare that the above product
complies with the requirement of the EC Directive 93/42/EEC as amended by
2007/47/EC.
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