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DECLARATION OF CONFORMITY TO THE MEDICAL DEVICE DIRECTIVE

MDD 93/42EEC as amended by 2007/47EC

Manufacturer Name and Address:

Degania Silicone Ltd
Degania bet, 1513000
Israel

Notified body:

TUV sUD Product Service GmbH
RidlerstraRRe 65
80339 MUNCHEN
Germany
European representative:

Biometrix SRO
Vicenzy 16S
Samorin, 93101
Slovakia

Product family: Surgical accessories

Products sub-groups: Identi loops and Silclamps
Class: II1A

Certificate No: G1 17 12 41538 002

GMDN code: 12397, 10875

Herewith to declare that:

Hereby to declare that the above mentioned product comply with Annex Il of the Medical
Device Directive, MDD 93/42/EEC as amended by 2007/47/EC. All supporting

documentation is held by the manufacturer.

Degania silicone Ltd is exclusively responsible for the Declaration of Conformity

7 April 28, 2018

Zoya Lee, RA Manager Date
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