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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 Limited
Kibbutz
1513000 Degania bet
ISRAEL

Notified body:

TUV sSUD Product Service GmbH
RidlerstraRe 65
80339 MUNCHEN
Germany
European representative:

Biometrix SRO
Vicenzy 16S
Samorin, 93101
Slovakia

Product family: Surgical accessories
Products sub-groups: Identi loops
Class: lla, Rule 7

Certificate No: G1 041538 0005 Rev. 00
GMDN code: 61916

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

A
A

Elian Ben Graff , RA Manager Date

March 11, 2020
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Annex 1:
Part Number Cus. Part Part description
231021280MY VLMINY Id-Loops Mini Yellow 18" Sterile
231031280MY VLMINB Id-Loops Mini Blue 18" Sterile
231041280MY VLMINW Id-Loops Mini White 18" Sterile
231051280MY VLMINR Id-Loops Mini Red 18" Sterile
231121280MY VLMAXY Id-Loops Maxi Yellow 18" Sterile
231131280MY VLMAXB Id-Loops Maxi Blue 18" Sterile
231141280MY VLMAXW Id-Loops Maxi White 18" Sterile
231151280MY VLMAXR Id-Loops Maxi Red 18" Sterile
231231280MY VLSMAXB Id-Loops Super Maxi Blue 18" Sterile
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