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Declaration Of Conformity

We, WaisMed Ltd., hereby declare on our own responsibility that the distributed CE marked
products, specified in the annex product list, meets the provisions of the Council Directive
93/42/EEC of June 1993, as amended by Directive 2007/47/EC, which apply to the products.
Conformity assessment was performed according to Annex V & Annex VII.

The product(s) are covered by the "EC Certificate", reference number 239451-2017-CE-NOR-PS
delivered by DNV GL Presafe AS (Veritasveien 3,1363 Hgvik, Norway) Notified Body

Identification Number: 2460.

Manufacturer WaisMed Ltd.
10 Amal St. Afek Industrial Park,
Rosh Ha'Ayin. Zip 4809234, Israel.

EU Authorized Representative MedNet GmbH

BorkstraRe 10, 48163 Miinster, Germany

Place & Date: Hﬂ'

'n .
Expiration Date: June 1, 2020 / /

6, %20

Signature: /ﬁ Z CAISMED'LTD.

Roee Madai,
CEO, WaisMed
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Annex - Product List

Products Class: lla
MDD Annex IX Rule: 7
Device Category: Bone injectors product line

GMDN Code: 18009

List of Products

B.I.G. Bone Injection Gun Adult

B.l.G. Bone Injection Gun Pediatric

NIO Intraosseous device Adult

NIO Intraosseous Device Pediatric
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