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Kerr

Manufacturer Name and Kerr Corporation
Address: 1717 W. Collins Ave.,
Orange, CA 92867, USA

Annex V EC Declaration of Conformity

Authorized Representative Name Kerr Italia S.r.l.
and Address: Via Passanti, 174
Scafati (SA) 84018, Italy

Technical File Name/Number: Temp-Bond, R0O29

Product Tradename(s): Temp-Bond

Device Identification: See Attachment 1

Classification and Rule(s): Ila per Annex IX, Rule 7

Notified Body: BSI Group The Netherlands B.V.
Notified Body Number: 2797

Conformity Assessment Annex V — Production Quality Assurance
Procedure & Certificate Issued: CE Certificate Number 00847

Declaration Statement:
We hereby declare that the above-mentioned device(s) comply with Council Directive 93/42/EEC.

Regulatory Affairs Signature:

28 December 2021 WLy

e
Issue date Name: Mark Dzendzel
Title: Director, Quality Assurance Systems
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Temp-Bond- Attachment 1
to Annex V EC Declaration of Conformity

REF Description

00370 Temp-Bond Standard Package

29675 Temp-Bond, Export Standard Package

31377 Temp-Bond Unidose

33215 Temp-Bond Original

33684 Temp-Bond Original Automix Syringe

60058 Temp-Bond with Modifier

60254 Temp-Bond Base Only Refill Pack

60255 Temp-Bond Accelerator Only Refill Pack

61081 Temp-Bond Modifier Only Refill Pack

61086 Temp-Bond Standard Export

61087 Temp-Bond Standard Pack

35955 Temp-Bond ME
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