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Manufacturer Name and
Address:

Authorized Representative
Name and Address:

Technical File Name/Number:
Product Tradename(s):
Device Identification:
Classification and Rule(s):
Notified Body:

Notified Body Number:

Conformity Assessment
Procedure & Certificate Issued:

Declaration Statement:

Annex V EC Declaration of Conformity

Kerr Corporation
1717 W. Collins Ave.,
Orange, CA 92867, USA

Kerr Italia S.r.l.

Via Passanti, 174

Scafati (SA) 84018, Italy

Herculite XRV Ultra/SimpliShade/OptiShade Technical File, R092
Herculite XRV Ultra

See Attachment 1

Ila per Annex IX, Rule 8

BSI Group The Netherlands B.V.

2797

Annex V — Production Quality Assurance
CE Certificate Number 00847

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

Regulatory Affairs Signature:

05 October 2021

pr”

Issue date

DC MP 30-47
Rev.15

Name: Mark Dzendzel
Title: Director, Quality Assurance Systems
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Herculite XRV Ultra — Attachment 1
to Annex V EC Declaration of Conformity

REF Description
33856 Herculite XRV Ultra Standard Kit Syringe
33856 TK Herculite XRV Ultra Standard Kit Syringe TRK
33857 Herculite XRV Ultra Standard Kit Unidose
33858 Herculite XRV Ultra Intro Kit Syringe
33859 Herculite XRV Ultra Intro Kit Unidose
33860 Herculite XRV Ultra Mini Kit Syringe with OptiBond Solo Plus
34071 Herculite XRV Ultra Mini Kit Unidose with OptiBond Solo Plus
Enamel Syringe Refill Packs.
34001 Herculite XRV Ultra Enamel Syringe XL
34002 Herculite XRV Ultra Enamel Syringe Al
34003 Herculite XRV Ultra Enamel Syringe A2
34004 Herculite XRV Ultra Enamel Syringe A3
34005 Herculite XRV Ultra Enamel Syringe A3.5
34006 Herculite XRV Ultra Enamel Syringe A4
34007 Herculite XRV Ultra Enamel Syringe B1
34008 Herculite XRV Ultra Enamel Syringe B2
34009 Herculite XRV Ultra Enamel Syringe B3
34010 Herculite XRV Ultra Enamel Syringe B4
34011 Herculite XRV Ultra Enamel Syringe C1
34012 Herculite XRV Ultra Enamel Syringe C2
34013 Herculite XRV Ultra Enamel Syringe C3
34014 Herculite XRV Ultra Enamel Syringe C4
34015 Herculite XRV Ultra Enamel Syringe D2
34016 Herculite XRV Ultra Enamel Syringe D3
34017 Herculite XRV Ultra Enamel Syringe D4
34027 Herculite XRV Ultra Syringe Incisal Light
Enamel Unidose Refill Packs.
34028 Herculite XRV Ultra Enamel Unidose XL
34029 Herculite XRV Ultra Enamel Unidose Al
34030 Herculite XRV Ultra Enamel Unidose A2
34031 Herculite XRV Ultra Enamel Unidose A3
34032 Herculite XRV Ultra Enamel Unidose A3.5
34033 Herculite XRV Ultra Enamel Unidose A4
34034 Herculite XRV Ultra Enamel Unidose B1
34035 Herculite XRV Ultra Enamel Unidose B2
34036 Herculite XRV Ultra Enamel Unidose B3
34037 Herculite XRV Ultra Enamel Unidose B4
34038 Herculite XRV Ultra Enamel Unidose C1
34039 Herculite XRV Ultra Enamel Unidose C2
34040 Herculite XRV Ultra Enamel Unidose C3
34041 Herculite XRV Ultra Enamel Unidose C4
34042 Herculite XRV Ultra Enamel Unidose D2
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Description
34043 Herculite XRV Ultra Enamel Unidose D3
34044 Herculite XRV Ultra Enamel Unidose D4
34054 Herculite XRV Ultra Unidose Incisal Light

Dentine Syringe Refil

| Packs

34018

Herculite XRV Ultra Dentine Syringe Al

34019 Herculite XRV Ultra Dentine Syringe A2
34020 Herculite XRV Ultra Dentine Syringe A3
34021 Herculite XRV Ultra Dentine Syringe A3.5
34022 Herculite XRV Ultra Dentine Syringe B1
34023 Herculite XRV Ultra Dentine Syringe B2
34024 Herculite XRV Ultra Dentine Syringe C2
34025 Herculite XRV Ultra Dentine Syringe D2
34026 Herculite XRV Ultra Dentine Syringe D3

Dentine Unidose Refill Packs

34045 Herculite XRV Ultra Dentine Unidose Al
34046 Herculite XRV Ultra Dentine Unidose A2
34047 Herculite XRV Ultra Dentine Unidose A3
34048 Herculite XRV Ultra Dentine Unidose A3.5
34049 Herculite XRV Ultra Dentine Unidose B1
34050 Herculite XRV Ultra Dentine Unidose B2
34051 Herculite XRV Ultra Dentine Unidose C2
34052 Herculite XRV Ultra Dentine Unidose D2
34053 Herculite XRV Ultra Dentine Unidose D3
Incisal Refill Packs

35370 Herculite XRV Ultra Unidose Incisal Medium
35371 Herculite XRV Ultra Syringe Incisal Medium

Enamel ME Syringe Refill Packs

35962 Herculite XRV Ultra Enamel Syringe A1 ME
35965 Herculite XRV Ultra Enamel Syringe A2 ME
35974 Herculite XRV Ultra Enamel Syringe A3 ME
35977 Herculite XRV Ultra Enamel Syringe B1 ME
36001 Herculite XRV Ultra Enamel Syringe A3.5 ME
36004 Herculite XRV Ultra Enamel Syringe B2 ME

Dentine ME Syringe Refill Packs

35968 Herculite XRV Ultra Dentine Syringe A1 ME

35971 Herculite XRV Ultra Dentine Syringe A2 ME

36007 Herculite XRV Ultra Dentine Syringe A3.5 ME

36010 Herculite XRV Ultra Dentine Syringe B2 ME
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