




Indications for Use

510(k) Number (if known): K033773

Device Name: Concept HP Add-On and Concept HP Enamel

Indications For Use:

Concept HP Add-On is light cured resin material for the preparation of indirect inlay and

onlay dental restorations

Concept HP Enamel is heat and pressure cured resin material to be used for the

preparation of indirect inlay and onlay dental restorations.

The materials are contraindicated for:
Veneers
Metal supported crown & bridges
Conventionally cemented metal-free restorations

Patients with occlusal dysfunction, parafunctions
Patients with insufficient oral hygiene

Prescription Use X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)
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