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Trade Name ODONCER

Common name Bone Grafting Material

Classification name Bone grafting material for dental bone repair
Class II per 21 CFR section 888.3045

Product Code LPK

Equivalent Device OSSAPLAST Dental (K053374) (OssascurAG)
CALC-I-OSS (K042583) (Ultradent Products)
Cerasob M Dental (K051443} (Curasan AG)

Device Description
ODONCER is an osseo-conductive powder implant made of synthetic beta tricalcium
phosphate (l3-TCP (Ca3(PO4)2) indicated for bone grafting in dental applications.

Intended Use
ODONCER Bone Grafting Material is recommended for:

* Augmentation or reconstructive treatment of the alveolar ridge.
* Filling of infrabony periodontal defects.
* Filling of defects after root resection, apicoectomy, and cystectomy.
* Filling of extraction sockets to enhance preservation of the alveolar ridge.
* Elevation of the maxillary sinus floor.
* Filling of periodontal defects in conjunction with products intended for Guided

Tissue Regeneration and Guided Bone Regeneration.
* Filling of perio-implant defects in conjunction with products intended for Guided

Bone Regeneration.

Summary Nonclinical Tests
ODONCER does not incorporate any new technological characteristics as compared
to the predicate devices. ODONCER and the predicate devices are made from the
same material (pure-phase P-TCP) and conform to the standard specifications of ASTM
F1088-04 for a medical grade 3-TCP to be used in surgical implant applications.
ODONCER is substantially equivalent to the predicate devices in regard to structure,
porosity, form, packaging, sterility, and biocompatibility.








