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ADMINISTRATIVE INFORMATION

Manufacturer Name:

Official Contact:

Representative/Consultant:

Astra Tech AB

Aminogatan 1, P.O. Box 14
MSlndal, Sweden SE-431-21
Telephone: +46 31 776 30 00
Fax: +46 31776 30 10

Christina Lewing

Linda K. Schulz, BSDH, RDH
Kevin A. Thomas, PhD
PaxMed International, LLC
11234 El Camino Real, Suite 200
San Diego, CA 92130
Telephone: +1 (858) 792-1235
Fax: +1 (858) 792-1236
email: lschulz@paxmed.com

kthomas@paxmed.com

DEVICE NAME AND CLASSIFICATION

Trade/Proprietary Name:
Common Name:

Classification Regulations:

Product Code:

Classification Panel:

Reviewing Branch:

Astra Tech Implant System
Dental implant
Implant, endosseous, root form
Class II, 21 CFR 872.3640
DZE

Dental Products Panel

Dental Devices Branch
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INTENDED USE

The OsseoSpeed implants are intendedto be used:

• to replace missing teeth insingle or multiple unit applications within the mandible or
maxilla

• for immediate placement inextraction sites and partially orcompletely healed alveolar
ridge situations

• for both one- andtwo-stage surgical procedures
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