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- Dental Implants, Bellatek Zirconia Abutments
- Trade Mark: Biomet 3i Inc
- Local Representative: Biomedic s.a.r.]

dee & JIs asay sl @3 TGA 4w ¥ A e bl sl e ol

Cmalain¥) e LhY) e g suagall 138 dailie oS ga i codel a5l Canall

sy ) ‘g' A
TGA 4wV A e jolall @l -
@JW\)@\)@]‘ 5l ™
LasSall oladiwdl -
b giaall -

Museum Street - Hussein Mansour Blg. - Beirut, Lebanon - Tel.: 961.1.615724 - 815725 - Fax: 961.1.615730 - Email: dirctorgeneral@moph.gov.lb



System for Australian Recall Actions

Recall detail

Type of Product

Medical Device

TGA Recall Reference' RC-2013-RN-00939-1

Product

Name/Descriptionii Bellatek Zirconia Abutments

Encode Zirconia Designer Abutment
Product Part Numbers: EDAZ

LDA Encode Designed Zirconia Abutment
Product Part Numbers: EDAZX

ARTG Number: 120288

Recall Action LevelV Retail

Recall Action

CiassificationV Class I

Recall Action
Commencement Datevi 9/09/2013

Responsible Entity" /g iR

vii
Reason / Issue'" Biomet 3i has received a number of reports relating to BellaTek Zirconia Abutment
fractures. The device is fracturing at a higher than acceptable rate.

H IX
Recall Action Recall

E\iﬁ?&éggg? Affected customers are requested to return any BellaTek Zirconia Abutment cases to
Biomet 3i for replacement with an alternative product or full credit.

w

SLUESRUL S ILELELGI 1300 802 457 - Biomet 3i Customer Service

Footnotes

i Type of Product: Medicine, Medical Device, or Biological
il TGA Recall Reference: Unique number given by the TGA
it Product Name/Description: Brand name (including active ingredient for medicines) and may include generic reference
for the kind of medical devices. Includes all necessary information such as affected: catalogue / model and / or batch /
serial numbers.
iv Recall Action Level: The level to which the recall action is to be undertaken. This is based on the significance of the
risk and the channels through which the goods have been distributed. The recall action levels are / Wholesale /
Hospital / Retail / Consumer.

®* Wholesale - includes wholesalers and state purchasing authorities.

® Hospital - includes nursing homes and institutions, hospital pharmacists, ambulance services, blood and tissue

banks and laboratories as well as wholesale as appropriate.
® Retail - includes retail pharmacists, medical, dental and other health care professionals as well as wholesale
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The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.



