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FIAB Ultrasound Transmission and IPL Transparent Gel

Local Representative:
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- FIAB Ultrasound Transmission and IPL Transparent Gel
Trade Mark: FIAB SpA

¥

ALl e s TGA s SVRNE Y i Sl el
e e 38l 538 arast oSia ga i ¢ Burkholderia cepecia LS oSef 3 ) 5l

Adiaal ldiuall

TGA il i W A e pball il -

et 5 el ll 3530 ./

Qe Sall Gladtudl -
il gisll -




~System for Australian Recall Actions

“

Recall detail

Type of Product Medical Device

el L L L 2 C.2013-RN-00165-1

Product

Name/Descriptioni FIAB Ultrasound Transmiésion and IPL Transparent Gel

Batch number: FG260901 (5L clear), FG240903 (5L blue) and FG180701 (260mL clear)
Order codes: WS1G008 (260mL clear), WS1G0084 (SL clear) and WS1G0064 (5L blue)

ARTG Number: 161851

Retail

Recall Action Level"

Recall Action

Classification" e il

Recall Action
Commencement Date" 21/02/2013

B UL RSB A Eastiand Medical WA Pty Ltd T/A Westcoast Surgical and Medical Supplies

Roason [lssuell TGA Laboratory testing has identified that these batches may be contaminated with

bacteria (Burkholderia.cepecia).
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Recall Action” Recall

Recall Action

IRStriA RSk Westcoast Surgical Supplies have requested their customers to inspect their stock and

quarantine any affected units. Recovery and replacement/credit note will be organised for
all affected units.

AeLlE R U CHERELER (3 9455 6676 - Westcoast Surgical and Medical Supplies

Footnotes

i Type bf Product: Medicine, Medical Device, or Biological

il TGA Recall Reference: Unique number given by the TGA

il Product Name/Description: Brand name (including active ingredient for medicines) and may include generic reference

for vthé kind of medical devices. Includes éll necessary information such as affected: catalogue / model and / or batch /

serial numbers. i

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 recali action ieveis are / Wholesale /

» Héspital / Retail / Consumer. :

~* Wholesale - includes wholesalers and state purchasing authorities.

S HéspifaT- includes nursing homes and institutions, hospital pharmacists, ambulance services, blood and tissue

13 banks and laboratories as well as wholesale as appropriate.

* Retail - includes retail pharmacists, medical, dental and other health care professionals as well as wholesale
and hospital as appropriate.
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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 advjce from a health professional as soon as possible.
Please read all the important information at the beginning of this report.




