System for Australlan Recall Actions

Recall detail

Type of Product’ Medical Devi

TGA Recall Referance” RC-2014-RN-00567-1

Product ? S A 4 .
Name/Description' Disposabie Ventstar 180cm Circuit (used in connection with the Drager Oxylog 2000

Transport Ventilator)

Product Description: Packaging Box Sat
Part Number: 2MB6841
Batch Numbers: 330384.001 - 331661.002

Product Description: Hose Packaging
Part Number: 2MB67391
Batch Numbers: 330384.001 - 331661.002

: ARTG Number: 131796
Recall Action Level™ Hospital
Recall Action |
Classification® Class |
Recall Action
Commencement Date 2”’6?;2014

el LS LD A Dracgor Medical Australia Pty Ltd

ReasopLiesugl Drager has become aware of cases where prior to the use of the Disposable Ventstar

Oxylog 2000 Ventilation Hoses, adhesive residue the size of a finger nail was found loose
in the hose or the packaging around the hose: had teh hose been used with the residus in
place it may have entered the patient’s Iupgs_

Recall Action™ Recall

mﬁgﬂgﬁ Draeger is advising their customers fo not use the hose system from the affected batches
and to contact customer service fo amange for recovery and replacement.

e LN 03 9244 7248 - Draeger Medical Australia

Footnotes

! Type of Product: Medicine, Medical Davice, or Biological

# TGA Recall Reference: Unigue number given by the TGA

& Product Name/Description: Brand name (including active ingrediant for medicines) and may include generic reference
for the kind of medical devices. Includes all necessary information such as affected: calalogue / model and / or batch /
serial numbers.

¥ Recall Action Level: The level to which the recall action is 1o be undertaken. This is based on the significance of the
risk and the channels through which the goods have been distribuied. The recall action levels are / Wholesale /
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The TGA publishes Australian recall actions in a searchable datsbase 10 ensure the public has adcess W information
about therapeutic products that have been recalled from the Australian markel. If you are concerned about your haalth
or if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Pilease read all the impornant information at the beginning of this report.




