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Ty ype of Product‘ :

| Medical Device :

TGA Recall Reference" | RC-2013-RN-00237-1

. Product

v‘NamelDescrlptton‘“ . Avance CS2 Anesthesia Carestation

All devices are affected

ARTG Number: 93955

Re@alt Action Level” I ospital

Recall Action

vCIass‘ificavtionv | Class |

' Recall .
,,Commencement Date\" 15/03/2013

'Responsrble EntltyV“ | GE Healthcare Australia Pty Ltd

iVl : ?
ReasQ’n / lssue ’ The Avance CS2 may experience an intermittent display unit failure while in use, which

could result in unexpeéte%system performance and may include the loss of mechanical
| ventilation and balance gas delivery (Medical AIR or N20)

Recal Actiq ne , Recall for Product Correction

Recall Action

Inetrictionsy GE Healthcare is advising end users of work around mstructlons to mitigate safety issues.

A correction is planned to be implemented for all affected systems.

Contact Information’’ 1300 722 229 - GE National Service and Support Centre

Footnotes

" iType of Product: Medicine, Medical Device, or Biological

i TGA Recall Reference: Unique number given by the TGA

iii'F’roduc,t Name/Description: Brand name (including active ingredient for medicines) and may include generic reference
for the kihd 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.
Hosp|tal includes nursing homes and institutions, hospital pharmacists, ambulance services, blood and tissue
anks and laboratories as well as wholesale as appropriate.
® Retail - includes retail pharmaqlsts, medical, dental and other health care professionals as well as wholesale
and hospital as appropriate.
® Consumer - includes patients and consumers, as well as wholesale, hospital and retail levels as appropriate.

v Recall Action Class«ﬁcauon. Recall actions of therapeutic goods are classified based on the potential risk the
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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.



