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| Type of Product: Medicine. Madical Device, or Biological

Medical Device

RC-2014-RN-00765-1

Sanopet Console (Ultrasonic Surgical Aspirator System)

Catalogue Number: 5450852000

All Serial Numbers

ARTG Number: 174364

Hospital

Class 1

18/07/2014

Siryker Ausiralia Pty Lid

Stryker has noliced a trend of complaints regarding insufficient irfigation to the tip of the
Sonopet System. Lack of imigation can potentizlly lead to excessive heat at the tip. In the
case where the imigation pump fails, saline would not be provided to the tip. As a result the
cooling function would be lost and could potentially cause the tip to heat up resulting in

tissue burms (o the patient.

Recsl for Product Correction

Stryker has updated the Instructions for Use {IFU) for Sonopet to include the following

clarifications:

‘D0 NOT use a rigid non-collapsible irrigation container, Failure to comply may cause the
flow of imigation o be drastically reduced and result in overheating of the handpisce tip

andfor ip cover. Only use a collapsible irigation container.

“The irmigation tube must be properly routed through the imigation pump with the pump

cover fully closed and latched. Improper setup of the irigation tubing may result in an

inconsisient or lack of irrigation.
‘Provide adegquate immigation to the tip to avoid excessive heat that could result in tissues
damage due to unintended contact,

Additionally, all existing Sonopet conscles will have an instructional irrigation sstup label
applied o the side of the console.

1800 803 601 - Stryker Australia
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