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	Medical Devices Bureau, Ministry of Health Malaysia
Level 4&5, Block E6, Parcel E, Precint 1,

Federal Government Administration Centre,

62590 Putrajaya

Tel: 03-8883 2248/2249/2264

Fax: 03-8888 6184




Medical Device / Equipment RECALL*
Date Issued : 8 APRIL 2009
                          Ref:MDB/R/2009/003
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the Recall Notification published in the United Kingdom’s Medicines and Healthcare products Regulatory Agency official website earlier.
	PRODUCT
	Tracheostomy Tube – Tyco Healthcare UK Ltd – Shiley 3.0 Cuffless Paediatric Tracheostomy.

	CLASS
	n/a

	USE
	Airway Devices

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	Medicines and Healthcare Products Regulatory Agency, United Kingdom’s official website, 
Date issued: 23rd February 2009


	RECALLING / ALERTING FIRM 
	Tyco Healthcare UK Ltd


	REASON FOR RECALL/ALERT
	- Refer attachment for details-

	SCENARIO IN MALAYSIA
	Based on e-mail communication with Adele Loo via Adele.Loo@covidien.com, it is confirmed that the affected countries were Singapore, Hong Kong and Philippines – which had received goods from their Singapore Distribution Centre. It is reported there were none of the affected lots found in Malaysia as far as the company records showed.
*Please take note that this Recall issue has been closed by the Singapore Health Sciences Authority in February 2009.



	ACTION 
	- Refer attachment  for details–
*any healthcare facilities possessing the abovementioned device are advised to respond to this communication immediately.


	RECOMMENDATION
	Users of the abovementioned device should contact the distributors/supplier of this device (if available) and inform the Medical Devices Bureau, Ministry of Health providing the following information:-


a. Name of healthcare centre/hospital/clinic


b. Contact person and contact number


c. Numbers of units available
            d. Name of the supplier(s)



	CONTACT/ENQUIRIES
	Contact Details:-

Communicate via electronic mail directly with Miss Adele Loo at Adele.Loo@covidien.com or call 03-74911900 or 03-74911921



	REFERENCES FOR DETAILS
	For details and more enquiry, users (if available) are encouraged to contact Tyco Healthcare Medical Supplies Sdn. Bhd. communicate via electronic mail directly with Miss Adele Loo at Adele.Loo@covidien.com or call 03-74911900 or 03-74911921
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/FieldSafetyNoticesformedicaldevices/CON038841
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