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	Medical Devices Control Division

Ministry of Health Malaysia
Level 5, Plot 3C4, 

No. 26, Jalan Persiaran Perdana,

Precint 3, 62675 Putrajaya
Malaysia
Tel: 603-8885 0778 / 603-8885 0773
Fax: 603-8885 0758



Medical Device / Equipment VOLUNTARY RECALL 
Date Issued : 15th SEPTEMBER 2011                       Ref:MDB/R/2011/013
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the initial information gathered via electronic mail communication with Cochlear Limited’s Regulatory Affairs Manager for Asia Pacific Region.
	PRODUCT
	ALL UNIMPLANTED Cochlear Nucleus CI500 cochlear implant range.
Specific: Nucleus CI512

	CLASS
	n/a

	USE
	Implant

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	E-mail communication from Cochlear Limited.

	RECALLING / ALERTING FIRM 
	Cochlear Limited

	REASON FOR RECALL/ALERT
	Loss or deterioration of function.

*Details of problems are describe in the attachment.

	SCENARIO IN MALAYSIA
	- Refer attachment for details-


	ACTION 
	*any healthcare facilities possessing the abovementioned device are advised to respond to this communication immediately.



	RECOMMENDATION
	Users of the above mentioned device should contact the distributors/supplier of this device/product and inform the Medical Devices Control Division, Ministry of Health Malaysia 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
	For local/Malaysian market, sole distributor:
Mr. Alan  Chong


LABCHEM SDN. BHD.
22 Jln SS 20/10
Damansara Kim
47400 PJ
Selangor.

Tel: +603-7728 0063

Fax: +603 7727 2532

Mail: alan@labchem.com.my


	REFERENCES
	-Please Refer Attachments-
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