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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 : 5th JANUARY 2011                         Ref:MDB/R/2011/003
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	√


	PRODUCT
	Advanced Bionics HiRes 90K Cochlear Implants
(Model Number CI-1400-01 and CI-1400-02H)

	CLASS
	n/a

	USE
	Cochlear Implants

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	Advanced Bionics LLC via
The Hearing Solution Company Sdn. Bhd.

76, Jalan Tun Sambanthan, Brickfields,

50470 Kuala Lumpur.



	RECALLING / ALERTING FIRM 
	Advanced Bionics LLC
Sylmar, California

	REASON FOR RECALL/ALERT
	Please refer attachments

	SCENARIO IN MALAYSIA
	Currently no affected Advanced Bionics product is known to be available in Malaysia market.

	ACTION 
	*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/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
	Cedric Navarro
Vice President, Regulatory Affairs

Advanced Bionics LLC

12740 San Fernando Rd.

Sylmar California 91342

USA

T- (661) 362 1963

F- (661) 362 7261

e-mail – cedricn@bionics.com
Sheryl Robinson Bagalio, RAC
Director, Regulatory Affairs

Advanced Bionics, LLC

28515 Westinghouse Place

Valencia, CA 91355

Tel: (661) 362-4634
Mobile: (661)803-8508

Fax: (661) 362-7621

e-mail - Sheryl.Bagalio@advancedbionics.com
Razalee bin Yahya

(Audiologist)

The Hearing Solution Company Sdn. Bhd.

76, Jalan Tun Sambanthan, Brickfields,

50470 Kuala Lumpur.

T- 03 2260 6233 / 5742/ 4953

e-mail - info@thehearingsolutionco.com.my


	REFERENCES
	-Please Refer Attachments-
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