



	
[image: image1.png]



	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 ALERT: FIELD SAFETY NOTICE 
Date Issued : 18th JULY 2011                         Ref:MDB/A/2011/006
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	√


*The dissemination of this information is based on the initial information gathered via electronic mail communication with Fisher & Paykel Healthcare Regulatory Affairs Manager
	PRODUCT
	Fisher & Paykel Healthcare SleepStyle Series CPAP – Power Cord

	CLASS
	n/a

	USE
	Continuous Positive Airway Pressure Units Humidifier -

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	E-mail communication from Fisher & Paykel Healthcare via their Regulatory Affairs Manager. 

	RECALLING / ALERTING FIRM 
	Fisher & Paykel Healthcare Limited
Stewart Building

15 Maurice Paykel Place, East Tamaki

P O Box 14 348, Panmure

Auckland, New Zealand.

T: +64 9574 0123 ext 8006

F: +64 95740158

www.fphcare.com



	REASON FOR RECALL/ALERT
	 *see attachments for details.

	SCENARIO IN MALAYSIA
	All customers will be notified about this Field Safety Notice. 

(Between 2006 till now), 59 units are available in Malaysia market.
It is learnt that Fisher & Paykel will provide notification letters and replacement product to the end users through their Malaysian distributor.



	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)



	LOCAL

CONTACT/ENQUIRIES
	Ms. Veronica Lieu
Daya Cergas (M) Sdn. Bhd.

No. 7, Jalan Setia Tropika ½

Taman Setia tropika

Kempas, 81200

Johor Bahru, Malaysia.

E: dayacgas@streamyx.com
T: +607 232  455, +607 235 8455

F: +607 237 7455

	REFERENCES
	-Please Refer Attachments-
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