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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 RECALL
Date Issued : 22nd June 2010                         Ref:MDB/R/2010/008
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the electronic mail communication received from Regulatory Affairs Manager, Defibtech LLC.
	PRODUCTS
	DBP-2800 Battery Packs used in its Lifeline AED and ReviveR AED (semi-automatic external defibrillators)

	CLASS
	N/A

	USE
	Battery packs for defibrillators

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	E-mail communication from Defibtech LLC, via their Regulatory Affair Specialist. 

	RECALLING / ALERTING FIRM 
	Defibtech LLC

	REASON FOR RECALL/ALERT
	- Refer attachment for details-

	SCENARIO IN MALAYSIA
	It is learnt that the affected products are available in Malaysia market, as 10 units are being identified have been sold to users. 
In Malaysia, Defibtech's distributor, Ritz Medical Sdn. Bhd. has been provided with a list of the 10 DBP-2800 battery pack serial numbers together with an update kit which will allow affected battery packs to be updated to correct this issue.


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


	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 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
	Mr. Wong Yoke Meng,
RITZ MEDICAL SDN. BHD.
918, Block B2, Pusat Dagang Setia Jaya,

9, Jalan PJS 8/9, Petaling Jaya

46150 

Selangor Darul Ehsan.

Tel:- 603-78770377
Fax:- 603- 78770378
E-mail: mail@ritzmedical.com

International: 
Defibtech LLC Regulatory Affairs Manager:

+1203-453-6654 x.111
brian@defibtech.com


	ADDITIONAL INFORMATIONS
	Immediate Recommendations
1. Remove the battery pack from the DDU-100 AED and inspect the battery pack label. As illustrated below, your battery pack label identifies the model or type of battery pack. 

· If your battery pack model number is DBP-2800, please go to step #2.

· If your battery pack model number is NOT DBP-2800 (i.e. DBP-1400, DBP-RC2), your battery pack is not affected by this recall. Please go to step #5.
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2. Only DBP-2800 battery packs shipped prior to June 4, 2007 are affected. To determine if your DBP-2800 battery pack is affected: 

· Find the 9-digit serial number on the battery pack label as illustrated below.

· Affected battery pack serial numbers range: 

1. Between 202001005 and 202005916, or,

2. Between 206001001 and 206009871.

Note: Visit the Defibtech website at www.defibtech.com. Enter your serial number(s) for confirmation.
3. If your DBP-2800 serial number falls within the above range, confirm receipt of this notification with your distributor to coordinate and expedite the update to your battery pack.

4. If your DBP-2800 serial number DOES NOT fall within the above range, your battery pack is not affected by this recall. See step #5.

5. If you are receiving this letter, records indicate that you are likely to have or have had an affected DBP-2800 battery. If you believe that you have retired or replaced your affected DBP-2800, please confirm this information with your distributor.


	REFERENCES FOR DETAILS
	http://www.defibtech.com/BatteryFA-int.html
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