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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 : 30 JUN 2009
                          Ref:MDB/R/2009/005
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	


*The dissemination of this information is based on the Recall Notification communication via electronic mail on 18th June 2009.
	PRODUCT
	B. Braun Celsite – Implantable Access Ports

	CLASS
	n/a

	USE
	Implantable Access Port

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	Electronic mail communication from Head of Regulatory Affairs, B.Braun Medical Industries Sdn. Bhd.

	RECALLING / ALERTING FIRM 
	B.Braun Medical Industries Sdn Bhd, 
Penang, 
Malaysia.



	REASON FOR RECALL/ALERT
	- Refer attachment for details-

	SCENARIO IN MALAYSIA
	Based on e-mail communication with Mr. Quek Lang Fah from B. Braun Medical Industries Sdn. Bhd. 
Specifically for the Malaysia market, only one batch is affected. Details are as follows: 

 Affected article number:  4430441                            Batch No:      H0443990                                                             
1. Quantity of delivery from France on 2008-06-11       12 pcs 
2. 4 pieces sold to Hospital Sultanah Bahiyah Alor          

Setar on 2009-02-04.
3. Stock Balance as of 2009 - 06-18 = 8 pieces                         

	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 (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
	Quek Lang Fah 
Head of Regulatory Affairs 
B.Braun Medical Industries Sdn Bhd, 
Penang, 
Malaysia.
langfah.quek@bbraun.com
Mr. Wei Kuo Hau

Business Unit Manager

03-78414200 ext 297

012 2265926

kuo_hau.wei@bbraun.com


	REFERENCES FOR DETAILS
	http://www.afssaps.fr/Infos-de-securite/Retraits-de-lots-et-de-produits/Rappel-de-lots-de-chambre-a-catheter-implantable-CELSITE-par-la-societe-BBraun
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