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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 PRODUCT NOTIFICATION
Date Issued : 19th JULY 2010                         Ref:MDB/A/2010/011
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	√


*The dissemination of this information is based on the electronic mail communication between United Italian Trading (M) Sdn. Bhd.’s Regulatory Affairs Executive and the Medical Devices Control Division, Ministry Of Health Malaysia on 15th July 2010.
	PRODUCT
	Discolouration and Haemolysis of 0.8% RRBC products: (certain number of products within the indicated batch)- not all kits are affected.

Abtectcell III 0.8%

Phenocell C 0.8%


	CLASS
	N/A

	USE
	In-Vitro Diagnostic Reagents
· Used for routine antibody screening of patients and donor samples, used in pretransfusion and antenatal testing, it is made from red blood cells.


	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	Electronic mail communication.



	RECALLING / ALERTING FIRM 
	CSL Limited,

Biotherapies Division Immunohaematology

45 Poplar Road Parkville

Victoria 3052 Australia

Toll Free Number: 1 800 032 775


	REASON FOR RECALL/ALERT
	Please read attachments

	SCENARIO IN MALAYSIA
	Malaysian customers received two products that were manufactured during this period (5th-26th May 2010), (Phenocell™ C Batch 9653013 Expiry 09/07/10, and Abtectcell™ III Batch 8245035 Expiry 10/07/10). Customers who received these batches were advised to report any instances of product discolouration and/or haemolysis, and any such product has been replaced.


	ACTION 
	*any healthcare (Radiotherapy) facilities possessing the abovementioned device are advised to respond to this communication immediately.
Please contact your supplier or any local authorized representative(s) for details and updates.



	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
	For Malaysian market, please contact:
Chiew Li Ling

Regulatory Affairs Executive

United Italian Trading (M) Sdn Bhd

Tel: 03-7781 3488

Fax: 03-7781 3466

E-mail:- liling@uitm.net

	REFERENCES FOR DETAILS
	Please Read Attachments
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