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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 : 21st July 2010                         Ref:MDB/R/2010/008
	IMMEDIATE ACTION
	√

	ACTION
	

	UPDATE
	

	INFORMATION REQUEST
	√


*The dissemination of this information is based on the USFDA’s website announcement – 9th April 2010 –the additional information then obtained from Hospira Malaysia Sdn. Bhd. 
	PRODUCTS
	Symbiq One-Channel Infuser and Symbiq Two-Channel Infuser
Model Numbers:

16026 Symbiq One Channel Infuser

16027 Symbiq Two-Channel Infuser

	CLASS
	I

	USE
	Infusion Pump

	SOURCE OF MEDICAL DEVICE RECALL / ALERT
	USFDA website:

http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm219194.htm


	RECALLING / ALERTING FIRM 
	Hospira, Inc.
755 jarvis Drive

Morgan Hill, CA 95037

	REASON FOR RECALL/ALERT
	Device may fail to detect air in line at the end of an infusion.

	SCENARIO IN MALAYSIA
	According to HOSPIRA Malaysia Sdn. Bhd., it is confirmed that the company did not import any Symbiq infuser into Malaysian market.


	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
	For Malaysia inquiry:
SRIVELEI INAI

REGULATORY AFFAIRS/MEDICAL SUPPORT MANAGER

HOSPIRA MALAYSIA SDN. BHD. 

Suite 201, 1st Floor, Wisma Glomac 3, 

Kompleks Kelana Centre Point,       

Jalan SS7/19, Petaling Jaya.  
47301 

Selangor 

Telephone 03- 7804 7881   

Fax            03- 7806 2881



	ADDITIONAL INFORMATIONS
	n/a

	REFERENCES FOR DETAILS
	http://www.hospira.com/Files/ClinicalBulletin/Symbiq%20AIL%20Recall%20Notification%20FINAL%20_3_.pdf
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