
 
 

 
Medical Devices Bureau, Ministry of Health Malaysia 
Level 5, Block E6, Complex E,  
Federal Government Administration Centre, 
62590 Putrajaya, MALAYSIA. 
Tel: 03-8883 2248/2249/2264 
Fax: 03-8888 6184 
 

Medical Device / Equipment RECALL 
 

Date Issued : 15 May 2008                 Ref:MDB/R/2008/007 
 

IMMEDIATE ACTION √ 

ACTION  

UPDATE  

INFORMATION REQUEST  

 
PRODUCT Carmeda Coatings Applied to Selected 

Cardiopulmonary Bypass Products manufactured 
by Medtronics. 

CLASS n/a 
USE Disposable products used dusring cardiopulmonary 

bypass (CPB) for heart surgeries. Product varies from 
blood oxygenators, reservoirs, pumps, cannulae and 
tubing packs. 

SOURCE OF MEDICAL 
DEVICE RECALL / 
ALERT 

Medtronic International Limited – Malaysia Branch 
 

ALERTING / 
RECALLING FIRM  

Medtronic International Limited 

REASON  Contaminated Heparin Used in Carmeda Coatings 
Applied to Selected Cardiopulmonary Bypass 
Products. 
Medtronic is initiating a voluntary and precautionary 
recall of selected products featuring the Carmeda 
Bioactive surface. 
 
*Please Refer to the  attachment for details. 
 

SCENARIO IN 
MALAYSIA 

Medtronic Malaysia confirmed that this action 
does not have any impact on Malaysia market. For 
extra precautions, please check whether the device is 
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available and contact the distributor. 
 

ACTION  Action or Recommendations For Healthcare 
Professionals    

• Ensure that all relevant staff in your institution 
are informed of this recall   

• Determine if you have the above products as 
mentioned.  

• Locate and cease using product from the 
mentioned lot numbers.  

• Determine how much of this product has been 
used  

• Follow the distributor / manufacturers 
recommendations for quarantine and disposal 
of affected products.  

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 
 

CONTACT/ENQUIRIES 
IN MALAYSIA 

Medtronic International Limited-Malaysia Branch 
F-39-7 CREST, 
3 Two Square, 
No. 2, Jalan 19/1, 
46300 Petaling Jaya 
Selangor Darul Ehsan. 
 
Tel:- 03-79534800 
Fax:- 03- 79582202 

REFERENCES NOT AVAILABLE 
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