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Medical Device / Equipment RECALL- Field Corrective action 

 

Date Issued : 2 JULY 2008                           Ref:MDB/R/2008/009 

IMMEDIATE ACTION √ 

ACTION  

UPDATE √ 

INFORMATION REQUEST  

 

PRODUCT SYNCHROMED II IMPLANTABLE INFUSION 

PUMP – MODELS 8637-20, 8637-40 

CLASS Not Mentioned  

USE Implantable Infusion Pump 

SOURCE OF MEDICAL 

DEVICE RECALL / 

ALERT 

Medtronic International Limited – Malaysia 

Branch 

 

RECALLING / 

ALERTING FIRM  

Medtronic International Limited 

REASON FOR 

RECALL/ALERT 

Small number of SynchroMed II pumps may have 

been manufactured without propellant, according to 

reports (see attachment for details), eight 

SynchroMed II pump have been returned to Medtronic 

and confirmed that the returned device do have a 

missing propellant. 

 

Infusion pumps without a propellant cannot be fully 

aspirated since a propellant is vital to provide positive 

pressure to the resevoir from which drug is dispensed. 

 

An implanted pump without propellant can initially 

infuse, and stop infusing without warning or alarm. 

SCENARIO IN 

MALAYSIA 

According to Medtronic International Ltd – Malaysia 

Branch, there was only 1 unit of the affected pump detected 

locally, and this affected unit has been successfully 

removed from the customer. (Please refer attachment for 

clarification) 

 

 

Medical Devices Bureau, Ministry of Health Malaysia 
Level 5, Block E6, Complex E, 

Federal Government Administrative Centre, 

62590 Putrajaya, MALAYSIA 

Tel: 03-8883 2248/2249/2264 

Fax: 03-8888 6184 
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ACTION  *Please Refer to the Device Correction Notification 

attached. 

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 Debra Anne Anthony Peter, 

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 FOR 

DETAILS 

-Please refer  attachment- 
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