Medical Devices Bureau, Ministry of Health Malaysia
Level 4&S5, 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

Date Issued : 1 Disember 2008 Ref:MDB/A/2008/015
IMMEDIATE ACTION
ACTION N
UPDATE
INFORMATION REQUEST

*The dissemination of this information is based on the Important Product Information submitted by the Baxter
Healthcare (M) Sdn. Bhd.

PRODUCT Baxter Colleague Triple Channel Mono, CX and
CXE Volumetric Infusion Pumps — Product Codes:
2M8163 — upgrading to the latest software.
CLASS Not Mentioned

USE Infusion Pump.

0100 eI D010 (0N I Attachment(s) from Baxter Healthcare (M) Sdn.
DEVICE RECALL/ Bhd. via electronic mail.

ALERT

RECALLING / Baxter Healthcare (M) Sdn. Bhd.

ALERTING FIRM Suite 12.01, Level 12
The Gardens, South Tower

Mid Valley City,

59200 Kuala Lumpur

Malaysia

REASON FOR - Refer to the attached Important Product

RECALL/ALERT Information Letter -
SCENARIO IN - Refer to the attached Important Product

MALAYSIA Information Letter -
ACTION - Refer to the attached Important Product
Information Letter —

*any  healthcare facilities  possessing  the
abovementioned device are advised to respond to
Baxter Healthcare (M) Sdn. Bhd. via the attached
Customer Reply Form.




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 R3¢l R

Baxter Healthcare (M) Sdn. Bhd.
Suite 12.01, Level 12

The Gardens, South Tower

Mid Valley City,

59200 Kuala Lumpur

Malaysia

Tel:- 03-22676015
Fax:- 03-22831784

REFERENCES FOR - Refer the attached Important Product
DETAILS Information Letter -




