[ [(€]| Device
AUTHORITY
MALAYSIA

MEDICAL DEVICE RECALL LISTING NOVEMBER 2025

Date Product
. Reference Number Recall Type Product Name Registration
Received
Number
07/11/2025 | MDA/Recall/P0453 Es(t\?sllijs:tr:f " G'I\:/li\?P(I(E: B(TPE 65394425
-43804394-2025 ¥ ! 134640
Recall) TYPE)
Establishment
MDA/Recall/P0456 LEGION KNEE
05/11/2025 -47674455-2025 (Voluntary SYSTEM GC19512623018
Recall)
Establishment
MDA/Recall/P0460 INFUSION SETS
6/11/2025 20270414-2075 (Voluntary & ACCESSORIES GB411691095818
Recall)
MDA/Recall/P0463 Establishment = FLEXOR CHECK- GB5300419-
24/11/2025 -73956658-2075 (Voluntary FLO 34174
Recall) INTRODUCER
Establishment BIOSURE
MDA/Recall/P0464 REGENESORB
26/11/2025 1 0c11740-2025 (V;L“C';f;ry INTERFERENCE =~ CD74672799818
SCREW

* The information contained in the Medical Device Authority Recall database is released under Regulation 7 (8) and Regulation 8 (5) of Malaysia’s Medical Device Regulations 2019.

Recall Class

Class II:
Moderate
Risk

Class IlI:
Low Risk

Class Il:
Moderate
Risk

Class Il:
Moderate
Risk

Class IlI:
Low Risk

Reason of
Recall

AO04: Material
Integrity
Problem

A21: Labelling,

Instructions for

Use or Training
Problem

AO5:
Mechanical
Problem

A02:
Manufacturing,
Packaging or
Shipping
Problem

A21: Labelling,

Instructions for

Use or Training
Problem

Recalling
Establishment

LAC MEDICAL
SUPPLIES SDN
BHD

SMITH &
NEPHEW
HEALTHCARE
SDN BERHAD

COMCORDE
MEDICAL (M)
SDN BHD

COOK ASIA
(MALAYSIA) SDN
BHD

SMITH &
NEPHEW
HEALTHCARE
SDN BERHAD

Establishment
License

MDA-5984-
WDP124

MDA-4767-
WP123

MDA-4949-
K123

MDA-5123-
WDP123

MDA-4767-
WP123



