Date
Received

07/06/2024

21/06/2024

18/06/2024

24/06/2024

27/06/2024

MALAYSIA

Reference No.

MDA/Recall/P0285-

10572756-2024

MDA/Recall/P0298-

31421182-2024

MDA/Recall/P0300-

44004172-2024

MDA/Recall/P0280-

79157745-2024

MDA/Recall/P0301-

93746175-2024

MEDICAL DEVICE RECALL LISTING JUNE 2024

Recall
Type

Voluntary
Recall

Voluntary
Recall

Voluntary
Recall

Voluntary
Recall

Mandatory
Recall

Product Name

DR WOUND NANO
SILVER SPRAY

LINQ ™ INSERTABLE

CARDIAC MONITOR

Cobas HBV

AUTOSTAINER LINK 48

TRANSMISSION GEL

Product
Registration

GC3497719-26935

GD1544422-
94694

IVDD5502023-
131998

IVDA321495216

GA13780404317

Recall
Class

Class
Il

Class

Class
11

Class
11

Class

Reason of Recall

A18: Contamination /
decontamination
Problem

A02: Manufacturing,
Packaging or Shipping
Problem

A02: Manufacturing,
Packaging or Shipping
Problem

A07: Electrical
/Electronic  Property
Problem

A18: Contamination /
decontamination
Problem

Recalling
Establishment

FARMASIA SDN
BHD

MEDTRONIC
MALAYSIA SDN
BHD
ROCHE
DIAGNOSTICS (M)
SDN. BHD.
BITA LIFESCIENCE
SDN. BHD.

MYMEDIC
INNOVATION SDN
BHD

Establishment
License

MDA-5666-K124

MDA-4793-

WDP123

MDA-5585-
WDP124

MDA-4664-
WDP123

MDA-5449-K124

* 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.



