Date
Received

06/05/2024

08/05/2024

14/05/2024

15/05/2024

15/05/2024

MALAYSIA

Reference No. Recall
Type
MDA/Recall/P0271- Voluntary
76917725-2024 Recall
MDA/Recall/P0274- | Voluntary
20416296-2024 Recall
MDA/Recall/P0277- Voluntary
92317170-2024 Recall
MDA/Recall/P0278- | Voluntary
91305682-2024 Recall
MDA/Recall/P0279- Voluntary
39693928-2024 Recall

Product Name

HUMIDIFIER
MYAIRVO2

LAPAROSCOPY SYSTEM

TACTOSET INJECTABLE
BONE SUBSTITUTE
SYSTEM
PDS™ 1l
(POLYDIOXANONE)
STERILE SYNTHETIC,
ABSORBABLE SUTURE
CASCADE IOMAX

MEDICAL DEVICE RECALL LISTING MAY 2024

Product
Registration

GB197511053618

GB26809989718

GD5361723-
124925

GD4349722-
103519

GC5241323-
144670

Recall
Class

Class
Il

Class

Class

Class
11

Class
11

Reason of Recall

AOQ7: Electrical
/Electronic  Property
Problem

A27: Appropriate
Term/Code Not
Available (require
revision_

A25: No Apparent

Adverse Event

A02: Manufacturing,
Packaging or Shipping
Problem

A02: Manufacturing,
Packaging or Shipping
Problem

Establishment
License

Recalling
Establishment

EMERGO MDA-5078-W123
MALAYSIA SDN.
BHD.
OLYMPUS MDA-2218-
(MALAYSIA) SDN. WDP121
BHD.
CIMED MDA-3498-W122
HEALTHCARE SDN.
BHD.
JOHNSON & MDA-4880-
JOHNSON SDN WDP123
BHD.
TT MEDICAL MDA-2373-W121
MANAGEMENT
SDN. BHD.

* 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.



