Date
Received

04/04/2024

09/04/2024

26/04/2024

30/04/2024

MALAYSIA

Reference No.

MDA/Recall/P0260-
60513733-2024

MDA/Recall/P0261-
18637955-2024

MDA/Recall/P0263-
33396706-2024

MDA/Recall/P0270-
78379448-2024

Recall
Type

Voluntary
Recall

Voluntary
Recall

Voluntary
Recall

Voluntary
Recall

Product Name

F&P AIRVO 2
HUMIDIFIER

COBAS® HCV GT

ORTHOPAEDIC

IMPLANTS

ARTIS SYMBIOSE

MEDICAL DEVICE RECALL LISTING APRIL 2024

Product
Registration

GB13073385917

IVDC84546154618

GC86706621718

GC5714520-45735

Recall
Class

Class
Il

Class
11

Class
Il

Class
Il

Reason of Recall

AOQ7: Electrical
/Electronic  Property
Problem

A09: Output Problem

A02: Manufacturing,
Packaging or Shipping
Problem
A26: Insufficient
Information (require
revision)

Recalling
Establishment

EMERGO
MALAYSIA SDN.
BHD.
ROCHE
DIAGNOSTICS (M)
SDN. BHD.

B. BRAUN MEDICAL
INDUSTRIES SDN.
BHD.
TRANSMEDIC
HEALTHCARE SDN.
BHD.

Establishment
License

MDA-5078-W123

MDA-5585-

WDP124

MDA-4250-W123

MDA-4762-
WDP123

* 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.



