[ [(€]| Device

Date
Received

30/09/2025

11/09/2025

05/09/2025

10/09/2025

11/09/2025

AUTHORITY
MALAYSIA

Reference Number

MDA/Recall/P0257-
57406180-2024

MDA/Recall/P0442-
55829451-2025

MDA/Recall/P0444-
23689701-2025

MDA/Recall/P0445-
37674373-2025

MDA/Recall/P0446-
96203019-2025

Recall Type

Establishment
(Voluntary
Recall)

Establishment
(Voluntary
Recall)

Establishment
(Voluntary
Recall)

Establishment
(Voluntary
Recall)

Establishment
(Voluntary
Recall)

Product Name

QUO-LAB A1C
SYSTEM

SAMARITAN PAD
350P/360P/500P

EURODEFIPADS

COBAS® HCV

CONFIRM ANTI-
ESTROGEN
RECEPTOR (ER)
(SP1) RABBIT
MONOCLONAL

MEDICAL DEVICE RECALL LISTING SEPTEMBER 2025

Product
Registration
Number

IVDB8128921-
67256

GC1448998616

GC10719224-
185696

IVDD3403524-
176110

IVDC19194190418

Recall Class

A02:
Manufacturing,
Packaging or
Shipping
Problem

A02:
Manufacturing,
Packaging or
Shipping
Problem

A02:
Manufacturing,
Packaging or
Shipping
Problem

A02:
Manufacturing,
Packaging or
Shipping
Problem

A04: Material
Integrity
Problem

Reason of
Recall

Class II:
Moderate
Risk

Class IlI:
Low Risk

Class II:
Moderate
Risk

Class IlI:
Low Risk

Class IlI:
Low Risk

Recalling
Establishment

UBISSON SDN
BHD

MURSMEDIC

MALAYSIA SDN.

BHD.

JUST NU
MEDICARE SDN
BHD

ROCHE
DIAGNOSTICS
(M) SDN. BHD.

ROCHE
DIAGNOSTICS
(M) SDN. BHD.

Establishment
License

MDA-5314-
W123

MDA-5600-
W124

MDA-5938-
WDP124

MDA-5585-
WDP124

MDA-5585-
WDP124



. . MEDICAL DEVICE RECALL LISTING SEPTEMBER 2025
[ [(€]| Device
AUTHORITY
MALAYSIA

PRIMARY
ANTIBODY
Establishment A04: Material
14/08/2025 | MDA/Recall/P0447- S(\?O'Lsntr:f” STA® - LIATEST® = IVDC5347522- . iite”a ClassIll: | ALLEIGHTS (M) = MDA-4259-
84556323-2025 4 D-DI PLUS 90795 srity Low Risk SDN BHD WDP123
Recall) Problem
Establishment = SIGNIA SMALL har MEDTRONIC
MDA/Recall/P0448- Appropriate Class IlI: MDA-4793-
25/09/2025 Y e e (Voluntary DIAMETER GD9181722:85855 | o B A Rk | MALAYSIASDN Wopias
Recall) RELOADS A 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.



