AUTHORITY
MALAYSIA

Date
Received

Reference No.

06/04/2023 MDA/Recall/P0142-

26605188-2023

11/04/2023 | MDA/Recall/P0146-
18665945-2023

18/04/2023 MDA/Recall/P0150-
50911713-2023

* 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
Type

Voluntary
Recall

Voluntary
Recall

Voluntary
Recall

Product Name

HOYA VIVINEX TORIC
PRELOADED
INTRAOCULAR LENS
HYDRASYS 2

EVIS EXERA 111
DUODENOVIDEOSCOPE
TJF-Q190V

MEDICAL DEVICE RECALL LISTING APRIL 2023

Product
Registration

GC372051170718

IVDB53611300018

GB4632321-70352

Recall
Class

Class
Il

Class
|

Class
Il

Reason of Recall

A26: Insufficient
Information
A02: Manufacturing,

Packaging or Shipping
Problem

A22: Human-Device
Interface Problem

Recalling
Establishment

MEDFRAY MEDICAL
SDN. BHD.

UTAS MAJU SDN.
BHD.

OLYMPUS
(MALAYSIA) SDN.
BHD.

Establishment
License

MDA-3605-
WDP122

MDA-0974-
WDP120

MDA-2218-
WDP121



