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DEVICE DETAILS
NAME OF DEVICE SURGICAL FACE MASK

ESTABLISHMENT NAME CONCEPT HERO SDN BHD

ROLE OF ESTABLISHMENT MANUFACTURER

REGISTRATION NO GA4686424-162432

BRAND NAME CONCEPT HERO

MEDICAL DEVICE CATEGORY SINGLE-USE DEVICES

DEVICE GROUPING TYPE FAMILY

DEVICE DESCRIPTION

Surgical Mask is a personal protective equipment used by healthcare
professionals that serves as a mechanical barrier that interferes with
direct airflow in and out of respiratory orifices (i.e. nose and mouth). This
helps reduce airborne transmission of pathogens and other aerosolized
contaminants between the wearer and nearby people via respiratory
droplets ejected when sneezing, coughing, forceful expiration or
unintentionally spitting when talking

DEVICE INTENDED PURPOSE

Surgical mask is meant to help block large-particle droplet, splashes,
sprays or splatter that contain germs (viruses and bacteria), keeping it
from reaching your mount and nose. Surgical mask may also help
reduce exposure of your saliva n respiratory secretions to others.

VALIDITY DATE OF
REGISTRATION

14/02/2024 - 13/02/2029

LIST OF DEVICE

NO NAME OF DEVICE IDENTIFIER

1 CONCEPT HERO SURGICAL FACE MASK FM-CH-S-4PLY-B

2 CONCEPT HERO SURGICAL FACE MASK FM-CH-S-4PLY-G

3 CONCEPT HERO SURGICAL FACE MASK FM-CH-S-4PLY-BLK

4 CONCEPT HERO SURGICAL FACE MASK FM-CH-S-4PLY-W

5 CONCEPT HERO SURGICAL FACE MASK FM-CH-S-4PLY-PP

6 CONCEPT HERO SURGICAL FACE MASK FM-CH-S-4PLY-YLW

7 CONCEPT HERO SURGICAL FACE MASK FM-CH-S-4PLY


