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DEVICE DETAILS
NAME OF DEVICE ECG APP

ESTABLISHMENT NAME HUAWEI TECHNOLOGIES (MALAYSIA) SDN BHD

ROLE OF ESTABLISHMENT AUTHORIZED REPRESENTATIVE

REGISTRATION NO GC9742522-109058

BRAND NAME HUAWEI

MEDICAL DEVICE CATEGORY MD 1302 - Monitoring devices of vital physiological parameters

DEVICE GROUPING TYPE SINGLE

DEVICE DESCRIPTION

The ECG app records the user's single-lead ECG, classifies sinus
rhythm or atrial fibrillation based on the ECG waveform. Users can
share the ECG recordings, rhythm classifications and accompany
symptoms with a qualified healthcare professional. The ECG app is
intended to be used by people aged 18 years and over.

DEVICE INTENDED PURPOSE
The ECG app records the user's single-lead ECG, classifies sinus
rhythm or atrial fibrillation based on the ECG waveform.

VALIDITY DATE OF REGISTRATION 15/11/2022 - 14/11/2027

LIST OF DEVICE

NO NAME OF DEVICE IDENTIFIER

1 ECG APP ECG-1


