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DEVICE DETAILS

NAME OF DEVICE Pulse Oximeter

ESTABLISHMENT NAME ANTAH SRI RADIN SDN BHD
ROLE OF ESTABLISHMENT AUTHORIZED REPRESENTATIVE
REGISTRATION NO GC5157821-78346

BRAND NAME PROMISE

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

PROMISE Pulse Oximeter, based on all digital technology, is intended
for non-invasive spot-check measurement of functional oxygen

DEVICE DESCRIPTION saturation of arterial hemoglobin (SpO2). Advanced DSP algorithm can
reduce the influence of motion artifact and improve measurement
accuracy of low perfusion.

PROMISE Pulse Oximeter is intended for non-invasive spot-check
measurement of functional oxygen saturation of arterial hemoglobin

DEVICE INTENDED PURPOSE (Sp0O2). This is suitable for the clinic, oxygen bar, sports health (using it
before or after activity, not advised to use during activity), community
health care, and aviation etc.

VALIDITY DATE OF

REGISTRATION 29/09/2021 - 28/09/2026

LIST OF DEVICE

NO NAME OF DEVICE IDENTIFIER

1 Pulse Oximeter PRO-F9
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