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The ECG Analysis Software provides automated measurements
1 ECG Analysis Software lla | and interpretation including rhythms and morphological H AR M 4 HIRVEN
information for resting ECG.
. - The Ultrasound system is intended for use by a qualified - . - 3
2 Diagnostic Ultrasound System Ila physician or allied health professional for ultrasound evaluations. HORHIF M @ H N
Blood Gas and Chemistry Test The Blood Gas and Chemistry Test Cartridge is used to detect R :‘ - s
3 Cartridge ¢ critical analytes. (including pH, pCO2, pO2 etc.) HoRwF A E FRTE S
Blood Gas and Chemistr The Blood Gas and Chemistry Calibrant Fluid Pack is intended
4 y C for the calibration of Blood Gas and Chemistry Analyzer to HOR T M 3 RS

Calibrant Fluid Pack

maintain the analyzer’s analytical performance.
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Electrocardiograph is intended to acquire ECG signals W%EQEJ’W\IEFEM
1 Electrocardiograph Ma | from adult and pediatric patients through body surface 2024/12/25 )
ECG electrodes. B SE'12_02E
Electrocardiograph
MDR F#rATE b
FIRA
2 Ultrasonic Pocket Doppler | Tla | Itis intended for the detection of fetal heart rate. 2024/04/15 2026/2/17 i SD2 R 5|
Ultrasonic Pocket
Doppler
Ultrasonic TableTop Doppler is intended to be used by
3 Ultrasonic TableTop Ila health care professionals including registered nurses, 2022/5/31
Doppler practical nurses, midwives, ultrasound technicians, and
physician assistants.
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Digital Ultrasonic

Diagnostic ultrasound system is applicable for ultrasound

parameters.

Diagnostic Imaging System la evaluation in hospitals and clinics. 2022/5/31 /
MDR “FHATE
) . The Ultrasound system is intended for use by a qualified FIRAA
Dlagnosst;/cStLeJrI;rasound Ila | physician or allied health professional for ultrasound 2024/7/20 FiE Nano EXP %
evaluations. %1] Diagnostic
Ultrasound System
MDR "F#riki i
The ultrasonic Transducer is intended for use along with ﬂ%/};ﬁu\ﬁfzm
Ultrasonic Transducer Ia | diagnostic ultrasound system by a qualified physician or 2024/11/27 o o .
allied health professional for ultrasound evaluation Hr7™ ir Ultrasonic
Transducer
The Biofeedback and Stimulation System collects,
analyzes patients’ surface electromyography or stress
Biofeedback and signal and performs biofeedback, treating muscular
- . Ila - - - . - 2022/5/31 /
Stimulation System dysfunction, promoting blood circulation and providing
analgesia and tissue metabolism by electrical stimulation
and EMG-electrical stimulation.
Telemetry Transmitter b Telemetry transmitter is intended to monitor physiological 2022/5/31 /
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MDR T HAE™ &
The temperature probes are intended to be used for body 5 ﬁ@;ﬁ}'ﬁ)\ﬁ# i
9 Temperature Probe Ila | temperature measurement, which are applied to the skin or 2024/04/15 )
to the rectum. s R =
Temperature Probe
10 Finger Oximeter lla It is intended for spot-checking of adult and pediatric 2022/5/31 /
patient
The SpO2 sensors are intended to be used for estimating
11 SPO2 sensor Ib | arterial oxygen haemoglobin saturation and pulse rate on 2022/5/31 /
patients by connecting to the patient monitor.
It is to acquire resting ECG signals from adult and
12 PCECG lla pediatric patients through body surface ECG electrodes. 2022/5/31 /
MDR F#rATE b
. . . FIRAAL
13 Holter System lla Holter System is intended to record, analyze, display, edit 2024/11/04 ¥ 4 SE-3012 24

and generate report of ambulatory ECG

& Al Holter %%
Holter System
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Ambulatory Blood Pressure The Ambulatory Blood Pressure Monitor is capable of
14 I\)I/ - Ila | measuring systolic and diastolic blood pressures, and pulse 2022/5/31 /
onitor . : -

of adult patients over a preprogrammed period of time.

15 Fetal Monitor b Fetal Monitor is _mte_nded for monitoring of fetus <during 2022/5/31 /
antepartum examination, labor and delivery.

16 Central Monitoring System | IIb Cen_tral _Monltorln_g $y5“:‘"? IS a _mec_jlcal_ information 2022/5/31 /
device widely applied in clinical monitoring field.
Fetal & Maternal Monitor is intended for non-invasive and

17 Fetal & Maternal Monitor | IIb | invasive monitoring of fetus during antepartum 2022/5/31 /
examination, labor and delivery.
The monitors are intended to be used for monitoring, MDR T HiAIE >

. . storing, recording and reviewing of, and to generate alarms FFRA

18 Patient Monitor I for, multiple physiological parameters of adults, pediatrics 2024/06/28 i CX&UX 2%

and neonates. Patient Monitor
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19

Vital Signs Monitor

b

The monitor is intended to be used for monitoring, storing,
recording, and reviewing of, and to generate alarms for,
multiple physiological parameters of adults, pediatrics and
neonates.

2022/5/31

20

Pulse Oximeter

b

The oximeter is intended for continuous monitoring or
spot-checking

2022/5/31

21

Fetal Telemetry System

b

It is intended for monitoring, displaying and transferring of
multiple physiological parameters for fetus and pregnant
women.

2022/5/31

22

EMG/Stimulation sensor

IIa

EMG/Stimulation Sensor is used to collect the pelvic floor
EMG (vagina) signal of the patient and perform electrical
stimulation.

2022/5/31

23

Holter ECG and ABP
system

Ila

The Ambulatory ECG System is intended to record,
analyze, display, edit and generate report of ambulatory
ECG. The Ambulatory Blood Pressure System is capable
of measuring systolic and diastolic blood pressures, and
pulse of adults and pediatrics over a preprogrammed
period of time.

2022/12/12
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The ECG Analysis Software is intended to receive, store,
display and manage the data and/or report about resting

24 ECG analysis software Illa | ECG, ambulatory ECG and ambulatory blood pressure. 2023/08/04 /
The software is also capable of ECG test process
management, workload statistics, and report printing.
The product is intended for monitoring, displaying,
25 Telemetry Monitor b | reviewing, storing, alarming, anq transferring of m_ultl_ple 2023/10/31 /
physiological parameters connecting to Central Monitoring
System.
MDR “FHATE
- . LA
2 Blood Sampler la ;rahrﬁpilood Sampler is intended to collect arterial blood 2024/10/17 B isafeA Z A&
' isafeP % %1 Blood
Sampler
IVDR 7 i &
Blood Gas and Chemistry The Blood Gas and Chemistry Test Cartridge is used to . Blood Gas and
27 Test Cartridge ¢ detect critical analytes. (including pH, pCO2, pO2 etc.) 2024711714 2028/11/05 Chemistry Test
Cartridge 7= i A8 5
28 Blood Gas and Chemistry B The Blood Gas and Chemistry Test Cartridge is used to 2023/11/06 2028/11/05 /

Test Cartridge

detect electrolytes.
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The Blood Gas and Chemistry Calibrant Fluid Pack is IVDR R~ %
29 Blood Gas and Chemistry intended for the calibration of Blood Gas and Chemistry 2024/12/26 5. Blood Gas and
Calibrant Fluid Pack Analyzer to maintain the analyzer’s analytical Chemistry Calibrant
performance. Fluid Pack 7= i 45 5
IVDR mAL
Blood Gas and Chemistr The Blood Gas and Chemistry Controls monitor values on 7, BE()F:?;ua%szand
30 y Blood Gas and Chemistry Analyzer to ensure the 2024/12/26 -
Controls analyzer’s performance Chemistry Controls
' e
. IVDR /™ i &
31 Hematology Analyzer The I_—|emato|ogy Analyzer is used for hematology 2024/09/27 TH: Hematology
analysis. e
Analyzer f' i 725 5
The Hematology Calibrator is intended for the calibration
32 Hematology Calibrator of Hematology Analyzer to maintain the analyzer’s 2023/11/06 2028/11/05 /
analytical performance.
i IVDR 7= i 48
33 Hematology Control The Hematology Control monlator values on Hematology 2024/07/25 . Hematology
Analyzer to ensure the analyzer’s performance. el
Control 7= i AR T
3) FDA it
A . — : EMER (BR &
g | i i y
5 BE ST B B e 7 975b= WEAHERIER | EAHERHAH B A
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1 I 2004/9/2 KAE R /
2 Fetal Monitor I Fetal Monitor is intended for monitoring of fetus during 2007/12/28 AR /
3 T antepartum examination, labor and delivery. 2008/11/7 KA /
4 I 2011/1/9 KAFR /
5 I 2004/5/25 KAFR /
6 I 2008/3/11 KA R /
7 Ultrasonic Pocket Doppler I It is intended for the detection of fetal heart rate. 2010/8/10 KAFR /
8 I 2015/2/6 KAFR /
9 I 2018/6/6 KAB R /
10 T Ultrasonic TableTop Doppler is intended to be used by health care | 2099/11/10 KA R /
professionals including registered nurses, practical nurses,
11 Ultrasonic Tabletop Doppler ] midwives, ultrasound technicians, and physician assistants, by | 2010/10/28 RAB R /
prescription from licensed physicians in hospitals, clinics and : N
12 Il | private offices. 2016/1/29 TRAH /
13 I 2008/11/26 KAF R /
14 " Fetal & Maternal Monitor is intended for non-invasive and 2010/11/10 KA XK /
Fetal & maternal monitor invasive monitoring of fetus during antepartum examination, labor -
15 I | and delivery. 2015/7/1 KT L /
16 I 2018/8/30 KABR /
17 I 2011/1/4 KABR /
o Central Monitoring System is a medical information device widely ; N
18 Central Monitoring System 1 applied in clinical monitoring field. 2015/3/30 KAE R /
19 I 2017/9/6 KAE R /
20 I 2009/7/24 KAE R /
21 I 2010/12/2 KAFRL /
22 I 2017/2/15 KAFRL /
. Electrocardiograph is intended to acquire ECG signals from adult . ~
2 Electrocardiograph . and pediatric patients through body surface ECG electrodes. 2018/1/24 AT /
24 I 2017/9/25 KA /
25 I 2009/6/3 KA /
26 I 2010/4/1 KA /
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> I 2014/2/25 IRAH /
28 I 2012/3/16 KA L /
29 I 2021/10/1 KAFR /
30 I 2022/4/8 KAFR /
31 I 2023/07/31 KAFR /
The Ambulatory ECG System is intended to record, analyze,
display, edit and generate report of ambulatory ECG. The
32 Holter ECG and ABP system ] Ambulatory Blood Pressure System is capable of measuring | 2023/09/25 TRAE KL /
systolic and diastolic blood pressures, and pulse of adults and
pediatrics over a preprogrammed period of time.
The Ambulatory Blood Pressure Monitor is capable of measuring
33 Ambulatory Blood Pressure Monitor ] systolic and diastolic blood pressures, and pulse of adult patients 2021/10/1 KA R /
over a preprogrammed period of time.
34 I 2009/10/22 KAFR /
35 PC ECG I It is to acquire resting ECG signals from adult and pediatric 2010712/3 KAH /
36 T patients through body surface ECG electrodes. 2013/11/22 KA /
37 I 2016/2/5 KABR /
. Electrocardiograph is intended to acquire ECG signals from adult . N
38 Electrocardiograph I and pediatric patients through body surface ECG electrodes. 2017/6/2 KA /
Holter System is intended to record, analyze, display, edit and . N
39 Holter System I generate report of ambulatory ECG. 201611127 AR /
PADECG is to acquire resting ECG signals from adult and R N
40 PCECG I pediatric patients through body surface ECG electrodes. 2016/7/1 AR /
41 I 2009/6/19 KAE R /
42 Digital Ultrasonic Diagnostic I The Ultrasound system is intended for use by a qualified physician 2011/4/1 AR /
43 Imaging System T or allied health professional for ultrasound evaluations. 2013/9/17 KAAT R /
44 I 2012/10/12 KAFRL /
45 I 2013/2/8 KAE R /
46 I 2015/2/20 KAFRL /
. . The Ultrasound system is intended for use by a qualified physician . N
4 Diagnostic Ultrasound System . or allied health professional for ultrasound evaluations. 201711715 AATA /
48 I 2018/4/13 RAHRL /
49 I 2017/9/29 KA R /
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50 I 2015/5/6 KA L /
51 I 2016/5/31 KA L /
52 I 2016/4/4 KAH R /
53 I 2017/1/31 KAH R /
54 I 2017/7/18 KAH R /
55 I 2018/5/24 KAH R /
56 I 2017/8/18 KAE R /
57 I 2019/3/28 KAE R /
58 I 2019/11/28 KAB R /
59 I 2020/5/21 KAB R /
60 I 2021/1/25 KAB R /
61 I 2009/5/14 KAF R /
62 I 2010/12/10 KAF R /
63 I 2010/12/27 KABRL /
64 1] The monitor is intended to be used for monitoring, storing, 2012/2/14 AT R /
Vital Signs Monitor recording, and reviewing of, and to generate alarms for, multiple
65 Il | physiological parameters of adults, pediatrics and neonates. 2013/9/5 KAE R /
66 I 2018/12/21 KAH R /
67 I 2021/1/28 KA L /
68 I 2024/3/8 KA L AR
69 Pulse Oximeter I I#:Ck(i);(émeter is intended for continuous monitoring or spot- 2009/12/4 KA X /
0 I 2011/7/1 IRAH /
1 I 2012/2/1 IRAH /
72 Tl The monitors are intended to be used for monitoring, storing, and 2012/2/6 KA R /
Patient Monitor reviewing of, and to generate alarms for, multiple physiological
73 I parameters of adults, pediatrics and neonates 2012/5/21 KRAE R /
_ I 2016/12/22 IRAH /
5 I 2014/3/20 IRAK R /
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6 I 2016/4/29 IRAH /
- I 2020/4/2 IRAH /
28 I 2021/1/23 IRAH /
29 I 2022/8/12 IRAH /
80 I 2024/4/19 KAG R [ER/SE))
81 I 2024/6/28 KA AR
82 Telemetry Transmitter I -pr:rIer::tt?r/s. transmitter is intended to monitor physiological 2017/2/3 KA % /
83 MFM-CMS Central I MFM-CMS Central Monitoring System is a medical information 2013/6/21 KAGR /
84 Monitoring System T device widely applied in clinical 2024/2/5 KA A5V
85 Video Colposcope 1 video colposcope is intended for gynecological examination 2015/12/1 TKAE R /
o | sumonsyen e s e pod® | acpasits | i | e
7| Blood Gasand Cremisty Analysis |, | o eboratory environment nea patient | 2016715 | At /

System

or point-of-care settings.
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