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The ECG Analysis Software is intended to receive,
store, display and manage the data and/or report about
. resting ECG, ambulatory ECG and ambulatory blood SN =
1 ECG 1 ft 1T . - p

anatysis sottware a pressure. The software is also capable of ECG test HORHF i
process management, workload statistics, and report

printing.

i

HIRTE M

Ultr ic Pocket The product detects fetal heart rate (FHR), maternal
asonic Pocke . s -
2 Doopler 1T a | oxygen saturation (Sp02) and pulse rate (PR) for A H P VEM

P pregnant women.

iyl

HRTE M

The Blood Sampler is intended to collect arterial

3 Blood Sampler II a HARE P M
blood sample.

iyl

HRTE M

The Ultrasound system is intended for use by a
II a | qualified physician or allied health professional for Fi AR VE R
ultrasound evaluations.

Diagnostic Ultrasound

Systen AR T S

o

. . The Ultrasound system is intended for use by a
Diagnostic Ultrasound

5 Systen IT a | qualified physician or allied health professional for oA H# P M

o

AR

ultrasound evaluations.

. . The Ultrasound system is intended for use by a
Diagnostic Ultrasound

6 Systen IT a | qualified physician or allied health professional for FioARH P M

o

AR

ultrasound evaluations.

The temperature probes are intended to be used for
7 Temperature Probe II b | body temperature measurement, which are applied to the FioARH P M
skin, oral or to the rectum.

o

AR

The Ambulatory ECG System is intended to record,
analyze, display, edit and generate report of
Holter ECG and ABP ambulatory ECG. The Ambulatory Blood Pressure System NN -
8 Ma |° Y \ v . oY AR AT M
system is capable of measuring systolic and diastolic blood
pressures, and pulse of adults and pediatricsover a

preprogrammed period of time.

o

M
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| Electrocardiograph I ECG signals are obtained through the body surface ECG AT VER 7 AT
electrodes.
The Ambulatory ECG System is intended to record,
analyze, display, edit and generate vreport of
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Electrocardiograph is intended to acquire ECG signals
1 Electrocardiograph 1Ta from adult and pediatric patients through body surface 2021/2/18 2026/2/17 AR TR
ECG electrodes.
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Ultrasonic Pocket Doppler ITa It is intended for the detection of fetal heart rate. AR T S

Ultrasonic TableTop Doppler is intended to be used by
health care professionals including registered nurses,
practical nurses, midwives, ultrasound technicians, and
physician assistants.

Ultrasonic TableTop Doppler 1Ia AR T A

Digital Ultrasonic Diagnostic I Diagnostic ultrasound system is applicable for
. a . . . .
Imaging System ultrasound evaluation in hospitals and clinics.

2022/5/31 AR T VR

The Ultrasound system is intended for use by a qualified
Diagnostic Ultrasound System 1Ia physician or allied health professional for ultrasound 5 5 Y i
evaluations.

The ultrasonic Transducer is intended for use along
with diagnostic wultrasound system by a qualified
physician or allied health professional for ultrasound
evaluation

AR S

Ultrasonic Transducer ITa
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Biofeedback and Stimulation

The Biofeedback and Stimulation System collects
analyzes patients’ surface electromyography or stress
signal and performs biofeedback, treating muscular

7 IIa ) . . . .
System dysfunction, promoting blood circulation and providing
analgesia and tissue metabolism by electrical
stimulation and EMG-electrical stimulation
. Telemetr transmitter is intended to monitor
8 Telemetry Transmitter 1Ib . y.
physiological parameters
The temperature probes are intended to be used for body
9 Temperature Probe 1Ia temperature measurement, which are applied to the skin
or to the rectum.
. . It is intended for spot—checking of adult and pediatric
10 Finger Oximeter 1Ia .
patient
The Sp02 sensors are intended to be used for estimating
11 SP02 sensor 1Ib arterial oxygen haemoglobin saturation and pulse rate

on patients by connecting to the patient monitor.

AR SEE M

AR S M

G R

AR I

AR S
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Electrocardiograph is intended to acquire ECG signals

12 Electrocardiograph ITa from adult and pediatric patients through body surface
ECG electrodes.
It is to acquire resting ECG signals from adult and
13 PC ECG a 8t ac 8 &
pediatric patients through body surface ECG electrodes.
Holter System is intended to record, analyze, display,
14 Holter System 1Ia . Y Ve pray
edit and generate report of ambulatory ECG
The Ambulatory Blood Pressure Monitor is capable of
15 Ambulatory Blood Pressure I measuring systolic and diastolic blood pressures, and
. a . .
Monitor pulse of adult patients over a preprogrammed period of
time.
Fetal Monitor is intended for monitoring of
16 Fetal Monitor 1Ib fetus < during antepartum examination, labor and

delivery.

AR SEE M

AR S M

G R

AR I

AR S
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17

Central Monitoring System

b

Central Monitoring System is a medical information
device widely applied in clinical monitoring field

18

Fetal & Maternal Monitor

b

Fetal & Maternal Monitor is intended for non—invasive
and invasive monitoring of fetus during antepartum
examination, labor and delivery

19

Patient Monitor

II'b

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

20

Vital Signs Monitor

II'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.

21

Pulse Oximeter

IIb

The oximeter is intended for continuous monitoring or
spot—checking

AR SEE M

AR S M

G R

AR I

AR S
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22

Fetal Telemetry System

b

It 1is intended for monitoring, displaying and
transferring of multiple physiological parameters for
fetus and pregnant women.

2022/5/31

R

23

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

B

24

Fetal & Maternal Monitor

II'b

Fetal & Maternal Monitor is intended for non—invasive
and invasive monitoring of fetus during antepartum
examination, labor and delivery

2022/5/31

HIE

25

Telemetry Transmitter

II'b

Telemetry  transmitter is intended to  monitor
physiological parameters

2022/5/31

B IE

26

Biofeedback and Stimulation
System

IIa

The Biofeedback and Stimulation System collects
analyzes patients’ surface electromyography or stress
signal and performs biofeedback, treating muscular
dysfunction, promoting blood circulation and providing
analgesia and tissue metabolism by electrical
stimulation and EMG-electrical stimulation. (Android)

2022/6/20

B UG
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27

Biofeedback and Stimulation
System

IIa

The Biofeedback and Stimulation System collects

analyzes patients’ surface electromyography or stress
signal and performs biofeedback, treating muscular
dysfunction, promoting blood circulation and providing
analgesia and tissue metabolism by electrical
stimulation and EMG-electrical stimulation. (windows)

2022/6/20

28

Electrocardiograph

IIa

Electrocardiograph is intended to acquire ECG signals
from adult and pediatric patients through body surface
ECG electrodes.

2022/8/31

R

29

Holter ECG and ABP system

IIa

The Ambulatory ECG System 1is 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 pediatricsover a
preprogrammed period of time

2022/12/12

B

30

Patient Monitor

II'b

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

2022/9/8

HIE

31

Vital Signs Monitor

IIb

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.

2022/9/16

B IE

AR S
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The temperature probes are intended to be used for body

R

B

HIE

B IE

32 Temperature Probe ITa temperature measurement, which are applied to the skin, 2022/8/9
oral or to the rectum.
The product is intended for monitoring, displaying,
33 Fetal & Maternal Monitor IIb reviewing, storing, alarming, and transferring of 2023/3/27
multiple physiological parameters.
. . . The Biofeedback and Stimulation System collects,
Biofeedback and Stimulat
34 roteedback &l rmtation ITa analyzes patients’ surface electromyography and 2023/3/31
System .
performs biofeedback (screen).
The Biofeedback and Stimulation System collects,
a5 Biofeedback and Stimulation a analyzes .patients’ surface electromyography and 2023/3/31
System performs biofeedback.
The product is intended for monitoring, displaying,
36 Patient Monitor ITb reviewing, storing, alarming, and transferring of | 2022/12/31

multiple physiological parameters. (Anesthetic Gas)

B UG
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1 I 2004/9/2 KA /
2 Fotal Moni tor inl Fetal Monitor is intended for monitoring of fetus during 2007/12/28 IRAB R /
3 11 antepartum examination, labor and delivery. 2008/11/7 KA /
4 I 2011/1/9 KA /
5 I 2004/5/25 KA /
6 I 2008/3/11 KA /
7 Ultrasonic Pocket Doppler 11 It is intended for the detection of fetal heart rate. 2010/8/10 KA R /
1 2015/2/6 RAE R /
9 11 2018/6/6 KA R /
10 11 Ultrasonic TableTop Doppler is intended to be used by 2009/11/10 KAAG R /
health care professionals including registered nurses, - N
1 Ultrasonic Tabletop doppler il practical nurses, midwives, ultrasound technicians, and 2010/10/28 IRAHRL /
12 1 phys%C}an a.sslstan.ts, by ;')re'zscrlptlon. from ll.censed 2016/1/29 KA M /
physicians in hospitals, clinics and private offices.
13 11 2008/11/26 KRAE R /
14 11 Fetal & Maternal Monitor is intended for non-invasive 2010/11/10 KAAG R /
Fetal & maternal monitor and invasive monitoring of fetus during antepartum - N
15 I examination, labor and delivery. 2015/7/1 IRARR /
16 11 2018/8/30 KAE R /
17 11 2011/1/4 KAE R /
1 Moni i i ical inf i . N
18 Central Monitoring System 11 Cen‘Fra . onltorlng Sy‘stem . l.s 4 med.1ca. n 'ormat1on 2015/3/30 IKAEH K /
device widely applied in clinical monitoring field.
19 1 2017/9/6 KABR /
20 11 2009/7/24 KAE R /
21 11 Electrocardiograph is intended to acquire ECG signals 2010/12/2 AKAAG R /
Electrocardiograph from adult and pediatric patients through body surface - N
22 IT | BCO electrodes. 2017/2/15 IKAH R /
23 11 2018/1/24 KRAE R /
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24 I 2017/9/25 KA /
25 I 2009/6/3 KA /
26 I 2010/4/1 KA /
27 I 2014/2/25 KA /
28 I 2012/3/16 KA /
29 1 2021/10/1 RAE R /
30 1 2022/4/8 KABER [ERYCER)
The Ambulatory Blood Pressure Monitor is capable of
a1 Ambulatory B%ood Pressure 1 measuring systolic. and diastolic blood pressureé, and 2021,/10/1 KA /
Monitor pulse of adult patients over a preprogrammed period of
time.
32 I 2009/10/22 KA /
33 PC ECG nl It is to acquire resting ECG signals from adult and 2010/12/3 IRARR /
34 11 pediatric patients through body surface ECG electrodes. 2013/11/22 AKAA R /
35 11 2016/2/5 KA /
Electrocardiograph is intended to acquire ECG signals
36 Electrocardiograph II from adult and pediatric patients through body surface 2017/6/2 KA BL /
ECG electrodes.
Holter System is intended to record, analyze, display, . N
37 Holter System I edit and generate report of ambulatory ECG. 2016/1/21 LGRS /
PADECG is to acquire resting ECG signals from adult and N N
38 PC ECG I pediatric patients through body surface ECG electrodes. 2016/7/1 KA /
39 11 2009/6/19 TKAH R /
40 Digital Ultrasonic Diagnostic 11 The [.Jlt'rasound sy.stem is intended fc?r use by a qualified 2011/4/1 KA K /
. physician or allied health professional for ultrasound -
41 Imaging System I evaluations. 2013/9/17 IRAH /
42 11 2012/10/12 KAE R /
4 11 2013/2 } B3
3 The Ultrasound system is intended for use by a qualified 013/2/8 AT /
44 Diagnostic Ultrasound System 11 physician or allied health professional for ultrasound 2015/2/20 KA /
15 1 evaluations. 2017/11/15 KA % /
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46 I 2018/4/13 KA /
47 I 2017/9/29 KA /
48 I 2015/5/6 KA /
49 I 2016/5/31 KA /
50 I 2016/4/4 KA /
51 11 2017/1/31 RAB R /
52 1 2017/7/18 RAB R /
53 11 2018/5/24 RAB R /
54 11 2017/8/18 RAB R /
55 11 2019/3/28 RAB R /
56 11 2019/11/28 RAB R /
57 11 2020/5/21 KA /
58 11 2021/1/25 KA /
59 11 2009/5/14 KA /
60 11 2010/12/10 KA /
61 II The monitor is intended to be used for monitoring, 2010/12/27 KA /
i i iewi , dt t . N
62 Vital Signs Moni tor 1 storing, recordlngﬁ and rev1§w1ng.of and to generate 2012/2/14 KA /
alarms for, multiple physiological parameters of
63 11 adults, pediatrics and neonates. 2013/9/5 IKAEH K /
64 11 2018/12/21 KAE R /
65 11 2021/1/28 RAH R /
i i i i itori N N
66 Pulse Oximeter 1 The oxlmet?r is intended for continuous monitoring or 9009/12,/4 KA % /
spot—checking
67 1 2011/7/1 KAE R /
The monitors are intended to be used for monitoring, - N
68 . . I storing, and reviewing of, and to generate alarms for, 2012/2/1 IRARR /
Patient Monitor . . . . .
69 11 multiple physiological parameters of adults, pediatrics 2012/2/6 KA /
and neonates - N
70 I 2012/5/21 KAE R /
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71 I 2016/12/22 KA /
72 I 2014/3/20 KA /
73 I 2016/4/29 KA /
74 I 2020/4/2 KA /
75 I 2021/1/23 KA /
76 1 2022/8/12 KABER [ERYCER)
77 Telemetry Transmitter 1 Tele@etry. transmitter is intended to monitor 2017/2/3 KA % /
physiological parameters.
78 MFM—CMs Central 1 MFM—CMS .Centra% Mo?ltorlng . Sy;tem .1§ a medical 2013/6/21 KA % /
Monitoring System information device widely applied in clinical
id 1 i intended f logical N
79 Video Colposcope I vi e? go poscope 1is intende or gynecologica 2015/12/1 KAH R /
examination
Blood Gas and Chemistr The system is intended for in-vitro diagnostic use only
80 Y 11 by trained health care professionals in a laboratory 2016/7/15 KA R /

Analysis System

environment, near patient or point—of—care settings
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