RN EBIRENBERIDBRAE]

FERS

EDAN
20235

el
Xz
Y

R

, )
J.,l.]J]1J]]JJIIIIIIIIIIIIIIII’
J]]J]]]]]]]lllllIllllllllll— : \
.JJ]]]]]]]J]ﬂllllllllllllllll- M
T S Y Y T 6 Y ) St U (Y Y S W D R VN W VO W —\ -
T T T T O ) ) )l .\ .ﬂ
R — T P T Y T I (S Y ) Y P Y ) W ) W ) W T
AT T T T 1 T O ) ) ) (S ) .\

P T T Y Y Y Y I ) ) ) ) W W W\
BT T A T 1 T T I [ () ) ) (O
T A T T o e 1 T ) O ) ) Y ] W — e W .\

R ey o e e g e O ) () Y (S ) W S W Y

.\\\ y
i |
| /!
(. .

]

!

|

[

_._
&

: S ) ST B S I A
il = == i) D e 1 B i
i EREEEEEEHE
B EEEEEE =
B e s BT -6 (5SS L S
e T i A 2 L i I
T ) S ) o N I .20 Y Y i [
O S ) S Y e 5 O

el L

. I ) O ) B 5 S 1 0 B S
T e S 1 i Y e S 25 L S Y [T S A I "
. A B ] e ) 9 < S A I S
P En.ﬂ.!ﬂhinﬂnﬁhﬂnm..l..ln.! I NS
ﬂl.ﬂ.lmﬁnﬁnﬂmﬁnvl-inll X 11 I 5 N .
B o S el ) e ) A . i S 1 N Y
e 4= | e ) I e i I i R T A

(W]
PR~y Y |
B WoUERs Y7 [
corial s PH R |\
'y v \ i W\
A 3 1 | \ i\ )\
e \ i \
.r«,\ ¥ | 3 W o
) {11 1R ALY
=2 . 11 A iy || \
e ) 4 \ | \ . $ ¥
s, | o AN | |
il {
7 R ||| R \
el b} A !
0o sl < AN
i 3 ACEY S J HHE |
e A,
= TR W ]|
o Al - | | 1
: | 3

sRatie”
-

H.--ﬂ. lﬂ- UL :

1}
Ll



EDAN VRN BHNS 55 (0SSP A R A ] 2023 4FR4F FE R 25 40 30

2023 FFEER G

BT EERR. HFNEX

AFEFR. BELSREE. BE. RATEARRIEFEREABTK
R, . T8, FPEERERER. REMHFEREERNGRRN, HAREAD
HIAE T ISR TUE.

ATHRTANKYE . EESTH TAEATAEG L RSHPE AT (&itE
BAR) B EREH: RERERRETMFREPEL. HEH. TE.
PIEEENOHE T HAREHNEFLS W

FAFERBRENENEREEREGEL, HIHERTIIREER:
REZFRE. EEXE. TREHRE. FamaEs g, REER
“E=T BEEBEWRESNT Z “T—. AFRKRERNRE” K “FRE
XX, BIEREE FAKRE.

AT EARREFSF GRS HRIE SRS A: Bl 579, 663, 346 B AN
B, MEBERESE 10 BIREAELFH 2.07 T (E8), ELK 0 & (FBD,
LB A ARE RS RS 10 BREH 0 /.



EDAN VRN BHNS 55 (0SSP A R A ] 2023 4FR4F FE R 25 40 30

B A —3H1E
B3 B A B T

% 2023 Fa9ut iR KA &, SV A S A 697D, BRI —F R e AEAL
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T B85 W & | Rapicura Biotechnologies, Inc.
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(=) ATFRATILE A

AT BRI RS T BT, R TR AT BRI S R S p B AR AL 43 X I
AT, SR, 5 AR G A, BT S AL TR B TR AR, I
O 0 SRS R A . O (BT BB BT A L) PO, BT bl L ok e T
MPRIOGCE. Bed. B AL MBI RN . FEE LR M AR M, LA 2
SHEEHUBEE . BET SO R, RSS2 I SRR . 38 THORRIE . sk
BT, BRI BR ORI S MR, BRI AT I T B KR
s 0 90

(=) ARFTAAT LI R BL

1. SIRETRITILRBEIR
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IRV MUEE S 1R 53 < S Ak — B IR T 5% [ B 7 s iy I RO e o IR 1 DX P 1R 4 0 5 L it AT
SRIVERTT A PR S0, ORAR T L BRTTAS MO I N KB 0. HAT, FRE S O A RRE T S
B, BB R MRS R AR, DL RN D EOH R T AE R R, AR Tz st+0
J

2. I E BRI IR IR
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. Electrocardiograph is intended to acquire ECG signals from adult
1 Electrocardiograph lla and pediatric patients through body surface ECG electrodes. 2021/2/18 /
2026/2/17
2 Ultrasonic Pocket Doppler Ila It is intended for the detection of fetal heart rate. 2022/5/31 /
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Ultrasonic TableTop Doppler is intended to be used by health care

Ultrasonic TableTop Doppler Ila professionals including registered nurses, practical nurses,
midwives, ultrasound technicians, and physician assistants.
Digital Ultrasonic Diagnostic lla Diagnostic ultrasound system is applicable for ultrasound
Imaging System evaluation in hospitals and clinics.
Diagnostic Ultrasound System lla The l_JItrasound system is intended for use by a quz_illfled physician
or allied health professional for ultrasound evaluations.
The ultrasonic Transducer is intended for use along with
Ultrasonic Transducer Ila diagnostic ultrasound system by a qualified physician or allied

health professional for ultrasound evaluation

Biofeedback and Stimulation System

Ila

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.
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Telemetry transmitter is intended to monitor physiological

8 Telemetry Transmitter b
parameters.
The temperature probes are intended to be used for body
9 Temperature Probe Ia temperature measurement, which are applied to the skin or to the
rectum.
10 Finger Oximeter Ila It is intended for spot-checking of adult and pediatric patient
The SpO2 sensors are intended to be used for estimating arterial
11 SPO2 sensor b oxygen haemoglobin saturation and pulse rate on patients by
connecting to the patient monitor.
12 Electrocardiograph lla Electrocardiograph is intended to acquire ECG signals from adult

and pediatric patients through body surface ECG electrodes.
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It is to acquire resting ECG signals from adult and pediatric

13 PCECG lla patients through body surface ECG electrodes.

14 Holter System lla Holter System is intended to record, analyze, display, edit and
generate report of ambulatory ECG
The Ambulatory Blood Pressure Monitor is capable of measuring

15 Ambulatory Blood Pressure Monitor Ila systolic and diastolic blood pressures, and pulse of adult patients
over a preprogrammed period of time.

16 Fetal Monitor b Fetal Monitor is |_ntended for monitoring of fetus during
antepartum examination, labor and delivery.

17 Central Monitoring System b Central Monitoring System is a medical information device

widely applied in clinical monitoring field.
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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

IIb

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

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.

21

Pulse Oximeter

IIb

The oximeter is intended for continuous monitoring or spot-
checking

22

Fetal Telemetry System

IIb

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

2022/5/31 /
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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 /

24

Fetal & Maternal Monitor

IIb

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

2022/5/31 /

25

Telemetry Transmitter

IIb

Telemetry transmitter is intended to monitor physiological
parameters.

2022/5/31 /

26

Biofeedback and Stimulation System

ITa

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 /

27

Biofeedback and Stimulation System

Ila

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 /
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28

Electrocardiograph

IIa

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

2022/8/31 /

29

Holter ECG and ABP system

ITa

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 /

30

Patient Monitor

IIb

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 /

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 /

32

Temperature Probe

Ila

The temperature probes are intended to be used for body
temperature measurement, which are applied to the skin, oral or to
the rectum.

2022/8/9 /

56




EDAN

RN TIRFERURRN B RAE] 2023 FEFIREEX

33

Fetal & Maternal Monitor

1b

The product is intended for monitoring, displaying, reviewing,
storing, alarming, and transferring of multiple physiological
parameters.

2023/3/27

34

Biofeedback and Stimulation System

lla

The Biofeedback and Stimulation System collects, analyzes
patients’ surface electromyography and performs biofeedback
(screen).

2023/3/31

35

Biofeedback and Stimulation System

lla

The Biofeedback and Stimulation System collects, analyzes
patients’ surface electromyography and performs biofeedback.

2023/3/31

36

Patient Monitor

1b

The product is intended for monitoring, displaying, reviewing,
storing, alarming, and transferring of multiple physiological
parameters. (Anesthetic Gas)

2022/12/31

IR

HRTE M

HRTE M

37

Patient Monitor

1b

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. (EEG)

2023/11/21

2026/2/17

[ER/SES )
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38

Telemetry Monitor

1b

The product is intended for monitoring, displaying, reviewing,
storing, alarming, and transferring of multiple physiological
parameters connecting to Central Monitoring System.

2023/10/31

2026/2/17

IR

39

Patient Monitor

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.

2023/12/26

2026/2/17

AR SEE

40

Vital Signs Monitor

1b

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.

2023/12/26

2026/2/17

A S

41

Patient Monitor

1b

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.

2023/12/26

2026/2/17

AR

42

ECG analysis software

lla

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 pressure. The software is also capable
of ECG test process management, workload statistics, and report
printing.

2023/08/04

2026/2/17

[ER/SES )
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The product is intended to acquire ECG signals from adult and

pediatric patients through body surface ECG electrodes. 2023/11/30 20261217 REE

43 Electrocardiograph lla

The Ultrasound system is intended for use by a qualified physician

.
or allied health professional for ultrasound evaluations. 2023/11/09 2026/2/17 FIRTEN

44 Diagnostic Ultrasound System lla

3) FDA i

baii) ; . : HEAHER (BR. &
5 ) I S FERHIE R UE FEMHIER
Fs age ) e e i R A & WAHERIEH | FEAHERIE . SR
1 I 2004/9/2 KA R /
2 Fetal Monitor I Fetal Monitor is intended for monitoring of fetus during 2007/12/28 FKAH /
3 T antepartum examination, labor and delivery. 2008/11/7 KA /
4 I 2011/1/9 KAF R /
5 Il 2004/5/25 KAE R /
6 Il 2008/3/11 KAB R /
7 Ultrasonic Pocket Doppler 1] It is intended for the detection of fetal heart rate. 2010/8/10 TRAE /
8 I 2015/2/6 KRB /
9 I 2018/6/6 KRB /
10 T Ultrasonic TableTop Doppler is intended to be used by health care |  5909/11/10 P%-1 /
professionals including registered nurses, practical nurses,
11 Ultrasonic Tabletop Doppler 1 midwives, ultrasound technicians, and physician assistants, by | 2010/10/28 Vi R /
prescription from licensed physicians in hospitals, clinics and N N
12 I | private offices. 2016/1/29 IKAATRL /
13 i Fetal & Maternal Monitor is intended for non-invasive and 2008/11/26 KA R /
Fetal & maternal monitor invasive monitoring of fetus during antepartum examination, labor -
14 I and delivery. 2010/11/10 KAE R /
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15 Il 2015/7/1 KA /
16 Il 2018/8/30 KA /
17 Il 2011/1/4 KA /
- Central Monitoring System is a medical information device widely N N
18 Central Monitoring System 1 applied in clinical monitoring field. 2015/3/30 KA /
19 Il 2017/9/6 KA /
20 I 2009/7/24 KA /
21 I 2010/12/2 KA /
22 I 2017/2/15 KA /
23 I 2018/1/24 KA /
24 I 2017/9/25 KAH R /
25 ) I Electrocardiograph is intended to acquire ECG signals from adult 2009/6/3 KA /
Electrocardiograph s "
26 T and pediatric patients through body surface ECG electrodes. 2010/4/1 KA /
” I 2014/2/25 IRAH /
28 Il 2012/3/16 KRB /
29 1l 2021/10/1 KRB /
30 1l 2022/4/8 KRB /
31 I 2023/07/31 IKAH R UM
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 RN
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 1l systolic and diastolic blood pressures, and pulse of adult patients 2021/10/1 Vi R /
over a preprogrammed period of time.
34 [ 2009/10/22 KRB /
35 PC ECG I It is to acquire resting ECG signals from adult and pediatric 2010/12/3 U/ /
36 T patients through body surface ECG electrodes. 2013/11/22 K AAT R /
37 Il 2016/2/5 KA /
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Electrocardiograph is intended to acquire ECG signals from adult

38 Electrocardiograph I and pediatric patients through body surface ECG electrodes. 2017/6/2 KAHH /
o e S e ot sy, il o | gy | i /
o roecs e e e a2 | oo |t /
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 KAGR /
43 Imaging System T or allied health professional for ultrasound evaluations. 2013/9/17 KA /
44 I 2012/10/12 KRB /
45 I 2013/2/8 KRB /
46 I 2015/2/20 KA /
47 I 2017/11/15 KA /
48 I 2018/4/13 KAA /
49 Il 2017/9/29 KA R /
50 Il 2015/5/6 KA B /
51 Il 2016/5/31 KAF R /
52 Di ; " The Ultrasound system is intended for use by a qualified physician 2016/4/4 KRAHA /
53 iagnostic Ultrasound System T or allied health professional for ultrasound evaluations. 2017/1/31 KA /
54 Il 2017/7/18 KAB R /
55 I 2018/5/24 KRB /
56 I 2017/8/18 KRB /
57 I 2019/3/28 KRB /
58 I 2019/11/28 KAH R /
59 I 2020/5/21 KAA R /
60 I 2021/1/25 KAH R /
o1 " The monitor is intended to be used for monitoring, storing, 2009/5/14 dadasiaki !
62 Vital Signs Monitor 1l recording, and reviewing of, and to generate alarms for, multiple 2010/12/10 KRB /
63 " physiological parameters of adults, pediatrics and neonates. 2010/12127 K ;
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64 I 2012/2/14 KAE R /
65 I 2013/9/5 KAE R /
66 I 2018/12/21 KA /
67 I 2021/1/28 IRAH L /
68 Pulse Oximeter I The qximeter is intended for continuous monitoring or spot- 2009/12/4 KA /
checking
69 Il 2011/7/1 KAB R /
70 Il 2012/2/1 KAB R /
71 I 2012/2/6 KRB /
- I 2012/5/21 KA /
73 i The monitors are intended to be used for monitoring, storing, and 2016/12/22 KT R /
Patient Monitor reviewing of, and to generate alarms for, multiple physiological
74 I parameters of adults, pediatrics and neonates 2014/3/20 KA R /
75 I 2016/4/29 TRAA /
76 I 2020/4/2 TRAA /
- I 2021/1/23 IRAH /
-8 I 2022/8/12 IRAH /
79 Telemetry Transmitter I gg:zrr:stt?r/s' transmitter is intended to monitor physiological 2017/2/3 KA /
80 I:\Aﬂzmt(():rm; é:;srj[te?ql I (I;/(is:\élef,:vl\l/(ljil )(;zeiggﬁ:e(lj\/:ﬂncilti?]riigg System is a medical information 2013/6/21 KA /
81 Video Colposcope 1l video colposcope is intended for gynecological examination 2015/12/1 KAH /
s | Blood Gasand Chemisy Avalysis |y | p Y lboratoy environmen, nea patient | 2016715 | kA /

System

or point-of-care settings.
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